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Coserom Penepanuun
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CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,

ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,

oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pex. 28.11.2018), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,

o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3)

Maea 1. OBLLWUE NOJIOXEHUA
Cratbsa 1. peameT perynupoBaHusi HacTosiwero PepnepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aKOH peryJvpyeT OTHOIICHHUS, BOSHUKAIOLINE B CBA3M C OOpAIICHUEM -
pa3paboTKO#, OKIMHUYECKUMHU HCCICIOBAaHMAMHU, KIMHUYECKHMH HCCIIEOBAHUSAMH, OSKCIIEPTU3O0M,
FOCYJJApCTBEHHOW pErucTpanueil, co CTaHAapTU3alMEed HU C KOHTPOJIEM KaudecTBa, IPOU3BOJICTBOM,
HU3rOTOBJICHUEM, XpaHEHUEM, MEPEeBO3KOM, BBO30M B Poccuiickyro dexpepairuio, BHIBO30M U3 Poccuiickoin
®denepannn, pekiiaMon, OTIIyCKOM, pean3aluei, nepenade, IpUMEHEHNEM, YHUUYTOKEHUEM JIEKapCTBEHHBIX
CPENCTB.

(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii ®denepanbHplii 3aKOH YCTAHABIMBACT IPUOPUTET T'OCYAAPCTBEHHOI'O PEryJIMpPOBAHUS
0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JEKAPCTBEHHBIX CPEICTB IPU MX OOpaIICHUH.
(B pen. ®enepanbHOro 3akona ot 25.06.2012 N 93-d3)
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CraTbs 2. Cchepa npumeHeHns HacTosiwero PegepanbLHOro 3akoHa

Hacrosmuit ®enepanbHblil 3aKOH NPUMEHSETCS K OTHOLIEHHUSM, BO3HUKAIOLIUMM IIpU OOpalleHuu
JIEKapCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickon @enepannu.

CraTtbsa 3. 3akoHoAaTeNbLCTBO 06 0OpaLleHNn neKapcTBEeHHbIX CPeacTB

1. 3akoHOaTENLCTBO 00 OOpaIlleHNH JICKApCTBEHHBIX CPEJCTB COCTOMT U3 Hacrosiero deaepaibHoro
3aKOHa, APYyruXx (heaepalbHBIX 3aKOHOB U MHBIX HOPMATUBHBIX MPaBOBBIX akToB Poccuiickoit denepannu.

1.1. 3akoHOmaTensCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHWH OPUAMYECKUX JIUIl U
WHIUBUAYATBHBIX MPEANPUHUMATEINCH, OCYIECTRISIFONINX JCITSIPHOCTh Ha TEPPUTOPHUH MEXKITyHAPOITHOTO
MEUITMHCKOTO KJacTepa, MPUMEHSETCS ¢ YIETOM 0COOCHHOCTEH, yCTaHOBICHHBIX DeepaabHbIM 3akoHOM "O
MEXIyHApOJAHOM MEIUIIMHCKOM KJIacTepe W BHECEHUH W3MEHEHHUN B OTIENbHBIE 3aKOHOJATENbHBIE aKThI
Poccuiickoit ®eneparun’.

(uactsp 1.1 BBenena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. HeiictBue Hactosmero denepanbHOro 3akoHa paclpocTpaHseTcss Ha OOpalleHHe HapKOTHUECKUX
JICKAPCTBCHHBIX CPCACTB U IICUXOTPOITHBIX JICKAPCTBCHHBLIX CPEACTB C YUYCTOM OCO6CHHOCT€I>'I, YCTaHOBJICHHBIX
3akoHoJaTeabcTBOM Poccuiickoit denepanuy 0 HAPKOTHUECKUX CPEJCTBAX, ICUXOTPOIHBIX BEIIECTBAX U 00
UX IpeKypcopax.

3.  MeiictBue  Hacrosimero  @enepajdbHOro  3aKOHa  pacmpocTpaHsercs Ha  oOpaleHue
paanodapMaleBTHUECKUX  JICKQPCTBEHHBIX  CPEICTB €  Y4eTOM  OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOJAaTeIhCTBOM Poccuiickoit denepanmu B obacTr oOecrieueHust paIualiioHHON 0€301TacHOCTH.

4. Ecnn MexayHapoaHsIM aoroopom Poccuiickoit @enepanyivi yCTaHOBJIEHBI MHBIE MPABWIIA, YEM TE,
KOTOpBIE NPENYyCMOTPEHbl HacToAmMUM DenepanbHbIM 3aKOHOM, NMPUMEHSIOTCS IPaBUIa MEKIYyHApOIHOTO
JIOTOBOpA.

5. B Poccuiickoii @enepanuu B COOTBETCTBHH C MEXIYHAPOAHBIMHU Jorosopamu Poccuiickon
®enepanyu U (MIM) Ha OCHOBE MPUHIIUIIA B3AUMHOCTH IIPU3HAIOTCS PE3YJIbTAThl KIMHUYECKUX UCCIIET0BAHUIN
JIEKapCTBEHHBIX NPENAapaToB Uil MEJUIMHCKOrO NPHUMEHEHMS, IPOBEICHHBIX 3a IpEIeNIaMH TEPPUTOPHUH
Poccuiickoit deneparumn.

Ctatbs 4. OCHOBHbIE NMOHATUA, UCNOJIb3yeéMble B HacToALleM CDep,epaanOM 3aKOHe
s ueneit Hactosiniero denepanbHOro 3aK0OHA UCIIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIE TTOHSATHS:

1) JICKApCTBCHHBIC CPEACTBA - BCIICCTBA UJIU UX KOM6PIHaIII/IH, BCTyHArOIIMEC B KOHTAKT C OpraHu3MOM
YCJIOBEKAa WM JXHUBOTHOI'O, MNPOHUKAIOIIMWE B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKAa MWW XHUBOTHOTO,
IIPUMCHACMBIC I HpO(i)I/IJ'IaKTI/IKI/I, ANardHoCTHKHU (38 HCKIIFOYCHHUEM BCIICCTB HIIN HX KOMGI/IHaHI/Iﬁ, HC
KOHTAaKTUPYOIIHUX C OPraHHU3MOM YCJIOBCKaA HJIN )KI/IBOTHOFO), JICUCHUA 3a6OJIeBaHI/I$I, pea6I/IJ'II/IT8.I_[I/II/I, JIA
COXPAHCHUA, IPCAOTBpALICHUSA WU IIPCPbIBAHUA 6epeMeHHOCTI/I " MOJIYUYCHHBIC U3 KPOBH, IJIa3Mbl KPOBHU, U3
OpTraHoB, TKaHEeH oprann3Ma 4YCJIOBCKa WJIM XHUBOTHOTIO, paCTeHHﬁ, MHHCPAJIOB MCTOAAMHU CHUHTE3a HJIU C
NPUMECHCHUEM Ouojormyeckux TexHojorui. K JICKAPCTBCHHBIM CPCIACTBAM OTHOCATCA (bapMaHeBTI/IquKI/Ie
CY6CTaHHI/II/I H JICKApPCTBCHHEBIC NIpCIIapaThI;

2) (bapMaHeBTI/I‘IeCKaﬂ CYGCTaHI_[I/IH - JICKapCTBCHHOEC CPEACTBO B BHJAC OJHOI'O HJIM HECKOJIBKHUX
06J1ana10111nx Q)apMaKOHOFquCKOﬁ AKTUBHOCTBIO ,ZLCI\/'ICTBYIOH_II/IX BCIICCTB BHC 3aBUCUMOCTH OT HPUPOIBI
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IPOUCXOKACHUSI, KOTOPOE TPEeIHA3HAYECHO ISl TIPOU3BOJICTBA, M3TOTOBIICHHUS JIEKAPCTBEHHBIX MPENapaToB U
ornpenenser ux 3pPeKTUBHOCTS;
(n. 2 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOT'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPTAaHHUYCCKOI'0 MM OPraHUYCCKOTO IMPOMCXOKACHUA,
HCIIOJIB3YEMBIC B IIPOLECCEC IMPOMU3BOACTBA, UM3IOTOBJICHHUA JICKAPCTBCHHLBIX IIPEIIapaToB I NpHUIAHHUA UM
HeO6XO,I[I/IMBIX (1)I/I3I/IKO-XI/IMI/ILIGCKI/IX CBOﬁCTB;

4) nexapCTBEHHBIE MTpemapaThl - JTEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, TPUMEHSIEMbIE
TUTSE PO UIIAKTUKY, TUATHOCTHKHY, JISUCHHsI 3a001eBaHsI, peabUIUTAINH, U COXPAaHEHUS, PEAOTBPAICHUS
WJIM TIPEPhIBAaHUSI OEPEMEHHOCTH;

5) nekapcTBeHHas GopMma - COCTOSHHE JICKaPCTBEHHOTO TIperapara, COOTBETCTBYIOIIEE CIIOCO0aM ero
BBEICHUS U IPUMEHEHUS U 00ECIIEUYNBAIOIIee TOCTHKEHIUE HE00X0IUMOTo JieueOHoro s dekra;

5.1) mo3mpoBKa - comep)KaHUE OJHOTO WIIM HECKOJBKUX AEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPKCHUH Ha EMHMILY O3bI, WM IUHHILy 00beMa, M €AMHUILY MAacChl B COOTBETCTBHUH C JIGKaPCTBEHHOU
¢dopmoit MO0 1T HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOXKIAEMOTO M3
JIEKapCTBEHHOM (POPMBI IEMCTBYIOIIETrO BEIIECTBA 3a EAMHUILY BPEMEHHU;

(n. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) TmepedyeHb KU3HEHHO HEOOXOIUMBIX M BAXXKHEHIIMX JIEKAPCTBEHHBIX TIPEMApaToOB - E€XKETOJHO
yTBepkaaembiii [IpaBurenbctBoM Poccuiickoit ®@enepanuy NepedyeHb JIEKAPCTBEHHBIX MpenapaToB JJis
MEAMIIMHCKOTO TMPUMEHEHHs, 00ECIEeUnBAIOIINX MPUOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHUS B IIENAX
npoUnakTUKU M Je4eHUs 3a00JeBaHUI, B TOM YHWCIEe MPEOoONaarolnX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit @enepanuu;

6.1) opdanHBIC JIEKAPCTBEHHBIC TMpenapaThl - JIGKAPCTBEHHBIC TIpenaparbl, NpeTHa3HAYCHHBIC
HCKITIOYUTEITHHO JIJIS TUATHOCTHKY WIIH ITaTOTEHETUIECKOTO JICUCHUs (JICUCHUs, HAPaBJICHHOTO Ha MEXaHU3M
pa3BuTus 3a00eBaHus) peakux (opdaHHBIX) 3a00JICBaHU;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OMOIOTUYECKHUE JICKAPCTBEHHBIC MPENapaThl - JIEKaPCTBEHHBIE TIPENaparkl, IeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TMPOWM3BEICHO WM BBIJCICHO W3 OMOJOTHYECKOrO0 HWCTOYHHWKA W ISl OINpPENEICHHS CBOWCTB W
KauecTBa KOTOPBIX HeoOXoauMa KOMOWHAIUS OWOJIOTHYECKUX W (U3UKO-XHUMHYECKUX MeTomoB. K
OMOJIOTMUECKUM  JICKAPCTBEHHBIM  TIpermaparaM  OTHOCSTCS MUMMYHOOHMOJIOTHYECKHUE JICKApCTBEHHBIC
npernaparhl, JeKapCTBEHHbIE Mpernaparhl, NOJyuYeHHbIe U3 KPOBH, IJIa3Mbl KPOBU YeJIOBEKa U >KUBOTHBIX (32
UCKJIIOYCHHEM LEIbHOW KPOBH), OMOTEXHOJOTMYECKHE JIEKApCTBEHHBIE IMpenapaThl, T€HOTEPareBTUYECKUE
JIEKapCTBEHHBIE NTPeNapaThl;

(. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHOJIOTHYECKHE JIEKAaPCTBEHHBIE IIPETapaThl - JIEKApCTBEHHBIE ITPENapaThl, IpeJHa3HaueHHbIE
JJIsL q)OpMHpOBaHI/ISI AKTUBHOI'O WJIM MMACCUBHOI'O UMMYHHTCTA 100 JAUAarHOCTUKH HAJIMYWA UMMYHUTETA UIIN
JUArHOCTHKH  CIeHU(UYECKOr0o  MPHOOPETEeHHOT0  W3MEHEHUS  MMMYHOJIOTUYECKOrO  OTBeTa  Ha
annepru3upymooire Bemectsa. K ”MMyHOOHOIOTHYECKUM JIEKapCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHBI,
AQHATOKCHHBI, TOKCHHBI, CBIBOPOTKH, UMMYHOTTIOOYJIMHBI U aJJIePTEHBI,
(n. 7 B pen. @enepanibHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OGUMOTEXHOJOTMYECKHE JIEKAPCTBEHHbIE Mpenaparbl - JEKAapCTBEHHbIE Mpenapartbl, MPOU3BOJCTBO
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KOTOPBIX OCYIIECTBIISIETCSI C HCIIOJIb30BaHUEM OHMOTEXHOJOTHYECKHX IMPOIIECCOB M METONOB (B TOM 4HCIIE
JTHK-pekoMOMHAHTHONH TEXHOJIOTUH, TEXHOJOTUU KOHTPOIUPYEMON SKCIPECCHH TE€HOB, KOAMPYIOIINX
OMOJIOTMYECKH AaKTHBHBIE OCIKM B TPOKAPHOTAaX © JyKapuoTaX, BKJIIOYAs W3MCHEHHBIE KIICTKU
MJIEKOITUTAIOIINX ), THOPUIOMHOTO METOa U METOIa MOHOKJIOHAJIbHBIX aHTUTEN;

(. 7.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2)  TeHOTEpameBTUYECKHE  JIGKAPCTBCHHBIE  Iperaparsl -  JICKApCTBEHHBIE  Mpenaparsl,
(apmaneBTHYECKask CyOCTaHINS KOTOPBIX SBISIETCS PEKOMOMHAHTHON HYKJIEWHOBOW KHUCIIOTOM MM BKIIFOUAET
B ce0s pEeKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, TIO3BOJISIIOUIYIO OCYIIECTBISATh PETyJIHMpPOBaHUE,
pemnaparuo, 3aMeHy, 100aBJIeHHE I ylaJIeHHe TeHETUUECKON ITOCIeI0BATEIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEJCTBAa - JICKAPCTBEHHBIE MpernapaThl W (apMareBTUYECKHUE
cyOcTaHIMK, COAepIKaIIMe HAPKOTHUYECKHE CPEACTBAa M BKJIIOUEHHBIE B [lepeueHbh HAapKOTHYECKUX CPEICTB,
NICUXOTPONHBIX BELIECTB W HUX NPEKypcopoB, MOIekaux KOHTpoitwo B Poccuiickoit ®enepanuu, B
COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickonn denepanuu, MeXIyHApOAHbIMU J1IoroBopamu Poccuiickoit
®epnepanuu, B ToM ynciie Equnoil koHBeHIIMENH 0 HApKOTHYECKUX cpeacTBax 1961 rona;

9) TCHXOTpOIMHBIE JIEKAPCTBCHHBIE CPEACTBA - JICKAPCTBCHHBIC Ipenaparhl W (apMareBTUICCKUE
cyOcTaHIMM, COAep X aIie MCUXOTPOIHBIC BEIIeCTBA U BKIIOYCHHBIC B llepedueHh HApKOTUYECKUX CPEICTB,
MICUXOTPOMHBIX BEHIECTB M HMX MPEKYpPCOPOB, MNOMICKAIMMX KOHTpoJto B Poccuiickoit denepanuu, B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu, MeXIyHapOAHbIMU J10roBopamu Poccuiickoit
®epnepannu, B ToM ynciie Konpenuei o ncuxoTponHbix Bemectsax 1971 roxa;

10) paguodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPE/ICTBA - JIEKAPCTBEHHBIE CPEJICTBA, KOTOPBIE COAEPKAT
B TOTOBOM JJIA UCIIOJIB30BaHUsA (1)opMe OIVH PAaJUOHYKINA WX HECKOJIbKO PaJUOHYKINIOB (pa)II/IOElKTI/IBHBIX
W30TOIIOB);

11) pedepeHTHBIN JIeKapCTBEHHBIM TIIpenapar - JIGKApCTBEHHBIM IIpernapar, KOTOPBI BIEPBBIC
3apeructpupoBaH B Poccuiickoit denepanuu, kadecTBo, 3(HEeKTUBHOCTH M 6€30MaCHOCTh KOTOPOTO AOKa3aHbI
Ha OCHOBAaHUM PE3YyJbTAaTOB JOKIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKHX
WCCIICIOBAaHUH JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHHBIX B COOTBETCTBUU € TpeOoBaHMAMHU yacted 6 u 7
ctatbi 18 Hacrosimero ®enepanbHOro 3aKOHAa B OTHOIIEHMM JIEKAPCTBEHHBIX CPEACTB JUISl METUIIMHCKOTO
MpUMEeHEeHHUs 100 B COOTBETCTBUM C TpeboBaHUsAMHU cTaTbu 12 Hacrosiuiero denepaibHOro 3aKOHa B
OTHOIIICHUU JIEKAPCTBEHHBIX CPEJICTB MJI BETEPUHAPHOTO MPUMEHEHMS, W KOTOPBIA HCHOJB3yeTCs IS
OLICHKH OMOSKBUBAJICHTHOCTH WM TEPaleBTUYECKOM HKBUBAJIEHTHOCTH, KadecTBa, 3(PPEeKTUBHOCTU U
0€30MaCHOCTH BOCTIPOU3BEICHHOTO MM OMOaHAJIOroBOro (0MoI0/100HOr0) JIeKapcTBEHHOTO Ipenapara;

(B pen. @enepanbHbIx 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

12) Bocripou3BeACHHBII JIEKAPCTBEHHBIN Ipenapar - JeKapCTBEHHBIN MpenapaT, KOTOPbI UMEET TaKoi
K€ Ka4eCTBEHHBIM COCTAB M KOJWYECTBEHHBIN COCTaB JICHCTBYIOIIMX BEHIECTB B TAaKOW K€ JIEKAPCTBEHHOU
¢dopme, uT0 U pedepeHTHbIN JEeKapCTBEHHbIM mnpenapaT, U OHMOIKBHUBAJEHTHOCTb WJIM TepaneBTHUYECKas
9KBUBAJIEHTHOCTh KOTOPOI'0 pehepeHTHOMY JIEKApCTBEHHOMY Ipenapary MOATBEP)KIEHAa COOTBETCTBYIOLIMMHU
HCCIIEOBAHUAMU;
(n. 12 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

12.1)  TepameBTHYECKass  SKBUBAJICHTHOCTH - TOCTUXKEHUE KJIIMHUYECKU COOCTAaBUMOTO
TepaneBTUYecKoro 3dexra nmpu NMPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUITMHCKOTO MTPUMEHEHUS
JUTSL OJTHOM Ml TOM K€ TPyl OOJIBHBIX O OJHUM M TEM K€ MTOKa3aHUsIM K IPUMECHECHHIO;
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(m. 12.1 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.2) OuoaHanoroBblii (OMOMOMOOHBIN) NEKapCTBEHHBINH mpemnapar (OuoaHaNoOr) - OHOMOTHYECKUI
JICKApCTBEHHBIN TIperapar, CXOXUW 10 TapaMerpaMm KadecTBa, d(QexTuBHOCTH © 0E30macHOCTH C
pedepeHTHBIM OHOJIOTHYECKUM JICKAPCTBECHHBIM ITPETIAPATOM B TAKOM K€ JICKAPCTBECHHON (hOpME M MMEFOIINN
WICHTHYHBIA CITIOCOO BBEICHHUS,

(m. 12.2 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3amMeHsI€MbIN JIEKAPCTBEHHBIN Npemnapar - JEKapCTBEHHBI mpemnapar ¢ JO0Ka3aHHOU
TEPaNeBTUYECKON  HKBUBAJICHTHOCTHIO WM  OWOIKBUBAJCHTHOCTHIO B  OTHOIICHUH pedepeHTHOTO
JIEKapCTBEHHOI'0 Ipenapara, MMEIOLIMK SKBHUBAJIEHTHBIE €My KA4E€CTBEHHBIM COCTAB W KOJWYECTBEHHBIN
COCTaB JEHMCTBYIOLIUX BELIECTB, COCTAB BCIIOMOTAaTENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (opMmy M crocod
BBEJICHMUS;

(m. 12.3 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

13) nexapcTBEHHOE PACTHUTENHHOE CHIPhE - CBEXKHE WIH BBICYLICHHBIE pPACTEHHS JTUOO HMX YacTH,
WCIIONb3yEMbIE Il TMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3alUsIMH - MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB WM M3TOTOBJICHUS JICKAPCTBEHHBIX IMPENapaToB alTEYHBIMU OPTraHU3alUsSIMH,
BETCPUHAPHBIMH ANTEYHBIMU OpPTaHU3ALMIMH, WHIUBUIYAIbHBIMU TPEANPUHAMATEISIMUA, HMEIOITUMU
JMIEH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCTb;

14) nexapCTBEHHBIM pACTUTEIBHBIN MpernapaT - JEKAPCTBEHHBIA IIpenapar, MPOW3BEICHHBIN WIH
U3TOTOBJICHHBIN M3 OJHOTO BUJAA JIEKAPCTBEHHOTO PACTHUTEIHHOTO CHIPbS WJIM HECKOJIBKHX BHUAOB TaKOTO
CBIPBS ¥ peaTn3yeMblil B pachacOBaHHOM BHUJIE BO BTOPUYHOMU (TIOTPEOUTENBCKOI) YITaKOBKE;

15) romeonaTuueckuil JEKapCTBEHHBIM IpenapaT - JIEKapCTBEHHBIM IpemnapaT, MPOU3BEACHHBIN WU
W3TOTOBJICHHBIN M3 (hapMaleBTHUECKOW CyOCTaHIIUH WK (apMaleBTHUECKUX CYOCTAHIIMI B COOTBETCTBUH C
TpeOoBaHUAMHU 00IMX (hapMaKOMEHHbIX CTaTe K IOMEONaTUYeCKUM JIEKapCTBEHHBIM IMpenaparaM WId B
COOTBETCTBUM € TPEOOBaHUAMHU (hapMaKOIen CTPaHbl IPOU3BOJUTENS TAKOTO JICKAPCTBEHHOI'O Mpenapara;

(m. 15 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapoAHOE HEMAaTEHTOBAHHOE HAWMEHOBAHHE JIEKAPCTBEHHOTO CPEJCTBA - HANMEHOBAHUE
JICMCTBYIOIIEr0 BellecTBa (papMalleBTUYECKON CyOCTaHIIMM, PEKOMEHIOBaHHOE BcemMupHOl opraHu3amuen
3/1paBOOXPaHEHUS;

(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOI'O CPEJCTBA - HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA,
NPUCBOCHHOE €ro pa3pabOTYMKOM, JepXKaTeleM WM BIaJelblieM pPEerucTPaliOHHOIO YAO0CTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOEC HAUMEHOBAHHE JICKAPCTBEHHOTO Tperapara - HaMMEHOBaHUE JICKAPCTBEHHOTO
mpernapata, HE HMMEIOIIET0 MEXIYHAPOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHHS, WM KOMOHWHAIINN
JICKAPCTBEHHBIX TIpENapaTroB, HCIOJIb3yeMOEe B LEIIX OOBCIWHEHUS HUX B TPYIINy THOJ CIUHBIM
HAaMMEHOBAHUEM MCXOJISl U3 OJIMHAKOBOT'O COCTAaBa JICHCTBYIOIINX BEIICCTB;

(m. 17.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmas ¢Qapmakomneiinas craThsi - AOKYMEHT, YTBEP)KICHHBIH YIIOJTHOMOUYEHHBIM (heaeparbHbIM
OpPraHOM HCIIOJIHUTENIHOW BJACTH WM COJEpXKAIUi TepedYeHb IoKa3aTenel kadecTBa W (WJIM) METOJIOB
KOHTPOJISI Ka4eCTBa KOHKPETHOM JIEKapCTBEHHON (POPMBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS, OMUCAHUS
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OMOJIOTNYECKUX, ONOXUMHUECKUX, MUKPOOHOIOIMYECKHX, (PU3NKO-XUMHUYECKUX, (PU3NUECKUX, XUMUYECKUX U
JPYyTUX METOAOB aHalM3a JIEKapCTBEHHOTO CpPEJCTBA, a TaKXke TpeOOBaHHS K HCHOJIb3YeMbIM B LEIIX
MMPOBCACHUA NAHHOTO aHAJIN3a PpCaKTUBAM, TUTPOBAHHBIM paCTBOpaM, HHAUKATOPAM;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) dapmaxomneiiHas cTaTbd - JTOKYMEHT, YTBEP)KICHHBIH YHNOJHOMOYEHHBIM (heiepaqbHbIM OpPraHOM
VICIIOJIHUTENIBHOM BJIACTU M COACpIKAIUMN IEpEeUYeHb MOKa3aTesIed KayecTBa U METONOB KOHTPOJIA KadecTBa
JIEKapCTBEHHOI'O CPEJCTBA;

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

19.1) cranpaptHble 00pa3ibl - BEIIECTBA, IMOCPEACTBOM CPABHEHHUS C KOTOPBIMU OCYILIECTBISETCS
KOHTPOJIb KQuecTBa HCCIIEAYEMBIX JICKAPCTBEHHBIX CpPEACTB C TOMOUIbIO (PH3HKO-XHUMHUYECKUX U
OHMOJIOTHYECKUX METOJIOB B IEJISIX MOJTBEPIKICHHS COOTBETCTBHS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSM
HOPMAaTUBHOW JOKYMEHTAllMM, YCTAaHOBJIEHHBIM IIPHU OCYILECTBIEHHMHM T'OCYJapCTBEHHOH PpErucTpanuu, U
KOTOpbIE MPUMEHSIOTCS JUIsl KATUOPOBKM CTaHIAPTHBIX 00pa3lloB MPOU3BOAUTENS JICKAPCTBEHHBIX CPENICTB,
HCIOJIb3YEMBIX JUIsI KOHTPOJISl KaueCTBa U MHBIX 1eJIel MPU 00pallleH!H JeKapCTBEHHbBIX CPE/ICTB;

(n. 19.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19.2) (<apmakomeiHbIii CTaHTApTHBIM 00pasel - CTaHIAPTHBIM o0pasen, MPOU3BEICHHBIN B
COOTBETCTBUH C (papMaKoNeitHON CTaThei;
(. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HopMaTHBHAsA JOKYMEHTALHs - TIOKYMEHT, COJIepKallliil IepeyeHb ONpeAessieMbIX 0 pe3yibTaTam
COOTBETCTBYIOIIUX JKCIEPTU3 IIOKAa3aTeJed KadecTBa JIEKAPCTBEHHOIO CpEACTBA I  MEIUIMHCKOrO
IIPUMEHEHHUS, METOJIOB KOHTPOJISl €r0 Ka4eCTBA U YCTAHOBJIEHHBIN €ro IPOU3BOIUTENIEM;

21) HOpMaTHBHBIH JOKYMEHT - JOKYMEHT, COJEp Kallluii MepeueHb OINpeAeNsieMbIX IO pe3yJibTaTaM
COOTBETCTBYIOIIMX JKCIIEPTHU3 IMOKa3aTeeil kauecTBa U (WJIM) METOJOB KOHTPOJISI KayecTBa JEKapCTBEHHOMN
¢dopmbl, omnucaHusg OHOJOIMYECKUX, OMOXMMHYECKHUX, MHUKPOOMOIOIMYECKHX, (U3UKO-XMMHUUYECKHUX,
¢u3n4ecKkux, XMMHUYECKMX M JAPYTUX METOAOB aHaliM3a JIeKapCTBEHHBIX CPEACTB MJS BETEPUHAPHOTO
NpPUMEHEHHs, TpeOOBaHUS K UCIOJb3YEeMbIM B IENAX MPOBEJACHHUA JaHHOTO aHaliM3a peaKTHBaM,
TUTPOBAHHBIM PacTBOpPaM, MHAMKATOPAaM U YCTAHOBJICHHBIN €r0 IPOU3BOJUTENIEM;

21.1) oOmuil TEXHUYECKH [TOKyMEHT - KOMIUIEKT JIOKyMEHTOB W MAaTepuajoB, COCTOSLIMN H3
HECKOJIbKUX Pa3/eioB - JTIOKyMEHTAllUU aJIMUHUCTPATUBHOIO XapakTepa, XUMUYECKOH, apMalieBTUYECKO 1
OMOJIOTNYECKON JOKyMEHTAaluH, (hPapMaKoJIOTHYeCKOH, TOKCHUKOJOTMYECKOM TOKYMEHTAlUU, KIMHUYECKOH
JOKYMEHTAllUM W TPEACTaBIsAEeMbli OJHOBPEMEHHO C 3asBI€HHMEM O TOCYJapCTBEHHOH perucrpanuu
JIEKapCTBEHHOT0 Ipernapara JJisi MEAMIUHCKOTO IPUMEHEHHUs B popMare, yCTAaHOBICHHOM YIIOJIHOMOYEHHBIM
(eneparbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH;

(m. 21.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

22) KauecTBO JIGKAPCTBEHHOTO CPEJCTBA - COOTBETCTBHE JICKAPCTBEHHOTO CPEACTBA TPEOOBAHMSIM
(apmaxormneiiHoil cTaTb JIMOO B Ciy4yae €€ OTCYTCTBHsSI HOPMATHUBHOW TOKyMEHTALlUW WU HOPMATUBHOTO

AOKYMCHTA,

23) 6e30macHOCTb JIEKAPCTBEHHOI'O CPEJICTBA - XapaKTEPUCTUKA JICKAPCTBEHHOI'O CPEJCTBA, OCHOBAaHHAS
Ha CPaBHHUTEIBHOM aHaNN3€e ero 3()(HEeKTUBHOCTH U pHCKa MPUYMHEHUS Bpea 310pOBbIO;

24) >pPeKTHBHOCTH JIEKAPCTBEHHOTO TpernapaTa - XapaKTepUCTHKA CTETIEHHU MOJIOKUTEIHHOTO BIUSHHS
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JICKAPCTBCHHOT'O IIpCllapaTa Ha TCEUYCHHUEC, MNPOAOJIKUTCIBHOCTb 3a001€BaHUsd WA €ro MpeaoTBpalICHUEC,
pea6I/IJ'II/ITaI_II/IIO, Ha COXpaHCHUC, NPCAOTBPALICHUC UIIU ITPCPBIBAHUC 6epeMeHHOCTI/I;

25) cepus JIGKapCTBEHHOI'O CPEICTBA - KOJMYECTBO JIGKAPCTBEHHOTO CPEICTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKJIA €ro MPOM3BOUTEIIEM,

26) perucTpanoHHOE YI0CTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa - TOKYMEHT, TOATBepKIAtomui (paxkT
roCy/apCTBEHHOW PETUCTPALIMU JIEKApPCTBEHHOTO Mpenapara;

26.1) nepxartenb WM BJaJeNell PEerucTPALMOHHOTO YJIOCTOBEPEHMs JEKapCTBEHHOTO Ipernapara -
pa3paboTUYMK JEKApCTBEHHOTO CPEJCTBA, MPOU3BOJUTENb JEKAPCTBEHHBIX CPEICTB MM WHOE HOPUIMUYECKOE
JMI0, 00JIa/1atoIIee IPABOM BJIaJCHUS PETUCTPALIMOHHBIM YAOCTOBEPEHUEM, KOTOPBIE HECYT OTBETCTBEHHOCTD
3a KauecTBO, 3PPEKTUBHOCTH U OE30MIaCHOCTH JICKAPCTBEHHOT'O ITpernapaTta;

(1. 26.1 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

27) perucTpalioHHbII HOMED - KOJI0BOE€ 0003HAaYEHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY INpenapary Mnpu
€ro TOCYJITapCTBEHHOH perucTpaiumy;

28) oOpalleHre JIEKApCTBEHHBIX CPEACTB - pa3paboTKa, MOKIMHUYECKUE HCCIEIOBAHUS, KIMHUYECKUE
WCCIE0OBaHMUs, SKCIEpTHU3a, TOCYJapCTBEHHAsi PETUCTpalusi, CTaHJapTH3alus W KOHTPOJIb KauecTBa,
MPOU3BOJACTBO, U3TOTOBJICHUE, XpAaHEHUE, NTEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BIBO3 U3 Poccuiickon
®denepannn, pexiiaMma, OTIyCK, peaan3aius, nepeaada, IpuMeHeHne, YHUUTOKEHHUE JICKAPCTBEHHBIX CPE/ICTB;
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

29) cyObeKThl 0OpalleHus JeKapCTBEHHBIX CPEACTB - (PU3UUECKUE JIMLA, B TOM YUCIIe WHAWBUIYyalbHbIE
NpeINpUHUMATENHN, U IOPUIUUECKUE JINIA, OCYIIECTRISIONIUE IeATEIbHOCTh IPU 00pAIIeHUH JIEeKapCTBEHHBIX
CPEACTB;

30) pa3paboT4YMK JIEKAPCTBEHHOT'O CPEACTBA - OpPTraHM3allvs, O0Jajmaroiias MpaBaMH Ha Pe3yJIbTaThl
JMOKJIIMHWYICCKUX WCCIICAOBAHNN JICKAPCTBEHHOTO CPEJICTBA, KIIMHUYCCKUX HCCIICIOBAHUN JICKAPCTBECHHOTO
npenapara 1 (M) Ha TEXHOJIOTHIO TIPOM3BO/ICTBA JICKAPCTBEHHOTO CPEIICTBA,

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB - JACATEIBHOCTD 10 MPOU3BOCTBY JICKAPCTBECHHBIX CPEJICTB
OpFaHI/I3aHI/I$IMI/I - HpOI/I3B0,HI/ITCJ'I$IMI/I HeKapCTBeHHBIX Cpe[[CTB Ha O[[HOI>’I cTaguu, HCCKOJIbKHX HWJIN BCEX
CTaUsIX TEXHOJOTHYECKOTO MPOIECcca, a TAKKe M0 XPaHCHHUIO U PeaTU3alliy MPOU3BEICHHBIX JIEKAPCTBEHHBIX
CpPE/CTB;

31.1) nmpousBoAcCTBEHHasl IUIOLIAJIKa - TEPPUTOPHAIBLHO O0OCOOJEHHBIM KOMIUIEKC IPOU3BOAUTENS
JEKapCTBEHHBIX CPEJCTB, IpeJHa3HAUeHHBIH I  BBINOJHEHHMS BCEro Ipolecca IMPOU3BOJACTBA
JIEKaPCTBEHHBIX CPENICTB MIIM €r0 ONPECIIEHHON CTaauH;

(n. 31.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

32) npou3BOAMTENDL JEKApPCTBEHHBIX CPEACTB - OpraHu3alus, OCYLIECTBISAIONIAS IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMU HacTosiero denepaabHOro 3aK0HA;

33) ¢dapmaneBTHUECKas NEATENBHOCTh - AESITENBbHOCTb, BKIOYAIOUIas B ce0s ONTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMHU CPEJCTBAMH, UX XpaHEHHUE, MEePEeBO3KY U (MIM) PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamu, UX OTIYCK, XpaHEHHUE, IEPEBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX MPEMAPATOB;
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34) opraHu3anus ONTOBOW TOPTOBJIM JICKAPCTBECHHBIMH CPEIICTBAMH - OPTaHU3aIUs, OCYIICCTBIISIOIIAs
ONTOBYIO TOPTOBJIIO JIGKAPCTBEHHBIMH CpPEJCTBAMH, WX XpaHCHHE, IIEPEBO3KY B COOTBETCTBUHU C
TpeboBaHusME HacTosiero MegepasbHOro 3aKOHA;

35) anteyHas opraHu3alys - OpraHU3alus, CTPYKTYpHOE IMOoJpa3felieHne MEAULMHCKONW OpraHu3aluy,
OCYHIECTBIISIIOIME PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMU IpernapaTamMH, XpaHEHHE, IepeBO3KY,
U3rOTOBJICHUE U OTILYCK JIEKAapCTBEHHBIX IPENaparoB A MEAULUHCKOIO NMPUMEHEHHs] B COOTBETCTBUH C
TpeboBaHUAMH HacTosiero denepanbHOro 3aKOHa;

(B pen. denepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHas OpraHU3alys - OpraHu3alus, CTPYKTYpHOE NOJIpa3ie/ieHue BETEpUHAPHON
OpraHu3alMM, OCYILIECTBISIOIIAE PO3HUYHYIO TOPIOBIKO JIEKAPCTBEHHBIMH IIpElapaTaMH, XpaHEHUe,
W3TOTOBJIEHUE W OTIYCK JIEKAPCTBEHHBIX NPENApaToB Uil BETEPUHAPHOTO NMPUMEHEHHsS B COOTBETCTBUU C
TpeboBaHUAMM HacTosero denepanbHOro 3aKOHa;

37) QanpcupuuUpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIAEMOE
J0KHOH HH(pOpMaIel 0 ero cocTaBe U (WIM) MPOU3BOJUTETIE;

38) HenoOpOoKaueCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JEKAPCTBEHHOE CPEJICTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHUsAM (apMakomeHol cTaTbu JHOO B CiIydae €€ OTCYTCTBHMsSI TpeOOBaHMSIM HOPMAaTHBHOMN
JOKYMEHTAITUH WA HOPMATUBHOTO JOKYMEHTA;

39) koHTpadaKTHOE JIEKapCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, HaXoAsIleecs B 000poTe C
HapyIICHHEM TPa)1aHCKOTO 3aKOHO/IaTeIbCTBA,

40) TOKJIMHUYECKOE MCCIEOBaHNE IEKAPCTBEHHOTO CPEACTBA - OMOIOTHYECKHe, MUKPOOHOIOTHUECKHE,
MMMYHOJIOTHYECKHE, TOKCHUKOJIOTHYECKHe, (papmakoioruyeckue, (QU3MUECKUe, XUMHUYECKHE U JIpyrue
HCCIICAOBAHUA J'ICKapCTBeHHOFO CpCI[CTBa HYTGM HpI/IMeHeHI/Iﬂ HaquLIX METOAOB OLICHOK B LECIIAX HOJ'Iy‘IGHI/Iﬂ
JIOKa3aTeNIbcTB 0€30MacHOCTH, KauecTBa U 3(HPEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA;

41) KIMHUYECKOE UCCIIEeIOBaHKE JEKapCTBEHHOTO Mpenapara - U3y4eHrue AUarHOCTUYECKUX, JIeYeOHBIX,
npoUIaKTHIECKHX, (PapMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO MpenapaTa B MpOIecce ero MpuMeHeHHs
y 4eJO0BEKa, )KMBOTHOI'O, B TOM YHCJIE IPOLECCOB BCACBIBaHMs, paclpeieiieHUs, U3MEHEHHSI U BBIBEICHUS,
MyTeM IMPUMEHEHHUSI HAyYHBIX METOJOB OIICHOK B IIEJISIX MOJyYSHHS JOKAa3aTeIbCTB O€301MacCHOCTH, KauecTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTta, JaHHBIX O HEXKEJIAaTeNbHBIX PEaKIsIX OpraHu3Ma 4YeJOBeKa,
KUBOTHOTO HAa NPHUMEHEHHUE JIEKapCTBEHHOro mpernapara U 00 3¢¢ekre ero B3aUMOJEHCTBUS C APYTUMU
JIeKapCTBEHHBIMU MpenapaTtaMu U (W) MUIIEeBBIMUA MPOIYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIECOBAaHHE JIEKApCTBEHHOTO Mpenapara Al MeIULUHCKOTO
MPUMEHEHHUS - KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO Ipernapara Juisi MEIULIHUHCKOrO MPUMEHEHHUs,
MIPOBOAMMOE Pa3pabOTUMKOM JICKApPCTBEHHOTO Ipernapara B ABYX M 0ojee MEAWIIMHCKUX OPTaHU3AIHIX I10
€AMHOMY ITPOTOKOJIy KIMHUYECKOTO MCCIIEI0BaHuUs JIEKapCTBEHHOTO Mpenapara;

43) MeXIyHapoJHOE MHOTOILIEHTPOBOE KIMHHUYECKOE HCCIIEIOBaHHE JEKAapCTBEHHOTO Ipemnapara s
MEAMIIMHCKOTO MPUMEHEHUS - KIIMHUYECKOE HCCIIeOBAHUE JIEKAPCTBEHHOrO Mperapara Ajas METUIIMHCKOTO
NPUMEHEHHs, MPOBOJUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO Mperapara B pa3iHYHbIX CTpaHaX MO €IUHOMY
MPOTOKOJY KIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO Mperapara;

44) MOCTPECTUCTPAIMOHHOC KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOT'O ITpCriapaTta AJid MCAUITUHCKOI'O
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NPUMEHEHUSI - KIMHUYECKOE MCCIIEOBAaHUE JIEKAPCTBEHHOrO Ipemnapara i MEIUIUHCKOrO NPUMEHEHUs,
MIPOBOJIMMOE MTPOU3BOIUTENIEM JIEKAPCTBEHHOTO IpenapaTa, rpakIaHCKuii 000pOT KOTOPOTO OCYLIECTBISETCS
Mocjie TOCYAapCTBEHHOW PETUCTPAIMH, B LEJSAX JOMOJHUTEIHHOro cOOpa MaHHBIX O €ro 0e30HmacHOCTH U
3G GEKTUBHOCTH, PACHIMPEHUs TMOKa3aHWH K NMPUMEHEHHIO JaHHOTO JIEKaPCTBEHHOTO Tperapara, a Takxke
BBISIBJICHUSI HEXKENNAaTeIbHBIX peakliii NallMeHTOB Ha ero JICHCTBUE;

45) wuccienoBaHre OWOKBUBAJICHTHOCTH JIGKAPCTBEHHOIO Mpemapara - BHI  KIMHHYECKOI'O
UCCIICIOBAaHMS JICKAPCTBEHHOTO IMperapara, MPOBEIECHHE KOTOPOTO OCYIIECTBISICTCS Uil ONPEIeICHUs
CKOPOCTH BCAaCchIBaHWS W BBIBEACHHS OIHOTO WM HECKOIBKHUX oOONanarommx (papMakoIornieckoi
AKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJIMYECTBA JICKAPCTBEHHOTO Mpernapara, JOCTHTAIOIIET0 CHCTEMHOTO
KPOBOTOKA, W Pe3yJIbTaThl KOTOPOTO MO3BOJISIFOT CJEJIaTh BBIBOJ O OMOIKBHBAIICHTHOCTH BOCIIPOHU3BEACHHOTO
JICKapCTBEHHOTO TIperapaTa B ONpeIeIICHHBIX JIEKAPCTBEHHON (hOpMe U TO3UPOBKE, COOTBETCTBYIOIIHNX (hopMe
U JIO3UPOBKE pe(hepeHTHOrO JICKApPCTBEHHOTO Mperapara;

(1. 45 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

46) wuccleOBaHHE TEPANeBTHUECKON JKBUBAJCHTHOCTH JIGKAPCTBEHHBIX TNPEMapaToB - BHUJ
KJIMHUYECKOT0 HCCIICIOBAHUS JIEKAPCTBEHHBIX IIPENApPATOB, IMPOBEACHUE KOTOPOTO OCYLIECTBIISIETCSA IS
BBISIBJICHUS OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPEMApaTOB OMpPEAENIEHHON JIeKapCTBEHHON (OpMBI, a
TaK)K€ HAJIMYUS OJMHAKOBBIX TMOKazarejed 0e30macHOCTH U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB,
OJIMHAKOBBIX KIIMHUYECKHUX 3P(PEKTOB MpU UX IPUMEHEHHH;

47) mpOoTOKOJN KIMHUYECKOTO HCCIEI0BaHMs JIEKapCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAIOTCS 1IeNd, (OpPMBI OpraHM3alMUd M METOJOJOTHS MPOBEACHUS KIMHUYECKOTO MCCIIEeOBAHUS,
CTaTHCTUYECKHE METOIbl OOpPabOTKH pe3yIbTaTOB TAaKOTO HCCIENOBAaHUA M MEpbl IO O0ECHEUCHUIO
0€30MacHOCTH (PU3NUECKUX JINLI, yYACTBYIOIIUX B KIMHUYECKOM HCCIIE0BaHUH JIEKAPCTBEHHOTO Npenapara;

48) Opomrropa HcciaeAoBaTelsl - CBOAHOE M3JIOKEHHUE Ppe3ysbTaTOB JOKIMHUYECKOTO HCCIIEeIOBAaHUS
JIEKapCTBEHHOT'O CPEACTBA U KIMHUYECKOrO HCCIEIOBAaHUS JIEKApPCTBEHHOTO IMpenapara A MEeIULHUHCKOTO
PUMEHEHUS;

49) uHOopMaIMOHHBIA JHCTOK MallMEHTa - JOKYMEHT, B KOTOPOM COJIepXKaTcs B JIOCTYMHOH ¢opme
CBECHMSI, Kacallluecs IPOBOJAMMOIO KIMHMYECKOTO MCCIEA0BAaHUs JIEKapCTBEHHOIO Ipenapara, U B
MUCHbMEHHOW (opMe TOOpOBOJIBHOE COTJIACHE TalMeHTa Ha YydYacTHe B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'O Tperapara Iocjie O3HAaKOMIIEHHST C OCOOCHHOCTSIMM KJIMHHYECKOTO HCCIeI0BaHuUs,
UMEIOIMMH 3HaYCHHE AJIS BBIPAKEHUS TAKOTO COTJIACHS;

50) moGo4yHOE neiicTBUE - peakuus OpraHu3Ma, BO3HHKIIAS B CBS3M C MPUMEHEHHUEM JIEKapPCTBEHHOTO
npernapara B J103aX, peKOMEHIyEMbIX B HHCTPYKIIMHU 10 €r0 MPUMEHEHUIO, I NPOPHIAKTUKH, TUATHOCTUKH,
JeueHHs 3a00JIeBaHNs WK JJIs1 peaOuInTaIumy;

50.1) HexenaTenpHasi peakius - HeMpeaHaMepeHHas HeOJaronpusTHAs PEaKIus OpraHu3Ma, KoTopas
MOJKET OBITh CBSI3aHA C TIPUMEHEHHUEM JICKAPCTBEHHOTO Mperapara;
(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Hass HexenaTeNbHas peaKIMs - HeXKelaTelbHas peaklMs OpraHu3Ma, CBS3aHHAs C
MIPUMEHEHUEM JIEKapCTBEHHOI'O Ipenapara, NpuBEAIIas K CMEPTH, BPOKJICHHBIM aHOMAJIUSIM WU TOPOKaM
pa3BUTUA JIUOO TPEICTABISIONIA COOOWM Yrpo3y JKU3HHU, TpeOylomas TOCHUTAIM3ANNA WIA TPUBEIIIAs K
CTOMKOM yTpaTe TPyA0CTIOCOOHOCTHU U (WJIM ) MHBAJIUTHOCTH;

www.consultant.ru Crpanmua 9 u3 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

52) HempenBUIeHHAs HEXeNaTeJabHas peaklus - HeXXelaTeNbHas Peakiis opraHu3Ma, KoTopasi CBsI3aHa
C NPUMEHEHUEM JIEKapCTBEHHOI'O IpernapaTra B J03aX, PEKOMEHJYEMBIX B MPOTOKOJIE €ro KIMHUYECKOTO
WCCIIeIOBaHMsI, OpoLIIOpe HCCIeqoBaTeNsd, WIM C NPUMEHEHHEM JIEKapCTBEHHOTO Ipenapara B J103aX,
PEKOMEHIIYEMBbIX B HWHCTPYKIIMHU 10 €ro NPUMEHEHUI0 i NpOQUIAKTUKH, IUATHOCTUKH, JICUYCHUS
3a00J1€BaHUs WJIM MEAWIIMHCKON peadmInTaluyi TaIlMeHTa, U CYIIHOCTh, TSDKECTh WJIM MCXOJ] KOTOPOW HE
COOTBETCTBYET MH(OpPMALIUU O JEKApCTBEHHOM IIperapare, CojAepKalleicss B MPOTOKOJIE ero KIMHUYECKOTO
UCCIIEIOBAHMSI, OPOIIIOpE UCCIIEOBATENS WM B MHCTPYKILUHU 1O TPUMEHEHUIO JIEKAPCTBEHHOTO MIpenapara;
(m. 52 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

52.1) ¢dapmakonam3op - BUA JEATEABHOCTH I0 MOHHUTOPUHTY 3(PQEeKTHBHOCTH U 0€30macHOCTH
JIEKapCTBEHHBIX IPENapaToB, HANPaBICHHBIN Ha BBIABICHHE, OLCHKY W NPEIOTBPALICHHUE HEXeTaTeIbHbBIX
MOCTICICTBUI MTPUMEHEHHS JICKAPCTBEHHBIX MPENapaToB;

(. 52.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mnaH ympaBleHHMs PUCKaMH - TNOAPOOHOE OMMCAaHUE MEpONpHIATUH Mo (papMaKOHAA30pY,
HaIlPaBJICHHBIX Ha BBIABICHUE, OLEHKY W MNPEJOTBpAIICHHE WIM MHUHHUMHU3ALMIO PUCKOB, CBS3aHHBIX C
JIeKapCTBEHHBIMH IIpENapaTaMu, BKIIOYast OLEHKY 3()()EeKTUBHOCTH TaHHBIX MEPOTPHUSITHIA;

(m. 52.2 BBeneH @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

53) penent Ha JEKapCTBEHHBIM Mpenapar - MEIUIMHCKUI JOKYMEHT YCTaHOBJIEHHOW (hopMbl,
COJlepKallvuii Ha3HA4YCHHWE JIEKapCTBEHHOIO IIpernapara Uil MEAMIMHCKOIO IIPUMEHEHUS, BbIIAHHBIN
MEIUIMHCKUM PaOOTHUKOM B LIEJIAX OTIYCKa JIEKAPCTBEHHOI'O IpenapaTta WM €ro M3rOTOBJIEHUS U OTIyCKa
Ha OyMaXHOM HOCHMTEIE WJIM C CcOrjacus MAIMeHTa WIM ero 3aKOHHOTo HpejicTaBuTenss B (opme
3JIEKTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO C MCIIOJIB30BaHUEM YCUICHHOW KBATM(UIIMPOBAHHON IEKTPOHHON
MOJIMUCH MEIHUIIMHCKOTO PAaOOTHUKA, OO TOKYMEHT YCTaHOBIIEHHOW (OPMBI, COIEpKalluii Ha3HAYCHHE
JIEKapCTBEHHOI'0 TMpemnapara Jjs BETEPUHAPHOTO TPUMEHEHMs, BbIJIAHHBIM CHEIUalUCTOM B o001acTu
BETEpUHAPUH B IIEJIAX OTIYCKA JIEKAPCTBEHHOTO IpenapaTa WK ero U3roTOBICHUS U OTIycKa Ha OyMa)XHOM
HOCHTEIIE;

(B pen. denepanbHbIx 3aK0HOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-D3)

54) TpeboBaHNEe MEAULIMHCKOW OpTraHU3aIMH, BETEPHHAPHON OpraHU3aluu - JOKYMEHT YCTaHOBJICHHOU
(OpMBI, KOTOPBII BBIMMCAaH MEIUIIMHCKHM pAaOOTHUKOM WM CIIEIUAIUCTOM B 00JacTH BETEpHUHApPUH,
MMEIOIMMH Ha 3TO MpaBO, M COJAEPKUT B NMUCHBMEHHOW (QopMe yKa3aHHWE anTeyHOW OpTraHu3aluy WId
BETEpUHAPHON alTeYHOH opraHu3anuy o0 OTIIyCKe JEKapCTBEHHOTO Mpernapara Wil O €ro U3roToBJICHUH U 00
OTITyCKe UIsl o0ecnedeHus JedeOHOoro nporecca B MEJUIIMHCKOM OpraHn3aluy, BeTepUHApHON OpraHu3alumy;
(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

55) KoMIIJIeKCHAs OLIEHKA JIEKApCTBEHHOTO Mpernapara - OIleHKa 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, BKJIIOYAOMas B ceOs aHanu3 WHPOPMAIMK O CPABHUTEIHHONW KIMHHUYECKOH 3PPEKTUBHOCTH U
0€30MacHOCTH JICKQpCTBEHHOTO TIpenapara, OICHKY HSKOHOMHYECKHX TIIOCIEACTBUH €ro TpPUMEHEHHS,
U3yYeHUE JOIMOJIHUTEIbHBIX IOCIEICTBUI NPUMEHEHUs JIeKapCTBEHHOTO Ipernapara B LEISX NPUHATHS
peleHrui 0 BO3MOXXHOCTH BKJIFOYEHHS JICKAPCTBEHHOTO MpernapaTa B MEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHUIINX JIEKAPCTBEHHBIX IPENapaToB, HOPMATHUBHBIE TPABOBBIE AaKThl M HHBIE JIOKYMEHTHI,
OTIpEICNIAONINE TOPSIOK OKa3aHUSI MEAMIMHCKOW TMOMOIIM, MJIM UCKIIOYEHHUS €ro M3 yKa3aHHBIX MepeyHs,
aKTOB U JIOKyMEHTOB;

(. 55 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

56) CUCTEMAa MOHUTOPHUHIA ABHXKCHHA JICKAPCTBCHHBIX IIPEIIapaToB AJIA MCAUIMWHCKOIO IMPUMEHCHUSA -
(I)enepaanaﬂ Trocy1apCTBCHHAA I/IH(1)OpMaI_II/IOHHa$I CUCTEMAa MOHHUTOpHUHIAa JABHXKXCHUA JICKAPCTBCHHBIX
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NpernapaToB JUisi MEAWIMHCKOTO MPUMEHEHHs OT TPOU3BOIUTENS JO KOHEYHOTO TIOTPEOHTeNs C
UCIOJb30BAHUEM B OTHOIICHUH JIEKAPCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO TNPUMEHEHUS CPEICTB
WICHTH(PUKAIUH.

(. 56 BBeneH denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICFIOHHI/ITEHbI:IOIZ 5
BJIACTH, OPTAHOB UCIOJIHUTENIbHOU BITACTU CYBBEKTOB POCCUMNCKOU
®EAEPALUMU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. [MonHomMmoumsa eaepanbHbIX OPraHoB WCNOSIHUTENBLHOM BracTu npwm
obpalleHnmn nekapcTBeHHbIX CPeAcTB

K momnomounsam (I)G,HepaHBHBIX OpTraHOB HWCIOJIHUTEIBHON BIACTHU Ipu O6paH_IeHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoii Deaeparuu eIMHOM TOCYIapCTBEHHON MOTUTHKYU B 007acTH 00ecTeueHUs
JIEKapCTBEHHBIMH IIpenaparamu rpaxnaas B Poccuiickon @enepanny;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBepKaeHHE 00ImMX (hapMaKOIEHHBIX cTaTel, (hapMaKOIEHHBIX CTATEeH, W3/IaHUE TOCYIAPCTBEHHOM
(apmaxormneu, co31aHre U BeIeHHE peecTpa (papMaKoneHbIX CTaHAAPTHBIX 00PA3IIoB;
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

3) OCyIIeCTBICHHE TOCYJapCTBEHHOTO KOHTpoisl (Ham3opa) B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB;
(B pen. ®enepanpHOro 3akona ot 25.06.2012 N 93-d3)

4) NUIEH3UPOBAHHE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB U (hapMaleBTUYECKON ACSATEIBHOCTH B
COOTBETCTBUU C 3aKOHOAATenbCTBOM Poccuiickon denepanuny;

5) opraHuzanus OKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB, ITHUYECKOM JKCHEPTHU3BI BO3MOKHOCTH
MPOBEJICHUS] KIMHUYECKOTO HCCIEIOBaHUS JICKAPCTBEHHOIO Ipemnapara i MEIUIIUHCKOTO MPUMEHEHUS,
IKCIIEPTHU3BI JIOKYMEHTOB, MPEACTABICHHBIX ISl OTPEACIICHUS BO3MOXXHOCTH pPacCMaTPUBATh JIEKAPCTBEHHBIN
mpernapar JUis MEIUIIUHCKOTO MPUMEHECHHS TNPH TOCYJAAPCTBEHHOW PETHCTpaIlii B KadecTBe Op(aHHOTO
JICKapCTBEHHOT'O TIperiapara;

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

5.1) opranu3zanus NpoBeAEHUS KOMIUIEKCHOW OIIEHKH JIEKAPCTBEHHOIO IpernapaTta B LENsIX MNPUHATUA
pelIeHn 0 BO3MOXKHOCTH BKJIIOUCHHSI JICKAPCTBEHHOTO IMpernapara B NMEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUINUX JICKAPCTBEHHBIX IMpernapaToB, HOPMATHUBHBIE IIPABOBbIE AaKThl W HWHBIE JOKYMEHTHI,
OTIPEICTISIONINE TOPSIIOK OKAa3aHUS MEIUIIMHCKOW TMOMOIIM WM HCKIIOYEHHUS €ro W3 YKa3aHHBIX MEepeyHs,
aKTOB U JJOKyMEHTOB;

(m. 5.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BbIJaua paspelleHUil Ha MpOBEACHUE KIMHUYECKUX HCCIEeIOBAaHUN JIEKAPCTBEHHBIX IpEnapaTos,
BEJICHUE pPEECTpa BbIIAHHBIX pa3pelIeHUI Ha IPOBEIEHUE KIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHBIX
[IpenapaTos;

7) TOCymapCTBEHHAs] PETHCTpAIlUs JICKAPCTBEHHBIX MPEMapaToB, BEJACHHE TOCYIapCTBEHHOTO peecTpa
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JICKAPCTBCHHBIX CPCIACTB,

8) opranuzanus u (WIK) MPOBEICHUE HHCIIEKTUPOBAHUS CyOBEKTOB 00palieHNs JIEeKapCTBEHHBIX CPEICTB Ha
COOTBETCTBHE IPaBHUIaM HaJJIeKalIel 1a00paToOpHOM MPAKTUKH, TIPABUIIaM HaJUIeXkKallel KIMHUYECKOM
MIPAKTHUKY, [IPABWIIAM HAJJIEXKaIlled MPAKTUKN XPaHEHHsI U IIEPEBO3KHU JIEKAPCTBEHHBIX IIPENapaToB, PaBUIIaM
HaJIeKaIend TuCTpUOBIOTOPCKOM MPAKTUKH, TIPABHIIAM HAIJICKAIIECH alTeYHON TPAKTHUKH;

(n. 8 B pen. @enepanbHOTrO 3aK0Ha OT 22.12.2014 N 429-D3)

8.1) opranmzauuss M (MIM) NPOBEICHHE HHCIEKTUPOBAHMS CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX
CpEICTB Ha COOTBETCTBHE TpPEeOOBAHUSAM TMpaBWJI HaJJIeKallel MPOU3BOJCTBEHHOW MPAKTHUKH, BbIJaua
3aKJIIOYCHUH O COOTBETCTBHM HPOHM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMAM MpPaBUJ HaAJIEKaIIeH
IIPOU3BOJCTBEHHOMN IIPAKTUKH;

(. 8.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBIEHME TMOpsAJKAa BEICHUA U BEICHME TOCYJAapPCTBEHHOI'O peecTpa 3aKIIOueHUH o
COOTBETCTBUM  NPOM3BOJIUTENS  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHUSAM  MpaBWiI  HaJUlexkalnein
IIPOU3BOJICTBEHHON ITPAKTHKU;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocynmapcTBEHHAss PETHUCTpAILMs TMPEAETbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENICH HA JIEKApCTBEHHBIC
npenaparbl, BKIFOUYECHHBIC B IICPCYCHDb ) KMU3HCHHO HeO6XO}II/IMBIX A BaKHEUIIINX JICKApCTBCHHBIX IIPCIiapaToB,
U BEJICHHE TOCYAapCTBEHHOTO PEecTpa MPENEeNbHBIX OTIYCKHBIX IIEH MPOM3BOAMTENCH Ha JIEKapCTBCHHBIC
Ipernaparsl, BKIIOYSHHBIE B IEpEUCHb KU3HEHHO HEOOXOIMMbIX M BKHEHIITNX JIEKApCTBEHHBIX IPETapaToB;
(B pen. ®enepanbroro 3akoHa ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHUM OPraHoOB HCIIOJHHUTEILHOW BIacTU cyObekToB Poccuiickoii
®enepanyu 00 yCTaHOBICHUH U (WJIM) U3MEHEHUHU MPEENIbHBIX pa3MEpPOB ONTOBBIX HaJ0ABOK U MpeAeIbHbIX
pa3MepoB PO3HUYHBIX HaA0aBOK K (DaKTHUYECKUM OTITYyCKHBIM II€HAM, YCTaHOBJIEHHBIM IPOU3BOIUTENSMU
JIEKapCTBEHHBIX IpernapaToB, Ha JICKapCTBEHHbIC IIpenaparbl, BKIIOUYEHHbIE B IEpEYEHb IKU3HEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IPenapaToB;

(m. 9.1 BBenen ®PenepanbHbM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) BpI1aya, yCTaHOBJIEHHUE MOPSI/IKA BbIIaYM pa3pelIeHNs Ha BBO3 KOHKPETHOM MapTUH JIEKApCTBEHHOTO
cpeactsa B Poccuiickyro denepanmio;
(m. 10 B pen. ®enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) BBIIa4a, yCTAaHOBJICHHE TOPs/IKa BBIIAYU M (DOPMBI JOKYMEHTA, KOTOPBIM IMOATBEP)KIAET, UTO
MPOU3BOACTBO JIEKAPCTBEHHOT'O Ipenapara Jjisi MEJUIUHCKOTO MPUMEHEHHS OCYLIECTBIEHO B COOTBETCTBUU C
TpeOOBaHUSAMU TMPABWI HAJJIEKAIIEH MPOU3BOJCTBEHHONW MPAKTUKH WIM YTO JICKAPCTBEHHBIM Iperapar s
BETEPUHAPHOTO TPHMEHEHUs JOMyIIeH K oOpameHuto B Poccuiickoit ®exepanuu, © TOICKUT
MPEACTABICHUIO TI0 TPEOOBAHHUIO YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN
npenapar;

(m. 10.1 BBemen ®DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepaibHOrO0 3aKOHA OT
02.08.2019 N 297-®3)

10.2) BbIaya, yCTaHOBIIEHUE MOPSAKA BBIAAYHA U (DOPMBI JOKYMEHTA, COACPIKAIIETO CBEIACHHS O CTAAUAX
TEXHOJIOTMUECKOT0 Mpoliecca MPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEJCTBA JIJIi MEIUIIMHCKOTO MPUMEHEHUS,
OCYIIECTBIISIEMBIX Ha TEPPUTOPUN EBpazniicKoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen ®DenepanbHbIM 3aKk0oHOM OT 22.12.2014 N 429-03, B pea. denepalbHOTO 3aKOHA OT
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13.07.2015 N 241-®3)
11) co3manue coOBETOB MO BONIPOCAM, CBA3aHHBIM C 0OpallleHUeM JIeKapCTBEHHBIX CPE/ICTB;
12) arrecramus u cepTH(UKAIUS CICIIUATICTOB;
13) yrpatun cuny ¢ 1 cents6ps 2013 rona. - @enepanbhbiii 3akod ot 02.07.2013 N 185-D3;

14) ocymiecTBienue hapmMaKkoHaI30pa;
(n. 14 B pen. deaepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yuacTre B MEXIyHapOIHOM COTPYJHUYECTBE;

16) momydeHue Mo 3ampocam YIMOJHOMOUYEHHOTO (heJiepalbHOro OpraHa HCIOJHUTEIbHOM BIACTH OT
OpPraHOB UCIIOJIHUTENILHOW BIACTH CyObekToB Poccuiickoit deneparuu, a Takke OT CyOBEKTOB OOpalieHus
JICKAPCTBCHHBIX CPCACTB JII MCIAUIMHCKOIO IMPUMCHCHUA I/IH(1)OpMaHI/II/I 10 BOIIpoCaM YCTAHOBJICHUA H
IPUMCEHCHUA LICH Ha JICKAPCTBCHHBIC MTpCTIapaThl 1 HaH6aBOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKOHOJaTenbcTBa Poccuiickont denepanum;

18) yTBepiKaeHUE TpaBUII HAUICKAIIESH JIA0OPATOPHOW MPAKTHKH, MPABHI HAJICKAIICH KIMHHYECKOU
MIPAKTUKH, TPAaBUI HAJUJICKAIIEH MPOU3BOJACTBEHHOM MPAKTUKU, TIPABUII HA/AJIEKAIIEH MPAKTUKU XPAHCHUS U
MEePEBO3KM JICKAPCTBEHHBIX MPENapaToB, MPaBWI HAJICKANICH IUCTPUOBIOTOPCKOW MPAKTUKU, MPABHII
HaJUIeXKAalleld anTeyHOW TPAKTHKH, NPaBHJ HaJUIekKalled NPaKTHKH (apMaKoHAI30pa JIEKapCTBEHHBIX
MPeTapaToB JUIsl METUITUHCKOTO IPUMEHEHHUS;

(n. 18 BBenen deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) yctanoBneHnue nopszaka (popMuUpOBaHHs PErHCTPALMOHHOTO JI0OChE Ha JIEKAPCTBEHHBIN IMpenapar u
TpeOOBaHUI K TOKYMEHTaM B €r0 COCTaBe;
(n. 19 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) yTBepKICHHE MPAaBWI PAlMOHAIBLHOTO BBHIOOpAa HAMMEHOBAHHH JICKAPCTBEHHBIX IMPENapaToB s
MEIUIIMHCKOTO MTPUMCHCHHS,
(. 20 BBenen dDeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepKIIeHUE MepevHs] HAMMEHOBAHHM JIEKapCTBEHHBIX (popM;
(m. 21 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) ¢opmupoBaHME peecTpa  THIOBBIX  MHCTPYKIMH 1O  MEAWLUUMHCKOMY  HPUMEHEHHUIO
B3aMMO3aMEHSAEMbIX JIEKapCTBEHHBIX MIPENapaTos;
(. 22 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

23) yTBepkaeHHE TpeOOBaHWW K HMHCTPYKIHH IO MEIAMIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB U K MHCTPYKUUHU IO BETEPHHAPHOMY PUMEHEHUIO JIeKapCTBEHHBIX MPEnapaTos;
(m. 23 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) nocyneOHOe 3aKpBITHE CANTOB, COJIEPKANIIX MH(DOPMALIUIO O POSHIUYHON MPOJIaXe TUCTAHIUOHHBIM
Croco0oOM, TPENJIOKEHHE O TMPUOOPETEHWH ITUCTAHIIMOHHBIM CIOCOOOM, JIOCTaBKE JAMCTAHIIMOHHBIM
criocoOom u (M) mepeaade GU3NIECKOMY JIUIYy JUCTAHIIMOHHBIM CITOCOOOM JIEKApPCTBEHHBIX MPEMapaToB,
HApKOTHMYECKUX JICKAPCTBEHHBIX MPEnapaToB MW ICUXOTPOMHBIX JIEKAPCTBEHHBIX IIpENaparoB, 3a
VCKJIFOYEHHUEM CllyuyaeB, ycTaHOBIEHHBIX [IpaBurensctBoM Poccuiickoit deneparum.
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(. 24 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynsrantllntoc: npumedanue.
C 29.11.2019 cr. 5 nononusiercs 1. 25 (@3 ot 28.11.2018 N 449-D3). Cm. Oyayiiyro peaaKiuio.

Koncynwsrantlloroc: mpuMedanue.

Ct. 5.1 pacnpocTpaHsieTcs Ha MOJHOMOYHSA, KOTOpbIE€ HE MepeaaHbl sl OCYIIECTBICHHUS OpraHam
roCy/1apCcTBEHHOU BiacTu CyObekToB P M opranamMm MECTHOrO CaMOYIpPABIICHHUS COOTBETCTBYIOIIUMU
denepanbubiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [Mepepaya ocywecTBneHus nosHomMouun eaepanbHbIX OPraHoB
MCNONIHUTENIbHOW BfacTM Npu  oOOpaleHMM JNeKapCTBEHHbIX CpeacTB  oOpraHam
MCNONHUTENbHOM BrnacTtn cyobekToB Poccunckon ®epepaumm

(BBeneHna denepanbHbiM 3akoHOM OT 13.07.2015 N 233-D3)

[Tonnomounst (enepanabHBIX OpPraHOB MCIIOJHUTEIBHONW BIACTH TpPU OOpaIleHUH JIEKAPCTBEHHBIX
CPEICTB, MpeayCMOTpeHHbIe HacTOSIIUM DeepanbHbIM 3aKOHOM, MOTYT MepeaaBaThCsl IJs OCYIIECTBICHUS
opraHaM HCIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit denepauuu nocraHosiaeHusMu [IpaBurenbcrBa
Poccwuiickoit @enepanuu B mopsiake, yctaHoBieHHOM DenepaibHbIM 3aKOHOM OT 6 OKTAOpst 1999 roma N
184-®3 "O6 o0muX NPUHIMIIAX OPraHU3AIUK 3aKOHOJATEIbHBIX (IIPEICTABUTEIBHBIX) U UCTIOTHUTEIBHBIX
OpraHOB TOCYAApCTBEHHOM BlacTh CyOobekToB Poccuiickoit denepanun'.

Cratba 6. lMonHOoMouusi opraHoB WCMONMHUTENbBLHOW BracTu cyb6bekta Poccunckomn
®depepaumm npu obpaLleHUn neKapcTBeHHbIX CPeacTB

K moiHoMounsiM opraHOB UCTIOTHUTENBHOW BIIacTH cyOobekTa Poccuiickoit denepannu npu odOpamieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalvs PETHOHAIBHBIX MPOTPaMM OOECIIEUeHUs] HaCelIeHUs JIeKapCTBEHHBIMU
npenapaTamy;

2) ycTaHOBJEHHE NpEACIbHBIX Pa3MEpOB ONTOBBIX HAI0ABOK M TMPEAETIbHBIX Pa3MEPOB PO3HUYHBIX
Haj0aBOK K (PAKTHUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOU3BOIMTEISIMUA JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKAPCTBEHHbIE IpEnaparbl, BKJIIOUEHHBIE B IIEPEUCHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEUIIMX JICKAPCTBEHHBIX IIPENapaTOB;

3) ocCymiecTBICHHE pPETHOHAJIBHOTO TOCYAApCTBEHHOTO KOHTpPOJS 3a MPUMEHEHHEM IeH Ha
JeKapCTBEHHBIE Mpenaparbl, BKIIOUYCHHBIE B IICPEUCHb JKM3HEHHO HEOOXOJMMBIX U  BaKHEUIIHX
JEKapCTBEHHBIX IpernapaTtoB, OpPraHU3aLUSAMH  ONTOBOM  TOPrOBIM, AaNTEYHbBIMM  OPTaHU3ALMIMH,
WHAUBUAYAJIbHBIMU NPECANIPUHHUMATCIIAMA, UMCIOIIUMHU JIMIICH3UIO Ha (papMaI_IeBTI/I‘-IeCKYIO ACATCIIBbHOCTD,

(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-d3)

4) npuHATHe perieHus o0 UCIONIb30BaHUM Ha Tepputopun cyobekTa Poccuiickoit denepaunu HapsLy ¢
pelentaMy Ha JIEKapCTBEHHBbIE IIpenaparbl, OQOPMICHHBIMM Ha OyMa)KHOM HOCHTENEe, pPELENTOB Ha
JIeKapCTBEHHbIE IIpernapaThl, CPOPMUPOBAHHBIX B (POPME IJEKTPOHHBIX TOKYMEHTOB.

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

masa 3. TOCYOAPCTBEHHAA ®APMAKOTIEA
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CratbAa 7. PazpaboTka u usgaHme rocynapcTtBeHHon chapmakoneu, pasmelyeHue AaHHbIX
O HeH

1. Tlog rocynmapcTBeHHOW (hapmakoreeld TMOHUMAETCS CBOJ OOMMX (DapMaKoMeHHBIX CTaTe wu
(hapMaKOIIeHHBIX CTATEH.

2. Pazpabotka o0mux QapmakoneHbIXx cTaTeii W (apMakOMeMHBIX CTaTeld, B TOM YHCIE
(apmakonelHpIX crateil Ha (papmakoneiiHble cTaHAapTHBIE 00pa3ibl, U BKIIOUYEHHE UX B TOCYAAPCTBEHHYIO
(apMakoner OCYLIECTBISIOTCS B TOPSIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (penepanibHbIM OpraHoM
HCIIOJTHUTENIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pa3pabotka papmakomneitHoi cTaTbu Ha pedepeHTHBIN JEKAPCTBEHHBIN Mpenapar U BKIIOYCHHUE €€ B
rOCy/IapCTBEHHYI0 (apMakomnerd B TEUYEHHE CpOKa JEeHCTBUS 3alllUThl HMCKIIOYHUTEIHHOTO TpaBa,
YAOCTOBEPEHHOTO TMATeHTOM Ha pedepeHTHBIN JTEeKapCTBEHHBIN MpermapaT, OCYIIECTBISIOTCS C COTIAcHs €ro
paspaboTduka.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHast  QapMakomness HW3JaeTcsl  YHOJHOMOYEHHBIM  (eiepallbHBIM  OpPraHOM
UCIIOJIHUTENILHON BJIACTH 3a CUET CPENCTB (pefepaibHOro Or0KeTa U MOAJISKUT NEPEn3JaHusIM HE pexe ueM
OJIUH pa3 B IATH JIET, B MEPUOJI MEXKAY KOTOPBIMHU M3JIAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHON (apmakoree,
cojepxaie ooue (apMakoneiHble cTatbu U (WiM) QapMakonelHble CTaThbH, YTBEP)KICHHbBIE IOCIE
W3JaHKS WIK TIepen3AaHus TOCYAapCTBEHHON (hapMaKoIIeH.

5. VYHonHOMO4YEHHBIH (enepanbHbIii OpraH HCIOJHUTEIBHONW BJIACTH pa3MeEIlaeT JaHHBIE O
rOCyJapCTBEHHOM (apmakoree W MPUIOKEHUAX K HEW Ha cBoeM oduImanbHOM caiite B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM IOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratbss 8. JlMueH3upoBaHMe nNPOUIBOACTBA JIeKAPCTBEHHbIX CpPeaAcTB MU
cdrapmMaLieBTUYECKON AeATEeNbLHOCTHU

1. JluneH3upoBaHHE MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTUUECKON eSATeTbHOCTH
OCYILIECTBIISIETCS B COOTBETCTBUU € 3aKOHOIaTebcTBOM Poccuiickoit denepannu.

2. OOs3aTeNbHBIM YCIIOBHEM NPEAOCTABICHHS JIMIIEH3UN Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
SBJISIETCS TIPUJIOKEHHUE K 3asBJICHUIO COMCKATEJNs JIMIIEH3MM NEepeyHs JeKapCTBEHHbIX (opM M (WIK) BHUIIOB
(bapMaleBTUUECKUX CYyOCTaHIMI, KOTOPbIE TPOU3BOANUTEID JIEKAPCTBEHHBIX CPEICTB HAMEPEH POU3BOIUTD.

3. B ciaydyae HE0OXOIMMOCTH pACIIMPEHHs MPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB 3a CUET HOBBIX
JIeKapCTBEHHbIX (HOpPM U BUIOB (PapMalleBTUUECKUX CYOCTaHIMI NMPOU3BOAMTENb JIEKAPCTBEHHBIX CPE/ICTB
JIOJKEH IepeoOpPMUTH JTULEH3HIO Ha IPOU3BOJICTBO JEKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

Cratbsa 9. NlocyaapcTBeHHbIN KOHTpOnb (Haa3op) B ccepe obpalleHUst fieKapCTBEeHHbIX
cpencTts
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)
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1. TocynapcTBeHHBI KOHTPOJIb (Haa30p) B cdepe obOpallleHUs JTEKAPCTBEHHBIX CPEACTB BKIIOYACT B
ceos:

1) JWMIEeH3WOHHBIM KOHTPOJNIbL B cdepe TNPOM3BOACTBA JICKAPCTBEHHBIX CPEICTB M B cdepe
(hapmaleBTHUECKOH 1eATeIbHOCTH;

2) denepanbHBIN TOCYIapCTBEHHBIN HAI30p B cepe oOpallieHus JIEKapCTBEHHBIX CPE/ICTB;

3) BEIOOPOUHBII KOHTPOIb Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB.
(. 3 BBenen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. JluueH3WOHHBIH KOHTPOJIh B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB M B cdepe
(dapMameBTHUECKON  JIEATEIIBHOCTH  OCYHISCTBIISICTCS ~ YIOJHOMOUYEHHBIMH  ()efiepalbHBIM  OPTaHOM
WCTIOTHUTEIPHON BJIACTH U OPTaHAMH MCTIOJIHUTEILHOM BIacTH cyObekToB Poccuiickoit deepanuu coriacHO
WX KOMIIETEHIIUU B TOPSJIKE, YCTaHOBIeHHOM DenepanbHbIM 3aK0HOM OT 26 nekadps 2008 roma N 294-D3
"O 3ammrTe NpaB MOPUANMYECKUX ML M WHIUBUAYAIbHBIX MpEANpPUHUMATENEH MpU OCYIIEeCTBICHUH
TOCYy/IapCTBEHHOTO KOHTpOJNs (HaA30pa) M MYHHIMIAIBLHOTO KOHTpOMNA", C Yy4eToM ocoOeHHOocTel
OpraHM3ali U TPOBEJIEHUS MPOBEPOK, yCTaHOBIEHHBIX PenepanbHbIM 3akoHOM OT 4 mast 2011 roma N
99-®3 "O auneH3upoOBaHUU OTACIBHBIX BUAOB JIEATEIHHOCTH".

3. ®epgepanbHbIi TOCYNAapCTBEHHBIM HaA30p B cdepe oOpalleHuss JIEKapCTBEHHBIX CPEICTB
OCYILECTBIISICTCS] YIIOJIHOMOYEHHBIMU (pellepaibHbIMM OpraHaMHU HCIOJIHMUTENBHOM BiacTu (Jajiee - OpraHbl
rOCyJJapCTBEHHOTO HaJ30pa) COIJACHO HMX KOMIIETEHIIMH B MOpsAKe, ycTaHOBIeHHOM IlpaButenscTBOM
Poccuiickoit deneparnuu.

4. @enepanbHBI TOCYIAPCTBEHHBIN HAI30p B cdepe oOpalieHus JEKapCTBEHHBIX CPEJICTB BKIIIOYACT B
ceost:

1) opranm3zanuio W TPOBEACHHE IPOBEPOK COOIMIOJEHUS CYOBEKTaMH OOpAIICHHs JIEKapCTBEHHBIX
CPEICTB YCTaHOBJICHHBIX HAcTOAIUM DenepalbHbIM 3aKOHOM M IMPUHATBIMU B COOTBETCTBUU C HUM HHBIMHU
HOPMAaTUBHBIMU NPaBOBBIMU akTaMu Poccuiickoit deneparyy TpeOOBaHUHM K JOKIMHUUECKUM UCCIIEJOBAHUSAM
JIEKapCTBEHHBIX CPEJACTB, KIMHUYECKMM HCCIENOBAaHUAM JIEKAPCTBEHHBIX IIPENapaToB, XPaHEHHUIO,
nepeBo3ke, BBo3y B Poccuiickyro denepanuto, OTIyCKy, pealn3aliy JIEKAPCTBEHHBIX CPEJCTB, IPUMEHEHUIO
JIEKapCTBEHHbIX  IpPENaparoB, YHUYTOKEHHUIO JIEKAPCTBEHHBIX CPEACTB, a TaKXkKe COOJII0o/IeHus
YIOJHOMOYEHHBIMH OpTraHaMy HCIOJHUTENbHON BiacTu cyOwbekToB Poccuiickoit denepanuu METOIUKU
YCTAQHOBJICHHSI IIPEJEIIbHBIX pa3MEpOB OINTOBBIX HAa/J0aBOK U IPEEIbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKTUUECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOM3BOJUTENSIMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JIeKapCTBEHHbIC TIpernaparbl, BKJIIOYEHHbIE B TepeUYeHb IHKU3HEHHO HEOOXOJUMBIX M  BaXXHEHUIIMX
JIEKapCTBEHHBIX MpenapaToB (J1anee - 00s3aTesbHbIe TPeOOBAHMS);

2) opraHu3alUIi0 U TPOBEACHHUE IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOSAIIUXCS B
rpa)kIaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUSIM K UX Ka4EeCTBY;

2.1) mpoBeZieHHE KOHTPOJBbHBIX 3aKYyNOK B IEJIAX MPOBEPKU COONIIOJEHHA CyOBEKTaMH OOpalleHHs
JIEKapCTBEHHBIX CPEJICTB, OCYILECTBIIIOUIMMHU PO3HHUUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMHU IIpenapaTtaMu JJis
MEUIIMHCKOTO NMPUMEHEHHMS], IPABUII OTIIYCKA JIEKAPCTBEHHBIX MPENapaTroB A MEAULHUHCKOTO IPUMEHEHUs
n (wm) 3ampera npoaaxu (albCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKAUYeCTBEHHBIX
JIEKapCTBEHHBIX CPEICTB M KOHTPa(haKTHBIX JICKAPCTBEHHBIX CPEICTB;

(m. 2.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2018 N 511-D3)
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2.2) mpoBeJcHWE KOHTPOJBHBIX 3aKYNOK B IENIAX IMPOBEPKU COONIIOJCHHS CyOBEKTaMH OOpalieHHs
JICKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIONMIUMU PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMU Tperaparamu s
BETEPUHAPHOTO TPUMEHEHUS, MPABWI HAIJICKAIICH anTeUuHOW MPAKTHKU JICKAPCTBEHHBIX MPENapaTtoB Ul
BETEPUHAPHOTO TPHUMEHEHUs W (WIM) 3ampera MpoJaxu (aabCHPHUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB,
HEJ00POKaYECTBECHHBIX JICKAPCTBECHHBIX CPEJICTB U KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB;

(. 2.2 BBeneH DenepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

3) opranuzanuio u nposeneHue papMakoHaI30pa;

4) mpuMeHeHHEe B TIOpsJIKE, YCTAaHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit denepanuu, mep Mo
IIPECEUEHUIO BBISBJICHHBIX HApYLIEHUI 00s3aTENIbHBIX TPEOOBAHUN U (WJIM) YCTPAHEHUIO MOCIEICTBUN TaKUX
HapyIIEHUH, B TOM YHCIIe IPUHITHAE PEIICHUS O HaX0XKICHUH JICKApPCTBEHHBIX CPECTB B 0OpaIeHUH, BbIIATy
MpeanucaHuii o0 ycTpaHEHMM BBISBJICHHBIX HapylIeHUH oO0sA3aTeNbHBIX TpeOOBaHWM M MPUBJICUEHUE K
OTBETCTBEHHOCTH JINL, COBEPIIMBIINX TAKHE HAPYILICHHS.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @epgepanbHBIE TOCYNapCTBEHHBIH HamA30p B cdepe oOpalieHuss JEKapCTBEHHBIX CPEICTB
OCYILECTBIISIETCA B MOpsiJIKe, ycTaHOBIeHHOM DenepanbHbiM 3akoHOM OT 26 nexadps 2008 roga N 294-d3 "O
3alUTe TpaB IOPUAMYECKUX JIMI] W WHAUBUIAYAJIbHBIX MpEANpPUHUMATENICH TPH  OCYIIECTBICHUU
TOCYJJapCTBEHHOTO KOHTPOJIA (Haa3opa) W MYHHIIMIAIBHOTO KOHTPOJISA", C YYETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX HacTosllei cTtarbeil. [IpeaBapurenbHOe coriacoBaHMe C OpraHaMU MPOKYpPaTyphl CPOKOB
IpOBEJCHHUS BHEIUIAHOBOM TMPOBEPKU CYOBEKTOB OOpallleHHs JIeKapCTBEHHBIX CPEACTB, a TaKkKe
MpeIBApUTEIILHOE YBEAOMIICHHE FOPUAMYSCKUX JUI, WHIANBUAYATbHBIX MpEINpUHUMATENICH O Havale
MIPOBEJICHUS 3TOU MpoBepKu He TpedyeTcst. Opranbl MPOKYPaTyphl U3BEIIAOTCS O MPOBEICHUN BHETLIAHOBOU
MPOBEPKH CYOBEKTOB OOpAaIICHHS JICKAPCTBEHHBIX CPEJICTB TOCPEICTBOM HAIPABIICHUS COOTBETCTBYIOIIMX
JIOKyMEHTOB B TE€UEHHE TPeX pabOuyuX JHEW C MOMEHTA OKOHYAHHWs MPOBEIACHUS yKa3aHHOW BHEIUIAHOBOW
MPOBEPKHU.

(dacts 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloJoKHOCTHBIE JMIIa oOpraHa TOCYAApCTBEHHOIO HAaA30pa B IOPSIKE, YCTAaHOBJIEHHOM
3aKoHoaTenbcTBOM Pocculickon Penepanuu, UMEIOT IIPABO:

1) mony4arp Ha OCHOBAaHMHM MOTHBHPOBAaHHBIX IHCHBMEHHBIX 3allPOCOB OT CYOBEKTOB OOpaIIeHUs
JIEKapCTBEHHBIX CPEACTB, OPraHOB MCIOJHUTENbHOMN BiacTu cyobekToB Poccuiickoit denepauyu 1 opraHoB
MECTHOI'0 CaMOYTpaBJIEHUS TOKYMEHTBI M HH(OPMALIMIO 10 BOIPOCcaM OOpallleHNUs JIEKAPCTBEHHBIX CPEJICTB;

2) OecnpensaTCTBEHHO IO MpPEIbsBICHUM CIyXKeOHOrOo yJOCTOBEPEHUs M KONUU IpUKa3a
(pacropsbkeHHsI) OpraHa TrOCYJapCTBEHHOTO HaJ30pa O Ha3HAUYCHHM IPOBEPKH IMOCEIaTh HCIOJIb3yeMble
IOPUANYECKUMH JTMIIAMH, UHAUBUIYAIbHBIMHU NPEANPUHUMATENSMH, SBJISIOIIMMUCS CyObeKTaMu oOpallieHus
JIEKApCTBEHHBIX CPEICTB, IPHU OCYIIECTBICHHH CBOEH IEATEIBHOCTH TEPPUTOPHUM, 31aHUS, NOMEIICHHS H
COOPYKEHHMSI B LIEJISIX TPOBEACHUS MEPONIPUATHN 110 KOHTPOJIIO;

3) mpoBoauTh OTOOp OOPA3OB JEKAPCTBEHHBIX CPEACTB, NpPEJHA3HAYCHHBIX Ui pealu3alud U
peann3yeMbIX CyOBbeKTaMH OOpalleHHs JIEKApCTBEHHBIX CPEICTB, IS MPOBEPKH MX KayecTBa, MPOBEICHUS
WCCIIeIOBaHUM, WCHBITAHUH B COOTBETCTBHM C TMpaBWIaMH oOTOOpa 00paslioB, YCTaHOBICHHBIMU
YIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HUCITOJIHUTEIBHOHN BIIACTH;

3.1) npoBOAUTH KOHTPOJIbHBIE 3aKYIIKH JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MPUMEHEHHS B
LENSAX TPOBEPKH COOMOIeHUsT CyOBbeKTaMu OOpaleHusi JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIOMIUMHU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
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" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU IpenapaTaMy Uil MEJUIMHCKOTO MPUMEHEHUs, MpaBMJl OTIyCKa
JEKapCTBEHHBIX  IpenapaToB A  MEAUIMHCKOrO INpUMEHEHMsT W (WiaM) 3ampera  IpOoAaku
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U
KOHTpa(aKTHBIX JEKAPCTBEHHBIX CPE/ICTB;

(m. 3.1 BBenen denepanbHbiM 3aKk0HOM OT 27.12.2018 N 511-D3)

3.2) mpoBOUTH KOHTPOJIBHBIC 3aKYIKH JIEKAPCTBEHHBIX MPETAPaTOB Il BETEPUHAPHOTO MPUMECHEHUS B
HENsAX TPOBEPKH COOIOACHUS CYObEKTaMU OOpaIIeHUs] JIEKAPCTBEHHBIX CPEJICTB, OCYIICCTBISIOIIUMHU
PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMHU TIperaparaMu JUisi BETEPUHAPHOTO MPUMEHEHHUs, MPaBUI
HaJJIeXKalleld anTevyHON MPAKTUKH JIGKAPCTBEHHBIX IMPETMapaToB JJI BETCPUHAPHOTO NMPUMEHEHHs U (WIIH)
3ampeTa mpofaxu GparbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB, HEAOOPOKAYSCTBEHHBIX JICKAPCTBEHHBIX
CPEJICTB ¥ KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB;

(. 3.2 BBeneH denepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

4) BBIaBaTh CyOBEKTaM OOpalleHHsl JICKAPCTBEHHBIX CPEICTB TMPEANUCAHUS O IPEKpALICHUH
HapylIeHU# 00s3aTelbHBIX TpeOOBaHMH M 00 YCTPaHEHHU BBISBICHHBIX HapyIICHHH 00s3aTeIbHBIX
TpeOoBaHUii;

5) HampaBiATh B YNOJIHOMOYEHHBIE OpPIraHbl MaTepuaibl, CBA3aHHbIE C HApPYLUICHUSIMH O0O0sS3aTEIbHBIX
TpeOOBaHUil, Il pEIIeHHs BOIPOCOB O BO30YXACHUU YTOJIOBHBIX /1] MO IPU3HAKaM MPeCTyIICHUH.

7. BBI6OpOLIHBII71 KOHTPOJIb Kadye€CTBa JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA YIIOJHOMOYCHHBIM
(I)C,HepaJ'IBHLIM OopraHoM HWCIOJIHUTEILHOM BIACTU B YCTAaHOBJICHHOM UM HOPAAKE U BKIIFOYACT B cebs:

1) oOpaboTKy cBeneHUH, B 00s3aTeIbHOM TOPSJAKE IPEIOCTaBIIEMbIX CYyObEKTaMu OOpalieHus
JIEKapCTBEHHBIX CPEACTB, O CEPUSX, MAPTUAX JCKAPCTBEHHBIX CPEACTB, MOCTYMAIONINX B TPAXKAAHCKUN 000POT
B Poccuiickoil deneparuy;

2) otOop 00pa3moB JEKAPCTBEHHBIX CPENICTB y CyOBEKTOB 0OpaIeHus IEKapCTBEHHBIX CPEJCTB B LETISAX
NPOBE/ICHUS UCTIBITAHUN HA UX COOTBETCTBHE TPEOOBAHMUSIM HOPMATHBHOM JOKYMEHTAIMH HJIM HOPMATHBHBIX
JIOKYMEHTOB;

3) npuHATHE MO pe3yJbTaTaM MPOBEICHHBIX HCIBITAHUA PEIICHUS O JajbHEUIIEM TPakIaHCKOM
000pOTE COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CPE/ICTBA;

4) MpUHATHE YIIOJIHOMOYEHHBIM (heZiepaIbHIM OPTraHOM HCTIOJIHUTENIFHOW BIIACTH PEIICHUS O TMEePEBOIC
JIEKapCTBEHHOT'O CPEJCTBA Ha IMOCEPUNHBIM BBHIOOPOYHBIM KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEJCTB B
cllyyae IOBTOPHOTO BBISIBIIEHUS HECOOTBETCTBUS KadecTBa JICKAPCTBEHHOI'O CPEJICTBA YCTAHOBIICHHBIM
TpeOoBaHUAM U (IPH HEOOXOMMOCTH) O IIPOBEPKE CyObeKTa 0OpaleHUs JIEKapCTBEHHBIX CpecTB. Pacxobl,
CBSI3aHHBIC C TPOBEJCHMEM IIOCEPUIHOTO BHIOOPOYHOIO KOHTPOJIS KadyecTBa JICKAPCTBEHHBIX CPEJCTB,
OIUTaYMBAIOTCS  IPOU3BOAUTEIEM JICKAPCTBEHHOTO CpeicTBa MO0 JepXkaresieM WM  BIaJelbleM
PETUCTPALIMIOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO ITpernapara.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A5 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CpeAcTB
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"pe,q. 0 R " [ata coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1. Pa3paboTka JeKapCTBEHHBIX CPENICTB BKIIOUYAET B c€0sl MOUCK HOBBIX (hapMaKOJIOTUYECKU aKTUBHBIX
BELIECTB, MOCIEAYIONIEE U3yUEHUE UX JIEKAPCTBEHHBIX CBOMCTB, JOKJIMHUYECKUE UCCIIEN0BAaHUS, pa3padoTKy
TEXHOJIOTHA MPOU3BOJCTBA (apMalEBTUYCCKUX CyOCTaHIUH, pa3pabOTKy COCTaBOB W TEXHOJOTHUH
MPOU3BOCTBA JIEKAPCTBEHHBIX MPEMAPATOB.

2. ®duHaHCcOBOE oOecIeueHUE pa3padOTKH JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIIACTCS 3a CUET:
1) cpenctB dbeaepanbHOroO OOIKETA;
2) cpencTB pa3pabOTUYUKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) cpencTB MpOM3BOAUTENEH JIEKAPCTBEHHBIX CPEJACTB IPHU BBINOJIHEHUN HAYyYHO-UCCIEI0BATEIHbCKUX
paboT mo JOTOBOPY MEXAY pa3paOOTUMKOM JIEKAPCTBEHHBIX CPEACTB M MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX
CPEJCTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAATEIbCTBOM Poccuiickoit denepaniui HCTOYHUKOB.
3. [IpaBa pa3zpaboTunka J€KapCTBEHHOT'O CPEJICTBA OXPAHAIOTCS IPAKIAHCKUM 3aKOHOIATEIbCTBOM.

Cratba 11. [JoknuHu4Yeckoe wuccrnefoBaHUe JIeKApCTBEHHOro cpeacTtBa Aans
MeAULMUHCKOro npumMmeHeHus

1. I[OKJ'II/IHI/ILIGCKOG HCCIICAOBAHUE JICKAPCTBCHHOI'0 CpEeACTBa A MCIUIOHUHCKOI'O IIPUMCHCHUA
IMPpOBOAUTCA IIYTEM NPHUMCEHCHUSA HAYYHBIX METOAOB OLCHOK B IMCIAX TMOJYUYCHHUSA JOKa3aTCIILCTB
6630HaCHOCTI/I, KadeCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. JIOKITMHWYECKOE HCCIeIOBaHUE JIEKAPCTBEHHOTO CPEACTBA IS MEAMIUHCKOTO TPUMEHEHUS
MPOBOJMWTCS B COOTBETCTBHM C TIpaBWJIAMHU HaJJIekalleld J1abopaTOpHOW MPaKTUKH, YTBEPKICHHBIMU
YIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPraHOM HCITOJTHUTEIBHON BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Jlia opraHuW3anyMy U MPOBEICHHS JOKIMHUYECKOTO HCCIIEJIOBaHMS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUIIMHCKOTO  TPUMEHEHHUs  pa3pabOT4YMKH  JIGKQpCTBEHHBIX  CPEACTB  MOTYT  TIPUBIEKATh
HAY4YHO-HMCCJIEIOBATEIbCKIE OpraHM3alud, O00pa3oBaTeibHbIE OpraHW3alMyd  BBICIIETO OOpa30BaHMA,
MMEIONUE HEOOXOJUMYI0 MaTepUATbHO-TEXHUYCCKYI0 0a3y ¥ KBATH()HUIMPOBAHHBIX CIICIUAINCTOB B
COOTBETCTBYIOIIEH 00J1aCTH MCCIICTOBAHMS.

(B pen. deaepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4. I[OKJ'II/IHI/I‘IGCKoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpEeACTBa Il MCAUINHUHCKOIO IIPUMCHCHUS
OpOBOAUTCA IO YTBCPKACHHOMY pa3pa60T‘-II/IKOM JICKAPCTBCHHOTO CPpCACTBA IIAHY C BCACHUCM IIPOTOKOJIA
OTOro MCCJICAOBAHUA U COCTABJICHHUCM OTYCTA, B KOTOPOM COACPIKATCA PE3YJIbTAThl 3TOT0 HCCICAOBAHUA U
3aKIIIOYCHHUE O BO3MOXHOCTH IMPOBCACHUA KIIMHHUYCCKOI'O HCCICAOBAHUWA JICKAPCTBCHHOI'O IIpe€riapara JId
MCIUIIUHCKOI'O IPpUMCHCHUS.

5. IIpoBeneHue MpoBepOK COOIIOAEHUS IPAaBUI Hajajexallel Ja0opaTOpHON NPAaKTUKU U NPaBOBBIX
HOPM HCIIOJIb30BaHUS KUBOTHBIX IPU NPOBEJCHUM NOKIMHUYECKUX UCCIIEJOBAHUM JIEKAPCTBEHHBIX CPEICTB
JUIS  MEIUIMHCKOTO  TPUMEHEHHUS  OCYLIECTBISETCS  YIMOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
HCIIOJTHUTEIIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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6. Pe3ynbraThl JOKIMHUYECKOTO WCCIEAOBAHUS JIEKAPCTBEHHOTO CpPEICTBA IJS METUIIMHCKOTO
MPUMEHEHHUS MOTYT OBITh TIPEJICTABICHBI B YIOJTHOMOYECHHBIN (elepalibHbIi OpraH MCIIOJHUTEIHHON BIACTH
B YCTaHOBJICHHOM MOPSAKE B LEJSAX IOCYIapCTBEHHON PErUCTpaIu JIEKAPCTBEHHOTO IIpenapara.

Cratba 12. [loknuHu4yeckoe uccrieqoBaHue feKapCcTBEHHOro cpeacTBa U KIMHU4YecKoe
uccregoBaHue fieKapCcTBEHHOro npenapara AnsA BeTepUHapHOro npuMeHeHus

1. I[OKJII/IHI/IHCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'0 CpPCACTBa I BCTCPUHAPHOIO IMMPUMCHCHUA
OpOBOAUTCA IMYTEM HNPUMCHCHHA HAYYHBIX MCETOJOB OLICHOK B HCIAX TIOJYUYCHHUA JOKa3aTCJILCTB
6C3OHaCHOCTI/I, KadyeCTBa U Bq)(i)eKTI/IBHOCTI/I JICKApCTBECHHOT'O CPEACTBA, B TOM YHCJIC OIMPCACIICHHA CpOKa €To
BBIBCJICHUA W3 OpraHu3Ma XHUBOTHOIT'O, B LEIAX oOecneyeHnss 0e30IMaCHOCTH NpoAYKIUHU KHUBOTHOI'O
IMPOUCXOXKACHUS ITOCJIC MPUMEHECHUA COOTBETCTBYIOLICTO JICKAPCTBEHHOT'O ITpEIiapara.

2. JIOKJIMHHYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CpPEACTBA M KIMHUYECKOE HCCIIEIOBAHUE
JIEKapCTBEHHOTO IMperapara Juis BETEPUHAPHOTO TMPUMEHEHUs, UCCle0BaHe OHO3KBUBAJICHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOI'O IIpernapara IpOBOAATCS B COOTBETCTBUM C IPAaBWIAMM, YTBEPKICHHBIMU
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

3. HOKJ’IHHI/I‘-IGCKO@ HUCCIICAOBAHUE JICKAPCTBCHHOI'O CpEACTBA MW KIMHHYECKOC HMCCICIOBAHUC
JICKAPCTBCHHOI'0  Ipfrapara Mg BCTCPHHAPHOIO0 IMPUMCHCHHUA  IIPOBOAATCA IO  YTBECPXKIACHHOMY
pa3pa6OT‘lI/IKOM JICKAPpCTBCHHOTO CpeACTBa IlIaHY C€ BCEIACHHUCM TIIPOTOKOJIOB JOTHUX HUCCIICIOBAaHUN U
COCTAaBJICHUEM OTUCTOB, B KOTOPBIX COACPKATCA PC3YJIbTATLI 3TUX HCCIIeIOBaHUM.

4. Jlnsa opraHu3allMd U TPOBENEHUS JOKIMHUYECKOIO MCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIIMHUYECKOTO HCCIIEIOBaHMs JIEKAPCTBEHHOI'O IpernapaTa JUlsi BETEPUHAPHOTO NMPUMEHEHHUS pa3pabOoTUHK
JIEKapCTBEHHOTO CpeICTBA  MOXET  IpHUBJIEKATh OpraHu3alui, UMEIoUIe  HEeoOXOAUMYIO
MaTepHAIbHO-TEXHUUYECKYI0 0a3y M KBaIM(DPULUUPOBAHHBIX CIELHAIUCTOB B COOTBETCTBYMOIIEH 001acTH
UCCIIeIOBaHMUS.

5. Kimauueckne HUCCIICAOBaHUA JICKAPCTBCHHLBLIX MPCIApaToB IJId BCTCPUHAPHOTO MPHUMCHCHUA
IpoOBOAATCA B BCTCPHHAPHBLIX OpraHU3alydsaAX MW B OpraHu3anudax, OCYLICCTBIIAIOINNX Pa3BCACHUC,
BbIpalllUBAaHUEC U COACPIKAHUC )KNBOTHBIX, B LICIAX!

1) ycTaHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 3I0POBBIMH KUBOTHBIMU;

2) monbopa ONTHUMANIbHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMPEMapaToB U Kypca JIeYeHHs] Ha KOHKPETHOM
TpyImIe >KUBOTHBIX C OTpeeIeHHBIM 3a00JIeBaHNEM;

3) ycraHoBIeHHs 0€30MacHOCTH U 3PPEKTUBHOCTH JIEKApCTBEHHOTO IpenapaTa, npeJlHa3HaueHHOro Jis
JICYCHHUS ONPEACICHHBIX 3a00J€BaHUN KUBOTHBIX, WIH 3()()EKTUBHOCTH JIEKAPCTBEHHOTO Iperapara JJis

npoduIakTHKH 3a00JIEBaHNN 3JOPOBBIX JKUBOTHBIX;

4) wu3ydeHHs BO3MOXXHOCTEH pacHIMpeHHUs T[OKa3aHUM K TNPUMEHEHHIO 3aperUCTPHUPOBAHHOIO
JIEKapCTBEHHOTO IIpenapaTa 1 BbISIBIECHUS paHEe HEM3BECTHBIX TOOOYHBIX ACHCTBUIM.

6. Kimnnueckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpeliapaTa I BCETCPHUHAPHOI'O IIPHUMCECHCHUA
OCYHICCTBJIACTCA 3a CHCT CPCACTB pa3pa60Tq1/H<a JICKAPpCTBCHHOT'O CPCACTBA.

7. Ot4eTnl O pe3ylibTaTax AJOKIMHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA U KIMHHUYCCKOT'O
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HCCJICAOBAHUS JICKAPCTBECHHOTO IIpCliapara il BETCPUHAPHOI'O IMPUMCHCHHUA COCTABJISIFOTCA p33pa6OT‘lI/IKOM
JICKAPCTBCHHOTO CPCACTBa C YUCTOM 3aKJII0YCHUMN 0pI’aHH3aI.[PII>i, MMPUHHUMABIIUX YYaCTUC B OpraHU3allud U
MMPOBCACHUH ITUX HCCIICIOBaHUM.

8. KOHTpOJ’IB 3a NPOBCACHUCM AOKIMHHUYCCKUX I/ICCHGI{OBaHI/Iﬁ JICKAPCTBCHHBIX CPEACTB U KIIMHUYCCKUX
I/ICCJ'IG,ZIOBaHI/Iﬁ JICKAPCTBCHHBIX npemnapaToB JIIA BECTCPHUHAPHOI'O IMPUMCHCHU A OCYHMECTBIIACTCA
YIOJIHOMOYCHHBIM (bez[epaanLIM OpraHomM HCIIOJIHUTENHLHOMN BIACTH.

Maea 6. OCYLLECTBJIEHME FOCYOAPCTBEHHOWU PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtbsa 13. Focy,qapCTBeHHaﬂ perncrtpauunsa nekKapCcrBeHHbIX npenaparoB
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickoit @enepannn J0MyCKalOTCs MPOU3BOJICTBO, M3TOTOBIICHUE, XpaHEHHE, IEPEBO3Ka, BBO3 B
Poccuiickyro @enepaunro, BbiBO3 U3 Poccuiickot @enepauuu, pekiiama, OTIYCK, peanu3aius, Iepenaya,
MIPUMEHEHNE, YHHUUTOKCHUE JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHU 3apETUCTPUPOBAHBI COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTAaHOM HCIIOTHUTEIIBHON BIIACTH.

(dgactp 1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocyaapCTBEHHOM perucTpanun nojiexar:

1) Bce nekapcTBEHHBIC Tpenaparbl, BIEPBbIC MOMAJEKAIIUEe BBOAYy B oOpamenue B Poccuiickoit
®denepauuu;

2) JexapCTBEHHbIE Mpenaparbl, 3aperUCTPUPOBAaHHBIE paHee, HO MPOMU3BEIACHHbIE B APYTUX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBMM C T€pEYHEM HAWMEHOBAHHM JIEKapCTBEHHBIX (OpM, B HOBOH
JI03UPOBKE IIPU J0KA3aTENbCTBE €€ KIMHUYECKON 3HaUNMOCTH U 3 (EKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCTrUCTPUPOBAHHBIX PAHEC JICKAPCTBCHHBIX ITPEIIAPATOB.

3. T'ocynapcTBeHHas perucrpanus JIEKapCTBEHHBIX IPENapaToB OCYIIECTBISETCS IO pe3yJibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEIACTB, a TOCYJApCTBEHHAs pErucTpauus op(aHHBIX JEKapCTBEHHBIX
MIpenapaToB OCYIIECTBIIIETCS M0 PE3YJIBTATAM JKCIEPTHU3bI JOKYMEHTOB, IPEACTABIECHHBIX ISl OIIPEAEIICHUS
BO3MOXHOCTH  paccMaTpuBaTh JIEKQpCTBEHHBIM MpemapaT i MEIWLUUHCKOrO TMPUMEHEHUs Mpu
OCYILECTBIIEHUH T'OCYJapCTBEHHON perucrpanyy B KadyecTBe Op(aHHOIO JIEKApCTBEHHOIO IpenapaTa, U I0
pe3yJIbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. T'ocynapcTBEeHHas perucTpanus JIEKapCTBEHHOIO IpernapaTa OCYLIECTBIISETCS COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM  (peIepalibHBIM OPraHOM HCIIOJHUTEIBHONM BIIACTH B CpPOK, HE TPEBBIIAIOIUN cTa
MECTUACCATH pa60q1/1x I[HGI\/JI CO [HJ MNPHUHATHA COOTBCTCTBYIOLICTO 3asABJICHUA O FOCYILapCTBeHHOI\/'I
perucTpalyy JIEKapCTBEHHOro ImpernapaTta. B yka3aHHBIM CpOK BKIIIOYaeTCs BpeMs, HeoOxoaumoe s
IIOBTOPHOTO MPOBEICHUS SKCIIEPTU3BI JICKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUU CO CTaThel 25 HACTOSILIETO
®enepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM pPErMCTpalMM JIEKApCTBEHHOI'O IIpernapaTa MCUUCISAETCA CO
JHS. TIPUHATHS COOTBETCTBYIOIUM YIIOJTHOMOUYEHHBIM (pelepajbHBIM OpPraHOM HCIOJHUTEIBHOW BIAcTH
COOTBETCTBYIOLLIETO  3asBICHUSA O TOCYAAPCTBEHHOM PETUCTpalMM JICKAPCTBEHHOrO Ipemapara C
MPHUITOKCHUEM HGO6XOI[I/IMLIX JOKYMCHTOB 110 JCHb Bbla4YW PErUCTPAMOHHOIO  YAOCTOBCPCHUA
JIEKapCTBEHHOI0 IpemnapaTta. Bpems, HeoOXxonuMoe A HampaBlIEHUs YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM MCIIOJHHUTEIbHOM BJIACTH 3alpoca O MPEJCTAaBICHUHM HEOOXOAMMBIX MAaTEpHaliOB M NPEICTaBICHUS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

3asBUTEJIEM OTBETA Ha JAHHBIM 3alpoC B COOTBETCTBUU CO cTaThsiMu 16, 19 u 23 HacTosmero denepanbHOro
3aKO0Ha, HE YYUTBIBACTCS IIPU UCUMCIIEHUHU CPOKa rOCYIapCTBEHHOM PErucTpaluu JEeKapCTBEHHOTO Ipenapara.

5. T'ocynapCTBEHHOW perucTpaluu HE MOAJIEKAT:

1) JICKApPCTBCHHLIC TIpCrapaTbl, HN3TOTOBJICHHLIC allITCYHBIMU OpraHu3aluiaMu, BETCPUHAPHBIMU
AIlITCUYHBIMU OpraHu3alviaMi, HWHIAWBUAYAJIbHBIMH MPECATIPUHUMATCIIAMU, KOTOPBIC HMCIOT JIMOCH3HWIO Ha
(bapMaHeBTI/I‘IeCKYIO ACATCIIBHOCTh, II0 pEOCITaM Ha JICKAPCTBCHHBIC IIpCriapaTrbl U Tpe6OBaHI/I${M
MCOUIIMHCKHUX opraHnsauI/Iﬁ, BCTCPUHAPHBIX OPI’ aHI/I3aI_II/II71;

2) nexkapCTBEHHbIE Ipenaparhbl, MPUOOpeTeHHbIe (U3NYECKUMHU JHMLIAMHU 3a mpeaeramu Poccuiickoit
®denepalyy U peIHa3HaYEHHbIE AJIs JUYHOTO UCII0JIb30BAHMUS;

3) nexapCTBEHHbIE MpernapaThl, BBO3UMbIe B Poccuiickyro deneparuio sl OKa3zaHUS METUIIMHCKOU
MOMOIIM MO0 W3HEHHBIM I[MOKa3aHUSIM KOHKPETHOTO MNalWEeHTa Ha OCHOBAaHHUM PAa3PEIICHUS, BBIIAHHOTO
YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH;

4) nexapcTBEHHBbIE cpelCcTBa, BBO3uMble B Poccuiickyro ®Penepanuio Ha OCHOBAHHWU BBIAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH pa3pellieHHs] U MpeaHa3HaueHHbIC IS
IIPOBEJICHUS] KIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX IpENapaToB W (WJIM) MPOBEIEHUS HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB VISl OCYIIECTBICHHS TOCYIAPCTBEHHON PETUCTPALNN JIEKAPCTBEHHBIX IIPENapaToB;

5) bapmaneBTHUECKHE CyOCTaHIINM;

6) pa,I[I/IO(bapMaI_[eBTI/ILIeCKI/IC JICKAPCTBCHHLBIC TIIp€rapaTthbl, H3rOTOBJICHHBIC HEIIOCPECACTBCHHO B
MCIUIIMHCKUX OpraHu3anusax B IOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM Q)eﬂepaHBHLIM OpraHomMm
HCIIOJHUTEILHOMN BJIaCTH,

7) nexapCTBEHHbIE IPEeNapaThl, MPOU3BOIUMBIE JJI SKCIIOPTA.
6. He nonyckaetcs rocyiapcTBeHHasi perucTparysi:

1) nexkapcTBEHHBIX MPENapaToB, OTIIMYAIOUINXCA IPYT OT APyra KaueCTBEHHBIM COCTABOM JIEHCTBYIOIINUX
BEILECTB, 10/l OJUHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM;

2) omHOTrO JIEKapCTBEHHOTO Npemnapara, NpPEeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTPAILMIO B
OTHOLICHMHM OJHOTO M TOrO JK€ Jep)KaTelis WIM BIAAeTblla PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tperapara B BUJE JIByX M 0oJiee JeKapCTBEHHBIX MPENapaToB MO/ pa3IHYHbIMU TOPTOBBIMU
HanMMCHOBaHUAMU.

(. 2 B pea. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Ilo 3ampocy (B 2JIeKTpOHHOM (opMe Wi Ha OyMaXHOM HOCUTEJIE) CyObeKTa OoOpalleHus
JICKApCTBEHHBIX CPEJICTB COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (hefiepalibHbIM OPTraHOM HCIIOJIHUTEILHOU
BJIACTH, OCYIIECTBISIONINM TOCYAApCTBEHHYIO PETHCTPAINIO JIEKAPCTBEHHBIX MPEMapaToB, B YCTAHOBICHHOM
UM TIOpPSIJIKE OCYIIECTBISIETCS HAYYHOE KOHCYJIBTHPOBAHHE IO BOIPOCaM, CBS3aHHBIM C IPOBEJICHUEM
JTOKJIIMHUYECKUX WCCIICJIOBAHUN, KIMHUYECKUX WCCIICIOBAHWIA JICKAPCTBEHHBIX MPENapaToB, IKCIEPTHU3HI
KayecTBa JICKAPCTBEHHBIX CPENCTB, d()(HEKTHBHOCTH M OE30MaCHOCTH, C OCYIIECTBICHUEM TOCYAapCTBEHHON
perucTpalyi  JIGKApPCTBEHHBIX —MpenaparoB. KOHCYIbTHpOBaHHWE OCYHIECTBISICTCS C  IPUBJICYCHHEM
(denepabHBIX TOCYJAPCTBEHHBIX OFODKETHBIX YUPEXKICHUH, TOIBEIOMCTBEHHBIX JaHHOMY (enepaibHOMY
OpraHy HCIOJHHUTEIHHOW BJIACTH M HE YYACTBYIOIIMX B OpPraHM3AIlMH IMPOBEICHUS JKCIEPTHU3bl KauecTBa
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

JIEKapCTBEHHBIX CPEJCTB B IEJAX OCYLIECTBICHHMS HMX TOCYIAPCTBEHHOM PErucTpaly B COOTBETCTBUHM CO
cratbeil 16 Hactosmero dexepaqbHOrO 3aKOHA, B BHJIE OTBETa B MHCbMEHHON (opMe YHOIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIBHOM BJIACTH Ha 3ampoc. Pasmep B3uMaeMoOil € 3asBUTENS ILI1aThl
OTIpeNeNIIeTCSI B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoit @enmepanuu 00 OpraHu3alniu
MIPEIOCTABJICHUS] TOCYJAPCTBEHHBIX U MYHHUIMNAJIbHBIX yciyr. MHpopMmanus 06 ocyliecTBIEHUH HAay4HOTO
KOHCYJIbTUPOBaHMs, B TOM 4YHCJIE CTaThbH, O030pbI, CIPABOYHbIE MaTepuanbl M HHas HHPoOpManus o0
OCYILIECTBJIEHUM HAY4YHOIO KOHCYJbTHPOBAHHUS, pa3MellaeTcss Ha O(QUIMAIbLHOM CalTe YHOJIHOMOYEHHOTO
(denepaTbHOrO OpraHa HUCIHOJIHUTENBbHOW BiracTM B ceTd "HMHTepHeT" ¢ coOMoJieHHEM OrpaHUYeHUH,
YCTaHOBJICHHBIX 3aKOHOJIATE€ILCTBOM O MEPCOHABHBIX JAHHBIX, KOMMEPYECKONW U (MJIU) TOCYyAapCTBEHHOU
TalHe.

8. T'ocynmapcTBeHHass perucrpanusi JIEKapCTBEHHBIX IMPEMapaToB, KOTOpPbIE MpEeAHA3HAYEHBI A
OPUMEHEHUS B YCJIOBHUSX BOCHHBIX JCWCTBUN, YpPE3BBIYAMHBIX CHTyallil, MPOPWIAKTUKU U JICYCHUS
3a00/IeBaHUN M TOPaKEHUH, MONYyYEHHBIX B pe3yJbTaTe BO3ACUCTBHUS HEOIATONMPUATHBIX XUMHUYECKHX,
OMOJIOTMYECKHUX, paAHAlMOHHBIX (aKTOPOB, W pa3pabdoTaHbl MO 3aJaHui0 (elepalabHBIX OPraHoB
WCTIOJHUTENIbHOW BJIACTH, YHOJHOMOYEHHBIX B 00JaCTM OOOpPOHBI CTpaHbl M 0€30MaCHOCTH TOCYAApCTBA,
OCYILIECTBIISICTCS B MOPSAKE, ycTaHOBIEHHOM [IpaBuTtenscTBoM Poccuiickont denepanuu.

Cratbs 14. NMpUHUMNDbI 3KCNEepTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKApPCTBCHHLBIX CPCACTB OCHOBLIBACTCS HA NPHUHOUIIAX 3daKOHHOCTH, CO6JIIOI[CHI/ISI IpaB u
CBO6OI[ YCJIOBCKAa U TI'paxJaHWHA, IpaB HOPpUAXYCCKOro JIvia, HC3aBUCHUMOCTU OSKCIIEpTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTU W IMOJIHOTEBI I/ICCHG}IOBaHI/If/'I, MIPOBOAMMBIX C HCIIOJB30BaAHHUEM COBPEMCEHHBIX ,HOCTI/I)KCHI/Iﬁ
HayKl MW TEXHUKH, OTBETCTBCHHOCTH (be,ﬂepaﬂbHOl"O rocyaapCTBCHHOI'O 6I-OI[)K€THOFO YUPEKACHUA 110
IMPOBEACHHUIO SKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB 1 SKCIICPTOB 3a MPOBCACHNUEC U KAaUCCTBO 3KCIICPTU3LI.

2. 3KCHepTI/I38. JICKApCTBCHHBIX NPCIapaToB I MCIAUIHUHCKOTIO NIPUMCHCHHA BKIHOYACT B ceOs:

1) oskcrepTu3y JOKYMEHTOB, NPEICTABICHHBIX JUIs OIpPENEICHHUs BO3MOXHOCTU paccMaTpUBaTh
JIEKapCTBEHHBIM IIpenapar Uil MEAMIMHCKOIO IIPUMEHEHHs IIPpU OCYLIECTBICHUM TIOCYAapCTBEHHOU
perucTpaiuu B KauecTBe ophaHHOro JIEKAPCTBEHHOT'O IIPernapara;

2) OKCIICPTU3Y NPEAIONKCHHBIX METOJOB KOHTPOJA Kade€CTBa JICKAPCTBCHHOI'O CPEACTBA M Kade€CTBa
IMPEACTABJICHHBIX 06pa3u0B JICKApCTBECHHOT'O CPEACTBA C UCIIOJIB30BAHNEM OTUX MECTOAOB ():[anee - OKCIIEpTU3a
KaucCTBA JICKAPCTBCHHOT' O CpC)ICTBa);

3) sKcnepTHU3y OTHOIIEHHS 0XKMJAEMOW IO0JIb3bl K BO3MOXHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOIO
mpemnapara.

3. DkcmepTH3a JICKapCTBEHHBIX NPEMapaToB IS BETEPUHAPHOTO TNPUMEHEHHS BKJIIOYAET B ceOs
JKCIIEPTU3y KadecTBa JIEKAPCTBEHHOTO CPEACTBA U OKCIEPTH3y OTHOIIEHUS OXXHUIAEMOW TMOJNb3bl K
BO3MOXKHOMY PUCKY MPUMEHEHHsI IEKApPCTBEHHOTO MIperapaTa.

Cratba 15. ®epepanbHoe rocyfapCcTBeHHOe OHOKETHOEe yupeXxaeHue Nno npoBeneHunro
3KCnepTU3bl NIeKapCTBEHHbIX CPeaCcTB

:‘)KCHepTI/ISa JICKApCTBEHHBIX CPEACTB IIPOBOJAUTCA (bellepa.]'IBHbIM ToCyJapCTBCHHBIM 6IO,Z[)KGTHBIM
YUPCIKACHUEM COOTBCTCTBYIOLICTO YIIOJIHOMOYCHHOI'O (beﬂepaanoro opraHa HUCITOJTHUTEILHOU BJIaCTH,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

CO3MaHHBIM i1 OOECTeueHus HCIOJIHEHHUSI TOJHOMOYUH 3Toro ¢eAepalbHOr0 OpraHa IO Bblaye
paspelieHuii Ha TMPOBEIEHUE KIMHUYECKUX WCCICIOBAHUA JIEKApCTBEHHBIX TNIpernapatoB W (W) IO
roCy/apCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHBIX IIPENapaToB (J1ajee - IKCIEPTHOE YUPEKACHUE).

Crartbsa 16. Opral-msau,ml npoBeneHus 3KCnepTu3bl NNeKapCTBeHHbLIX CpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DxcnepTu3a JEKapCTBEHHBIX CPEACTB MPOBOAUTCS KOMUCCUEH SKCIEPTOB SKCHEPTHOIO YUPEKIACHMUS,
HAa3HAYECHHOW €ro pPyKOBOJHWTEJIEM, HA OCHOBAaHHMM 33/IaHUSl HA IPOBEJCHUE SKCIEPTU3bI JIEKAPCTBEHHOI'O
CPE/CTBa, BBIIAHHOTO YIOJHOMOYEHHBIM (PeepabHbIM OpPraHOM HCIOJHUTEIHHOW BiacTH. PykoBomurtens
AKCTIEPTHOTO YUPEXKICHHUsI 00eCTICUnBAECT HaJJIe)KaIllee MPOBEICHUE AKCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUM C 3a/IaHUEM, BBIJAHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaabHBIM OpPraHOM HCIOJHUTENIbHOI BIIACTH,
Y OpPraHU3yeT MOArOTOBKY CBOJHOI'O 3AaKJIIOUECHMUS 3TOW KOMHUCCHUU. B COCTaB 3TOM KOMHCCHUM IO PEIICHUIO
PYKOBOJUTENSI JKCHEPTHOTO YUPEXKIEHUS MOTYT OBITh BKIIOUEHBI B KadecTBE OKCIEPTOB IIMIA, HE
paboTarolye B JAaHHOM OSKCIEPTHOM YUYPESKICHUHM, €CIIH WX CHEIUAIbHBIC 3HAHUS HEOOXOTUMBI s
MPOBEICHUS IKCIIEPTU3BI U TAKUE IKCIEPTHI OTCYTCTBYIOT B IAHHOM 3KCIIEPTHOM YUPEKICHUH.

2. DKCHepTOM IO NPOBEACHUIO HSKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB SBISIETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUYPEKICHHS, KOTOPbIH HKMEeT BbICIIEe MEIUIUMHCKOe, (apMaleBTUYECKOE,
OHMOJIOrMYecKoe, BETEPHUHAPHOE WM XUMHYECKOe O0Opa3oBaHWE U TMPOBOIUT HKCIEPTHU3Y JIEKAPCTBEHHBIX
CPEJICTB B TIOPSAKE UCTIOTHEHHUS CBOMX JOJIKHOCTHBIX 00s3aHHOCTEH (J1aree - HKCIepT).

3. IIpu mpoBeIE€HUH SKCTIEPTU3HI JIGKAPCTBEHHBIX CPEICTB AKCIEPT HE MOXKET HAXOIUTHCSA B KAKOW-JINOO
3aBHCHUMOCTH OT JIMIIA, HA3HAYMBIIETO 3Ty AKCIEPTH3Y, Pa3padO0TINKa JIEKapCTBEHHOTO CPECTBA MU APYTHX
3aMHTEPECOBAHHBIX B Pe3yJIbTaTaxX AKCHEPTU3BI JIULI.

4. Ilpu mpoBeAECHNUHU SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB HE JOIYCKAaeTCs UCTPEeOOBaTh y 3asBUTEIS
Au00 MHBIX JIMII MaTepuaibl, HEOOXOJUMbIE Al MPOBEAEHUS HKCHEepTH3bl. B ciyyae HeJOCTAaTOYHOCTH
MIPEACTABICHHBIX YKCIIEPTY MATEPUAIIOB I a4y 3aKJIFOYECHUS IKCIIEPT CTABUT BOIIPOC O IIPEACTABICHUH EMY
HEOOXO/JMMBIX MAaTepHajoB IEpe] PYKOBOAMTEIEM SKCHEPTHOTO YUPEKACHHUS, KOTOpBIA oOpamaercs c
COOTBETCTBYIOIIUM 3aIIPOCOM B YIIOJIHOMOUYEHHBIN (heiepalibHbIi OpTraH UCTIONHUTENFHON BIACTH, BBIJABIINN
3alaHue Ha TPOBEJCHHE OHKCIEPTU3bl JIEKAPCTBEHHOTO CpeICTBA. YKa3aHHBIM (enepanbHbIl  OpraH
UCIIOJIHUTENILHOW BJIACTH B TEUEHHE MATH pabouyux JHEH co JHS HOCTYIUIGHHs 3arnpoca PyKOBOIUTENS
HKCHEPTHOTO YUYPEXJEHHUs] HampaBisieT 3asBUTENI0 3allpoC O MPEACTaBIEHUM HEOOXOAMMBIX MaTepHasoB.
JlaHHBIN 3a1IpOC MOKET OBIThH MEpeJaH yIOJIHOMOYEHHOMY MPEICTABUTENIO 3aBUTEINS JIUYHO MO/ PACIUCKY,
HaNpaBJeH 10 MOYTe 3aKa3HbIM MUCHMOM WJIM TMEpeJaH B 3JIEKTPOHHOH (hopMe 1Mo TeTeKOMMYHUKAITMOHHBIM
KaHaJaM CBs3M. B ciydae HampaBieHus JAaHHOTO 3ampoca IO IOYTe 3aKa3HbIM NHCbMOM OH CUHUTAETCA
MTOJIYYEHHBIM 110 UCTEYEHUH IIECTH JTHEW ¢ JaThl HAIIPABJICHUS 3aKa3HOIO MMHChMa.

(dactb 4 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3agBuTenb o00s3aH NPEJICTaBUTh OTBET Ha 3alpoOC YIOJHOMOUYEHHOIo (heAepalbHOrO OpraHa
WCTIOJHUTENIBHOM BJACTH B CPOK, HE NPEBBIIIAIOIIMN JIeBSHOCTAa pabouux MHEH CO JIHSA €ero MOJYy4YeHHS.
YnoaHoMOYeHHBIH (efepabHBIi OpraH HMCIOJHUTENFHONW BJIACTH, BBLIABIIMKA 3aJaHHE Ha IPOBEJCHHE
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHE NATH pabouMx JHEH cO JHS MOCTYIUIEHUS OT 3asBUTENs
OTBETAa HA JAHHBIN 3aIPOC HAIPaBJISAET TAKOM OTBET B DKCIIEPTHOE yupekaeHue. B ciiyyae HenpencrTaBieHus
[0 HCTEYCHHMM JEBSIHOCTa pabouux JHEH 3asBUTENEM OTBETa Ha JAaHHBIM 3alpoc YIOJHOMOYEHHBIN
(denepanbHBIi  OpraH HUCHOJHUTENBHOW BJIACTH, BBIJABIIMK 33JaHUE HA IPOBEJECHHUE DSKCIEPTU3I
JIEKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH pPadOYMX JHEW HampaBisieT B SKCIEPTHOE YUPEKICHHE
YBEAOMIJICHHE O HENPEACTABICHUU 3asiBUTEIEM OTBETAa HA 3alpoC YKa3aHHOro oprana. Bpemsa co nus
HaIpaBJICHUs 3aMpoca SKCIEPTHOTO YUPEKICHHS B YIIOJIHOMOYECHHBIN (hefiepabHblid OpraH UCTIOHUTETLHON
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BIACTH IO [JHS TOJNYyYeHHS OSKCIEPTHBIM YYPESKACHHEM OTBETa Ha 3alpoc WIM YBEJOMIIECHHS O
HENpeACTAaBICHUN OTBETa Ha 3alpoC HE YYMUTHIBACTCS NPU HCUUCICHUHM CPOKa IMPOBEACHUS HKCHEPTH3BI
JIEKapCTBEHHOT'O CPEJICTBA.

(uactp 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Eciim B cOCTaBe PETHCTPALlMOHHOIO JOChE€ Ha JIEKAPCTBEHHBIM MNpernapar s MEIULHUHCKOTO
MIPUMEHEHUS COACPKUTCS MpeaycMoTpeHHasi ctatbei 18, yacteio 1.1 crateu 30 u crarbedd 34 HACTOSLIETO
®denepallbHOTO 3aKOHA KOMHSI PELICHHUS YIIOJTHOMOYEHHOTO (heepaabHOro OpraHa UCIOHUTEIBHON BIACTH O
MPOBEJICHUN WHCTICKTUPOBAHUSI TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, O3KCHEpPTy M0 odopmieHus
pPe3yJABTAaTOB SKCHEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA MPEIOCTABISAETCA B MOPSAIKE U HA YCIOBUSX, KOTOPHIC
NpeyCMOTPEHBI YacTsMu 4 U 4.3 HaCTOSIIECH CTaThbU, KOMHUS 3aKJIIOYEHUS O COOTBETCTBHUM MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSM TMPaBWI HaAJUICKAIIEH TMPOW3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

(uacts 4.2 BBeena OenepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTenb 0053aH NPEACTaBUThH B YIIOJIHOMOYEHHBIN (hefiepalibHbIi OpraH UCHOIHUTEIBHOM BIACTH
KOIMIO 3aKIIOYEHHs] O COOTBETCTBUM IIPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSM IPABUII
HaJyIeXxalleld Ipon3BOACTBEHHON MPAKTUKKU B CPOK, HE MPEBBIIAIONINM CTa BOCBMUJECITH pabouux JHEH co
JTHS TIOJyYEHHS 3ampoca O €€ IPEJOCTaBICHUHU. YIIOJIHOMOYEHHBIH (enepaabHblii OpraH HCIOJIHUTEIbHON
BJIACTH, BBIAABIINI 3a/laHME HAa IPOBE/ICHUE SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHHE MATH pabouux
JHEH CO JHA TOCTYIUIEHUS OT 3asBUTENs KONMU 3aKIOYEHHMs O COOTBETCTBHMM IIPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUJ Ha/JIeKaIIel MPOU3BOACTBEHHON MPAKTUKH, HAIIPABIISET €€ B
JKCIIEPTHOE yUpexKIeHHE. B cilydae HenpeacTaBiaeHus 3asiBUTEIEM B YKA3aHHBIA CPOK KOIIMU 3aKJIFOYECHUS O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHMWAM  MpaBWI  HaAJexallel
MIPOU3BOJICTBEHHON MPAKTUKH YIOJIHOMOYEHHBIN (heepaabHbli OpraH MCHOJHUTENbHOM BIAacTH, BBIAABIINN
3aJJaHMe Ha MPOBEJCHUE HKCIEPTU3bI JEKAPCTBEHHOT'O CPE/ICTBA, B TEUCHUE IISITH PabOUnX JHEH HampaBiIseT B
9KCIIEPTHOE YUPEXKIECHUE YBEAOMIICHHE O HENIPEACTABIECHUH 3assBUTEIEM KOIIMHU 3aKJIFOUYEHUS O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM MPABWI HAJUIEXKAIEH MPOU3BOACTBEHHON MPAKTUKH.
Bpewmst co nHS HampaBJeHHs 3ampoca AKCHEPTHOTO YUPEKICHHS B YIOJHOMOUYEHHBIN (enepanbHblii opran
HCIIOJTHUTEJIBHON BJIACTH A0 JHS NOJIy4EHHS SKCIEPTHBIM YUPEKICHUEM KOIUU 3aKIOYEHUS O COOTBETCTBUH
MIPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM IpaBWII HajJeXkalleld MPOU3BOJACTBEHHOMN MPaKTUKU
WIH YBEIOMIJICHHS O €€ HENPEACTaBICHUM HE YUUTHIBAETCS IIPU MCUYMCICHUU CPOKa IPOBEIEHUS SKCIIEPTU3HI
JIEKapCTBEHHOI'O CPEJCTBA.

(uactb 4.3 BBenieHa PexnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. DKcnepT npu NpOBEACHUN TIOPYUYEHHOW €My PYKOBOAMTEIEM 3KCIEPTHOTO YUPEXKIECHUS SKCIEPTU3bI
JIEKApCTBEHHOTO CPEJICTBA 00s3aH:

1) mpoBecTu MOJIHOE UCCIIEAOBaHUE NPEICTABICHHBIX €My 0OBEKTOB, MaTepPHAJIOB, 1aTh 0OOCHOBAHHOE
U 00BEKTHUBHOE 3aKJIFOYEHHE IO MOCTABJICHHBIM IIEpe] HUM BONPOCAaM HJIM MOTUBUPOBAHHOE 3aKIIIOUEHHE O
HEBO3MO)KHOCTH TPOBEJEHHUS MM OSKCIEPTHU3bl JIEKAPCTBEHHOI'O CPEICTBA, €CIM IOCTaBJIEHHBIE BOIPOCHI
BBIXOJAT 3a Mpeeibl CHEHaIbHBIX 3HAHUH 3KCIepTa, 0ObEKThl MCCIeOBAaHUNA U MaTepuajbl HEIMPUTOIHbI
WIA HEJOCTAaTOYHbI JJIsi MPOBEACHUS MCCIIECJOBAHUN W Jaud 3aKJIIOYCHHs JIMOO COBPEMEHHBIN ypOBEHB
Pa3BUTHS HAyKU HE MO3BOJISIET OTBETUTH HA IIOCTABJIEHHBIE BOIPOCHI;

2) He pasrjamarb CBEJICHHS, KOTOPHIE CTald €My H3BECTHBI B CBSI3M C IPOBEIECHUEM SKCIEPTU3bI
JIEKapCTBEHHOT'O CPEZCTBA, & TAaKXkKe CBEJIEHHs, COCTABIISAIOIINE FOCY1apCTBEHHYIO, KOMMEPYECKYIO UM MHYIO
OXpaHsAEMYIO 3aKOHOM TailiHYy;
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3) obecrieynTh COXPaHHOCTH NPEICTABICHHBIX 00BEKTOB UCCIIEIOBAHUI U MaTePHAJIOB.
6. DKcnepT He BIIpaBe:

1) mpoBoAWTH S3KCHEPTH3Y JIEKAPCTBEHHOI'O CPEACTBA IO OOpAIEHHIO HEIOCPEACTBEHHO K HEMY
OpraHu3anyii Wik GU3NIECKUX JIHII;

2) caMOCTOSITENIbHO COOMPaTh MaTepuabl AJIsl IPOBEACHUSI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;
3) NpoBOAUTE SKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAUECTBE HETOCYIapCTBEHHOI'O SKCIIEPTA.

7. B cjIydae HCO6XOI[I/IMOCTI/I OKCIICPT BIIPpABEC X0J1aTaliCTBOBATh nepea pykKoBOAUTECIIEM SKCIICPTHOI'O
YUPCIKACHUA O IPUBJICUCHUU K ITPOBCACHUIO SKCIICPTUILI JICKAPCTBCHHOI'O CPCACTBA APYTHUX SKCIICPTOB.

8. Kaxnplii skcreprt, BXOISALIMH B COCTaB KOMHCCHUHM 3KCIEPTOB, KOTOPOW MOPYYEHO IPOBEICHUE
JKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA, HE3ABUCUMO U CAMOCTOSTEIBHO IPOBOJUT UCCIEA0BAHUS, OLICHUBAET
pe3yabTaThl, MOJYYCHHBIE WM JIMYHO W JPYTUMH DKCIEpTamu, U (OPMYJIUPYET BBIBOABI OTHOCHUTEIHHO
MIOCTAaBJIEHHBIX BOIIPOCOB B MPEEIIaX CBOUX CIELMAIBHBIX 3HAHUN.

9. PesynbpTaThl AKCIEPTH3Bl JIEKAPCTBEHHOTO CpeAcTBa OGOPMISIOTCS 3aKIIOUYEHHEM KOMHUCCUHU
JKCIEPTOB. B 3aKIOYEeHNMM KOMHCCHHU OKCIIEPTOB YKa3bIBAIOTCA TIEpEeUeHb HCCIENOBaHUM, 00beM
MIPOBEJICHHBIX KAXKIBIM SKCIIEPTOM HCCIIEIOBAHUHN, YCTAHOBJICHHBIC Ka)XIbIM W3 HUX (DAKTHI U CICINaHHBIC B
pe3yabpTaTe HCCIEOBAaHUN BBIBOJBI. DKCIEPT, MHEHHE KOTOPOTO HE COBIAJAET C PEIICHHMEM KOMUCCHUU
9KCTIEPTOB, BIPABE BBIPA3UTh CBOC MHEHHE B MUCHMEHHOW (hOpMeE, KOTOpOE MPHUOOIIACTCS K 3aKITFOYCHHUIO
KOMUCCHH 9KCIIEPTOB.

10. DkcnepThl, BXOASIIUE B COCTAB KOMUCCHH, MTPEIYNPEKAAIOTCA 00 OTBETCTBEHHOCTH B COOTBETCTBUU
¢ 3aKoHoJaTenbCcTBOM Poccuiickoit @enepanuu 3a Aady 3aKIIOUEHUs, COJAEpPXKAIIEro HEOOOCHOBAHHBIE MU
(anbcuUIMPOBAHHBIEC BBIBOABI, O YEM OHH JAIOT MOJIITHUCKY.

11. Onpenenenne ypoBHsS NPO(PECCHOHATBHON TOJITOTOBKM SKCIIEPTOB M aTTECTAIlMs WX HA IPaBO
MPOBEACHUST DKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB OCYIIECTBISIFOTCS JKCIEPTHO-KBATU(UKAITMOHHBIMU
KOMHUCCHSIMH B TOpSIJIKE, YCTAaHOBJIIEHHOM COOTBETCTBYIOIMM YIOJHOMOYEHHBIM (heepaqbHbIM OpPraHoM
UCTIOMTHUTENFHON BIacTU. YpOBEHb MPO(EeCcCHOHANBFHOW MOATOTOBKH JKCHEPTOB MOIJICKUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEXKE UeM OJMH pa3 B MSATh JIET.

12. TIpaBuiia mpoBeIeHUs SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH SKCIIEPTU3bI OTAETBHBIX
BUJIOB JIEKAPCTBEHHBIX IIpernapaToB (pedepeHTHBIX JIEKaPCTBEHHBIX IPENapaToB, BOCHPOU3BEIECHHBIX
JIEKapCTBEHHBIX IMPENnapaToB, OMOJOTHYECKUX JIEKApPCTBEHHBIX MpenapaToB, OMOAHANIOrOBbIX (OMOMOI00HBIX)
JIEKapCTBEHHBIX IIpenapaToB (0M0aHAIOroB), FTOMEONAaTUYECKUX JIEKAPCTBEHHBIX PENapaToB, JEKapCTBEHHbBIX
pacTUTENbHBIX MpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX MpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABIMBAIOTCS  COOTBETCTBYIOIIMM  YIOJHOMOUYEHHBIM  (elepajbHBIM  OpPraHoM
HCIIOJTHUTEJIBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. MNopaya wm paccMmoTpeHue 3asaABJIeHUA O rocyp,apCTBeHHoﬁ perncrtpauuvm
JNNIeKapCTBeHHOro npenaparta ansa setTepuHapHoOro npyuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. JIast rocylapcTBEHHOM pEerucTpaliy JEKapCTBEHHOrO IMpernapara JUlsi BETepUHAPHOTO NMPUMEHEHHUs
pa3paboTYMK TaKOIo JIEKAPCTBEHHOTO Ipernapara WM YIOJIHOMOYEHHOE WM JpPYroe HOpHUANYECKOE JIUIO
(mamee B HacTOSIIEH CTaTbe - 3asABUTENb) MPEJACTABISET B YIOJIHOMOYEHHBIA (enepanbHblii opran
WCIIOJIHUTEJIBHOM BJIACTH, OCYIIECTBISIONIMM rOCYAapCTBEHHYIO PErHCTpalUio JIEKAPCTBEHHBIX MpPENnapaTroB
JUIsL BETEpUHAPHOIO MPUMEHEHMs, B JJIEKTPOHHOM (opMe HiIM Ha OyMa)XHOM HOCHUTENEe 3asiBICHHE O
rOCyJJapCTBEHHON pErucTpalyu JEKapCTBEHHOIO Iperapara Ui BETEPUHApHOTO NPUMEHEHHs, a TakkKe B
HOpsI/IKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (ellepaibHbIM OpPraHOM HMCIIOJHUTEIbHON
BJIACTH, B DJEKTPOHHOH (opMe o Ha OyMa)KHOM HOCHTENe HEOOXOJUMBIC TOKYMEHTBI, U3 KOTOPBIX
(opMHpyeTcsl perucTPallMOHHOE JOChE Ha JIGKAPCTBEHHBIN MpenapaT Ui BETepUHAPHOTO IPUMEHEHHSI.

2. B 3agBiaeHuM O rocyJapCTBEHHOH perucrpaiuu JIEKapCTBEHHOI'O IpernapaTa JUisi BETEpUHAPHOIO
IIPUMEHEHHUS] YKA3bIBAIOTCS:

1) HauMeHOBaHUE U aJipec 3asBUTENS, Pa3padOTUMKa U IPOU3BOIAUTENS JIEKAPCTBEHHOIO Mpernapara Jijis
BETEPUHAPHOTO MPUMEHEHUS U aJpec MecTa OCYLIECTBICHHUs MTPOU3BOJICTBA JIEKAPCTBEHHOTO IMpemapaTa Jijis
BETEPUHAPHOTO NpPUMEHEHUs (B Ciyyae HaJIWM4Msl HECKOJbKMX YYacCTHUKOB Mpolecca MPOU3BOJCTBA
HE0OXO0IMMO yKa3aTh KaKIOT0 U3 HUX);

2) HaMMEHOBaHHWE JIEKAPCTBEHHOIO IMpernapaTta i BETEPUHAPHOTO TMPUMEHEHMs (MEXIyHapOIHOE
HETaTeHTOBAHHOE, WIH IPYIITMPOBOYHOE, WIIH XUMHUUIECKOE U TOPrOBOC HAMMEHOBAHUS );

3) IEPECUYCHD HCﬁCTBYIOIHHX N BCIIOMOI'aTCJIbHBIX BC€IICCTB, BXOIANIUMX B COCTaB JICKAPCTBECHHOI'O
Ipenapara 4Jjis1 BETCPUHAPHOTO IPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KAXKIOTO U3 HUX;

4) JICKApCTBCHHAsA (I)OpMa, AO3UPOBKa, CITIOCOOBI BBCACHHUA U TMNPUMCHCHHA, CPOK TOIHOCTHU
JICKAPCTBCHHOT'O IIpCIiapaTta AJid BETCPUHAPHOTO IPUMCHCHUA

5) papmakoTrepaneBTHUECKas TPyIIIa;

6) He0OXOIMMOCTh MPUMEHEHHS] YCKOPEHHON MPOLIEyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B IIEIAX
roCyJJapCTBEHHOM pPErucTpalvy JIEKapCTBEHHOTO MPerapara;

7) KOIIMU JOKYMCHTOB, ITIOATBCPIKAAOIINX YIUIATY FOCY,HapCTBeHHOﬁ IIOIIIJIMHBI:

a) 3a TMpPOBEJCHHE OHKCIEPTH3bl KayecTBa JIEKAPCTBEHHOTO CPEICTBA M O3KCIEPTU3bl OTHOUICHHUS
OKUJAEMOM MOJb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO
MIPUMEHEHHUS [IPH €T0 FOCYAaPCTBEHHOW PETUCTPALINN;

0) 3a BbI1auy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

8) Halu4ue coriacus, NPelyCMOTPEHHOTO YacThiO 7 HACTOSLICH CTAThbU, €CIM C MOMEHTA PErUCTpaIiu
pedepeHTHOTO JISKAPCTBEHHOT'O Mperapara AJsi BETEPUHAPHOTO MPUMEHEHHUS MPOIILIO MEHEE YeM IIECTh JIeT.
(B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpannoHHOE HOChE B LENAX IKCHEPTU3bl JIEKAPCTBEHHOIO IIpernapara Julsl BETEPUHAPHOIO
MpUMEHEHUs (pOopMHUpYyeTCs U3 CIAEAYIOUIMX JOKYMEHTOB:

1) xomms JWIEH3WM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPENCTB, BBIAAHHOW IPOU3BOIUTEIIO
PETHCTPUPYEMOT0 JICKapCTBEHHOTO Tpermapara sl BETEPUHAPHOTO NPUMEHEHHMS, IS POCCHUICKHX
IPOU3BOIUTENCH;

(m. 1 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)
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2) Komus JHMIEH3WH Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, BBLIAHHON IPOM3BOIAMTEIIO
(apMareBTHUECKOW CyOCTaHIIMM, BXOJAAILICH B COCTaB PETMCTPUPYEMOTo JICKApCTBEHHOIO Ipernapara Jajs
BETEPUHAPHOI'0 IPUMEHEHMS, I POCCUUCKUX IPOU3BOIUTENCH;

(n. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) komus JTOKyMEHTa, BBIJIAHHOTO YIOJTHOMOYECHHBIM OPTaHOM CTPaHBI MPOWU3BOIUTEIS JUI Ka)I0H
NPOM3BOJICTBEHHOW  IUIOIIAAKH PETUCTPHUPYEMOro JIGKAPCTBEHHOTO Tpenapara il  BETEPHHAPHOTO
NPUMEHEHHUST U TIOATBEPIKIAIOIIET0 COOTBETCTBUE MPOU3BOAMUTEINS JICKAPCTBEHHOTO Tpernapara TpeOOBaHUSM
NpaBUJI HaANEXKAIEH MPOU3BOJACTBEHHON MPAKTUKH, U €r0o IMEpPEeBOJ HAa PYCCKUU S3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TMOPSIKE, a TAKXKE KOMHS 3aKIIOYCHHS O COOTBETCTBUU MPOU3BOAMTENS JICKAPCTBEHHBIX
CpelcTB TpeOOBaHUSAM TPABHJI HAJJICXkKAIIed MPOU3BOJCTBEHHOW MPAKTUKH, BBIJAHHOTO YIIOJTHOMOYECHHBIM
denepaabHBIM  OPraHOM  WCIIOJHUTCIIBHOH — BIIACTH  JUISI  KaXKJAOW  TPOW3BOJACTBCHHON  ITIOMIAJKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIpernapaTa Jjisl BETCPUHAPHOTO NMPHUMEHEHHs, JTUOO KOMHS PEIICHUS O
NPOBE/ICHUM HMHCICKTHUPOBAHUS TPOW3BOIUTENS JIGKAPCTBEHHBIX CPEJCTB, MPUHATOTO YIIOJIHOMOUYCHHBIM
(denepadbHBIM  OpPraHOM  HWCIOJNHUTENBHON  BIACTH Uil  KaXKIAOW TMPOM3BOACTBEHHON  IJIOMIAJKU
PETHCTPUPYEMOTO JICKAPCTBEHHOTO Tperapara JUisi BETEPHHAPHOTO NMPUMEHEHHs. YKa3aHHBIC JOKYMEHTHI
MPEJICTABJISAIOTCS B CIy4ae, €M MPOM3BOACTBO JICKAPCTBEHHOTO Tperapara OCYIIECTRBIIETCS 3a TpeesiaMu
Poccuiickoit deneparuy;

(. 2.1 BBeneH denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS
(hapmaneBTHUECKON CyOCTaHIIMM U TIOATBEPKIAIOIIETO COOTBETCTBHUE MPOU3BOIUTENS (hapMareBTHUECKON
cyOCTaHIIMM, BXOJIAIIEH B COCTaB PErUCTPUPYEMOro JIEKapCTBEHHOI'O TMperapara Il BETEPUHAPHOTO
MIPUMEHEHUs, TPEOOBAHUSAM TIPaBUJI HaJIeXkKAIEH POU3BOJACTBEHHOM MPAKTHKU, U €r0 MepPeBOJ Ha PYyCCKUM
S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TOPSAKE, B Ciydae, €CIM MPOM3BOACTBO (hapMaleBTHUECKOU
cyOcTaHIMM OCYyIIECTBIISIETCS 3a peaenaMu Poccuiickoit deneparym;

(m. 2.2 BBeneH denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) MMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBeHHBIﬁ npenapar ajid BETCPUHaApHOTO IIPUMCHCHU

4) IOKYyMEHT, COJAepKallui cienyromnyo uHQopManuio o ¢GapMaleBTUIECKOW CYOCTaHIIMUA WU
(apMarneBTHYECKNX CYyOCTaHIMAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOTO Mperapara Ui BETEPHHAPHOTO
IPUMCHCHUA:

a) HaWMeHOBaHWE ¢apMaleBTUYECKOW CyOCTaHIIMHM, €€ CTPYKTypa, oOume cBoicTBa (Tmpu
TOCYJTApCTBEHHON PETUCTpallii UMMYHOOUOJIOTHYECKUX JICKAPCTBEHHBIX MpPENapaToB il BETCPUHAPHOTO
MPUMEHEHUS TIPEJICTABISAIOTCS CBEACHUA O INTaMMe, BKIIIOYas €ro HauMEHOBaHWe, HH(OpMamui o
MIPOUCXOKACHUH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JICIOHUPOBAHMS);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IPOU3BOACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTaauiAX IMMPOU3BOACTBA,

r) wuHbopMmanus O TpuMecsX (HE TpeICTaBlIseTCs TMpH TOCYAAPCTBEHHOM  pErucTpaIiu
UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMAapaToB IJsl BETEPUHAPHOTO MIPUMEHEHHS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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n) crenudukanus Ha (papManeBTUYECKYl0 CyOCTaHLMIO (HE MpPEACTaBIseTCS TMPH TOCYAapCTBEHHOM
perucTpan UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMCAHUE METOJIMK KOHTPOJISI KaueCTBa;

) pe3yJbTaThl aHalu3a cepuil ¢dapManeBTUUEeCKOW CyOcTaHIuM (HE TMPEACTABISIOTCS TIPH
rOCy/IapCTBEHHOW PETrUCTPAallMd MMMYHOOMOJOTHYECKHX JIEKApPCTBEHHBIX MPENapaToB [Uisi BETEPUHAPHOIO
PUMEHEHU );

(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

3) MepeuYeHb CTAHIAPTHBIX OOpa3lOB WJIM BEIIECTB, HCIIOJNB3YEMBIX IMPH OCYIIECTBICHHH KOHTPOJISI
Ka4yecTBa;

1) ONUCaHNe XapaKTePUCTUK U CBOWCTB yIaKOBOYHBIX MaTEPHUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O cTaOwIbHOCTH (HE MPEACTABISAIOTCS IPHU TOCYAApPCTBEHHOW  PETHCTpAIN
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbuoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCJIOBUSI XpaHEHMUS,

5) oT4eT o pe3ynbTaTax AOKIMHUYECKOTO MCCIIEAOBAHNUS JIEKapCTBEHHOTO CPECTBA ISl BETEPHHAPHOIO
MNPHUMCHCHUA, BKJ'IIO‘-IaIOIIII/Iﬁ OMUCAHUEC MCETOJ0B ONPECACICHUA OCTATOYHBIX KOJIUYCCTB }IeﬁCTBYIOHIeFO
BEIIECTBA (JICHCTBYIOMIMX BEUIECTB), JOCTUTAIOMIECTO (JOCTHTAIONINX) CUCTEMHOTO KPOBOTOKA, B MPOAYKIHH
’KMBOTHOT'O TIPOUCXO’KACHUS MTOCIIe NPUMEHEHHS TaKOTO JIEKAPCTBEHHOTO CPEJICTBA, a TAKIKE JOKYMEHTAIbHOE
MOJITBEPXKIeHUE (BaNUalNsl) YKa3aHHBIX METO/IOB;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O pE3yJIbTaTaX KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O Npfcrapara i1 BETCPUHAPHOI'O
OPUMCEHCHUA Y KAXKI0I'0 BU/J1a J)KUBOTHBIX, YKa3aHHBIX B HHCTPYKIIUHU 110 BETCPUHAPHOMY ITPUMCHCHUIO,

7) MPOEKT MHCTPYKLHMU MO BETEPUHAPHOMY IMPUMEHEHUIO JEKapCTBEHHOTO Ipemnapara, cojaepikaiieit
CIEyIOIINe CBEJCHHUS:

a) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpCriapara I BCTCPUHAPHOI'O IMPUMCHCHUA (Memz[yHapoleoe
HCTIAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

0) nexapcTBeHHass (opMa C yKa3aHMEM HAaWMMEHOBAHWN M KOJWYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BEIIECTB M KAUeCTBEHHOT'O COCTaBa BCIIOMOTATEIHHBIX BEIIECCTB;

B) OIMMCAHME BHECIIHET'O B A JICKAPCTBCHHOI'O IIp€riapara Ajid BETCPUHAPHOI'O IPUMCHCHUA

r) (apmakoTepaneBTHUECKas IpyIIa JeKapCTBEHHOTO Mpernapara il BETepUHAPHOTO0 MPUMEHEHUS WU
yKa3zaHue "ToOMeonaTH4eCKUi JEKapCTBEHHbIN npemnapar';

1) ¢dapmakonuHamMuKa ¥ (DapMaKOKMHETHKA (32 MCKIIOUEHHEM (apMaKOKMHETUKH TOMEONAaTHYECKUX
JIEKapCTBEHHbIX  IpEnapartoB U  pPAacCTUTENbHBIX  JIEKAPCTBEHHBIX  IPENapaToB) WM  ONMCAHUE
MMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOI'O MIpernapara;
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€) NOKa3aHUs AJIs IPUMEHEHUS;
) IPOTUBOIIOKA3aHUS Il IPUMEHEHUS;
3) MEpBI NPEJOCTOPOKHOCTH NPU IPUMEHEHUH;

M) yKa3aHHE BO3MOYKHOCTH W OCOOEHHOCTEW NMpPUMEHEHHs Y OEPEeMEHHBIX JKUBOTHBIX, y KHBOTHBIX B
MIEPUOJI JTAKTALMH, Y IOTOMCTBA )KUBOTHBIX;

K) PEXHUM JIO3UPOBaHHUSA, CIMOCOO BBENCHHS M NPHUMEHEHUs, NPU HEOOXOAUMOCTH BpeMs IMpuema
JIEKapCTBEHHOTO Tpemnapara /Ui BETEpUHAPHOTO IPUMEHEHHS, TPOJOIIKUTENEHOCTD JICUCHUS;

J) BO3MOXXHBIE TMOOOYHBIC NEHCTBUS, HEXKENaTelIbHbIE PEaKIUU MPU MPUMEHEHUH JIEKaPCTBEHHOTO
rpenapara Jijisi BETepUHApHOTO MPUMEHEHHS;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOILLY IPU NEPET03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU MpernapaTaMu U (UJI1) KopMami;
0) ¢opMBl BBIITyCKa JEKapCTBEHHOTO Mpenapara Jjsl BETEpUHAPHOTO IPUMEHEHMUS;

1) ykKazaHue (MpH HEOOXOIMMOCTH) OCOOEHHOCTeH JeHCTBHSA JIeKapCTBEHHOTO IpenapaTta JUls
BETEPUHAPHOTO IPUMEHEHHUS IIPHU NIEPBOM NIPUEME UJIU TIPU €TI0 OTMEHE;

p) omucanuwe (Ipu HEOOXOIUMOCTH) ACHCTBHIA CIEIUAINCTA B 00JaCTH BETEPUHAPUU, BIIAJICIIbIIA
KUBOTHOTO TPU TPOIYCKE TpHeMa OJHOM WJIM HECKOJbKHX J03 JIEKAPCTBEHHOrO TIpernapara s
BETEPUHAPHOTO IPUMECHEHUS;

(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

C) CPOK I'OAHOCTH U YKA3aHUC HA 3alpPCT NPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapaTa JJIs1 BETCPHUHAPHOI'O
NPUMCHCHUSA IO UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCJIOBUSI XpaHEHUS;

y) yKa3aHue Ha He0OXOAMMOCTh XpaHEHHUsI JIEKAPCTBEHHOIO MpernapaTa JijIsl BETepUHAPHOIO IPUMEHEHUs
B MeCTax, HEJIOCTYTIHBIX Ui JETeH;

¢) ykazanue (mpu HEOOXOJUMOCTH) CIHEHUANBHBIX MEp NPEJOCTOPOKHOCTH MPH YHUUYTOKEHUU
HEHUCTOIb30BAaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJsi BETEPUHAPHOTO IPUMEHEHHUS,

X) CpPOKHM BO3MOKHOT'O HCHOJIB30BAHUS MPOAYKUUH >KUBOTHOTO MPOMCXOXKJIEHUS TOCIE BBEICHHS
JKUBOTHOMY JIEKAPCTBEHHOIO Iperapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCIIOBUS OTITYCKa;

‘—I) HAaNMMCHOBAaHUA MU aJip€cCa MPONU3BOACTBCHHBIX INIOIIA0OK ITPOU3BOAUTEIIA JICKAPCTBCHHOI'O IMpEIiapaTa
IJIs1 BETCPUHAPHOI'O IIPUMCHCHMA

IJ_I) HaNMMCHOBAHUEC, apeC OpraHu3alnu, ynOHHOMO‘IGHHOﬁ ACpKaTCJieM WKW  BJIAACIIBLICM
PETUCTPAIUOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOI'O IIPCIIapaTa Ha MPUHATHUC HpeTCHBI/Iﬁ oT HOTp€6I/ITCJ'I}I;
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8) MpoeKkThl MaKeTOB NMEPBUYHON YNAKOBKM M BTOPUYHOM YIMAKOBKM JIEKApCTBEHHOrO Ipernapara ajs
BETEPUHAPHOTO IPUMEHEHHS;

9) cnenyromue cBeleHHs O JICKapCTBEHHOM Ipernapare JJisl BETEPUHAPHOTO PUMEHEHUS:

a) ONMCAHME U COCTAB JICKAPCTBEHHOTO IMperapara Jjisi BETEPHHAPHOTO MPHUMEHEHHS,;

0) onucanue hapManeBTHUECKON pa3pabOTKu;

B) OINMCaHME Ipolecca MPOU3BOJACTBA M €ro KOHTPOJIA, HNOJINMCAHHOE B IMOPAIKE, YCTAHOBIEHHOM B
COOTBETCTBUHM C 4aCThIO 1 HacTOsIIIEH CTaThH;

(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

I) ONWCaHWE KOHTPOJS KPUTHUYECKUX CTAJAUNA TPOM3BOJACTBA H NPOMEKYTOUHOW MPOAYKIHUH,
MOJIMMCAHHOE B TIOPSI/IKE, YCTAHOBJICHHOM B COOTBETCTBUH C YaCThIO | HACTOSIIEH CTAThH;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) HauMEHOBaHMA U ajpeca pa3pabOTUuKa, JepxaTeias WM BIaJAeiblla PErMCTPALMOHHOTO
yIIOCTOBEPEHHs JIEKAPCTBEHHOTO Mpernapara, NPOU3BOICTBEHHBIX IUIOIMAA0K MPOU3BOAUTEINS JIEKAPCTBEHHOIO
mpenapara Uil BETEpUHAPHOTO TMPUMEHEHUS C YKa3aHHeM CTaJuil TEXHOJIOTMYECKOIro Ipolecca,
OCYILECTBIIIEMBIX Ha MPOU3BOJICTBEHHBIX IUIOMIAKAX IPOU3BOAUTEINS JIEKAPCTBEHHOIO Tpemnapara i
BETEPUHAPHOTO IPUMEHEHHS;

(B pen. ®enepanbHbIX 3aK0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) (hapMareBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaIbHbII OalaHC I MPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMHMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEPHATIOB U YKYTIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BalKIalusl) MPOLECCOB U (UJIN) UX OLIEHKA;

J) TpebOBaHHMA K KayecTBY BCIIOMOTraTeNbHBIX BemlecTB (ceprtudukar, crnenupukanus Ha
BCIIOMOTaTeIbHbIE BEILECTBA U MX OOOCHOBAHUE);

M) AHAJIUTHYCCKUC MCTOOHKH, HCIIOJIb3yCMbIC npu OCYHICCTBJIICHUN KOHTPOJIA Ka4dycCTBa
BCIIOMOTaTCJIbHBIX BCIICCTB,

H) JOKYMEHTAJIIbHOE MOJATBEpPKJeHUE (Baauaalus) aHAIUTUYECKUX METOAMK, HCIOJIb3YEeMBIX MpHU
OCYILIECTBICHUH KOHTPOJISI KA4€CTBAa BCIIOMOTaTEIbHBIX BEILIECTB;

O) I/IH(l)OpMaIII/ISI 00 HCIOJIL30BAHUY BCIIOMOTATEIBLHBIX BCIICCTB YCJIOBCYCCKOIO M KHMBOTHOI'O
ITPOUCXOXKACHU,

) yTpaTtui cuiy. - @enepanbasiii 3akoH ot 02.08.2019 N 297-D3;

p) TpeOOBaHMs K KayecTBY JICKApCTBEHHOTO Ipernapara Jijlsi BeTepUHApHOro MpUMeHeHus (cepTudukar,
cnenn(UKanus Ha JIEKapCTBEHHBIN penapaT 1 uX 000CHOBaHHE);
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C) AHAIIUTUYCCKUC METOAUKH, UCITIOJIB3YEMbIC ITPHU OCYHICCTBIICHUU KOHTPOJISI KAY€CTBA JICKAPCTBCHHOT'O
npernapara i BETCPUHAPHOT'O IPUMCHCHUA

T) JOKYMCHTAJIbHOC TITOATBCPIKICHUC (BaJII/II[aI_II/ISI) AHAIIMTUYCCKUX MCTOJAUK, HCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IMPETiapaTa AJId BETCPHUHAPHOI'O0 MIPUMCHCHU A,

y) IOKyMEHT, MOJATBEP:KIAOIIUI KayecTBO JIEKaPCTBEHHOI'O MperapaTa TpeX NMPOMBIIUIEHHBIX Cepuit
(mpoToKON aHanmM3a WK cepTU(UKAT aHaIu3a), OJHA CepHUsl KOTOPOro JO0JHKHA COBNAAATh ¢ cepuel oOpasia
JIEKapCTBEHHOI'O Mpenapara, IoJaHHOT0 Ha PETUCTPALIHIO;

¢) xapakTepucTHKa pumMeceii;

X) TEepeyYeHb CTAaHAAPTHBIX 00pa3IOB, HCHOJIB3YEMBIX IPH OCYLIECTBICHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O Ipenapara Jijisi BETEpUHApPHOTO IPUMEHEHHS;

I1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara /sl BETEpUHAPHOTO MPUMEHEHUS;

10) xomMs JOKyMEHTa, cojepxaliero HHGOpMalWI0 O HaIU4YUd WIHM 00 OTCYTCTBHUH (PaKTOB
pEerucTpaluy JEeKapCTBEHHOTO Tpernapara s BETepHUHAPHOTO MpPUMEHEHHs 3a mpenenamu Poccuiickoi
denepauny;

11) cormacue B mHCbMEHHOH (opMe, NMPeryCMOTPEHHOE YacTbio 7 HACTOSIIEH CTaTbH, B Ciydae
pErucTpaInyy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomua JOKyYMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM TMOpSAJIKE U
MOJITBEPKJAIOIETO TPABOMOYHOCTD 3asIBJICHUS O TOCYJaPCTBEHHON perucTpaiuy JIeKapcTBEHHOTO Mpernapara
JUTSL BETEPUHAPHOTO MPUMEHEHUS (IOBEPEHHOCT);

13) cBeneHust 0 TOCYAAPCTBEHHOW PETUCTPAIMH T€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPTaHU3MOB,
MpeaHasHAuYeHHBIX Uil BBITyCKA B  OKPYXKAWIIyI0 cpeny (IpU  TOCYAapCTBEHHOW PETHUCTpaIud
JCKapCTBCHHBIX  MpEMapaToB Ui BETEPHUHAPHOTO IPHMEHEHHs, TIOJYYeHHBIX C MPUMEHEHHEM
I€HHO-UHKEHEPHO-MOIN(PUIIMPOBAHHBIX OPTaHU3MOB WIIM COJACPKAIIUX TAKUE OPIaHU3MBI).

(m. 13 BBenen denepanbubiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Ilpu mpoBEeNEeHUH YCKOPEHHOH MpoLELyphl OKCIEPTU3bl JIEKAPCTBEHHOrO Ipemapara Ul
BETEPUHAPHOTO MPUMEHEHHUSI B LEISX €ro roCyJapCTBEHHON PErMCTpAlli BMECTO OTYeTa pa3padoTdyHKa O
pe3ynbTartax AOKJIMHUYECKOrO HMCCIEAOBAHUS JIEKAPCTBEHHOTO CPEJCTBA JUIsl BETEPUHAPHOTO NPUMEHEHUs
MOXET OBITh TpEeACTaBICH 0030p Hay4YHBIX paboT O pe3yiabTaTaX JOKIMHUYECKOTO WCCIICTIOBAHUS
pedepeHTHOTO JIEKapCTBEHHOT0 Mpernapara Jisi BETepUHAPHOTO IPUMEHEHHUS, 2 BMECTO OTYETa O pe3yJbTaTax
KJIMHUYECKOTO HCCIEAOBaHUsl JIEKAPCTBEHHOTO Tperapara A BETEPUHAPHOTO MPUMEHEHHS OTYeT O
pe3yibTaTax Hcciael0BaHUKA OMOIKBHUBAJICHTHOCTH BOCIPOU3BEIECHHOIO JICKApPCTBEHHOTO IIperapara Juis
BETEPUHAPHOI'O IPUMEHEHHUS.

(dactp 4 B pen. @enepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pa3indHbIX JIEKAPCTBEHHBIX (DOPM OHOTO U TOTO XK€ JIEKapCTBEHHOTO Ipernapara Jiis
BETEPUHAPHOI'O NIPUMEHEHHMSI 3asIBUTEIIb NIPEICTABIAET OTACIBHBIC 3asBICHHUS U PETUCTPALIMOHHBIE JOChE Ha
KXyl JIeKapcTBeHHYI0 Qopmy. Ilpum ycinoBuum OJHOBpEMEHHOM MOAaYM Ha SKCHEPTU3Y OIHOH
JIEKapCTBEHHOM (hOPMBI C Pa3IMYHBIMHM JO3UPOBKOM, KOHIIEHTpAlMe, 00beMOM 3asBUTEINb NPEACTaBIAET
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OJTHO 3asBJICHUE W PETHCTPALMOHHOE JI0ChE C MPUIOKCHHEM MAaKEeTOB NMEPBUYHOW YHNAKOBKH M BTOPUYHOU
ynakoBkM. Ha makeTrax mepBUYHON yMAaKOBKM M BTOPHUYHOM YNAKOBKM YKa3bIBaIOTCS BCE MPOU3BOAUMBIC
JIO3UPOBKH, KOHIEHTpalMuu, OOBEMBI W KOJIMYECTBO 103 B YNAaKOBKE JIEKApPCTBEHHOIO IMperapara Jis
BETEPUHAPHOI'O IPUMEHEHHUS.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. 3asBUTENb BOpaBE NPEACTaBUTh [0 COOCTBEHHONM MHHULMATHBE BMECT€ C 3asBJICHHUEM O
rOCy/IapCTBEHHOW PETUCTPALMN JIEKapCTBEHHOI'O Ipernapara Uil BETEPUHAPHOTO NPUMEHEHUS JAOKYMEHTHI,
MOATBEPKIAOIIHUE YIIATy FOCYAApPCTBEHHOM MMONUINHBI M YKa3aHHBIE B IIYHKTE 7 4acTU 2 HACTOSLIEH CTAaThU.
B ciyuae ux HenpeacTaBIeHHsI COOTBETCTBYIONINH YIIOJHOMOUYEHHBIN (hefiepaibHbIid OpraH UCTIOHUTEILHON
BJIACTU MpoBepseT (PAaKT yMiaaThl 3asiBUTENIEM TOCYAAPCTBEHHOW MOIUIMHBI MOCPEICTBOM HCIOIb30BAHUS
nHpopmanuu 00 yriate rocy1apcTBEHHOM MOLUIMHEI, cofiepxalieiics B ['ocynapcTBeHHON HH(OpMalMOHHON
CUCTEME O TOCYJApCTBEHHBIX M MYHUIMINAJIBHBIX IUIATE)KAaX, HA OCHOBAHUU IIPEICTABICHHBIX 3asgBUTEIEM
KOIIUI TOKyMEHTOB, IOATBEPKAAIOIINX YIIATy FOCY1apCTBEHHON NOLUIMHBI.

7. He pomyckaercs WCHONB30BaHHE B KOMMEpPUYECKHMX IeNsX HHpopMmamuu O pe3ynbrarax
JTOKJIMHUYECKUX HCCIEOBAaHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpenapaToB [Jisi BETEPUHAPHOTO MPUMEHEHHUs, TMPEACTABICHHOM 3asBHUTENIEM [UJIsi TOCYAapCTBEHHOU
pEeruCTpaIy JEKAPCTBEHHBIX MPenapaToB, 6€3 ero corjacus B TEUEHUE IIECTH JIET C JAaThl TOCYAapCTBEHHOU
peructpanuu peepeHTHOro JIeKapcTBEHHOT o MpenapaTa B Poccuiickoit denepanuu.

8. Jlepkatenb WM Biajaesel] PErHMCTPAIMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO TMpernapara Jyis
BETEPUHAPHOTO TMPUMEHEHHs MPEACTABISACT B YINOJHOMOYEHHBIN (elepalbHbIil OpraH HCHOIHUTEIBHON
BJIACTH OTYET IO pe3ysbTaTaM (papMakoHaA30pa OAMH pa3 B LIECTh MECSIEB B TEUEHHE JBYX JIET IOCIE
rOCYyJapCTBEHHOW PErMCTpalyy JEKAPCTBEHHOro mnpenapara B Pocculickoit dexepanuu, 3aTeM €KErogHo B
TEUYEHUE TTOCICAYIONTUX TPEX JIET U B JAIBHEHIIIEM OJUH pa3 B TPH roja.

(dactp 8 BBenena denepabHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. lNMopaya m paccmoTpeHuMe 3asBNEeHUsi O rocyfapCTBEHHOW peruncrpauuu
NleKapCTBEHHOro npenapara Ans MeaAuLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns rocyaapCTBEHHOM perucTpanyy JEKapCTBEHHOrO Ipenapara il MEJAULIUHCKOrO INpUMEHEHHUs
IOPUINYECKOe JIMIO, JEHCTBYyIOIlee B COOCTBEHHBIX HMHTEpEcax WM YIOJIHOMOYEHHOE IPeJCTaBIATh
MHTEPECHI IPYroro IOPUAMYECKOrO JIMIA U 3asdBIIAIONIEE JIEKAPCTBEHHBIM Ipernapar Ha ToCyJapCTBEHHYIO
perucTpanuio (aajgee B HACTOSIICH CTaTbe - 3asBUTEIb), MPEJCTABISECT B YIOJHOMOUYEHHBIN (heaepabHbIN
OpraH MCIOJHUTEIbHOW BJACTH, OCYLIECTBISAIOIIMN TIOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MpenapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS, B 3JIEKTPOHHOI (hopMe 1 Ha OyMa)KHOM HOCHUTENIE 3asiBICHUE O
rOCyJJapCTBEHHON pEerucTpanyy JIEKapCTBEHHOro IpenapaTa i MEIULMHCKOTO NPUMEHEHMs, a TaKXke B
HOpsIIKEe, YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (pe/lepajbHbIM OpraHOM HCIOJHHUTENIbHON BIAacTH, B
JIEKTpOHHON (hopMe M Ha OyMaKHOM HOCHUTENIe HEOOXOAMMBIE JOKYMEHTBI, M3 KOTOPBIX (hopMHUpyeTcs
PErUCTpallMOHHOE JOChE HA JIEKAPCTBEHHBIN IIpenapat sl MEIULUHCKOTO IPUMEHEHUS.

(dactp 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3agBieHMM O TOCYIApCTBEHHOW PETHUCTPAIMHU JIEKAPCTBEHHOrO IMpenapara sl MEIUIIMHCKOrO
IIPUMEHEHUS YKa3bIBAKOTCS:

1) HaNUMCHOBAHUC, aIp€C 3adBUTCIIA U IIPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIpeliapaTta AJid MCAUIUHCKOI'O
NPpUMCHCHUSA, CBCACHUA 00 ux peructpaiii B KAa4YCCTBC HAJIOTOIUIATCIIBIIUKA B CTpAHC PCTrUCTpallun (,[[J'ISI
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POCCHICKHMX FOPUIMYECKUX JIMI - HIACHTH(QHUKANMOHHBIH Homep Hanoromiarenbimka (MHH), s
WHOCTPAHHBIX IOPUAMYECKUX JIMI[ - CTpaHa PETUCTpPAllMd, HAMMEHOBAaHHWE PETUCTPHUPYIOIIETO OpraHa,
PETHCTPAIIMOHHBIA HOMEDP, KO/ HAJIOTOIJIATEIbIINKA B CTPAHE PETUCTPAIIUU (MHKOPIIOPAIINH) UJIH €0 aHAJIOT)
M aJipec MecTa OCYIIECTBICHUS MPOU3BOJICTBA JICKAPCTBECHHOTO Mpemnapara (B Cliydae HATUYHS HECKOJBKHIX
YYaCTHUKOB IPOIECCa €ro IMPOU3BOJICTBA HEOOXOJMMO YKa3aTh Ka)JIOr0 YJYacTHHKA B COOTBETCTBHH C
OCYIICCTBIIIEMOM CTaMeH MPOU3BOJICTBA);

(m. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIplrnapara I MCAUIMUHCKOTO HNPUMCHCHUA (Memz[yHapoleoe
HCTIAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEPpCUYCHDb Ilel\/JICTBYIOIHI/IX N BCIIOMOIraTCJIbHBIX BCIICCTB, BXOAALNIUMX B COCTaB JICKAPCTBECHHOI'O
npemnapara g MEAUIUHCKOI'O IIPUMCHCHHA, C YKa3aHUEM KOJIMYECTBA KaXK/I0Ir'0 U3 HHUX;

4) nekapcTBeHHas (opma, [103UPOBKA, CHOCOOBI BBENEHUS M TNPUMEHEHHUs, CPOK TOAHOCTH
JIEKapCTBEHHOTO Tpemnapara Ui MeJUIIHHCKOTO IPUMEHEHHUS,

5) dapmakoTepaneBTHUecKkas TpyMMa, KOJ aHATOMO-TEPaNeBTUYECKO-XMMHUYECKON KiacCHU(pUKaIUY,
PEKOMEHI0BAaHHOW BceMHpHOW OpraHu3anuen 31paBOOXpaHEHHUs], 3asBIISIEMbIE MOKa3aHUsA Il TPUMEHEHUS
JIEKapCTBEHHOTI'0 Ipenapara Jyisi MEIULIMHCKOTO MIPUMEHECHUS;

6) OTCYTCTBUE HGO6XO)II/IMOCTI/I MPEaAOCTAaBJICHUA OTUETA O PE3YJIbTaTaX KIMHHUYCCKOro MCCICAOBAaHUA,
HCCIICaJ0BaHUA OMOPKBHBAJICHTHOCTH JICKApCTBEHHOT'O IIpf€rapara, paspCli€HHOro mid MCIUIHHCKOI'O
IMPUMCHCHUS B Poccuiickoit d)enepaunn boiee ABAIATH JICT, C YKAa3aHNUEM HOPMATUBHBIX IIPABOBLIX 4KTOB,
TMOATBCPIKAAIOIIUX JIaHHBIM CPOK IIPUMCHCHMU

7) HEOOXOAMMOCTH O0OPMIICHHSI pa3peiieHus: Ha BBO3 B Poccuiickyio denepannio KOHKPETHON MapTUU
3apETUCTPUPOBAHHBIX M (WJIM) HE3apEeTMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, MPEAHA3HAYEHHBIX MIJIS
IPOBCACHUA SKCIICPTUIEI JICKAPCTBECHHBIX CPEACTB B LCIIAX FOCy,)IapCTBeHHOI\/'I PErucTpanmu,

8) HGO6XOI[I/IMOCTB IIPOBEACHUA OKCIICPTHU3bI AOKYMCHTOB, IMPCACTABJICHHBIX [JIA OIPEACICHUA
BO3MOXHOCTH  paCcCMaTpuBaThb JIeKapCTBeHHHﬁ npenapar ajdd MCAULNUHCKOTO IHIPHUMCHCHUS  IIpU
OCYHICCTBJIICHUU FOCYZ[apCTBeHHOﬁ PErucTpaii B Ka4€CTBC Op(l)aHHOFO JICKApCTBCHHOTO IIpCIiapara,

9) HEOOXOIMMOCTh IPUMEHEHHUST YCKOPEHHOM MPOLIEAYPbI SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB B LETSIX
rOCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYJaPCTBEHHOM MOITNHBI:

a) 3a IPOBCACHHUE OKCIICPTHU3bI AJOKYMCHTOB, IPEACTABICHHBLIX JIA OIPCACICHUSA BO3MOXHOCTHU
paccMaTpuBaThb J'IeKapCTBeHHHﬁ npenapar Ajid MCEAUIUHCKOIO IPUMCHCHUA IIPpU  OCYHICCTBIICHHUU
Tocy[[apCTBCHHOI\/'I perucTpaiiu B Ka4C€CTBC Op(l)aHHOl"O JICKApCTBCHHOTO IIpCIiapara;

0) 3a MpOBEACHHE OKCIEPTH3bI KAdeCcTBa JICKAPCTBEHHOTO CPEJICTBA W OKCIEPTH3bI OTHOIICHUS
0KMIAEMOM TOJIB3bl K BO3MOXHOMY PHCKY NPUMEHEHHS JIEKAPCTBEHHOI'O Mpenapara, pa3pelieHHOro it
MEIIMIIMHCKOTO mpuMeHeHus: B Poccuiickoit ®enepanuu Oojsiee ABaAIATH JIET, NPH OCYIIECTBICHUH
roCyIapCTBEHHOM PEruCTpalliy JIEKapCTBEHHOTO MIpernapara;

B) 3a IMPOBCACHUC OKCICPTHU3BI Ka4dCeCTBA JICKAPCTBCHHOI'O CPEACTBA U OKCIICPTHU3bI OTHOMICHUA
0XXKHAAeMOM IIOJb3blI K BO3MOXHOMY PHUCKY HNPHUMCHCHUSA JICKAPCTBCHHOI'O Ipfrapara Mg MCAUIHUHCKOI'O
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IPUMEHEHHUs TIPU ero rocyJapCTBEHHON perucTparum;

I) 3a HIPOBEJEHHE DSKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEACTBA W OKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM II0JIB3bl K BO3MOXXHOMY DPHUCKY IPHMEHEHHS JICKAPCTBEHHOIO IIpernapara Uisi MEIULMHCKOTO
IIPUMEHEHHsI, B OTHOIIEHHWM KOTOPOrO0 IIPOBEIEHBI MEKIyHAapOJHbIE MHOTOLIEHTPOBBIE KIMHUYECKHE
HCCIENOBaHUsA, YacTb W3 KOTOpHIX ImpoBenaeHa B Poccuiickoit ®enepanuu, nOpH  OCYIIECTBICHHUH
roCyIapCTBEHHOW PETUCTPALINN JIEKApCTBEHHOTO Ipenapara;

11) Hanuuume corjacus TPOU3BOAMUTENS JIEKAPCTBEHHOIO IIpenapaTa, IPOU3BOACTBO KOTOPOTO
ocyliecTBisAeTcs 3a npenenamu Poccuiickoit denepanuy, Ha NPOBEACHNE UHCIIEKTUPOBAHUS MPOU3BOAUTENS
Ha COOTBETCTBHE TPEOOBAHUIM ITPABUII HAJJICKAIICH TPONU3BOICTBEHHOMN MPAKTHKH;

12) Hanuuue coriacusi, Mpe1yCMOTPEHHOIO YacThio 18 HacTosel cTaThy;

13) ykazaHue BHJa JIGKAPCTBEHHOTO Iperapara, MPeACTaBIEHHOrO0 Ha perucrpanuio (pedepeHTHbII
JIeKapCTBEHHBIM IpenapaT, BOCIIPOU3BEICHHBIN JIEKAPCTBEHHBIN Ipenapar, OMOJIOrMYECKUM JIeKapCTBEHHBIN
npemnapar, OuoaHajoroBblii (OMOMOMOOHBIN) JEeKapCTBEHHBIN mpemnapar (OMoOaHAIOr), TOMEONMAaTUYECKUI
JIeKapCTBEHHBIN Mpernapar, JIeKapCTBEHHBII pacTUTENbHBIN Tpenapar).

(vactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrpammoHHoe [0cke€ Ha JICKAPCTBEHHBIM Tpemapar Juisi MEAWIIMHCKOTO TPUMEHEHUS
npeaocTaBiseTcst B opMe 00IIET0 TEXHUUECKOTO IOKYMEHTA.
(dactpb 3 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen AOKYMCHTAIIUU aAMUHUCTPATUBHOI'O XaPAKTEPaA BKIKOYACT B cebs:

1) 3asBieHHME O TOCYIAapPCTBEHHOW PpEruCTpalui JIEKapCTBEHHOTO IIpernapara sl MEAMIUHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH (opMe U Ha OyMakHOM HOCHUTEIIE;

2) KOIUIO JOKYMEHTA Ha PyCCKOM f3bIKE, 3aBEPEHHOT0 B YCTAaHOBJIEHHOM IOPSIIKE U MOATBEPKIAIOLIETO
MIPaBOMOYHOCTh 3asIBUTENSI [0/1aBaTh 3asBIIEHHE O TOCYJAapCTBEHHON perucTpanuu JeKapCTBEHHOIO
npernapara Jyisi METUIIUHCKOTO MPUMEHEHUS (IOBEPEHHOCTb);

3) KOMHUIO JHUIICH3UUM Ha TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB WM KOMHUIO 3aKIIOUEHHUs O
COOTBETCTBUM  MPOU3BOJAUTENS]  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHMUAM  MPaBWI  HaAJeKalei
MIPOU3BOJICTBEHHOW TMPAKTUKH, BBIJAHHBIX YIOJHOMOYCHHBIM (eepaTbHBIM OPraHOM HCIIOJTHUTEIHHON
BJIACTH B OTHOIIEHWU MPOU3BOJCTBEHHOW IUIOIIAJKMA PETHUCTPUPYEMOrO JIEKAPCTBEHHOrO Mpenapara, B
ciy4ae, eClii MPOU3BOJCTBO JEKAPCTBEHHOT0 IpenapaTa ocyuiecTtsisiercs B Poccuiickoit denepanmu;

(B pen. deaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) KOO BBITAHHOW YITOJHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOIUTENS JIMLEH3UHA Ha TPOU3BOJICTBO
JIEKapCTBEHHOTO Mpenapara u ee MepeBo] Ha PYCCKU sI3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM MOPSJIKE, a TaKKe
KOIIMIO 3aKJIIOYCHUA O COOTBCTCTBUU MPOU3ZBOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM ImpaBuJI
Haﬂnemameﬁ HpOI/I?;BO)ICTBeHHOI\/JI MMPAKTUKKW, BbBIJAHHOI'0 YIIOJHOMOYCHHBIM q)eﬂepaJ'H)HBIM OopraHom
HCHOTHUTEIBHON BJIACTH B OTHOIICHUH HpOI/ISBOJICTBeHHOI\/'I IIom@aaKu pEruCcTpupyeMoro JCKAapCTBEHHOI'O
npernapara, Wid KONHIO PEIICHUS YIMOJHOMOYEHHOTo (elepallbHOrO OpraHa HCIOJHUTEIBHOW BIACTH O
IPOBEJICHUM HMHCIIEKTUPOBAHUS TPOU3BOIUTENS JICKAPCTBEHHBIX CPEJACTB, B CIydYae, €CIU IPOU3BOJCTBO
JIEKapCTBEHHOT O Ipernapara oCylecTBiseTcs 3a npeaenamu Poccuiickoit @enepanny;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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5) NpoeKT MHCTPYKLUUHU IO MEAMLIMHCKOMY NPUMEHEHUIO JIEKapCTBEHHOIO Mpernapara, coaepikarien
CJIEAYIOLINE CBEICHUS:

a) HaUMEHOBaHUE JIEKAPCTBEHHOIO  Ipemapara (MEXIyHApOJHOE  HENaTEHTOBAHHOE,  WJIHU
IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nexkapcTBeHHass (opMa C yKa3aHHMEM HAaMMEHOBAHWH M KOJWYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB M KAaueCTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IIPU HEOOXOAMMOCTH KOJUYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILECTB);

B) ONHMCAHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Npenapara sl MEAULNHCKOTO IPUMEHEHUS;

r) GU3NKO-XMMHYECKHIE CBOMCTBA (U1 paauodapMaleBTHUECKUX JEKapCTBEHHBIX MPENapaToB);

1) dapmakoTepaneBTHUeCKas IpyIa, KOJ JEKapCTBEHHOT0 Ipenapara A MEIUIIMHCKOTr0 IPUMEHEHUs
[0 aHATOMO-TEPANEeBTUUYECKO-XUMUYECKON KilaccupuKalnu, peKoMeHI0BaHHOW BceMupHol opranuzanuei

3ApaBOOXPAHEHUS, WU YKa3aHHE '"TOMEONaTUYECKUH JIEKapCTBEHHbIN Ipenapar”;

e) Cl)apMaKO,Z[I/IHaMI/IKa n (I)apMaKOKI/IHeTI/IKa (3a HCKIIFOYCHHUEM Cl)apMaKOKI/IHeTI/IKI/I TOMCOIIAaTUYCCKUX
JICKAPCTBCHHBIX MPCIIapaTOB U PACTUTCIIbHBIX JICKAPCTBCHHBIX npenapaTOB);

K) TIOKa3aHMsl UIsl IPUMEHEHMUS;

3) IPOTUBOINOKA3aHUs JIJIsl IPUMEHEHMUS;

1) MEpHI MIPETOCTOPOKHOCTH MIPHU IPUMEHEHHH;

K) YKa3aHM€ BO3MOXHOCTM M OCOOEHHOCTEH MNpHMEHEHHUs JIEKapCTBEHHOrO Ipenapara Juls
MEIUIMHCKOIO PUMEHEHUsI OepeMEHHBIMH JKEHIMHAMH, JKEHIIWHAMH B MEPUOJ TPYIHOI0 BCKapMIIMBAHUS,
JI€TbMH, B3POCIIBIMU, UIMEIOLIMMH XPOHUYECKHE 3a00JIeBaHUS;

J) PEXUM [O03UPOBaHUs, CIOCOOBI BBEACHMSI U IPUMEHEHUs, NPU HEOOXOIMMOCTH BpEMsI IpHEMa
JIEKapCTBEHHOI'O Ipernapara s MEJUIUHCKOrO MPUMEHEHHUs, POAOKUTEIBHOCTD JICYEHHS], B TOM YHUCIE Y

JIeTel 10 ¥ IocJie OJTHOTO Trojia;

M) BO3MOJKHEBIC HECXKCEIIATCIIbHBIC pPCaKUWKu IIpH MOPHUMCHCHHUHW JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIIUHCKOI'O MPUMCHCHU A,

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY NPU NEPEJO3UPOBKE;
0) B3aMMOJICICTBUE C APYTUMHU JIEKAPCTBEHHBIMU NpenapaTaMu U (WIKM) MUIIEBBIMU IPOAYKTAMU;
11) pOpMBI BIITyCKa JIEKaPCTBEHHOI'O IIPETnapara;

p) YykazaHue (MpuU HEOOXOIMMOCTH) OCOOEHHOCTEH JeHCTBHUS JIEKapCTBEHHOTO IIpernapaTta s
MEIUIMHCKOTO IPUMEHEHUS ITPH TIEPBOM IIPHEME WM IIPH €r0 OTMEHE;

c) onucanue (mpu HEOOXOTUMOCTH) NeHCTBUI Bpaua ((enpamiepa) U (MIK) MalMEHTa MPU MPOIMYCKE
npueMa OJHOM UM HECKOJIBKUX J103 JIEKapCTBEHHOT'O Mpenapara sl MeIUIIMHCKOTO IPUMEHEHUS;
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T) BO3MOJXHOC BJIMAHUC JICKAPCTBCHHOI'O IperiapaTta AJIsI MECAULUMHCKOTO INPUMCHCHUA Ha CII0OCOOHOCTD
YHOpaBJIATb TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMMU,

y) CpPOK FOJIHOCTU U yKa3aHUE Ha 3alpeT MPUMEHEHHUs JIEKAPCTBEHHOIO IMperapaTa A MEIUIIMHCKOTO
MIPUMEHEHHUS 110 UCTEYCHUH CPOKA TOTHOCTH;

¢) ycinoBus XpaHeHus;

X) YKa3aHHUEC HaA HCO6XOI[I/IMOCTB XpaHCHHUA JICKAPpCTBEHHOI'O IIpc€riapaTta s MCAUINHCKOI'O ITPUMCHCHU A
B MCCTax, HEAOCTYIIHBIX JIS ,Z[eTefI;

I_[) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CIICHUAJIBHBIX MCpP HNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX ITPCTIapaToOB IJIsI MCAUIIMHCKOI'O IIPUMCHCHU A,

Y) yCJIOBUS OTITYCKa;

1) HAaWMEHOBAaHMSI W aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJIOK TMPOU3ZBOJUTENS JIEKAPCTBEHHOTO
npernapara;

) HaMMEHOBaHHWe, aJpec OpraHu3alMy, YIOJIHOMOYEHHOM Jep)kaTelleM WIM  BIAJeNbleM
PETUCTPAllMOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOI'O TMpenapara [yl MEIULIUHCKOTO IPUMEHEHHs Ha
MIPUHSATHE IPETEH3UH OT MOTPEOUTEIIS;

6) MHCTPYKIHMIO MO MEAMLIMHCKOMY MPUMEHEHMIO WM KpPaTKYyI XapaKTEpPUCTUKY JIEKapCTBEHHOTO
rpenapara, yrBepKJACHHbIE B CTpaHE IPOU3BOAMTEIIS;

7) mpOEKThl MAaKETOB MEPBUYHON YMAaKOBKHM M BTOPHUYHOH YMAKOBKH JIEKAPCTBEHHOIO IperapaTa st
MEAMIIMHCKOTO TPUMEHEHUS;

8) MpOEKT HOPMATHUBHOM JOKYMEHTAIlMM WM HOPMAaTHBHOTO JOKYMEHTAa Ha JIEKApCTBEHHBIN Mperapar
JUIS. METUITTHCKOTO IPUMEHEHUS JIN00 YKa3aHue COOTBETCTBYIOUIEH (hapMaKOIEHHOM CTaThbu;

9) nmoxyMmeHT, coaepanuii WH(OpPMAIMI0O O HAIWYUU WM 00 OTCYTCTBUU (PAKTOB PErHCTpPaLUU
JIEKapCTBEHHOI'0 IIpemnapara Jyisi MeIUIIMHCKOTr0 MPUMEHEeHUS 3a npeaenamu Poccuiickor @enepannu;

10) xonmuMm JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpPSIKE M MOATBEPXKIAIOUMX (PaKT
pEerUCTpalliy JIEKQpCTBEHHOTO TMpenapara B HHOCTPAHHBIX TOCyIapcTBaXx B KadecTBe OpdaHHOTO
JIEKapCTBEHHOTIO Mpernapara;

11) ruian ynpaBieHUs pUCKaMH JJIsi OMOJOTMYECKUX JIEKaPCTBEHHBIX NpPEnapaToB s MEAMLIUHCKOTO
IIPUMEHEHNS;

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXkareias WIM BIaJeNblida  PEruCTPalMOHHOTO
yIOCTOBEPEHHs JIEKapCTBEHHOT'O Npenapara;

13) moKyMeHT, MOATBEPXKIAIOIIMI KayecTBO JIEKAPCTBEHHOTO Ipernapara TpexX MPOMBIIUICHHbIX Cepuid
(MpOTOKOJ aHaNM3a WIKM CepTUPHUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJKHA COBIAAATh C cepueit obpasiua
JIEKapCTBEHHOI'0 Ipernapara Ui MEJUIMHCKOrO0 IPUMEHEHMsI, IPEICTAaBICHHOIO Ha TIOCYJapCTBEHHYIO
PETUCTPALHIO.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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5. Pazmen xumuueckol, ¢apmaneBTUYECKON M OHONOTMYECKON IJOKYMEHTAIlMM BKIIOYaeT B ce0s
JTOKYMEHTBI, cojiepkaiine nHpopMaInio o hapMareBTHUECKON CyOCTaHIINK U IEKAPCTBEHHOM TIpernapaTe s
MEJIMIUHCKOTO MPUMEHEHUS, POIECCEe €ro MPOU3BOACTBA U METO/IaX KOHTPOJISl KaueCTBa, B TOM YHCIIE:

1) KomUIO TOKYMEHTA, COJIePIKAIIETo CIAeAYIONTy0 HHpopMamuio o (hapMareBTHIeCKOH CyOCTaHITNH HITH
(hapmaleBTHUECKUX CYOCTAHIIUAX, BXOASIIUX B COCTaB JIEKAPCTBEHHOTO MIpernapaTa:

a) HauMeHoBaHue (papmaleBTHUECKON CyOCTaHIINU, €€ CTPYKTYypa, 00Iue CBOWCTBA;
0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJOTHUS MPOU3BOJCTBA C ONHCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONMcaHue pa3paboTKH MpoLecca MPOU3BOICTBA;

) OTIMCaHNE KOHTPOJISI KPUTHICCKUX CTAJNHN TIPOU3BOJICTBA U IIPOMEKYTOUHOH TPOTYKIIHH;
€) IOKYMEHTaJIbHOE MOTBEPKACHHUE (BAIUIAIINS) TTPOIIECCOB U (MJIM) UX OIICHKA;

K) CBOMCTBA M CTPYKTYypa JCHCTBYIOIINUX BEIICCTB;

3) XapaKTepHCTHUKA IPUMECEH;

1) crenudukanys Ha papManeBTHIECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHE;

K) AaHAINTHYECKHE METOJUKHM, MCIOJb3yeMble TIPU  OCYIIECTBIEHWHW KOHTPOJIS  KadyecTBa
(hapMmareBTHUeCKOM CyOCTaHITNH;

J'I) JOKYMCHTAJIBHOC TIIOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOJAUK, HCIIOJB3YCMBIX IIPHU
OCYHICCTBJICHUHN KOHTPOJII Ka4€CTBa (bapMaHeBTHHCCKOﬁ CY6CT8.HI_II/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil (papmalieBTHUECKOM cyOcTaHIINY;

H) MEpeYeHb CTaHIAPTHBIX OOpa3lOB WM BEIIECTB, WCIOJIB3YEMBIX TPU OCYIICCTBICHUH KOHTPOJISL
Ka4yecTBa;

0) OTMCAHNE XaPAaKTEPUCTHK M CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB H YKYIIOPOUHBIX CPEJICTB;
1) JaHHBIC O CTAOMIILHOCTHU (hapMaIeBTUUECKONU CyOCTaHITNH;
P) CPOK TOJTHOCTH;

2) JOKYMCHT, co;[epxcamm?l cleayromue CBEACHUA O JICKAPCTBCHHOM IIpcrapare Jisi MCAUIHUHCKOI'O
MNPHUMCHCHUSA:

a) OIMMCAHUC U COCTAaB JICKAPCTBCHHOI'O IpcriapaTta AJ1d MECAUIUHCKOTIO IMTPUMCHCHUS,

0) omucanue papmareBTUHIECKON pa3paboTku (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHOM YIIAKOBKU H
HHOTO);
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B) TEXHOJIOTHA TPOU3BOACTBA C OIIMCAHUCM cTagui MMpONU3BOACTBA W METOHOB KOHTPOJISI Ha BCCX
CTaudgX IMPOU3BOACTBA,

I') OIMCAHUE KOHTPOJIS KPUTUUECKUX CTaJUi IpoLecca MPOU3BOICTBA U IPOMEKYTOUHON ITPOIYKIIUH;

J1) HaMMEHOBaHME M aJ[peCc MecCTa OCYIIECTBJICHHS IPOU3BOJCTBA JIEKAPCTBEHHOI'O IMpernapara ajs
MEIUIIMHCKOTO TIpUMEHEHus (B clyyae HaJlMuds HECKOJbKHX YUYaCTHUKOB IIpoliecca IpPOU3BOJCTBA
HEOOXOIMMO yKa3aTh KaX/10T0 U3 HUX);

e) (hapMareBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbII OaaHC 71 MPOU3BOACTBA CEPUM FOTOBOI'O MPOIYKTa;

1) ONMCaHUE XapaKTEePUCTUK U CBOWCTB yIaKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) TOKyMEHTAIHHOE MOATBEPKICHNE (BaTUIAINs) TIPOIIECCOB MTPOU3BOCTBA U (MJIN) UX OICHKA;

1) TpeOoBaHMS K KayeCTBY BCIIOMOTaTeNIbHBIX BemecTB (ceprudukar, crneuudukanus Ha
BCIIOMOTATEIbHBIC BEIIECTBA U MX 0OOCHOBAHUE),

M) AHAJIUTUYCCKUC MCTOJHUKH, HCIIOJIb3YCMBIC npu OCYHICCTBJIICHUUN KOHTPOJIA KadeCTBa
BCIIOMOTaTCJIbHBIX BCIICCTB,

H) JIOKyMEHTaJbHOE MOJATBEPXKJIEHUE (BaTUAALNs) AHAIUTUYECKHMX METOIUK, HCHOJIb3yEeMBbIX IpHU
OCYILECTBIICHUN KOHTPOJIS Ka4eCTBa BCIIOMOTaTEIbHBIX BEILIECTB;

O) HH(bOpMaHHﬂ 00 HCIOJIL30BAHUU BCIIOMOTaTEIbLHBIX B€IICCTB YCJIOBCUYCCKOI'0O M KHUBOTHOI'O
ITPOUCXOKACHU,

H) HH(bOpMaLII/I}I 00 MCII0JIb30BAaHUU HOBBIX BCIIOMOTaTEIIbHBIX BCIICCTB,

p) TpeOOBaHUS K KA4eCTBY JICKAPCTBEHHOTO Ipernapara il MeIUIMHCKOro IpuMeHeHus (cepTudukar,
cnenu(UKanus Ha JIEKapCTBEHHBIN NpenapaT 1 uX 000CHOBaHHE);

C) AHAIIUTUYCCKUEC METOJUKH, UCITIOJIB3YEMBIC ITPHU OCYHICCTBIICHUU KOHTPOJIA Ka4Y€CTBA JICKAPCTBCHHOI'O
npenapara Jjis1 MCIUIIUHCKOI'O IIPUMEHCHU A,

T) JOKYMCHTAJIBHOC TIOATBCPIKIACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX MCETOAUK, MHCIIOJIb3YCMbIX IIpH
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA JICKAPCTBCHHOTO MpeTiapaTa JJI1 MCAUIHUHCKOI'O MIPUMCHCHUS

y) pe3ybTaThl aHAJTM30B CEPUI JIEKAPCTBEHHOTO Mperapara JUisi MeAULIUHCKOTO TPUMEHEHHUS;
&) xapakTepucTHKa MpUMeceii;

X) TepeyeHb CTaHAAPTHBIX O00pa3loB, HCIOJb3YEMBbIX IPU OCYILIECTBICHUU KOHTPOJS KadecTBa
JICKapCTBEHHOIO IIpernapara i MEJULUHCKOrO IPUMEHEHMS;

I_[) JaHHBIC O CTa0MIBLHOCTHU JICKAPCTBCHHOTO IIpCIiapaTa JJIsI MCAUTTUHCKOI'O IIPUMCHCHUA.
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(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Pazgen (I)apMaKonoquecxoﬁ, TOKCHKOJIOTHYECKOMH JAOKYMCHTAIlUU BKIIFOYACT B cebs OTYETHl O
pe3ylibTaTax AOKIMHUYCCKUX HCCIIeTOBAHUM JICKAPCTBCHHOT'O CpCACTBA AJId MCOAULUHCKOI'O MPUMCHCHUA, B
TOM YHCIJIC:

1) oTder o hapmMaKOTUHAMUYECKUX UCCIICTOBAHMSIX;
2) otueT 0 (hapMaKOKUHETHUECKUX HCCIEAOBAHUAX;

3) OT4ET O TOKCUKOJIOTHYECKUX UCCIIEIOBAHUSIX.
(uacTtb 6 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paz;men KIMHMYECKOW TOKYMEHTALMM BKIIOYAEeT B €eOsl OTYETHI O pEe3y/ibTaTax KIMHHYECKUX
HCCIIEI0OBaHUM JIEKapCTBEHHOIO IIpernapaTa sl METUIUHCKOTO PUMEHEHUS], B TOM YHUCIIE:

1) orduersl 00 wuccnegOBaHUSAX OMOJOCTYITHOCTH UM OMOSKBUBAJECHTHOCTH, HCCIEIOBAHUSX,
YCTaHABIMBAIOLIUX KOPPEISIUIO PE3YIbTATOB, NOJYUYEHHBIX B YCIOBHSX 1n Vitro u in vivo;

2) oT4eThl 0 (PapMAKOKMHETHUECKUX UCCIIETOBaHMSIX;
3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) OTYETHI O KIMHUYECKUX UCCIIEAOBAHMX 3(PPEKTUBHOCTH U O€3011aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIIBITE MPUMEHEHHMS (ITPU HAJTUYNN).
(gactp 7 BBenena denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HMHGpOpPMALKHU, NPEIOCTABISIEMONl B COCTaBE PErUCTPALMIOHHOIO J0ChE, IS
OTJENbHBIX BHUJOB JIEKAPCTBEHHBIX MPENapaTroB Uil MEIUIMHCKOIO IPUMEHEHHs] YCTaHaBJIMBAIOTCS
YIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCTIOJIHUTEIbHON BIIACTH.

(uactp 8 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

9. B oTHOmIEHWH JIEKAPCTBEHHBIX TMPEMAPATOB, PA3PEIICHHBIX I MEIUIIMHCKOTO TMPUMEHEHUs B
Poccuiickoit ®enepanuu Oonee ABaAaTH JeT (32 HMCKIIOYCHUEM OHOJIOTHYECKUX JICKAPCTBEHHBIX
npernaparoB), IOMYCKAeTCs BKJIIOYEHHE B COCTaB paszzena (apMaKOIOTHYSCKON, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMd W paslena KIMHUYEeCKOHW TOKYMEHTalldd BMECTO OTdeTa pa3zpaboTdyMka o pe3yibpTaTax
COOCTBEHHBIX JOKIMHUYECKUX HCCIEIOBAHUN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEIOBAHUMN
JICKapCTBEHHBIX TIPENaparoB JJs MEIUIIMHCKOTO MPHMEHEHUs 0030pa HaydHBIX paboT o pe3yibpTaTax
TOKJIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HCCICAOBAHMM  JTaHHBIX
JIEKapCTBEHHBIX MPEMapaToOB, B TOM YKCJIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITMOHHOTO MIPUMECHECHHS.

(dactp 9 BBenena denepaibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

10. IIpum rocynapCTBEHHONH perucTpanuy BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIMLMHCKOTO TPUMEHEHHUsl JIOMyCKaeTcs BKIIOYEHHWE B COCTaB  pasfena  (papMakoJOTHUECKOM,
TOKCHKOJIOTMYECKON TOKYMEHTALMHU U pa3zelia KIMHUYECKON TOKYMEHTALlMU BMECTO OT4eTa pa3paboTdnKa o
pe3ynbpTaTax cOOCTBEHHBIX JOKIMHHYECKHX MUCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX PadoT O
pe3ynbTarax JOKIMHUYECKHX HCCIe0BaHUI peepeHTHOro JIEKapCTBEHHOrO Mpernapara M IpeJcTaBIeHUE
BMECTO KJIMHUYECKHUX HCCIEJOBaHUI B TMOJHOM OOBEME, YCTAaHOBJICHHOM pa3leioM KIMHUYECKOH
JOKyMEHTAllMk, OT4eTa O pe3yjbTaraX HcclaeloBaHUNH OHMOSKBHUBAJEHTHOCTH  BOCIPOMU3BEIEHHOIO
JIEKapCTBEHHOT0 Tpernapara il MeIUWIUHCKOro npuMeHeHus. He TpeOyercss mpejacTaBieHHE OTYeTa O
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pe3yjbTaTrax HCCIIEIOBaHU M OMOSKBHBAJIEHTHOCTH BOCIIPOU3BCACHHOI'O JICKAPCTBCHHOI'O IIpCllapaTa I
MCIUIIUHCKOI'0 MNPUMCHCHHA, CCIN PCTUCTPUPYIOTCA BOCHPOU3BCACHHBIC JICKAPCTBCHHLIC MPCIIapaThbl IJIA
MCIUIIUHCKOI'O IPUMCHCHUS, KOTOPBIC!

1) mnpeaHasHaueHbl MJi1 MApPEHTEPAIbHOIO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIa3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M IMPEJICTABISIOT
co0oii BOJIHBIE PACTBOPBI;

2) npeAcTaBiIsIOT cO00M PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;
3) npousBenieHb! B OpME MOPOLIKOB WM JIHO(PUIN3ATOB JUI IPUTOTOBICHUS PACTBOPOB;
4) sBNAIOTCA ra3aMu;

5) SBIAIOTCS YUIHBIMH WM TJIA3HBIMH JIGKAPCTBEHHBIMU IIpenapaTaMu, MpPOHW3BENEHHBIMH B (opme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HAYEHBI AJI1 MECTHOT'O IPUMEHEHUS U PUTOTOBJICHBI B JOPME BOJHBIX PACTBOPOB;

7) mpencTaBiAl0T COOON BOJHBIE PACTBOPHI Ul HCIOJNb30BaHUS B (popMe HMHraysiluil ¢ MOMOIIBIO
HeOyaiizepa WK B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOIHBIX YCTPOMUCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. ns coydaeB, yka3aHHbIX B ImyHKTax | - 3, 5 - 7 vactu 10 HacTosIiei ctaTbd, BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIN Ipenapar i1 MEIULIUHCKOrO MPUMEHEHHS JTOJKEH COAEPKATh TaKHUE KE BCIIOMOTaTEIbHBIE
BElleCTBA B TaKUX >K€ KOJMYECTBaX, Kak U pedepeHTHBIM JieKapcTBEeHHBIM mnpemnapar. Eciau cocraBbl
BCIIOMOTATENIbHBIX BEIIECTB PA3JIMYAIOTCS, 3asABUTENb JOJDKEH IMPEACTABUTH JI0KA3aTENbCTBA TOrO, YTO
UCHOJb3yEeMbIE B JAHHBIX KOHIIEHTPALMSAX BCIIOMOTaTeIbHbIC BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTb U (MJIH)
3¢ EKTUBHOCTH JICKAPCTBEHHOTO Iperapara JUisi MEAULMHCKOTO IpUMeHeHus. B cirydae, ecnu 3asBUTENb HE
MOXKET MpPEJICTaBUTh TaKUE JI0Ka3aTeIbCTBA M (WJIM) HE UMEET JOCTyla K COOTBETCTBYIOILIMM JaHHBIM, OH
JIOJDKEH IPOBECTH COOTBETCTBYIOIIME HCCIENOBAaHUSA JUISL JI0KA3aTENbCTBA OTCYTCTBHSI BIIMSHUS Pa3HBIX
BCIIOMOTaTeNbHBIX BELIECTB WJIM BCIOMOTAaTEIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (win) 3¢ (HEeKTUBHOCTH
JIEKapCTBEHHOI'O Ipenapara Jjisi MEAUIIMHCKOTO IPUMEHEHUS B MOPSJIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(dhenepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIACTH.

(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. Tlpu rocyaapCTBEHHOW perucrpanvu KOMOMHAIMI paHee 3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX
mpenaparoB I  MEIUIMHCKOTO TNPHUMEHEHUs  JOIyCKAaeTcsl BKIIOYEHHE B COCTaB  pasjelia
(apMakoJIOrn4ecKkoil, TOKCUKOJIOIMYECKON TOKYMEHTALMU M pa3jiena KIMHUYECKON JOKYMEHTAallud BMECTO
oTyeTa pa3paboTuuKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB
o030pa HayuyHBIX pPabOT O pe3yibTaTax MOKIMHUYECKHX HCCIIEAOBAaHUN pedepeHTHBIX JIeKapCTBEHHBIX
MpernaparoB, BXOAAIIMX B COCTaB KOMOMHAIMK JIEKAPCTBEHHBIX NpenapaTtoB, M 00 OTCYTCTBHHM HX
B3aMMOJICUCTBUS B OJIHOU JIEKAPCTBEHHOM (hopMme.

(uactp 12 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3sy pa3ivuHbIX JIEKapCTBEHHBIX ()OPM OJHOTO U TOTO € JEKApCTBEHHOT'O Ipernapara
JUTISE MEAWIIMHCKOTO TIPUMEHEHUS 3asBUTENb MPEJICTABISET OT/IEIbHbBIC 3asBICHHS U PErHCTPAIIMOHHBIE JOChEe
Ha KaXIyl0 JiekapcTBeHHYI0 (opmy. IIpu ycinoBuM OJHOBpEMEHHOW MOJauyud Ha D3KCIEPTHU3Y OJHOU
JIEKapCTBEHHON ()OPMBI C PAa3IMYHBIMH JO3WPOBKOH, KOHIIEHTpPAIMEeH, 00bEMOM 3asBUTEINb MPEACTABIACT
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OJTHO 3asBIEHHME M PErMCTPALMOHHOE JI0Che C NMPHIIOKEHHEM MAKETOB YIAaKOBOK Ha KaXIyl0 IO03UPOBKY,
KaX/1yl0 KOHLEHTPAIHIO, KaX/Iblii 00beM U KaXJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHON peructpauuu oOp¢haHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBHUTEIb
npeAcTaBIsieT nHpopMaInioo, HEoOXoMUMYH0 isd (OPMHUPOBAHUS pa3zeiia KIMHUYECKON JOKyMEHTAIluH, B
o0bemMe, YCTAaHOBJICHHOM YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJIHUTENIBHO BJIACTH.

(uacte 14 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanuun OHOJIOTHYCCKOTO JICKApCTBCHHOT'O IIpCIiapara, MOJYUYCHHOTO U3 KPOBH, IJIA3MBbI
KpPOBH YCJIOBCKA, B COCTAaBC PCTHUCTPALUMOHHOI'O OOCHC Ha HeKapCTBCHHBIfI npenapar i1 MCAUIHUHCKOI'O
NPUMCEHCHUA JOJIKHBI OBITh MMpEACTABJICHBI JOIMMOJIHUTCIIBHO!

1) B pa3zaene JOKyMEHTAIMH aIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, coep ainuidi HHPOPMAITHIO O
cyOBbeKTax oOpalieHus JOHOPCKOH KPOBH U (MJIH) €¢ KOMIIOHEHTOB, O TOM, TJie ObljIa OCYIIIECTBICHA JOHAIUS
(kpoBM W (MnM) MJIa3Mbl KPOBHM), a Takxke OaHHbIe 00 WH(PEKIMOHHBIX 3a00JIeBaHUSAX, MEPEHAAIOIIUXCS
MapeHTepaIbHBIM IyTeM, HH(popMaIus 0 cyObeKTax 0OpalieHus JOHOPCKOM KPOBH U (W) €e KOMIIOHEHTOB,
B OTHOIICHUU KOTOPBIX OCYIIECTBISAETCSI KOHTPOJb JOHOPCKOM KPOBHU U (MJTH) €€ KOMIIOHCHTOB;

2) B pa3zzene XUMUYECKOU, (hapMalieBTHUECKON 1 OMOJIOTMYECKON TOKYMEHTAIlUU:

a) KpUTEpUH U CHocoObl O0TOOpa, TPAHCIOPTUPOBAHMS M XpPaHEHHs] JOHOPCKOM KpOBH U (WIK) ee
KOMIIOHEHTOB;

0) pe3ynabpTaThl MCCIEAOBAaHMM OTOOPAHHBIX JOHOPCKOM KPOBM M (MJM) IJIa3Mbl KPOBU M IIyJIOB Ha
HaJM4yue Bo30yauTenel nHpEeKui, BKitoyas MHGOpMaIiio 00 CIOIb30BaHHBIX METOMKAX UCCIIEA0BAaHUN U
B Clly4ae MCCJIEI0BaHUS IYJIOB IUIa3Mbl KPOBHU PE3YJbTAThl JOKYMEHTAJIBHOTO MOATBEPKACHUS (BalulallUn)
WCIIOJIb30BAHHBIX METOJIUK;

B) TEXHHUYECKHE XapaKTEPUCTUKU YMAKOBKH IJii OTOOpa JOHOPCKOW KpOBU M (MJIM) IUIa3Mbl KPOBH,
BKJII0Yasi MHPOPMALIMIO 00 MCII0JIb30BaHHBIX PACTBOpPAX aHTUKOATyJISHTOB.
(uacts 15 BBenena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

16. Knunnyeckue ucciaeaoBaHus JIEKApCTBEHHOTO MpernapaTa sl MEAUIIMHCKOTO MTPUMEHEHHUS B LESIX
€ro TOCyJapCTBEHHOM perucrpauuu npooasTcs B Poccuiickoilt Penepauuu B MOPSAJIKE, YCTAHOBICHHOM
ctatbsiMu 38 - 44 Hacrosero ®enepanbHOro 3aKoHa. OTUET O MPOBENECHHBIX MCCIEA0BAHUAX BKIIIOYAETCS B
COCTaB pa3fena KIMHUYECKON JOKYMEHTALMM PETUCTPALMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIM Ipenapar s
MEIUIMHCKOTO NpUMEHEHUs. [l JeKapCTBEHHBIX IMpenapaToB Uil MEIUWLMHCKOIO IPUMEHEHHUs, B
OTHOILIEHUU KOTOPBIX B PE3YJIbTAT€ SKCHEPTU3bl JTOKYMEHTOB, NPEICTABICHHBIX IJs1 OMNpEIEICHUs
BO3MO>XHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIA IMpernapar s MEIMIMHCKOrO IPUMEHEHUS B KayeCTBE
ophaHHOTO JIEKAPCTBEHHOTO Mperapara, Takasi BO3MOXHOCTh IPU3HAHA M B OTHOLICHUH KOTOPBIX MPOBEICHBI
KJIMHUYECKUE WCCIEIO0BaHMs, BBIIIOJHEHHbIE 3a mpenenamu Poccuiickon @enepannv B COOTBETCTBUU C
MpaBUJiaMy HaJJIeXkKaler 1abopaTOpHON TMPAKTUKU W TPaBWIAMH HaJJIeKalleH KIMHHUYECKOW TPAKTUKH,
JIOIYCKAaeTCsl BKIIFOYEHHE B COCTAB PA3Zesia KIMHUYECKOW TOKYMEHTAallUM BMECTO OTYEeTa O pe3yibTaTax
KJIIMHUYECKUX MCCIIEOBAaHUMN JIEKAPCTBEHHOIO Ipenapara Jjs MEIULMHCKOTO MPUMEHEHHUs, MPOBEICHHBIX B
Poccuiickoit denepanuu, oT4eTa 0 PE3YIAbTATAX KIMHUYECKUX UCCIECIOBAHUM, BBIIIOJIHEHHBIX 3a IPEAcIaMu
Poccuiickoit denepanuu.

(uactp 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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17. 3asBuTeNnp BHpaBe NPEACTaBUTh IO COOCTBEHHONM WHHUIIMATUBE BMECTE€ C 3asABIEHUEM O
rOCy/IapCTBEHHOW PErMCTpalMM JIEKAPCTBEHHOrO Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS AOKYMEHTHI,
MOATBEPKAOLIME YIIJIATy TOCYJapCTBEHHON NOLUIMHBI M yKa3aHHble B nyHKTe 10 uyactu 2 Hacrosiuen
cTtaTb. B cimyuae uX HempencTaBiIeHHs] COOTBETCTBYIOLIMH YIIOJIHOMOYEHHBIH (penepanbHblii  opraH
WCTIOJIHUTENIBHON BJIAcTH MpOBEpsieT (PakT yIIaThl FOCYJapCTBEHHOM MOLUIMHBI 3asBUTEIEM MOCPEACTBOM
UCIIOJIb30BaHUs MHpOpManuu 00 ymjare rocyapcTBEHHOW MOILIMHBI, cojepxaiieiica B ['ocynapcTBeHHON
UHQOPMALIMOHHOM CHCTeME O TOCYJapCTBEHHBIX W MYHHUIMIIAIbHBIX IUIaTeXkaX, Ha OCHOBAaHUU
MIPE/ICTABICHHBIX 3asBUTEIIEM KONIUI TOKyMEHTOB, IOATBEPKAAIOIINX YIUIATy FOCY1apCTBEHHON MOLUIMHBI.
(uactp 17 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18. He pomyckaeTcss HCHONB30BaHHE B KOMMEPUECKHX IEsIX HWHGOpPMAIMU O pe3yibTaTax
JTOKJIIMHUYECKUX HCCIIECOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIEIOBAaHUM JIeKapCTBEHHBIX
nopernapaToB Uil MEAMIMHCKOTO TPUMEHEHMs, TPEACTAaBICHHONW 3asBUTENEM [UIsl TOCYJapCTBEHHOMN
PETUCTpalliy JIEKApCTBEHHOTO Mpernapara, 0e3 ero corjiacusi B TeYeHHe MIECTH JIeT C JaThl TOCYAapCTBEHHON
peructpaiuu pedepeHTHOro JeKapcTBEHHOTro npenapara B Poccuiickoit denepanmu.

(uactp 18 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. [epxarens WM BIajelel] PErHCTPALMIOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara Ha
OMOTEXHOJOTMYECKUA WM Op(aHHBIM JIeKApCTBEHHBIM IpemnapaT 00s3aH NPEJOCTaBIAThH HAa BO3ME3JIHOMN
OCHOBE 00pa3lpl peQepeHTHOro JIEKApCTBEHHOI'O IIpernapara 3asBUTENAM JJI HPOBEAECHUS KIMHUYECKHX
uccnenoBaHuii. CTouMocTh 00pa3ua pedepeHTHOro JIEKapCTBEHHOIO Ipernapara, BKIIOYEHHOTO B IepeueHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHWIIMX JICKapCTBEHHBIX MpENaparoB, HE JOJDKHA IPEBBIIIATH
3apEeTUCTPUPOBAHHYIO MPEACTbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIEKapCTBEHHBIH Mpernapar Win HeHy
Ha JIEKapCTBEHHBIN MIpernapaT B CTpaHe MPOU3BOINUTEISL.

(uactp 19 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBieHUE O rOCYJAapCTBEHHON PErucTpaluy BOCIPOU3BEICHHOIO JICKApCTBEHHOIO IpenapaTa JUls
MEIUIMHCKOTO IPUMEHEHUSI MOKET OBbITh OJJAaHO B YIIOJIHOMOUYEHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHON
BJIACTH, OCYILIECTBIISIOIIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IIPENapaTroB, MO HCTEUEHUU
YeThlpex JIeT C JaThl TOCYIAapCTBEHHOH PpEerucTpalud peQepeHTHOro JIeKapCTBEHHOTO Iperapara B
Poccuiickoit ®eneparumn.

(uactp 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBneHHE O roCyJIapCTBEHHOM perucrpanuy OMOaHAJIOroBoro (6MONOJ00HOr0) JIEKAPCTBEHHOTO
npenapata (6MoaHajgora) MOXeT ObITh MOJAHO B YINOJHOMOYEHHBIN (hefepasbHbIi OpraH MCIOJHUTEIbHON
BJIACTH, OCYILIECTBIISIOIIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IIPENapaTroB, MO HCTEUEHUU
TPEeX JIET C AaThl TOCYAaPCTBEHHOW pErucTpanu peepeHTHOTo JEKapCTBEHHOro mpenapara B Poccuiickoit
denepauuu.

(uactp 21 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WIM BIaJEJell PErUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOro Ipernapara
NpeACTaBIsieT B YHOJIHOMOYEHHBIM (enepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, OCYILIECTBISIOIIUI
(YHKIMU IO KOHTPOJIIO U HAA30pY B cepe 3apaBoOXpaHEHUs], OTUET MO pe3ybTataM (apMaKkoHaI30pa OJUH
pa3 B LIECTb MECSILIEB B TEUEHHUE ABYX JIET IOCJE TOCYIaPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO Mpernapara
B Pocculickoit @enepannn, eXeroqHo B TEYEHUE MOCIEAYIOMMX TPEX JIET U B JAJBHEUIIEM OJIHH pa3 B IATh
JIeT.

(dactp 22 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. lMpuHATHE pelweHUMA O BblAaye IKCNEePTHOMY YUYpeXAeHUK 3adaHus Ha
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npoBeneHue 3KCNepTmn3bl JIeKapCTBeHHOro cpeacTtea
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B teuenue necatu pabouux IHEH CO THS NPUHATHA 3asBICHHUS O TOCYJApPCTBEHHON perucTpanuu
JIEKapCTBEHHOTO TIperapaTa COOTBETCTBYIONMIMN YIIOJIHOMOYCHHBIM (efAepalbHbIl OpraH HMCIOTHUTEIHHOU
BJIACTU IPOBOJAUT IPOBEPKY IOJHOTHI, JOCTOBEPHOCTH M IPABMIBHOCTH O(GOPMIICHHS NPEACTABICHHBIX
JOKYMEHTOB PETUCTPALIMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN IIpernapaT M NPUHMMAET PELICHHE O BblIaue
3a/1aHMs Ha NIPOBEJICHUE:

1) »kcnepTu3bl JOKYMEHTOB, NPEJICTaBICHHBIX Uil ONPEACICHUS BO3MOKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEIWLUUHCKOTO TPUMEHEHHUS TMpU OCYIIECTBICHUH TIOCYAapCTBEHHON
perucrpaiuu B KauecTse ophaHHOTO JIEKAPCTBEHHOT'O IIpernapara;

2) OKCIICPTHU3BI JIEKAPCTBEHHOT'O CPCACTBA B YaCTHU OKCIICPTHU3bI Ka4€CTBa JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTU3bl OTHOLICHUA 0KHJIaeMOM MOIB3bI K BO3MOXHOMY PUCKY IIPUMCHCHHUS JICKAPCTBECHHOT'O IIpCIiapaTta
AJIL MCOAUITUHCKOTO ITPUMCHCHU

3) KCnepTU3bl JEKAPCTBEHHOI'O CPEJICTBA B YACTU IKCHEPTHU3bl KAUECTBA JICKAPCTBEHHOTO CPEACTBA U
SKCTEPTU3bI OTHOIICHHS 0’KHIa€MOM MOJIB3bl K BO3MOXKHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOTO TIpernapara
JUTSI METUIIMHCKOTO MPUMEHEHHSI B TIOPSIIKE YCKOPEHHOM MPOIIEAYPHI SKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUU CO cTaThell 26 HacTosiero deaepaibHOro 3aKOHa;

4) OKCIICPTU3BI  JICKAPCTBCHHOI'0 CpCACTBAa B  OTHOWICHUH JICKADCTBCHHOI'O IIpfCllapara IJIAd
BCTCPUHAPHOTO ITPUMCHCHMUS.

2. YIOIHOMOYEHHBIH (hefiepaibHbIN OpraH UCTIONHUTENIFHON BJIACTH YBEJJOMIISIET B DJIEKTPOHHOH (opme
WM Ha OyMa)KHOM HOCHTEJIE 3asBUTENS U KCIIEPTHOE YUPEXKICHHE O MPUHATOM PEIICHUH O BbIJAUe 3aJaHUN
Ha MPOBEJEHUE SKCIEePTU3, MPETyCMOTPEHHBIX YacThl0 | HACTOSIIEH cTaThu, U B Cly4ae HEOOXOIUMOCTH O
BbIJlay€ pa3pelieHus Ha BBO3 B Pocculickyro Penepanyio KOHKPETHON NAPTHH, CEPUU 3apETUCTPUPOBAHHBIX U
(M) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B MPOBEACHUU MPELYCMOTPEHHBIX
JKCIIEPTU3 C YKa3aHUEM IIPUYHMH TAKOTO OTKa3a.

3. B cnywyae BBISBICHHS OTCYTCTBHS WM HEJOCTOBEPHOCTH HH(OpMAIMK, coaepKameics B
OpCACTABJICHHBIX 3asBUTCIIEM NOKYMCHTAX, ynOJ’IHOMO‘-ICHHI:Iﬁ (1)€I[€paJ'IBHI)II\/'I opra”n HICIOJIHUTENLHOMN BIACTU
HalpaBJIsieT 3asBUTENI0 3ampoc 00 yTOYHEHHWH OTOW HWHPOpManuu (Jajee - 3ampoc yHOJTHOMOYEHHOTO
(denepabHOIO OpraHa HWCIOJHHUTEIBHOW BJACTH), KOTOPBI MOMET OBITh IepelaH YIOJIHOMOYCHHOMY
NPEJCTaBUTEIO 3asiBUTEINS JIMYHO TOJ PACIHMCKY, HANPABIIEH IO MOYTE 3aKa3HBIM NMUCHMOM WIIH TNEPEIaH B
JNEKTPOHHOU (opMe MO TEIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3u. B cioyyae HampaBieHHs 3ampoca
YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa HWCHOJHUTEILHOW BJIACTH MO TOYTE 3aKa3HBIM MHCHMOM OH
CUHUTACTCA MOJTYYCHHBIM IO UCTCUYCHUHN LICCTU HHeﬁ C AaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMaA.

4. 3asButenb 00s3aH MNPEACTaBUTh OTBET Ha 3alpoC YIMOJHOMOYEHHOIro (hefepalbHOro OpraHa
UCIIOJIHUTENILHON BJIACTH B CPOK, HE MPEBBIIAIONINM IeBIHOCTA pabounx JHEH co AHA ero nosyueHus. Cpok,
yKa3aHHbII B yacTu | HacTosed cTaThb, MPUOCTAHABIMBAETCS CO JIHS HAIPABIEHHS 3asBUTENIO 3arpoca
YIOJHOMOYEHHOTO  (efiepalbHOTO  OpraHa  WCIOJHHUTENIbHOM  BIAacTM A0 JHSA  TOJYyYEHUS UM
COOTBETCTBYIOLLETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OPTaHU3alUU SKCIIEPTHU3, IPEAYCMOTPEHHBIX YacThi0 | HacTOsAIIEeH cTaThy,
SBJISIETCSl TIPEJCTABJIEHUE HEOOXOAMMBIX [UISl MPOBENEHUS MPETyCMOTPEHHBIX JKCHEPTHU3 JOKYMEHTOB B
HEMOJIHOM 00beMe WM HENpEeJCTaBICHHUE 3asiBUTENIEM B YCTAaHOBJIEHHBIH CpPOK OTBETa Ha 3alpoc

www.consultant.ru CrpaHvua 44 us 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

YHOOJHOMOYCHHOTO Q)ez[epaanoro opraHa HUCIIOJTHUTEIbHOMU BJIACTH, a TAKIKC MPCACTABJICHUEC JOKYMCHTOB, HC
COACPpKAIINX UCUCPIIBIBAIOIICTO MECPCUHS HCOGXOI{I/IMLIX CBEJICHUIA.

6. Ilpu oTkaze B opraHu3aluy dKCIEPTU3bl, IPETYCMOTPEHHOMN ITyHKTOM 4 yactu | HacTodAlEel cTaThy,
JOKYMEHTBI, BXOJSILKE B COCTaB PErHCTPALIMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IMpenapaT JJi BETEpUHAPHOTO
MIPUMEHEHHUS, MOTYT ObITh BO3BpAIICHBI 3aIBUTEII0 HA OCHOBAaHUH €T0 MUCbMEHHOTO 3aIpoca, HalpaBIeHHOT O
B YIOJHOMOYEHHBIH (eepanabHblil OpraH MCHOJHUTEIbHOM BIACTU B TEUEHHE TPUILATH pabodMx AHEH co
JIHSI IPUHATUS YIOJHOMOYEHHBIM (pefiepanbHbIM OpraHOM HCHOJHMTENbHOM BIACTH pelleHus o0 OTKasze B
OpraHu3alMi TaKOH SKCHEPTU3bl. YIOJHOMOYECHHBIN (enepalabHblii OpraH MCIOJHUTENIbHON BIAaCcTH
BO3BpAIllaeT 3asBUTEII0 YKa3aHHbIE OKYMEHTbl B TEUEHHUE JECATU pabouumx JHEH CcO JHS TMOIy4YeHHS
COOTBETCTBYIOLIETO 3apOca 3asBUTEIS.

(uactp 6 BBeneHa denepanbHbiM 3aKk0HOM 0T 02.08.2019 N 297-03)

Cratbs 20. 3KCI19pTM3a AOKYMEHTOB, npeactTaBrieHHbIX AnA onpepeneHus
BO3MOXHOCTW paccMaTpuBaTb NeKapCTBEHHbIA npenapat Ans MeAULUHCKOro NpuMeHeHusi
npu  OCyLleCcTBMIEHUM rocyfapCTBEHHOM perucTpaumm B  KayectBe  opchaHHOro
NeKapCcTBEHHOro npenapara

(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

l. DkcnepTuza OOKYMEHTOB, MPEACTABICHHBIX IS OINPEACIICHUs BO3MOXHOCTH pacCMaTpUBATH
JIEKapCTBEHHBIM mpenapar ISl MEIUUMHCKOrO NPUMEHEHUS IpU OCYLIECTBICHUM TI'OCYJIapCTBEHHOM
perucTpanuu B KadecTBE Op(AHHOTO JIEKApPCTBEHHOTO IIperapaTa, COCTaBICHHE KOMHCCHUEH DKCIIEPTOB
3aKJIFOYEHUsT O BO3MOYKHOCTH WJIM HEBO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM mpenapar s
MEJHUIIMHCKOTO TPHUMEHEHUS! MPHU OCYIIECTBIEHUU TOCYJapCTBEHHON pEerucTpaluu B KauecTBe Op(aHHOTO
JIEKapCTBEHHOT'O TpernapaTa ¥ HalpaBJICHHE TaHHOTO 3aKJIIOYEHUS B YIIOJHOMOYCHHBINA (penepaibHbIi OpraH
UCTIOTHUTENFHON BIACTH OCYLIECTBISIOTCS B CPOK, HE MPEBBIMIAIOUINI TPUALATH padOYuxX AHEH co IHS
MOJIyYEHHUS HKCIIEPTHBIM YUPEKACHUEM 3aJJaHUs YIIOJIHOMOUYEHHOTO (heepaabHOr0 OpraHa MCIONTHUTEIHHON
BJIaCTU U B BJIGKTpOHHOfI (I)OpMe WX Ha 6YMa)KHBIX HOCHUTCIIAX HGO6XO[[I/IMBIX JOKYMCHTOB, YKA3aHHBIX B
nyHkTax 1, 2,5, 6, 10 yactu 4 u B yactu 7 ctatbu 18 Hacrosmero @eaepanbHOro 3aKOHA.

2. JIOKyMEHTBI, CcOJepXkaluecss B PETUCTPAlMOHHOM JOCh€ Ha JIEKApCTBEHHBIM TMpenapar |
MOCTYNUBIINE HA OyMaKHBIX HOCUTENSX B OKCHEPTHOE YUPEKICHHUE ISl OCYLIECTBICHUS UX SKCIIEPTU3BI [
ONpeIeJIeHUs] BO3MOKHOCTU pacCMaTpUBaTh JICKAPCTBEHHBIM NIpemnapar sl MEIULMHCKOTrO MPUMEHEHHUs B
KauecTBe Oop(haHHOTO JIEKAPCTBEHHOTO Mpernapara, MoJUIeskaT BO3BpaTy B YIMOIHOMOYEHHBIN (enepaabHbIi
OpraH MUCIOJHUTEIBHOM BJIACTH OJJHOBPEMEHHO C 3aKIIOUYECHHUSMHU COOTBETCTBYIOIIMX SKCIIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JiIeKapCTBEHHbIA npenapaTt npu
OCYyLEeCTBSIEHUN FOCyAapCTBEHHOM peructpauum B KadyectBe opdaHHOro rieKapcCTtBeHHOro
npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cpok, He TIpEeBBIIAONINN TATH pabOYUX JHEH CO JTHS MOTYyYEHHUS 3aKJII0OUCHUS], YKa3aHHOTO B YaCTH
1 crateu 20 HacTosmero deaepaqbHOrO 3aKOHA, YMOJHOMOYCHHBIN (efepalbHbIl OpTaH HCIIOJHUTEIbHON
BJIACTU OCYILECTBIISIET OLICHKY IOJIyYEHHOTO 3aKJIIOUYEHUs JJIsl ONPEACIICHUs] €r0 COOTBETCTBHS 3a/IaHUI0 Ha
MPOBEJICHNE COOTBETCTBYIOIIEH OJKCHEPTHU3bl U YBENOMIISET 3asBUTENs B SJEKTPOHHOW Qopme I Ha
OyMa)XHOM HOCHUTENE O pe3yJbTaTax MPOBEACHHON HKCIEPTU3bl C MPHIOKEHHEM KOMHUU JKCIEPTHOTO
3aKJIIOYCHUsT (C COXpaHEHHWEM KOH(MUICHIMATLHOCTH WH(OPMAIIMU O COCTaBE SKCIEPTHOW KOMHUCCHUH) H O
BO3MOXHOCTH WJIM HEBO3MOXHOCTHM pacCMaTpuBaTh JIEKAPCTBEHHBIA Ipenapar Uil MEIULIHHCKOIrO
MIPUMEHEHHUS TIPU OCYIIECTBJICHHH TOCYJApPCTBEHHOW PETHCTpalid B KauyecTBE Op(aHHOTO JIEKapCTBEHHOTO
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npenapara.

2. Ilpu BhIHECEHHH KOMUCCUEN SKCIIEPTOB 3aKIIOUEHHUS O BOBMOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBII
npenapatr il MEAUIUMHCKOTO IMPUMCHCHUA NIPU OCYHICCTBICHUN FOCyI[ﬂpCTBCHHOfI pEerucTpalii B Ka4CCTBC
op(haHHOTO JIEKApPCTBEHHOTO IperapaTa yIOJTHOMOYCHHBIA (eIepabHbIi OpraH UCTIOJHUTEILHOW BIACTH B
CpOK, HE HpeBI)IIHaIOI]_[I/Iﬁ IIATH pa60q1/1x lIHeﬁ CO JHA IMMOJTYYCHHA NAHHOT'O 3aK/IIIOYCHHA, IPUHUMACT PCIICHUC
O BbIJAU€ 3aJaHUs HA NPOBEICHHE HSKCIEPTU3bl KadecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCIEPTHU3bI
OTHOLLUEHUS OKHUJAEMOH TMOJb3bl K BO3MOXHOMY PHUCKY MPUMEHEHHUs JIEKapCTBEHHOIO Mpernapara ajs
MEIMIMHCKOTO MPUMEHEHUS B IMOPSAAKE YCKOPEHHOM IMPOLEAYPHI SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA B
COOTBETCTBHUU CO CTaTbei 26 HacTosiero deaepalbHOro 3aKOHa.

3. B cinydae mpuHSTHS pelIeHHs O HEBO3MOXXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemapaT Ui
MEJUIIMHCKOTO MPUMEHEHUS! MpPHU TOCYJapCTBEHHOM pEerucTpanuy B KauecTBe Op(aHHOIO JEKapCTBEHHOI'O
npenaparta YIOJHOMOYEHHBIH (enepalbHblii OpraH HCHOJHUTENbHOM BIIACTH NpEKpalaer Mpoueaypy
TrOCYJapCTBEHHON  pEerucTpaluy JIEKApCTBEHHOrO Iperapara. 3asBUTENb  BIpaBe OOpaTUThCS B
PETUCTPUPYIOLIMI OpraH C 3asBICHUEM O TOCYAAPCTBEHHOW PETHUCTPALMM YKa3aHHOTO JIEKAPCTBEHHOIO
IpenapaTa B COOTBETCTBHHU €O cTraThell 18 Hacrosmero denepanbHOro 3aKOHa.

CraTtba 22. YTpatuna cuny ¢ 1 vionsa 2015 ropa. - ®eagepanbHbiv 3aKoH oT 22.12.2014 N
429-P3.

CraTtbs 23. JKkcnepTM3a KavyecTBa JIeKapCTBEHHOro cpencTBa U 3KCNepTU3a OTHOLUEHUSA
oXuaaemou Mosb3bl K BO3SMOXHOMY PUCKY MPUMMEHEHUs1 fieKapCTBEHHOro npenapara ans
MeAULMHCKOro npumMmeHeHus

(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. OxcnepTu3a KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOLIECHUS OKUIAEMOW IOJB3bI K
BO3MOYKHOMY PHUCKY IIPUMEHEHUs JICKaPCTBEHHOTO IIpernapara Juisi MEJUIUHCKOIO0 IIPUMEHEHUS, COCTaBIICHUE
KOMMCCHUAMHU D3KCIEPTOB 3aKIIOYEHUN 110 pe3yJbTaTaM IIPOBEICHHBIX JKCIIEPTU3 W HAMPABICHHE JTHUX
3aKJIIOYEHUH B YIIOJIHOMOYEHHBIN (hefepaabHblii OpraH UCIOJHUTEIbHON BIACTU OCYLIECTBIISIOTCS B CPOK, HE
MIPEeBBIIAIONINM cTa AecATH padounx JHEN CO JHS MOTYUYEHHs SKCIEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOIIETO
3aJjaHus YIIOJIHOMOYEHHOIO (eIepalbHOr0 OpraHa MCHOJHUTENbHOM BIAaCTH M HEOOXOAUMBIX JIOKYMEHTOB B
JIEKTPOHHOU (popMe WM Ha OyMaXKHbIX HOCUTEIISX.

2. B TeueHue AEBSIHOCTA JTHEH CO JHA MOJyYEHHs PEIICHUS YIOJHOMOUYEHHOTO (hefepalibHOrO OpraHa
WCIIOJIHUTEJIBHOM BJAacTH O IPOBEIEHUM OHKCIEPTHU3, NPEJYCMOTPEHHBIX 4YacTbio | HacToslel crarbu,
3asiBUTENb MPEJACTABIACT B OKCIEPTHOE YUPEKIACHUE UL MPOBEACHUS DKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHOIO
cpelacTBa 00paslibl JIEKApCTBEHHOTO IIpernapaTa Jii MEIUWIUHCKOTO MPUMEHEHHs, NPOU3BEIACHHOIO B
COOTBETCTBUM C TPEOOBAHUSAMHM OINBITHO-IPOMBIIIJIEHHOTO M (WJIM) IPOMBILIUIEHHOIO PErJIaMEHTOB,
YTBEPKACHHBIX PYKOBOJIUTEJIEM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, @ TAaKXKE B COOTBETCTBYIOLIMX
ciydasix o0Opasipl (papmaneBTHUECKOM cyOcTaHIMM, TeCT-IITaMMa MUKPOOPTaHM3MOB, KYJIbTYPHI KJIETOK,
00pa3ubl BEIIECTB, MPUMEHSIEMBIX Ui KOHTPOJS KauecTBa JICKAPCTBEHHOTO CPEACTBA IIyTEM CPAaBHEHUS C
HUMHU HCCJIEyeMOIro JIEKAPCTBEHHOI'O CPEACTBA, B KOJWYECTBAX, HEOOXOIUMBIX MJIi BOCHPOM3BENEHUS
METOJ0B KOHTPOJISI KAYECTBA.

3. Ilpu mnomydyeHun oOpa3LOB JIEKApPCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIMU
9KCHEPTHOE YUPEXKIEHHE BbIIACT 3asIBUTEIIO JTOKYMEHT, TOATBEPKAAIONINH M0JTyueHHE yKa3aHHbIX 00pa31ioB,
U B CPOK, HE IMPEBBIAIOUINNA TpeX pabouux IHEH, yBEIOMIISET B 3JCKTPOHHOHM (opme miu Ha OyMakHOM
HOCHUTEJIE 00 3TOM YIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCIIOTHUTEIBHOM BIACTH.
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4. VYxazaHHble B 4YacTsAX 2 W 3 HACTOSIEH CTAaThU CPOK ISl MIPEICTaBICHHS 3asBHTEIEM 00pa3lioB
JICKapCTBEHHOTO Tmpemnapara ¥ (apManeBTHYeCKOW CYOCTaHIIMM W CPOK YBEIOMIICHHUS OSKCIEPTHBIM
yUpekACHHEM 00 3TOM Ha OyMa)kHOM HOCHUTEIE YHOJHOMOYEHHOTO (peepabHOTO OpraHa MUCIIOIHUTEILHON
BJIACTH HE BKIIIOYAIOTCSI B CPOK MPOBEJICHUS SKCIIEPTU3, MPETyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH.

5. JIOKyMEHThI, TMOCTYNUBIIME B OKCHEPTHOE YUpPEXKACHHE Ui TPOBEACHUS IKCIEPTH3,
IPEeyCMOTPEHHBIX YacThi0 | HacTosIEed CTaThbH, MOJUIeKAT BO3BpATy B YIMOJTHOMOYEHHBIH (eaepanbHbIi
OpraH UCIIOJIHUTEJIbHOM BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU, [OJYYEHHBIMH IO pe3yjbTaTaM
COOTBETCTBYIOIINX IKCIIEPTH3.

Cratbs 24. dKcnepTn3a KavyecTBa JIeKapCTBEHHOro cpeacTBa U 3KCNepTu3a OTHOLWIEHUNA
OXWAaemMoMn NOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapara Ans
BeTePMHAPHOIro NPMMeHeHUsA

1. DxcnepTu3a KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIEPTH3a OTHOIIECHUS OKUIAEMOW IOJb3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHMS JIEKAPCTBEHHOT'O IIpenapara Jjisi BETEPUHAPHOTO IPUMEHEHHUs], COCTaBIICHUE
KOMMCCHSMHM JKCIEPTOB 3aKIIOYEHMM II0 pe3yJibTaTaM YKa3aHHBIX OKCIIEPTU3 M HAIPaBICHUE TaKUX
3aKJIIOUYEHUH B YIIOJTHOMOYEHHBIN (hefiepaabHblii OpraH UCIOJHUTENBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
NPEBBIIAIOIINNA CTa JecATH pabouyMx JHEH co JHSA TONy4eHHUS SKCIEPTHBIM YUPEKICHUEM 3a/laHus
YIOJIHOMOYEHHOTO (heiepaIbHOTO OpraHa UCIOJHUTEIbHOM BIACTHU C JOKYMEHTaMH, YKa3aHHBIMHU B 4acTu 3
ctatbi 17 HacTosmero denepagbHOro 3aKOHa.

(B pen. @enepanbbix 3aKkoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue Tpuanatd pabouux THEH CO JHSI MONYYCHHS PEIICHUS YIOTHOMOYEHHOTO (eIepabHOTO
opraHa WCIIOJTHUTEIIBHOW BJIACTH O TPOBEJACHUHM YKAa3aHHBIX B YacTH | HACTOSAIMIEH CTAaTbU DKCIEPTH3
3asiBUTEIIb MPEACTABISET B OKCIEPTHOE YUPEKICHHUE AJIsl POBEACHUS SKCIEPTU3bI KauecTBa JIEKaPCTBEHHOTO
cpenctBa oOpa3ipl JIEKAPCTBEHHOT'O IMpernapara s BETePUHAPHOTO TMPUMEHEHUs, MPOU3BEIECHHOTO B
COOTBETCTBUM C TPEOOBAHUSAMU TEXHOJIOTUYECKUX PETIAMEHTOB, YTBEPXKICHHBIX PYKOBOAHTEIEM
MPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB, a TAaKXKE B COOTBETCTBYIOIIMX CIIy4yasiX TeCT-IITaMMBI
MHUKPOOPTaHU3MOB, KYJbTYphl KIETOK, 00pasibl (apmaneBTHUYeCKOW CyOCTaHIMM, OOpa3ibl BEIIECTB,
MIPUMEHSEMbIC 1 KOHTPOJISI KadyecTBa JICKAPCTBEHHOTO CPEACTBA, B KOJWYECTBAX, HEOOXOIUMBIX JJIS
BOCIPOM3BEICHUS METOZ0B KOHTPOJISI KA4eCTBa.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

3. Ilpu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO mpenapata U (apMaleBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEKICHHE BBIIACT 3asBUTEIIO JIOKYMEHT, TOATBEPKAAIONINH MOTyuYeHHE YKa3aHHBIX 00pa3IioB,
U B CpOK, HE TPEBBIAIOIIMN Tpex pado4ynx IHEH, yBEAOMIIIET B TNHChMEHHOH ¢Gopme 00 3SToM
YIOJIHOMOYEHHBIN (enepalbHbIi OpraH UCIIOTHUTEILHON BIACTH.

4. Cpok amnsi mpecTaBIeHHs 3asBUTENEeM 00pa3loB JIEKapCTBEHHOTO IpernapaTta U (apMaleBTHUeCKON
CyOCTaHIIMM M CPOK YBEIOMIICHHS OKCIEPTHBIM YUpeXJACHHEeM 00 JTOM B MHUCBMEHHOU Qopme
YIOJIHOMOYEHHOTO (pe/iepaibHOT0 OpraHa MCIOJHUTENbHON BIACTH, YKa3aHHbIE B YacTsIX 2 M 3 HacTosmIen
CTaTbH, HE BKIIIOYAIOTCS B CPOK IIPOBEJICHUS YKAa3aHHbBIX B YAaCTH 1 HACTOSAIIEH CTaThU 3KCIEPTU3.

5. JIOKyMEeHTBI, TIOCTYIIMBIIME B DKCIIEPTHOE YUYPEXKACHHWE I NPOBEICHUS YKA3aHHBIX B 4acTu |
HACTOSIIEH CTaThbM OKCIEpPTH3, TOJUIeKaT BO3BpaTy B  YIOJHOMOYEHHBIH (enepanbHbBIi  Oprax
VCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YJIbTaTaM YKa3aHHbBIX SKCIIEPTU3.

Cratba 25. [NloBTOpHOE NpoBeAeHne 3KCnepTU3bl IeKapCTBeHHbIX CPeacTB
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cimyyasx HeZOCTaTO4YHOM OOOCHOBAHHOCTH HJIM HEMOJHOTHI 3aKIIOYCHUS KOMHCCHU SKCIIEPTOB,
HaJIN4Yrg B HCM INPOTUBOPCUYUBLIX JAHHBIX, q)aJ'II)CI/I(l)I/IKaIII/II/I BBIBOJIOB 3KCIICPTHU3BI JICKAPCTBECHHOI'O CPCACTBA,
COKPBITUSI OT YITOJTHOMOUYEHHOTO (henepansbHOr0 OpraHa WCIOJIHHUTEIBHOW BIIACTH OCHOBAHWW JUIS OTBOJIA
JKCIIepTa BCIEACTBHE €r0 3aMHTEPECOBAHHOCTH B pPE3yJbTaTaX COOTBETCTBYIOIICH SKCIEPTHU3bI, HATHYUS
JaHHBIX O TPSIMOM JTIMOO KOCBEHHOM BMEIATENbCTBE B IMPOILIECC COOTBETCTBYIOLIEH SKCIEPTHU3BI JIUI, HE
YUacTBYIOUIMX B €€ MPOBEACHUHM, HO OKAa3aBIIMX BIMSHUE Ha MNPOIECC M PE3yJNbTaThl €€ INPOBEICHHUS,
YHOJHOMOYCHHBIM d)ellepaHLHbIM OopraHom WCITIOJTHUTEILHOM BJIACTH Ha3HA4YaeTCs IOBTOpHAaA JSKCICPTHU3A
JIEKapCTBEHHOT'O CPEACTBA U (WJIM) ATHUECKAsl HKCIIEPTU3A.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. TloBTOpHas SKcHepTHU3a JIEKAPCTBEHHOI'O CPEJICTBA HPOBOJUTCA C YYETOM pE3yJIbTaTOB paHee
NPOBEIEHHOM 3KCIEPTU3bl B CPOK, YCTAaHOBJIIEHHBIH YHNOJHOMOYEHHBIM (efepalbHbIM  OpraHoOM
WCTIOJHUTENIBHOM BIIACTM M HE MPEBBIMAIOMIMNA TPUALATH pabOuYMX JHEW CO JHSA MOJYYCHHS SKCIEPTHBIM
YUpEXKJIEHUEM 3aJaHUsI HA IPOBEJCHUE TIOBTOPHOM 3KCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. @dwunHaHCOBOE OOCCIICUCHUE BBITOJIHCHUS 3aJaHUS Ha MPOBEJICHHUE TIOBTOPHOH 3KCIEPTH3BI
JICKapPCTBEHHOT'O CPEJICTBA HE OCYIICCTBIIICTCS.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 26. YckopeHHas npoueaypa 3KCnepTusbl JIeKAPpCTBEHHbIX CPeAcTB

1. YckopeHHas Tmporeaypa OdKCIEPTH3Bl JICKAPCTBEHHBIX CPEJICTB B ICNAX TOCYJAapPCTBEHHOMN
pPETHCTpalMK  JICKAPCTBEHHBIX IPEMapaToB IMPUMEHSCTCS B OTHOMICHHHM OpQaHHBIX JIEKapCTBEHHBIX
NpenapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX IPEMapaTtoB, perucrpupyembix B Poccuiickoit deneparyu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaTroB, OYEPETHOCTh KOTOPBIX OMpeAeNseTcs B
COOTBETCTBUU C HOMEPOM U JaTOH BXOJSIINX 3asBJICHUN O TOCYJapCTBEHHOUW PErucTpaIiy JIEKApCTBEHHBIX
MpermapaToB B paMKax OJHOTO MEXKIYHAPOJHOTO HEMATCeHTOBAHHOTO HAWMEHOBAHHS JICKAPCTBEHHOTO
mpernapata WIM TPYyNIHPOBOYHOTO HAMMEHOBAaHUS JICKQpPCTBEHHOTO TIperapara, W JICKapCTBEHHBIX
IpernapaToB, IpeIHA3HAYCHHBIX HCKITFOUUTEIIBHO JIJIs IIPUMEHEHUST HECOBEPIIICHHOJICTHUMH TpakIaHaAMHU.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

2. yCKOpCHHaH npoacaypa SKCHEPTU3LL JICKAPCTBCHHBIX CpPCACTB B HCIIAX FOCYI[apCTBeHHOﬁ
PErucCTpairu JICKAPCTBCHHLIX IMPCIIApaTOB HE ITPUMCHACTCA B OTHOILICHU U

1) 6roananoroBeIx (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpernapaToB (3a UCKIIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpernapaToB);

3) BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB (3a UCKIIOYEHUEM MEPBLIX TPEX PErHMCTPUPYEMBIX B
Poccuiickoit denepannn B KadyecTBE BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPEMApaTOB M JIEKAPCTBEHHBIX
IIpenapaToB, IPeIHA3HAYEHHBIX UCKJIFOUNTENBHO JJIs IPUMEHEHUSI HECOBEPIIEHHOJIIETHUMU TPakIaHAMH );

4) HOBBIX KOMOMHAIUI 3apPETUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MIPENapaToB;

5) nekapCTBEHHBIX IPEnapaTroB, 3aperuCTPUPOBAHHBIX paHee, HO MPOU3BEACHHBIX B JAPYTUX
JIEKapCTBEHHBbIX ()OPMAaX B COOTBETCTBUU C IE€PEYHEM HAUMEHOBAHMH JIEKAPCTBEHHBIX (OpPM M B HOBOH
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JI03UPOBKE.
(uactb 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHass npoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAMUTCS IO PELICHUIO
COOTBETCTBYIOLIETO YIMOJIHOMOYEHHOrO (elepaabHOr0 OpraHa MCIOJHUTEIbHONM BIACTH HAa OCHOBAHUU
3asIBJICHUS 3asiBUTENII B CPOK, HE MPEBBIMIAIONINI BOCbMHJECATH pabouux nHed. Ilpu sTom skcmepTusa
JOKYMEHTOB, COACPKAIUUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapar, POBOJUTCS B CPOK,
HE MPEBBIIIAIONIUI ecaTH pabouux THEH, SKCHepTH3a KauecTBa JIEKAPCTBEHHOI'O CPEJACTBA M IKCIEPTHU3A
OTHOILIEHHUS OXKHIa€MO MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE TPEBBIIAIOIINHI MECTUECATH PadOUHX JTHEH.

(dactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHomeHuu op(aHHBIX JIEKAPCTBEHHBIX IMPENapaToB MOTYT OBITh NMPEACTABIEHBI PE3yIbTAThI
JOKIIMHUYECKUX HCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
npenapaToB sl MEIUIMHCKOIO IMPUMEHEHMs, BBIIOJIHEHHBIX 3a mpenenamu Poccuiickoit denepanuu B
COOTBETCTBHUHM C MpaBUJIaMHU HaJUIexkKallel J1abopaTopHON MPaKTUKK U MpaBUJIaMHU HaJyIexkallell KIMHUIeCKON
MIPaKTUKH.

(uactsp 3.1 BBeneHa @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

4. YckopeHHas TIporeaypa OSKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOJIUTCA B  TOPSIJIKE,
yCTaHOBJICHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosmero denepaqbHOr0 3aKOHA, U HE O3HAYAET CHUKCHUS
TpeOoBaHMil Kk 6€30MaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPEMapaToB.

CraTtbsa 27. PewweHune o0 rocyaapCTBEHHOW perncTpauuvm nekapcTBEHHOro npenapara

1. B cpok, He TPEBBHINAIOMNNA JECATH PadOYMX HEW CO JHSA TOJYyYCHHS 3aKIFOYCHUH KOMUCCHH
SKCHEPTOB IO pe3yjbTaTaM 3KCIEPTHU3bl KAaYeCTBA JIEKAPCTBEHHOI'O CPEICTBA M JKCIEPTU3bl OTHOLIEHUS
0’)KMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHHs JIEKaPCTBEHHOTO Ipenapara, COOTBETCTBYIOLIUN
YIOJTHOMOYEHHBIN (peiepalbHbIi OpraH UCTIOTHUTEILHON BIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmemaer Ha cBoeM oduimaibHOM caiite B cetd "MHTepHET" COOTBETCTBYIOIIUE 3aKIIOUYCHUS
KOMHCCHH SKCIIEPTOB U OCYIIECTBIIIECT WX OLECHKY JUISl ONPECIICHHs] COOTBETCTBHSI 3aJaHUI0 HA TIPOBEJICHHE
3TUX JKCIIEPTU3;

(m. 1 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NPpUHUMAET PEelICHUE O TOCYAAPCTBEHHOM perucTpaluy JeKapCTBEHHOro MpenapaTa uin 00 oTKase B
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

3) BHOCUT IpH NPUHATUU PEIICHHS O TOCYAAPCTBEHHOW pEerucTpanyy JIEKapCTBEHHOTO Ipernapara
JaHHBIE O 3aPErHMCTPUPOBAHHOM JIEKAPCTBEHHOM Ipernapare, B TOM Yucie O (papMaleBTUYeCKOW CyOCTaHIINH,
BXOJIIIEM B COCTaB JICKAPCTBEHHOIO IIpenapaTa, B T'OCYJAapPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB U
BBIJJaCT 3asBUTENIO PETUCTPAILMOHHOE YJOCTOBEPEHHE JIEKAapCTBEHHOro IIpemapara, (opma KOTOpOro
YTBEP)KJIAeTCsS YIOJHOMOYEHHBIM (e/lepajbHbIM OpraHOM HCIOJHUTEIbHON BIIACTH, COIJIACOBAHHBIC
HOPMAaTUBHYIO JOKYMEHTAL[MI0, HOPMAaTUBHBIA JOKYMEHT, MHCTPYKLHIO 110 IPUMEHEHUIO JIEKAPCTBEHHOI'O
IpernapaTa U MakeThl IEPBUYHON YIaKOBKU U BTOPUYHOM (OTPEOUTEIHCKOM) YIIAKOBKH C YKa3aHUEM Ha HUX
HOMEpa PErHCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO IIpernapara W JaTbl €ro ToCyAapCTBEHHOU
pEerucTpanyy UiM B Cilydyae NPUHATHS pelieHus o0 0TKa3e B FOCYJapCTBEHHOM perucTpaluy JeKapcTBEHHOTO
npenapaTta yBeJOMJIsieT B MMCbMEHHON (hopMme 3asBUTENsS 00 3TOM C yKa3aHMEM MPUYMH TaKOro OoTKasza. 3a

www.consultant.ru CrpaHuua 49 us 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BbIJJauy PErMCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara B3MMaeTcsl TOCYAapCTBEHHAas
MOIIUIMHA B COOTBETCTBUU C 3aKOHOIaTeNbecTBOM Poccuiickoit deneparyu o Hanorax u coopax.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHoBaHWMeM M OTKa3a B TOCYAApPCTBEHHOW pErHCTpAllMM JIEKApCTBEHHOTO IIperapara Jyis
MEJIHUIIMHCKOTO TIPUMEHEHUS SBISIETCS 3aKIIOUYEHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (eIepaTbHOro
OpraHa HCHOJIHUTEIbHOW BIACTM O TOM, YTO KadecTBO U (Wiau) 3((PEKTHBHOCTh PETHCTPUPYEMOTO
JIEKapCTBEHHOTO TperapaTa Uil MEIUIMHCKOTO MPUMEHEHHsS HE MOATBEPIKAEHBI MOTYYEHHBIMU IaHHBIMH
WINM YTO PUCK NPUYMHEHUs BpeAa 3/I0pOBbIO UEJIIOBEKA BCIIEACTBUE MpUEMa JIEKApCTBEHHOTO Mpernapara s
MEJIULMHCKOTO MPUMEHEHHS PEBhIMAET 3P (HEKTUBHOCTH €0 IPUMEHEHUSI.

(uactsp 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. ITloBTOopHOE TmpencTaBiIeHHE B COOTBETCTBYIOLIMI YIOJIHOMOYEHHBIH (enepanbHblii  opraH
UCIIOJIHUTENILHOW BJIACTH JICKAPCTBEHHOI'O Ipernapara, B OTHOUIEHUHM KOTOPOro IIOJY4YeH OTKa3 B
rOCYJJapCTBEHHON PErucTpany M KOTOPBIA BIOCIEACTBUM MOJBEpPrcss M3MEHEHHWIO B YaCTH €ro COCTaBa,
paccmaTpuBaeTcsi Kak IpEACTAaBIEHUE HOBOIO JIEKapCTBEHHOIO IIpemapaTa Ha €ro TIOCyIapCTBEHHYIO
perucTpanmio He3aBUCUMO OT COXPAHEHUSI €0 IEPBUYHOIO0 HAUMEHOBAHUS.

(dactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. I1pu npeaoCcTaBICHUH 3asIBUTEIIEM B COCTaBE PETHUCTPAIIMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN MperapaT
JUISL  BETEPUHAPHOTO TPUMEHEHHUS KOIMWW  PEUIeHUs  YIOJIHOMOYEHHOTO  (emepanbHOrO  OpraHa
UCTIOTHUTENFHOM BJAacTU O MPOBEIECHUU WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB CPOK
MPUHATHS PEUIEHUST O TOCYJapCTBEHHOM pEerucTpaluu JEKapCTBEHHOIO IpernapaTta AJis BETEPUHAPHOIO
MIPUMEHEHHUS PUOCTAHABIMBAETCS CO JIHS MOJTYUYEHUS 3aKII0OUYEHUHN, YKa3aHHBIX B YaCTU | HACTOSILEN CTaThH,
N0 JTHSI TIPUHSTHS YIIOJTHOMOYEHHBIM (heliepaibHbIM OPTaHOM HMCIIOJHUTEIHHOM BIIACTH PEIIEHUS O BbIJayue
uau 00 O0TKa3e B BBIJIAYE 3aKIFOYCHUS O COOTBETCTBHH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
MpaBWJI HA/IJISXKAIICH MPOU3BOICTBEHHOM MMPAKTUKHU, HO HE 00Jiee YeM Ha CTO BOCEMbJICCAT PaOOUYNX JTHEH.
(uacts 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHueM I OTKa3a B TOCYJapCTBEHHOM pErucTpalMyd JIEKapCTBEHHOTO Ipenapara A
BETEPUHAPHOTO  MPUMEHEHUS  SBISETCS  3aKIIOYCHHE  YIMOJTHOMOYEHHOTO  (perepalibHOTO  OopraHa
WCTIOJTHUTEIIBHON BIIACTH O TOM, YTO Ka4yecTBO U (W) 3PPEKTUBHOCTh PETUCTPUPYEMOTO JICKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS HE TMOATBEP)KICHBI TMOJYYCHHBIMH ITaHHBIMA WU YTO PHUCK
NPUYMHEHUS Bpela 370pPOBbI0 KHUBOTHOTO BCIEJACTBHE TIpHeMa JICKapCTBEHHOIO Tperapara s
BETEPUHAPHOTO TMPUMEHEHHUS NpeBbIaeT 3()pPEeKTUBHOCTh €ro NPUMEHEHHS, OTKa3 YIMOJTHOMOYEHHOTO
(deneparbHOrOo OpraHa WCIOTHUTEIBHOW BIACTH B BBIJAYE 3aKIIOYCHHUS O COOTBETCTBUM MPOU3BOAUTENS
JICKApPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPABHII HAJUICKANICH MPOU3BOACTBCHHON MPAKTUKU JUIS KaKIOU
MPOU3BOJCTBEHHON TUIOMIAIKA PETHUCTPUPYEMOrO JIEKQpCTBEHHOTO Tperapara Juisi BETEPHUHAPHOTO
MPUMEHEHUS B ClIydae, €CJIM MPOM3BOJICTBO JIEKAPCTBEHHOIO TIperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
OCYIIECTBIIsIeTCA 3a npeaenamu Poccuiickoit depepannu, Ui OTCYTCTBUE TAaKOTO 3aKIIFOUCHHUS.

(uacts 5 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Cratba 27.1. Tlopsgok onpeneneHMs B3aMMO3aMEHAEMOCTU  JIeKapCTBEHHbIX
npenapaTtoB AN MeOULUHCKOro NpUMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. B3anmo3aMeHseMOCTb JIEKapCTBEHHBIX MPEnapaToB A MEJUIMHCKOTO IPUMEHEHHUS OTIPEeIseTCs B
nopsiake, ycraHoneHHoM [lIpaBurenscTBoM Poccuiickoit denepanuy, Ha OCHOBaHHMM CIEAYIOIINX
apaMeTpoB:
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" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) 5KkBUBaJIEHTHOCTH (711 OMOAHANOTOBBIX (OMOIMOIOOHBIX) IEKAPCTBEHHBIX MpemapaToB (O1oaHaIoOroB)
- COMOCTaBHMOCTh) KA4YE€CTBEHHBIX W KOJIMYECTBEHHBIX XapaKTEPUCTUK (apMaleBTUUECKUX CyOcTaHIuit
(ucmonp30BaHUE Pa3IMYHBIX COJEH, 3(DUPOB, KOMIUIEKCOB, M30MEPOB, KPHUCTAUIMYECKUX (DOpM U APYyTrUX
MPOM3BOJIHBIX OJHOTO W TOTO K€ JCHCTBYIONIETO BEIISCTBA HE SBISACTCA MPEHSATCTBHEM IS
B3aMMO3aMCHICMOCTH  JICKAPCTBEHHBIX  TpErapaToB, €CIM  NPU  TPOBEJACHUHM  HCCIICIOBaHUS
OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOT'O TMperaparta WIM B CIy4ac HEBO3MOXKHOCTH TIPOBEICHUS 3TOTO
UCCIICIOBAaHHUS TIPU TPOBEJACHUU HCCIICAOBAHMS TEPANeBTUYECKONW HSKBHBAJCHTHOCTH JICKAPCTBEHHOTO
mpernapara JI0Ka3aHo OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX paznuinii papMakoKWHETHKHU U (1K) 6e30MacHOCTH
1 3¢ PEKTUBHOCTH JIEKAPCTBEHHOTO TIperapaTa Jisi MeTUITUHCKOTO MPUMEHEHHUS);

2) SKBHUBAJIEHTHOCTb JIEKAPCTBEHHON (OpMbI (IO SKBUBAJIEHTHBIMU JIEKAPCTBEHHBIMH (opMaMu
MMOHUMAIOTCSI pa3Hble JICKapCTBEHHBIE (DOPMBI, MMEIOIINE OJWHAKOBBIE CIOCOO BBEACHUS M CHOCO0
OpUMEHEHHUs,  00JaJarollue  COMOCTaBUMbIMU  (DAPMAKOKMHETHYECKHMMH  XapaKTepUCTUKAMH U
(hapMaKoIOTHYECKUM JEHCTBHEM M OOECHEeYMBAIOIINE TaKXKe MOCTHKEHHE HEOOXOAMMOIO KIMHUYECKOTO
s dekra. Paznuuus nekapcTBEHHBIX (GOPM HE ABISIOTCS MPEMSATCTBUEM JUISI UX B3aUMO3aMEHSEMOCTH, €CIIU
IpU TPOBEJCHUU HCCICAOBAHUS OWOIKBHBAJICHTHOCTH JICKAPCTBEHHOTO IIpenapara MJIM B Ciydae
HEBO3MOXXHOCTH TIPOBEJICHUS OSTOTO WCCIICAOBAHUS TIPU TPOBENECHUH HCCICIOBAHUS TEPANeBTHUECKON
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIperapara J0Ka3aHO OTCYTCTBHE KIWHHYECKH 3HAYMMBIX Pa3IAIHl
(hapMaKOKMHETUKH U (MIK) 0€30macHOCTH U 3(PGEKTHBHOCTH JIEKAPCTBEHHOTO Mperapara Jijisi MEIUIIMHCKOTO
PUMEHEHU );

3) OSKBHUBAJIECHTHOCTh WJIH CONOCTaABUMOCTH COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOI'O
npenapara Jyisi MEIUIIMHCKOTO MPUMEHEHUsI (Pa3lInuusl COCTaBa BCIIOMOTATEIbHBIX BELIECTB JIEKAPCTBEHHOTO
npenapara Jyisi MEIUIIMHCKOTO MPUMEHEHUSI HE SIBIISTIOTCS MPETSTCTBUEM JUTS MX B3aUMO3aMEHSEMOCTH, €CITH
NPy MPOBEICHUH HCCICIOBaHUS OWOIKBUBAJIICHTHOCTH JICKAPCTBEHHOIO IMpenapara Ui MEIUIHHCKOTO
IPUMEHEHHs WJIM B Cllydae HEBO3MOXXHOCTH MPOBEICHUS JTOr0 HCCICIOBAHUS NPU POBEACHHU
VICCIIC/IOBAHHSI TEPANeBTUYCCKON OKBUBAJCHTHOCTH JICKAPCTBEHHOTO Iperapara Uil  MEIHMIHHCKOTO
NPUMEHEHHS JOKa3aHO OTCYTCTBHE KJIMHHYECKH 3HAYUMBIX pa3inyuil  (apMakOKMHETHKH U (W)
6e3omacHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO Ipernapara sl MEIUIMHCKOro npuMeHeHus. [Ipu stom
pa3Nuumusl COCTaBa BCIIOMOTATEIbHBIX BEIIECTB HE JOJDKHBI IPUBOIUTH K PUCKY BOSHUKHOBEHHS CEPbE3HBIX
HEXKENIATeIbHBIX PEaKIUi y OTICIbHBIX TPYIII MAIIMEHTOB WM TIOBBIIICHUS YaCTOTHI X BOSHUKHOBEHM);

4) HNJICHTHUYHOCTD crnocoba BBCACHUS U IIPUMCHCHUA,

5) OTCYTCTBHE KIIMHUYECKU 3HAYUMBIX Pa3IMuuil IPH MPOBEICHUH HCCIEA0BaHNUS OMO3KBUBAIEHTHOCTH
JICKapCTBEHHOTO Mpernapara WM B CIydae HEBO3MOXKHOCTH TPOBEICHHS ATOTO HCCIEAOBaHUS OTCYTCTBUE
KIIMHUYECKHN 3HAYMMBIX Pa3IMuuil oka3artenei 6e3onacHocTy U 3()(GEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara
TIPY TPOBEJICHUN WCCIICIOBAHMS TePANICBTUYECKON YKBUBAJICHTHOCTH. J|aHHBIN MapamMeTp He MPUMEHSETCS B
OTHOILIEHUHN BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX MPENApaTOB, YKa3aHHbIX B yacTu 10 ctateu 18 Hacrosmiero
®denepanbHOrO 3aKoHAa. B oTHOImEHMM OMOAHANOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TPEIapaToB
(6roaHanoroB) AaHHbIE 00 OTCYTCTBHHM KIMHUYECKU 3HAYUMBIX Pa3nuyuii 6e3omacHocTd, 3((HEKTUBHOCTH U
MMMYHOTE€HHOCTH JICKAPCTBEHHOTO Mpernapara Mo pe3ysibTaraM MPOBEACHUS KIMHHUYECKUX HCCIeIOBAHUN
MIPEIOCTABIISIOTCS B MOPSJIKE, YCTAHOBICHHOM HACTOSIIICH YacThIO;

6) COOTBETCTBHE MPOU3BOJIUTENS  JIGKAPCTBEHHOTO  CpeACTBa  TpeOOBaHMUSIM  HaJJIeXKaIleu
HpOI/ISBO)ICTBeHHOI\/'I IMPAKTHUKH.

2. CpaBHeHHE TMapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX MPENapaTtoB s MEIULUHCKOTO
OPUMEHEHHUS OCYIIECTBISETCS KOMHCCHEW OJKCIEPTOB OJKCHEPTHOTO YUPEXKACHUS TPHU MPOBEICHUU
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SKCHEPTU3bl TaKUX JIEKAPCTBEHHBIX IPENapaToB B MPOLECCE MX TOCYJAPCTBEHHOW perucTpanuu. BbIBObI
JKCIIEPTOB O B3aMMO3aMEHSIEMOCTH WJIM HEB3aUMO3AMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaTroB IS
MEUIIMHCKOTO IPUMEHEHUS, CICIaHHbIC B PE3YJIbTaTe ITOTO CPABHEHUS, OOPMIISIOTCS B BUJC MIPHIIOKEHUS
K 3aKIIOYEHUIO0 DJKCIIePTOB 1O (opme, YTBEPKICHHOW YIIOJIHOMOUYEHHBIM (eepaIbHBIM  OpTaHOM
HUCIIOJTHUTEILHON BJIACTH.

3. TTonoxeHus: HACTOALIEH CTaThbU HE PACIPOCTPAHSIOTCS Ha pedepeHTHbIE JIeKapCTBEHHbIE Ipenaparsl,
JIEKapCTBEHHBIE PACTUTENbHBIEC MpenapaThl, TOMEOMATUYECKUE JIEKAPCTBEHHBIC MIpenapaTsl U JIEKapCTBEHHBIE
mpemnapaThl, KOTOPbIE pa3pelieHbl Ui MEAWIIMHCKOro mnpuMeHeHus B Poccuiickoit ®enepaiuu Goiee
JBAJIATH JIET U B OTHOIICHUH KOTOPBIX HEBO3MOXKHO MTPOBEICHUE HCCIIETOBAHUS X OMOIKBUBAIICHTHOCTH.

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PerucrpanroHHOE yJ10CTOBEpEHHE JIEKAPCTBEHHOT'O Mpenapara ¢ yka3aHUEeM JIEKApCTBEHHBIX (HopM U
JI03UPOBOK BBIAAETCS OECCPOYHO, 33 HMCKIIOYCHHEM PETUCTPALMOHHOIO YIOCTOBEPEHHUsS JIEKapCTBEHHOTO
rpenapara, BbIIABA€MOI0 CO CPOKOM JACUCTBHUS IISITH JIET, Ha BIIEPBBIE perucrpupyemsle B Poccuiickont
denepanyy JEKaApCTBEHHBIE ITPENapaThl.

2. Ilo wcreyeHMM yKa3aHHOTO B dYacTH | HACcTOAMmIEH CTaThU CpOKa BBIIACTCS OeccpouyHOe
pETUCTPALIMOHHOE  yAOCTOBEPEHUE JICKAPCTBEHHOI'O IMpenapara MpH YCIOBUU MOATBEPXKACHUSA €ro
roCyJJapCTBEHHOU pEerucTparuu.

3. B ciyuyae BHeceHus B cooTBercTBHM cO cTaThimu 30 u 31 Hactosimero denepaibHOTO 3aKOHA
W3MEHEHUHN B COJEpIKAIMECs B PErUCTPALIMOHHOM JI0ChE Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar
JIOKYMEHTBI, 3aTParuBarOINX CBEIACHUS, OTPAXKEHHBIE B PErUCTPAIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO
npenapara, yIOJHOMOYEHHBIA  (elepaibHBIA  OpraH  HMCHOJHUTEIBRHON  BJIACTH  BBIJAET  HOBOE
PErUCTPaIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa, CoJiep)kKaiiee BHECCHHbIC B HETO H3MEHCHHSI.
(uacts 3 BBeneHna denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B ciyuae yTpaThl WIH MOBPEXKIECHUS PETHCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpemnapara
M0 3asBJCHUI0 B MUCBMEHHOW (opMme mAepiKaress WM BIaJeiblla PETUCTPAMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOT'0 Mpenapara Win YIOoJIHOMOYEHHOI0 UMH JPYroro IOpUAXYECKOro JHila O Bblaaue TyOaukaTa
PErUCTPAIlMOHHOTO YJIOCTOBEPEHMSI JIEKApCTBEHHOTO IIperapara YIOJHOMOYEHHBIN (enepanbHblii oprax
UCIIOJIHUTENILHON BJIACTH B CPOK, HE MPEBBIIAIOIINN JECITH pabouux AHEH CO JHS MOCTYMJICHUS 3asBJICHU,
BBIJIaeT 1yOJMKaT PerucTPallMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara. 3a Bbliady IyOnMkara
PETUCTPAllMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa B3MMAeTCs TIOCYJapCTBEHHAsl MOLUIMHA B
COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit @enepanuu o Hajorax u coopax.
(uactp 4 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [loaTBepXaeHuMe rocyfapCTBEHHOW perucTtpaumm  JneKkapcTBEHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TToaTBepkaeHNE TOCYIapPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO TpenapaTa OCYIIECTBIISIETCS NpU
BbIJ1aye OECCPOYHOTO PETUCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara B ciIyvae, yKa3aHHOM B
gactu 2 ctatbu 28 Hactosmiero denepanbHOr0 3aKOHA, B CPOK, HE MPEBBIMIAOIIAN MIECTUACCATH PabOunX
JTHEeW CO JHS TOJIyYEHHUS COOTBETCTBYIOIIUM YITOJHOMOUYEHHBIM (efiepalibHbIM OPraHOM HCIIOJHUTEILHOU
BJIACTH 3asBJICHUA O MOJTBEPXKIECHUM TOCYAAPCTBEHHOM PpErucTpaluy JIeKapcTBEHHOro mnpenapara. He
OCYIIECTBIISICTCS TIOATBEP>KICHHE TOCYIapCTBEHHON PETUCTPAIK B OTHOIICHUH JIEKAPCTBEHHOTO Mpernapara,

www.consultant.ru CrpaHuua 52 u3 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

HE HaxojuBIIerocs B oOpameHun B Poccuiickoii denepanuu B TeueHue Tpex U Oojee NEeT, a TaKkkKe B
OTHOIIICHUU JIEKaPCTBEHHOTO CPEACTBA, MPOM3BEACHHOTO C HapyIIEHHEM TpeOOBaHMs, YCTAaHOBIIEHHOTO
yacThio 3.7 cratbu 71 Hactosiero deaepanbHOro 3aK0Ha.

2. 3agBieHHE O NOATBEPKICHUM TOCYJapCTBEHHOM perucrpanyu JEKapCTBEHHOIO Ipernapara Ul
MEJUIIMHCKOTO MPUMEHEHMsI MPEJICTaBISETCS] B COOTBETCTBYIOUIUI YIOJIHOMOYEHHBIN (eaepanbHblii opral
UCTIOTHUTENIFHOM BIIACTH HE paHee YeM 3a CTO BOCEMBJAECAT MHEH 10 WCTEYEHHsS CpoKa JCHCTBHSA
PETHCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO TpernapaTa Uil MeAUIUHCKOTO TPUMEHEHHS.

(B pen. denepanbroro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBreHHE O TMOATBEP)KACHUU TOCYAAPCTBEHHOW PETHCTpalldU JIEKAPCTBEHHOTO Mpernapara JUls
BETEPUHAPHOTO NMPUMEHEHUS MPECTABISETCS B COOTBETCTBYIOIINI YIIOJHOMOYEHHBIH (penepanbHbIi opraH
WCTIOJTHUTENIEHOW BJIACTH HE paHee YeM 3a CTO BOCEMBICCAT JHEH /0 HCTEYCHHUS CpoKa IeHCTBHUS
PETHCTPALIIOHHOTO yJIOCTOBEPEHHs JIEKAPCTBEHHOIO Mpemnapara Uil BETEPHHAPHOTO TNPHMEHEHUS W He
HI03/JTHeE OKOHYAHUS CPOKa €ro JICHCTBUSL.

(uactb 2.1 BBennena @exnepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

3. IloaTBepKaeHHEe TOCYIApCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO Ipernapara OCYIIECTBISETCS 10
pe3yjibTaTaM O3OKCIICPTHU3bl OTHOIICHHA O)KHI[&GMOﬁ MMOJIb3bl K BO3MOXHOMY pPUCKY HPHUMCHCHUA
JIEKapCTBEHHOT'O TIperapara Ha OCHOBAaHWUW PE3yJbTaTOB MOHUTOPHHTA 3(P(HEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOT'O IpernapaTa, IpOBOJAUMOTO JepKaTelleM WU BJaJebleM PETUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara Ju00 yIOITHOMOYEHHBIM UMH IOPUAMYECKUM JIUIIOM, a TaK)Ke COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (eIepaTbHBIM OPraHOM UCTIOTHUTENLHOM BIACTH B COOTBETCTBUU C TPEOOBAHHSIMH CTATHU
64 nacrosimero denepaabHOTO 3aKOHA.

4. K 3adBlI€HUIO0 O MOJATBEP)KJIEHUH T'OCYJAapPCTBEHHON PETUCTpALMU JIEKapCTBEHHOTO Mperapara s
MEJUIIMHCKOTO MPUMEHEHHUS MTPUIIararoTcs:

1) [OKyMEeHTBI, cojAepKallhe pe3yibTaTbl MOHHUTOpPHHra 3(PQPEeKTUBHOCTH U  OE30MaCHOCTH
JIEKapCTBEHHOI'0 MIpenapara A MEAUIMHCKOIO MPUMEHEHUs], IPOBEACHHOTO JEepKaTeleM WK BiaJelbLeM
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOIO NpenapaTta A MEAULIMHCKOrO TNPUMEHEHUs 0o
YIIOJIHOMOYEHHBIM UM IOPUAWYECKHM JIMLIOM, TIO0 (hopMe, YTBEP)KICHHOH YHOJIHOMOYEHHBIM (heaepabHbIM
OpraHOM HCIOJHUTENbHOM BIIACTH;

2) KOomus TUIIEH3UH Ha TTPOU3BOACTBO JICKAPCTBEHHBIX CPEJICTB WITM KOIHSI 3aKJIFOUCHHS O COOTBETCTBUH
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IMPaBUI HaJJIeKalleil MPON3BOACTBEHHON MPAKTHKH,
BBIIaHHBIX  yMOJHOMOYEHHBIM  (elepallbHbIM  OpPraHOM  HCIOJHUTEIBHOW BIACTH B  OTHOILIEHUU
MPOU3BOACTBEHHOM  IUIOIIAJKK  JIEKAPCTBEHHOrO  IIpernapara Uil  MEOUUHUHCKOIO  IPUMEHEHMS,
rOCyJapCTBEHHAsl PErMCTpalus KOTOPOro IOATBEPKIAACTCS B CIydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O
npernapara s MeAUIMHCKOTO MPUMEHEHU ocylecTBIsieTcs: B Pocculickoit @enepanuu;

3) Komnus BBIJAHHON YMOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOJAUTENS JUIEH3UU HA MPOU3BOJICTBO
JIEKapCTBEHHOT'O Ipernapara I MEIULUHCKOIO IIPUMEHEHHUS U €€ NePEBOJ Ha PYCCKHM A3BIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM IOPSAAKE, a TAKXKE KONUS 3aKIIOYEHUS O COOTBETCTBUU IPOM3BOJUTENS JIEKAPCTBEHHBIX
CpeACTB TpeOOBAHUSAM MpPaBWII HaJUIEXKAILIEH NMPOU3BOACTBEHHON MPAKTUKU, BBIJAHHOTO YIIOJHOMOUYEHHBIM
(denepaqbHBIM  OpPraHOM — HCIIOJIHUTENBHOW BIACTWM B  OTHOLICHWHM IPOW3BOJACTBEHHOM  IUIOIIAIKU
JIEKapCTBEHHOI'O MpernapaTta Uil MEAMIMHCKOIO IPUMEHEHHs, TOCYIapCTBEHHAs PErUCTpanus KOTOPOIo
MOATBEPIKIAETCS, UM KOIUS PelIeHHs] YIIOJTHOMOYEHHOTO (pe/iepaibHOr0 OpraHa UCIOJIHUTENBHON BJIACTH O
IIPOBEICHUM MHCIIEKTUPOBAHUS IPOU3BOJUTENSA JICKAPCTBEHHBIX CPEACTB B Cllydae, €CIM IPOU3BOICTBO
JIEKapCTBEHHOI'O Ipernapara Uil MEIULMHCKOIO IPUMEHEHUs OCYILECTBIIAECTCS 3a mpenenamu Poccuiickon

www.consultant.ru CrpaHuua 53 u3 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

denepanuu.
(uacTtb 4 B pen. PeaepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHHH OUOJIOTUYECKUX JICKAPCTBEHHBIX MpPENapaToB s MEJUIIMHCKOTO IMPUMEHEHHS
3asgBUTENb  JIOTIOJIHUTENFHO TPEJACTABISET PE3yNbTaThl MEpONPHUATHH, NPEAYCMOTPEHHBIX IUIAHOM
yIpaBJICHUS] PUCKAMH, YTBEP)KIACHHBIM YIIOJTHOMOYCHHBIM (pe/iepaibHbIM OpPTraHOM HCIIOJHUTEILHOW BIIACTH
IpU OCYLIECTBICHHH TOCYAAapCTBEHHOW PETHCTPAllMM JIEKAPCTBEHHOT'O IperapaTa Uil MEIUIMHCKOTO
PUMEHEHHS.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJleHHUIO O MOATBEPKACHUU IOCYJapCTBEHHOM perucTpanyuy JIEKapCTBEHHOrO Ipernapara Juis
BETEPUHAPHOTO IPUMEHEHMs] MPWIAraloTcsi JOKYMEHTBI, COJEpJKallhue pe3yJbTaThl MOHUTOPHHIA
s¢dexkTuBHOCTH UM 0O€30MaCHOCTH JIEKApCTBEHHOIO Iperapara JUisi BETEpUHAPHOTO MNPUMEHEHUs,
IIPOBOAMMOIO JI€P>KATEIEM MM BJIAJCIIBLEM PErMCTPAMOHHOTO YOCTOBEPEHHUS JIEKapCTBEHHOIO IIpernapara
JUIs  BETEPUHAPHOIO MPUMEHEHHUs JHMOO0 YMOJIHOMOYEHHBIM UM IOPUAWYECKMM JIMLOM, MO Qopme,
YTBEP)KJCHHON YIOJTHOMOUYEHHBIM (efiepabHbIM OpPraHOM HCIIOJHUTENBbHONW BIAcTH, U JOKYMEHTHI,
yKa3zaHHbIe B myHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 wactu 3 crarbu 17 HACTOSIIETO
@®enepaibHOTO 3akoHa. B OTHOWIEHMM HMMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IpEenapaToB UL
BETEPUHAPHOTO NPUMEHEHUS HE MPEICTABIISIFOTCS CBEJICHUS, yKa3aHHbIE B MOAIyHKTe "K' myHKTa 4 yactu 3
cratb 17 Hacrosmero @enepaJbHOrO 3aKkOHA. B OTHOIEHMM JIEKapCTBEHHBIX IIPENaparoB U
BETEpUHAPHOIO TPUMEHEHHUS, IMOJNyYEHHBIX C MPUMEHEHHEM TI'€HHO-WH)KEHEPHO-MOJIU(PUIIMPOBAHHBIX
OpPraHU3MOB WJIM COZAEpKAIIUX TaKHE OpraHU3MBbl, JOMOJHUTENBHO MPEACTABIAIOTCS CBEJCHUS, YKa3aHHBIE B
nyHkTe 13 yactu 3 crateu 17 Hacrosmero denepaibHOro 3aKOHA.

(uactp 4.2 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

4.3. C 3asgBiIeHUEM O NOATBEPKICHUM T'OCYJApCTBEHHOM DPETMCTpallUM JIEKapCTBEHHOIO IIperapara
3asiBUTENIb IPEICTABIISIET KOMUIO JOKYMEHTA, MOATBEPIKAAIOIIEr0 YIUIaTy IOCYyJapCTBEHHOW NOLUIMHBI 3a
MOJITBEPXK/IEHUE TOCYJapCTBEHHON pPETrHUCTpalMy JIEKapCTBEHHOI'O Ipernapara, JUOO0 MOXKET IpeJCTaBUTh
yKa3aHHBIH JIOKyMEHT 1O COOCTBEHHOH HMHMIMAaTHBE. B ciydyae HempencTaBieHUs yKa3aHHOTO IOKYMEHTa
YIIOJITHOMOYEHHBIN (pe/iepanbHbIi OpraH NCIOTHUTEIBHON BIIACTH MPOBEPSET (DAKT yIUIaThl TOCYAapCTBEHHON
MOIIJIMHBI 3asIBUTENIEM MOCPEJICTBOM HCIOJIb30BaHUS MH(OpPMAUK 00 yIjaTe rocylapCTBEHHON MOIIIUHBI,
cojepxaieiica B I'ocyaapcTBeHHOM WHGOPMALMOHHOM CHUCTEME O TOCYJapCTBEHHBIX M MYHMLMIAIBHBIX
IUIaTeXaxX, Ha OCHOBAaHMM IIPEACTABICHHOW 3asBUTENEM KOIMM JOKYMEHTa, IOATBEPKIAIOLIETO YIUIATy
roCyJapCTBEHHOM IMOLUUIMHBI.

(uactp 4.3 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. B Teuenue necatu pabouux JHEH cO JHSA NPUHSITHS 3asBJICHUS O MOATBEPKIECHUU T'OCYJapCTBEHHOMN
perucTpany JIEKAPCTBEHHOI'O IIpernapara M JOKYMEHTOB, COJEp)KAIIUX pe3yJIbTaTbl MOHHMTOPUHIA
3G (GEeKTUBHOCTH U 0€30MaCHOCTH JIEKAapCTBEHHOIO Ipernapara, IpOBOJUMOIO JepxaTejaeM WU BiajeiblieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOI'O Mpernapara MO0 yHOJIHOMOYEHHBIM UMM IOPHINYECKUM
JIMIIOM, YTIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOTHUTEIBHOM BIACTH:

1) mpoBoAMT TIIPOBEPKY TIOJHOTHI CBEIEHUM, COAEpXkAIUMXCS B IPEIACTABICHHBIX 3asgBUTEIEM
JNOKyMEHTaX;

2) mpuUHUMAET peUIeHHe O MPOBEACHWUM WU 00 OTKa3e B MPOBEIEHUU HKCIEPTHU3bl OTHOLICHUS
OKHUJACMON IIOJIB3bl K BO3MOXXHOMY PHCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBaHUU
pe3yabTaTOB MOHUTOPHHTa 3(P(EKTUBHOCTH M OE€30MaCHOCTH JIEKapCTBEHHOTO Ipernapara, MpOBOIUMOIO
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Jep)KaTelleM WU BIAJAETbIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara JTudo
YIOJTHOMOYEHHBIM UMU IOPUAMUYECKUM JUIIOM, a TaKkke (eiepalibHBIM OPraHOM HCIIOIHUTENBHON BIACTH B
COOTBETCTBUU C TpeOOBaHUSIMU cTaThu 64 HacTosmero denepansHOro 3aK0Ha,

3) yBeOMJISIET B 3JIEKTPOHHOM (popMe Wi MUCHhbMEHHOU (popMe 3asBUTEINS U SKCIIEPTHOE YUPEKICHUE O
MPUHITOM pPELICHUH JUO0 B Cllydyae MPUHATUS PELIeHUs 00 OTKa3e B MPOBEICHUM SKCIEPTH3bl YKa3bIBaeT
IIPUYHMHBI TAKOI'O OTKAa3a.

6. B ciyyae BBISIBICHHS HEJOCTOBEPHOCTH W (WJIM) HEJOCTATOUYHOCTH MH(OPMAIINH, COAepKallencs B
MIPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepaibHbli OpraH UCIIOJHUTEIbHON BIacTH
HamnpaBisieT 3asgBUTENIO 3ampoc 00 YTOYHEHUHM YyKa3aHHOM wWH(pOpManMu. 3ampoc YIOJIHOMOYEHHOTO
(beneparbHOTO OpraHa MCHOJHUTEIBHOW BIACTH MOXKET OBITH IepelaH YIOJTHOMOYEHHOMY IPEICTaBHTENIO
3asiBUTENSI JIMYHO MOJI PACHMCKY, HAIllpaBJICH IO MOYTE 3aKa3HbIM MHCbMOM WJIM TepelaH B AJIEKTPOHHON
¢dbopMe 1Mo TeNeKOMMYHUKALIMOHHBIM KaHallaM CBS3U. B ciyuae HampaBlieHHs 3ampoca yIMOJTHOMOYEHHOTO
(beneparbHOro OpraHa UCIIOTHUTENBHOM BIACTH MO MOYTE 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJTYYEHHBIM IO
WCTEUYEHNH IIECTU AHEW C AAaThl HAIIPABJICHMS 3aKa3HOTO IUChMa.

7. 3asBUTENh O053aH MPEACTABUTH OTBET HA 3alpoc YIOJIHOMOYEHHOrO (QelIepalibHOTO OpraHa
WCTIOTHUTEJIbHON BJIACTH B CPOK, HE MIPEBBIMIAIOIINKN AEBIHOCTA pabouux AHEH co qHs ero nmoiydeHus. Cpok,
YKa3aHHBIM B YacTHU 5 HACTOSIIECH CTaThH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eJICpaIbHOI0  OpraHa  HMCIOJHUTEIBHOM  BIACTH 10 JAHSA  TOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YUUTBHIBAETCS MPU HUCUUCICHUU CPOKA MOATBEPKIEHUS TOCYIapCTBEHHOU
perucTpaLyu JIEKapCTBEHHOTO Mperapara.

8. OcHOBaHMEM JI OTKa3a B IPOBEJECHUH IKCIEPTHU3bI OTHOLUIEHUS O’KUAAEMOM I0JIb3bl K BOZMOKHOMY
PUCKY TpPUMEHEHUs JIEKQpCTBEHHOrO IIpernapaTa SBISETCS IPEACTaBICHHE JOKYMEHTOB, COJEpIKalluX
pe3ynbTathl MOHMTOpUHTa 3((EKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOrO Ipenapara, W (Wiu) B
OTHOLICHUM OMOJIOTMYECKUX JICKAPCTBEHHBIX NPENapaToB pe3yiIbTaTOB OCYIIECTBIECHUS MEpOIPUATUH B
COOTBETCTBUM C IUIAHOM YIIPABJICHHS PUCKAMH, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (efiepalbHbIM OpraHOM
WCIIOJIHUTEJILHOM BJIACTH MPU OCYLIECTBIEHUH I'OCYIapCTBEHHON PETUCTPALIMY JIEKAPCTBEHHOIO IIpenapara, B
HETOJIHOM 00beMe, OTCYTCTBUE MH(OpMAINH, TOATBEP)KAAIOIEH (akT yIIaThl TOCYAAPCTBEHHONW MOUUINHBI
3a MOATBEPKICHHUE TIOCYJAapCTBEHHOM pPETrUCTpalMy JICKapCTBEHHOIO Ipenapara, JIMOO HENmpeCTaBICHHE
3asBUTEJIEM B YCTAaHOBJIICHHBIM CPOK OTBETAa HA YKa3aHHBIA B 4YacTW 6 HACTOSIIEW CTaTbU 3ampoc
YIOJIHOMOYEHHOr0 (heIepajlbHOIO OpraHa HCIOJHUTENIBHOW BIIACTH, a TakXKe OTCYTCTBHUE B YyKa3aHHBIX
JOKyMeHTax HH(pOopMaluu, KOTopasi 10JI’KHA ObITh B HUX OTpaKeHa.

9. DKkcnepTu3a OTHOIIEHUS OKUAAEMOMN IOJb3bl K BO3MOYKHOMY PHUCKY IPHUMEHEHUS JIEKApCTBEHHOTO
rpenapara B LeJIIX OATBEPKICHUs TOCYJAPCTBEHHONW PErUCTPALMM JIEKAPCTBEHHOT'O IperapaTa IpOBOIUTCS
KOMUCCHEHN 3KCIEPTOB IKCIIEPTHOTO YUPEXKIEHUS B CPOK, HE MPEBBIIIAOLINI COPOKa pabounX JHEH.

10. B cmyyae HeOCTAaTOYHOCTH MPEICTABIEHHBIX 3KCIEPTY MATEPUAJIOB VISl 1A4X 3aKIFOUEHHUS SKCIEPT
oOpariaercss K pyKOBOJUTEIIO SKCIIEPTHOTO YUPEKICHUS O IPEJOCTABICHUH €My HEOOXOIUMBIX MAaTE€pHUasoB.
PykoBoauTenb 3KCIEPTHOTO YUpexaAeHUs o0palaeTcss ¢ COOTBETCTBYIOIIMM 3allpoCOM B YIOJIHOMOYEHHBIN
(benepanbHBIil OpraH UCHOIHUTEIBHOM BIACTH, BBIAABIINM 3aJaHNe Ha MPOBEACHUE SKCIIEPTU3bI OTHOIICHUS
OXKUJAEMON TMOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHUU
JOKYMEHTa, COJEpIKalllero pe3yabTaTbl MOHUTOPUHTA 3()(HEKTUBHOCTH W O€30MaCHOCTH JIEKapPCTBEHHOTO
npenapata. B Tedenuwe mATH pabouyux AHEH cO JHS TMOCTYIUICHHS 3ampoca PYKOBOAMTENS SKCIEPTHOTO
YUPEXKACHUS yKa3aHHbIN (enepanbHbli OpraH HCHOJHHUTENbHOM BIIACTH HANpaBiIAeT 3asBUTENIO 3alpoC O
NpPEeACTAaBICHUN HEOOXOAMMBIX MAaTepuasoB, KOTOpPHIH MOXXeT OBITh MepelaH YHOJIHOMOYEHHOMY
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NPECTAaBUTEINO 3asSBUTENS JIMYHO IO PACIUCKY, HANpaBleH MO MOYTe 3aKa3HbIM MHMCHMOM WM MEpeiaH B
JNEKTPOHHOU (opMe MO TEIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3W. B ciyuyae HampaBieHHs 3ampoca
YIOJTHOMOYEHHOTO (pelepalbHOTO OpraHa HUCHOJHUTEIBLHOW BIACTH 1O TOYTE 3aKa3HBIM IHCHMOM OH
CUYUTAETCS MOJYYSHHBIM 10 UCTCUCHHH IIECTH JHEHN C NaThl HAIIPABJICHUS 3aKa3HOTO MHUChMA.

11. 3asBuTens 00s3aH MPEACTABUTH OTBET Ha 3alpoc YMOJIHOMOYEHHOTO (enepasbHOro opraHa
UCIIOJTHUTENBHOM BIACTH B CPOK, HE MPEBBILAIONUN MIECTHUACCATH padoyux IHEH €O JHS MOJIy4YeHHs
YKa3aHHOTO 3ampoca. YTOJIHOMOYEHHBIN (eiepanbHbIil OpraH UCIOTHUTEIHLHON BIACTH, BHIIABIINI 3a/1aHue
Ha TPOBEICHHUE OHKCIEPTU3bl OTHOUICHUS OXKUJAAEMOM TMOJb3bl K BO3MOXHOMY PHUCKY MPUMEHEHUS
JIEKapCTBEHHOI0 IIpenapaTa Ha OCHOBAHMM JOKYMEHTA, COJEpIKAILLEro pe3ysibTaTbl MOHUTOPHUHIA
3¢ (HEeKTHBHOCTH W O€30MacHOCTH JIEKAPCTBEHHOIO IperapaTa, B TEUYCHHE ISATH padO4YuX ITHEW co JHS
MOCTYIUIEHHUS OT 3asBUTENSl OTBETA Ha 3alpoC YMOJIHOMOYEHHOTo (efepalbHOro opraHa HMCIOJHUTEIbHON
BJIACTH HAIIPaBJsE€T 3TOT OTBET B JKCIEPTHOE ydpexacHHe. B ciydae HempeacTaBieHUs 10 HWCTEYEHUU
niecTUaecITH pabouux THEH 3asBUTENIeM OTBETAa HAa yKa3aHHBIM 3allpoc YIMOJIHOMOYEHHBIH (eaepanbHbIi
OpraH HUCIIOJIHUTEJIbHOM BIIACTH, BBIJIABIIMKI 3aJaHUE HA MPOBEACHHE S3KCHEPTH3bl OTHOIICHUS O0KHMJIaeMOMU
IOJIB3BI K BO3MOXHOMY PHUCKY IMPUMCHCHUA JICKAPCTBCHHOI'O IIpCliaparta Ha OCHOBAHWU HOOKYMCHTA,
COJIepIKAIIETO PE3yNIbTaThl MOHUTOPWHTA 3()(HEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara, B
TEUCHUE TATH PabOYMX JTHEH HaIMpaBiseT B IKCIEPTHOE YUPEKICHHWE YBEIOMIICHHE O HEMPEICTaBICHUU
3asBUTEJIEM OTBETA Ha 3alpoC YKa3aHHOIO opraHa. BpeMs co OHS HampaBlIeHHs 3ampoca 3KCIEPTHOIO
yUpeXJIeHUS B YIOJHOMOYEHHBIN (QelepanbHblii OpraH HWCIOIHUTENBHON BIACTU 1O [JHS TMOJNy4YeHUs
SKCHEPTHBIM YUPEKJIEHUEM OTBETA Ha 3alpoC WM YBEIOMJICHUS O HENPEJCTaBICHUU OTBETA Ha 3alpoc HE
YUUTBIBACTCA IIPU HMCYHUCICHHU CpOKa TIPOBCACHUA OSKCICPTU3bI OTHOIICHUA oxcnnaeMoﬁ II0JIB3blI K
BO3MOXKHOMY PHUCKY MPUMEHEHHs JIEKApCTBEHHOI'O Ipernapara Ha OCHOBAaHMM JOKYMEHTa, COJEpIKAIIero
pe3yabTaThl MOHUTOPHUHTA (HPEKTUBHOCTH U OE30MTACHOCTH JIEKAPCTBEHHOTO TIperapara.

12. B cpok, HE MpeBBINAIOMNNA JECATH PabOYMX THEH CO JIHSA IONTYYEHHUS 3aKITIOYEHUS KOMUCCHH
9KCIIEPTOB MO pe3ybTaTaM 3KCIEPTU3bl OTHOIICHUS OKUAAEMOH IMOJIb3bl K BO3MOXHOMY PUCKY IPUMEHEHUs
JICKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIUIN YMOIHOMOYEHHBIN (elepallbHbIil OpraH HCIOJMHUTEIHHON
BJIACTH:

1) ocymiecTBIsS€T OLEHKY JTOrO 3aKJIIOYEHHS JUIsl ONpEAENIEHUs €ro COOTBETCTBUS 3aJaHUI0 Ha
MPOBEACHUE YKa3aHHON YKCIIEPTHU3HI;

2) NpUHUMAET pelIeHUE O MOATBEPIKICHUU FOCYAAPCTBEHHONM pPEerucTpaluy JeKapcTBEHHOT O Mpenapara
Wi 00 0TKa3e B MOJTBEPKIEHUHU TOCYJapCTBEHHOM perucTpauy JeKapcTBeHHOTO Ipernapara;

3) BHOCUT NpH MPUHATHU PEIIEHUS O MOATBEPXKICHUN rOCYIapCTBEHHON PEruCTpalvy JIEKapCTBEHHOTO
npernapara CBEJCHHs B TOCYIapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB U BBIJACT 3asSBUTEINIO OecCpouHOe
PETrUCTPaIIOHHOE YA O0CTOBEPEHNUE JIEKAPCTBEHHOIO IIpenapara.

13. OcHoBanMeM /Uil OTKa3a B TMOJATBEPKACHUM T'OCYJApPCTBEHHOM pPETHCTpAlUU JIEKAPCTBEHHOTO
npenaparta  SIBJISETCS  3aKJIIOYEHHE COOTBETCTBYIOILEIO  YIOJHOMOUYEHHOro  (efepaJbHOro  Oprasa
UCIIOJIHUTENILHOW BJIACTM O TOM, YTO PHCK HPUYMHEHHUS Bpela 30pOBbIO YEIOBEKAa WM >KUBOTHOTO
BCJIEJICTBHE IIpUEMa JICKapCTBEHHOTO Mpernapara npeBbiaeT 3pGeKTUBHOCT €ro IPUMEHEHUS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nepuox mpoBedeHHS MPOLEAYpPhl HOATBEPKICHUS TIOCYAAPCTBEHHOW  perucTpanuu
JIEKapCTBEHHOTO TIpemnapara ero oopamienne B Poccuiickoit denepannu He TPUOCTAHABIMBACTCSI.
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15. Jomyckaercss oOpailleHHe JIGKAPCTBEHHBIX TMPEMapaToB JI0 HWCTCUCHHS CpPOKa TOJHOCTH,
MPOU3BE/ICHHBIX B TEUEHUE CTAa BOCBMUJECATH KallCHIAPHBIX JHEH MOcie JaThl MPUHATUS YIIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HWCIOJHUTEIBHON BIACTH PEIICHUS O TMOATBEPXKACHUHU TOCYJIAapPCTBEHHOMN
peTHCTpaIyy, B COOTBETCTBUU ¢ MH(pOpPMAIHEH, COMepKaIIeics B TOKYMEHTaX PErHCTPAIIMOHHOTO JIOChEe Ha
JICKApCTBEHHBIN Mpemnapar J0 AaThl IPUHATHS TAKOTO PEIICHUS.

(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

Cratba 30. BHeceHue M3MeHeHUM B AOKYMEHTbl, coaepXalmecs B perncTpaumoHHOM
[OCbe Ha 3aperncTpMpoBaHHbIN NNeKapCTBEHHbIN Npenapar ANA MeAULUHCKOro NpuMeHeHus

1. B mensix BHECEHHUS] W3MEHEHHH B JOKYMEHTBI, COJIEpXkKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT 11 MEIUIIMHCKOrO MPUMEHEHHUS, IepKaTellb UK BIajesell
PETMCTPALIMOHHOTO  YJIOCTOBEPEHMS JIEKAPCTBEHHOIO Mpernaparta WIM YHIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOE JIMIO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) MPEACTABISET B YIOJIHOMOYEHHBIN
(denepanbHBIA OpraH WCIOTHUTEIBHOW BJIACTH 3asBICHUE O BHECCHMHM TAaKUX HW3MEHEHUH 1o Qopme,
YCTaHOBJICHHOHW yIIOJTHOMOYEHHBIM (pe/IepalIbHBIM OPTaHOM HCTIOTHUTEIBLHOU BIIACTH, U IPUJIAraeMble K HEMY
W3MEHEHHUsI B yKa3aHHBIC JOKYMEHTBHI, a TaKKe JOKYMEHTBHI, MOJATBEP)KIAIONINEe HEOOXOAMMOCTh BHECEHUS
TaKNX U3MEHEHUM.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 04.06.2018 N 140-D3)

1.1. IIpu HEoOXOAMMOCTH BHECEHHMsS B JIOKYMEHTBHI, COIEp)KalHecs B PETUCTPAIlMOHHOM J0Che Ha
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar A MEAULIWHCKOTO PUMEHEHUS, N3MEHEHHUH, YKa3aHHBIX B
NyHKTE 3 9acTu 2 HACTOSINEH CTaTbd M TPEOYIOMHMX MPOBENEHUS SKCHEPTH3BI KAauecTBa JIEKAPCTBEHHBIX
CpeACTB, 3asABUTENbh JOIMOJHHUTEIHHO TMPEICTABISIECT B  YIOJHOMOUYEHHBIH  (enepanbHbId  OpraH
UCIIOJIHUTENILHOW BJIACTH KOIMHMIO JIMLEH3UM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MU  KOIIMIO
3aKJIFOYEHUsI O COOTBETCTBUM INPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHMAM IPaBWI HaAJexallen
MIPOU3BOJICTBEHHON MPAaKTHKH, BBIJAHHBIX YIOJHOMOUYEHHBIM (pe/iepalbHbIM OpPraHOM HCIOJHUTEIbHON
BJIACTH B OTHOUICHWM M3MEHEHHOW W (WMJIHM) JOMOJHEHHOW MPOM3BOACTBEHHOHM IUIOMIAJKH JIEKAPCTBEHHOTO
mpemnapara, B Cllydae, €ClIM TPOM3BOJCTBO JIEKAPCTBEHHOTO IIperapara OCymIecTBisieTcss B Poccuiickoit
®deneparun, 100 KOMWIO BBIIAHHOW YIIOJIHOMOYEHHBIM OPTaHOM CTPAaHBI TPOW3BOAMTENS JUICH3WH Ha
IPOM3BOJICTBO JICKAPCTBEHHOI'O IIperapara U ee MepeBOj Ha PYCCKUH fA3bIK, 3aBEPEHHbIE B YCTAHOBICHHOM
HOpsiIKe, a TaKKe KOMHUI0 3aKIIOYEHHs O COOTBETCTBMM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWJI HaJUIeXkKallell TNPOU3BOACTBEHHOW TMPAKTUKH, BBIAAHHOTO  YIOJHOMOYEHHBIM
(benepaTbHBIM OpPraHOM HCIOJHUTEIBHOW BIACTH B OTHOLICHMM HW3MEHEHHOM M (WJIM) JIOTIOJIHEHHOMN
MIPOU3BOJICTBEHHOHN TUIOIMIAIKH JIEKAPCTBEHHOTO Tperapara, MM KOMHUIO PEIIeHHUs YIOJIHOMOYEHHOTO
(denepaTbHOTO OpraHa HWCIOJHUTEIHHONH BJIACTH O TPOBEACHUM WHCIIEKTUPOBAHUS TPOW3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB B CilydYae, €ClIi IPOM3BOJCTBO JIEKApPCTBEHHOI'O Ipernapara OCYIIECTBIISETCS 3a
npenenamu Poccuiickoit denepanuu.

(uactb 1.1 BBennena @exnepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

1.2. Tlpu HEOOXOMAMMOCTH BHECCHHSI B JOKYMEHTBI, COJAEpIKAIIMECS B PErHCTPAIIMOHHOM JOChE Ha
SaPGFHCTpI/IpOBaHHblf/'I J'IeKapCTBCHHI)H\/JI npenapar 4jisd MCAUIUHCKOTO IMPUMCHCHUS, I/ISMGHCHI/II\/'I, YKa3aHHBIX B
MyHKTe 4 yacTu 2 HACTOALIEH CTaThbM W TPEOYIOLIUX MPOBEICHHS SKCIEPTH3bl KadecTBa JIEKApCTBEHHBIX
CPEACTB, 3asBUTEIb JONOJHHUTEIbHO IPEJICTAaBIsA€T B  YIOJHOMOUYEHHBbIH (enepanbHblii  oprax
UCIIOJIHUTENIHOW BJIACTH KOMHMIO JIMIEH3UM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHIO
3aKJIFIOYEHUsI O COOTBETCTBUH INPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBaHMAM MpPaBWII HaJJIEKaIlen
HpOI/ISBOI[CTBeHHOI\/JI MMPaKTUKH, BbIJAHHBIX YIIOJJHOMOYCHHBIM (l)ellepaJIBHBIM OopraHom HUCIIOTHUTEIbHOMN
BJIACTH B OTHOLICHMM IPOU3BOACTBEHHON IUIOINAJKU JIEKAPCTBEHHOrO IIpernapara, B Cilydae, €cliu
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpenapaTta ocyuecTBiuserca B Poccuiickoit ®epepanuu, aud0 KOMUIO
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BBIJJAHHOW YTIOJTHOMOYEHHBIM OPTraHOM CTpPaHbl IPOU3BOAUTENS JIMIIEH3UN HA TPOU3BOACTBO JIEKAPCTBEHHOTO
rpenapara U €€ IEepeBOJ Ha PYCCKUU SI3bIK, 3aBEPEHHBIC B YCTAHOBICEHHOM IOPSJKE, 4 TaKKe KOIIUIO
3aKJIIOYCHUSI O COOTBETCTBUH IMPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMAM MpPaBWI HaAJIEKaIIeH
MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (eepalbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH B OTHOILIEHWHU IPOM3BOJCTBEHHON IUIOIIAJKH JIEKAPCTBEHHOIO IIpernapaTa, WIM KOIHWI0 pPELICHUs
YHOJHOMOYEHHOTO (elepaJbHOrO OpraHa HCHOJHUTENbHON BIAaCTH O MPOBEJCHUH WHCIEKTUPOBAHUS
MPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEACTBAa B Ciy4yae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOTO IIpemnapara
OCYILIECTBIISIETCA 32 npenenamMu Poccuiickon denepauuu.

(uactsp 1.2 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.3. [IpunsiTHe penieHus: 0 BHECEHUU U3MEHEHUN WM 00 OTKa3e BO BHECEHUU M3MEHEHUH B JIOKYMEHTHI,
COIEpXKAIIMEeCs B PETHMCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIA mpenapar st
MEAMIIMHCKOTO MPUMEHEHHS, B Cllydae HEOOXOJUMOCTH IMPOBEICHHS HKCIEPTU3bl KAueCTBA JIEKAPCTBEHHBIX
CpencTB © (WJIM) DSKCHEPTU3bl OTHOIICHHS OXKUAAEMON TOJIb3bl K BO3MOXXHOMY PHCKY NPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara il MEAULUMHCKOTO NMPUMEHEHHS OCYILIECTBISETCS B CPOK, HE IPEBBIILAIOIIUN
JEBSHOCTA pabOYMX THEH, a B OCTAIbHBIX CIIyYasX B CPOK, HE MPEBBIIIAOIINNA TPUALATH pabodux AHEH cO
THSI TIPUHSATHS YIIOJTHOMOYEHHBIM (hefiepaIbHBIM OPTaHOM HCIIOJHUTEIIBHON BIACTH 3asBIICHUS O BHECCHUU
TaKUX U3MEHEHHI.

(dactp 1.3 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2. DKcnepTH3a JEKApCTBEHHBIX CPEICTB B YACTU SKCHEPTHU3bl KAYECTBA JIEKAPCTBEHHOI'O CPENICTBA U
(Mnn) SKCTePTU3bl OTHOIICHHS 0XXKHIA€MOW MOJIb3bl K BO3MOKHOMY PHCKY MPHMEHEHHUsS JIEKapCTBEHHOTO
npenapara il MCAULOMUHCKOIO MNPUMCHCHHA IIPOBOAUTCA B CliydyaC BHCCCHUA U3MCHEHHUH B AOKYMCHTEI,
coJepXkaIlifecss B PETHCTPAIMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM TMpernapar, B
OTHOIIICHUU:

1) cBeneHwmit, yKa3aHHBIX B MHCTPYKIUHU M0 MEAUIIMHCKOMY MPUMEHEHHIO JIEKApCTBEHHOTO Mpenapara:

a) JekapcTBeHHas (opMa C yKazaHHEM HAUMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JEHCTBYIOIIHUX
BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATENBHBIX BEMIECTB (TpU HEOOXOIUMOCTH KOJHMYECTBEHHOTO
COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB);

0) dapmakonmHaMuka u (papMaKOKMHETHKA (32 HCKIIOYCHHEM (DapMaKOKMHETHKH TOMEONaTHYECKUX
JIEKapCTBEHHBIX MTPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENApaTOB);

B) TIOKa3aHUs JJIsl IPUMEHEHUS;

I') IPOTUBONOKA3aHUS ISl IPUMEHEHUS;

J1) MEpBI ITPETOCTOPOKHOCTU IIPU TPUMEHEHUN;

€) YyKa3zaHHE BO3MOXXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOTO TMperapara Jyis
MEIUIMHCKOTO MPUMEHEHHsI OEPEMEHHBIMHU JKEHIIWHAMH, KCHIIMHAMHU B IEPHOJI TPYTHOTO BCKAPMIIMBAHHUSA,

JACTbMHU, B3POCIbIMH, UMCIOIIIUMHA XPOHUYCCKUC 3360J’I€BaHI/IH;

)K) PEXUM OO3UPOBAHUA, CII0COOBI BBCACHHA W IPUMCHCHHA, IIPU HGO6XOI[I/IMOCTI/I BpEMs IIpUeMa
JICKApPCTBCHHOT O IIpCIiapaTa, MPOAOJKUTCIIBHOCTD JICUCHUS, B TOM YHUCJIC Y JieTelt 10 ¥ mociie OJJHOr0 roaa,

3) BO3MOXKHBIC TTOOOYHEIC JIEHUCTBUS M HEXKeJIaTeIbHBIS pcaknuun npu IMPUMCHCHHUU JICKAPCTBCHHOI'O
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npernapara;
1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY NPU NEPEJO3UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WJIM) IUILIEBBIMU IPOAYKTAMU;
1) (hOpMBI BBIITyCKA JIEKAPCTBEHHOTO TPETapara;

M) yka3aHue (mpu HeoOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUS JIEKApCTBEHHOIO Mpernapara mpHu MepBoM
HpUeMe WM [IPU €0 OTMEHE;

H) CBCACHUA O BO3MOXHOM BJIMAHUHN JICKAPCTBCHHOI'O IIpETiapaTa IJId MCAUIHWHCKOI'O IMPUMCHCHUS Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU;

0) CpPOK TOJTHOCTH M YKa3aHUE Ha 3alpeT MPUMEHEHHsI JIEKapCTBEHHOIO Mperapara 1o UCTEUeHUH CpoKa
TOJHOCTH;

1) YCJIOBUS XpaHEHUS;

P) YCIIOBHS OTITYCKa;

2) cocTaBa JIeKapCTBEHHOTO Ipenapara Jjisi MEUIIMHCKOTO TIPUMEHEHHS;

3) u3MeHeHus MecTa MPOU3BOCTBA JIEKAPCTBEHHOTO Mpernapara JUist MeAULIUHCKOTO TPUMEHEHHUS;

4) u3MeHeHusl NokKa3aTeslell KadecTBa JIEKapCTBEHHOI'O Ipernapara JJil MEAMIMHCKOIO IPUMEHEHUs U
(1K) METOAOB KOHTPOJISI KaueCcTBa JIEKapCTBEHHOTO Mpenapara 1Jisi MeAUIIMHCKOTO IPUMEHEHNUS;

5) HU3MCHCHHUA CPOKA I'OJHOCTH JICKAPCTBECHHOTO IMpErnapara JJIi1 MCAUIUHCKOI'0 IPUMCHCHUS ;

6) cBeieHUH O HEOOXOAMMOCTH BHECEHMs] HMHBIX W3MEHEHMH B HMHCTPYKLHUIO 110 MEIULMHCKOMY
IPUMEHEHHUIO JIEKAPCTBEHHOI'O Mpernapara, a Takke B MHbIe JOKYMEHTBI, COJepXKalliecs B PErUCTPAllMOHHOM
JI0OCbE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapat. 1lpu 3Tom pelieHue o MpoBEAECHUHM DKCIEPTU3BI
KauecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) SKCHEPTU3bl OTHOLIEHHS 0)KMJIAEMOM IOJB3bl K BO3MOXHOMY
PUCKY TIpUMEHEHHUS JIEKapCTBEHHOTO Ipenapara [Uisi MEIULIUHCKOTO NPHUMEHEHUs MPUHMMAETCS B
COOTBETCTBUM C YTBEP)KICHHOW YIOJIHOMOYEHHBIM (heepaabHbIM OpPraHOM HCHOJHUTENbHON BIIACTH
Kj1accu(ukanueil U3MEHEHUH, BHOCHMBIX B JOKYMEHTBI, COJAEp)KAIlMecs B PErMCTPALlMOHHOM J0ChE Ha
3aperucTpUPOBAHHBIN JIeKapCTBEHHBIH Mpenapar.

(uactp 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asBiI€HUEM O BHECEHMH U3MEHEHUH B IOKYMEHTBI, COJIEPXKALUECS B PETUCTPALIMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIA MpENapar Uil MEIULIHUHCKOTO NMPUMEHEHHUs, Hapsay C JOKYMEHTAaMH,
YKa3aHHBIMH B 4acTH | HACTOAILIEH CTaThH, 3asBUTEJb MPEICTABISAET KONUU JTOKYMEHTOB, MOATBEPKAAFOIINX
yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COIEPKALIUECS B PETUCTPALMOHHOM J0CHE
Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar [uisi MEAMIMHCKOrO INPUMEHEHHs, W3MEHEHUH,
TpeOYIOIIMX TMPOBEJIEHHUs] HSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YAaCTH OKCHEPTH3bl KadyecTBa
JIEKapCTBEHHOI'O CpEACTBAa M (WJIM) SKCIEPTU3bl OTHOLUEHUS OKUIAEMOW I0JIb3bl K BO3MOKHOMY PHUCKY
IIPUMEHEHHUs JIEKAapCTBEHHOI'O IIpernapara uisi MEIUIHUHCKOrO NMPUMEHEHHMs], FOCYJapCTBEHHOM MMONUIMHBI 32
BHECEHHE B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Uil MEIUWIUHCKOIO TNPUMEHEHUs, W3MEHEHMH, He TpeOyIoIMUX IPOBEACHUS 3KCIEPTU3bI
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JIEKapCTBEHHOT'O CPEJCTBA, TUOO BIIpaBe MPEACTaBUTh M0 COOCTBEHHOW MHULIMATHBE YKa3aHHbIE JOKYMEHTHI.
B cnydae ux HempeacTaBiIeHUs YIOJHOMOYEHHBIN (eliepaibHbIi OpraH UCIIOJHUTENLHON BIACTH MPOBEPSET
(akT ymiaTel roCy1apCTBEHHBIX TONUTHH 3asBUTENIEM ITOCPEICTBOM HMCIIOJIb30BAaHM HHPOPMALIUU 00 yruiaTe
rOCy/IapCTBEHHBIX  MONUIMH, cojepxkaiueiics B l'ocygapcTBeHHON MH(OpPMAIMOHHOM  cucTteMe O
rOCYy/IapCTBEHHBIX M MYHHMIMIAIBHBIX IUIaTEKaX, Ha OCHOBAHUHU TPEJCTABICHHBIX 3asBUTEIEM KOIMUN
JOKYMEHTOB, ITOATBEPKAAIOIINX YIUIATY TOCYJapCTBEHHOM MOLUINHBI.

(dacts 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. B teucHue JACCATHU pa60q1/1x ,Z[HCI71 CO JHA MOCTYIICHHSA YKa3aHHOI'0O B YaCTH 1 HaCTO}IH_ICﬁ CTaTbu
3asABJICHUA U HCO6XOI[I/IMBIX AOKYMCHTOB ynOJIHOMO‘-IGHHBIfI q)eﬂepaJIBHbe/’I opra”n HCIIOJHUTEILHOM BIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMH, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM MaTepUaax;

2) IIPUHUMACT PCUICHHUC O MPOBCACHHHU YKa3aHHBIX B YaCTHU 2 HaCTOHIHeﬁ CTaTbU COOTBCTCTBYIOIIHX
OKCIICPTHU3 JICKAPCTBCHHOI'O CPEACTBA NN 00 oTKa3ze B HX IMPOBCACHNU,

3) yBeIOMJISIET B 3JICKTPOHHOM MM MHUCbMEHHOH (hopMe 3asBUTENS O MPUHITOM PEIICHUH WU B CiIydae
NPUHATHA PCIICHUA 00 OTKaze B IMPOBCACHNU COOTBGTCTBYIOL[ICI;'I SKCHCPTU3LI C YKAa3aHHUCM IPUYINH TAaKOI'o
OTKa3a.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

4.1. B ciy4ae BBISIBIICHUS HEJOCTOBEPHOCTH CBEJICHHA, COJIEPKAIIMXCS B TPEICTABICHHBIX 3asiBUTEIIEM
MaTepuanax, YHOJTHOMOYEHHbIN (enepanbHblii OpraH HUCHOTHUTENHHOW BIACTH HANpPABISET 3asSBUTEINIO
3ampoc 00 YTOYHEHHWU YKa3aHHBIX CBeJCHUU. J[aHHBINM 3ampoc MOXKET OBITh MepelaH YIOJIHOMOUYEHHOMY
MPEACTAaBUTENIO 3asBUTENS JIMYHO TOJI PACIUCKY, HAMPABIICH MO MOYTE 3aKa3HbIM MUCHMOM WJIU IepeiaH B
3JIEKTPOHHOU (hOpMe IO TETEKOMMYHHUKAIIMOHHBIM KaHajlaM CBsI3H. B ciyuae HampaBlieHHs] JaHHOTO 3ampoca
10 TIOYTE 3aKa3HBIM MUCHMOM OH CYHMTACTCS TOJYYCHHBIM 10 MCTEUEHWHW IISCTH JTHEH C JaThl HANPaBICHUS
3aKa3HOTO MUCHMA.

(uacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenb 00sf3aH NPEJCTaBUTh OTBET Ha 3alpoC YIOJHOMOUYEHHOTo (heaepalbHOro OpraHa
WCTIOJHUTENIBHOM BIIACTU B CPOK, HE MPEBBIIIAIONINI E€BIHOCTA Pa0OYMX JHEH CO JHS MOJyYeHHs TaHHOTO
3ampoca. Cpok, YKa3aHHBI B 4YacTH 4 HACTOSIIECH CTaTbW, NMPHOCTAHABIMBAETCS CO JHS HAIpPaBICHUS
3afBUTENIO 3aIpoca YIMOTHOMOYEHHOTO (eepalbHOr0 OpraHa MCHOJTHUTEIBHOW BIACTH A0 JHS MOTYYCHHS
UM OTBETa Ha JIaHHBIA 3apOC M HE YUYHUTHIBACTCS MPU MCUUCICHUU CPOKA NMPHHATHS PEIICHHS O BHECEHHU
U3MEHEHHHI B JIOKYMEHTBI, COJEpXKallhuecss B PETHUCTPAIOHHOM JOChe Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpenapar A1 MEJUIIMHCKOTO TPUMEHEHHS.

(uactsp 4.2 BBeeHa PenepasbHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

5. OcHOBaHHMEM MJIS OTKa3a B MPOBEJCHUHU YKA3aHHBIX B YACTH 2 HACTOSAIICH CTaTbU SKCIIEPTU3 SIBIISICTCA
MpEeACTaBICHUE JTOKYMEHTOB, TIEPEUMCICHHBIX B YacTsX | W 3 HacTosIIeH CTaThbW, B HEMOJTHOM OOBEMe,
HETPEJICTABJIICHUE 3asIBUTEJIEM B YCTAHOBJICHHBINM CPOK OTBETA Ha YKa3aHHBIN B 4yacTu 4.1 HacTosEH CTaTbu
3ampoc yMOJHOMOYEHHOTO (eepallbHOr0 OpraHa HUCHOJHUTENbHOM BIACTH, a TaKXe OTCYTCTBHE B
MPE/ICTABJICHHBIX JIOKYMEHTAaX JOCTAaTOYHBIX CBEJCHUN, MOATBEPKIAIONINX HEOOXOJUMOCTh BHECEHUS
W3MEHCHUMN, WM OTCYTCTBHE WH(OpPMAIIUU, MOATBEPXKAAONMIEH (aKT yIIaThl rOCYJapCTBEHHBIX MOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThU.

(B pen. @eaepanbHbix 3ak0oHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)
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6. YKa3aHHbIE B YaCTH 2 HACTOAILIEH CTAaThU IKCHEPTU3BI MPOBOAATCA B TMOPSAIKE, YCTAaHOBICHHOM
craThell 23 Hacrosiiero deaepanbHOTO 3aKOHA.

7. B cpok, HE TpEBBIMAIONIMKA JeCATH pabodux MHEH CcO JHS TONyYeHHUsS 3aKIIOUYCHUH KOMUCCHUI
SKCIEPTOB MO PE3YyJbTAaTaM YKa3aHHbIX B 4YacTW 2 HACTOAILIECW CTaTbU SKCHEPTU3, YIOJIHOMOYEHHBIN
(dhenepanbHBINA OpraH UCIIOJTHUTEIBHON BIACTH:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) MMPUHHUMACT PCUHICHUC O BHCCCHHUU U3MEHEHHUU B HAOKYMCHTBI, COACPIKAIMIUCCA B PETUCTPALIMOHHOM
J0ChC Ha BapeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar ajad MCAUIHUHCKOTrO NMpUMCHCHUS, UJIU 00 oTkaze
BO BHCCCHHUHU TAKHUX I/ISMGHGHI/Iﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKallhecs B PETUCTPAMOHHOM JOCh€ Ha 3apEerHCTPUPOBAHHBIN
JIeKapCTBEHHbIM NpenapaT A MEIULHMHCKOTO NPUMEHEHHUs, He0OXOAMMBbIE M3MEHEHHUs M BO3BpAalllaeT UX
3asIBUTEIIIO;

3) BbLIAET 3asABUTENIO HOBOE PETHCTPAIIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO Ipernapara B cilydae
M3MEHEHHS CBEACHUH, COIEPKAIIUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUIs OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTBI, COJEpKAIIUECcs B PErUCTPallMOHHOM
JI0OChE Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil MEJUIMHCKOTO IPUMEHEHHUs, SBISETCA
3aKJIIOYEHHE YTIOJIHOMOYEHHOIO (heiepaibHOIO OpraHa UCIOJHUTENBHONW BIACTH O BO3MOKHOCTH CHUKEHUS
0€30MacHOCTH, KauecTBa, 3(P(HEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B CIIydae BHECEHUS TAKMX U3MEHEHUH.

9. Jlomyckaercs oOpaiieHue JIEKapCTBEHHBIX IPErapaToB Uil MEAMIMHCKOTO MPUMEHEHHS 0
HCTEYEHUs CpOKa TOAHOCTH, IMPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUJIECITH AHEW IOCie OaThl MPUHATHUS
YIOJHOMOYEHHBIM (pe/ilepabHbIM OpraHOM HCHOJIHUTENBHOM BIACTH PEIIEHUS O BHECEHUHM W3MEHEHUH B
JOKYMEHTBI, COJiepKalliecs B PeruCTPallMOHHOM JI0ChE, B COOTBETCTBUM ¢ MH(OpMalueil, coaepxaiieiics B
JOKYMEHTaX PerUCTPallMOHHOIO 10Che Ha JIEKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAKOTO PELICHHUS.
(uactpb 9 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 31. BHeceHMe n3MeHeHUN B AOKYMEHTbI, coaepXawmeca B perMcTpauuoHHOM
JOoCbe Ha 3aperucTpMpoBaHHbIN JeKapCTBEHHbLIW nMpenapat AN BeTepuHapHOro
npUMeHeHuns

I. B mensx BHECEHMs] M3MEHEHMIl B JOKYMEHTBI, COJEpKalIUecsi B PETMCTPALMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IPENapar Uil BETEPUHAPHOTO IPUMEHEHHUs], 1epKATENb WU BIIaeIIel]
PETHCTPALlMOHHOIO  yAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara MWIA YIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMLO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) IMPEACTaBISET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH MCIOJHUTEIBHON BIIACTH 3asBICHHE O BHECEHMHM TaKUX H3MEHEHMH 1o Qopwme,
YCTQHOBJICHHOH YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MIPUIAaraeMble K HeMy
U3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TakXe JIOKYMEHTHI, MOATBEp)KIAloIIUe HEOOXO0IUMOCTh BHECEHHUS
Takux u3MeHeHud. IIpu HEOOXOAMMOCTHM BHECEHMS W3MEHEHUH B JIOKYMEHTBHI, COJIEpKalluecs B
PEruCTPallMOHHOM JOCb€ Ha 3apeTHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHHUS, B CIy4yasX M3MEHEHHs M (WUJIM) JOTMOJIHEHMs MPOU3BOJACTBEHHOH IUIOIIAJKK JIEKaPCTBEHHOIO
CPEICTBA, a TAK)K€ M3MEHEHHUs II0Ka3aTelled KadyecTBa JICKaPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO
OpUMEHEeHHss W (WJIKM) METONOB KOHTPOJs KadyecTBa JIEKAPCTBEHHOro Ipernapara Jyis BETEPUHAPHOTO
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IIPUMCHCHUA 3adBUTCIIb  OOIOJHUTCIBHO MPCEACTABISICT B ynOJ’IHOMO‘lCHHHI’I (benepaanHﬁ opraH
HCIIOJIHUTEILHON BIACTH CJICAYIOUC NOKYMCHTLI:

1) Kxomus JUIEH3UM HA NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOJUTEINIO
JIEKapCTBEHHOTI'0 Ipernapara Jyuis BETEpUHAPHOTO PUMEHEHHUSI, ISl POCCUMCKUX POU3BOAUTENEH;

2) Komus JIMIEH3WW Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOAUTEIIO
(dapmarnieBTHUECKON CyOCTaHIMM, BXOASIIEH B COCTaB JIEKApCTBEHHOIO IIperapaTa A BETEPHUHAPHOTO
NPUMEHEHUS, ATl POCCUICKUX MPOU3BOIUTENCH;

3) Komus JOKyMEHTA, BBIIAaHHOTO YIOJHOMOYEHHBIM OPTraHOM CTPaHbl MPOM3BOJIUTENS Ul KaKIOU
NIPOU3BOJACTBEHHON IUIOLIAAKMA JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHApPHOIO IPUMEHEHHS W
MOATBEPIKIAIOIIEr0 COOTBETCTBHE IPOU3BOJAUTENS JIEKAPCTBEHHOTO Ipenapara TpeOOBaHUSAM IPABUI
HaJIeKalleld MPOU3BOICTBEHHOW NIPAKTUKH, U €r0 MEPEBOJI HA PYCCKHIl SA3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM
HOPSIZIKE, @ TAK)KE KOS 3aKIF0YEHHUS O COOTBETCTBUH IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
NpaBUl HaJUIeXKalle MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (pefiepanbHbIM OpraHoM
WCIIOJIHUTEJIBHON BIIACTH Ul KaKIOW NPOM3BOACTBEHHOM IUIOLIAAKM JIEKAPCTBEHHOIO IIpernapara A
BETEPUHAPHOTO IPUMEHEHHs, JHUOO KOMHs pEIIeHHs O IPOBEICHWU WHCIEKTUPOBAHUS MPOU3BOIUTEISA
JIEKapCTBEHHBIX CPEJCTB, MPHUHITOIO YHNOJHOMOYEHHBIM (eepaibHbIM OpraHOM HCIOJIHUTEIbHONW BIIACTU
JUISL KaKJIOM MPOM3BOJICTBEHHON IUIOIIA/IKK JIEKAPCTBEHHOTO Ipenapara i BETEPUHAPHOTO NPUMEHEHHS.
VYKka3aHHbIE OKYMEHTHI INPEACTABISAIOTCA B Cllydae, €CIU IPOU3BOJACTBO JICKAPCTBEHHOIO IIpenapara ajs
BETEPUHAPHOI0 MPUMEHEHH OCYLIECTBIIIETCS 3a penenamu Poccuiickoit @enepanuy;

4) Kkomus  JOKyMEHTa, BBIJAHHOTO  YIOJHOMOYEHHBIM  OPTraHOM  CTPaHbl  MPOU3BOIAMTEIN
(apManeBTHUECKONW CyOCTaHIIMM W TOATBEP)KJAIOIIEr0 COOTBETCTBHE HPOHM3BOIUTENS (papMareBTUYECKON
CyOCTaHINH, BXOSIIEH B COCTAB JIEKAPCTBEHHOTO TIperapara Jjisi BETEPHHAPHOTO NMPUMEHEHUS, TPeOOBaHUSIM
MpaBHUJ HaJIeKAIIeH TPOW3BOJICTBEHHOW MPAKTUKH, W €ro IEpeBOJ Ha PYCCKHUH S3BIK, 3aBEPCHHBIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIydae, €CIM IPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIAETCS 3a
npenenamu Poccuiickoit denepanuu.

(uactb 1 B pen. deaepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B ciydyae u3MeHeHMs U (WMIM) JAOIOJHEHUS IPOU3BOJICTBEHHOM IUIOMIAJKHU JIEKAPCTBEHHOTO
CPEICTBA IOKYMEHTHI, YKa3aHHbIE B 4acTU | HAcTOALIEH CTaTbH, NPEICTABIISIIOTCS 3asBUTEJIEM B OTHOLLIEHUU
M3MEHsSIeMON M (W) JOTMOJIHSIEMON MPOM3BOACTBEHHOM IUIOIIAIKK JIEKAapCTBEHHOTO cpeicTBa. Pemenue o
BHECEHUU U3MEHEHUH B JOKYMEHTBI, COAEPXKALIUECS B PETHCTPALIMOHHOM JIOChE HA 3apETrMCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpenapar AJisi BEeTepUHAPHOIO NPUMEHEHHUs, WM 00 OTKa3e B UX BHECEHUM NMPUHUMAETCS B
cilydyae HEOOXOJMMOCTH MPOBEACHUS 3KCIEPTU3bI JIEKAPCTBEHHOI'O CpPEACTBAa B CPOK, HE MPEBBIIIAIOIINI
JIeBSIHOCTa pabounx JIHEH, a B OCTaJIbHBIX CIy4asx B CPOK, HE MPEBBIMIAIONIUN TPUALATH pabouux JHEH co
TTHSI TIPUHATHS YIIOTHOMOUYEHHBIM (hefiepaibHbIM OpPTraHOM HCIIOJTHUTENBHOW BIIACTH 3asBJICHUS O BHECCHHHU
TaKUX U3MEHEHUMN.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cimywyae peopraHu3zalyiyi JepkKaTeisi WM BIaJeNblla PETUCTPAMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO IMperapara Juis BETCPUHAPHOTO TMPUMEHEHUs, pa3paboTuMka WM POU3BOAUTEIS
JIEKapCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IMPUMEHEHHS B 3asBJICHUM O BHECEHUU H3MEHEHUU B
JOKYMEHTBI, COJIEpP KAIUECs] B PETUCTPALIMOHHOM J0Ch€ Ha 3apEerMCTPUPOBAHHBIN JIEKApPCTBEHHBIN Mpenapar
JUIsL BETEPUHAPHOTO TPUMEHEHMs, YKa3bIBAIOTCA JAaHHBIE JIOKYMEHTa, IOATBEP)KIAIOIIEr0 BHECEHUE
COOTBETCTBYIOIIUX M3MEHEHUN B ENUHBIN rocyJapCcTBEHHBIM peecTp OpUINYECKUX JUI (A1 OpraHu3alui,
3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit denepannn), UM HHOTO JOKYMEHTA, MOATBEPIKIAOIIETO
peopraHu3almio OPUAMYECKOro JHla (A OpraHu3aluii, HE 3aperHCTPUPOBAHHBIX HAa TEPPUTOPUU
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Poccuiickoit ®enepanuu). 3asBlIeHHE O BHECEHWM W3MEHEHMH B JIOKYMEHTBI, coJepXaluecs B
PETHCTPallMOHHOM JOCh€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar M BETEPUHAPHOIO
MPUMEHEHHS, U TIpUjlaraeMble K HeMy JOKYMEHTHI MPEJICTABIISIOTCS B YIIOJIHOMOYEHHBIN (heaepaibHbIid Opran
WCIIOJIHUTEJIBHOM BJIACTU HE MO3/IHEE YeM depe3 TPUALATh pabouux JTHEH cO JHS BHECEHUS COOTBETCTBYIOIINX
u3MeHeHUd B EauHBIL  rocymapcTBeHHBI — peecTp  IOpPUAMYECKHX  JUI (Vi1 OpraHu3alui,
3aperucTpUPOBaHHbIX Ha TeppuTopuu Poccuiickoit deaepanun) WM co THS MPUHATUS COOTBETCTBYIOIIETO
JIOKYMEHTa, IOATBEPXKAAIOLIET0 PEOpraHu3alyi0  IOPUIUMYECKOro Juua (Iis  OpraHu3aluid, He
3aperuCTpUPOBaHHbIX Ha TeppuTopun Poccuiickoit ®@enepanuu). B ciydae peopranuzanuu aepxaress WId
BJIAJICJIbIIA PETMCTPALIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO IIpenapara Juisi BETEpPUHAPHOIO IPUMEHEHUS
3asBJICHUE O BHECEHUM W3MEHEHUM B JOKYMEHTBI, COJEp)KaIUecs B PErMCTPAllMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO MPUMEHEHHUs, MMOJAETCS IOPUINIECKAM
JMIOM, KOTOPOMY B XOJ€ pEOpPraHM3alMM IEepefaHo IIpaBO BIAJCHHS TAaKUM PETUCTPALMOHHBIM
YIOCTOBEPEHUEM.

(uactp 1.2 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

2. B cnydyae BHeceHUS M3MEHEHMH B JOKYMEHTBI, COJEpXallMecs B PErMCTPALMOHHOM JOCbE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar uisi BETEPUHAPHOIO IIPUMEHEHNUs], B OTHOILIEHUH CBEICHH,
yKa3aHHbIX B noamyHkrax 'e", "x", "k", "n", "H", "c", "X" mynkra 7 wactu 3 crateu 17 Hacrosmero
®denepanbHOro 3aKOHA, W3MEHEHMs] M (MJIM) JONOJIHEHHUS NPOU3BOIACTBEHHOW IUIOIIAAKH JIEKapCTBEHHOTO
CpPEICTBA, a TaKkKe B ClIy4yac W3MEHEHHUs II0Ka3aTeled KauecTBa JIEKapCTBEHHOIO Ipenapara Uit
BETEpUHAPHOTO MpPHUMEHEHHs M (WIM) METOJOB KOHTPOJIS KayecTBa JICKApCTBEHHOTO Npenapara i
BETCPUHAPHOIO IPUMEHEHMs IPOBOAMTCS DKCIEPTHU3a JIEKAPCTBEHHOIO CPEACTBA Ul BETEPUHAPHOTO
npuMeHeHus. B ciayuyae HeoOXOIMMOCTH BHECEHHsI WHBIX H3MEHEHHH B JIOKYMEHTBI, COjAepxKaluecs B
PErMCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
IIPUMEHEHUS, DKCIIEPTU3a JIEKAPCTBEHHOI'O CPEACTBA JJIsl BETEPUHAPHOIO IPUMEHEHUS HE IIPOBOIUTCS.

(B pen. ®enepanbpHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3asBneHUEM O BHECEHHM U3MEHEHUH B IOKYMEHTHI, COJIEPIKAIIUECS B PETUCTPALIMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar JUisi BETCPUHAPHOTO MPUMEHEHUs, Hapsly ¢ TOKyMEHTAMU,
yYKa3aHHBIMH B YacTH | HACTOSIIEH CTAThH, 3asBUTENb NPEICTABIISICT KOMHH JOKYMEHTOB, TIOJITBEPKIAFOIIIIX
yIUIaTy TOCYJapCTBEHHOM MOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAITMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpenapar Ui BETCPUHAPHOTO NPHMEHEHHWsS, HW3MCHCHUH,
TPEeOYIONIMX MPOBEACHUS OKCIEPTU3bI JICKAPCTBEHHOTO CPEICTBA, WJIM HM3MCHEHUWH, HE TpeOyoImmX
MIPOBEJICHUSI IKCIEPTH3bl JIEKAPCTBEHHOTO CpeACTBa. B cimyuae HE0OXOOUMOCTH HM3MEHEHHS CBEACHUU,
COJIEPKAIINXCS B PETUCTPAIMOHHOM YJAOCTOBEPEHUM JICKQPCTBEHHOTO TIperapaTra JJjisi BETePHUHAPHOTO
MPUMCHEHHS, C 3asBJICHUEM, YyKa3aHHBIM B 4YacTW | HACTOSIICH CTaThU, 3asABUTENh JOIOJHUTEIHHO
MPEJICTABISCT KOMHMIO JOKYMEHTA, IMOJTBEPXKIAIONIET0 YIUIaTy TOCYJapCTBEHHOW TNONUIMHBI 33 BBIIAYY
PETHCTPAIIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOI'O Tperapara. 3asBHTEIb 10 COOCTBEHHONW HWHHIIMATHBE
BIIPAaBE IMPEICTABUTh JIOKYMEHTBHI 00 YyIUIaTe TOCYJApCTBCHHBIX IMOIUIMH. B cllyuae HempeacTaBiIeHUS
3asiBUTENIEM JOKYMEHTOB 00 YIjaTe TOCYJapCTBEHHBIX TOIUIMH YHMOJHOMOYECHHBIN (enepanbHblii opraH
WCTIOJTHUTENIBHON BJIAcTU TMpoBepsieT (akT yIUIAThl 3asBUTENIEM TOCYAAapCTBEHHBIX IMOIUIMH MOCPEACTBOM
WCIOJIb30BaHUs WH(OpMAIMK 00 yIulaTe rocyAapCTBEHHBIX MOILINH, coaepikarieiics B ['ocymapcTBeHHOU
MH)OPMAIIMOHHOW CUCTEME O TOCYJapCTBEHHBIX W MYHHIMIAIBHBIX IUIATE)KAaX, HA OCHOBAHWUU
IPEJICTABICHHBIX 3asIBUTE]IEM KOHMH JOKYMEHTOB, MOATBEPIKAAOIINX YILIATY TOCYIaPCTBEHHBIX MOIILIHH.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 02.08.2019 N 297-D3)

4. B cpok, HE MpEeBHIMAIUN JecaTH pabouux MHEH cOo JHS MOCTYIUICHHMS YKa3aHHOTO B 4YacTu 1
HACTOSIIEH CTAaTbU 3asBICHUS U HEOOXOJUMBIX JOKYMEHTOB, YIOJTHOMOYCHHBIN (QenepalbHbIii opraH
UCIIOJIHUTEIHLHOM BJIACTH:
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1) MMPpOBOAUT IIPOBCPKY IMOJHOTBI U JOCTOBCPHOCTHU CBGI[GHHIZ, CoAcpKamunxcsa B IMPEACTABIICHHBIX
3aABUTCIICM JOKYMCHTAX;

2) npUHHMMAaET pPEUIEHHE O IPOBEIECHUHU 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA JJIsl BETEPUHAPHOIO
MIPUMEHEHHUS WK 00 0TKa3€ B €€ IPOBEICHNH;

3) yBegoMJisieT B MUCBMEHHOW (opme 3asBUTENS O NPUHATOM DELIEHUH WIA B Cllydyae NPUHATHS
pereHust 06 0TKa3e B IPOBEIECHUH SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA [yl BETEPUHAPHOTO IPUMEHEHHUS C
yKa3aHUeM IIPUYMH TaKOro OTKas3a.

4.1. B cny4ae BBISBIEHUS HEJOCTOBEPHOCTH M (WJIM) HEJOCTATOYHOCTU CBEACHUH, colepKaliuxcs B
MPECTABICHHBIX 3asiBUTEIEM TOKYMEHTAX, YIIOJIHOMOYEHHBIN (hefiepalibHbIid OpraH UCIIOJHUTEIbHON BIACTH
HampaBisIeT 3asBUTENI0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBEIEHWH. 3ampoc MOXKeT OBITh mepeaaH
YIIOJTHOMOYEHHOMY TIPEJCTABUTEIIO 3asSBUTEIIS ITOJI PACTIMCKY, HAIPABJICH I10 MOYTE 3aKa3HBIM IMHCHMOM WA
neperaH B JJICKTPOHHOH (hopMe IO TEeNeKOMMYHHKAlMOHHBIM KaHajlaM CBs3M. B ciydae HampaBieHus
3ampoca 00 YTOYHEHHH yKa3aHHBIX CBEICHHI MO MOYTE 3aKa3HBIM IMHCHMOM OH CUMTAETCS MOJTYYEHHBIM IO
WCTEYCHHUHU IIECTH THEH ¢ 1aThl HANPaBJIECHUS 3aKa3HOTO MUChMA.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET Ha 3alpoC YMOJHOMOUYEHHOTO (eaepaibHOro oOpraHa
WCTIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMNN JeBIHOCTa paboumX JHEH co JAHS MOJy4YeHHUS AAHHOTO
3anpoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosimed craThbu, IPUOCTAHABIMBAIOTCS CO JHS HAIMpPaBIICHUS
3asIBUTENIO 3aMpoca YIOJTHOMOYEHHOTO (peepaqbHOr0 OpraHa MCHOJIHUTENBHOM BIACTU IO JHS MOTy4YeHUs
OTBETa HAa JAHHBIM 3alpoC M HE YUYWUTHIBAIOTCS IMPU HCUMUCICHHWU CPOKAa MPUHATHS PEIICHHS O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEp)Kallecsi B PETUCTPALlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar AJis BETEpPUHAPHOTO IPUMEHEHHUS.

(uactsp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM JUIs OTKa3a B IPOBEACHUH JKCIIEPTU3bI JEKAPCTBEHHOI'O CPEICTBA U BETEPUHAPHOTO
IPUMEHEHUS SBIIAECTCSA IPEACTABICHUE JOKYMEHTOB, YKa3aHHbIX B 4acTsaX | WM 3 HAcTOALIEH CTaTbH, B
HEMOJHOM O0beMe WIM OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTaX JIOCTaTOYHBIX CBEJICHHI,
MOJTBEPKAAIOUINX HEOOXOIMMOCTh BHECEHUS W3MEHEHMH, JM0O0 HENpeACTaBICHUE 3asBUTEIIEM B
YCTaHOBJICHHBIA CpPOK OTBETa Ha yKa3aHHbIM B 4dacTh 4.1 HAcCTOAIEH CTAaThU 3alpoC YIHOJHOMOYEHHOI'O
(enepaibHOro opraHa UCIOJIHUTEIHHON BIACTH.

(B pen. deaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. Okcneprr3a JIEKapCTBEHHOTO CpEACTBA [UIsi BETEPUHAPHOTO NPUMEHEHUs B LENSAX BHECEHUS
W3MEHEHUM B JOKYMEHTBHI, COJEpKalllUeCs B PETUCTPALMOHHOM JIOChE HA 3aperMCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar ajd BCTCPUHAPHOI'O NPHUMCHCHUS, OCYHICCTBIIACTCA B IMOPAAKE, YCTAHOBJICHHOM
crarbeil 24 Hactosero denepasbHOro 3aK0Ha.

6.1. B cpok, He mpeBBIMAIONIUN JECITH PadOUYMX THEW CO JHS TIOMYyYCHHs 3aKIIOUEHUS KOMUCCHH
9KCIIEPTOB IO pe3yJbTaTaM YKa3aHHOW B YacTH 2 HACTOSILIEH CTaThbH SKCHEPTHU3bI, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMOTHUTENBHOMN BIACTH:

(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

1) mpyHMMaeT pelleHue O BHECEHWM H3MEHEHUH B JOKYMEHTBI, COJEpKallhecs] B PErUCTPAlMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBII Mperapar Uil BEeTepUHAPHOTO MPUMEHEHHS, WIIN 00 OTKaze
BO BHECEHHMH TAKUX U3MEHEHHN;
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2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUM PELICHHS O BHECEHUH
W3MEHEHUNM B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAlMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpernapar s BETEPUHAPHOTO MPUMEHEHHs, HEOOXOIUMbIE M3MEHEHUS M BO3BPAIIACT 3TH
JIOKYMEHTBI 3asIBUTEIIIO;

3) BBIDaeT 3aABUTEII0 HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHME JICKApCTBEHHOTO IIperapara s
BETEPUHAPHOTO TPHMEHEHUS! B CIydae HEOOXOIUMOCTH HM3MEHEHHs CBEICHUH, COJECp)KaIIuXCsi B HEM, C
COXpaHEHHEM HOMepa paHee BBIAAHHOTO PErHCTPAIIMOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO Mpernapara Jyis
BETEpUHAPHOT'O IPUMEHEHUSI.

(n. 3 BBeneH PenepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHECEHMS M3MEHEHMH B JOKYMEHTBI, COAEpIKALIUECH B PErMCTPALIMOHHOM J0ChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar AJid BETEPUHAPHOTO MPUMEHEHHs, B 4YaCTH, Kacarollencs
U3MEHEHUsT W (WIM) J[JONOJHEHHWS TMPOM3BOACTBEHHON IUIOMIAJKU JIEKAPCTBEHHOTO IIpemapaTa, MpHu
MIPEICTABICHUM 3asBUTEJIEM B COOTBETCTBMM C IIYHKTOM 3 4YacTh | HacTOAIEH cTaTbu KOMHMM PEIIECHUs
YIIOJIHOMOYEHHOTO (pe/IepaJbHOr0 OpraHa HCHOJHHUTEIBHOM BIACTH O TPOBEACHUHM WHCHEKTHPOBAHUS
MPOU3BOAUTENSL  JIEKAPCTBEHHBIX CPEACTB CpPOK, VyKa3aHHbIA B 4actu 6.1 Hacrodmen craThbu,
MIPUOCTAHABIMBAETCA CO JHA TIOJYyYEHMsS] 3aKIFOYEHUS KOMMCCHUHM OJKCIIEPTOB O JHS IPUHATHA
YIOJHOMOYEHHBIM (e/iepalibHbIM OpPraHOM MCIIOJIHUTEIbHON BJIACTHU PElIEHUs O Bblaaue Wid o0 oTKaze B
BbIJaye 3aKIIOYEHHs] O COOTBETCTBUU TMPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHHSIM TMPABUI
Ha/IJIexallel Mpou3BOJCTBEHHONM PAKTUKH, HO HE O0Jiee 4eM Ha CTO BOCEMBIECAT pabOUMX JTHEH.

(dactb 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHHEM ISl 0TKa3a BO BHECEHUH M3MEHEHUH B TOKYMEHTEHI, COJIEPIKAIINECS B PETUCTPATIOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar /il BETEPUHAPHOTO NMPUMEHEHHMs, B CIy4asX, HE
TpeOYIOIUX HPOBEJCHUS SKCIEPTH3BI JIEKAPCTBEHHOTO CPEJCTBA, SIBISETCS IPEACTaBICHHE JIOKYMEHTOB,
yKa3aHHBIX B YacTsx | W 3 HacTosmel CTaThH, B HEMOJHOM OOBEME WM OTCYTCTBHE B IPEICTABICHHBIX
JIOKYMEHTaX CBEJICHHH, KOTOpBIE JOJDKHBI OBITh B HUX OTPa)KEHbI, JTUOO HENpeACTaBICHUE 3asBUTENEM B
YCTAaHOBJIEHHBI CPOK OTBETa HA yKa3aHHBIM B yacTu 4.1 HacToOsILIEH CTAaTbU 3alpoc YHIOJHOMOYEHHOI'O
(benepanbHOrO OpraHa HCHOJTHUTEIBHON BIACTH.

(uactp 7 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHumeM /sl OTKa3a BO BHECEHMHM HW3MEHEHHUH B JOKYMEHTBHI, COJEpXaluecs B
PETHCTPAIlMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIM JIEKApPCTBEHHBIH Npenapar [yl BETEPUHAPHOTO
NPUMEHEHHs, B CJlydYasx, TpeOyroIluX TMPOBEACHHUS OSKCIEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA, SBISETCA
3aKIIIOYCHHE YTIOJIHOMOYEHHOTO (heepaibHOTO OpraHa UCIOJHUTEIFHONW BJIACTH O BO3MOXKHOCTH CHUIKECHUS
0€30MacHOCTH, KadecTBa, YPPEKTHBHOCTH JIEKAPCTBEHHOTO MperapaTta BCJEICTBHE BHECEHHS U3MEHEHUH B
YKa3aHHBIC JOKYMCHTBI, OTKa3 YIIOJJHOMOYCHHOT'O (bezlepanLHoro opraHa HUCIIOJTHUTENHFHON BJIACTH B BbI1a4yc
3aKJIFOUYCHHS O COOTBETCTBHM IPOW3BOAUTENS JEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM MPABUI HaJICKAILCH
IPOM3BOJICTBEHHON TPAKTHKUA B CIy4ae M3MEHEHUs W (WJIHM) JOTOJHEHHUS NPOU3BOJICTBEHHOH IUIOIIAAKK
JIEKapCTBEHHOT0 Ipernapara, eciId MPOM3BOJCTBO JIEKAPCTBEHHOIO TpenapaTta Ui BETEPUHAPHOTO
MIPUMEHEHHS OCYIIECTBIIICTCS 3a mpeaenamu Poccuiickoit depepannu, UM OTCYTCTBHUE 3TOTO 3aKIIIOYCHHUS.
(uactp 7.1 BBeneHa ®@enepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaiieHue J€KapCTBEHHBIX IMpPenapaToB [UIsi BETEPUHAPHOTO MPUMEHEHHS [0
UCTEUEHUsI CPOKa T'OJAHOCTH, NMPOU3BEICHHBIX B TEUEHHE CTa BOCBMUAECATH AHEH IOCIEe JaThl MPUHATHUS
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH PELICHHS O BHECEHWU W3MEHEHHH B
JOKYMEHTBI, COAEpKAaIIUeCsd B PETUCTPALIMOHHOM JOChE Ha JIEKAPCTBEHHBIN Ipenapar, B COOTBETCTBUH C
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nH(popMmanuei, cogepkameiics B TOKYMEHTaX PErHCTPAIllMOHHOTO JIOChEe Ha JIGKapCTBEHHBIM Hpemnapar 0
JaThl IPUHATHUS TAKOTO PEIICHUS.
(dactp 8 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauum fieKkapcTBeHHOro npenapara

Pemenne 00 OTMEHe rocynapcTBEHHOM pErHMCTpaldy JIEKApCTBEHHOrO Ipernapara W HCKIIOYEHHUH
JIEKapCTBEHHOI'0 IIpemapara U3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB IPUHUMAETCA
YIIOJIHOMOYEHHBIM (he/IepalibHBIM OPraHOM HCTIOJIHUTENFHON BIACTH B CIIy4Yae:

1) mpexncraBiieHust COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH 3aKJIIOYEHMSI O PUCKE UM 00 Yrpo3e 3/10pOBBIO, KU3HU YEJIOBEKa WM KUBOTHOTO MPU MPUMEHEHUU
JIEKapCTBEHHOI'0 Iperapara, MpeBbIIIAMuX ero 3(pQeKTUBHOCTb, 10 Pe3yibTaTaM OCYLIECTBISEMOIO UM
MOHUTOPHHIa 0€30MaCHOCTH JIEKaPCTBEHHOI'O MpenapaTa;

2) momayM JAep)KaTelieM WIM BIAJENbIEM pPETrHCTPAllMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernapara Wid yIoJIHOMOYEHHBIM UM JIPYTHM IOPUANYECKUM JIMIIOM 3asBJICHUSI 00 OTMEHE roCyAapCTBEHHON
perucTpanuy JeKapcTBEHHOI O IIpernapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HEMOATBEPKACHUS TOCYJAPCTBEHHON PErUCTPalUU JIEKAPCTBEHHOTO MpernapaTa o UCTEUYEHUU CpoKa
JEHCTBUS PErHCTPAIIIOHHOTO YOCTOBEPEHHUS, BBIIAHHOTO HA TISTH JIET;

4) HempenCTaBlICHUs 3asBUTENIEM HH(POPMALMU, KOTOpas MOXKET MOBJIEYb 3a CO0OW HEOOXOIUMOCTb
BHECCHMsI U3MEHEHUHN B JOKYMEHTBI, COACPIKALIUECH B PETHCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIeKapCTBEHHBIH Npenapar, B TeUeHUe TpUALATH pabounx JHEN CO JHS HACTYIUIEHUS ATUX U3MEHEHUM;

5) OCYHIECTBJICHHS TOCYIapCTBEHHOW PETHUCTpAIlMU JICKapCTBEHHOTO TMperapata I0J TOPTOBBIM
HAaMEHOBAHHMEM 3apETUCTPUPOBAHHOIO paHEE I10J ATUM TOPTOBHIM HAMMEHOBAaHHUEM JICKAPCTBEHHOTO
mpernapara, OTIUYAIIIerocs KaueCTBEHHBIM COCTaBOM JICWCTBYIOIINX BEIIECTB;

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

6) OCYIIECTBIICHUSI TOCYJIaPCTBEHHON PETUCTPAIlMU OJHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHWM OJHOTO ¥ TOTO JKE€ JepKaTelid WM BIIAJENblla PETUCTPANMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO Iperapara B BHJIE JIBYX U 0oJiee JICKAPCTBEHHBIX MPEIapaToB MO Pa3IMIHBIMU TOPTOBBIMU
HaMMEHOBaHHUIMU,

(m. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHUs] CYJOM pEIIeHUs O HapyLIeHUH IpaB MpaBooOsafarens 0ObEKTOB HWHTEIUIEKTyalbHOU
COOCTBEHHOCTH TPH 0OpaIleHNH JIEKapCTBEHHBIX CPE/CTB;

8) oTcyTCTBHSI JIEKApCTBEHHOTO TMpernapaTta B obparieHuu B Poccuiickoii denepanuil B TEUEHUE TPEX U
Oouee JeT;
(n. 8 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBIMOJNIHEHUs Aep KaTeleM WU BIAJENbleM PEerHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapaTta JMOO YMOJTHOMOYCHHBIM WUMHU APYTUM HOPUIMYECKUM JUIIOM MEPOMPHUSATHN 1O 00ecTeueHUro
0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBJICHHBIX YIIOJIHOMOUYEHHBIM (enepalbHbIM OpPraHOM
HCTOJIHUTEIBHON BJIACTU B COOTBETCTBHUM C 4acTsAMH 3 U 4 ctarbu 64 Hactosmero denepaibHOro 3akoHa, B
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paMKax OCYIIECTBICHHUS (hapMaKOHAI30Da;
(. 9 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza mepxaTeisi WIM BJIaJIeblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara
7100 YHOJHOMOYEHHOTO MMM JAPYTroTO FOPUIMYECKOTO JIMIA OT BHECEHUS HW3MEHEHHH B WHCTPYKIHIO II0
MIPUMEHEHHUIO JICKAPCTBEHHOTO Tpernapara, KacaroIUXCs HOBBIX MOJITBEPKIACHHBIX JAHHBIX O TOM, YTO PHUCK
NPUYMHEHHUS BpeJa 3JI0POBBIO0 YEJOBEKA WM JKMBOTHOTO BCJICACTBHE IPHUEMa JICKAPCTBEHHOI'O Iperapara
npeBblinaeT 3 HEeKTUBHOCT €r0 MPUMEHEHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratbs 33. FlocynapcTBeHHbIN peecTp NeKapCTBEHHbIX CPeaAcTB

1. 'ocyaapcTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJICTB COACPIKUT MEepeUeHb JIEKaPCTBEHHBIX IIPENapaTos,
OpPOIIEAIINX TOCYJapCTBEHHYIO PErucTpalyio, MepeyeHb (papManeBTHUECKUX CyOCTaHLMM, BXOIAIIMX B
COCTaB JICKaPCTBEHHBIX MPENAapaToB, U CIEAYIOIYI0 HH)OPMAIIHIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPETIApaTOB:

a) HAWMMCHOBaHWE JICKAPCTBEHHOTO  Tmpemapata (MEXIyHApOJHOE  HEMAaTCHTOBAHHOE,  WJIU
TPYIIHUPOBOYHOE, MIM XUMUYECKOE U TOPrOBOC HANMEHOBAHWS ),
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nekapcTBeHHas (opMma C yKa3aHUEM JIO3UPOBKU JIEKAPCTBEHHOrO Ipernapara U ero KOJIM4ecTBa B
NOTPeOUTENBCKON YIIaKOBKE;

B) HaWMEHOBaHHWE JepKaTels WM BIIAJeNblla PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
mperapara W CBEACHHS O PETHCTpAldd JepKaTells WM BIAAENbIa PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKAPCTBCHHOI'O Ipfriapara A MEAULIMUHCKOIO IMPUMCHCHHUA B KAa4YCCTBC HAJIOTOINIATCIIBIIMKA B CTpaHC
peructpauu (11 POCCUHCKHX IOPHAMYECKHUX JIMI - HJICHTU(HUKAIMOHHBIA HOMEp HAJIOTOIUIATEIIbIINKA
(MHH), nnms MHOCTpaHHBIX IOPUAMYECKUX JIUII - CTPaHa PEruCTpalvd, HAMMEHOBAHUE PErHCTPHPYIOLIETO
opraHa, perucTpaioOHHbII HOMEp, KOJI HAJIOTOIIaTeNbIIIKa B CTPaHe perucTpauuu (MHKOPIIOPAIK) WIN €T0
aHajor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I) HaUMEHOBaHWE M aJpec MPOM3BOAMTENS JIEKAPCTBEHHOI'O Nperapara U CBEIEHHUS O pPEerucTpanuu
NPOM3BOJIUTENS  JIEKAPCTBEHHOro  Ipemapara Ui  MEAMLMHCKOrO  INPUMEHEHMs B  KadyecTBe
HaJIOTOIJIaTeNbIMKA B CTpaHE PEerucTpanuu (A7 pPOCCUHCKUX IOPUANYECKHUX JIUI - WACHTU(DUKAIIMOHHBIN
HoMmep Hanoromnatensiiuka (MHH), s MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa perucTpalui,
HAaUMEHOBAHHME DPETUCTPUPYIOLIEr0 OpraHa, perucTpallMOHHBIM HOMEp, KOJ HaJOroIllaTelblIMKa B CTpaHe
peructpanuy (MHKOPIOPALUK) WK €r0 aHaJIor);

(nm. "r" B pea. @exaepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1) (bapmakoTepaneBTH4YeCKast rpymnma, KOJL JIEKapCTBEHHOT'O npemnapara o
aHaTOMO-TEPaNeBTUYECKO-XUMHUECKOW KiIacCU(pUKAIMM, PEKOMEHJOBaHHOW BcemupHON opraHuzanuei
3/IpaBOOXPAHEHUS;

(nm. "n" B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

C) IOKa3aHUsA U IPOTHBOIIOKAa3aHWA K IPUMCHCHUIO JICKAPCTBCHHOI'O ITpeIiapara,

www.consultant.ru CrpaHuua 67 us 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
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’K) TOOOYHBIE IEWCTBUSA JIEKaPCTBEHHOTO Mpernapara;
3) CPOK F'OJTHOCTH JICKApCTBEHHOT'O Mpenapara;

M) YCIIOBHS XpaHEHHUs JIEKAPCTBEHHOTO MpeTapara;
K) YCJIOBHS OTITyCKa JIEKapPCTBEHHOTO TIpernapara;

1) HOMEp (papMaKOTEHHON CTaTbU WM B Clydae €€ OTCYTCTBHS HOMEpP HOPMATHBHOW JOKYyMEHTAITUU
a100 HOPMATUBHOIO JJOKYMEHTA;

M) Jara TOCyJapCTBEHHON PErHCTpaliy JICKApPCTBEHHOTO IMperapara U ero perucTpaliioHHBIA HOMEp,
JaTa  3aMEHbl  PETHCTPAIMOHHOTO  YJOCTOBEPEHHs JICKapCTBEHHOTO TMpemapara Ha OeccpodyHoe
PETHCTPAIIMOHHOE yJIOCTOBEPEHUE JIEKAPCTBEHHOI'O Mperapara, Jara MoJadyu 3asiBICHUS O MOATBEPKICHUU
TOCYJapCTBEHHOW PETHUCTPAIMU JICKAPCTBEHHOTO Tperapara, JaTa OTMEHBI TOCYJapCTBEHHOW PETHUCTPAIAN
JICKapCTBEHHOTO TIpeTapara;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) KaueCTBEHHBIM COCTAaB U KOJIMYECTBEHHBIN COCTAaB JEHCTBYIOLIMX BEIIECTB M KAaueCTBEHHBIM cOCTaB
BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOI'O IIpErapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

0) uHpopmanus 000 BCeX pa3pelICHHbIX BUIaX BTOPUUHOM (TOTPEOUTETHCKOI) YIAaKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1) Jara TPUHATHS pEHIeHUST O BO3MOXHOCTH pacCMaTpUBaTh JIGKAPCTBEHHBIM Ipemapar Ipu
rOCy/apCTBEHHOU PETUCTPALlMU B KauecTBe OpPaHHOTO JEKaApCTBEHHOTO Mpemnapara;
(nm. "n" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

p) HaJIWyhe JIEKapCTBEHHOI'O IIpernapara B IEpPeYHEe J>KU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB;
(nm. "p" BBeaeH PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

C) HaJM4yue B JIEKAPCTBEHHOM IIpernapare HapKOTUYECKHUX CPEACTB, NCHUXOTPOIIHBIX BEILECTB M HX
IIPEKYpPCOpOB, MoAJekalux KOHTpoaro B Poccuiickoit denepannu, B COOTBETCTBUM C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu, MexXIyHapoaHbIMU Aorosopamu Poccuiickon ®enepanuu, B ToM uucie ExauHon
KOHBEHIMEHN 0 HapKoTH4eckux cpenactBax 1961 rona u Konsenuueii o ncuxorponssix Beniecrsax 1971 roxa;
(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHGOPMAIIMS O TOM, SIBIISICTCS JIM JTAHHBIN JIEKApCTBEHHBINA TIpenapar pedepeHTHBIM JIEKapCTBEHHBIM
npenapaToM;
(nm. "1" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEAEHUS O TMojadye 3asBICHHUA O BHECEHWM M3MEHEHUH B JOKYMEHTHI, COJAEpKalluecs B
pErucTpallMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;
ne,n

(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

&) cBeZieHUsT 0 B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHOTO TIpenapara;
(. "¢" BBenen denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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X) CPOK BBEJICHHUS JIEKApPCTBEHHOTO Mpemnapara B TpaxJIaHCKUil 000poT;
(nm. "x" BBeaeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHUH (hapMaIeBTUYECKUX CYOCTaHIIHIA:

a) HauMeHOBaHHWE (apMaIeBTHUECKON cyOcTaHIuu (MEXIyHApOAHOE HEMATEHTOBAHHOE, WIIU
TPYIIHPOBOYHOE, MJITH XUMUYECKOE U TOPrOBOC HANMEHOBAHWS ),
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBaHUE U aJpeC MPOU3BOAUTENS (PapMaleBTUIECKOH CyOCTaHIINY;
B) CPOK FOJTHOCTH (hapMalieBTUUECKOH cyOcTaHIIny;
T') YCJIOBUS XpaHEeHUs papMarieBTUIECKON CyOCTaHIINM;

1) HOMep (apMaKOIEHHOW CTaThbH WJIM B CIydae €€ OTCYTCTBHSI HOMEpP HOPMATHBHON JTOKYMCHTAIIUU
700 HOPMATHUBHOTO JTOKYMEHTA,

€) Hajnuyue (apMaleBTHUECKOW CyOCTaHLMU B IE€peuyHe HAPKOTUYECKUX CPEACTB, MCHUXOTPOMHBIX
BEUIECTB M HMX IPEKYypCOpOB, MOMIEKAMX KOHTpoiat B Poccuiickonn ®Penepanuu, B COOTBETCTBUM C
3aKoHonarenscTBOM Poccuiickoit ®Pepepannu, MexIyHapoaHbIMU fgorosopamu Pocculickonn ®denepanuu, B
TOM yucie EnuHol KoHBeHIMEN o HapkoTudyeckux cpeiactBax 1961 roma m KonBeHImel o NMCHXOTPOIHBIX
BeniectBax 1971 roxa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. @apmarneBTHUecKas cyOcTaHIUs, MPOU3BEACHHAs MJS pealn3allld, MOXET OBITh BKJIIOYEHA B
TOCY/IapCTBEHHBIH pPEecTp JIEKapCTBEHHBIX CpPEIACTB Ha OCHOBAaHUM 3asBICHUA pPa3padOTUMKa WU
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA MO0 YIMOJIHOMOYEHHOTO MU IOPUAMYECKOTO JIUIA TIPH YCIOBUU
MIPOBEJICHUS] B OTHOIIICHUU TaKOH (hapMareBTHUECKON CyOCTaHIINHM IKCIIEPTU3bI KauecTBa (papMareBTUIeCKON
cyOCcTaHIIMM B TIOPSIIKE, YCTAaHOBJIEHHOM cTaThell 34 Hacrtosimero denepanbHOro 3akoHa. B oTHomeHuun
(apMmanieBTHUECKMX CyOCTaHIMA, TPOM3BEIACHHBIX I peaju3ali, B TOCYJAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB COJIEPKUTCS Clieyrolas nHhopMalus:

1) HaumeHoBaHMe (apMalleBTUUYECKON CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IPYyNIHPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHME, a/IpeC MPOU3BOAMTENA (papMaleBTUUECKOH CyOCTaHIIMM, a TaKKe B OTHOIICHHUH
JEKapCTBEHHBIX CPEICTB JMJIi MEAMIMHCKOTO TPUMEHEHHUS CBEACHUS O PETHCTpPalud IPOU3BOAUTEIS
(dapMareBTHUECKONW CyOCTaHIIMM B Ka4eCTBE HAIOTOIUIATENBINNKA B CTpAaHE PErHCTpanuu (s POCCHICKHX
IOpUANYECKUX JIML - WACHTHU(UKAIMOHHBIH HoMmep Hanoromiarensimuka (MHH), mis wHOCTpaHHBIX
IOPUAMYECKUX JIUI] - CTpaHa PErHCTpalliy, HAaMMEHOBAaHHWE PETHCTPUPYIOIIETO OpraHa, PerHCTPallMOHHBINA
HOMEp, KOJI HAJIOTOIJIaTeNbIMKA B CTPaHe PErUCTpalui (MHKOPIIOpAIMK) WU €r0 aHaJIor);

(n. 2 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (PapMarieBTUYECKOM CyOCTaHIINN;
4) ycnoBust XpaHeHus (papMareBTUIECKON CyOCTaHIINN;

5) Homep (hapmakomeiHol cTaTbu MO0 B Clyyae €€ OTCYTCTBHSI HOMEP HOPMATHBHOW JOKYMEHTAIlUU
WJIM HOPMaTUBHOTO IOKyMEHTA;
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6) Hamuuue QapMaleBTUYECKOH cyOCTaHIMM B IepedyHe HAPKOTUYECKHX CPEACTB, MCHUXOTPOMHBIX
BEUIECTB M HMX IPEKYypCOpOB, MOMIEKAIMX KOHTpoiato B Poccuiickonn ®enepanu, B COOTBETCTBHH C
3aKoHoarenscTBOM Poccuiickoit @epepannu, MexayHapoaHbIMU fgoroopamu Pocculickonn denepanuu, B
ToM yucie EnuHol koHBeHIMeN o HapkoTuyeckux cpeactBax 1961 roma m KonBeHiuen o ncHXoTpOIHBIX
BemecTBax 1971 rona;

7) nata BKIIOYEHHs (papMaleBTUYECKOH CyOCTaHIMU B TOCYJAapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CpEACTB, JaTa BHECEHUS W3MEHEHMH B JOKYMEHTHl (apMalleBTUYECKOH CyOCTaHLMHU, AaTa HCKIFOYEHUS
(bapManeBTHUECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPECTB.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsimox BemeHUsT TOCYIApPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEICTB IJIsi MEIUIIMHCKOTO
MIPUMEHEHHUS W TIOPSIOK BEJCHUS TOCYAaPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEACTB JIJISI BETEPHUHAPHOTO
IPUMEHEHHUS YTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM HCIOTHUTEIBHON
BJIACTH.

Cratba 34. Bknrw4yeHMe B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CPeaAcTB M
UCKIIOYEeHNe M3 rocyAapCTBEHHOro peecTpa NeKapCTBEHHbIX cpeaAcTB dhapMaLeBTU4ECKON
cy6cTaHuuMm, npom3BeAeHHON ANA peanusauum
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns BkmodeHus (QapmaneBTHUYECKON CyOCTaHIMM, NPOM3BEAECHHOW JUIs pealu3alud, B
rOCy/AapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTHU3A €€ KAUeCTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DkcmepTHh3a KayecTBa yKa3aHHOW B 4acTu | HacTofleill cTaTbu (apMaleBTUYECKOW CyOCTaHIIMH,
COCTaBJICHUE KOMHUCCHEH 3KCIEPTOB 3aKJIHOYEHUH 10 pe3ysbTaTaM 3TOH SKCIEpTU3bl U UX HalpaBlICHUE B
YIOJIHOMOYEHHBIH  (ellepaibHblii OpraH MHCIOJHHUTENbHON BJIACTH OCYIIECTBISIIOTCA B CpPOK, HE
MPEBBINAIONIMNA  IIECTHICCATH paboyux JHEH CcO JHA TOJy4EHHUS OKCHEPTHBIM  YUpPEKICHHEM
COOTBETCTBYIOILIETO 33JlaHMsl YINOJHOMOYEHHOrO (peepallbHOrO OpraHa MCHOJIHUTENIbHON BIAcTH U
CJIEAYIOUIUX TOKYMEHTOB:

1) KOITHA JIMICH3WU Ha MPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB UJIW KOIIHA 3aKJIIFOUYCHUSA O COOTBETCTBUHA
IPOU3BOUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPAaBWII HaJUIeKALIeH MPOU3BOACTBEHHON NMPAKTHKH,
BBIZIAHHBIX ~ YIOJTHOMOUYEHHBIM  (peZiepalibHbIM OpPraHOM HCIOJHUTENIBHOM BJIACTH, B CiIydae, €Cid
MIPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA ocyIiecTisiercs: B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) Komus JOKYMEHTA, BBIIAHHOTO YTIOJIHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOIUTENS JIEKAPCTBEHHOTO
CPEJICTBA U MOJATBEPKJAIOLIEr0 pa3pelieHue MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEJCTBA, U €ro MepeBo] Ha
PYCCKHIl f3BIK, 3aBEpEHHBbIC B YCTAaHOBJICHHOM IIOpSIKE, a TaKXKe KOMUS 3aKII0YEHHs O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUI HaJJIeKallel MPOU3BOACTBEHHON MPAKTHKH,
BBIIAHHOTO YIOJTHOMOYEHHBIM (heiepaqbHBIM OpPraHOM HCIIOJHUTEIHHONW BIIACTH, JTUOO KOMUS pPEUICHUS
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCIOJHUTEILHON BIACTH O TPOBEJICHUH WHCIICKTUPOBAHUS
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHbIE JOKYMEHThI IPEACTaBISAIOTCA B Clyyae, €cliu
MPOU3BOACTBO JIEKAPCTBEHHOI'O CPEICTBA OCYIIECTBISICTCS 3a npeaenaMu Pocculickoit @enepanuu;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) AOKyMEHT, coiep Kallliii CIeYIOIIre CBEACHUS O (papMalleBTUYECKOM CyOCTaHIUH:
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a) HalMEHOBaHUe (apMalleBTUYECKON CyOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA;
0) HAaMMEHOBAaHUE U A/IPeC MPOU3BOAUTEIS;

B) TEXHOJOTHSl MPOU3BOJCTBA C OINHUCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJuAX MPOU3BOJCTBA;

T') OMMCaHue pa3pabOTKH Mpollecca MPOU3BOICTRA;

J) OITUCaHKE KOHTPOJIS KPUTHYCCKUX CTAMH Mpoliecca MPOU3BOACTBA U IPOMEKYTOUHOM MPOTyKIUH;
€) IOKYMEHTaIbHOE MOITBEpKAeHUE (BaTUAAIIN) IPOIECCOB U (MIIM) UX OLICHKA,

’K) CBOMCTBA U CTPYKTYpa IEHCTBYIOIINX BEIIECCTB;

3) XapaKTepPUCTHUKA IPUMECEI;

1) crerdukanys Ha GpapManeBTHIECKYIO CyOCTaHIIMIO U €€ 000CHOBAHHE;

K) aHaJUTHYECKHE METOJWKH, HCIIOJIb3yeMble TIPH  OCYIISCTBICHHHM KOHTPOJS  KadecTBa
(hapMareBTHUECKOM CyOCTaHIINH;

J'I) AOKYMCHTAJIBHOC TMOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAJIUTUYCCKUX MCETOAUK, HUCIIOJB3YCMbIX [IPU
OCYHICCTBJICHUH KOHTPOJII Ka4CCTBA (I)apMaI_ICBTI/IHGCKOI\/II CY6CTaHI_II/II/I;

M) pe3yJbTaThl aHaTN3a cepuid (hapMareBTHUECKON CyOCTaHIINY;

H) TIEpEUeHb CTAaHJIAPTHBIX OOpa3llOB WJIM BEUIECTB, MCIOJIb3YEMBIX MPH OCYIIECTBICHHH KOHTPOJIS
Ka4yeCTBa,

0) ONKMCAHKUE XapAaKTEPUCTHK M CBOMCTB YIIAaKOBOYHBIX MATEPHUAJIOB U YKYIIOPOYHBIX CPEICTB;
1) IJaHHBIE O CTA0MIIBHOCTH (papMaIeBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) NOKyMEHT, COJEp)KalllMil CBEJEHUS O PErucTpalu IMPOU3BOJAUTENS JEKAPCTBEHHBIX CPEIACTB IS
MEJUIIMHCKOTO MPUMEHEHHS B KauyeCTBE HAJIOTOIUIATENbIMKA B CTpaHE perucrpanuu (Aas pOCCUMCKHUX
IOpUANYECKUX JIMI - WICHTU(PUKAIUMOHHBI HoMmep Hanoromiarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIMI - CTpaHa PETUCTPALMM, HAUMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PEerucTpaliOHHBIN
HOMEp, KOJI HAJIOTOIJIaTENbIIUKA B CTPAHE PErHCTPalui (MHKOPIOpALMK) UIIH €r0 aHaJjor).

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. 13.07.2015))

3. Jlns mpoBeeHrs KCIEePTU3bl KauecTBa yKa3aHHOM B yacTu | HacToslel cTaThil (hapMaleBTHUECKOM
cyOCTaHIMK 3asBUTEIb MPEACTABIISIET B YIIOJTHOMOYEHHBIN (efiepalbHbIN OpraH UCTIOJHUTEILHON BIACTH:

1) 3asgBieHHEe O BKIIOYCHHH B TOCYAAPCTBCHHBIH pPEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
(hapmareBTHUECKOIN CyOCTaHIINY;
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2) Komus JOKYMEHTa, NOJTBEPXKIAIOIIEro YIUIATy TOCyJapCTBEHHOW IONIUIMHBI 3a BKIIOYEHHE B
TOCYJJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJCTB (hapMaleBTHUECKOW CyOCTaHIMM, NMPOU3BEICHHON IUis
peanuzanuu, JTU00 MO COOCTBEHHOW WHUIMATHUBE yKa3aHHBIA JOKyMEHT. B ciydae ero HempeicTaBiIeHHUs
3asiBUTENIEM YTIOJHOMOYEHHBIH (heepanbHblii OpraH MCIOJHUTEIbHONW BJIAcTH MpoOBepseT (akT YIMiaThl
roCy/1IapCTBEHHOW TONUIMHBI 3asBUTEJIEM C HCIOJb30BaHHWEM HH(popmanuu 00 ymiaTe rocyaapcTBEHHON
NOUUIMHBI, cojepxaieiics B [ocymapcTBeHHOH HWHPOPMALMOHHOM cHCTEME O TOCYAapCTBEHHBIX U
MYHHMLIMINIAJIbHBIX  IUIATEXaX, Ha OCHOBAaHMM MPEICTABIECHHOW  3asiBUTENEM  KOINHU  JOKYMEHTa,
MOATBEPKIAIOLLETO YIIIATy TOCY1apCTBEHHON MOLUIMHBI;

(n. 2 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) TOKyMEHTHI, yKa3aHHBIEC B YaCTH 2 HACTOSAIIEH CTaThH;
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHHE O BBIJaYe pa3pemieHuss Ha BBO3 B Poccuiickyro ®eneparuio KOHKPETHOW MapTHH
HE3apEeTMCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, NPEIHA3HAYCHHOTO /s TPOBEACHHS YKa3aHHOMN
9KCIEPTU3BI.

(n. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

4. B Teuenue aecatu pabouMx AHEHW cO AHS MPUHATHUS 3a8BJICHUS O BKIIOYEHMM yKa3aHHOM B yacTu 1
HACTOSIIEH CTaThbl (papMalleBTUYECKON CyOCTaHIIMM B TOCYJApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB U
JOKYMEHTOB, IIEPEYMCICHHBIX B 4YaCcTH | W IyHKTe 2 4YacTM 3 HACTOALIEH CTaTbU, YIOJHOMOYEHHBIN
(benepanbHbIil OpraH UCMOJHUTEIBHOMN BIIACTH:

(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

1) mpoBOOUT NPOBEPKY MOJIHOTHI M JIOCTOBEPHOCTU [JAHHBIX, COAEPXKAIIMUXCS B IPEACTABICHHBIX
3aABUTCIIEM JOKYMCHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpPUHHMMAET pelIeHWEe O HaIpPaBICHUHM B OSKCIEPTHOE YUPEXKJEHHE 3aJaHusl Ha IpOBEJIEHHE
9KCHEepPTU3bl KauecTBa yKa3aHHOM B yacTu | Hacrosiued ctatbu (papmaneBTHYECKOH cyOcTaHIMM Wi 00
OTKa3€ B TAKOM HalpaBJICHUHY;

3) yBeOMJISIeT B 3JICKTPOHHOM MM MHUCbMEHHOH (hopMe 3asBUTENS O MIPUHITOM PEIICHUH WU B CIydae
0TKa3a C yKa3aHHEM IPUYMH TaKOTo OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciy4ae BBISIBJICHUS HEOCTOBEPHOCTH CBEJICHHIA, COJIEPKAIIMXCS B TPEICTABICHHBIX 3asiBUTEIIEM
MaTepuanax, YHOJTHOMOYEHHbIN (QenepanbHblii OpraH HUCHOTHUTENHHON BIACTH HANpPABISET 3asSBUTEINIO
3ampoc 00 yTOYHEHHMU YKa3aHHBIX CBeJCHUU. J[aHHBINM 3ampoc MOXKET OBITh MepelaH YIOJIHOMOUYEHHOMY
MPEACTAaBUTENIO 3asBUTENS JIMYHO TOJI PACIUCKY, HAMPABIICH MO MOYTE 3aKa3HbIM MUCHMOM WJIU IepeiaH B
3JIEKTPOHHOU (OpMe IO TEIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBsI3H. B ciyuae HampaBlieHHsI JaHHOTO 3ampoca
10 TIOYTE 3aKa3HBIM MUCHMOM OH CUHMTACTCS TOJYYCHHBIM 10 MCTEUEHWHW IISCTH JTHEH C JaThl HANPaBICHUS
3aKa3HOTO MUCHMA.

(dacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTenb 00sf3aH NPEJCTaBUTh OTBET Ha 3alpoOC YIMOJHOMOUYEHHOIo (heAepaibHOrO OpraHa
WCTIOJHUTENIBHOM BIIACTH B CPOK, HE MPEBBIIIAIONINI IEBIHOCTA Pa0OYHMX JHEH CO JHS MOJyYeHHs TaHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacTOsILEH CTaTbH, MPUOCTAHABIMBAETCS CO JHS HaIpaBlICHUS
3asIBUTEIIIO 3alpoca YIOJHOMOYEHHOTO (pe/iepabHOrO OpraHa MCHOJIHUTEIbHOM BIAcTU 10 JHS MOJyYeHUs
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UM OTBETAa Ha JAaHHBIA 3alpoC M HE YYHUTHIBACTCS IPH HCYUCICHHH CpPOKa SKCIEPTH3bl KadyecTBa
(bapMareBTHUECKON CyOCTaHIMH, HEUCIIONb3yEeMO IPH MTPOU3BO/ICTBE JIEKAPCTBEHHBIX MTPENapaToB.
(uactsp 4.2 BBeeHa PenepasbHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JJs OTKa3a B HalpaBlIC€HUM B JKCIEPTHOE YUPEXKJIEHUE 3a/JaHus Ha IpPOBEJIECHUE
9KCIIEPTHU3bl KayecTBa yKa3aHHOW B yacTu | Hacrosmiel craThbu (QapMaleBTUYeCKOW CyOCTaHIMM SBIISETCS
HENpe/ICTaBIECHUEe JOKYMEHTOB, YyKa3aHHbIX B 4YacTW 2 HACTOsALIEH CTaThd, OTCYTCTBUE HH(OpMaLUH,
noATBepkJatoed (akT ymiaTel TOCYyJapCTBEHHOM TONUIMHBI 32 BKJIIOYEHHE (apMaleBTUYECKON
CyOCTaHIIMM, TPOM3BEACHHOW /IS pealn3allii, B TOCYJApCTBEHHBIM pEecTp JEKAPCTBEHHBIX CPEJCTB,
HEIPEJICTaBICHUE 3asBUTEIIEM B YCTAaHOBJIEHHBIN CPOK OTBETA HA yKa3aHHbIM B yacTu 4.1 HacTosiel cratbu
3aIpocC YIMOJIHOMOYEHHOTO (peepansbHOro opraHa UCIOJHUTEFHON BIACTH WIIH MPEICTaBICHHE TOKYMEHTOB,
HE COJIep KalINX UCUEPIBIBAIOIIETO MEPEeYHsI HEOOXOANUMBIX CBEICHUH.

(dactp 5 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teyenue natHaamatu pabouux AHEU CO THS MOMYyUEHUs PELICHUS YIIOJIHOMOUYEHHOTO (peepanbHOro
OopraHa HCIIOJIHUTEJIbHOM BJIACTM O HANpaBJICHUU B SKCIEPTHOE YUPEXKACHUE 3aJaHUs HA TMPOBEJCHUE
IKCIIEPTH3bI KAYeCTBA YKAa3aHHOW B WacTu | HacTosIiei cratbu (papMareBTUYECKONW CyOCTaHIIMU 3asiBUTEIh
MPEACTABISET B SKCIEPTHOE YUPEKICHUE JIJIsl POBEACHUS TAHHOM SKCIIEPTU3BI 00pa3iibl (hapMaleBTHUECKOM
CcyOCTaHIIMK B KOJIMYECTBE, HEOOXOIUMOM JJIsI BOCTIPOM3BEICHHSI METOJIOB KOHTPOJISI Ka4eCTBA. DKCIIEPTHOE
YUpEXKICHUE TPH TOJYyYeHUH OOpaslloB YKa3aHHOHW B yacTW | HacTosImeW cTaThd (hapMaleBTHUYECKOM
CyOCTaHIIMM BbIAET 3asSBUTENIO JOKYMEHT, MOATBEPXKAAIOIINN TOTyYeHHEe STHUX OOpas3loB, U B CPOK, HE
MPEBBIIAIONINI TpeX padouux JHEH, yBEAOMIISIET B DJIGKTPOHHOW WM THCHbMEHHOW (opme 00 3ToM
YIOJTHOMOYCHHBIN (enepalbHblii OpraH HCIOJHUTEIHHOW BJIACTH. OJTH CPOKHM HE BKIIIOYAIOTCS B CPOK
MPOBEACHUS JAHHOUM SKCIIEPTU3HI.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. JIOKyMEHTbI, MOCTYNUBIIME B HKCIEPTHOE YUPEKAECHUE Ui INPOBENCHMS SKCIEPTHU3bl KauecTBa
yKa3zaHHOM B wyactu 1 Hacrosimeidl cratbu (apMaleBTUUECKOW CyOCTaHIMM, TMOJIEeKAaT BO3BpaTy B
YIOJIHOMOYEHHBIA (pesiepabHblii OpraH HCIOJHUTEIBHONM BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSMH I10
pe3ysbTaTtaM IpOBEAEHHON IKCIEPTU3HI.

8. B cpok, HE IPEBBIMIAIOIINIMA ITSITH pa0ounX AHEH CO JTHS MOJIYUYSHUS 3aKITI0YEHUST KOMUCCUU SKCTIEPTOB
M0 pe3yjbTaTaM »SKCIEPTH3bl KadecTBa yKa3aHHOW B dYacTh | Hacrosmied cratbu (hapManeBTHUECKOU
cyOcCTaHIIMH, yIOJIHOMOYEHHBIN (peiepaibHbli OpraH UCIIOIHUTEIHHON BIACTH:

1) OCYHICCTBILIET OHLCHKY TAaKOI'0 3aKJIOYCHUA A OHNPEACIICHUA €ro COOTBECTCTBUA 3aJlaHUIO Ha
MIPpOBCACHUC JTaHHOM 9KCIICPTU3HI,

2) IpUHUMAET pelIeHHE O BKIIOUEHHH yKa3aHHOM B yacTu | Hacrosimed craThb (papManeBTHYECKOM
CcyOCTaHIIMM B TOCYIapCTBEHHBIM PpEECTp JIEKApCTBEHHBIX CPEACTB MM pelieHHe 00 OTKa3e B TakoM
BKJIFOUEHUU;

3) BHOCUT MNpU NPUHATHM PELICHUS O BKIIOYEHUM YKa3aHHOW B wyacTu | HacToslled CTaTbu
(dapmManeBTHUECKONH CyOCTaHIIMK B TOCYIAPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJCTB MPELYyCMOTPEHHYIO
nyHKTOM 2 yactu | crateu 33 Hacrosiero denepaibHOTO 3aKoOHa MH(OPMAIMIO U yBEJOMIISIET 00 3TOM B
9JIEKTPOHHOHN WM MUCbMEHHOH (popmMe 3asBUTEIS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. OcHoBaHMeM /7151 OTKa3a BO BKJIIOYEHHMH YKa3aHHOM B yacTu | HacTosiei craTtbu apMaleBTHIeCKOn
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CyOCTaHIIMM B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPENICTB SBISETCS 3aKIIOYEHUE COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOTO (he/IepajIbHOr0 OpraHa UCIOJHUTEIBHOM BIACTH O TOM, YTO Ka4ecTBO (hapMaleBTHYECKON
cyOCTaHIIMM HE NOJATBEPKIECHO MOJIyYEHHBIMU JaHHBIMU.

(wacte 9 BBemena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

10. He pnomyckaercss BKJIIOUEHME B TOCYJApCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEIACTB OJHOU
(dapMareBTHUECKOW CyOCTaHIIMM, MPOU3BENCHHOM JUIs peaqu3alM U BBIIYCKAeMOHM OJHUM U TEeM JKe
MIPOU3BOJIUTEINIEM, B BUJIE IBYX U 00JIee PEeCTPOBBIX 3aMUCEH.

(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MEHEHHI B JOKYMEHTHI Ha (papMarleBTUYECKYIO0 CyOCTaHIIUIO, MPOU3BEICHHYIO JIS
peanu3allii M BKJIIOYEHHYIO B TOCYJIaPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISETCS B
nopsigke, ycraHoBieHHOM crtatbsiMu 30 w31 Hactosimero @enepanibHOrOo 3aKOHA, C  YIUIATOM
rOCyJJapCTBEHHOM MOIUIMHBI, MPEAYCMOTPEHHON 3aKOoHOATenbCTBOM Poccuiickoit denepanuu o Hajmorax u
cbopax.

(uacte 11 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercsi oOpamieHue (hapMareBTHIeCKHX CYOCTAHIIMN, TMPOW3BEICHHBIX IS Peallu3allii, B
TEYEHHE CTa BOCBMMJECATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
UCIIOJTHUTENBHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHMH B JOKYMEHThl Ha (apMaleBTUYECKYIO
CyOCTaHIIHIO0, MPOU3BEACHHYIO AJI PeaTu3allii ¥ BKIIOUYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 UCKIOYEHMM M3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB
(dapmainieBTHUECKON CyOCTaHIIMM, MPOU3BEACHHON [UIsl pealn3alliy, NPUHUMAETCS YIOJTHOMOYEHHBIM
(dbenepaibHBIM OPraHOM HCTOJIHUTEIHHOM BIACTH B CIyYae:

1) npeaACTaBJICHUA COOTBECTCTBYIOIIHUM YIIOJIHOMOYCHHBIM Q)eﬂepaHBHLIM OpraHomMm HUCIOTHUTEIbHOMN
BJIACTU 3aK/IIIOYCHHUA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCIJIOBCKA a100 KHUBOTHOIO npu
HCII0JIb30BAHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) nojayu pazpabOTYUKOM JIEKAPCTBEHHOT'O CPEACTBA WU MPOU3BOAUTENEM JIEKAPCTBEHHOI'O CPEICTBA
aM00  YHNOJHOMOYEHHBIM HMH JIPYTMM  IOPUAMYECKHM JIMIOM 3asBJIEHUS 00 UCKIIOYEHHHM U3
rOCy/IapCTBEHHOT'O peecTpa JEKapCTBEHHBIX CPEICTB (apMaleBTUUYECKOW CyOCTaHIMM, MPOU3BEICHHON s
peanu3aiuy;

3) orcyrcTBHsS (hapMaleBTHUECKOW CyOCTaHLUM, MPOU3BEACHHOW I peanu3alud, B OOpalleHuHd B
Poccwuiickoit @eneparnuu B TeUeHUE TPEX U OOJIEE JIeT.
(uactp 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpaTtuna cuny ¢ 1 ionsa 2015 ropa. - ®eagepanbHbIM 3aKoH oT 22.12.2014 N
429-93.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OoTKase B Bblgayve paspelueHuss Ha npoBeadeHue
KNMMHMYECKOro MUCCrneaoBaHUA JleKapCTBEHHOro npenaparta, peweHuss o006 oOTkase B
rocynapCTBeHHOM perncTpaumm JeKkapCTBEeHHOro npenapara, 3akil4eHUAs KOMUCCUm
3KCMEepPTOB IKCNEPTHOrO YUYPEXACHUS UITN 3aKI0YeHUs coBeTa No 3TuKe
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(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Pemmenre COOTBETCTBYIOIIETO YMOTHOMOYEHHOTO (heepaabHOr0 OpraHa HCIOJHUTEIBHON BIacTH 00
OTKa3€ B BbIJAY€ pa3pelieHuss Ha MPOBEJACHHUE KIMHUYECKOTO MCCIEAOBaHUs JIEKApCTBEHHOrO Mpenapara,
pelieHue yka3zaHHOTO (eaepaibHOrO0 OpraHa WCTIOJHUTEIBRHOW BlIacTU 00 OTKa3e B TOCYAapCTBEHHOU
PErucTpalMy JEKAPCTBEHHOIO Mpenapara, 3aKIl0YeHUe KOMUCCUU SKCIIEPTOB 3KCIEPTHOIO YUPEKIACHUS WIH
3aKJIIOUYEHHE COBETa MO STHUKE MOXKET ObITh 00’KaloBaHO B TMOPSAKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit ®eneparnuu. 3akioueHHE OJKcHepTa, OQOPMIICHHOE IO MTOraM »JKCIEePTH3bl B  IIENIAX
OTpeJIeJICHUSI B3aMMO3aMEHSEMOCTH 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TMpernapara, MOXET ObITh
00>KaJI0BaHO JeprKaTeIeM WU BIAJENIbIIEM PETHCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapara B
KOMHUCCHIO JKCHEPTOB HSKCIEPTHOrO YUYPESXKACHUA. 3aKIIOYEHWE KOMHCCHUU JKCHEPTOB HKCIEPTHOTO
yupexieHusi, opopMIIEHHOE MO UTOraM MepecMOTpa 00KaTOBAaHHOTO 3aKIIIOUEHUS HKCIEPTa, MOKET OBITh
OCIIOPEHO JEpKaTeleM WM BIAJEIbLEM PETUCTPAIMOHHOIO YJIOCTOBEPEHHS JIEKAPCTBEHHOI'O Ipernapara
7100 yYMOJTHOMOYEHHBIM UMH JIMIIOM B TIOpSAKE, YCTAaHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit
Oeneparuu. [Ipu o0kanoBaHWM pPEIICHUs YIOJTHOMOYEHHOTO (eIepabHOTO OpraHa HCIOJHUTEIBHON
BJIACTH, 3aKJIFOYEHUS SKCIIEPTA WIM KOMUCCHH 3KCIIEPTOB SKCIEPTHOTO YUPEKICHHS, 3aKIIOYEHHS COBETA 11O
9TUKE JepKaTelb WU BIIAJIEEI] PErHCTPAMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO IMperapaTta Ju0o
YIOJIHOMOYEHHOE MMH JIMIO BIIPAaBE IPEACTABUTH PE3YyJbTaThl HKCIEPTU3bl JIEKAPCTBEHHOrO IIpemnapara,
MPOTOKOJBI MOTYYSHHBIX aKKPEAUTOBAHHBIMU MCIIBITATEILHBIMU JAOOpaTOpusiMu (LIEHTPAMH) PE3yJIbTATOB
HCCIIEIOBAHUM, UCTIBITAHUM.

Cratba 37. WHdoOpmauusa, cBsizaHHass C OCYLWeCTBNEHWEM rocyAapCTBEHHOW
perucTtpauMm nekapcTBeHHbIX rMpenapaTtoB, UWHoOpMauuMsa O 3aperncTpupoBaHHbIX
neKapcTBEHHbIX TMpenapatax W JeKapCTBEHHbIX MNpenapaTtax, WCKMOYEHHbIX U3
rocyAapcTBEHHOro peecTpa fieKapCTBeHHbIX CPeAcTB

1. CooTBeTCTBYIOIMI YIOTHOMOYCHHBIN (hefepaibHbIii OpraH UCIOJHUTEIBHOM BIACTH pa3MellaeT Ha
cBOeM o¢uuuaibHOM caiite B cetu "VHTepHer" UHQpOpMAIMIO, CBSI3aHHYI0 C OCYIIECTBIECHUEM
rOCy/IapCTBEHHOW PETUCTpPAllMU JIEKAPCTBEHHBIX IpENapaTroB, B TOM 4YHCIE MPOBEACHUEM HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKJIIOYas pe3yJbTaThl €€ IPOBEACHUs), MH(DOPMALUI0 O 3aperucTpUPOBAHHBIX
JIEKapCTBEHHBIX IIpernapaTax M JIEKapCTBEHHBIX Ipenaparax, UCKIIOUEHHBIX M3 IOCYJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJCTB, HE TO3JIHEEe YeM uepe3 MATh pabouyux JHEW cO JTHS MOJTYYEeHHUs YIOJIHOMOYEHHBIM
(beneparbHBIM OPraHOM HCTIOJIHUTENFHON BIACTH COOTBETCTBYIOMIECH HH(POPMAIIUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoxku ® TIOpSIIOK pa3MElIeHWsT YKa3aHHOW B dYacTH | Hacrosmied cratbu WHGOpMAIIN
YCTaHABIMBAIOTCA YIOJHOMOYEHHBIM (heiepaqbHbIM OpPraHoM HCHOJHUTENbHOW Biactu. Wubopmanus,
yKa3aHHas B 4YacTu | HacTosed CTaTbH, SBISETCS OTKPBITOM M OOLIEAOCTYNHOM M MpPeIoCTaBIIAETCS
3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBHMHM € 3aKOHOATeNbCTBOM Poccuiickoi deneparui.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCIJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX MPOBEAEHUW, MPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuMyeckue wuccrnenoBaHusi JfieKapCTBEHHbIX nMNpenapaTtoB  Ans
MeAULIMHCKOro NpMMeHeHus

1. Knuandeckue HCCIICAOBAaHUA JICKAPCTBCHHLBIX MNPCIApaTOB IAJId MCIUIHUHCKOIO NPUMCHCHHA, B TOM
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quce MEXIYHapOJAHble MHOTOLIEHTPOBbIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIMOHHBIE, IPOBOASTCA B OJIHOU
WM HECKOJIBKMX MEAMIMHCKMX OPraHM3alligX B COOTBETCTBUU C IPABWJIAMHU HAJUIEKALIEW KIMHUYECKON
NPaKTUKH, YTBCPKACHHBIMU  YIIOJHOMOYCHHBIM q)eﬂepaJIBHBIM OopranomM HUCIIOTHUTEIbHON BJIaCTH,
COOTBETCTBEHHO B CIEIYIOIIUX LENAX:

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ycraHoBieHue 0€30MaCHOCTH JICKAPCTBEHHBIX MpENapaTroB MJs 3J0POBBIX JT0OpPOBOJBIEB U (W)
MEPEHOCUMOCTH MX 3J0POBBIMH TOOPOBOJIBIIAMH, 332 HCKIIOUEHHEM TaKHX HCCIEIOBAHUN JIEKapCTBEHHBIX
npenaparoB, IPOU3BEICHHBIX 3a penenaMmu Poccuiickoit denepanuy;

2) mox0op ONTUMAIBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpemnapaTa M Kypca JICYeHUs Ui MalUueHTOB C
OTIpeNIeIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 103 W CXEM BaKIMHAUK HWMMYHOOHOJIOTHYECKUMHU
JIeKapCTBEHHBIMU MpenapaTaMu 3J0POBBIX T00POBOJIBIIEB;

3) ycraHoBieHHE 0€30MacHOCTH JIEKapCTBEHHOIO Mpemnapara U ero 3(p¢GeKTUBHOCTH Uil MAIEHTOB C
ornpezeNeHHbIM 3a0051eBaHneM, TPOGUIAKTHIECKON A(P(HEKTUBHOCTH KIMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
MIPenapaToB Ui 3J0POBBIX JOOPOBOJIBLIEB;

4) u3ydyeHue BO3MOXHOCTU PACIIMPEHUs MOKa3aHUW I MEIULUHCKOTO NPUMEHEHUS U BbISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B orsomenun BOCITPOMU3BCACHHBIX JICKAPCTBCHHEBIX IPENAapaToB AJId MCIUIMHCKOI'O IMPUMCHCHUA
IMPOBOJATCA HCCIICAOBAHUA OHMOPKBUBAJICHTHOCTH MU (I/IJ'II/I) TepaHeBTH‘ICCKOﬁ OKBUBAJICHTHOCTU B IIOPAIKC,
YCTaHOBJICHHOM YIIOJITHOMOYCHHBIM (I)C,Z[epaJ'ILHBIM OpraHoM HWCIIOJTHUTEILHOM BIIACTH.

3. Opr AHU3alIUK0 TPOBCACHUA KIIMHHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHOTO IMpfraparta I
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3paboTumK JIeKapCTBEHHOTO MpenapaTa Wik yIOJIHOMOYEHHOE MM JINIIO;

2) o0Opa3oBareibHBIC OpraHU3alWM  BBICIIETO O00pa3oBaHUS, OPTraHHU3AIMK JIOMOJHUTEIBHOTO
poeCCHOHAIBHOTO 00pa30BaHUs;
(m. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAay4YHO-UCCJIICAOBATCIILCKUC OpTraHU3alluu.

4. KiuHuyeckue WUCCIENOBaHUS JIEKAPCTBEHHOIO Ipenapara s MEJUIMHCKOrO IPUMEHEHUS
MIPOBOJSATCS Ha OCHOBAaHUHU pa3pelIeHHs Ha MPOBEACHHE KIMHUYECKOIO HCCIIEOBAHUS JIEKAPCTBEHHOI'O
npernapaTa, BbIIAaHHOTO  YIOJHOMOYEHHBIM  (pelepaJbHBIM  OpPraHOM  HCIIOJHHUTEIBHOW  BIIACTH.
VYnoiaHoMo4YeHHbIH (enepanbHblii OpraH MCIOJHUTEIBHON BIACTH BEAET PEECTP BBIIAHHBIX pa3pelIeHUH Ha
NpOBE/ICHUE KIMHUYECKUX HMCCIEeIOBAaHMIN JIEKapCTBEHHOI'O INpernapara, COAEp)KalllMi yKa3aHue Ha UX IeJb
WM LIE€TH, B YCTAHOBJIEHHOM 3THM OPraHOM IMOPSAIKE.

(B pen. @enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @eaepanbueblii 3akoH oT 22.12.2014 N 429-D3.

6. K opraauzanuyu mnpoBENEHHs KIMHUYECKHX HCCIECIOBAaHUN JIEKAPCTBEHHOIO IIpenapara s
MEIUIUHCKOI0 IPUMEHEHUs pa3pabOTYMKOM JIEKapCTBEHHOTO MpernapaTa MOTYT PUBIIEKATHCS IOPUINUECKUE
avna  J00H  OpraHM3allMOHHO-NIPABOBOW  (OPMBI IpU  YCIOBHMM OO0ECIEYEeHUs COOTBETCTBUS OITHX
UcclieIOBaHUM TpeOoBaHUAM HacTosero deepaibHOTO 3aKOHA.
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7. KiuHuueckue UCCIENOBAHUS JIEKapCTBEHHBIX IIPENaparoB s MEIULUHCKOTO IPUMEHEHUS
MIPOBOJIATCSL B MEAMIIMHCKUX OPraHU3alUAX, aKKPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (eepaTbHbIM OpPraHOM
HCIIOJIHUTEJIBHON BIIACTHU B IOPsIIKE, ycTaHOBIEHHOM lIpaBurensctBom Poccuiickoit @enepanun.

8. IlepeueHbp MEIUIIMHCKUX OpPTaHU3AIMi, UMEIOIIUX IMPABO MPOBOJUTHh KIWHUYECKUE HCCIICIOBAHUS
JICKapCTBEHHBIX TIPEMapaToB JIsi MEIWIMHCKOTO TPUMEHEHHWs, W PEeecTp BBIJAHHBIX pa3penieHud Ha
MIPOBE/ICHUE KIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX MPENapaToOB OIMyOIMKOBBIBAIOTCS M Pa3MEIIArOTCS
YIOJTHOMOYEHHBIM (eiepaibHbIM OPTraHOM HCIOTHUTENBHOM BIACTH B YCTAaHOBIEHHOM MM TOPSIIKE HA CBOEM
odunmransHoM caiite B cetu "MHTEpHET".

Cratba 39. PeweHue o npoBeAeHUUN KIIMHUYECKOro MUCCrefoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAMLUHCKOro npuMeHeHus
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KimHnyeckoe wucciaenoBaHuE JIEKapCTBEHHOIO IIpermapara i MEAUIMHCKOTO IPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAaHUM PA3PCLICHHUS HA IIPOBEACHUE KIMHUYECKOIO MCCIIEIOBAaHUSA JIEKAPCTBEHHOI'O
npenapaTa, BbIIaHHOTO YIIOJTHOMOYEHHBIM (eZiepaibHbIM OPraHOM HCIOJHUTENBHOM BIACTU MO pe3ysbTataM
9KCIEPTHU3bl JOKYMEHTOB, HEOOXONMMBIX Ui MOJy4EeHHs pa3pelleHus Ha MpOBeIeHUE KIMHHUYECKOTO
MCCJIEIOBAHMS JIEKAPCTBEHHOI'O IIPeNapaTa U ’THYECKON SKCIIEPTU3HIL.

2. I[J'IH MOJIYUYCHHUA Ppa3pClICHUSA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara sl MCOAUIUHCKOTO NMPUMCHCHHA 3adBUTCIIb IPCACTABIISICT B ynOJ’IHOMO‘-IGHHBIfI (beﬂepaHBHBIﬁ
opra”n HCIIOJHUTEILHOM BIACTH:

1) 3asBieHME O BbIJAu€ pa3pelleHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIIENOBAHMS JIEKApPCTBEHHOTO
npenapara Jiisi MeIMLUHCKOTO IPUMEHEHUS;

2) KOIMM JIOKYMEHTOB, HOJTBEPXKJIAIOUIMX YIJIATy TOCYAAPCTBEHHOM MOIUIMHBI 3a IPOBEIEHHE
9THUYECKON IKCIEPTU3bI, IKCIEPTU3BI JOKYMEHTOB Ha JIEKApCTBEHHBIN Ipenapar I MOJy4YeHUs pa3pellieHus
Ha NPOBEJCHUE KIIMHUYECKOI0 UCCIIEI0BAaHUs JICKAPCTBEHHOIO IIpenapara I MEIULMHCKOTO NIPUMEHEHHs,
3a BbLJAYy pa3pelleHUs Ha IIPOBEACHHUE KIMHUYECKOTO HCCIIEIOBAaHMs JIEKAPCTBEHHOIO Ipernapara s
MEJMLIUHCKOrO NPUMEHEHMs, 3a MPOBEICHUE DKCIIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipernapar A
MIOJIyYEHUSI pa3pelleHns Ha MPOBEJACHUE MEXAYHAPOJIHOIO MHOTOLUEHTPOBOIO KIMHUYECKOIO MCCIIEIOBAHUS
JICKapCTBEHHOI'0 IIpernapara il MEIMLIHMHCKOrO NPHMEHEHHMs, 3a BblJady pa3pelIcHHUs Ha IPOBEICHHUE
MEXIyHApOJAHOTO MHOTOLEHTPOBOIO KJIMHUYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO Ipemnapara Uil
MEIULHUHCKOIO IPUMEHEHMs, 3a IPOBEICHUE ITUYECKOW OKCIEPTU3BI, HKCIEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIM IIpenapar g [OJYYEHHs PpaspellieHHs Ha IIPOBEACHHUE IOCTPErUCTPALMOHHOIO
KJIMHMYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOI'O IpernapaTta i MEIULIHUHCKOrO NPHMEHEHUS, 3a BblIady
paspemieHuss Ha NPOBENCHHE MOCTPErMCTPALMOHHOIO KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOTO
npenapara Uil MEIULMHCKOTO MPUMEHEHMs, WU M0 COOCTBEHHOM MHMLIMATHBE yKa3aHHbIE JOKyMEHTHL. B
cllydyae HeNpe/CTaBIECHUs 3asBUTENIEM YKa3aHHBIX JOKYMEHTOB YIIOJHOMOYEHHBIN (QenepanabHblii opraxn
UCTIOJHUTENBHOM BIACTU MpoBepseT (akT YIUIaThl TOCYJApPCTBEHHOM TOHUIMHBI C HCIIOJB30BaHHEM
nHpopmanuu o0 yriate ToCyAapCTBEHHOM MONUIMHEL, coaepxaieiics B ['ocynapcTBeHHON HH(DOpMaITMOHHON
CHUCTEME O TOCYJAapCTBEHHBIX M MYHHIMIIAJIBHBIX IUIATEKAaX, HA OCHOBAHWM IIPEACTABIICHHBIX 3asBUTEIIEM
KOIIMI TOKYMEHTOB;

3) IMPOTOKOJ KIMHHUYCCKOro HMCCICAOBAHUA JICKAPCTBECHHOI'O IIpfriapara i MCEIUIHUHCKOI'O
IMPUMCHCHUA,
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4) 6porrropy uccaeaoBaTens;
5) uH(popMaIMOHHBIN JTUCTOK NAIlUEHTA;

6) cBeneHusi 00 ombITe PabOTHI UCCIENOBATENCH MO COOTBETCTBYIONIMM CIEIIMAIBHOCTSIM U UX OTIBITE
paboTHI IO MPOBECHUIO KIIMHUYECKUX UCCIICIOBAHUM;

7) CBCIACHUA O MCIAUIUHCKHUX OpraHu3aluAaAX, B KOTOPBIX HNPCANOIaracTcCsa MmpoOBCACHUE KIMHHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O0 IIpf€rapara IjJd MCIUIHNHCKOI'0 IIPUMCHCHUSA (HOJ'IHOG N COKpall€HHOC
HaMMCHOBAHUA, OpPraHU3allMOHHO-IIPpABOBAA (1)0pMa, MECTO HaXOXKIACHUA U MECTO OCYHICCTBJIICHUA
ACATCIIBHOCTH, TCJ'IC(I)OH, TCHG(I)&KC, anapec BHCKTpOHHOI\/'I IOYTHI KaXKI0M MEeJUIIMHCKOM OpFaHI/IBaLII/II/I);

8) CBCACHUA O MpcaAnoJaraCMbIX CpoOKax HPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara Jisd MEAUIUHCKOTIO IIPUMCHCHMA

9) komur JOTOBOpa OO0S3aTENIBHOTO CTPAaXOBaHMS, 3aKJIIOUEHHOTO B COOTBETCTBHU C THIIOBBIMU
IpaBUJIaMU 00s3aTEJILHOTO CTPaxOBaHUs, C YKa3aHUEM MpeesbHON YHCIEHHOCTH MallMeHTOB, YYaCTBYIOIIUX
B KJIIMHUYECKOM HCCIIEJIOBAaHUU JIEKaPCTBEHHOTO Mpernapara i MEAUIIMHCKOTO TPUMEHEHHUS;

10) I/IH(I)OpMaI_II/IIO 0 COCTAaBC JICKAPCTBCHHOTO IperiapaTa i1 MCIUIUHCKOT'O IPUMCHCHUS

11) HOKyMEHT, COCTaBJIECHHBIA IPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IIpernapaTa A MEIUIUHCKOrOo
MIPUMEHEHHUS U COJIePrKaLUi MTOKa3aTeNn! (XapaKTepUCTUKH), @ TAK)KE CBEJICHUS O JIEKAPCTBEHHOM Ipenapare
JUISL METUITTHCKOTO PUMEHEHHSI, TPOU3BEICHHOM JJIsl POBEACHUS KIIMHUYECKUX UCCIIEIOBaHMIA;

12) xomuio IUIEH3WH HA TIPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB B Cllydae, €CIM IPOU3BOJICTBO
JIEKapCTBEHHOTO TIpermapara ocyiuecTsisiercss B Poccuiickort ®enepanuy, WM KOMUIO 3aKIIOYEHHUS O
COOTBETCTBUHM  TNPOU3BOIMTENS  JICKAPCTBEHHOrO Mperapara TpeOOBaHMAM  IpaBWJI  HaJulexKalnei
HpOI/ISBOI[CTBGHHOﬁ IMPAKTHUKHU, BBIJAHHOI'O YIIOJHOMOYCHHBIM OopraHomM CTpPaHbL IIPOU3BOAUTCIIA
JIEKapCTBEHHOTO Ipernapara.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. B cpok, HE TPEBBIAIINWNA MATH pabovYnX THEH CO AHS MPUHATHS YKa3aHHOTO B IMyHKTE | yactu 2
HACTOAIICH CTaThU 3asBICHUS W HEOOXOIAMMBIX JIOKYMEHTOB, YIOJTHOMOYEHHBIH (enepanpHblii opraH
WCTIOTHUTENIbHON BIIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEIACHMM, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) NpUHUMAET pELIEHUE O MPOBEACHMM SKCHEPTU3bl JOKYMEHTOB Ui TMOJYYEHHs pa3pelieHus Ha
[IPOBEICHUE KIMHUYECKOIO MCCIENOBAHUA JIEKAPCTBEHHOIO IMpernapara Uil MEOULUHCKOrO NMPUMEHEHUS U
TUYECKON IKCTIIEPTHU3BI MM 00 OTKa3e B IPOBEJCHUN YKAa3aHHBIX 3KCIIEPTHU3;

3) YBCAOMISICT B 3JI€I(Tp0HHOI71 (I)OpMe WK Ha 6yMa)KHOM HOCHUTCJIC 3asABUTCIIA O MPUHATOM PCHICHUU
1100 B CJIydac IMpuHATUSA PCIICHUA 00 OTKa3e TakkKe ¢ YKa3aHUECM IIPUYIHUH TAKOI'0 OTKa3a,

4) MoAroTaBIIMBAET U HAIIPABIISET B SKCIEPTHOE YUPEKACHUE U COBET 10 3TUKE 33/1aHHE Ha [IPOBEJICHUE
COOTBETCTBYIOIINX 3KCIEPTH3.

4. B cinyvae BBISBICHUS HENOJHOTHI M (WJIM) HEIOCTOBEPHOCTH HH(MOpMALIMU, COJEpKalieiics B

www.consultant.ru CrpaHuua 78 u3 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 02.08.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 07.10.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

NpEeCTaBICHHBIX 3aBUTEIEM JOKYMEHTAX, YIIOJHOMOUYEHHBIH (eepabHblii OpraH UCIOJHUTEIbHOMN BIaCTH
HanpaBisieT 3asBUTENIO 3aMpoc 00 YTOYHEHHMH YyKazaHHOM uH(popMmanuu. JlaHHBIA 3ampoc MOXeT ObITh
nepeiaH yINOJIHOMOYEHHOMY IIPEICTAaBUTENIO 3asBUTENSl JIMYHO IIOJ PACIMCKY, HANpaBleH IO I04YTe
3aKa3HbIM MHCHMOM WM MNEpellaH B AJIEKTPOHHON (opMe MO TEIeKOMMYHHUKAllMOHHBIM KaHajlaMm CBs3u. B
cllydae HampaBlIeHUs JAHHOTO 3ampoca MO MOYTe 3aKa3HbIM IHCbMOM OH CYHMTAETCS MOJYyUYEHHBIM II0
UCTEUEHUHU IIECTH JHEH C JaThl HAIPaBJICHUs 3aKa3HOIO MUCbMa. 3asBUTENb 00s3aH MPEJICTaBUTh OTBET Ha
3arpoc  YHOJIHOMOYEHHOro (pefepalbHOTO OpraHa HMCIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIMLAOIINN
JeBsIHOCTa pabouux JHeW co JHs ero monmydeHus. Cpok, yka3zaHHBI B 4YacTM 3 HAcCTOALIEH CTaTbH,
IPUOCTAHABIIMBACTCSA CO JIHS HANPABJICHUS 3asSBUTENIO 3alpoca YHNOJIHOMOUYEHHOTo (eaepalbHOro OpraHa
WCIIOJIHUTEJIBHON BIACTH A0 JHS TMOJY4YeHHMsT UM COOTBETCTBYIOIIETO OTBETa M HE YUYUTHIBaeTCAd IMpU
WCYHCIIEHUU CPOKa MPUHATHUS YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOTHUTEIbHOW BIACTH PeIlleHuUs
O IPOBEIEHUM OHKCHEPTH3bl JOKYMEHTOB JJIs IOJyYEHHsl pPAa3pelIeHUs Ha IPOBEJCHHE KIMHUYECKOTO
UCCIIeI0BaHMs JIEKapCTBEHHOTO Mpernapara sl MeJUIIMHCKOTO IPUMEHEHHSL.

5. OcHOBaHMEM AJI OTKa3a B NPOBEIEHUMU 3KCIEPTU3bl JOKYMEHTOB Ml MOJIYYEHMs pa3pellleHusl Ha
MIPOBEACHUE KIMHUYECKOrO0 MCCIIEIOBAaHUA JIEKAPCTBEHHOIO IIpernapara il MEIULUHCKOIO IIPUMEHEHUS U
TUYECKOM HKCIIEPTU3BI SBIIETCS MPEICTABICHUE TOKYMEHTOB, IPENYCMOTPEHHBIX YACThKO 2 HACTOSILEH
CTaThbH, B HETIOJIHOM 00beMe, HETIPEeICTaBICHUE 3asiBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETAa HA YKa3aHHbBIN B
4acTu 4 HACTOsAIIEN CTAaThbH 3alIPOC YIOJIHOMOYEHHOrO (eiepaJbHOr0 OpraHa MUCIOJHUTEIbHON BIACTH JINOO
OTCYTCTBUE B IPEJCTABICHHBIX JOKYMEHTaX HCUEpIIBIBAIONIETO MepedHss HeoOXOoAMMOM HHpopManuu Hiu
uHpopMaIn, KOTopas JOKHA ObITh OTpa)KeHa B HUX, a TAKXKe OTCYTCTBHE MH(pOpMAIUU, TOATBEPKIAIOIIeH
(akT ymiaTel rOCyAapCTBEHHOW TOIUINHBI 32 MPOBEACHUE STHUECKONW IKCTIIEPTH3HI, SKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIN Mpenapar I IOJY4YEHHUS pPA3pELICHHs] HAa IMPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOI'O MperapaTta Juisi MEOUIUHCKOrO NPHUMEHEHMS, 3a BbIJady pa3pelIeHHs Ha IPOBEICHHE
KJIIMHUYECKOI0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO Iperapara Uil MEIULHUHCKOIO IIPUMEHEHHUs, 3a IPOBEACHUE
JKCIEPTU3bl JOKYMEHTOB Ha JICKapCTBEHHBIM IIpemapar Uil IOJy4eHHUs paspelleHus Ha IIPOBEICHHE
MEXIYHApPOAHOIO MHOTOLICHTPOBOIO KIMHHUYECKOIO0 HCCIENOBaHUS JIEKaPCTBEHHOIO IIpernapara s
MEJMLIHUHCKOrO IMPUMEHEHUS, 3a Bbla4y Pa3pelleHMs Ha MPOBEICHUE MEXIYHAPOIAHOIO MHOT'OLICHTPOBOIO
KJIMHAYECKOT0 MCCJIEN0BAHMS JIEKAPCTBEHHOIO Ipernapara s MEAUIMHCKOTO NMPUMEHEHMs, 32 IPOBEICHHE
3TUYECKOM 3KCIEPTHU3BI, SKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar Il MOJIyYEHHUS pa3pelIeHUs
Ha IPOBEIECHUE IOCTPETrUCTPALMOHHOIO KIMHUYECKOrO0 HCCIEAOBAHUA JIEKapCTBEHHOIO IIperapara s
MEJULMHCKOrO IIPUMEHEHHs, 3a BbIAauy pa3pellieHus Ha NIPOBEACHUE MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO
HCCIIE0BaHUs JICKAPCTBEHHOT' O IIpernapara Juisi MEAULMHCKOIO IPUMEHEHH .

6. IlpoBeneHne 3KkCHEpTU3bl JOKYMEHTOB JUIS MOJIYYEHUS pa3pelIeHMs] HA MPOBEIECHUE KIMHUYECKOTO
HCCIEN0BaHUs JIEKapCTBEHHOIO Ipenapara I MEIUIMHCKOTO IPUMEHEHUsS M 3THYECKOW DKCIEPTH3BI,
COCTaBJICHHME KOMHUCCHUEHN SKCIIEPTOB M COBETOM IO ITUKE 3aKIIOYEHUN O BO3MOYKHOCTH WJIM HEBO3MOKHOCTHU
IIPOBEJCHHS TAKOI0 KJIMHMYECKOI'O HCCIIENOBaHMS M HAIpPaBICHUE 3TUX 3aKIIOUYEHUN B YIOJHOMOYCHHBIN
(denepanbHbIi OpraH HCIHOJHUTENBHOM BJIACTH OCYLIECTBISIIOTCS B CPOK, HE MPEBBIIAIOUIMA TpUALATH
pabounx JIHEH CO JHS MONYyYEHHUS HKCHEPTHHIM YUPEXKIECHHEM 3a/aHus YIOJHOMOUYEHHOro (heaepalbHOro
OpraHa MCIOJHUTEIBHOM BIACTH C MPUIOKEHUEM JTOKYMEHTOB, YKa3aHHbIX B IyHKTax 3, 4, 10 u 11 yvactu 2
HACTOSIIEH CTaTbu, M COBETOM IO 3TUKE 33aJJaHHs YIOJTHOMOYEHHOTO (elepaIbHOT0 OpraHa UCTIOHUTELHON
BJIACTHU C IPWJIOKEHUEM JOKYMEHTOB, YKA3aHHBIX B IIyHKTax 3 - 6, 8 1 9 wactu 2 HacTOALIEH CTAaThU.

7. B cpok, He MPeBBIIAIOUINI NATH pabouuX JAHEH CO AHS MOJYyUYEHUS 3aKIIIOUEHUH, YKa3aHHBIX B YAaCTH
6 HACTOSAIIEH CTaTh, YIIOJHOMOUYEHHBIN (hefiepaabHbId OpraH UCIIOIHUTENBHON BIACTH:

1) OCYHICCTBJIACT OLCHKY MOCTYIHUBHIIUX 3aKJIIOUCHUM I OIPCACIICHUSA UX COOTBCTCTBUA 3aJaHHUAM Ha
MIPOBCACHUC COOTBCTCTBYIOIINX SKCIICPTUS;
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2) UpUHUMAaeT pelIeHWe O BbIAYe pa3pelleHHs Ha NPOBEICHUE KIMHHYECKOTO HCCIIEIOBAHHMS
JIEKapCTBEHHOTO Tpernapara JUis MEIUIIMHCKOTO TPUMEHEHHs Wi 00 OTKa3ze B BbIJaue YKa3aHHOTO
pa3penIeHus;

3) BbLAAET pa3pellieHue Ha MPOBEJEHUE KIMHUYECKOIO MCCIIEOBaHUS JIEKApCTBEHHOrO Ipernapara Juls
MEIIMIIMHCKOTO TPUMEHEHHUs WJIM pelieHne 00 OTKa3e B BhIJIaue YKa3aHHOTO pa3perieHus ¢ yKa3aHHeM
IPUYUH OTKa3a.

8. OcHoBaHMEM MJi1 OTKa3a B BblJauy€ pa3pelieHus Ha MPOBEIACHUE KIMHUYECKOTO HCCIIEOBAHUSA
JIEKapCTBEHHOI'0 Ipenapara Uil MEAUUMHCKOIO NPUMEHEHHUS SBISIETCS HAIMYME 3aKIOUEHUS KOMHCCUU
SKCIIEPTOB WJIM 3aKJIIOYCHHS COBETA IO 3TUKE O HEBO3MOYKHOCTH IPOBEIACHHUS KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'0 Mpenapara Uil MEAUUMHCKOTO NPUMEHEHHUS MO Pe3yjbTaTaM IMPOBEICHHBIX 3KCIEPTH3,
MPETyCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTaThU.

9. Pemienne 00 oTKa3e B NPOBENEHUM SKCIEPTH3bl JOKYMEHTOB JJIs IOJIyYEHHUs pa3pellieHus Ha
NpOBE/IEHNE KIMHUYECKOTO0 MCCIIEJOBAHUS JIEKAPCTBEHHOrO IMpernapara A MEIUIMHCKOIo NPUMEHEHUs U
9TUYECKOM S3KCHEPTU3bl M B BbIJAYE pa3pelICHHMs] Ha MPOBEACHHE KIMHMYECKOIO MCCIIEI0BaHUs
JICKAPCTBCHHOI'O IIpfIriapara I MCAUIHUHCKOr0O NPHUMCHCHUA MOKET OBITE 00XKaJI0BaHO B IopsAaKe,
YCTaHOBJIEHHOM 3aKOoHOAaTenbcTBOM Poccniickoit denepanuu.

CraTtbsa 39.1. 3Tnyeckasa akcnepTusa
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Drtuyeckas 9KCIICpTU3a MPOBOJUTCA COBCTOM II0 3THUKEC, CO3JAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM (bez[epanLHmM OopraHom HUCIIOJIHUTEILHOMN BJIaCTH, B ICIIX BbIJa4YH 3aKJIIIOUYCHHA 00
OTHYECKOH O0O0OCHOBAHHOCTH BO3MOKHOCTH MMPOBEACHUA KIWMHHUYECKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara Jjis1 MCIUIIUHCKOI'O IIPUMECHCHUA.

2. DKcrepTaMu COBETa IO 3THKE MOTYT OBITh NMPEACTaBUTEIN MEIUIMHCKUX OpraHM3alui, HayyHBIX
opraHuzanuii, o00pa30BaTENbHBIX OpraHU3alMii BbICIIET0 O00pa3oBaHMsA, a TaKkKe NPEACTaBUTEIH
OOIIIECTBEHHBIX OPTaHU3AIMi, PEIMTHO3HBIX OpraHu3alMii M CPeICTB MaccoBoil uHpopMmanmu. JlaHHBIE
9KCHEepPTHl HE JOJDKHBI HAaXOAMTHCS B KaKOH-TMOO 3aBHCUMOCTH OT pPa3pabOTUYMKOB JIEKApCTBEHHBIX
MpenapaToB U JIPYTUX JIUII, 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX 3THUYECKOU dKCIIEPTHU3BI.

3. Onuara yciiyr 3KCIIEpTOB COBETA IO ITUKE OCYLIECTBISETCS HA OCHOBAHUM JOTOBOPA, 3aKIFOYEHHOTO
MEXy YIOJHOMOYEHHBIM (heepaabHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH, KOTOPBIM CO3[aH COBET IIO
9THKE, W OJKCIEPTOM COBETa IO JTHKE, 3a CUeT OIOKETHBIX ACCHUTHOBAaHUH, MPEayCMOTPEHHBIX
YIOJTHOMOYEHHOMY (heiepaibHOMY OpraHy HCIIOJIHUTEIBHON BIACTH, KOTOPHIM CO3/IaH COBET MO ITHKE, B
¢denepambHOM OIO/DKETE Ha COOTBETCTBYIOIIMH TOA Ha OOECIEYeHHE ero IesTeIbHOCTH, B pa3Mepax,
ycTaHoBlIeHHBIX [IpaBuTensctBoM Poccuiickon denepanun.

4. DkKcnepTbl COBETa IO AITUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
Poccuiickoit deneparuu.

5. CocTaB coBeTa IO ITHKE, MOJ0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPeOOBaHUS K
KBaJIU(HUKAIMA U OIBITY pabOTHl MO AKCHEPTHOM OLEHKE HAYYHBIX, MEJUIIMHCKAX U THYECKUX ACTIEKTOB
KJIMHUYECKUX MCCIEA0BAHUM JIEKAPCTBEHHBIX MPENAPATOB I MEJULUHCKOIO MPUMEHEHHUs, IIPENbABIISIEMbIC
K JKCIepTaM COBeTa IO 3THUKE, MOPSAJIOK OpPraHM3allMd W TPOBEIACHMS] STUYECKOW HKCIEepTU3bl, (popma
3aKJIIOYEHHUS COBETA I10 ATUKE YCTAaHABJIMBAIOTCS YIIOJHOMOUYEHHBIM (peiepaIbHbIM OPraHOM HCIIOJIHUTEIbHON
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Binactu. Yucio HpeHCTaBHTeHeﬁ MCAOAULIMHCKHNX OpFaHI/ISaHI/Iﬁ HCE MOXCT NPCBLIIIATH IMOJIOBUHY OT 06mero
qucia 5KCICPTOB COBETA IO 3TUKCE.

6. Mudopmamust o cocraBe coOBeTa IO 3TUKE, IUIAHAX €ro paboTel U TeKyLed AesTeIbHOCTU
pa3merniaeTcsd Ha OQHUIMAIFHOM CaiTe yIOJHOMOYEHHOTO (eaepalbHOr0 OpraHa HCIOIHUTEIBHON BIAcTH B
cetu "HTEpHET" B yCTAHOBIIEHHOM UM ITOPSIJIKE.

Cratbsa 40. lMpoBeaeHMe KIMHNYECKOro UccriefoBaHUs NleKapCTBEHHOro npenapara ans
MeaANLUUHCKOro npuMmeHeHusA

1. PykoBomuTenp MEIWIMHCKOM OpraHU3alMM, KOTOpas IPOBOJMUT KIMHUYECKOE HCCIEI0BAHNE
JIEKapCTBEHHOI'O IIpenapara Juisi MEIUIUHCKOTO NMPUMEHEHMs], Ha3HA4aeT UCCIeA0BaTels, OTBETCTBEHHOTO 3a
IPOBEICHUE TAKOI'O MCCIEJOBAHUSA M MMEIOUIEro JIe4eOHYI0 CIELUAIbHOCTh, COOTBETCTBYIOILYIO
NPOBOJUMOMY KJIMHUYECKOMY HCCIEIOBAaHMIO JIEKApCTBEHHOIO IIpernapara, €O CTakeM paboThl 110
IIporpaMMaM KJIMHWYECKUX MCCIICJOBAaHUN JICKAPCTBEHHBIX IIPENapaTOB HE MEHee 4YeM TpU IoJa U II0 €ro
IIPEII0KEHUIO HA3HAYAET COMCCIIEN0BATENEH U3 YUCIIa Bpadyel 3TOM MEIULUHCKON OPTaHU3alHH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. WccnenoBarens OCYMIECTBISET BHIOOP MAIIMEHTOB, KOTOPBHIE MO MEAWIIMHCKUM TMOKA3aHUSIM MOTYT
OBITH MPUBIICYEHBI K YYACTHIO B KIIMHUYECKOM HMCCIICIOBAHUH JIEKAPCTBEHHOTO MpernapaTa il MEIUIIMHCKOTO
PUMEHEHHUSI.

3. UccnenoBaTens U COMCCNENOBATENH JIOIDKHBI OBITh 03HAKOMIICHBI C pe3ylbTaTaMU JOKIMHUYECKOTO
WCCIICZIOBAaHMS JICKAPCTBEHHOTO CPENICTBA, COJCPXKAIIUMKCS B OpOIIIOpEe UCCIeN0oBaTeNsl, MPOSKTOM
MPOTOKOJIa KIMHUYECKOTO HCCJIEIOBAHUS JICKAPCTBEHHOTO IIpenapara jis MEIUIIMHCKOTO TMPUMEHEHHUS,
pa3paboTaHHBIM  Pa3paOOTYMKOM JICKAPCTBEHHOTO Tperapara WIA WHBIM  OPHIAYECKHM  JIUIOM,
IPUBIIEKAEMbIM K OpraHH3al[MH MPOBEJICHUS KIMHUYECKOTO HCCIIEIOBaHUS JIEKaPCTBEHHOI'O Mpemnapara s
MEAMIIMHCKOTO MPUMEHEHHUS, U IPYTUMHU MaTepHallaMy TaKOTO HCCIET0BaHU.

3.1. PykoBoauTenb MEAWIIMHCKOW OPTaHU3AIMU B CPOK, HE TPEBHIMIAIONINN TpeX padouux THEH co THS
Hayajga TMPOBEACHHUS KIMHUYECKOTO HCCICAOBAHUS JIEKAPCTBEHHOrO TMpernapara id MEAUIIMHCKOTO
MPUMEHEHHS, cOoo0maer o0 3TOM B YIOJTHOMOYCHHBIH (eAepaibHBI OpraH HWCIOJHUTEIHLHOW BIACTH,
BBIJIABIITUI pa3pelIeHNe Ha MPOBEACHUE TAKOTO UCCIIEOBAHMS, 10 YCTAHOBJICHHON UM (hopme.

(dactp 3.1 BBenena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHu3anuy, OCYILIECTBISIOIIME OPTraHU3ALMI0 [POBEACHUSA KIMHUYECKOIO HCCIIENIOBaHUS
JIEKapCTBEHHOTO Npenapara JUlsl MEJUIIMHCKOr0 MPUMEHEHNS M YKA3aHHBIE B 4acTU 3 cTaTbu 38 HACTOAIIETO
@denepanbHOTO 3aKOHA, B CiIy4ae HEOOXOJAWMOCTHM BHECEHHS HW3MEHEHHH B MPOTOKON KIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOI'O IIpernapaTa Ul MEIUMLIUHCKOTO NPHUMEHEHHUs cooOmawT o0 3ToM B
YIOJHOMOYEHHBIN (enepalibHblil OpraH UCHOJHUTENbHOW BIIACTH, BBIAABIIMM pa3pellieHue Ha MpOBEACHUE
TaKOr'0 UCCIIEZIOBAHMs, IO YCTAHOBICHHON UM (opMme.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-03)

4.1. (I)opMa COO6I_I_ICHI/I}I O BHECCHHM M3MCHCHUM B IMPOTOKOJI KIMHUYCCKOTO HUCCIICA0BAHUA
JICKApPCTBCHHOT'O IIpcIiapaTta AJid MCAUIIMHCKOTI'O IPUMCHCHUA JOJIKHA COACPKATh CICAYIONUC CBCACHUA:

1) HaumeHOBaHMe, WICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMUS;

2) nata BHECEHUSI U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIIeI0BaHuUs;
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3) HAaMMCHOBAHUEC U MCCTO HAXOXKACHUA 3asABUTCILA,

4) HaUMEHOBAaHUE OpraHM3AINH, MPUBJICUCHHON pa3paOOTYMKOM JIEKAPCTBEHHOTO Tperapara K
OpraHu3alMK MPOBEICHUS KIMHUYECKOT0 UCCIIe0BaHus (TIPU HAJTMYUN);

5) HaMMCHOBaHUA MW MECTa HAXO0XICHHA MCIHUIMHCKHX opraHmauHﬁ, B KOTOPLIX IMPOBOAHTCA
KIIMHUYECKOC NCCICIOBAHUC,

6) JaTa BblAa4YM pa3pClICHUA Ha ITPOBEACHUEC KIIMHUYCCKOI'0 NCCIIECAOBAHNA 1 HOMED 3TOI'O pa3pClICHUA;

7) U3MEHEHUs!, BHOCHMbIE B IPOTOKOJI KIIMHUYECKOTO UCCIIeI0OBAHHUS.
(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAOIUNA TPUALATH pabouYMX JHEH CO JHS IOJY4YEHHUs YKa3aHHOTO B yacTu 4
HACTOSILEH CTaTbU COOOILEHHUS, YIOJIHOMOYEHHBIH (enepaiabHblii OpraH HCIOJHUTENBHON BIIACTU
paccMaTpuBaeT 3TO COOOIEHHWE B YCTAaHOBJICHHOM WM TIOpSAKE M NPUHUMAET pelleHHe O BHECEHUU
U3MEHEHUN B IPOTOKOJN KIMHUYECKOIO HCCIIEIOBaHUS JIEKapCTBEHHOIO IIpernapara Ml MEIULUHCKOrO
NpUMEHEHHsT WM 00 OTKa3e BO BHECEHMM TakuX Hu3MeHeHMH. IIpum paccMoTpeHuHM CcOOOLIEeHHUS O
HE0O0XO/IMMOCTH BHECEHHUSI U3MEHEHH B MPOTOKOJ KJIMHUYECKOTO UCCIIC0BAHMSI JIEKAPCTBEHHOI'O Mpenapara
JUIE  MEJUIIMHCKOTO TPUMEHEHHsS B IENIAX OLEHKM OOOCHOBAaHHOCTH TpeAsiaraeMblX HW3MEHEHUH U
ONpEIETICHUsI CTENEHW PUCKA JUIsl NAUMEHTOB, NPUHUMAIOIIMX y4acTHE B KIMHWYECKUX HCCIIEIOBAHHUAX,
YIOJHOMOYEHHBIM (pe/iepalbHBIM OPraHOM HCIOJHUTEIBLHOM BJIACTH MOTYT NPHUBJIEKATHCS SKCIEPThI COBETA
II0 OTHUKE.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Knuauyeckoe uccienoBaHHe JEKapCTBEHHOTO MpenapaTa JUlsl MEJUIIMHCKOTO NMPUMEHEHUS MOXET
OBITh MPHUOCTAHOBJICHO WJIM MPEKPAICHO, €CIM B IPOILECCe ero MpOBEACHHS OOHApy)KeHA OMAaCHOCThH IS
KHU3HH, 3I0POBbSI TMAIMEHTOB. B ciyyae BO3HUKHOBEHHWS OIACHOCTH JUISl JKU3HHU, 3/I0POBBS TAalMEHTA,
YUYaCTBYIOUIETO B KIMHHMYECKOM HCCIICIOBAHUH JIGKAPCTBEHHOTO TIpeTapara JUisi MEIUIIMHCKOTO TPUMEHEHHS,
uccienoBarenu 00s3aHbl  MPOMHMOPMHUPOBATH 00 3TOM PYKOBOIMUTENS MEIUIUHCKON OpraHuzaluu |
OpTraHMU3aIIHIo, MTOTYYHUBIIYIO pa3pelieHue YIIOJIHOMOUYEHHOTO (pelepalbHOr0 OpraHa UCIIOTHUTENFHON BIACTH
Ha OpraHU3alMio TPOBEJCHUS KIMHUYECKOIO HCCIEN0BaHMs JICKapCTBEHHOIro IpenapaTa. Pemienue o
MPUOCTAHOBICHUH KJIMHUYECKOTO HCCIEAOBAaHMS JIGKAPCTBEHHOTO TMpemapara JUisl  MEIUIIUHCKOTO
MPUMEHEHHUS TPUHUMAIOT PYKOBOJAWTENh MEIWIIMHCKOW OpraHW3alid W (WMJIM) OpraHW3alys, MOTydYUBIIAs
paspeniecHre  YIOJTHOMOYEHHOTO (heIepallbHOTO OpraHa WCIOJHUTEIBHONH BIACTH Ha OpraHH3aIHIo
NPOBEJCHHUS KIMHUYECKOrO HCCIEIOBAaHUS JIEKApCTBEHHOTO MpernapaTta A MEIUIIMHCKOTOo MpUMEHEHUS,
pellieHne O TMPEeKpalleHWd TaKOro HCCIENOBaHUs NPUHUMAET YIOJTHOMOUYEHHBIH (QenepalbHblii oprax
UCTIOJHUTEIBHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (opMe PYKOBOIUTEIS MEAULIUHCKON
OpraHu3allil WM OpraHM3alus, NOJYYHMBIIAS pa3pelIeHUE YIOJIHOMOYEHHOrO (enepalbHOrO OpraHa
WCTIOJTHUTEIEHOW BJIACTH HAa OPTaHU3AIMIO MPOBEACHUS KIMHHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO
npernapara Juisi MeMIIMHCKOTO TPUMEHEHHSI.

7. B cpok, He IpeBBILAOUIMNA MATH pabouux AHEH CO JAHA 3aBEpUICHUs, MPUOCTAHOBIICHUS WU
IPEKpaLICHNUs] KIMHUYECKOTO MCCIIEJOBAHMs JIEKAPCTBEHHOIO Ipenapara il MEIULMHCKOrO MPUMEHEHUS,
cooOuieHne 00 3TOM HampaBiIeTCs OpraHU3alMsIMH{, YKa3aHHBIMM B 4YacTH 3 cTaThu 38 HACTOSIIETO
@denepanbHOTO 3aKOHA, B  YINOJHOMOYEHHBIH (efepasibHBId  OpraH HCHOJHHUTENBHOM BJIACTH IO
YCTaHOBJICHHOU UM (popme.

8. dopma cooOmEeHUs O 3aBEPIICHUHM, NPUOCTAHOBICHUU WM TPEKPAMECHUH KIWHAYECKOTO
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HCCICAOBAHUS JICKAPCTBECHHOTI'O IpeTiapaTa JJId MECAUIHUHCKOI'O IPUMCEHCHU JOJI’KHA COACPIKATD!:

1) undopmanuio O MEAMIMHCKOW OpraHW3allMi WM MEAWIIMHCKUX OpPTaHHU3aIUsaX, MPOBOIMBIINX
JIaHHOE MCCIIEIOBAHUE;

2) onMcaHue JaHHOTO UCCIIeI0BAHMUS;

3) namuble wucciuemoBarens (daMuaus, WM, OTYECTBO, MECTO paldOThl, 3aHWUMAaeMas JOJKHOCTH,
CHCIHAILHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HMCCICAOBAHUN JICKAPCTBEHHBIX IPENaparos,
NepeveHb KIMHUYECKUX HCCIICAOBAHUIA JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH NPUHHMAJ Yy4acThe
(mepuobl y4acTus) B Ka4eCTBE MCCIIEIOBATENS UM COUCCIICIOBATENS);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3yJabTaT aHHOTO HCCIENOBaHUs (3aBEpIICHHE, MPUOCTAHOBJICHHE WM MPEKpalleHHe IaHHOTO
HCCIICIOBAHUS C yKa3aHWEM WX NPWYUH M BIUSHUS HA OICHKY €ro pe3ysIbTaToB, OOIIYIO OIEHKY pHCKa U
OKHJIaeMOH TOJIb3bl OT MPUMEHEHHS MCCIEAYEMOro JEKapCTBEHHOTO IpernapaTa, a Takke MpearnojiaraeMble
JTanbHEHIINE TeHCTBHA).

8.1. Ilpu BeIsIBIEHNH (peiepabHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH, OCYIIECTBIISIONUM (QYHKIUH 110
KOHTPOJIO M HAA30py B cepe 31paBOOXpaHEHUS, HAPYIICHUH MTPaBWII HAJIEKAMEH KIMHUYECKON MPAKTUKU
IIpU MIPOBEIEHUM KIIMHUYECKOTO MCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara, BIUSIOIUX Ha MOJHOTY U (WIIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOTO MCCIEI0BaHUS, YKa3aHHBIM (eepabHbIil OpraH HMCIOJHUTEIbHON
BJIACTH IPUOCTAHABIIMBACT IPOBEACHHE AAHHOIO KIMHMYECKOTO MCCIENOBAaHUSA M BBIHOCUT MEIHULIUHCKON
OpraHu3alyy, B KOTOPOWH MPOBOJIUTCS JAHHOE KIMHUYECKOE HCCIelOBaHME, MpeANnucaHue o0 yCTpaHeHUHU
BBIIBJICHHBIX HapylieHu#. IIpy HeyCTpaHEeHMM MEIUIUHCKONW OpraHu3aliell BBISABICHHBIX HApyILICHUNW B
YCTAQHOBJICHHBIH B MPEANMCAHUN CPOK yKa3aHHBIN (efepanbHblii OpraH UCIIOJHUTENFHON BIACTH MPUHUMAET
peumieHne O MPEKPAIleHHH MPOBEACHUS KIMHUYECKOIO MCCIEN0BAaHMs JIEKapCTBEHHOIO IIpemnapara M
HampaBJigeT B (elepalibHbIil OpraH MCIOJHUTENBHON BIACTH, OCYUIECTBIAIOMUN (QYHKINU MO BBIpAOOTKE U
peanu3alMM  TOCYJapCTBEHHON IOJMTHUKM M  HOPMATUBHO-IIPABOBOMY  pEryJlMpOBaHHIO B  cdepe
3paBOOXPAHEHUS, 3aKJIIOYEHHE O BBIABICHUM IIPU NPOBEACHUHM JAHHOIO KIMHUYECKOTO MCCIIEN0BaHUSA
HapyIIeHUH MpaBul HajAJekalleld KIMHUYECKON MPAaKTUKU JJIsi IPUHATHS pelleHus] 00 OTMEHE pa3pelieHus
Ha OpPraHHU3alUI0 IPOBEIACHUS [JAHHOTO KIMHUYECKOrO WCCIECIOBAaHUA C JaThl NPHUHATHSA PELICHHUS O
IIPUOCTAHOBJICHUH NTPOBEAEHUS KIIMHUYECKOI0 UCCIIEOBAaHMs JIEKaPCTBEHHOIO IIpenapara.

(uactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (eaepanbHbIl OpraH UCIOJIHUTEIBHON BJIACTH OMyOJIMKOBBIBAECT M pa3MeIlaeT Ha
cBoeM odunuanbHOM caiite B cetu "HMHTepHer" cooOleHHE O 3aBEpIICHHUU, MPUOCTAHOBICHUH WU
MIPEKPALLEHUHN KIMHUYECKOTO MCCIIEOBaHMsl JIEKAPCTBEHHOTO Npenapara A MEJUIIMHCKOrO MPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHI IATH pad04YMX AHEN CO THS €ro MOJIYUYEHHs], B yCTAHOBJIEHHOM UM HOpPSIKE.

10. YommrHOMOUEHHBIH (enepaabHblii OpraH MCIOJHUTEIHHON BIACTH OCYIECTBISIET BEJCHHE peecTpa
I/ICCHe,ZIOBaTeJ'Ief/'I, MMPOBOAAIINX WM MPOBOAMBIINX KIMHUYCCKHUE UCCIICAOBAHUA JICKAPCTBCHHBIX MPEIIapaTOB
JUI. MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KICHHBIMU MM IIPABWJIAMU M PA3MEILAET €ro Ha
cBOEM o(uLnaNbHOM caiiTe B ceTH "VMIHTepHeT" B yCTAaHOBJIEHHOM UM TOpsIIKe. YKa3aHHbBIN peecTp COAEPKUT
nHpOpMaIKIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8§ HACTOSIIEH CTaThH.

11. Otuer 0 pe3yJibTaTax KIMHUYCCKOI'0 UCCICAOBAHUSA JICKAPCTBCHHOI'O MMperiapaTta AJid MCAUIMHCKOI'O
IIPUMEHEHHUsI COCTABIIACTCS OpPraHM3alMel, yKa3aHHOW B 4dacTh 3 crtatbu 38 Hacrosmero deneparbHOro
3aKOHa, Ha OCHOBaHHHU 3aKJIFOYCHUH MEOUIIMHCKHX opraHmauHﬁ, IMPOBOJMBIINX 3TO HCCICAOBAHUEC, U
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IpeJCTaBIsIeTCs B YIOJTHOMOYEHHBIHN (heepanbHblii OpraH UCIIOJHUTEIHHON BIACTH, BBIIABIIUIN pa3pelieHue
Ha MPOBEIECHUE ATOrO0 MCCIENOBAHUS, B CPOK, HE IPEBBIIAIOIIMN TPEX MECALEB CO JIHS €r0 3aBEPILICHUS,
MIPUOCTAHOBIICHUS WIJIH MPEKPAICHUS, B TIOPSIKE, YCTAHOBIEHHOM YIIOJHOMOYCHHBIM (hefiepaTbHbIM OPraHOM
HUCIIOJIHUTEILHON BJIACTH.

12. Hapymenue npaBui HaAjexameld KIMHUYECKOH TNPaKkTUKH, (anbcudukanus pe3ysbTaToB
KJIMHUYECKOT'O MCCIIEOBAHUS JIEKAPCTBEHHOI'O Mpernapara Jjisi MeAMLUHCKOrO IIPUMEHEHNUS BIEKYT 3a COO0H
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoit denepanui.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

13. Ilpu mpoBeAeHUM KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO Npemnapara JJii MEIUIUHCKOTO
MPUMEHEHHS JIOMyCKaeTcs 3a00p Yy MMAlHUEeHTOB OHMOJOTHYECKHX MaTepHajoB (00Opasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEeKPETOB M TMPOAYKTOB IKU3HEIEATCTLHOCTH 4YEIOBEKa, (PU3UOIOTHYCCKUX W
MaTOJIOTMYECKUX BBIJCIICHU, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICMIHBIM MaTepHall) s
ux nzydenus B Poccuiickoit denepanuu u (unm) 3a npeaenamu Poccuiickoit denepanuu.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

14. Ilopsnox BBOo3a B Poccmiickyro denepaunto um BbiBo3a 3a mnpeaensl Poccuiickoit ®enepanuun
OMOJIOTUYECKUX MAaTEPHAJIOB, MOJTYUYEHHBIX MPHU MPOBEACHUHM KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO
npernapara 11 MeAUIMHCKOTO IpUMEeHEeHHUs, ycTaHaBiauBaeTcs [IpaButensctBoM Poccuiickon denepanuu.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 41. [loroBop O nNpoBeAEHMM KIMHUYECKOro MUCcCrefoBaHUA JeKapCTBEHHOro
npenapara gna MeauLUHCKOro NpuMeHeHus

1. Kiunnyeckoe wuccienoBaHUE JIEKapCTBEHHOTO IIpernapaTta i MEAUIMHCKOTO IMPUMEHEHUS
IPOBOJUTCA B COOTBETCTBUU C JOIOBOPOM O IMPOBEICHUM KIMHUYECKOIO HCCIIECIOBAHUS JIEKApCTBEHHOTO
npenapara JUisi MEJULIMHCKOTO IPUMEHEHHs], 3aKJII0YaeMbIM MEX1y OpraHu3aluei, moy4nBIIel pa3perieHne
YIIOJIHOMOYEHHOTO (peiepajIbHOr0 OpraHa MCIOJHUTEIbHON BIACTH HAa OPraHMU3alMIO0 MPOBEICHHUS TAaKOTO
UCCIIEI0BaHMs], U MEJULIMHCKOM OpraHu3anuei, OCyIlecTBIIOEH IPOBEACHUE TAKOIO UCCIEJOBAHUS.

2. I[OFOBOp O IMOpPOBCACHHUHU KIIMHHUYCCKOr0 HCCICAOBAHWA JICKAPCTBCHHOI'O IMpfcrapara I
MCIUIHUHCKOI'0 IPpUMECHCHUS JOJDKCH COACPKATD:

1) YCIJIOBUS U CPOKHU IIPOBEACHUSA JAHHOI'O UCCIICAOBAHMA,

2) OIIPCACIICHUC O6IJ_ICI71 CTOUMOCTH IMpPOTpaMMBbl HAaHHOI'0 HCCICAOBAaHHUA C YKA3dHUCM CYMMBI,
npenHa3Haqa10meI7lc51 JJIA BBITIIIAT UCCIICA0BATEIAM, COUCCIICA0BATCIIAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3yJbTAaTOB JAHHOTO HCCIICIOBAHHS B YIOJHOMOYCHHBIN
(denepaabHBIA OPraH UCTIOTHUTEIILHOMN BIIACTH.

Crtatbsa 42. ®duHaHCOBOEe obGecneyvyeHue KIIMHUYECKOro uccrieaoBaHUs NEeKapCTBEHHOro
npenapara Aona MeaULUHCKOro npuMeHeHus

DuHAHCOBOE obecrieucHue KIIMHUYCCKOI'O HUCCICA0OBaHUsA JICKApCTBCHHOT'O npenapara A
MCIUIHUHCKOI'0 NPUMCHCHUS OCYIICCTBIIACTCS 3a CUCT:

1) cpencTs denepanbHOro OrOIKETA;
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2) CpeaAcCTB OpFaHHSaHHﬁ, MNOJIYyYHMBHIUX Ppa3pCHICHUC Ha OpraHu3aldio MOpPOBCACHUSA OJaHHOI'O
HucciacaoBanmsd, B COOTBCTCTBHUU C YCIIOBUAMU NJOTOBOpA O €TI0 IIPOBCACHHUU,

3) UHBIX HE 3alpelICHHbBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanuu HICTOYHUKOB.

Cratba 43. ﬂpaBa nauneHToB, Yy4dacTtBywwux B KIIMHUW4YeCKOM wuccnegoBaHuu
JNNIeKapCTBeHHOro npenaparta gnsa meanumnHCKoro npuMmeHeHusA

1. Yuactue ManUMCHTOB B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOT'O IIpCriapara I MECAUIUHCKOTO
NPUMCHCHUA SABJIACTCA I[O6pOBOJIbHBIM.

2. [TanueHT WK ero 3aKOHHBINA NIPEICTABUTEIb JOHKEH OBITh MHPOPMUPOBAH B MTUCHMEHHOU (hopMme:

1) 0 JICKapCTBCHHOM IIpfriapare ajiId MCAUIUHCKOTO TPHUMEHCHUA MW CYIIHOCTH KIIMHHUYCCKOI'O
HCCJIICAOBAHUS 3TOr0 JICKAPCTBECHHOI'O ITpEIiapara,

2) o 0Oe3omacHOCTH JICKApCTBCHHOTO Tpfriaparta MJIsI MEAULIUHCKOTIO IMPUMCEHCHUA, €To OXKuJaeMon
3(1)(1)6KTI/IBHOCTI/I " CTCTICHU pUCKa UL IMalUCHTA,

3) 00 ycrnoBHSIX ydacTHs MalMEHTa B KIMHUYECKOM HCCIIEJOBAaHHM JICKAPCTBEHHOTO Ipernapara JJis
MEJIULIUHCKOTO NPUMEHEHMS;

4) 0 1enu UM LeIsIX U MPOJOHKUTEIbHOCTH KIMHUYECKOTO UCCIIeI0OBaHMs JIeKapCTBEHHOTO Mpernapara
JUTISL MEAMLIMHCKOTO IPUMEHEHNS;

5) o neicTBUAX MalMEHTa B Cilydae HENpeIBUICHHBIX 3(PQEeKTOB BIMSIHUS JEKAapCTBEHHOTO Mpernapara
JUISL MEJUIIMHCKOTO IPUMEHEHMSI HA COCTOSTHUE €70 3/10pPOBbS;

6) 00 ycnoBHsIX 0053aTEILHOTO CTPAaXOBAHUS )KU3HH, 3[I0POBbS MAIIUCHTA;

7) 0 TapaHTUuIX KOH(1)I/II[€HIII/IEL]'II)HOCTI/I ydqactusa MauCHTa B KIMHUYCCKOM  HCCICIOBAaHUU
JICKAPCTBCHHOT'O IIpfIiapaTta JJisd MCAUIIMHCKOTO ITIPUMCHCHUA.

3. I[O6pOBOJ'II)HOG corjzaCu€ InaquEHTa Ha Y4YacTUC B KIMHHUYCCKOM HMCCICAOBAHUHN JICKAPCTBEHHOI'O
Inpenapara ajist MCAUIIUHCKOT'O IPUMEHCHHUA MMOATBCPIKAACTCA €ro IMOAINMUCHIO WUJIW MOANUCBIO €T0 3aKOHHOI'0O
OpeACTAaBUTCIIA HA I/IH(I)OpMaI_II/IOHHOM JJUCTKC MMalTUCHTA.

4, HaLII/IeHT WM €r0 3aKOHHBIM ONpeACTAaBUTCIIb UMCCT IIPABO OTKA3aThbCA OT y4aCTHUA B KIIMHUYCCKOM
HUCCIICA0OBAHNUU JICKAPCTBECHHOI'O IIpCIiapara Al MCAUIIUHCKOr0 MPpUMCHCHUSA Ha JIF000IH CTaauu MPOBCIACHUSA
TaKOT'O UCCJICAOBaHUA.

5. TlpoBeneHwe KIMHUYECKOTO WCCIICAOBAHUS JICKAPCTBEHHOTO IIperapara Jyuisi MEIUIIUHCKOTO
NPUMEHEHHUS C YYaCTHEM B Ka4eCTBE MAIIMEHTOB JCTEH OIMYCKACTCs TOIBKO C COTJIACHsI B MUChbMEHHOM (hopMme
WX pOAMTENICH, YCRIHOBUTENEH. [leTr MOTYT paccMaTpuBaThHCS B KQUeCTBE MOTCHIIUATIBHBIX TMAIIHEHTOB TaKOTO
WCCIICZIOBAHMsI, TOJBKO €CIIM €ro MpOBEACHHUE HEOOXOAMMO [UIS YKPEIUIEHUS 310pOBbS JeTe wWin
npoduakTiku HHPEKITMOHHBIX 3a00JIEBaHU B JIETCKOM BO3pacTe JIMOO €CJIH IIeNIbI0 TAKOTO HMCCIISIOBAHUS
SIBIIICTCS TTOJIYYCHHUE JIAHHBIX O HAWIy4IlIeld JIO3WPOBKE JICKApPCTBEHHOTO Iperapara Ui JICUCHHS JeTei. B
ITHX CITy4YasiX TAKOMY HCCJIEIOBAHUIO JOJDKHO MPEIIECTBOBATh KIMHUYECKOE HCCIICJOBAHUE JIEKAPCTBEHHOTO
npenapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPIICHHOJCTHUX TPAXKIAAaHAX, 32 MCKIIOYCHUEM CIIydYacs,
€CIM  UCCIEAYyeMbI JIeKapCTBEHHBIA Tpemapar Juis MEIUIIMHCKOTO TPUMEHEHHS IpelHa3HaueH
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UCKITIOUUTENIBHO JJIs1 UCIIOJIb30BaHMS HECOBEPILICHHOIETHUMHU I'paXkJaHAMHU.
(B pen. denepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeu1aeTcs1 IMPOBCACHNUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara IJid
MCAUITUHCKOI'O IPpUMCHCHUS C YHACTUEM B KAYCCTBE MMAITUCHTOB!

1) nereii-cupoT U aeTeil, ocTaBmInXcs 0e3 MOoNeueHus: poauTenei;

2) )KEHUIMH B NEepuoJi OEPEMEHHOCTH, KEHILUH B MEPHOJ I'PyJAHOTO0 BCKAPMIIMBAHUS, 32 UCKIIOUYEHUEM
CJIy4aeB, €CIIM MPOBOJUTCS KIMHUYECKOE UCCIIEI0BaHHUE JIEKapCTBEHHOI' O Mpenapara, NpeAHa3HauYeHHOro s
yKa3aHHbBIX JKEHIIMH, PH YCIOBUHA HEOOXOIUMOCTH MOJY4YeHHUs MHPOPMALMU TOJIBKO BO BpeMs MPOBEICHUS
COOTBETCTBYIOIIUX KIMHUUYECKUX MCCIEAOBAHUN U IPUHATHS BCEX HEOOXOAUMBIX MEP IO UCKIIFOUEHHUIO PUCKA
HaHECEHUs BpeJia KEHIUHE B MepHo OepeMEeHHOCTH, )KEHIIMHE B TIEPUO]] TPYIHOTO BCKAPMIIMBAHUS, TUIOAY
WM peOeHKY;

3) BOCHHOCHYXaIllMX, 33 HCKIOYEHUEM CIy4yaeB IPOBEJICHHsS KIMHUYECKOTO MCCIEeOBAHUs
JIeKapCTBEHHOT'0 Ipernapara, ClelualbHO pa3pab0TaHHOrO AJIs IPUMEHEHHs B YCIIOBHSIX BOSHHBIX JEHCTBHIA,
Ype3BbIUYANHBIX CUTYalUH, TPOPUIAKTUKY U JICUEHHUS 3a001€BaHNN U OPaKEHH, TOTYYSHHBIX B pe3ybTare
BO3/ICUCTBHUSI HEOIArOMPHUATHBIX XUMHUYECKUX, OMOJOTHYECKUX, paJAMallMOHHBIX (akTopoB. KimHndeckoe
HCCIIEI0OBaHUE TaKOro JIEKapCTBEHHOTO IpernapaTa MOKET MPOBOJUTHCS C y4aCTUEM B KaueCcTBE MAallMEHTOB
BOEHHOCTY>KAIlIUX, 32 HCKIIOYEHUEM BOCHHOCTYXAIUX, MPOXOASIINX BOCHHYIO CIYy>KOYy IO MpPHU3BIBY, C
coOurofiIecHueM TpeOOBaHMM, YCTaHOBJIEHHBIX HacTosAmMM @DelepanbHbIM 3aKOHOM B OTHOLIEHUH
IPaXXAAHCKUX JIMLL;

4) COTPYAHUKOB IIPABOOXPAHUTCIIBHBIX OPTaHOB;

5) nur, OTOBIBAIOIIMX HAKa3aHWE B MECTAaX JIMIIEHUS CBOOOJBI, & TaKKe JHI, HAXOMAAIIUXCS TIOJ
CTpa)Ke! B CJIEICTBEHHBIX M30JIATOPaX.

7. Jlomyckaercsd TPOBEIECHHE KIMHUYECKOTO MCCIECIOBAaHUSA JIEKApCTBEHHOIO Ipenapara i
MEAMIIMHCKOTO MPUMEHEHUs, MpeIHAa3HAaYeHHOro JJisl JICYeHUsS INCUXUYECKUX 3a00JieBaHUM, C ydyacTHEM B
Ka4yecTBE MAIMEHTOB JIMIl C MCUXHMYECKUMH 3a00JIEBAaHUSIMU, MPHU3HAHHBIX HEJIEeCOCOOHBIMH B TIOPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit @enepannn. Knuaudeckoe ncciegoBaHue JEKapCTBEHHOTO
mpemapaTta B OTOM Cily4yae MPOBOJUTCS TMPU HATUYHHM COTJIAacHsS B MUCHhMEHHOW (hOpMe 3aKOHHBIX
MpEeICTaBUTENEN YKA3aHHBIX JIULL.

CratbAa 44. O6Gsa3aTenbHOe CTpaxoBaHMe XU3HU, 340POBbS NaLMeHTa, y4acTBYHOLWEro B
KITMHUYECKOM UCCief0BaHNM NIeKapCTBEHHOro npenapara ansi MeaMuuHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHs{, MMoJIydrBIIAA Pa3spCIICHHUC HA OpraHHU3alriO NPOBCACHUSA KIIMHUYCCKOIr0 UCCIIC0OBaHUA
JICKAPCTBCHHOT'O Ipfriapara JJIsd MCAUIIUHCKOTO IMMPUMCHCHUAA, 00s3aHa B Ka4eCTBE CTpaxoBaTCJisl CTPaxoBaTh
PUCK HNPUYUHCHHUA Bp€Aa KHU3HH, S3J0pPOBBIO ITaIMEHTA B PE3YJIbTATE IMPOBCACHHA KIMHUYCCKOI'O
HCCJIICAOBAHUS JICKAPCTBCHHOI'O IIpCIiapaTa I MEAULIMHCKOT'O IIPUMCEHCHUA 3a CBOM cUeT IMyTEM 3aKJIOYCHU
A0roBopa 00513aTENBHOTO CTpaxoBaHUH.

2. O0BEKTOM 00513aTENILHOTO CTPAXOBaHUS SBJISETCS UMYILECTBEHHBIN MHTEPEC MalMeHTa, CBA3aHHBII C
MPUYMHEHUEM Bpella €ro JKU3HU WIH 3J0POBBI0 B PE3yJbTaTe MPOBEACHUS KIMHHYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Tperapara Juisi MeIUIIMHCKOTO PUMEHEHHUS.
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3. CTanOBBIM ClIydacM II0 OOTOBOpY 00513aTEJILHOTO CTpaxOBaHUA SBJIACTCA CMCEPTb ITAIMCHTaA HIIN
YXyaueHue €ro 340pOBbiA, B TOM YHCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUC HWHBAJIMAHOCTU, TIPHU HAJINYUU
HpH‘IHHHO-CHCHCTBCHHOﬁ CBsA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCTUCM IMallMCHTA B KIIMHUYCCKOM
HCCIICA0OBAHNHU JICKAPCTBCHHOI'O IIp€iapara.

4. Tpe6OBaHI/I$[ 0 BO3MCIICHHHU BpEaa, MPUIUHCHHOI'O XM3HU WJIN 3J0POBBIO MalMCHTA, MPCABABIAIOTCA
B TCYCHHUE CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'Pa’XKJaHCKHUM 3aKOHOAATCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIATHI 110 1OTOBOPY 00513aTEJILHOTO CTpaxOBaHUA COCTABJIACT:

1) B ClIydya€ CMCPTHU NallMCHTAa ABa MHJIJIMOHA py6nel71 Ha KaXAO0TO MalUuCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) npu yXyAILIEHUH 3[]0pOBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a CO00W yCTaHOBJICHHE MHBAJIMAHOCTH | TpyIIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOseit
Ha Ka)XJ0r'0 MalUeHTa, Y4aCTBOBABILEr0 B KIMHUYECKOM UCCIIEI0OBAHUH JIEKAPCTBEHHOIO IIperapara;

0) moBiekIeM 3a co0oi ycraHOBIeHHE MHBaIUAHOCTH Il rpynmbl, o1MH MUIUTMOH pyOJel Ha KakIoro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUH JIEKAPCTBEHHOTO NIpenapara;

B) IMOBJIEKIIEM 32 c000# ycraHoBiIeHHE HHBATMAHOCTH 111 rpynmbl, IATHCOT THICSAY pyOsIei Ha KaXI0ro
MAalMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOT'O IIPENapara;

I') HE TOBJIEKIIEM 3a COOOW YCTAHOBJICHWS HWHBAJIMJIHOCTH, HE OoJjee 4eM TpHUCTa ThICSY pyOsie Ha
Ka)XJ0T0 MallMeHTa, Y4aCTBOBABILIEIO B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpernapara, UCXOs U3
HOPMATHBOB, OTPAKAIOIIMX XapaKTep U CTENEHb MOBPEXKICHUS 30POBbs, a TaKkke (HaKTUUECKU TOHECEHHBIX
MAlMEHTOM PAacXOJIOB, BBI3BAHHBIX MOBPEKICHUEM 3/I0POBBS, Ha MEIUIIMHCKYIO TMOMOIIb, MPUOOpETeHUE
JIEKapCTBEHHBIX MPENapaToB.

(. "r" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-03)

6. Yrparun cuity ¢ 1 urong 2015 roga. - @enepanbubliii 3akoH o1 22.12.2014 N 429-D3.

7. CpOK JA0roBopa 00513aTEJILHOIO CTpaxOBaHHA HE MOXET OBITh MCHEC, YE€M CPOK IIPOBEACHUA
KIIMHAYCECKOT'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIIapara.

8. YcioBus J0roBopa 00s13aTENBHOTO CTPAXOBAaHUS, B TOM UHCIIE CTPaXOBBIC TApU(BI MO 00S3aTEIHPHOMY
CTPaxOBaHHIO, ICPCUCHb H€06XOI[I/IMLIX AOKYMCHTOB IJId OCYLICCTBJICHUA CTanOBOfI BBIIIATBI, HOPAOOK
YCTAHOBJICHUA  CTPaxoBaTCJIEM HHIAWBUAYAJIbHOI'O I/II[eHTI/I(bI/IKaIII/IOHHOFO KOoaa TIIalqMCHTa, MOpAOOK
I/IH(i)OpMI/IPOBaHI/ISI CTpaxoBaTCJIEM CTpaxoOBHIMKa O IIPUBJICYCHHBIX K KIMHUYCCKOMY HCCICA0OBAHUIO
JICKapCTBEHHOI'0 IMpernapara i MEIUWIUHCKOTO MPUMEHEHUs MalUeHTaX, MOPSIA0K YIUIaThl CTPaxoBOH
OpEeMHUH, TOPSIOK peanu3aluy ONpeAeNeHHBIX HacToAmmM @DenepanbHbBIM  3aKOHOM U JIPYTUMHU
(denepaabHBIMU 3aKOHAMH TMIPaB U O0S3aHHOCTEW CTOPOH MO JAOTOBOPY 00S3aTEIHHOTO CTPAXOBAHUSA, a TAKKE
HOPMATUBLBI, OTPAKAOMIUEC XapPaAKTCp MW CTCIICHb IMMOBPCKIACHHA 3I0POBbiA, YCTAHABJIMBAKOTCA THUIIOBBIMHA
paBuJIaMu 0053aTE€IBLHOTO CTPaXOBaHUS.

(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cjlydyac NpUYMHCHHA BpCaa KHU3HHU IMallMCHTa, y4aCTBOBABIICTO B KIMHHYECKOM HCCICAOBAHHUN
JICKApCTBCHHOT'O IIp€riapara, BBIl"OI[OHpI/IO6pCTaTCJ'I${MI/I o JoroBopy 00513aTeNILHOTO CTPpAaxOBaHUA SABJIAIOTCA
TpaXxJlaHC, UMCIOIINC IIpaBO Ha BO3MCIICHHUC BpCJa B CilIydac CMCPTU KOpMUWJIbLlAa B COOTBCTCTBHU C
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TpaXXJaHCKUM 3aKOHOHATCIILCTBOM, IIPpU OTCYTCTBUH TAKUX TpaAXKIAH - POAUTCIIN, CYHPYT, ACTU YMEPUICTO
MManucHTa, Y4aCTBOBABIICTO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOI'O Ipfriapara, B ClIydac CMCPTH
MManuCHTa, YyYaCTBOBABIICTO B KIMHUYCCKOM MCCICAOBAHUHN JICKAPCTBCHHOI'O IIpC€liapaTa MU HE HMMCBUICTO
CaMOCTOATCIIBHOI'O J0X044d, - I'pakKaAaHe, Ha MXKIMBCHUH KOTOPBIX OH HAXOAWJICA, B OTHOICHUN BO3MCIICHUA
pacxoa0B Ha HOFp€6eHI/IC NnanueHTa, y4YaCcTBOBABHICTO B KIMHHYECKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O
Inmpernapara, - Julo, MIOHECIICE TAKUE PACXOJbI.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpE€aa, IPUIUHCHHOT'O JKU3HU MMAUCHTA, YHACTBOBABIICTO
B KIMHUYCCKOM HUCCICIJOBAaHNN JICKApCTBCHHOT'O npemnapara, pacnpeacirsacTcs MCKOY
BBII‘OI[OHpI/IO6peTaT€JISIMI/I MMPONMOPLHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

I1. Tlpn HacTymiI€HHWH CTPAXOBOrO Ciiydas MAlWEHT, YYAaCTBOBABIIHMI B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATENlb BIPaBE MPEABSIBUTH HETMOCPEACTBEHHO CTPaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUU NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TEYeHHE TPUILATH JHEH CO THS TPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUU B
KIIMHUYECKOM HCCIIEIOBAaHUU JIEKApPCTBEHHOTO TMperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBICHUS CTPAaXOBOW BBIILJIATHl WHAMBUAYAIBHBIH WICHTU(OUKAIIMOHHBIA KOJI
MAIMeHTa, YCTAHOBIICHHBIA CTPaxoOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMH IIPABWJIAMU O0S3aTEIIBHOTO
CTpaxoOBaHUs.

12. Jlo mosHOTO onpeneneHus pasmepa MoAJIeKalero BO3MEIEHUIO Bpela CTPAXOBUIMK I10 3asBJICHUIO
MALMEHTa, YYaCTBOBABUIETO B KIMHUYECKOM MCCIENOBAaHUU JIEKAPCTBEHHOI'O IIperapara, WIH 3asBJICHUIO
BBITOIONIPUOOpETATENsl BIPABE OCYIIECTBUTh YACTh CTPAXOBOW BBIMJIATHI, COOTBETCTBYIONIYIO (aKTUUECKU
ONPEACICHHON YaCTH TPUYMHEHHOT0 BpEa.

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0S3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISAETCS
HE3aBHUCHMO OT BBITIJIAT, MPUUYUTAIOIINUXCS IO IPYTUM BHUIaM CTPAXOBaHUSI.

14. He AO0IIYCKACTCA y4aCTHC IMalCHTa B IIPOBCACHHUHN KIIMHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
Ipernapara 1npu OTCYTCTBUU JOTOBOpa 00513aTEJILHOIO CTpaxOBaHUs.

15. KoHTpouib 3a UCTIOJTHEHUEM OpraHu3aluel, MOIyYUBIIEH pa3pelIeHne Ha OpraHU3aliio IPOBEACHUS
KIIMHUYCCKOT'O HMCCICAOBAaHHA JICKAPCTBCHHOTI'O IIpCriapara AJid MCAUIIMHCKOI0 MPUMCHCHU, yCTaHOBJIeHHOI;'I
HAcTOsIIEH cTaThell O0O0SI3aHHOCTU MO O00s3aTENbHOMY CTPAaxOBAaHMIO JKU3HHU, 3/10pOBbsS MAIMEHTA,
y4acTBYIOIIEro  (y4acTBOBaBILEro) B  KIMHUYECKOM  HCCJIEIOBAaHUM  JIEKAPCTBEHHOrO  Ipernapara,
OCYILECTBIIICTCSI  YIIOJIHOMOYEHHBIM  (heZlepalIbHbIM  OpPraHOM —HCIOJHMTENBHOM BJIACTH, BBIJABILIUM
paspelieHne Ha MPOBEJCHHE KIMHUYECKHUX HCCIIEOBAHUM JIEKAPCTBEHHBIX IMPENapaTroB Il MEIUIMHCKOIO
MIPUMEHEHHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JNIEKAPCTBEHHbBIX CPEACTB
CtaTtbsa 45. NMpon3BoACTBO feKapCTBEHHbIX CPeacTB

1. TIpow3BOACTBO JEKAPCTBEHHBIX CPEJICTB JOMDKHO COOTBETCTBOBAaTH TPEOOBAHUSAM TPABUI
HaJJIeXkalleld MPOU3BOJICTBEHHOW MPAKTUKH, YTBEPKICHHBIM YIOJTHOMOYCHHBIM (eepaibHbBIM OpPraHOM
WCTIOMHUTENbHOU BiacTH. OCOOCHHOCTH Tepexo/ia MPOU3BOJCTBA OTIACIBHBIX JIEKAPCTBEHHBIX CPEACTB K MX
MMPOU3BOJICTBY B COOTBETCTBHU C TpeOOBAaHUSAMH TIPABWJI HAJUICKAINIEH TMPOU3BOJICTBEHHOW TMPAKTUKH
ycranaBinuBatoTcs IIpaButensctBom Poccuiickort ®enepanuu. Bpimaua 3akiioyeHUd O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM MPABHII HaJJEKallell MPOU3BOJICTBEHHOW MPAKTHKU
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OCYILIECTBIISIETCA O pe3yJbTaTaM WMHCIEKTUPOBAHMS MPOU3BOJIUTENEH JIEKAPCTBEHHBIX CPEJICTB B MOPSAKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickonn ®enepanuu. Pasmep muatel 3a Bblady 3aKIOYEHUS O
COOTBETCTBUU  IPOU3BOAMTENIA  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHUSIM  MpaBWJ  HaJyIeKallen
MIPOU3BOJCTBEHHON IpaKkTUKM ycraHaBinuBaercs IIpaBurensctBoM Poccuiickoit @epepanmu. Ilopsamok
OpraHu3ali U MPOBEICHHUS MHCIEKTUPOBAHUS MPOU3BOAUTENECH JICKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE
TpeOOBaHUAM TIPaBUJ HAJUICKAIEH IPOM3BOJACTBEHHON TMPAaKTUKU ycTaHaBiauBaeTcs [IpaBUTENbCTBOM
Poccuiickoit deneparuu.

(B pen. @eaepanbHBIX 3aKOHOB OT 25.06.2012 N 93-@3, o1 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2. IlpousBonacTBO  JIeKapCTBEHHBIX cpeacTB B Poccuiickoit  ®exepanuu  OCYyIIECTBISAETCS
MIPOU3BOJUTENISIMUA JIEKAPCTBEHHBIX CPEACTB, MMEIOUIMMH JIMIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. [lonTBepkaeHne COOTBETCTBUS JIMIIEH3MATA MPaBUIIaM HaJUIeKallel Mpou3BOACTBEHHON NMPAaKTHKU
OCYILECTBIIICTCSI B paMKaxX JIMIIEH3MOHHOTO KOHTPOJISL B COOTBETCTBMU C 3aKOHOZATENbCTBOM Poccuiickoit
denepaluy ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B yacTu | HacTosIel cTaThy.

(B pen. @enepanbHbIX 3aKOHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpom3BOACTBO JIEKapCTBEHHBIX CPEACTB  OCYLIECTBISIETCS C  coOnrofeHHueM TpeOoBaHMN
MIPOMBILJIEHHOTO PErJaMEeHTa, KOTOPBIM YTBEPKIAETCA PYKOBOAMTENIEM IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEJICTB M BKJIIOYAET B ce0s MepeueHb HCMOIb3yeMbIX (papMalieBTHUECKUX CYOCTaHIIMM M BCIIOMOTaTeIbHBIX
BEIIECTB C YKa3aHHWEM KOJIMYECTBAa KaKJOI'0 M3 HUX, JaHHbIE 00 HCIIOJIb3yeMOM 00O0pYAOBaHUM, OIMCAHUE
TEXHOJIOTMYECKOI0 IIPOLECCa U METOIOB KOHTPOJIS Ha BCEX ATAINAX MPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB.

4. Tlpu mnpoU3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (hapmarieBTHUEeCKHe CYOCTaHIINU,
BKIIIOUECHHBIC B T'OCYJApCTBEHHBIA PEECTpP JIEKAPCTBEHHBIX CPEJICTB, 3a MCKIIOYCHHEM (apMareBTHUSCKUX
cyOCTaHIMI, MPOU3BOJAUMBIX JI TMPOBEICHUS KIMHUYECKUX HUCCIEAOBaHHMM W it 3kcropta. K mpomeccy
MPOU3BOJICTBA (hapMaIleBTUUECKON CYOCTAaHIIMM OTHOCSATCS JIFOOBIC CTaJMHM TEXHOJOTHYECKOro IpoIliecca,
MO3BOJISIONINE MTOTYYUTh TOTOBBIN MIPOIYKT, COOTBETCTBYIOIINI TpeOOBaHMUIM (hapMaKOIEHHON CTaThH, B TOM
yucne pepMeHTalus, SKCTPAKIIHS, OUUCTKA, BbIIEICHHUE, IEPEKPUCTAITU3AIINS, BEICYIIIMBAHUE, U3METbUCHNUE.
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

4.1. IlepeueHp J€KapCTBEHHBIX IPENAPATOB AJIS MEIULUHCKOTO NMPUMEHEHUS, B OTHOLIEHUH KOTOPBIX
yCTaHABIMBAIOTCAd TpeOOBaHUS K OOBEMY Taphl, YMAKOBKE M KOMIUIEKTHOCTH, NEPEUYEHb JIEKApPCTBEHHBIX
MpernapaToB JAjisi BETEPUHAPHOTO NPHUMEHEHUS, B OTHOUICHHHM KOTOPBIX YCTaHABJIMBAIOTCS TpeOOBaHHS K
00beMy Tapbl, a Takke TpeOOBaHUS K 00beMY Taphbl, YIIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX IIPENapaToB
JUIs  MEAMLMHCKOTO IpHMEHEHHs, TpeOoBaHUMs K 00beMy Tapbl JIEKAPCTBEHHBIX IpenapaToB JJis
BETEpUHAPHOTO TPUMEHEHUS ONPEAEISIOTCS COOTBETCTBYIOUIMMH  YIOJTHOMOUYEHHBIMH  (heiepaTbHbIMU
OpraHaMU UCIIOJIHUTEJILHOM BIIACTH B NOPsJIKE, ycTaHOBIEHHOM [IpaButensctBom Poccuiickont denepanun.
(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzanuy, OCYIIECTBISIOUIME MPOU3BOJCTBO (hapMalleBTUUECKONH CyOCTaHLIMM CHHpTa
STUJIOBOTO (3TaHoJa) JUIsl MPOU3BOACTBA CIMPTOCOJAEpPXKAIMX JIEKAPCTBEHHBIX IIpenapaToB, OOsS3aHbI
OCYILECTBIISATh YYET U AEKJIApUPOBAaHUE B MOPSJIKE, YCTAHOBIEHHOM cTaThsiMU 8 U 14 DenepanabHOro 3akoHa
oT 22 HostOpst 1995 roma N 171-®@3 "O rocymapcTBEHHOM pEryJIMpPOBaHUHU IPOU3BOJACTBA M 00OpoTa
STHJIOBOTO CIHPTA, AIKOTOJIBHOM M CIUPTOCOAEp)KALIeW MPOAYKUMH M 00 OrpaHHYeHHH MOTpeOIeHus
(pactiuTHs) aJKOrOJIbLHOM MpoayKuuu'.

(uactsp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 03.07.2016 N 261-D3)

4.3. VnauBunyaibHble NpPEANPUHUMATENM U IOPUIUYECKHE JUIA, OCYIIECTBISAIOUINE 3aKylnKy U
UCTIONB30BaHUE (apMaleBTUYECKOW CyOCTaHIIMHM CIUPTa ATHIOBOTO (3TaHONA), a TaKXKe MPOHU3BOJACTBO,
M3rOTOBJICHHE U (W) 000POT (32 UCKITFOYEHUEM PO3HUYHOMN MPOJakH) CIUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX
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mpenapaToB, 00s3aHbl OCYIIECTBIATh UX yUeT U JEKIapUpOBaHHUE B MOPSIKE, YCTAHOBICHHOM CTAThsIMH 8 U
14 denepanpHOoro 3akoHa ot 22 HosOpsa 1995 roma N 171-@3 "O rocynapcTBEHHOM peryIupOBaHUU
MPOU3BOJICTBA U O0OpPOTa STHJIOBOTO CIHPTA, AaJKOTOJBHOW M CHUPTOCOJAEpKAIled NPOAYKIMH H 00
OrpaHUYEHUU NOTpeOIeHUs (PACIUTHUS) AIKOTOJIbHONW MPOAYKIIMH'".

(dactp 4.3 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Ilpu npoM3BOJCTBE JIEKAPCTBEHHBIX IPENapaToB /s BETEPUHAPHOI'O MPUMEHEHMsI JOILyCKaeTCs
UCIIOJIb30BaHUE MPOU3BEACHHBIX [UId peanu3auuu (papMaleBTUYeCKUX CyOCTaHLMM, BKIIOYEHHBIX B
TOCYJapCTBEHHBI  peecTp  JIGKAPCTBEHHBIX  CPEACTB  YHNOJIHOMOYEHHBIM  (ellepajbHbIM  OpPraHOM
UCIIOJHUTEJIBHOM BIJIACTH, OCYLIECTBISAIONIMM BEIEHHE T'OCYIAPCTBEHHOIO PEECTpa JIEKapCTBEHHBIX CPENCTB
JUISL METUIIMHCKOTO IPUMEHEHMS.

(uactp 4.4 BBeieHa PenepanbHbIM 3akoHOM OT 02.08.2019 N 297-03)

5. 3amnpemaercsi IpOU3BOJICTBO:

1) JICKApPCTBCHHBIX CPEACTB, HC BKIIIOYCHHBIX B l"OCYI[apCTBeHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB, 3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOANMBIX JJIA IMTPOBCACHHUA KIIMHUYCCKUX HUCCIIeA0BAHUM U JJIs
OKCIIOpTa,

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) mexkapcTBEHHBIX CPENCTB O€3 JINIIEH3UH Ha TIPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKAPCTBCHHLIX CPEACTB C HAPYUICHUEM IIpaBUJI OpraHU3anuu IpOru3BOJACTBA U KOHTPOJIA Kad€CTBa
JICKAPCTBCHHBIX CPCIACTB,

5) dapmarieBTUYECKOM CyOCTaHIIMU CIIUPTA STHUIOBOTO (3TaHOJa) HAa TEXHOJIOTHYECKOM 000pYyI0BaHUH,
KOTOPO€ HE 3aperuCTPUPOBAHO WJIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DenepaibHbIM 3aKOHOM OT 22
HOs10pst 1995 roma N 171-®3 "O rocynapCTBEHHOM PETyJIMPOBAHHWU IMPOU3BOJICTBA U 000POTa ITHUIIOBOTO
CIUpTa, aJKOTOJBHOW M CHHpTOCcOoAepXkamield NpOoAYKIMH W 00 OrpaHUYEHUH MOTpeOseHus (pacruTus)
AJIKOT0JIHOM MpOIyKIuu'.

(m. 5 BBenen PenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

6. [Ipu BBOJIE TIEKAPCTBEHHBIX CPEJICTB B FPAXKIAHCKUI 000POT YIOTHOMOYEHHOE JIUIO MPOU3BOAUTENS
JICKApCTBEHHBIX  CPEACTB  OCYINECTBISET TOJATBEPKICHHE COOTBETCTBHSI  JIGKAPCTBEHHBIX  CPEJICTB
TpeOOBaHUAM, YCTAHOBJICHHBIM TPU MX TOCYJAPCTBEHHON PETUCTPAIMH, ¥ TAPAHTUPYET, YTO JIEKAPCTBECHHBIC
CpEJICTBA TIPOU3BEJICHBI B COOTBETCTBHHM C TpPEOOBAaHWSAMH TIPAaBHUJI HAICKANCH TMPOU3BOJICTBCHHON
HPAKTHKH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. YNOIHOMOYEHHBIM JIMLOM IPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEJACTB SBISIETCS €ro pabOTHUK,
aTTeCTOBAaHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (pe/lepalbHbIM OPraHOM HCIIOJHUTEILHON BIACTH
TOPSIIKE U UMEIOIIMM CTaX pabOThl HE MEHee 4YeM ISTh JeT B 00JacTH MPOU3BOACTBA U (WIJIM) KOHTPOJIA
KauecTBa JIEKapCTBEHHBIX CPECTB, BhIcIIee 00pa3oBaHHE COOTBETCTBEHHO IO OJHOM U3 clielHaIbHOCTEH U
()  oAHOMY W3 HampaBlIeHU  MOATOTOBKM:  OHOJOTHS,  OHOTEXHOJOTHs,  BETEpPUHAPHS,
BEeTEpPUHAPHO-CAaHUTApHAsl  JKCIEPTHU3a, KIWHUYEeCKas MENWIMHA, paJualloHHas, XUMUYecKas |
Omosorudeckas 3ammura, papmanus, GpyHaaMeHTaIbHas MEAUIIMHA, XUMAYECKasl TEXHOJIOTUS, XUMHUSL.

(B pen. ®enepanbbix 3aKkoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)
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8. [IponsBomuTeNH JEKapCTBEHHBIX CPEACTB (3a UCKIIOUYEeHHEM (hapMalleBTHUECKON CyOCTaHIIUK CIIUpTa
STUJIOBOTO (3TaHOJa) MOTYT OCYILECTBIISATH MPOAAXY JIEKAPCTBEHHBIX CPEACTB MM TepelaBaTh UX B
YCTaHOBJIEHHOM 3aKOHO/aTenbcTBOM Poccuiickoit denepannu nopsiake:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyTuM mpOU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anysaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuyHBIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpraHU3alUsSM, WHAUBUAYAIbHBIM
MpeaNpUHUMATESIM, HMEIOIINM JIMIEH3UI0 Ha (apMaleBTUYECKYI0 ACSITeNbHOCTh WU JIMIICH3WIO Ha
MEIUIUHCKYIO IEATEIIbHOCTD;

4) HayYHO-UCCIIEOBATEIILCKUM OPTraHU3aIUsIM ISl HAYYHO-UCCIIEIOBATEIHCKON paOOThI;
5) MCIUIHUHCKUM OpraHu3aluiaM U BETCPUHAPHBIM OPraHU3alusIM;

6) opraHu3anMsAM W UHAWBUAYAJIbHBIM TPEIIPUHUMATEISIM, OCYIIECTBISIONMM  pa3BeAcHHE,
BBIPALIMBAaHNE M COJEp)KaHHE >KUBOTHBIX (32 MCKIIIOYEHUEM MPOJaXKH UM (hapMalleBTUUECKHX CyOCTaHIHMA
WIN UX Tepeaayn).

(n. 6 B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpouwsBomutenu (papMaleBTUUECKON CyOCTaHIIMM CHOUPTA OSTUIOBOrO (3TaHOJIA) OOs3aHBI
OCYIIIECTBIISITh peaNn3anuio (Tmepenady B YCTAaHOBJICHHOM 3aKOHONIATENLCTBOM Poccuiickoit Denepannu
nopsizike) ¢apManeBTHUECKOW CyOCTaHLMU CIMPTA 3THIOBOTO (3TAaHOJA) MPOU3BOIUTEINSAM JIEKAPCTBEHHBIX
CpEeACTB Uil IMPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB B €MKOCTAX 0O0beMOM He Ooiee | nutpa u (Wiam) He
MeHee 1000 nuTpoB, a opraHu3anusAM, yKa3aHHbIM B IIyHKTax 2 - 6 4acTu § HAcCTOALIEH CTaTbH, B Tape
o0vemMoM He 6onee 1 muTpa.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

CtaTtbsa 46. MapknpoBKa nekapcTBeHHbIX CPeAcTB

1. JlekapcTBEHHBIE TMpemaparhl, 3a HWCKIIOYEHUEM JIEKapCTBEHHBIX MPENapaToB, H3TOTOBICHHBIX
AlITCYHbIMU opraHnu3anusimu, BCTCPHUHAPHBIMU AllITCUYHbIMU opraHu3anusimu, UHAUWBUYaJIbHBIMU
npeaApuHUMATCIIAMA, UMCIOIIUMHA JIMICH3UIO Ha @apMaHGBTI/ILIeCKYIO ACATCIIbHOCTD, JOJKHBI IMOCTYIIATh B
oOparienue, eciu:

1) Ha UX EPBUYHON yIaKOBKE (32 MCKIIOYCHUEM MEPBUYHON YITAKOBKH JIEKAPCTBEHHBIX PACTHTEIBHBIX
IpenapaToB) XOPOILIO YUTAEMBIM HMIPUPTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBAHHUE JICKAPCTBEHHOTO
npemnapata (MEXIyHapOJHOE HEMAaTEeHTOBAHHOE, WU TPYNIUPOBOYHOE, WIM XHMHUYECKOE, WU TOProBOE
HAaUMEHOBAHKE), HOMEp CEpHH, JlaTa BBIMYyCKa (Ui MMMYHOOHMOJIOTMYECKUX JICKAPCTBEHHBIX IMPEIapaToB),
CPOK T'OJTHOCTH, JO3MPOBKA WJIM KOHIICHTpAIHs, 00bEM, aKTUBHOCTh B €IMHUIAX JIEHCTBUS WJIA KOJHMYECTBO
7103;

(B pen. Deaepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha MX BTOPUYHOH (MOTPeOUTENBCKOM) YIAaKOBKE XOPOLIO YUTAEMBIM IIPU(TOM Ha PYCCKOM SI3bIKE
yKa3aHbl HAaMMEHOBAHME JIEKApCTBEHHOro Ipemapata (MEXIyHApOJHOE HENAaTEHTOBAHHOE, WU
IPYNIMPOBOYHOE, WJIM XUMHUYECKOE U TOProBO€ HAUMEHOBAaHWs), HAUMEHOBAHHME IPOU3BOIUTENS
JIEKapCTBEHHOI'0 Ipernapara, HOMEp CEpHM, Jara BbITycKa (AJI1 MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX
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IpenapaToB), HOMEp PETUCTPALIOHHOIO YIOCTOBEPEHHUs, CPOK T'OAHOCTH, CIIOCOO MPUMEHEHHMs, T03UPOBKA
WIM KOHIIEHTpalusi, oO0beM, aKTUBHOCTh B €IUHMIAX JEHCTBUSA JMOO KOJIMYECTBO JI03 B YIIAKOBKE,
JeKapcTBeHHas (opMa, yCIOBHUS OTITyCKa, YCIOBUS XPaHEHUS, IPeLyNpeIuTeIbHbIC HaIIHICH.

(B pen. ®enepanbubix 3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. ®apmalieBTHYECKHE CyOCTaHIIMM T0JKHBI TOCTYIIATh B 0OpallleHre, €clid Ha UX NMEePBUYHOMN yIIaKOBKe
XOpOIIO YUTAEMbIM HIPU(PTOM Ha PYyCCKOM s3bIKE yKa3aHbl HaMEHOBaHME (hapMalleBTHUECKOW cyOcTaHIMU
(MexayHapoJHOE HENaTeHTOBAaHHOE, WM IPYNIUPOBOYHOE, MM XMMHYECKOE M TOProBO€ HAaUMEHOBaHMS),
HaMEHOBAaHME TPOU3BOAMTENS (apMaleBTUUECKONW CyOCTaHIIMM, HOMEp CEpUM U JlaTa HU3TOTOBJICHMSA,
KOJIMYCCTBO B YIIAKOBKE U CAWMHUIBI U3BMCPCHUA KOJIMICCTBA, CPOK T'OAHOCTU U YCIIOBUSA XPAHCHUA.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JlekapcTBEHHbIE CpPEACTBA B KaueCTBE CHIBOPOTOK JOJKHBI MOCTYNaTh B OOpalleHHEe C yKa3aHUEM
KHBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPIaHOB U TKAHEH KOTOPOI'O OHU MOJIy4EHBI.

4. Ha BTopuuHyI0 (HOTpPeOUTENbCKYI0) YMAKOBKY JEKaPCTBEHHBIX CPEJICTB, MOTYYEHHBIX M3 KPOBH,
IJ1a3Mbl KPOBHU, OPTaHOB U TKAHEH uyeloBeKa, JOKHA HAHOCUThCS Haanuch: "Anturena k BUU-1, BUU-2,
Bupycy renatuta C 1 MOBEpXHOCTHBIN aHTUT€H BUpyca remnarutra B orcyTcTBytor".

5. Ha nepBuYHy0 YNakoBKY M BTOPHUHYIO (HOTPEOUTENBbCKYI0) YMAKOBKY paanodapMaieBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB JOKEH HAHOCUTHCS 3HAK PaJMalliOHHON OMMaCHOCTH.

6. Ha BrOpuYHyr (MOTPEOHMTENBCKYIO) YIIAKOBKY TOMEONATHYCCKUX JICKAPCTBEHHBIX IpernapaToB
IOJDKHA HAHOCUTHCI HaAmuch: "'['oMmeonatnyeckuii".

7. Ha BropuuHyto (IOTpeOHUTENbCKYIO) YIIAaKOBKY JEKapCTBEHHBIX PACTUTENLHBIX MpPEnapaToB JOJKHA
HaHOCUTbhCA Haanuch: "[Ipoaykuus npouuia paaualiOHHbIA KOHTPOJIB" .

8. Ha mepBuyHyl0 ynakoBKy (€ciM AJisi 3TOTO CYLIECTBYET TEXHHUYECKAs BO3MOKHOCTb) U BTOPUUHYIO
(MOTpeOUTENBCKYI0) yMAaKOBKY JIEKAPCTBEHHBIX TMPEMapaTroB, MpEeAHA3HAYEHHBIX IS KIWHUYECKHUX
HCCICA0BaHUM, TOKHA HAHOCUTHCS HAAMUCh: " J[JIsl KIMHUYECKUX MCCIS0BaHNM" .

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. YnakoBKa JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYECHHBIX UCKIOYUTENBHO JJIs SKCIIOPTA, MapKUPYETCA
B COOTBETCTBUU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEDPA.

10. Ha TpancnopTHyto Tapy, KOTopas He MpeAHa3HaueHa sl IOoTpeOuTene U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEACTBO, JOJKHA HAHOCUThCA HHGOpManus O HAaUMEHOBAHHM, CEPUM JIEKaPCTBEHHOI'O
CpEeZCTBa, JaTe BbIIIyCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YIAKOBOK JIEKApCTBEHHOTO CPE/CTBA,
HPOM3BOJUTENIE JIEKAPCTBEHHOT'O CPE/ICTBA C yKa3aHHMEM HAaUMEHOBAHMS M MECTOHAXOXIECHUS POU3BOIUTENS
JIEKapCTBEHHOTO CpejAcTBa (ajzpec, B TOM YHCIE CTpaHa W (WJIM) MECTO MPOM3BOJCTBA JIEKAPCTBEHHOTO
CpEeZCTBA), a TAK)KE O CPOKE FOJHOCTH JIEKAPCTBEHHOTO CPEJICTBA U 00 YCIOBHUIX €r0 XpaHEHHs U NEPEeBO3KH,
HeoOX0uMBbIE MpeNypeUTENbHbIE HAINCH U MAaHUITYJISTOPHBIE 3HAKH.

11. Ha nepBruYHYyI0 yIakoBKY ¥ BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOI0 IPUMEHEHUS JOHKHA HAHOCUTBCS HAAMUCH: " /{7151 BETepHUHAPHOIO IPUMEHEHHU "

12. Ha BropuuHy0 (MOTPEOUTENLCKYIO) YIAKOBKY JEKAapCTBEHHOIO Mpernapara HaHOCUTCS IITPUXOBOU
KOZ.
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. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUUCKOU ®DEOEPALIUA
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. MNopsaok BBO3a NeKapcTBEHHbIX cpeactB B Poccunckyro depepauuto u
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccuinckon ®epepauyumn
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHbIX cpenctB B Poccuiickyto ®enepanuro OCyHIECTBISETCS B IOPSJIKE,
ycraHoBiieHHOM  [IpaBurenbctBoM  Poccuiickoit  @enepanuu, B  COOTBETCTBUM C  TaMOXKEHHBIM
3aKOHOAATETBCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (mamee - TamokeHHBINH cor03) u (Win)
3aKOHOJaTenbCTBOM Poccuniickoit denepaunv 0 TAMOKEHHOM JEIIE.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyio Denepanuio JEKapCTBEHHBIE CPENCTBA JIOJDKHBI OBITH BKJIIOYEHBI B
TrOCYIapCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. Jomyckaercs BBo3 B Poccuiickyto ®denepannio KOHKPETHON MapTUM 3apeTUCTPUPOBAHHBIX U (WIIH)
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX JUISI IPOBENEHUS KIMHUYECKHUX
I/ICCJIGI[OBaHI/II;’I JICKAPCTBCHHBIX IIpC€HapaTroB, IIPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBIX CPCIACTB JIA
OCYIIECTBJIEHUS! TOCYJapCTBEHHOM pErucTpalvy JIEKApCTBEHHBIX MpEnaparoB WIM A  OKa3aHUs
MG}IHHI/IHCKOf/i IIOMOIIIM 110 XMU3HCHHBIM IMOKA3aHUAM KOHKPCTHOI'O IMAIIMEHTA Ha OCHOBAHUH pPa3pClICHHA,
BBIJJAHHOTO YIOJHOMOYEHHBIM (e/lepajbHbIM OpPIaHOM MCIIOJIHUTEIbHON BIACTH IO 3asBICHHSIM JIUL,
yKa3aHHbIX B cTaThe 48 HacTosmero dexepanbHOro 3aKkoHa. PaccMOTpeHHe Takoro 3asBieHHs M MPUHATHE
pemieHust O BbAade pas3pelleHUuss Ha BBO3 KOHKPETHOM MapTUHM 3aperHCTPUPOBAHHBIX U (WMJIH)
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, IMMPCAHA3HAYCHHBIX MJIA MPOBCACHUA KIMHUYCCKHUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIpE€HapaTroB, IIPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB JIA
OCYIIECTBJICHUS! TOCYJapCTBEHHOM pEerucTpaluy JIEKQpCTBEHHBIX MpenaparoB MWW A  OKa3aHUs
MEIUIUHCKON MOMOILIM IO M3HEHHBIM IOKa3aHMAM KOHKPETHOrO MauueHTa Jubo o0 OTKaze B BblIaue
YKa3aHHOT'O pa3pelIeHus] IPOU3BOJIATCS B CPOK, HE MpEBbIMIAIOIINN NATH pabouux anel. Ilnata 3a Bbinauy
YKa3aHHOT'O pa3pelIeHNs HE B3UMAETCA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®enepannio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CpPEICTBA, KAYeCTBO KOTOPBIX
MOATBEPKIEHO CEePTHUPUKATOM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, YIOCTOBEPSIOUIMM COOTBETCTBHE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUAM (apMakoNeHHbIX craTei MO0 B Cilydae UX OTCYTCTBUS
HOPMATUBHOW JOKYMEHTAIMH WX HOPMATUBHOTO JIOKYMEHTA.

(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemraercs BBo3 B Poccuiickyro @enepanunio ¢anbCuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HC)IO6pOKaq€CTBeHHBIX JICKApCTBCHHBIX CPCACTB, KOHTpa(baKTHLIX JICKApPCTBCHHLIX CPCACTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. anbcuUUUPOBAaHHBIE JIEKAPCTBEHHBIE CPECTBA, HEOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
NOJUIE’)KAaT WU3BATHUIO M IOCIENYIOIIEMY YHMUYTOKEHUIO MM BbBO3y u3 Poccuiickoin ®Penepanumy,
KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - UIBATHIO U MOCIEAYIONIEMY YHUUTOKEHHUIO. Y HUUTOKCHUE WIIN
BbIBO3 U3 Poccuiickoit @enepannu panbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX
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JIEKapCTBEHHBIX CPEACTB, KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISETCS 3a CYeT JIHIA,
OCYILIECTBHBILETO HX BBO3. [lOpSAOK YHUUYTOXEHHS U3BATHIX (PaTbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB
ycranasinusaercs [IpasurensctBoM Poccniickoit denepanun.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluua, ocyuiectBistomue BBo3 B Poccuiickyro @enepanuio GanbcuuuupoBaHHbIX JIEKAPCTBEHHBIX
CPEICTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUM C TaMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOKEHHOro coro3a U (WiIN)
3aKOHOJaTeNbCcTBOM Poccuiickoi denepatnv 0 TAMOKEHHOM JEJIE.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BriBO3 nekapcTBeHHBIX cpenctB u3 Poccuiickoit denepaunu ocyiiecTBiaseTcss 6€3 MPUMEHEHUS
OTpaHUYEHUH, YCTaHOBJIECHHBIX TAaMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOro cow3a u (Win)
3akoHoJaTenbcTBOM Poccuiickoii ®enepauu O TrocylapcTBEHHOM PEryJMpPOBaHUM BHEIIHETOPTOBOM
JESTEIIBHOCTH.

(B pen. @enepanbhbix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

Koncynprantllimroc: mpuMedaHue.
C 29.11.2019 ct. 47 nononusercs 4. 9 (O3 ot 28.11.2018 N 449-D3). Cm. Oyaylyro pegakurio.

CraTtbAa 48. lOpuanyeckme nuua, KOTOpbIM pa3pelleH BBO3 JfieKapCTBEHHbIX CpeacTB B
Poccuinckyro ®Penepauuio
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBennslie cpencta B Poccuiickyro deneparuto MOryT BBO3UTD!
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mpou3BOAUTENN JIEKAPCTBEHHBIX CPEICTB IS LieJiell COOCTBEHHOI'O MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) WHOCTpaHHbIE pPa3pabOTYUKK JIEKAPCTBEHHBIX CPEACTB U HMHOCTPAHHBIE MPOU3BOAUTEIU
JIEKApPCTBEHHBIX CPEJCTB WM APyTrHUe IOPUIMYECKUE JHIAa MO MOPYUYEHUIO pa3paboTyHKa JEKapCTBEHHOTO
CpEICTBA [UIsl NPOBEICHMS KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHOIO IIpenapaTa, OCYIIECTBICHUS
TOCYJapCTBEHHON PEruCTpaliy JIGKAPCTBEHHOTO Tperapara, BKIYEeHUs (apMaleBTHUECKONW CyOCTaHIIMU B
rOCy/IapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEICTB MpU
HaJIM4YUU pa3pellieHus YIOJIHOMOYEHHOro ¢eaepalbHOro OpraHa MCIOJHUTEIbHOW BJIACTH Ha BBO3
KOHKPETHOM NapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHu3anuu ONTOBOM TOPIroOBJIN JICKAPCTBCHHBIMHU CPEACTBAMMU,

4) Hay4YHO-UCCIIEIOBATENLCKUE OpPTaHU3aINK, 00pa30BaTeIbHbIe OPTaHU3AIMK BBICIIETO OOpa30BaHUs,
NPOM3BOJUTENHN JIEKAPCTBEHHBIX CPEACTB Ui Pa3padOTKH, HCCIENOBAaHUN, KOHTPOJIsS Oe30macHOCTH,
KauecTBa, J(P(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPH HAJIWYAK Pa3pelieHUs YIOJTHOMOYCHHOTO
(benepaIbHOTO OpraHa UCIOTHUTEIBHOMN BIIACTH;

(B pen. deaepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MCIUNHUHCKUC OpTaHnU3al, NHBIC YKA3aHHBIC B ITYHKTAaX 1-4 HaCTOSIIEeH CTaThU opraHu3anuvu Ui

www.consultant.ru CrpaHuua 94 u3 123
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
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OKa3aHUs MEIULMHCKOM IOMOIIY II0 >XU3HEHHBIM IIOKa3aHUAM KOHKPETHOIO MalMEHTa IpPU HAJIWYUHU
pa3pelieHrs yoJIHOMOYEHHOTO (hefiepalbHOro OpraHa UCTIOJIHUTENIBHON BJIACTH Ha BBO3 KOHKPETHOM MapTun
JIEKapCTBEHHOTO Mperapara, BBIJIAHHOIO B YCTAHOBJICHHOM IMOpsAKE B (OpPME AIIEKTPOHHOTO TOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBAJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.

(B pen. ®enepanbpHoro 3akona ot 12.03.2014 N 33-D3)

Cratba 49. [JoKyMeHTbl, npeAacTaBnsieMble B TaMOXeEHHble opraHbl Poccunuckoun
depepaumu npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccunckyro ®enepauyuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. ITpu BBO3€ neKapCTBEHHBIX cpencTB B Poccuiickyro denepanuio B TAMOKEHHbBIE opranbl Poccuiickoi
@Denepanu  Hapsay € JOKYMEHTAMM, IPEIACTABICHHE KOTOPBIX IPEIyCMOTPEHO  TaMO>KEHHBIM
3aKOHOJATEIbCTBOM TaMOKeHHOro coro3a M (WwiIM) 3akoHojaTtenbcTBoM Poccuiickoit denepanuu o
TaMOXEHHOM JIeJIe, IIPEICTaBIIIOTCS CIEAYIOIUE JOKYMEHTBI:

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) ceprudukatr TpoU3BOAUTENS JIEKAPCTBEHHOTO CPEJCTBA, YIOCTOBEPSIONINI COOTBETCTBUE BBO3ZUMOTO
JIEKapCTBEHHOTO CPeJICTBA TPeOOBaHMIM (apMaKOIEHHON CTaThH JTMOO B Clydae €e OTCYTCTBHSI HOPMAaTUBHOM
JOKYMEHTAllMU WX HOPMAaTUBHOIO JOKYMEHTA;

2) pa3pelieHue yIoJIHOMOYEHHOTO (peiepaibHOr0 OpraHa HCIOJIHUTENBHOM BIACTH Ha BBO3 KOHKPETHOM
NapTUHU JIEKAPCTBEHHOI'O CPEACTBA B CIIydasX, YCTAHOBJIEHHBIX YacTbl0 3 cTaThbu 47 HACTOAILIETO
denepanbHOro 3aKOHa.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wyactu | Hacrosmiedl cTaTby, NPEACTABIAIOTCI B
TaMoOKeHHbIe opranbl Poccuiickoit denepaunu npu NpUOBITHH JIEKapCTBEHHBIX cpeAcTB B Poccuiickyto
®denepanuio.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratbsa 50. BBo3 nekapcTBeHHbIX nNpenapaTtoB B Poccumnckyo ®egepauuio ans nMM4YHOro
MCMONb30BaHUA W WHbIX HEKOMMEep4YeCKMX LuefieM, a TakKke Ans MCNonb30BaHUA Ha
TeppuTOpUnN MeXayHapoaHoOro MeaAMLMHCKOro Krnacrepa
(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IIpenapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro dexnepanuto 6e3 yuera TpeOOBaHUiA,
IIpe1yCMOTPEHHBIX yacTsiMu | - 4 crateu 47, ctatbsimu 48 u 49 Hacrosmero denepanbHOro 3aKkoHa, €CJIM OHU
MpeIHa3HAYEeHBbI JUIS:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nuyHOrO MCNOJIB30BaHUS (PU3MUECKUMH JUIaMu, NpuoObBIIMMU B Poccuiickyro ®enepauuto. Ilpu
ToM BBO3 B Poccuiickyro denepanuio JeKapCTBEHHBIX IPENapaToB, COAEPKAIMX CHJIBHOACHCTBYIOLINE U
(M) A0BUTHIE BEILECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIMCOK CHJIBHOACWCTBYIOIIMX BEIIECTB IS
LeJIed YroJIOBHOTO 3aKOHoJaTenbcTBa Poccuiickon denepanvyd U B CIUCOK SIIOBUTHIX BEILIECTB JUISA LICJIEH
YTOJIOBHOIO 3akoHoxaarenbcTBa Poccuiickoit @enepaumu, ytBepkaeHHblE [IpaButensctBom Poccuiickon
®denepalyiy, OCYLIECTBISETCS IPU HATUYUU JOKYMEHTOB (3aBEpEHHBIX KOMHM JOKYMEHTOB MM 3aBEPEHHBIX
BBIIUCOK M3 HHX), IOATBEPKAAOMMUX Ha3HAueHUEe (U3UUYECKOMY JIMIy YKAa3aHHBIX JIEKAPCTBEHHBIX
npenapaToB (3a UCKIIOUEHHEM JIEKapCTBEHHBIX IpenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoii @enepanuu
u ormyckaeMbix B Poccuiickoit @enepanun 6e3 perenrta Ha JeKapcTBeHHbIM npenapar). [loarsepxnatomnye
JOKYMEHTHI (MX 3aBEpEHHbIE KONHMM WM 3aBEPEHHbIE BBINMCKU W3 HHUX) JOJDKHBI COJIEP)KATh CBENEHUS O
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HaVMEHOBAaHUHU U KOJIMYECTBE HA3HAUCHHOTO JICKAPCTBEHHOT 0 Npenapara. B ciydae, ecinu nmoaTBepkaaromniye
JIOKYMEHTBHI (MX 3aBEpeHHbIC KOIHUU MM 3aBEPEHHBIC BBHIIMCKH U3 HUX) COCTABJICHBI HA HHOCTPAHHOM SI3BIKE,
K HUM TMIPUJIAraeTcsi HOTapHaJIbHO 3aBEPEHHBIN MIEPEBO/] HA PYCCKHUH A3BIK;

(n. 1 B pen. ®exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCIIONB30BaHUS PAOOTHUKAMH JUILIOMATHYECKOTO KOPITyCca MM MPEICTABUTEISIMUA MEXTYHAPOTHBIX
OopraHu3aiiuii, akkpeAuToBaHHbIX B Poccuiickoit dexneparuu;

3) JleyeHus macca)kMpoB U YJICHOB SKHUMAXKEH TPaHCHOPTHBIX CPEACTB, MOE3THBIX OpUraj M BOAMUTENEH
TPaHCHOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyro ®Penepanutio;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedyeHHs] yYaCTHHUKOB MEXAYHApOIHBIX KyJIbTYPHBIX, CIOPTHBHBIX MEPOIPHUITHA M yYaCTHUKOB
MEKyHApOIHBIX HKCIIEIULINAN;

5) neueHus] KOHKPETHBIX KMBOTHBIX B 300MapKax, 300cajax, LUPKax, OKeaHapuyMmax, Jelb(uHapusx,
JeYCHHsI TUKUX KUBOTHBIX, MOCTOSIHHO WJIM BPEMEHHO Hacesstolux Tepputopuio Poccuiickoit denepanyu,
HaXOJALIMXCS B COCTOSHUHM €CTECTBEHHOIN CBOOOJBI M MPUHAAJIESKAIIUX K BHJIAM, 3aHECEHHBIM B KpacHyto
kuury Poccuiickoit ®@enepauuu u (wiM) KpacHble KHUTH cyObekToB Poccuiickoit denepauuu, a Takxke
KUBOTHBIX, BBO3UMBIX B Poccuiickyto denepatinto 1uist ydacTus B CHOPTUBHBIX U 3PEIUIIHBIX MEPOIIPUATHSIX;
(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIIOIB30BAaHUS Ha TEPPUTOPUHU MEKTYHAPOIHOTO METUIIMHCKOTO KJIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B caywasx, IpeIyCMOTPEHHBIX 4acTbl0 | HacTosel CTaTbH, AOIycKaeTcs BBO3 B Poccuiickyro
denepanuio JICKapCTBEHHBIX [IPENapaToB, HE 3apEeruCTpUPOBaHHbIX B Poccuiickon denepanuu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE mMpemnaparbl, MpeJHa3HAYCHHbIE ISl T'YMaHUTapHOM IMOMOIIM (CONEUCTBUS) WU
MIOMOIIY MPU YPE3BbIYANHHBIX CUTyalUsIX, BBO3SATCS B Poccuiickyto dexnepaiuio B nopsjike, yCTAaHOBICHHOM
[IpaBurensctBoM  Poccuiickoit  ®denepaunuu.  3ampemaercss BBo3 B Poccuiickyro  ®Denepanuio
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB, MpeAHA3HAYEHHBIX JUIsi TyMaHUTapHOW MOMOIIH
(conercTBYS) WM TOMOIIHU [IPU YPE3BBIYANHBIX CUTYaLIUSX.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHu4yecTBO ¢hbeaepanbLHOro opraHa WCNONMHUTENLHOW BJacTu,
YNOSIHOMOYEHHOro B 006flacTM TaMOXEeHHOro Aena, WM APYrUX  YNOSIHOMOYEHHbIX
¢denepanbHbIX OPraHOB UCNOJNTHUTENBLHOWN BNacTun

1. YnonHoMmoueHHbIe (efepaibHbIe OPTaHbl UCTIOJTHUTEIHHOM BIACTH MPEJOCTABISIIOT B PACIIOPSIKEHHE
(denepaibHOro oOpraHa HCIOJHUTEIBHON BJIACTH, YIOJIHOMOYEHHOTO B 00JIaCTH TaMOXXEHHOIo Jera,
rOCy/IapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB, a Takke MH(GOPMAIMIO O BBIJAHHBIX Pa3pelICHHUSX Ha
BBO3 KOHKPETHOW MapTUU JIEKapCTBEHHBIX CPEACTB B CIIy4asX, yCTaHOBJICHHBIX 4acThio 3 cTarbu 47
Hacrosuiero deaepanbHOro 3aKOHa.

2. ®enepanbHbIl OpraH MCIOJIHUTEIbHONW BJIACTH, YIIOJHOMOYEHHBIH B 00JACTH TAMOXEHHOI'O JEJa,
nHPOPMHpYET yKa3zaHHbIE B dYacTH | HacToAmed CTaThbH YIOJHOMOYEHHBIE (QenepaabHble OpraHbl
HCTIOJIHUTENILHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®enepanuto ¥ BbIBO3E
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JeKapCTBeHHbIX cpeacTB M3 Poccuiickoit Penepanuu no ¢opme U B MOpPsAIKE, KOTOPbIE YCTaHOBIIECHBI
IIpaBurensctBoM Poccuiickoit denepanuu.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue cpapmMaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTuyeckass JEATEIBHOCTh  OCYIIECTBISICTCS ~ OpPraHU3alMsIMU  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMH CPEJICTBAMH, AlTEYHBIMUA OPTaHU3AIMSIMH, BETCPUHAPHBIMHU ANTEYHBIMUA OPTAaHU3AIMSIMH,
WH/IMBUIYaTbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapManeBTUYECKYIO AESTeTbHOCTD,
MEIUIMHCKIMU OpPraHU3alMsAMHU, WMEIONIMMH JIMICH3HI0O Ha (apMaleBTHYECKYIO ESTENbHOCTb, M HUX
000COOJICHHBIMH  TIOJpa3ieTeHUsIME  (aMOynaTopusiMu, (eIbAMIEPCKUMH U (ENbIIIepCKO-aKyIIePCKUMU
MYHKTaMH, IEeHTpaMH (OTHAeNeHUsIMH) oOuiel BpadeOHOW (CeMeWHOM) MpakTHKH), PAclONOKEHHBIMH B
CEeNIbCKUX HACENCHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTE€YHbIC OpPraHMU3aldU, U BETCPUHAPHBIMHU
OpTaHU3aIMsIMHA, UMEIOIUMH JIMIIEH3UIO Ha (PapManeBTHIECKYIO 1A TeIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usnyeckue A MOTYT OCYIIECTBIATh (GapMaleBTHYECKYIO IESTEIbHOCTh NPH HATUYUH BBICIIETO
WIN CpeaHero (apManeBTHYECKOro 0o0pa3oBaHMSI M CepTH(HKATa CHENUAIUCTa, BBICHIETO WM CPETHETO
BETEpUHAPHOI'0 00pazoBaHMs U cepTU(UKATa CIIEUATUCTA, a TAK)KE BBICIIETO WM CPEJAHEr0 METUIIMHCKOTO
oOpa3oBaHusl, cepTu(uKaTa CIEHUAINCTa U JIOTIOJHUTEIHFHOTO MPOo(pECCHOHATBFHOrO 00pa30BaHUS B YacTH
PO3HMYHON TOPTOBJIM JIEKAPCTBEHHBIMH TIperapaTaMd TPH YCIOBHM WX pPabOTHl B  000COOJIEHHBIX
MOJIpa3IeICHUSIX MEIUIIMHCKIX OPTaHU3aIHid, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.
(dactb 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynwsrantlloroc: mpuMeuanue.

Ct. 52.1 Bctynaet B cuiy ¢ 29.11.2019. JlekapcTBeHHbIE TIpenapaThl A MEAUIMHCKOTO MPUMEHEHUS,
BBEJICHHbIE B TpaxkaaHckuil o0opoT 1o 29.11.2019, nomnexaT XpaHEHHUIO, TEPEBO3KE, OTMYCKY,
peanuzanuy, nepegayde, IPUMEHEHUIO 10 ucTeueHus cpoka ux rogHoctu (O3 or 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKuM oOOOpPOT neKapCTBEHHbIX MpenapatoB Ans
MeaULUHCKOro NpUMeHeHus
(BBeneHa denepanbHbM 3akoHOM OT 28.11.2018 N 449-03)

1. Ilepen BBOJOM B IpaKJaHCKUH OOOPOT Ka)JIOM CEpUU WM KaXI0H MapTHUM IMPOU3BEIECHHOTO B
Poccuiickoit denepainuu J€KapCTBEHHOTO Tpernapara sl MEAUIMHCKOTO MPUMEHEHUs, 32 HUCKIIOUYCHHEM
UMMYHOOHMOJIOTHYECKHUX JICKAPCTBEHHBIX MPENapaToB, MPOWU3BOJMTENIb TAaKOTO JICKAPCTBEHHOTO IIperapara
MpeICTaBIsAEeT B eiepaibHbII OpraH UCIOTHUTENBHON BIACTH, OCYIIECTBISIONINN (YHKIIUU 110 KOHTPOIIO U
Ham3opy B cdepe  3mpaBoOXpaHEHHS, JOKYMEHT  NPOU3BOAMTENS  JIEKAPCTBEHHOTO  CPEJICTBA,
MOATBEPXKJAONINNA KAaYECTBO JICKAPCTBEHHOI'O TMperapaTa, W IOJATBEPKIACHHE YIMOJIHOMOUYEHHOTO JIMIa
MIPOU3BOJUTENSI  JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBHUSl JICKAPCTBEHHOTO TMpernapata TpeOOBaHUAM,
YCTAHOBJICHHBIM TP €r0 FOCYAapCTBEHHOW PETUCTPALIUH.

2. Ilepen BBOJOM B rpaKAaHCKUI 000POT KaXKIOW CEpUM WM KaXKJI0¥ mapTuu BBo3uMoro B Poccuiickyto
Qdegepanyio  JEKAPCTBEHHOrO  Ipemnapara s  MEJUUUMHCKOrO  NPUMEHEHHUs, 32  HCKIYEHUEM
I/IMMYHOGI/IOHOFI/I‘-IGCKI/IX JICKAPCTBCHHLIX IPEIIApaTOB, OpraHu3anus, OCymeCTBIIAOIIAad BBO3 JICKAPCTBECHHOI'O
npernapara B Poccuiickyro ®Denepanuro, MpeiCcTaBiseT B (eAepalbHBI OpraH HCIOTHUTEIHLHOW BIIACTH,
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OCYHIIECTBISIOMMN (QYHKIMM TIO KOHTPOJIIO U Haa3opy B cdepe 3apaBoOXpaHeHUs, CepTHPUKAT
MPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA, YAOCTOBEPSIOIMIMA COOTBETCTBHME BBO3MMOIO JIEKAPCTBEHHOI'O
npemapata TpeOoBaHUSM (apMaKONEHHOW CTaThH, a B Cllydae OTCYTCTBHS (DapMaKONECHHON CTaThbu
TpeOOBaHUSIM  HOPMATUBHOW  JOKyMEHTAllMM, W  TOJATBEPXKACHHE TMPEACTABUTENISI  OpraHU3allNH,
OCYIIECTBISAIONIEH BBO3 JieKapcTBeHHOro mpemnapata B Poccuiickyro denepanuto ¥ ynOJTHOMOYEHHOMN
MHOCTPAHHBIM TPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3MMOIO JIEKAPCTBEHHOTO
npernapara TpeOOBaHUSM, YCTAaHOBIEHHBIM MIPH €r0 TOCYAapCTBEHHON PETUCTPAIIUH.

3. Ilopanok mpencTaBieHHs B COOTBETCTBHM C 4acTsAMU | M 2 HacTOsALIEM CTaTbu JOKYMEHTOB M
CBEICHMII O JIGKAPCTBEHHBIX IIpenapaTax, BBOJUMBIX B TPaXJAHCKUH OOOPOT, YCTaHABIMBAETCS
[IpaBurenscTBOM Poccuiickoit denepanumn.

4. B OTHOmEHWM TMEpPBBIX TPEX CEPUM WM MApTUH JIEKAPCTBEHHOIO IIpenapara, BIIEPBbIE
npousBegeHHOro B Poccuiickoii ®enepanuu Wi BIepBble BBO3UMOro B Poccuiickyro ®Penepanuio, B
(denepanbHBIN OpraH UCIOTHUTENBHON BIACTH, OCYIIECTBISIONINI (YHKIIMH [0 KOHTPOIIO U HaA30py B chepe
31paBOOXPAHEHHUS, JIONOJHUTEIBHO MPEACTABISIETCS MPOTOKOJ HUCHBITAHUI O COOTBETCTBHM CEPUM WIH
MapTUU  JICKAPCTBEHHOTO TMpemapara Uil  MEAUIMHCKOrO IMPUMEHEHMs IOKa3aTelsiM  KauecTBa,
MPEAYCMOTPEHHBIM HOPMAaTUBHOM JIOKYMEHTalUeW (majgee - TMPOTOKOJ HCIBITAaHWUN), TPOBOJUMBIX
aKKpPEIUTOBAHHBIMA B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM Poccmiickoit denmeparuu 00 akKpeauTalud B
HAIlMOHAIBPHOM CHCTEME aKKpeAuTaluu (peaepaabHbIMU TOCYIapPCTBEHHBIMU OIO/DKETHBIMU YUPEKIACHUSIMU,
MOJIBEIOMCTBEHHBIMH (pe/iepallbHOMY OpraHy HCHOJHUTENBHOW BIACTH, OCYLIECTBIAIOMIEMY (PYHKIHH IO
BBIPA0OTKE U pealln3allii TOCyAapCTBEHHON MOJUTUKA U HOPMATHBHO-IIPABOBOMY pPEryJIUpPOBaHUIO B chepe
3IpaBOOXpaHeHUs, U (eAepaTbHOMY OpPTraHy HUCIHOJHUTEIHLHOW BJIACTH, OCYIICCTBISIONIEMY (YHKIHH II0
KOHTPOJIO W Han3opy B cdepe 3apaBooxpaHeHus. [lopsmok BbAauM  yKa3aHHBIMH  (eaepaabHBIMU
TOCYJaPCTBEHHBIMH OIO/PKETHBIMU YUPEKICHUSIMU JTAHHOTO MPOTOKOJA M pa3Mep IUIaThl 3a €ro BbIIAYY
ycranaBinuBarotces [IpaBurensctBom Poccuiickoit denepaiu.

5. ExerogHo He mo3nHee 1 ¢eBpans NmpoOM3BOAMTENH JIEKAPCTBEHHBIX CPEICTB MM OpraHU3alyH,
OCYILECTBISIOIIME BBO3 JICKAPCTBEHHBIX IpernaparoB B Pocculickyro ®enepanuio, MNpeACTaBIAIOT B
(benepanbHBIi OpraH UCIOTHUTEIBHOMN BIACTH, OCYIIECTBISIONIMNA (YHKIIMK IO KOHTPOJIIO M HAA30PY B cdepe
3ApaBOOXPAaHCHUSA, IIPOTOKOJI HUCIIBLITAaHUH MNOCTYNMBIICIO B TCEUYCHHUEC Troda B I‘pa)K[[aHCKI/Iﬁ O60pOT
JIEKapCTBEHHOI0 Ipernapara KOHKPETHOIO MPOU3BOAUTENs (Ha OJHY CEpHI0 KaXIOro TOProBOro
HalMEHOBAHUS C YYETOM JIEKAPCTBEHHOW (OpPMBI U JO3MPOBKH), MPOBOAUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOJATenbCcTBOM Poccuiickoil denepanun 00 akKpeaUTalMi B HALMOHAIBHOM cucTeMe
aKKpeIUTaIl{ UCTIBITaTeIbHBIMU J1a00paToOpusiMH (LICHTPaMH).

6. [IpousBoanTENN JIEKAPCTBEHHBIX CPEJACTB WIM OPraHU3allMU, OCYLIECTBIISIONINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Pocculickyto denepaiuto, He MEHEE YEM 3a OJWH IO 10 TUIaHUPYEMBIX TPUOCTAHOBIICHHS WUJIU
MIpEKpalIeHusl MPOU3BOJACTBA JIEKAPCTBEHHBIX IpenapaToB WM KX BBo3a B Poccuiickyro ®enepanuro
YBEIOMJISIIOT 00 3TOM (efepasibHblii OpraH HUCIOJHUTENIBHOW BJIACTH, OCYHIECTBISIOIIMN (YHKLUU II0
KOHTPOJIO M Haa3opy B cdepe 3apaBooXpaHeHUs U (enepalbHbIi OpraH HCIOJHUTENBHONW BIACTH,
OCYILECTBIISIOUINH (DYHKIIMU 1O JIMLEH3UPOBAHHIO TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B TpakJaHCKUHA OOOPOT KaXKAOH CepUM WM KaXIOW MHapTHH HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOr0 Mpemnapara, mpou3BeAeHHOro B Poccuiickoit @enepanuu uiyd BBO3UMOro B Poccuiickyro
@Denepanyio, OCYIIECTBISETCS Ha OCHOBaHMM pPa3pellieHHs, BbIIAHHOTO (eaepaabHbIM  OpPraHOM
UCTIOJTHUTENbHOM BIACTH, OCYIIECTBISIOMUM (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe 31paBoOXpaHEHUS,
Ha OCHOBaHUH BBIJAHHOTO (peiepalbHBIMU FOCYAapCTBEHHBIMU OIO/KETHBIMH YUPEKACHUIMHU, YKA3aHHBIMH B
qacTH 4 HAcCTOsAIIeH CTaTbM, 3aKIIOYEHHS O COOTBETCTBUHM CEPHUHM WM MapTHM MMMYHOOHMOJIOTHYECKOTO
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JIEKapCTBEHHOI0 Mpernapata TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IPH €ro ToCyJapCTBEHHOM pETUCTpalMH.
[opsimok BeIJauM pa3pelieHrs Ha BBOJ B IPa)XIaHCKUIl 000pOT Cepuy WK MapTHH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'0 IpernapaTa, a TakkKe MOPSAOK BBIIAYM YKa3aHHOTO 3aKJIIOYEHMs] U pasMep IUIaThl 3a €ro
BbIZIa4y ycTaHaBnuBaroTcs [IpaBurensctBom Poccniickoint denepanun.

8. 3a HempencTaBleHWE WM HECBOCBPEMEHHOE TMPEJCTaBICHUE JOKYMEHTOB W CBEJICHHH,
IpeyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosAulel cTaThbu, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliK, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX mpemnapatoB B Poccuiickyto ®Dexpepanuio, HecyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit denepanuu.

9. IlpeacraBneHue JOKYMEHTOB M CBEACHMI, IPEAYCMOTPEHHBIX YacTsAMHU 1, 2 u 4 HacTOsIIEN CTaThu, U
MOJIy4€HHE TPETyCMOTPEHHOTO YacThIO 7 HACTOSILEH CTaTbU pa3pelleHus] Ha BBOJ MMMYHOOMOJIOIHYECKOTO
JIEKapCTBEHHOI'0 IIpernapaTa B TpPaXJaHCKUM 000poT He TpeOyloTcs B OTHOLIEHUH JIEKapCTBEHHBIX
IIPENapaToB, IPEIHA3HAYCHHBIX U1 IPOBEACHUS KIMHUYECKUX HCCIICJOBAHUN JIEKAPCTBEHHBIX IPENapaTos,
IIPOBEJECHMS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB [UIsl OCYILECTBICHMsI TOCYJAapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX IPENApaToB, & TaKXKE B OTHOLIEHUM HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparos,
MIpEeIHA3HAYEHHBIX JUIsI OKAa3aHWs MEIMLMHCKONM IIOMOILIM [0 >KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOI'O
MallMeHTa, BBO3UMBIX B Poccuiickyro denepanuio B COOTBETCTBHM C 4acTbl0 3 cTarbu 47 HACTOAILETO
denepanbHOro 3aK0Ha.

10. Ilpu BBIABIEHMHM B TIPaXJAHCKOM O0OpPOTE CEpuUM WM NapTHM JIEKAPCTBEHHOro Ipernapara,
JOKYMEHTbl W CBEICHMS O KOTODPBIX, IPEIyCMOTpPEHHblE yacTsaMu 1, 2 u 4 HacrosAmled cTaTbd, HE
MIPEJCTaBICHBI B (heiepabHbIi OpraH UCTIOIHUTENFHON BIACTH, OCYIIECTBISIOMNN (DYHKIIMU IO KOHTPOJIIO U
HaI30py B cdepe 3apaBOOXpaHEHUs, JUOO CEepUU WIM MAPTUH HMMYHOOMOJOIHMYECKOTO JIEKapPCTBEHHOT'O
mpernapara, He WMEIOMIMX pa3pelieHusi Ha BBOJ B TPAXIAHCKUKA 000OpOT, MPEIyCMOTPEHHOTO YacThio 7
HACTOSIIEH cTaThbd, (QeaepanbHbIi OpraH MCHOJHUTENBbHOM BIACTH, OCYUIECTBISIOMNNA (YHKIUU 110
KOHTPOJIIO U HAaJ30py B cepe 3apaBoOXpaHEHUs, B OpsAKe, ycTaHOBIeHHOM [IpaBuTensctBoM Poccuiickoit
@denepanuy, NPUHUMACT PEIICHUE O NMPEKPALIeHUH TI'PakJaHCKOro 000pOTa TAaKUX CEpUHM WM HapTHH 10
MPEJCTAaBICHNUS YKa3aHHBIX JOKYMEHTOB U CBEICHUI MO0 MOJTyuyeHHs YKa3aHHOTO pa3peIieHusl.

Cratba 53. lpogaxa, nepegaya nNeKapCTBEHHbIX CPeAcTB OpraHusauusiMm OnToBOM
TOProBNM fieKapCTBEHHbIMU CpeaAcTBaMu

1. Opranuszanuu ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMM CPEACTBAMH MOTYT OCYILECTBIATH HMPOJAXKY
JIEKapCTBEHHBIX CPEACTB UM IIepeaaBaTh UX B YCTAHOBJICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit @enepannu
HOPSIIKE:

1) apyrum opraHu3anusM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

2) MpOU3BOIUTEIISM JIEKaPCTBEHHBIX CPEJICTB AJIS eJiel POU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) anTe4HbIM OPraHU3aLUsAM U BETEpUHAPHBIM allTEYHbIM OpraHU3aALUAM;

4) HAay4YHO-HCCJICAOBATCIILCKUM OpraHu3alusaIM IJIs HaquO—HCCHeHOBaTCHBCKOﬁ pa6OTH;

5) HHAWBUAYAJIbHBIM MMPCANIPUHUMATCIIAM, UMCIOIIIUM JIMIICH3UIO Ha (bapMaueBaneCKon JACATCIIBHOCTD
WA JIMIOCH3WIO HAa MCOAUIIUHCKYIO JCATCIbHOCTD,

6) MCIUIIMHCKUM OpraHu3anudaM, B TOM YHCJIC CO3OAaHHBIM M 3apCTUCTPUPOBAHHBIM B COOTBETCTBUH C
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3aKOHO/IaTE€IbCTBOM MHOCTPAHHOTO TOCYAapcTBa - wieHa OpraHu3aluy 3KOHOMHYECKOTO COTPYIHUYECTBA U
pPa3BUTUSL HMHOCTPAHHBIM IOPUAMYECKUM JIMIAM, HWHAUBUIAYAJIbHBIM MPEANPUHUMATENSAM, SBISIOIAMCS
y4aCTHHUKaMU MpoekTa B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O MEXIyHaApOJHOM METUIIMHCKOM
KJIacTepe U BHECEHWHM HM3MEHEHU B OTJACIIbHBbIE 3aKOHOJAATeNbHbIe akThl Poccuiickoit Denepanuu', u
BETEPUHAPHBIM OPTraHU3ALMSIM;

(B pen. deaepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHu3anMsM M HUHAMBUAYaJIbHBIM IPEINPUHUMATENSIM, OCYLIECTBISIONIMM  pa3BeleHHE,
BBIpAIllMBAaHUE U COJAEp)KaHUE XUBOTHBIX (32 MCKIIIOYCHHEM MPOJAXXH UM (papmalleBTUUECKUX CyOCTaHLUH
WIM UX Tepeaaun).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHuzaluy ONTOBOW TOPTOBJIM JEKApPCTBEHHBIMH CPEICTBaMU OO0S3aHbl XPAaHUTh 3aKYIUIEHHYIO
(apMaleBTHUECKYIO CyOCTaHIIMIO CIUPTA 3TUIIOBOTO (3TaHOJIA), OCYILECTBIIATh €€ peau3aliio Wi epeiaqy
B YCTaHOBJIGHHOM 3aKOHOZaTenbcTBOM Poccuiickoil Penepanuu Mopsake OpraHU3alUsAM, yKa3aHHBIM B
nyHkTax | - 7 gactu 1 HacTosIel cTaTbu, B Tape 00beMoM He 6osee 1 nuTpa.

(uactsp 2 BBeneHa denepanbHbIM 3aKkoHOM 0T 29.07.2017 N 278-D3)

CraTtbsa 54. [NpaBnna onToBOW TOProBfiN JIeKapCTBEHHbLIMU CpeacTBaMU

OnToBasi TOProBiIsl IEKAPCTBEHHBIMU CPEACTBAMU OCYIIECTBISIETCS MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX
CPEICTB M OpPraHM3aIMsIMH ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMH IO IMpaBWJIaM HaJaeKaiei
TUCTPUOBIOTOPCKON MPAKTHKU U TIPAaBHJIAM HaJJICXKAIIeHd MPAKTUKUA XPaHEHUS U MEPEBO3KHU JICKAPCTBEHHBIX
MpemapaToB, YTBEPKICHHBIM  COOTBETCTBYIOIIMMH  YIOJTHOMOYCHHBIMH  (peIepaIbHBIMH  OpTaHaMu
HCTIOJIHUTEIHLHOM BIACTH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 55. MopsaaoK pO3HMYHOM TOProBIN NeKapCTBEHHbIMU NpenaparaMmu

1. Po3HmuHas TOProBusl JIEKAPCTBEHHBIMH TNpeMapaTaMH B KOJHYECTBAX, HEOOXOIMMBIX IS
BBINIOJTHEHUST BpadeOHBIX ((enbAmepckrX) Ha3HAaYeHWM WIM Ha3HauYeHUH CHENUaluCcTOB B o01acTu
BETEpUHAPUH, OCYLIECTBISETCA alT€YHbIMM OpPraHU3alMsIMU, BETEPUHAPHBIMU AalTEYHbIMU OpraHU3alUsiMH,
UHIUBUAYAIBHBIMU TPEINPUHUMATEISIMYA, UMEIOIIUMH JIMLEH3UI0 Ha (apMaleBTHUECKYIO JEATEeNIbHOCTD,
MEIMLMHCKUMH OpPTraHU3alUsAMH, UMEIOIMMH JIMIIEH3UI0 Ha (papMaleBTHUECKYIO JeSTeNbHOCTh, U HX
000COOJICHHBIMU TIOJIPA3/ICICHUSIMI  (aMOyIaTopusiMu, (eNbIMIEPCKUMH U (DeNbIIIePCKO-aKyIIEPCKUMHU
MyHKTaMH, IEeHTpaMH (OTIENEeHUsIMH) oOmieil BpadeOHOW (CEMEWHOW) INPaKTHKH), PACIOIOKEHHBIMH B
CEeNIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT amlTEYHBIC OpPTaHMW3allid, W BETCPUHAPHBIMHU
OpraHu3alysIMM, HMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTUUECKyI0 JAeATelNbHOCTh. PaspemieHa po3HUuYHas
TOPTOBJIS TOJIBKO JIEKAPCTBEHHBIMU IIperapaTtaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit ®denepaunu wim
W3rOTOBJICHHBIMM  alTEUYHBIMU  OpPraHU3alMsIMH,  BETCPUHAPHBIMH  alTEUYHBIMH  OPTaHU3ALMSIMH,
WH/IMBUYAIbHBIMUA TPEANPUHUMATEISIMHA, UMEIOIMIMMHU JIMIEH3UI0 Ha (DapMaleBTHYECKYIO AEATEIbHOCTb.
Po3HnyHast TOpro.iis JIeKapCTBEHHBIMU IpenapaTaMy OCYIIECTBIISETCS 0 MpaBUiIaM HaJJiexalled anTeqyHon
MPAKTHUKH, YTBEP)KACHHBIM YIIOJIHOMOYEHHBIM (eIepaIbHBIM OpPTraHOM HCITOJTHUTEIHHOMN BIIACTH.

(B pen. DeaepanbHbix 3ak0oHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

2. BI/II[LI alITCYHBIX opraHmauI/Iﬁ U IIpaBuJIia OTITYCKa JICKAPCTBCHHBIX IIPEIApaTOB IS MEAULIMHCKOT'O
NPUMCHCHUSA alITCHHBIMH OpraHU3alluaAMU, UHAUBUAYAJIbHBIMU MPECANIPUHUMATCIIAMA, UMCIOIIIUMUA JIMIICH3UTIO
Ha q)apMaI_[eBTI/IquKYIO ACATCIIBHOCTh, a TaAKXC IIpaBUJIa OTIIyCKa JICKAPCTBCHHBLIX IIpCHapaTroB HJIAd
MCIUIIUHCKOI'0 NPpUMCHCHHUA MCAUIIMHCKUMHA OpPraHnu3aluiaMiu, UMCIOIIMMU JIMIICH3HUIO HAa (1)apMaIICBTI/I‘~I€CKy}O
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JeATeNIbHOCTh, W WX O00OCOOJCHHBIMH TOApa3ieNeHHsIMU  (aMOymaTopusMu, (QeIbIIIEepCKUMH |
(benpaepeKo-aKyepckuMi — IyHKTaMM, HeHTpaMu  (OTAeNeHusMHU) oOmeil BpadeOHOW (ceMeitHOM)
HpaKTI/IKI/I), PAaCIOJIOKCHHBIMHA B CCJIBCKHUX HACCJIICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlITCYHLIC
OpraHM3allK, YTBEPKAAIOTCS YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOHUTEIbHON BIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IlpaBuna OTmycKa HAapKOTHYECKHX CPEJICTB M ICHXOTPOIHBIX BELIECTB, 3apETMCTPHPOBAHHBIX B
Ka4eCTBE JIGKAPCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX IPEMapaToB, COACPKAIIMX HAPKOTHYECKHE CPENICTBA
U TICUXOTpPOIHbIE BEUIECTBA, YTBEPXKIAIOTCS YHOJIHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH TI0 COTJIACOBAHMIO C (peliepaibHbIM OPraHOM HCIOJHHUTENBHON BIACTH, YHIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JEI.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlekapcTBEHHBIC TMpEMaparhbl Uil BETEPUHAPHOTO MPUMEHEHUS IMOJUIekKAT OTIYCKY BETCPHHAPHBIMU
anTeYHBIMH OpPTaHHU3AlMsAMHU, BETEPUHAPHBIMHU OPTraHU3AIUSAMH, WHAWBUAYAIBHBIMUA TPEINPUHUMATEIISIMH,
MMEIOIUMH JIMIICH3UI0 Ha (DapMareBTUYECKYI0 NeATenbHOCTh. OTMYCK JIGKApPCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO TPUMEHEHHS OCYIIECTBISICTCS B COOTBETCTBUU C NPAaBHIAMHU HaJJIeXKAIlleld anTedHON
MPAKTUKKA  JICKAPCTBEHHBIX  MPENapaToB  JJIsi  BETEPHUHAPHOTO  MPUMEHEHHS,  YTBEPXKICHHBIMU
YIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPTaHOM HCITOJTHUTEIBHON BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. IlepeueHb MEAULIMHCKUX OpraHU3alMi, UMEIOIIMX JHUIEH3UI0 Ha (hapMaleBTHUECKYIO JAESITeIbHOCTbD,
1 Ux 000COOJICHHBIX MOApa3aeneHuil (aMOynaTopuil, Gpenpamepckux U QenpAlepCcKo-aKyIepCKUX MyHKTOB,
LEHTPOB (oTneneHui) oliel BpaueOHOM (CeMEMHOM) MPAKTUKK), PACTIONOKEHHBIX B CEJICKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHBIE OPraHU3aIllHd, a TaK)Ke IepeueHb JIEKAPCTBEHHBIX MPETapaToB
(32 HWCKIIOUYEHHEM HApKOTHYECKMX JICKAPCTBEHHBIX TIPENapaToB ¥ TCHXOTPOIMHBIX JIEKAPCTBEHHBIX
IpenapaToB), MPOJaka KOTOPhIX MOXKET OCYILECTBIIATHCS YKa3aHHBIMU OpraHU3alMsAMU U UX 000CO0IEHHBIMU
HOJpa3Je/ICHUsIMYM, YCTAaHABIMBAIOTCA OpraHaMHM MCIIOJHHUTEIbHOM Biactu cyOBbekToB Poccuiickoit
denepanuu.
(B pen. ®enepanbHoro 3akoxa ot 25.11.2013 N 317-03)

6. AnrteuyHble OpraHu3allid, WHAMBUAyAJIbHbIE NPEINPUHUMATEIN, HMEIOIINE JIMIEH3UI0 Ha
(hapmaleBTHUECKYIO JIeATENbHOCTh, 00s3aHbl oOecreunBaTh yTBepkaeHHBIH [IpaBurensctBom Poccuiickoit
®enepanun U GopMupyemMblii B yCTAaHOBIEHHOM UM IOPSAAKE MUHUMAJIbHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX
npenapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIUIUHCKON TTOMOIITH.

(uactb 6 B pen. deaepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTedHble opranu3anvv, WHAWUBUAYAJIbHBIC MNPCANPUHHUMATCIIM, HWMCIOIIHWEC JIMICH3UIO Ha
(hapMareBTHYECKYIO JIeSTELHOCTD, HAPSILy C JIEKApCTBEHHBIMH IpErnapaTaMyd UMEIOT MpaBoO MPHOOpeTaTs U
npoaaBaTb MCAUIUHCKUEC H3ACIINUA, }IGSHH(i)I/IHpr}OH_[I/IC cpeacTBa, Np€aAMETbI U CpEACTBA JIMYHOH TUT'CHBI,
HOoCyly JUIsl MEOULIMHCKUX LeJel, NpeaMeTbl M CpelCTBa, NpeHa3HaueHHbIE A yXoJa 3a OOJIbHBIMH,
HOBOPOXXKJICHHBIMU U JI€TbMH, HE TIOCTUTTLIUMH BO3pacTa TpeX JIeT, OYKOBYIO ONTHKY U CPEACTBA yX0/a 3a Hel,
MUHEpaJbHbIE BOJIbI, TPOAYKTHI JIEYEOHOTO, JIETCKOIO M JTUETHYECKOI'0 MHUTaHUs, OMOJIOIMYECKH aKTUBHBIC
no0aBKku, mnap(roMepHbIE W KOCMETHYECKHE CpElICTBA, MEAWLIMHCKHE W CAHUTapHO-IPOCBETUTEIILHBIC
NevyaTHbIe U3/1aHNA, IPEeIHA3HAYeHHbIE /IS IpoNaraHibl 310pOBOro 00pa3a KHU3HU.

(B pen. ®enepanbHbIX 3aK0OHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3)

8. JlesTenbHOCTh anTeuHbIX opranuzanuii Boopyxenubix Cun Poccuiickoit @eaepanuu, Apyrux BOKCK,
BOMHCKUX (OPMHUPOBAHUN U OpPraHoB, B KOTOPBIX 3aKOHOJAaTenbCcTBOM Poccuiickoit ®Denepanuun
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NPEAYCMOTPEHO TPOXOKIACHUE BOSHHOH CITy)KOBI MM (eiepalibHOM TOCyNapCTBEHHOM CITyKOBbI, CBSI3aHHOM C
MPaBOOXPAHUTEILHON  JIEATETbHOCTBIO, periaMeHTHpyeTrcs HactosmmMm DenepadbHbIM — 3aKOHOM U
YTBEPKACHHBIMU COOTBETCTBYIOMIMMHE (eAepaTbHBIMU OpPraHaAMHU HCIOJHUTEIBHON BIACTH MOJIOKECHUSMHU.
KonTpons 3a coOdroAcHMEM YKa3aHHBIMH aNTCYHBIMH OPraHU3alUsSMU  IOJIOKCHUH  HACTOSIIETO
®detepallbHOTO 3aKOHA OCYIIECTBIISAETCS COOTBETCTBYIOIIUMH (efepaTbHBIMA OpPTaHAMH HCIOJHUTEIBHON
BJIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

CraTtba 56. U3aroTtoBneHue n OoTNycK fieKapCTBEHHbIX NpenapaToB

1. M3roToBneHWe JEKAPCTBEHHBIX IpENapaToB alTEYHbIMU OPraHU3alUsSMH, BETEPUHAPHBIMU
anTEeYHbIMM OpPraHU3ALMAMHU, HHIMBUAYaJIbHBIMU IPEANPUHUMATEIIAMHU, UMEIOIIMMH JIMICH3UIO Ha
(apMaeBTUYECKYIO JEATEIbHOCTh, OCYIIECTBIISETCS IO peLenTaM Ha JIeKapCTBEHHBIE Mpenaparsl, IO
TpeOOBaHUSAM MEIUIMHCKUX OpraHu3aluid, BETEPUHAPHBIX OpPraHM3alUi B COOTBETCTBHM C MpaBUIAMHU
M3TOTOBJICHHUSI U OTITyCKa JICKAPCTBEHHBIX MPENapaToB, YTBEP)KICHHBIMH YIIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM MCIOJHUTEIBHOM BIACTH.

2. Ilpu W3rOTOBJIICHWH JICKAPCTBEHHBIX MPEMAPATOB alTEYHBIMH OpPTaHU3AIMSIMH, BETCPUHAPHBIMHU
anNTeUHbIMH OpTraHU3AlMSIMM, WHIUBUIYaJbHBIMUA MPEANPUHUMATENSAMUA, HWMEIOIUMH JIMIIEH3UI0 Ha
(apMaleBTHUECKYIO0  JEeSTENbHOCTh, HCIONB3YIOTCS  (apMaleBTUYECKUe CyOCTaHIMHM, BKJIIOYCHHBIE
COOTBETCTBEHHO B TOCYJAPCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEACTB JUJISI MEIUIIMHCKOTO NMPUMEHEHUS U
TOCYJJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOIO MPUMEHEHHUS B YCTAaHOBJICHHOM
nopsiake. He momyckaercs W3roTOBIIEHME AaNTEYHBIMU OPraHU3alUsIMH, BETEPUHAPHBIMH aANTECYHBIMU
OpraHU3aNUsIMHU, UHANBUIYAJTBHBIMU TPEANPUHAMATEISIMHA, UMCIOIIMMH JIUIICH3UI0 Ha (DapMareBTHYECKYIO
JeSITeNIbHOCTD, JIEKaPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit denepanuu.

3. MapkupoBKa JIEKApCTBEHHBIX MpPENapaToB, M3TOTOBIEHHBIX AaNTEYHBIMH  OPTraHU3ALMSIMH,
BETEpUHAPHBIMU aNTEYHBIMM OPTaHMU3ALUSAMH, WHIUBUIYaJbHBIMH TPEANPUHUMATEISAMH, HWMEIOIIUMHU
JHMIEH3WI0 Ha (apMaleBTUYECKYl0 JEATelNbHOCTb, W O(OPMIIGHME TaKUX TpEenapaToB JIOJDKHBI
COOTBETCTBOBATH IIPaBUJIaM, YKa3aHHBIM B YacTH | HACTOSIIEN CTaTbHU.

4. AnTeuyHble  OpraHuM3allid, BETEPUHAPHBIE  aNTEYHbIE  OpraHW3alid, HWHIUBUIYaIbHbIE
MpEeANPUHUMATENN, UMEIOIIHE JIMIICH3MI0 Ha (hapMalleBTHUECKYIO JEATEIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOONIOICHNE TIPaBUJ M3TOTOBJICHUS U OTIyCcKa JIEKaPCTBEHHBIX IMPEMapaToB B COOTBETCTBUU C
3aKoHoJaTenbCcTBOM Poccuniickont denepanyu.

Cratbsa 57. 3anpeweHue npoaaxu anbCcuuUUMpPOBaHHbLIX NEKapCTBEHHbIX CPeacTB,
HeAo0bpoKa4YeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPAaaKTHbIX NlIeKapCTBEHHbIX CPeACTB

Hponama q)aJ'ILCI/ICI)I/IL[I/IpOBaHHBIX JICKApCTBCHHBIX CPCICTB, HeﬂOGPOKaHGCTBeHHHX JICKApCTBCHHBIX
CpCacTsB, KOHTpa(I)aKTHLIX JICKApPCTBCHHBIX CPCACTB 3alpCHIACTCA.

CraTtbsa 58. XpaHeHuMe nekapCTBEHHbIX CpeacTB

1. XpaHeHHe JICKApCTBEHHBIX CPEACTB OCYHICCTBIIACTCA IPOU3BOJUTCIAMU JICKAPCTBEHHBIX CPCIACTB,
OpraHnu3alusaIMu OINTOBOM TOProBJin  JICKAPCTBCHHBIMU  CPCACTBAMH, ANTCUHBIMH  OpraHU3alUsAMU,
BCTCPUHAPHBIMU AlITCYHBIMU  OpTraHU3alUsIMHU, UWHAWUBUAYAJIBHBIMU MNPCANPUHHUMATCIAMA, HWMCIOIIUMU
JUIOCH3UIKO Ha Cl)apMaLIeBTI/I‘ICCKYIO ACATCIIBHOCTL WJIM JIMOCH3HWIKO Ha MCAUIMUHCKYIO OCATCIbHOCTD,
MCINIMHCKUMHA OopraHu3anusimMu, BCTCPUHAPHBIMU OopraHru3alnusIMu n HUHBIMHA OopraHu3anusMu,
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OCYLIECTBIISIIOIIMMHI  OOpallleHNe JIeKapCTBEHHBIX CPEICTB. XpaHEHHE JICKApPCTBEHHBIX CPEACTB  JUIs
BETEpUHAPHOI'O MPUMEHEHHUSI OpraHu3alUsIMU U UHAWBUAYAIbHBIMU TMPEANPUHUMATENS MU B CIIydasiX, €ClIU
OHU HCIIOJIB3YIOTCA HCKIIIOYUTCIBHO HIPHU Pa3sBCACHHU, BbIpalllUBAaHHUU, COACPIKAHUM U JICHCHHUU KMBOTHBLIX,
MOJKET OCYIIECTBIISATHCS 0€3 MOTYUYSHHs JIMLEH3UN Ha (papMalleBTUYECKYIO 1€ATEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. HpaBI/IJ'Ia XpaHCHUA JEKAPCTBECHHBIX CPCIACTB YTBEPKAAKOTCA COOTBETCTBYIOIIMWM YIIOJTHOMOYCHHBIM
(I)C,HepaJ'IBHLIM OpraHoM HWCIOJIHUTEILHOM BIACTH.

3. XpaHeHHE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEJACTB,
paarodapMaleBTHUECKUX JICKAPCTBEHHBIX CPEJCTB OCYIIECTBISICTCS B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparum.

Cratba 58.1. [lpeAMeTHO-KONMMYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeAcTB Ans
MeAULMUHCKOro npuMeHeHus
(BBengena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHp  JnEKApCTBEHHBIX CPEACTB I  MEIMLHMHCKOTO  IPUMEHEHUsS,  IOMJIEkKALIUX
MPEeIMETHO-KOJIMYECTBEHHOMY  Y4eTy, YTBEp)KIAeTCsi  yINOJIHOMOYEHHBIM  (elepalbHbIM  OpraHOM
VCIIOJIHUTEIIBHOM BJIACTH.

2. Tlopsmok BKJIFOYEHUS JICKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO TPUMEHEHUS B IEPECUYCHb
JICKApPCTBEHHBIX CPEACTB JUIsI MEAWIIMHCKOTO MPHUMEHEHHS, MOANIeKAIUX MPEeIMETHO-KOIHMYECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIIOJHOMOYEHHBIM (elepalbHBIM OpPraHOM HWCIOJHUTEIBHON BJIACTH IO
COTJIACOBaHUIO ¢ (efiepabHBIM OPTaHOM UCTIOJHUTEILHOW BIIACTH, YIIOJHOMOYCHHBIM B c()epe BHYTPCHHUX
Tedt.

(B pen. deaepanbroro 3akoHa ot 03.07.2016 N 305-D3)

3. HpCI[MeTHO—KOHI/I‘IGCTBCHHLII\/'I YUET JICKAPCTBCHHBIX CPEACTB JJISI MCAUIHWHCKOI'O IMPUMCHCHHA BEAYT
MNPOU3BOAUTCIIN JICKAPCTBCHHLIX CPCACTB, OPraHU3allun OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU,
AIllITCUHBbIC OpraHu3alv, MHAWBUAYAJIbHLIC MPCANPUHUMATECIIN, UMCIOIIUC JIUILICH3UIO Ha q)apMaHeBTI/I‘-IeCKyIO
ACATCIIBHOCTD WX JIMOCH3WIKO Ha MCIUOUHCKYIO JCATCIbHOCTb, W  MCIUMIIMHCKUC OpraHu3anuu,
OCYHICCTBJIAOIINC o6pameHHe JICKAPCTBCHHBIX CPEACTB I MCIUIOMUHCKOrO IIPUMCHCHUSA, IIYTEM
perucTpanun JIFOOBIX CBSI3aHHBIX C HX O6paH_[CHI/ICM onepaum?l, IIPpU KOTOPBIX U3MCHACTCA UX KOJIUYCCTBO U
(I/IJ'II/I) COCTOSIHHEC, B CIICHUAJIBHBIX JKYypHalaX y4dc€Ta onepaunﬁ, CBA3aHHBIX C 06pameHHeM JICKApCTBCHHBIX
CpCACTB I MCAUITUHCKOT'O IPUMCHCHUA (;[anee - ClICIMAJIBHBIC mypHanm).

4. TlpaBwia perucTpalMy ONEpaIyii, CBS3aHHBIX C OOpalleHHEeM JIEKAPCTBEHHBIX CPEACTB JUIA
MEIUIIMHCKOTO TPHUMEHEHHUS, BKIIIOYEHHBIX B I€pEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEIULUHCKOIO
MPUMEHEHHUS, TMOAJIeKAIUX MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CIELMaJbHBIX XypHajlaX M IpaBuiia
BEJICHUS U XPAaHEHMs CIELUUAIIbHBIX JKYPHAJIOB YTBEPXKIAIOTCS YIOJHOMOUYEHHBIM (hefepallbHbIM OpraHoOM
UCTIOJIHUTENIHON BJIACTH.

5. Koutposnp 3a coOdrofeHHEM NpaBUJI PETUCTPAIlMM OMNEpalyii, CBSA3aHHBIX C oOOpaleHreM
JIEKapCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOTO IPUMEHEHUS, BKIIIOUEHHBIX B IEPEUEHB JIEKAPCTBEHHBIX CPEJICTB
JUISL MEIUIMHCKOTO TNPUMEHEHHS, MOJIekKAIIUX MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CHEIHaJIbHBIX
KypHaJax, a TaKke 3a COOJTIOCHUEM MPAaBUII BEACHUS U XpaHEHMsI CIEIUAIbHBIX )KYPHAJIOB BO3JIaraercs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpPraHbl MCIIOJHUTEIbHOM BIACTH M OpraHbl HCIOJHUTENIBHOW BIAcTH
cyobektoB Poccuiickoii ®enepanuu, OCYIIECTBISAIONUINE JMLEH3UPOBAHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeACTB, (hapMaleBTUUECKON NeATENTbHOCTH U MEIUIMHCKON JEsITEIbHOCTH, U OCYILECTBIISETCS B paMKax
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JIMICH3UOHHOI'O KOHTPOJIA.

Mnasa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPELCTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUS fIeKapCTBEHHbLIX CPeaAcTB

1. HemoOpokauecTBeHHBIE JIGKAPCTBEHHBIC CPECTBA, (albCUPUIIMPOBAHHBIC JICKAPCTBEHHBIC CPEICTBA
MOANIEKAT MIBATHUIO M3 OOpalleHUs] U YHUYTOKEHUIO B TMOPSJIKE, YCTaHOBJICHHOM [IpaBUTENHCTBOM
Poccwuiickoit ®@enepanuu. OCHOBaHHMEM JUISi YHUYTOXXCHHS JICKAPCTBEHHBIX CPEACTB SIBISICTCS PEIICHUE
BJIAJIENIbIIA JICKAPCTBEHHBIX CPEJICTB, PEIICHHE COOTBETCTBYIOUIETO YITOJIHOMOUYEHHOTO (peepatbHOro oprana
WCTIOJTHUTENIEHOM BJIACTH WJTH PEIICHHUE CyIa.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KonTpadakTHble JI€KapCTBEHHBIE CPEJCTBA MOAJIESKAT UIBATUIO U3 OOpAIEHUS U YHUUYTOXKEHHUIO IO
pemenuto cynaa. Ilopsaok yHHUYTOXEHHMS KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEACTB YCTaHABIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanumu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxoapl, cCBsI3aHHBIE C  YHUYTO)KEHHEM  KOHTpPa(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB,
HEeI00pOKAaYeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB, (aJbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX  CPEJCTB,
BO3MEILAIOTCS UX BJIAJIEIbLEM.

4, Bnaz[eneu JICKApCTBCHHBIX CPCACTB HOJIZKCH IPCACTABUTH B yHOJ'IHOMO‘-IGHHBIfI (I)eﬂepaHBHLII\/II opraH
HCIIOJIHUTEILHON  BJIACTHU JOKYMCHT WJIM 3aBCPCHHYKO B  YCTAHOBJIICHHOM IIOPAAKE C€ro KOIIUIO,
MMOATBCPIKAAIOIIUC (baKT YHHUYTOKCHHSA JICKAPCTBCHHBIX CPEACTB.

5. CooTBeTCTBYIOUIMI YIOJIHOMOYEHHBIN (efepaibHbli OpraH MCHOJHUTENIBHON BIIACTH, MPUHSABIIUI
peleHre 00 YHUUTOKEHUH JIEKapCTBEHHBIX CPECTB, OCYIIECTBISAET KOHTPOJIb 32 UX YHUUTOKEHHEM.

6. VYHMYTOXXEHHE  JIEKAPCTBEHHBIX  CPEACTB  INPOU3BOAMUTCA  OpPraHM3ALMsIMM, HMEIOIUMHU
COOTBETCTBYIOIIYIO JIUICH3HIO, HA CHELHAIbHO O0OPYJOBAaHHBIX IUIOLIAJIKAX, MMOJUTOHAX U B CIELHATBHO
000pYJOBaHHBIX TIOMEIIEHUSX C COONMIOJIEeHHEM TpeOOBaHWM B 00JAaCTH OXpaHbl OKPY)KAIOLIEH cpenbl B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccniickoit denepanun.

7. HapkoTuyeckue  JIEKapCTBEHHBIE  CpPEACTBA, IICUXOTPOINHBIE  JIEKAPCTBEHHBIE  CPEJCTBA,
pamuodapMareBTHYECKUE JEKapCTBEHHBIE CPEICTBA YHUUYTOXKAIOTCS B COOTBETCTBHHM C 3aKOHOJATEIIbCTBOM
Poccuiickoit deneparuu.

naea 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NNIEKAPCTBEHHBbIE NMPEMNAPATbI ANnA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha fieKapCTBEeHHble npenapartbl Ans
MeAMLIMHCKOro NpuMeHeHus

['ocynapcTBeHHOE peryiupoBaHKe 1IEH Ha JIEKAPCTBEHHbIC MPENapaThl JIsl MEIUIIMHCKOTO MPUMEHEHHS
OCYIIECTBIISIETCS IOCPEICTBOM:

1) yrBepxnenust IlpaBurensctBom Poccuiickoit ®denepanuu nepedHss >KU3HEHHO HEOOXOIUMBIX U
B)XKHEHIIINX JIEKAapCTBEHHBIX MPENapaToB, KOTOPbIH cHOPMUPOBAH B YCTAHOBIEHHOM UM IOPsAKE HA OCHOBE
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KOMILJICKCHOM OLIEHKH JIEKApCTBEHHBIX IIpenapaToB, BKJIIOYAs AaHalIM3 CBEICHUH O CpaBHUTEIbHON
KIMHUYECKOH 3((HEeKTUBHOCTH U 0E30MacHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX
HOCHGI{CTBHﬁ MNPUMCHCHUA JICKAPCTBCHHOI'O CpeACTBA U HU3YUCHHUC JOIIOJHUTCIIBHBIX HOCJIeI[CTBI/If/'I
MIPUMEHEHHUS JIEKAPCTBEHHOI'O CPEICTBA;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBep)KICHUSI METOAMKH pacueTa MpeIeNbHBIX OTIYCKHBIX [IEH MPOM3BOANTENCH Ha JIEKapCTBCHHBIC
Hpernaparsl, BKIIOYCHHBIE B IEPEeYeHb )KU3HEHHO HEOOXOANMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, a
TaKKe BHEAPCHHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMbI pePEPEHTHBIX 1ICH;

(B pen. ®enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCYIapCTBEHHON pEerucTpaiiy MpeaebHBIX OTIMYCKHBIX IIEH MPOW3BOIUTENICH Ha JICKApPCTBCHHBIC
MpernapaThl, BKIFOUSHHBIC B TIEPEUCHB )KU3HCHHO HEOOXOMMBIX U BKHEHININX JICKAPCTBECHHBIX MPETIapaTOR;
(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeleHUs TOCYJAapCTBEHHOTO peecTpa TNpeAeibHbIX OTIYCKHBIX II€H MpOM3BOJIUTENEH Ha
JIeKapCTBEHHbIC TIpernaparbl, BKJIIOYEHHbIE B TEpeYeHb IKU3HEHHO HEOOXOJUMBIX U  BaXXKHEHUIIHX
JIEKapCTBEHHBIX IIPENApaToB;

5) yTBEepXKICHUS METOJIMKH YCTAHOBJICHUS OpPTaHaMU HCTIOJHUTEILHOM BJIaCTH CyOBeKTOB Poccuiickoit
denepanuy NMpeeTbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK W TMPEACTBHBIX pPa3MEpOB PO3HUYHBIX HA/I0AaBOK K
(bakTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IpenaparoB, Ha
JIEKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX ITPEIApPaTOB;

6) yCTaHOBJICHHUS TPEACTbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK U TPEAEIBHBIX Pa3MEPOB PO3HUYHBIX
HaJ0aBOK K (AKTHYECKHMM OTIyCKHBIM II€HaM, YCTAHOBJIEHHBIM TPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B IMEpPEUeHb >KU3HEHHO HEOOXOAMMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENapaTOB;

7) yTBepKIeHHUS TMOpSAIKAa BBIIAYM MPEANUCAHUI OpraHaM HCHOJHUTENbHOM BIACTH CYOBEKTOB
Poccuiickoii @enepauuu O NPUBEACHUM B COOTBETCTBHE C 3aKOHOAATenbCcTBOM Poccuiickorn deneparuu
penieHni 00 yCTaHOBJICHUH MPESIbHBIX Pa3MEePOB ONTOBBIX HAJI0ABOK M MPECIBHBIX pa3MEPOB POSHUYHBIX
Hag0aBOK K (aKTUICCKUM OTIYCKHBIM II€HaM, YCTAHOBJIICHHBIM TIPOU3BOAMTEISIMU JICKApPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHBIE IIpemNaparhl, BKIIOUYCHHBIE B TIEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W
BOKHEHIINX JIEKAPCTBEHHBIX MpPENapaToB, €CJIM OHU MPUHSITHI C HAPYUIEHUEM 3aKOHOaTenbcTBa Poccuiickoil
®denepaunu, B nopsiake, ycraHosiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (ellepalbHbIM OpPraHoOM HCIOJHUTEIFHOW BJIAcTH OpraHam
WCTIOJHUTENBHOM BIIacTH cyObekToB Poccuiickoit depepannu mpeaniucanuii 0 MpUBEICHUN B COOTBETCTBUE C
3aKoHOmarenbcTBOM Poccuiickorn @enepanyy NPUHATBIX € HapyLIEHHEM 3aKoHoJarenscTBa Poccuiickont
®enepanuu pemeHnii 00 yCTaHOBIEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEENIbHBIX pa3MepOB
PO3HMYHBIX HAJ0AaBOK K II€HAM Ha JIEKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IE€PEYCHb >KU3HEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IPenapaToB;

9) ocymecTBieHus: (peaepanrbHOr0 roCyJapCTBEHHOTO Haja30pa B cdepe oOpalleHus: JeKapCTBEHHBIX
CPEICTB U PETMOHAIBHOIO I'OCYIapCTBEHHOI'O KOHTPOJIS 3a IPUMEHEHUEM LIEH Ha JICKAPCTBEHHBIE IIpenaparsl
COOTBETCTBEHHO YITOJTHOMOUYEHHBIMH (Pe/epalbHBIMH OpTaHaMU HCIIOJHUTEILHONH BIACTH WM OpraHaMu
WCTIOJIHUTENIbHON BnacTu cyObekToB Poccuiickoit denepanuu coriacHO UX KOMIETEHLIUH B MOPSIKE,
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ycraHoBiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;
(m. 9 B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) npumeHeHMs ~ NpPeAYCMOTPEHHBIX  3aKoHoJaTesnbcTBOM  Poccuiickoit  ®Denepauuu  Mep
OTBETCTBEHHOCTH 3a HapyILIEHHE MOpsiiKa LIEHOOOPa30BaHMs Ha KM3HEHHO HEOOXOJUMble M BaKHEWIINE
JIeKapCTBEHHBIE MpenapaThl.

Koncynwsrantllntoc: mpuMedanue.
3apeructpupoBannbie 110 07.06.2019 mnpenenpHbIE OTIMYCKHBIE IIEHBI TOMJIEXKAT 00s3aTEIBHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 01 06.06.2019 N 134-D3.

Cratba 61. [ocypnapcTBeHHas perucTpaumss v nepeperucTtpauusa npeaenbHbIX
OTMYCKHbIX LieH Npou3BoAUTENIEN Ha JfleKapCTBEHHbIe npenapartbl, BKIIIOYEHHbIe B NepeyveHb
XXNU3HEHHO HeOOBXoAUMbBIX U BaXXHEULLNX NeKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D03)

1. IlpenenpHast OTHyCKHasl I1I€HAa IIPOM3BOJAUTENS HA JIEKAPCTBEHHBIM IIpemnapaT, BKJIIOYEHHBIN B
MEPCUCHb )KU3HCHHO HCO6XO}II/IMLIX U BaKHEUIITHNX JICKApPCTBCHHLIX IMPCIapaToB, MOJJICKUT FOCYI[apCTBCHHOﬁ
peructpauu B mopsake, ycraHoBiaeHHOM I[IpaButensctBoM Poccuiickoit ®enepannivi, Ha OCHOBAHUU
MPEJICTABICHHOTO B YIIOJIHOMOUYEHHBIN (hefiepaibHblii OpraH WCMOJHUTEIBHON BIACTH 3asBICHUS JeprKaTems
WIM BIAJENblla PETHCTPAIIMOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOIO IMpemapaTa (yHOJIHOMOYEHHOTO UM
JIULIA).

2. 3apeructpupoBaHHasl IpeJebHas OTIYCKHAs L€Ha MPOU3BOJUTEINS Ha JIEKAPCTBEHHBIM Npernapar,
BKJIFOUEHHBIN B NIEPEUEHb KUZHEHHO HEOOXOAUMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
NepeperucTpupoBaHa B CTOPOHY YBEJIMYEHUS OJUH pa3 B KaJICHJApPHOM IOy Ha OCHOBAaHUHM NPEICTABIEHHOIO
B YNOJHOMOYEHHBIH (hefepaibHblii OpraH WCHOIHUTENBHOM BIACTH 10 1 OKTSOpS KaKJOro roja 3asBICHUS
JepKaTess  WIM  BJAJENIblla  PETUCTPALlMOHHOIO  yJOCTOBEPEHMS  JIEKAPCTBEHHOIO  IIpemnapara
(YIIOJIHOMOYEHHOI'O UM JIMLIA).

3. 3apeructpupoBaHHas TIpeleiibHas OTITYCKHas I1I€HAa MPOW3BOAMTENS Ha JICKAapCTBEHHBIN Ipernapar,
BKJIFOYCHHBIN B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOKET OBITh
MepeperucTpupoBaHa B CTOPOHY CHIDKEHHS Ha OCHOBAaHUM MPEACTABIEHHOTO B YIOJHOMOYEHHBIN
(denepanbHBIE OpraH WCIOJHUTEIBHON BIIACTU 3asBIICHUS Jep)KaTels WM Biajesblla perucTparioHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpenapata (YIOJTHOMOYEHHOTO UM JIUIIA).

4. Jlepxkarenb WIM BIAJENEL PETUCTPALMOHHOIO YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O IIperapara
(YnoITHOMOYEHHOE MM JIMI0) 00513aH MPEACTAaBUTH B YIIOJHOMOYEHHBIN (heiepanbHblii OpraH UCIIOTHUTEIHHON
BJIACTH 3asIBJICHHE O MEpeperucTpaly 3aperucTpUpOBaHHON MPeNeIbHOW OTIYCKHOM LIEHBI MPOU3BOAUTENS
Ha JIEKapCTBEHHBIH TMpemnapar, BKIIOYEHHBI B TepedeHb IKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENAPATOB, B CTOPOHY CHUKEHHUSI B CIIEIYIOLIUX CIydasiX:

1) cHKeHUe 1IeHbl B MHOCTPAHHOM BaJIOTE HA JICKAPCTBEHHBIN INpernapar B CTpaHe MPOU3BOAUTEINS U
(un) B cTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IpenapaT 3aperucTpUpoBaH U (UIM) B KOTOPbIE NIOCTABISAETCS
IIPOU3BOJUTENIEM;

2) cHWXEHHE IeH Ha pedepeHTHble JeKapCTBEHHbIE IpenapaTbl B COOTBETCTBHUM C ITYHKTOM 1
HacToslel dYacth (IS COOTBETCTBYIOIIMX  BOCTIPOM3BEACHHBIX, OMOAHAJIOrOBBIX (OMOIMOJO0OHBIX)
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JIeKapCTBEHHBIX MpenapaToB);

3) mpeBblllIeHUE NpEAETbHONM OTIMYCKHOM LIEHbl Ha TMEpBBIH BOCIPOU3BEICHHBIN, OHOAHATIOTOBBIN
(6roTo100HBIIT) JIEKAPCTBEHHBIN TpenapaT MHOCTPAHHOTO MPOW3BOJICTBA HAJI MPEJCIBHON OTIMYCKHON IIEHON
MIPOU3BOIUTEISI HA BTOPOH BOCIPOHM3BEICHHBIN, OMOaHATOTOBHIN (OMOTOAOOHEIN) JIeKapCTBEHHBIN IMpermapar,
pacCYMTaHHON B COOTBETCTBUM C METOJIUKOM, yTBEpKAeHHOH [IpaBuTensctBoM Poccuiickoit @enepanny;

4) TpeBBbIIICHHE TMPEACIbHOW OTIIYCKHOW IIEHBI Ha IIEPBBI BOCIPOW3BEICHHBIA, OMOAHAIOTOBBII

(OuomonoOHBINM) JIeKapcTBEHHBIM IMpemapaT IMPOU3BOAMUTENS TrocygapcTBa - ujeHa EBpasuiickoro
SKOHOMMYECKOTO COI03a HaJ NMPEAEIbHON OTIIYCKHOM LIEHOM NMPOU3BOAUTENSI HA BTOPOM BOCIPOU3BEIECHHBIN,
O0unoaHanoroBelii  (OMOMOMOOHBIN) JIeKapCTBEHHBIH TpenapaT MPOU3BOAUTENS TOCyAapcTBa - 4IEHA

EBpa3uiickoro »KOHOMHYECKOTO COK03d, PACCUMTAHHOM B COOTBETCTBHH C METOAMKOM, YTBEpKIACHHOU
[IpaBuTenscTBOM Poccuiickoit denepanuu.

5. Iopsanok nepeperucTpanuuy 3aperuCTpUPOBAHHBIX MPEICIIBHBIX OTIIYCKHBIX LIEH ITPOU3BOJUTEIICH HA
JeKapCTBEHHbIE Mpernaparbl, BKIIOUEHHbIE B MEPEYeHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEMIIMX
JIEKapCTBEHHBIX IIpENapaToB, B CiIydasX, IPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HacTOSLIEH CTaTbH,
ycranasinuBaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMHYECKHI aHaIU3 IPEeIbHON OTITYCKHON LIEHbI TPOU3BOUTEINS Ha JIEKapCTBEHHBIN Mpenapar,
BKJIFOUEHHBIM B IepeueHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHWIIMX JIEKapCTBEHHBIX MpenapaToB, NMpH ee
TOCYJJapCTBEHHON  pEerucTpaly WIM HEepeperucTpaluy  OocylecTBiseTcs  (eaepalbHbIM  OpPraHOM
UCIIOJIHUTENILHOW BJACTH, OCYLIECTBISIOIUM (YHKLUUU MO HPUHATHIO HOPMATHBHBIX IPABOBBIX AKTOB U
KOHTPOJIIO 32 COOJIOZICHHEM 3aKOHO/1aTeNIbCTBA B c(hepe rocyJapCTBEHHOTO PeryInpoBaHus 1ieH (TapudoB) Ha
TOBapHI (YCIIyTH).

7. Pacuer mpenenbHBIX OTIMYCKHBIX LI€H, YKa3aHHBIX B 4YacTAX | W 2 HACTOSAWEH CTaThbd, MPH UX
TOCYJaPCTBEHHON PETUCTpAIlMU WIH TEPEePETUCTPALUA OCYIIECTBISETCS B COOTBETCTBHH C METOJUKOM,
yTBepkeHHOU [IpaButenbctBOoM Poccuiickoit denepaiivii M yYUTHIBAIOIIECH B TOM YHUCIIE:

1) CO6J'IIOI[CHI/IG OanaHca HHTCPECOB HOTpC6I/ITCHCI>’I JICKApPCTBCHHBIX MPCIapaTroB, BKIIIOYCHHBIX B
NEpCUYCHL KU3HCHHO HeO6XOI[I/IMLIX U BaXHEHUIIMX JICKApCTBCHHLBIX IIPCIiapaToB, H HpOI/IBBO,Z[I/ITCHeﬁ
JICKAPCTBCHHBIX NpPCIaparoB, BKIKYCHHBIX B ICPCUCHb JKU3HCHHO HCOGXOI[I/IMBIX U BaXKHEHUIIIHX
JICKAPCTBCHHBIX MPCIIapaTOB;

2) QaxTHUecKyro OTIYCKHYIO IIeHy Ha JieKapCTBEHHbIE mIpemnapaTsl B Poccuiickoit ®enepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX ImpemapatoB B Poccuiickyto ®enepanuio, a TakkKe ILEHbI Ha aHAJOTUYHBIE
JeKapCTBEHHbIE IIpenapatel, HaxoasAmuecs B oopaienuu B Poccuiickoit @enepanuy;

3) 3arparThl TPOW3BOTUTENS JICKAPCTBCHHOTO TperapaTta Ha TPOM3BOJACTBO M PCaIU3aIUI0
JIEKapCTBEHHOTO Tperapara;

4) ueHy Ha JEKapCTBEHHBIN Mpemnapar, ero LeHy B CTpaHe MPOU3BOJIUTENS U B CTpaHaX, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (WIK) B KOTOPbIE IOCTABISAETCS IPOU3BOIUTEIEM.

8. He JOIIYCKAITCA panu3anusad W OTIIYCK JICKAPCTBCHHBLIX IIPCIIapaTOB, BKIYCHHBIX B IICPCUYCHDb
KHU3HCHHO H606XOI[I/IMBIX M Ba)XHEUIIHX JICKApCTBCHHBIX IMPCIIAapaTOB, HA KOTOPLIC MNPOU3BOIUTCIAMU
JICKAPCTBCHHLBIX  IIPCIIApaTOB HC  3apCruCTtpupoBaHa HPCACIbHAA OTITyCKHas OCHa, pcainsanusa
MNPOU3BOAUTCIIAMUA  JICKAPCTBCHHBIX IIPCIIApaTOB IO HICHAM, MPCBLIIAOIKUM 3apCruCTPUPOBAHHBIC WA
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MEPEePEruCcTpupPOBAHHBIC NIPCACIBHBIC OTIITYCKHBIC IICHBI Ha JICKAPCTBCHHBIC NPCIapaThl C YYETOM HAJIOTa Ha
I[06aBJ'I€‘HHy10 CTOHMMOCTS.

9. OCoOGEHHOCTH TOCYAAPCTBEHHOTO PETYIUPOBAHMS MPEICIbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENCH Ha
JIEKapCTBEHHBIC TMperaparbl, BKIIOUYEHHBIE B TEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIEKapCTBEHHBIX MIPENapaToB, B 3aBUCMOCTH OT SKOHOMUYECKUX U (MJIN) COLMAIBbHBIX KPUTEPHUEB (M3MEHEHNE
YCIIOBUH, MOpsAKA U CTOUMOCTH MPOMU3BOJCTBA JIEKAPCTBEHHBIX MpENapaToB, UCIOIb30BAHUE HOBBIX (OpM,
METO/IOB U CIIOCOOOB TOCYJJApCTBEHHOTO PEryJIMPOBaHUS LIEH HA JIEKapCTBEHHbIE IpenapaThl, B TOM YUCIIE Ha
OCHOBE MEXaHM3Ma peepeHTHOro IIEHO0OPa30BaHNs, U3MEHEHUN MOPsAKa OKa3aHUs MEIUIIMHCKON MTOMOIIH,
U UHbIE U3MEHEHUs) ycTaHaBnuBatoTcs [IpaButensctBoM Poccuiickoit @enepanuu.

Cratba 62. TocypapcTBEeHHbIN peecTp npeAenibHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha JeKapcTBeHHble Mnpenapartbl, BK/IIOYEHHble B Mepe4vYeHb XU3HEHHO HeobxoAuMbIX U
BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM NEPEPETUCTPUPOBAHHBIC IIPENIEIbHBIE OTITYCKHBIE LIEHBI IIPOU3BOAUTENEH
Ha JICKApCTBCHHBLIC MPCraparbl, BKIKYCHHBIC B MNCPEUYCHL KU3HCHHO H€O6XOIH/IMBIX U BaXHEHITNX
JICKAPCTBCHHBIX IIPEIapaToB, IMOJICKAT BKIIIOYCHUIO B FOCY}IapCTBeHHBIfl peeCTp NpCACIbHBIX OTITYCKHBIX
IICH IPOM3BOANTENICH HA JIGKAPCTBEHHBIC IPEMapaThl, BKIIOYCHHBIE B NIEPEUCHb KU3HEHHO HEOOXOANMBIX U
Ba)KHEHIITHMX JIEKAPCTBEHHBIX PETapaToB.
(B pen. ®enepanbroro 3akoHa ot 06.06.2019 N 134-03)

2. T'ocynapCTBEHHBIN peecTp MPEAeNbHBIX OTMYCKHBIX LIEH IPOU3BOJIUTENCH Ha JIEKapCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B IICPCUYCHDb )KU3HCHHO HGO6XOI[I/IMLIX U BaXXHEUIIINX JICKApCTBCHHBIX IPCIIapaToB,
COJIEPXKUT B ceO€ CIECAYIONTYI0 HHPOPMAITHIO:

1) HamMeHOBaHHE JepXKaTesis WM BIAAeiblla PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKApPCTBEHHOI'O
npernapara, HAMMEHOBaHHE MTPOM3BOAMTES JIEKAPCTBEHHOTO NIpernapara, CBEACHUS O PErUCTpaIy AepKaTes
WINM BJaJieNblia PETUCTPAlMOHHOTO YJOCTOBEPEHHUS JIEKApCTBEHHOTO Iperapara, CBEJACHUS O PEerHUcTpaiuu
MPOU3BOAUTENSL  JICKAPCTBEHHOTO  Tpemapara Ui MEJUIMHCKOTO  NPUMEHEHUS B KayecTBe
HAJIOTOIIATEIBIINKA B CTPAHE PETUCTpAlHU (1T POCCUUCKHUX IOPUIAMYECKUX JIUI - HIACHTU(UKAIMOHHBINA
Homep Hanoromtarensiuka (MHH), nias WHOCTpaHHBIX IOPUAMYECKHX JIMI[ - CTpaHa perucTpaluu,
HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PEeruCTPAlMOHHBIA HOMEp, KOJl HAJIOTOIUIATEIbIIMKA B CTpaHe
peructpanuy (MHKOPIOpPAIMH) WM €ro aHaJlor), MECTO HaXOXICHHs MPOU3BOJICTBEHHBIX IUIOMIAJIOK,
YUYacTBYIOUIMX B TMpoIlecce MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipernapara, C yKa3aHHEM CTaJud Mpoliecca
MIPOU3BOJICTBA;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaWMMEHOBaHHWE JICKAPCTBEHHOrO  Tpemnapara (MEXJIyHapOJAHOE  HENMAaTCHTOBAHHOE,  HJIU
IPYIIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOC HAUMCHOBAHMS ),
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PerucTPAIMOHHOTO YO0CTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara;

4) nexkapcTBeHHas ¢opMa C yKa3aHHEM JO3HPOBKHU JICKAPCTBEHHOTO IMperapara W €ro KOJIWYeCTBa BO
BTOPUIHOH (TIOTPEOUTEIIBCKOM) YITAKOBKE, & TAKKE KOMILICKTHOCTb;

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl IpeieNbHAs OTITYCKHAs IIeHa B PyOIIsIX;
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6) nmata ¥ HOMEp NpHUKa3a YHNOJIHOMOYEHHOTO (helepalbHOr0 OpraHa WCIOJHHUTENFHONH BIIACTH O
TOCYJapCTBEHHON PETUCTpallMd WU TMEepeperucTpalvy NpeaeiabHON OTIYCKHON IIeHBl Ha JIEKapCTBEHHBIN
Ipernapar, BKIIOUYEHHBIH B IEPEeYeHb KU3HEHHO HEOOXOAUMBIX M BaKHEUIINX JIEKAPCTBEHHBIX MIPENapaTos.;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) mara BCTyIJIGHHS B CHJIy TpHKa3a yIMOJHOMOYEHHOTo (emepaabHOTO OpraHa HCIOIHHUTEIBHON
BIaCTH O TOCYAAPCTBEHHOM pPETHCTPAallMM WM TI€PEPEeTHCTPAllM MNpPEACTbHOW OTIHYCKHOW IIEHBI
IPOM3BOAUTENS. Ha JIEKapPCTBEHHBIH IperapaT, BKIIOYCHHBIH B TEPEYCHb JKHU3HEHHO HEOOXOIUMBIX H
BaXHEHIINX JICKAPCTBEHHBIX MIPENapaTos;

(m. 6.1 BBenen denepanbHbiM 3ak0oHOM OT 06.06.2019 N 134-D3)

7) 1ITPUXOBOM KOJI, HAHECEHHBbIH Ha BTOPUYHYIO (NOTPEOMUTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO
npenapara;
(n. 7 BBenen denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KO JEeKapCTBEHHOrO Tpernapara IO aHAaTOMO-TEPaleBTHYECKO-XUMUYECKON Kilaccu(uKaimm,
PEKOMEHI0BAaHHOU BceMupHOM opraHu3anueit 31paBoOXpaHEHNUS.
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

3. TocynmapcTBeHHast perucrpanusi WIM [EpPEperucTpanusi MpeleibHbIX OTIYCKHBIX IIeH Ha
JICKAPCTBCHHBIC TIp€rapaTrbl, BKIKOYCHHBIC B IICPCUCHb XHU3HCHHO HCO6XO)II/IMBIX A BaXHEHIINX
JIEKapCTBEHHBIX IIpenapaToB, BEJEHHE TI'OCYJAapCTBEHHOIO peecTpa MpeleNbHbIX OTIYCKHBIX II€H
NPOM3BOJIUTENCH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHBbIE B IEpPEUYEHb MXU3HEHHO HEOOXOIUMBIX U
BO)XHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBIAIOTCA B MOPSAJKE, YCTAaHOBJICHHOM lIpaBUTEnhCTBOM
Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

CraTtbsa 63. YcTaHOBNeHue opraHaMmm UCNOJNTHUTENbLHOWN BrnacTu cyobektoB Poccumnckomn
depepaumn npepenbHbIX pa3MepoB ONTOBbIX HaAbaBOK W  npeaenbHbIX pa3MepoB
PO3HUYHbIX Hagb6aBOK K  (paKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBIEHHbIM
npousBoAUTENAMU JNEKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble npenapaTtbl Ans
MeAMLIMHCKOro NpuMeHeHus

1. Opransl HCTIOJTHUTEIBHON BIacTH CyOBekTOB Poccuiickoit denepanuy ycTaHaBIMBAIOT MPEISIbHBIC
pa3Mepbl ONTOBBIX HaJ0aBOK M INpejebHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (DAKTUYECKMM OTITYyCKHBIM
LIEHAM, YCTAaHOBJIEHHBIM IPOM3BOAMTEISIMU JIEKAPCTBEHHBIX IPENApaTOB, HA JIEKAPCTBEHHBIE IpENapaThl,
BKJIIOYCHHBIE B TIEpEYEHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX IIPEMapaTroB, B
COOTBETCTBUM C YTBEPKIECHHOM B IOpsake, ycraHoBieHHOM IIpaBurensctBoM Poccuiickonn ®denepanuu,
METOJIMKOM YCTAQHOBJIGHHS OpraHaMHM WCIIOJHUTENbHON Biactu cyOwbekToB Poccuiickoit denepaunun
IpeebHbIX pa3MEpOB ONTOBBIX HAJ0ABOK U NPEAEIbHBIX Pa3MEpOB PO3HUYHBIX HAa/l0aBOK K (aKTHUECKUM
OTIIyCKHBIM II€HAM, YCTaHOBJEHHBIM IPOU3BOJUTENSMM JIEKAPCTBEHHBIX IIPENapaToB, HA JIEKAPCTBEHHBIE
Ipernaparsl, BKIIOUYEHHBIE B MIEPEYCHb KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKApCTBEHHBIX MpenapaToB.
IIpoeKThl pemeHuii opraHoB UCTIOHUTENFHON BIIacTH cyObekToB Poccuiickoii deneparn 00 ycTaHOBICHUN
1 (WIM) W3MEHEHWH TMPEeNbHBIX pPa3MEpoOB OINTOBBIX HAA0AaBOK M MPENENbHBIX pPa3MEpPOB PO3HUYHBIX
Ha70aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIICHHBIM MPOU3BOAMUTENSIMU JIEKApPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHbIE Ipernaparbl, BKIIOYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX MPENaparoB, MOJUIeXKAaT COMVIACOBAHUIO C  (elepalbHbIM  OpraHOM
UCTIOJHUTEIBHOM  BJIACTH, YIMOJIHOMOYEHHBIM OCYUIECTBJIATH IPaBOBOE pEryjIMpoBaHuE B  cdepe
TOCYJapCTBEHHOTO pETyJIupoBaHus LeH (Tapu¢oB) Ha TOBaphl (YCIyrH), B TOPSIKE, YCTAHOBJIEHHOM
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[IpaButenscTBOM Poccuiickon Penepanuu.
(B pen. denepanbroro 3akoHa ot 13.07.2015 N 241-03)

2. Opra#uzaudd ONTOBOW TOProBJIM W (WJIM) aNTEYHble OpraHU3allid, WHAUBUAYAJIbHbIC
MpeANpUHUMATENIN, UMEIOIINE JUIEH3UI0 Ha (PapMalleBTUUECKYIO S TeIbHOCTh, OCYIIECTBIISIOT pealu3aliio
JICKapCTBEHHBIX TPEMApaTOB, BKIIOYCHHBIX B TIEPEUYCHb JKMU3HEHHO HEOOXOMMMBIX U BaXHEHIITHX
JICKapCTBEHHBIX MPENaparoB, MO LI€HaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY (aKTUYECKOW OTIYCKHOMN
IEHBbl, YCTAHOBJICHHOW MPOU3BOJIUTENIEM JIEKAPCTBEHHBIX  TMpernaparoB U HE  MpeBbIMAONIEH
3apETUCTPUPOBAHHON WM MEPEPETUCTPUPOBAHHON MPEAEIbHON OTIYCKHOW ILEHBbI MPOU3BOAUTENS (Ha AaTy
peanm3anyu JIEKAPCTBEHHOT'O IMpernapata MPOU3BOIUTENIEM), H pa3Mep ONTOBOW Han0aBKU W (WIH) pa3Mep
PO3HUYHON HAI0ABKH, HE TIPEBBIIIAIOIINE COOTBETCTBEHHO pa3Mepa MpeeIbHON ONTOBOW HAaI0aBKH U (WJIH)
pasmepa npeeIbHON PO3HUYHOM Ha10aBKH, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoit deaepanun.

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

3. Opranbl HUCHOJHUTENBHOW BiacTH cyOwbekToB Poccuiickoir denepanuu pa3memiaroT B CeTH
"NHTepHeT" WM OMyOJUKOBBIBAIOT MH(POPMALIUIO O 3apETUCTPUPOBAHHOM MpeAeabHOM OTITyCKHOHM IIeHEe Ha
JICKapCTBCHHbIC TMpemaparbl, BKIIOUEHHBIE B TMEPEUYCHb IKU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JICKapCTBEHHBIX IperapaToB, 00 YCTAHOBICHHBIX B cyObekTe Poccuiickoit denepanuu pazmepe mpeneabHON
OTITOBOW Ha/I0aBKU U (WJIM) pa3Mepe MpeaesIbHON PO3HUYHON HaJ0aBKU K YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX MIPenapaToB (PaKTUUECKUM OTIIYCKHBIM [IEHaM Ha JIEKapCTBEHHbIE IIPeraparThl, BKIOYCHHbBIE B
nepeyeHb )KM3HEHHO HEOOXOMUMBIX U BaXHEHUIINX JIEKapCTBEHHBIX MpenaparoB, U 00 yKa3aHHOM B 4actu 2
Hactosimed ctatbu cymme. MHbopmanus, nmpeaycMOTpeHHash HACTOSIIEH YacThio, JIOJDKHA pPa3MelaTbes
TaK)Ke€ B aNTEYHbIX OPraHMU3ALMAX B JOCTYHNHOH I CBEICHHS BCEX 3aMHTEPECOBAHHBIX JHIl (Gopme U
OOHOBIISAITHCS IO MEpe €€ Oy OIMKOBaHMUSL.

4. llpusaTtele ¢ HapylleHMEM 3akoHojaTenbcTBa Poccuiickorr ®enepanuu  pelICeHHs OPraHoB
UCIIOJIHUTENBbHOW BiacTu cyObekTa Poccuiickoii denepanuu 00 yCTaHOBJIEHUM IHpEAETIbHBIX pPa3MepoB
OINITOBBIX HAJ0aBOK M MpEAETbHBIX pPa3MEepOB PO3HUUYHBIX HAJ0ABOK K 3aperUCTPUPOBAHHBIM IpeAEIbHBIM
OTIIYCKHBIM IICHaM Ha JICKapCTBEHHBIEC Iperaparbl, BKIIOUEHHBIC B MEPEYCHb >KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JICKAPCTBEHHBIX MPENapaToB, MOJJIEKAT OTMEHE B CyI€OHOM MOPSIIKE.

Masa 13. MOHUTOPUHI 9P DPEKTUBHOCTU U BE3OIMNACHOCTHU
NNEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALUMXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALIUUN
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

Cratbs 64. PapmakoHaa3op
(B pen. ®exaepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC TpenapaThl, Haxojsmuecs B oOpameHun B Poccuiickoir denepanuu, mojyiexar
MOHHUTOPHUHTY 3PPEKTUBHOCTH U O€30MaCHOCTH B LIEJISIX BBISBICHUS BO3MOXKHBIX HETaTHBHBIX MOCIEICTBUN
WX TPUMCHECHHS, WHIWBHIYaLHOW HENMEPEHOCHUMOCTH, MPEAYNPEkKACHUS MEAUIMHCKUX pPaOOTHUKOB,
CHIEIMAIMCTOB B 00JIACTH BETCPUHAPHH, TTAITUCHTOB MJIH BJIAJICIIBIICB )KUBOTHBIX U UX 3AIIUTHI OT PUMEHEHUS
TaKHX JICKAPCTBECHHBIX MPETIapaToB.

(B pen. deaepanbHoro 3axkoHa ot 02.08.2019 N 297-D3)

2. ®apMakoOHaI30p OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (eiepabHbIM OpPraHOM
WCTIOJHUTENBHOM BIACTH B YCTAHOBJICHHOM MM IMOpSAKE IyTeM aHaln3a MpPeJoCTaBiIsgeMOi CyObeKTamu
oOpalieHus: JEKapCTBEHHBIX CPEICTB MHPOPMALMU O MOOOYHBIX JEHCTBUSAX, HEXKEIATEIbHBIX PEaKIHIX,
CEPBE3HBIX HEKEIATENbHBIX PEAKUUAX, HENPEIBHUJCHHBIX HEKEIATCIbHBIX PEAKUUAX IPU IPUMEHEHUU
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JIEKapCTBEHHBIX IMpemapaToB, 00 WHAMBUAYAJIbHONH HEMEPEHOCUMOCTH, OTCYTCTBUH 3((PeKTUBHOCTH
JICKapCTBEHHBIX MPENaparoB, a Takke 00 MHBIX (akTax U 00CTOSITENBCTBAX, MPEACTABISIONINX YTPO3Y KUZHU
WJIU 37I0POBBIO YeJIOBEKa JIMOO KMBOTHOTO MPHU MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB U BHISBICHHBIX Ha
BCEX ATanax oopalleHus JEKapCTBEHHBIX mpernapaToB B Poccuiickoit defepannu U Ipyrux rocy1apcTBax.

3. CyOwekThl oOpallleHusl JIEKAPCTBEHHBIX CPEACTB B MOPSJIKE, YCTAaHOBJIEHHOM YIOJTHOMOYEHHBIM
(denepaibHBIM OPraHOM HUCIHOJHHUTENBHOM BiacTH, 00s3aHbI COOOIIATh B YIOJTHOMOYEHHBINH (eaepanbHbIi
OpraH HCIOJHUTENBHON BIIACTU O TOOOYHBIX JEWUCTBUAX, HEXKEIATEIbHBIX PEaKIHUAX, CEPhE3HBIX
HEXeJaTeNIbHBIX PEaKIMIX, HEMPEIBUICHHBIX HEXEIATeIbHBIX PEAKIMIX MPU MPUMEHEHUHU JIEKaPCTBEHHBIX
npenaparoB, 00 WHAMBHIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUH 3((EKTUBHOCTH JIEKapCTBEHHBIX
MpernaparoB, a Takxke 00 MHBIX (akTax ¥ 0OCTOATEIBCTBAX, MPEACTABISAIONINX YIPO3y KU3HUA WU 30POBBIO
yesioBeKa JIM0O KUBOTHOTO NMPHU NMPUMEHEHUH JIEKapCTBEHHBIX MPENapaToB U BBIABIEHHBIX HAa BCEX ATamax
oOpallieHus JIeKapCTBEHHBIX IpernaparoB B Poccuiickoii @enepaiuiv U Apyrux rocy1apcTpax.

4. JlepkaTeau WIM BIAAENbLbl PETMCTPALMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparos,
IOPUINYECKHE JIMIIA, HA UM KOTOPBIX BBIIAHBI pa3pelICcHUsl HA MPOBEICHUE KIMHUYECKUX UCCICAOBAHUM B
Poccuiickoit deneparyu, 1100 yrMOJIHOMOYEHHBIE UMU APYTUe IOPUINYECKUE JIMIA B paMKax oOecleYeHus
0€30MacHOCTH  JIEKapCTBEHHBIX  IPEnapaToB B  MOPSAJIKE,  YCTAHOBIEHHOM  COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (hefiepadbHbIM OPraHOM HCHOJIHUTENBHOM BJIACTH, 00sI3aHBI OCYIIECTBISATh MPUEM, YUET,
00paboTKy, aHAJIN3 U XPAHEHHUE MTOCTYNAIOLIUX B UX a/ipec 0T CyObEKTOB OOpallleHuUs JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJApCTBEHHOHM BIAcTH COOOLIEHWH O NOOOYHBIX AECUCTBUSAX, HEXKEJIATENBHBIX PEaKIMIX,
CEPBbE3HBIX  HEXKENATCNIbHBIX M  HENPEABUIACHHBIX  HEXKEJATEIbHBIX  PEAKUUAX I[PU  IPUMEHEHUU
JICKapCTBEHHBIX TpEnapaToB, 00 OCOOCHHOCTAX WX B3aMMOJCHCTBHS C JAPYTHMH JIEKAPCTBEHHBIMU
npenapaTtamMy, HHIUBUAYaJIbHOW HEMEPEeHOCHMOCTH, a Takke 00 HWHBIX (akrax U 00CTOATENbCTBAX,
MPEICTaBISIONINX YTPO3Y KU3HU WJIHM 370POBBIO YesloBeKa JHOO0 >KMBOTHOTO WJIM BIUSIOUIMX HAa W3MEHEHUE
OTHOILCHUS 0’KHJAEMOM OJIb3bl K BOZMOKHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHBIX IIPENIApaTOB.

5. Ilpu BeIABIEHMM HHGOpPMALMM O CEPbE3HBIX HEXKENATENbHBIX PEAKUUAX U HeNpeaABUICHHbIX
HEXXeJaTeNbHbIX peakUusX IMpd TMPUMEHEHHH JIEKapCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTSIX HX
B3aMMOJEMCTBUSI C APYTUMU JEKAPCTBEHHBIMH IperapaTaMy, HHIUBUAYAIbHON HENEPEHOCUMOCTH, a TaKkKe
00 WHBIX (aKkTaX M OOCTOSATENHCTBAX, BIMAIONIMX Ha HM3MEHEHHE OTHOUICHUS OXXHIAEMOH TOJB3BI K
BO3MOXHOMY  PHUCKY TPUMEHEHHUS JIEKapCTBEHHBIX IpernaparoB, JAepKaTeaud WM  BiaJAeibllbl
PETrUCTPALIMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX IpENapaTroB, IOPUAMYECKHE JIMLA, HA MM KOTOPBIX
BBIJIaHbl pa3pellieHus Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit ®epepauuu, mmbo
YIOJIHOMOYEHHBIE UMM JIpyTUe IOPUANYECKHUE A 00sS3aHbl IPUHATH MEPHI, HAIIPAaBJICHHbIE HA YCTpaHCHHE
HEraTUBHBIX NOCIEACTBUM NPUMEHEHUS TaKUX JIEKAPCTBEHHBIX IPENapaToB, NPEayNpPEKICHUE TPUUUNHEHUS
Bpe/a KM3HU WU 370POBbIO YeJIOBEKa MO0 )KMBOTHOTO, 3ALUTY UX OT MPUMEHEHMS TAaKUX JIEKAPCTBEHHBIX
MpenapaToB, Ha JOMOJHUTENbHBIN cO0Op AaHHBIX 00 3((HEKTUBHOCTH U OE30MaCHOCTH TAKHX JIEKApPCTBEHHBIX
IpenapaTos.

6. 3a HecooOIleHne WM COKpBITHE HHQPOpPMAIUH, MPEeIyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
Jep>KaTeN WIA BIaJelblibl PETUCTPALIMOHHBIX YJAOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB, IOPUIAUYECKUE
JYLA, HA UM KOTOPBIX BBIJIAHbI Pa3pelIeHUs HAa NPOBEACHUE KIMHUYECKUX HCCIIEIOBaHUN B Poccuiickoin
®deaepannn, TMO0 YIOJIHOMOYECHHBIE MU IPYTUE IOPUINIECKUE JIUIA, a TAK)KE TIOJDKHOCTHBIE JIUIA, KOTOPBIM
sTa nH(pOpMAIUs cTaja U3BECTHA MO POAY UX MPO(ECCHOHATBLHON ACATEIHHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJAaTeIbCTBOM Poccuiickoit denepaunu.

7. HpI/I MOJIYYCHHUU YIIOJHOMOYCHHBIM Q)eﬂepaJ'IBHLIM OopraHoM HWCIOJIHUTEILHON BJIACTH B paMKax
OCYHICCTBJICHUSA HM (bapMaKOHaﬂsopa JO0Ka3aTCJIbCTB O HCECOOTBCTCTBUH JICKAPCTBCHHOT'O IIpCIiapaTa
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YCTQHOBJICHHBIM TpPEOOBAaHUSAM WIM TpU TMOJyYeHHMM HMHPOPMALMM O HECOOTBETCTBHM JAaHHBIX 00
3¢ PEKTUBHOCTH UM O O€30MacHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM Ipernapare,
COJIep’KalIMMCsl B MHCTPYKLMHM 10 €r0 IPHUMEHEHHUIO (B TOM YHUCIIE BBISBIECHHBIX B XOJE OCYIIECTBICHUS
(dapMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMH OpPraHaMH WHOCTPAHHBIX TOCYAApPCTB), YIOJHOMOYEHHBIN
(denepanbHBIE OpraH HCIOJHUTENBHON BJIACTU B YCTAaHOBJIEHHOM UM IMOPSJIKE paccCMaTpUBAaeT BOIPOC O
IIPMOCTAHOBIICHUN ITPUMEHEHU TaKOr0 JIEKAPCTBEHHOIO IIperapara.

Cratbsa 65. NMpuoctaHoBNeHMe NpUMEHeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu monyueHnn WHGOPMAIIMU O HEXKEIATEIBHBIX PEAKIUAX TMPU NPUMEHEHUHU JIEKAPCTBEHHOTO
mpernapara, HE YyKa3aHHbIX B HMHCTPYKIMU 1O MPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, Cepbe3HbIX
HEKENaTeNbHbIX peaklusx, 00 OCOOEHHOCTSIX €ro B3aUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMHU
npemnapaTamMy, KOTOpble MOTYT MPEICTABIATh yrpo3y KU3HU WIH 30POBBIO YellOBeKa JTHOO >KUBOTHOTO, a
TaK)Ke 0 HECOOTBETCTBUU JAHHBIX 00 A(P(HEKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara JaHHBIM
0 JIEKQpCTBEHHOM IIpernapare, COJEpX alMMCS B HHCTPYKIMU MO €ro NPUMEHEHUI0, B TOM YHCJIE OT
YIOJIHOMOYEHHBIX OPTaHOB WHOCTPAHHBIX T'OCYIAapCTB, OOMEH KOTOPOW OCYIIIECTBISETCS B COOTBETCTBHH C
COTJIAIICHUSIMA ~ MEXIY YIOJHOMOYECHHBIM  (eAepabHBIM OPraHOM  HCIIOJHUTEIBHOW BJIACTH U
YHNOJTHOMOYEHHBIMH ~OpraHaMH HMHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (efepanbHbIi  OpraH
WCTIOJTHUTENILHON BJIACTH paccMaTpUBaeT BOIMPOC O BO3MOXKHOCTH MPUOCTAHOBJICHHS OOpaIleHUs TaKOTo
JCKapCTBEHHOTO TMpenapara B TMOPSJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (pelepalbHbIM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. llpy HEUCNOJHEHWH WIA HEHAIIEXKAIleM HCIOJHEHUH JIEepXKaTesIMU WM BIAJENIbIIAMHU
PErHCTPAaLMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MIPENAPATOB, IOPUANYECKUMHU JINLAMHU, HA UM KOTOPBIX
BBIIaHbl PA3pElICHUs Ha IPOBEIEHUE KIMHUYECKUX HccaenoBannii B Poccuiickoin denepaunu, uiau
YIOJIHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMH JIMLIAMH 00S3aHHOCTEH, YCTAaHOBIEHHBIX YacTsMH 3 U 4
cratbu 64 Hacrosmero @PenepagbHOr0 3aKoHa, JTUOO B CIIydasx TPEACTABICHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (peiepaIbHbIM OPTraHOM MCIIOJHUTEIbHOW BIACTH 3aKIOYEHHS O HEIOCTOBEPHOCTU
pe3yabTaTOB KIMHUYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO IMpernapara JUisi MEIUIUHCKOrO NPHUMEHEHMS,
KOTOPOE€ OCHOBAHO Ha pe3yibTaTax IPOBEPKHM MEIMLMHCKONM OpraHM3aliM, MPOBOIMBIIECH YKa3aHHOE
KJIMHUYECKOE MCCIIENOBAHUE C HAPYIIEHUEM IpaBWIJI HaJJEXKalleld KIMHUYECKOW NPAKTHKH, U INPUBEIO K
MOJyYEHHUIO HEJOCTOBEPHBIX pE3yJIbTaToOB, JIMOO B CiIydae HEBBINOJHEHHUS TPEANUCAHUS, BbIIAHHOTO
YIIOJIHOMOYEHHBIM ~ (pe/iepaibHbBIM OpPraHOM HCIIOJHHUTEIBHOH BJIACTH IO MUTOraM  OCYUIECTBJICHUS
BBIOOPOYHOIO KOHTpPOJSl KayecTBa JIEKApPCTBEHHOrO IIperapara, yHOJHOMOYEHHBIN (efepaiabHbli OopraH
WCIIOJTHUTEIBHOW BJACTH B YCTAaHOBJIEHHOM MM TMOPSJKE pPACCMAaTPHUBAET BOIPOC O IMPUOCTAHOBICHHUH
IIPUMEHEHUS TaKOr'0 JIEKAPCTBEHHOIO IIperapara.

3. YnonHOMOYeHHBIH (hefiepaibHbI OpraH UCHOJIHUTENBHOM BIACTH MIPU MPEICTABICHUH MY CBEJCHUN
O HECOOTBETCTBMM MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBAHMSAM TpaBWII  HaJUIexKalnen
IIPOU3BOJICTBEHHONW NPAKTUKYU U (MJIM) O HApYLIEHUH JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOPbIE OBLIIN BHISBICHBI
B XOJI€ TpPOBENEHUS HWHCIEKTUPOBAHUS NPOU3BOIMUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS
JMIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB M MPUBEIN HIIK MOTYT MPUBECTH K
IPOU3BOJICTBY JIEKAPCTBEHHBIX MIPENApaTOB A MEIUIMHCKOIO IPUMEHEHUS, IPUYMHUBLINX WA CIIOCOOHBIX
IPUYUHUTG BPEJl )KU3HU WIN 30POBBIO IPAXKIAH, PACCMATPUBAET BOIPOC O NPHUOCTAHOBICHUM NPUMEHEHUS
JIEKapCTBEHHBIX MPEMNApaTOB JJIsl MEAULMHCKOIO IPUMEHEHHUS B YCTAHOBJICHHOM UM IOPSAKE B CIEIYIOIINX
Cllydasix:

1) cocraB u (WIM) TEXHOJOTHS NPOU3BOJACTBA JIEKAPCTBEHHOI'O TIpemapara isi METUIIMHCKOTO
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IIPUMCHCHU (C ONMCaHUEM CTaaui HpOI/ISBOIICTBa) OTJIIMYAKOTCA OT 3a4BJICHHBIX B PETrUCTPAIHUOHHOM JOCHE,

2) HeKapCTBeHHLIﬁ npenapar il MCIUIHUHCKOIO IPUMCHCHUA IMPOU3BCIACH Ha HpOH3BOI[CTBCHHOI>i
IIomajake, He yKaSaHHOﬁ B pCruCTpaiiOHHOM JOChE;

3) y T0OpoOM3BOAMTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOJTBEP:KIAOIINE
COOTBETCTBUE KauecTBa JIEKApPCTBEHHOrO Ipenapara Aias MEIULUHCKOTO TNPUMEHEHUs, BBOJUMOIO B
IpaXXAaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €r0 OCYJapCTBEHHOM perucTpalmy;

4) MpON3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIIACOBAHHBIN C COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM
(benepaqbHBIM OPraHOM HCIIOJHUTENBHOW BJIACTH CPOK HE YCTpPaHEHbl HapyLICHUs TpeOOBaHUN IMpaBHI
Ha/IJIeKaIIeld TPOM3BOJICTBEHHOM MPAKTHKH U (WJIN) JTUIICH3HOHHBIX TPeOOBAaHUH, KOTOPBIE OBUIN BBISABICHBI B
XOZIe TPOBENEHUS WHCIIEKTHUPOBAHUS TPOU3BOAUTEINS JIEKAPCTBEHHBIX CpPEICTB WM OCYHIECTBICHUS
JMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M IMIPUBEIH MM MOTYT IPHUBECTH K
IPOU3BOJICTBY JICKAPCTBEHHBIX MPENApaTOB I MEIUIIMHCKOTO IPUMEHEHHS, TIPUUMHHUBIINX HIIH CIIOCOOHBIX
NPUYUHHATE BPEJT )KU3HU WIN 340POBBIO TPaKIaH.

(uactb 3 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YHOTHOMOYEHHBIH (hefepalibHbI OpraH MCIOJHUTEIFHON BIACTH NMPU HAJMYUU Y HETO CBEJCHUN O
HECOOTBETCTBUHM  TPOM3BOMMTENS  JIEKAPCTBEHHBIX  CPEICTB  TPeOOBAaHUSM  MPaBHUJI  HaJJIeKaIIen
MIPOU3BOJICTBEHHOW MPAKTUKHU U (MJIM) O HApYUIEHUH JIMIIEH3UOHHBIX TPeOOBaHUM, KOTOpPbIE OBbLIN BBISBICHBI
B XOJE MPOBENCHUS HWHCICKTUPOBAHUSA IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEIACTB WM OCYIIECTBICHUS
JMLIEH3UOHHOTO KOHTPOJIS B cepe NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT IIPUBECTH K
MIPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENaparoB [UIsl BETEPUHAPHOIO IPUMEHEHMs, IPUYUHUBIINX WIH
CIOCOOHBIX MPUYMHUTH BPEJ )KU3HU WU 3/10POBBIO JKUBOTHBIX, PACCMAaTPUBAET BONPOC O MPHUOCTAHOBICHUU
peanu3anuy U MPUMEHEHMS JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHS B YCTaHOBJICHHOM
VM TOPSAKE B CIEAYIOIINX CIIydasx:

1) coctaB M (WIM) TEXHOJIOTHUSA TPOU3BOJCTBA JIEKAPCTBEHHOIO IIpernapaTa MAJisi BETEPHUHAPHOTO
MPUMEHEHUs (C OMUCaHUEeM CTaJHi MPOU3BOJICTBA) OTIIMYAIOTCS OT 3asBIIEHHBIX B PETUCTPAIIMOHHOM JIOCHE;

2) HCKapCTBeHHLIﬁ npenapar A BCTCPUHAPHOI'O IMPUMCHCHUSA HPOU3IBCIACH Ha HpOH3BOI[CTBCHHOI>i
IIomajake, He yKaSaHHOﬁ B pCruCTpaiioOHHOM JOChE,

3) y TpoM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOJTBEP:KIAOILINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O TMpernapara s BETEPUHAPHOTO MPUMEHEHMs, BBOJAUMOIO B
IpaXXAaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOM perucTpalmy;

4) IpON3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIIACOBAHHBIN C COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM
(benepaqbHBIM OPraHOM HCIIOJHUTENBHOW BJIACTH CPOK HE YCTpaHEHbl HapyLIeHUs TpeOOBaHUN IMpaBHI
Ha/IJIeKaIIeld TPOM3BOJICTBEHHOM NMPAKTHKH U (WJIN) JTUICH3HOHHBIX TPeOOBaHUH, KOTOPBIE ObUIN BBISABICHBI B
XOZIe TPOBENEHUS WHCIIEKTHUPOBAHUS TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEIACTB WM OCYUIECTBICHUS
JMIIEH3UOHHOTO KOHTPOJIS B chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M IMTPUBEITH MM MOTYT IPHUBECTH K
IPOU3BOJICTBY JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHS, MPUYMHUBIIUX WIH
CIIOCOOHBIX MTPUYMHUTD BPE] KU3HU HITH 3I0POBBIO )KUBOTHBIX.

(uactb 4 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

CraTtbsa 66. UHpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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VYToIHOMOYEHHBIH (eepalbHblii OpraH HCHOJHUTENBHOM BIACcTH, OCYIIECTBISIOMUI (papmMakoHaa30p,
Haxosammxcsi B oOpamenuu B Poccuiickoit Denepanuu, 1o pesynbrataM (apMaKoHaI30pa pa3MeriaeT Ha
cBoeM ounmansHOM caiite B cetr "MHTEepHET" HHPOPMAIHIO O IPUHSTHIX PEUICHUSX O BHECEHUH H3MEHEHUS
B HHCTPYKIMIO 1O MPUMEHEHHUIO JIEKAPCTBEHHOrO Ipemnapara, O MPUOCTAHOBJIEHUU NPUMEHEHUs
JICKapCTBEHHOT'O IpernapaTa, 00 U3bATUU U3 OOpalleHHsl JIEKapCTBEHHOrO Mperapara Uil 0 BO30OHOBJICHUU
NPUMEHEHHS JIeKapCTBEHHOTO Mpernapara.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

Masa 14. UHOOPMALUA O NEKAPCTBEHHbBIX MNMPEMNAPATAX. CUCTEMA
MOHUTOPUHIA OBWXKEHUA NEKAPCTBEHHbLIX NMPEMAPATOB
ana MEQUUNHCKOIo NPUMEHEHUA
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-D03)

Cratba 67. UHcdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUMHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Wudopmanus o JIEKapCTBEHHBIX Npenaparax, OTIYCKaeMbIX IO pEIeNnTy Ha JIeKapCTBEHHBIN
mpemapaT, JOJKHA COJAEPKaThCs TONBKO B CIEUUATM3UPOBAHHBIX W3JAHMSIX, NpPEAHA3HAYCHHBIX s
MEIUIMHCKUX, (papMaleBTUICCKUX PAOOTHHUKOB, CHEIMAIUCTOB B oOnactu BeTepuHapuu. MHpopmarus o
JICKapCTBEHHBIX Tpernaparax Ui CIEIUAIMCTOB B 00JIACTH OOpallleHus JEKaPCTBCHHBIX CPEICTB MOMKET
COJIEPIKATHCS B MOHOTpA(UIX, CITPABOYHUKAX, HAYIHBIX CTAThAX, B JIOKJIAJIaX Ha KOHTpeccax, KOH(PEPEHIINSX,
CHUMIIO3MYMaXx, HayYHBIX COBETAX, a TAK)KE B HHCTPYKIUAX 1O IIPUMEHEHHIO JICKAPCTBEHHBIX IPEIapaToB.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. Wuadopmamus o JEKapCTBEHHBIX IpenapaTax, OTIyCKaeMbIX Oe3 pelenTta Ha JeKapCTBEHHBIH
mpenapar, MOXET COJepXKaTbCcsi B MyOIMKamMAX M OOBABICHHUAX CPEACTB MAacCOBOW HH(pOpMAIHH,
CTHENUANIM3UPOBAHHBIX W OOUIMX IE€YaTHBIX H3IAHUAX, HHCTPYKIHUSX I0 MPUMEHEHHIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX W3/IaHUSAX CYOBEKTOB OOpallleHHs JEKapCTBEHHBIX CpPeICTB. PekiiaMHble MaTepuaibl O
JIEKapCTBEHHOM IIpenapare, OTIyckaeMoM 0e3 penenta Ha JIGKapCTBEHHBIH Ipenapar, JOJKHBI
COOTBETCTBOBATh UHCTPYKIUU I10 IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIperapara.

3. JlomyckaeTcs WCIOJNBb30BaHME IIOOBIX MAaTEepPHAIBHBIX HOCHUTENEH, MO3BOJIIONIUX XPaHUTH,
nepeaBaTh U UCIOIb30BaTh MH(POPMAIIHIO O JICKAPCTBEHHBIX Ipenaparax 0e3 ee NCKaKEHUS.

Koncynprantllimroc: mpuMedaHue.
Y. 4 cr. 67 BcTynaer B cuity ¢ 1 suBaps 2020 rona.

4. Jlns neneit naeHTHPHUKAINN YIAaKOBOK JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO TPUMEHEHHS
MIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB B IMOpPsAKE, ycTaHOBIEHHOM IIpaBurensctBom Poccuiickon
@enepalivi, HAHOCAT Ha TMEPBUYHYIO YIAKOBKY (B OTHOIIEHWH JIEKAPCTBEHHBIX IMpernapaToB JUIs
MEAMIIMHCKOTO TPUMEHEHHsI, s KOTOPBIX HE MpPeIyCMOTpPEHa BTOPHYHAs YHaKOBKAa) W BTOPUYHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX MpENaparoB [Js METUIIMHCKOTO MPHUMEHEHHUS CpeCcTBa
WIACHTH()UKAIIMN, 332 WCKIIOYCHHEM JIGKAPCTBEHHBIX TMPEnapaTroB [UIsl MEIUIIMHCKOTO MPHUMEHEHUs,
IIPOU3BOAUMBIX I NMPOBEACHUS KIMHUYECKUX HMCCIIEIOBAHUM, DKCIIOPTA, JEKAPCTBEHHBIX IIPENapaToB s
MEIMIMHCKOTO NMPUMEHEHMS, YKa3aHHbIX B 4acTsax 5 W 8 crtatbu 13 Hacrosmero deaepajibHOTO 3aKOHA,
paarodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB U MUSIBOK METUIIUTHCKUX.

(dactp 4 BBenena denepabHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 28.11.2018))
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5. XapakTepucTHKHN Cpe/icTBA MIECHTU(UKALUY, TOPSAOK €ro HaHECEHUs! U TpeOOBaHUA K CTPYKTYpe U
¢dopmary MH(DOpMAIMH, KOTOPYIO COAEPXKUT CPEICTBO WACHTHU(HKAIMU, omnpenenstorcs lIpaButenbcTBoM
Poccuiickoit denepanuu.

(uactp 5 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

6. Ilopsanok co3ganus, pa3BUTHs, BBOJA B JKCIUIyaTallMIO, YKCILTyaTalluM W BBIBOJA M3 3KCIUTyaTalllH
CUCTEMBbl MOHHUTOPHHIA JBUKCHMS JIEKAPCTBEHHBIX NPEMApPATOB [UIsl MEIULUHCKOTO NPUMEHEHMS, MOPALOK
npefocTaBleHuss HMH(OpManuu, colepKalleiicss B CHCTEME MOHUTOPHUHIA JBM)KEHHUS JIEKAPCTBEHHBIX
IpenapaTroB il MEIULMHCKOTO IPUMEHEHUs, U MOPSAIOK B3aUMOJCUCTBUS YKa3aHHOW CUCTEMBI C WHBIMU
rOCyIapCTBEHHBIMH MH()OPMAITMOHHBIMU CUCTEMaMH U HHPOPMALMOHHBIMUA CUCTEMaMHU IOPUINYECKUX JIUL U
WHJVBHUyaIbHBIX NPEANPUHUMATENECH, YKa3aHHbIX B 4acTAX 7 ¥ 10 HAcCTOsAIIEH CTaTbH, YCTaHABIMBAIOTCA
[IpaBurensctBOM Poccuiickont @enepannn. OneparopaMu CHCTEMbI MOHUTOPHUHTA JIBUKEHHSI JIEKAPCTBEHHBIX
IpenapaToB A MEAMLMHCKOTO MPUMEHEHUs SBIAIOTCS (efepalibHblii OpraH HCIOJHUTEIBHOW BJIACTH U
(unn) opranuzanus, ynorHomoueHHsie [IpaButensctBom Poccuiickoit denepanuu.

(uactb 6 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynsrantlntoc: mpumeganue.
Y. 7 ct. 67 Bcrynaer B cuiy ¢ 1 suBaps 2020 rona.

7. KOpuauueckue nMIAa W WHAMBUAYAJIbHbIE NPEANPUHUMATENHN, OCYIIECTBISIOUIME IPOU3BOJCTBO,
XpaHeHue, BB03 B Poccuiickyro denepanuto, OTIIyCK, peaM3aluIo, repeaady, IPUMEHEHUE U YHUUYTOKECHHE
JIEKapCTBEHHBIX MpPEnapaTroB s MEIULUHCKOrO MpUMEHEHHs, oOecrneuyuBaroT B MOPSJIKE M B COCTaBe,
KoTopble ycTaHoBJIeHb! [IpaButensctBoMm Poccuiickoit ®Denepanuu ¢ yd4eToM BUAA OCYIIECTBIISIEMOM HWMH
NeSITeIbHOCTH, BHECEHHE MH(OpMAIMM O JIEKapCTBEHHBIX Ipernaparax A MEAULIUHCKOrO NPUMEHEHHUs B
CHUCTEMY MOHHUTOPHHTIA IBUKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHUS.

(uactp 7 BBeneHa PenepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

Koncynsrantlntoc: mpumeganue.
C 29.11.2019 cr. 67 nononnsiercs 4. 7.1 (O3 ot 28.11.2018 N 449-D3). CMm. Oyay1iyro peaakiuio.

8. Opranmzauus HHGOPMAIMOHHOTO  B3aMMOJEHCTBHS ~ CHCTEMBbl MOHMTOPHHIA  JBM)KEHUS
JEKapCTBEHHbIX  NpEenaparoB s  MEIUIUHCKOTO IPUMEHEHMS C HHBIMH  TOCYAapCTBEHHBIMU
MH(OPMALIMOHHBIMU ~ CUCTEMaMH  oOecnedyuBaeTcs B TOM UHCJIE TOCPEACTBOM  HHQPACTPYKTYpHI,
obecneunBaromeil  MHQOPMAILMOHHO-TEXHOJIOTMYECKOE  B3aUMOJEHCTBUE  HMH(OPMALMOHHBIX  CHCTEM,
UCMOJIb3YEMBIX JUISI TPENOCTAaBICHHUS TIOCYJAapCTBEHHBIX W MYHULUIAIBHBIX YCIYT W HUCIOJHEHUS
rOCyJJapCTBEHHBIX U MyHHLIUNIAIBHBIX (QYHKLUI B 3JIEKTPOHHON (opMme.

(uactb 8 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. O6menoctynHas HHGOPMAIHS, COAEPIKAIIASICS B CUCTEME MOHUTOPUHTA JBHKCHHSI JIEKAPCTBEHHBIX
MpenapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs, pa3MellaeTcss B HH(POPMaIMOHHO-TEIEKOMMYHUKAIMOHHOM
cetu "UuTeprer" (B ToM uucie B opMe OTKPBITHIX JaHHBIX) B TOPSJIKE, YCTaHOBIEHHOM [IpaBuUTEInCTBOM
Poccuiickoit deneparumu.

(uactp 9 BBenena denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

10. IIpousBoauTeNM JIEKAPCTBEHHBIX CPEACTB IOJIYYalOT COACPXKAILYIOCS B CUCTEME MOHMTOPHMHIA
JIBIDKEHUS JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHUS! HH(OPMAIHIO O CEPHUAX U MapTHIX
JIEKapCTBEHHBIX MPENaparoB, MPOU3BOJUMBIX UMU U HAXOJALIMXCA B IpaxaaHCKoM obopore B Poccuiickoit
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®deneparum, 6€3B03ME3IHO.
(uactp 10 BBenena denepanbHbIM 3ak0HOM 0T 28.12.2017 N 425-D3)

Koncynsrantlntoc: mpumeuanue.
Y. 11 cr. 67 BcTynmaer B cuity ¢ 01.01.2020.

11. 3a mpou3BOACTBO WIH MPOJAXKY JCKAPCTBEHHBIX MPENapaToB AJIsi MEIUIIMHCKOTO MPUMEHEHUsS 0e3
HAHECCHMSI CPEJICTB MICHTU(UKAIIMN, C HAPYIICHUEM YCTAHOBICHHOTO TIOPSAKA WX HAHECEHWS, a TaKkKe 3a
HECBOEBPEMEHHOE BHECEHHUE JAHHBIX B CHCTEMY MOHUTOPHHIA IBUKEHHUS JICKAPCTBEHHBIX IPENApPaTOB IS
MEIMIIMHCKOTO TPUMEHEHUS WM BHECEHHE B HEE HEJOCTOBEPHBIX JaHHBIX IOPHUIMYECKHE JIMIAa |
WHJIUBUyaJIbHBIE IPEANPUHUMATENH, YKa3aHHbIC B 4acTsaX 4 U 7 HACTOSIIEH CTaTbU, HECYT OTBETCTBEHHOCTh
B COOTBETCTBUH C 3aKOHOATENbCTBOM Poccuiickoit deneparuu.

(uactp 11 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBOo Poccuiickoii ®denepanuu BIpaBe YCTAHOBUTb OCOOEHHOCTU BHEIPEHMSI CHCTEMBI
MOHHUTOPHHIA JBUKEHUS JEKApCTBEHHBIX MPENaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHUSs, BKIII0Yas CPOKHU €€
BHE/IPEHUS, B OTHOLICHUU JIEKAPCTBEHHBIX IPENapaToB Ui MEAMIIMHCKOIO MPUMEHEHUS, BKIIIOUEHHBIX B
HiepeveHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHMIINX JIEKAPCTBEHHBIX IpPENapaToB, JIEKAPCTBEHHBIX MPENapaTos,
NpeHa3HaYeHHbIX [UId oOecredyeHus: Jul, OOJbHBIX TeMO(UINeld, MyKOBHCLUUAO030M, TUHO(U3aAPHBIM
HaHU3MOM, Ooje3Hbto l'omie, 370KaueCTBEHHBIMH HOBOOOPA30BaHMUAMHU JUMQOUAHON, KPOBETBOPHOH U
POJICTBEHHBIX MM TKaHEW, PacCESHHBIM CKJIEPO30M, JIML IOCJE TPAHCIUIAHTAL[MM OPraHoB U (WJIM) TKaHEM,
MHBIX JIEKAPCTBEHHBIX MpPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUS.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. O PAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALWUN, OCYLLECTBNAOLWWE OEATENBHOCTDb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(BBenena ®dexnepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHnyYeHus, Hanaraemble NpU OCYLIECTBNEHUN AeATeNIbHOCTU B cdepe
obpalleHns nekapcTBeHHbIX CpeaAcTB

1. Opranuzanuu, 3aHUMAIOIIKECS Pa3padOTKOM, MPOU3BOJICTBOM U (WJIHM) pean3anueil JeKapCTBEHHBIX
MpernapaToB JUIsi MEIUIIMHCKOTO MPUMEHCHHS, OpTraHM3aliy, OO0JaJarollue MpaBaMd Ha HCIOJb30BaHUE
TOProBOro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpfriapara Jjd MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHu3alvuu
ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEIICTBAMHM, AaIlTECUYHbIC OpraHW3aluu (UX TPEACTABUTEIN, WHbBIC
¢du3nueckre U IOPUANYECKUE JIHUIA, OCYIIECTBISIONINE CBOIO NEATEIBHOCTh OT UMEHU ITHX OpraHH3aluii) B
OTHOILICHNU MEIUITMHCKHUX pa60THI/IKOB u pyKOBOI[I/ITCJ'IeI\/'I MCIULIUMHCKHUX opraHmauHﬁ HC BIIpAaBC:

1) BpydaTh NoAapkKy, BBIIUIAYMBATH JEHEKHBIE CPEACTBA (32 HCKIIOYEHHUEM BO3HArpaXkICHUH 110
JIOTOBOpaM IpH MPOBEICHUHN KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IMPENapaToB IJi MEIULUHCKOIO
MIPUMEHEHHUS, BO3HATPAXK/IEHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEJULIUHCKUM PaOOTHUKOM Ie1aroru4eckon
U (WIN) HayYyHOH JIeATENbHOCTH), B TOM YMCJE OMJauyuBaTh Pa3BICUEHHUs, OTABIX, IPOE3]] K MECTy OTHbIXa, a
TAK)KE€ TPUBJIEKATh K yYaCTHUIO B PA3BJICKATEIBHBIX MEPOIIPUATHSX, IPOBOJIUMBIX 3a CYET CBOMX CPEJICTB;

2) 3aKJII04aTh COTJAIICHHUS O HA3HAUEHUH WM PEKOMEHJAIMH MAIlMeHTaM JICKapCTBEHHBIX MpenapaToB
JUIsL MEIULIMHCKOTO NMPUMEHEHMS (32 UCKIIOYEHHEM JOIOBOPOB O NMPOBEAECHUU KIMHUYECKUX HCCIEAOBAHUMN
JIEKapCTBEHHBIX MIPENapaToOB JUIsl MEIULIMHCKOTO IPUMEHEHUS);
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3) npeaoCTaBJIATb O6p8.3].IBI JICKAPCTBCHHBIX MHpC€HapartoB A MCAUIHUHCKOIO IPUMCHCHUS B LCIIAX
BPY4YCHHA IMALITUCHTAM (32[ HCKIIFOYCHUCM CJIYy4YacB, CBA3AHHLIX C IMPOBCACHUEM KIIMHUYCCKUX HCCIIeI0BaHUM
JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/ISI);

4) npenoCcTaBiIsSITh HEOCTOBEPHYIO U (MJIM) HEMIOJIIHYIO HH(OPMALIMIO O JEKapCTBEHHBIX NpernapaTtax Il
MEJUIIMHCKOTO TPUMEHEHHS,

5) mocemate uUxX B pabodee BpeMs Ha pabOYMX MeCTaxX, 3a HCKIIOYEHHEM CIyyaeB, CBA3aHHBIX C
NPOBEJCHUEM KIMHUYECKUX MCCIEIO0BAHUMN JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUSs, C
ydacTHeM B TIOpPSAJKE, YCTAHOBJICHHOM pPYKOBOJWTEIEM MEIUIIMHCKOW OpraHu3alud, B COOpaHUAX
MEIUIIMHCKUX PAOOTHUKOB U UHBIX MEPONPUATUSIX, HAMPABICHHBIX HA MOBBIIMICHUE UX MPOPECCHOHAIBHOTO
YPOBHS WJIM Ha TPEIOCTaBIeHUEe MHPOPMAIUH, CBI3aHHOW C OCYIIECTBICHHEM MOHUTOpPWHTA 0€30MacHOCTH
JIEKapCTBEHHBIX MPETapaToB;

6) nmoOyXIaTh K BBIIMCHIBAHMIO JIEKAPCTBEHHBIX IPENaparoB I MEJUIMHCKOTO NPUMEHEHHs Ha
OnaHKax, coAep)KalMxX HH(OpMaIMIO PEKIaMHOIO XapakTepa, a TakXKe Ha pelenTypHbIX OJaHKax, Ha
KOTOPBIX 3apaHee Halle4aTaHO HAUMEHOBAHUE JIEKAPCTBEHHOIO IIpenapaTa JUisi MEIUIUHCKOTO IIPUMEHEHUS.

2. Opranusanuy, yka3zaHHble B a03alle MEpBOM 4acTW | HAcCTOSALIEH CTaTbU, U MX IPEACTAaBUTEIN B
OTHOIIEHUH (hapMaleBTHUECKUX PAOOTHUKOB U PYKOBOAMTENIEH allTeYHBIX OPTaHU3aIMi HE BIIpaBe:

1) Bpy4daThb MMOAAapKH, BEIIJIAYUBATE JCHCKHBIC CPEACTBA, B TOM YHCJIC OIIJIaYWBATh Pa3BJICUCHUA, OTABIX,
IIpoe3a K MECTY OTAbIXA, U IIPUBJICKATh K YYAaCTHIO B PA3BJICKATCIIbHBIX MEPOIIPHUATUAX, IIPOBOJUMBIX 3a CUHECT
CBOHUX CPCACTB,

2) IpeA0CTaBIIATh 00Pa3Iibl JICKAPCTBEHHBIX MPENapaToB IJIs MEIUIIMHCKOTO IIPUMEHEHUS JIJISl BpYUCHHUSI
HACEJIEHUIO;

3) 3aK/II0O4YaTh COTJIAICHUA O MPEAJIOKCHHUHN HACCIICHHUIO OIPCACIICHHBLIX JICKAPCTBCHHLIX IMPCIIapaTOB
A1 MEANITUHCKOTO ITPUMCHCHUS

4) npeoCTaBISITh HEIOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMALIKIO O JIEKapCTBEHHBIX MpenapaTtax It
MEAMIIMHCKOTO TPUMEHEHUs, B TOM YHCIE HMEIOIUX OJWHAKOBOE MEXIYHApOJHOE HEMaTEeHTOBAHHOE
HauMEHOBaHHUE.

CraTtbs 67.2. TpeboBaHMA K OpraHM3auum 1 NpPoBeAeHUI0 Hay4YHbIX MEePONPUATUN, UHbIX
MeponpuATUA, HanpaBfieHHbIX Ha NOBbIWeEHUe NpPo¢ecCUoHaNbLHOro YpoBHA MeAULMHCKUX
paboOTHMKOB WUNM Ha npeaocTtaBnieHUe UWHGpopmauum, CBA3aHHOW C oOcyllecTBNeHUuem
MOHUTOpPUHra 6e30nNacHOCTU fieKapCTBEHHbIX NnpenapaToB

1. Tlpu mpoBeneHUM Hay4YHBIX MEPONPUATHUN, MHBIX MEPOIPUITHH, HAIPaBICHHBIX Ha IOBBILLICHUE
npoeCCHOHATTFHOTO  YPOBHS ~MEAWIMHCKUX pAaOOTHUKOB WM Ha TNPEIOCTaBICHHE CBSI3aHHOH C
OCYIIECTBJIEHUEM MOHUTOPUHIa OE30MaCHOCTH JIEKApCTBEHHBIX MpenapaToB HMH(GOpMallUU, OpPraHU3yeMbIX
OpraHu3alysIMM, YKa3aHHbIMU B a03aie nepBoM yactu 1 crathu 67.1 HacTosmero denepanbHOro 3aK0Ha, UX
NpeACTaBUTENIMU U (MiIM) (UHAHCHUPYEMBIX 3a CUET CPEJCTB 3THX OpraHu3alMid M UX MpeICTaBUTENEH,
3ampemaercs MpemnsITCTBOBAaTh y4YacTUIO B YKa3aHHBIX MEPONPUATUAX WHBIX OpraHu3alui, KOTOpbIE
MPOU3BOJAT WIM PEAINU3YIOT JIEKapCTBEHHBIE Ipenaparsl Ui MEIUIUHCKOTO IPHUMEHEHUS CO CXOXKUM
MEXaHU3MOM (apMaKOJIOrH4YeCKOro AEHCTBUS, JIMOO cO3/1aBaTh JUCKPUMHMHALIMOHHBIE YCIIOBUS UL OIJHHUX
Y4aCTHUKOB 10 CPABHEHHIO C IPYTUMH YYaCTHUKAMHU, & HMEHHO:
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1) mpenocTaBisATh pa3nUYHOE KOJIMYECTBO BPEMEHM Ul BBICTYIJIEHUH YYaCTHUKOB, PA3JIMYHBIE IO
pasMmepy 3aHMMaeMoOi IUIONIAJAM MecTa JJs JIEMOHCTpAlMi 00pa3loB JIEKApCTBEHHBIX NpenapaToB IJis
MEJMLIUHCKOrO IPUMEHEHHUs] WU PEKIIAMHBIX MAaTE€PUAJIOB O JIEKAPCTBEHHBIX IIpenaparax s MEAULMHCKOIO
IIPUMEHEHHsT HAa JKCHO3MLMUAX, CTEHAAX, 3a HMCKIOYEHUEM CIIy4daeB, €CIM TaKHE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAIIEHUSIX ATHX OpraHu3alui, UX MpeAcTaBUTeNed O (UHAHCUPOBAHUHU YKAa3aHHBIX MEPONPHUITHA U
00yCJIOBJIEHbI pa3IMYHBIMU 3aTpaTaMu YYaCTHUKOB Ha MX OPraHU3alMIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCAa Ul YYAaCTHUKOB MEPONPUATHH, yKa3aHHBIX B al3alle IepBOM
HACTOSIIEH YacTH, MPEBHIIAIOIIMNA CyMMy 3aTpaT Ha OPraHU3alUI0 YKAa3aHHBIX MEpPONPHUATUN U BeAyIIUH K
HEO0OOCHOBAHHOMY OTPaHMUYCHHIO YHCIIA UX YYaCTHHUKOB.

2. Opranusanuu, ykasaHHble B a03aiie nepBoM dactu | cratbu 67.1 HacTosmero @enepajbHOrO 3aKOHa,
WX TPEACTaBUTEIM, OCYLIECTBIISIONINE OpraHU3auio U (Mian) (pUHaHCHPOBAHKWE MEPONPUITUN, YKa3aHHBIX B
yactu | Hacrosimeil craTbM, 00si3aHBl oOecrnedyuBaTh AOCTYH K HMH(OpManmuu o JgaTe, MecTe M BpPEMEHHU
NPOBEICHUS YKa3aHHBIX MEPONPHUATUH, TJIaHaX, IpOorpaMMax MPOBEACHUS yKa3aHHBIX MEPONPUATHI U TeMax,
IUIAHUPYEMBIX JJII PAacCMOTPEHMs, COCTaBE HUX YYaCTHMKOB IIyTEM pa3MEUICHHs COOTBETCTBYIOILEH
nHpoOpMalMK Ha CBOMX O(UIMANBHBIX caidTaXx B ceTd "MHTepHeT" He mo3gHee IBYX MECSIEB 10 Hayaia
MIPOBEJICHUS YKa3aHHBIX MEPOTIPUSATHUH.

3. Undopmanusa o mpoBeAeHUM MEPONPUSATHI, yKa3aHHBIX B 4YacTU | HacTosied CTaTbH, B CpPOK,
YCTAQHOBJICHHBII 4acTbi0 2 HACTOALIEW CTaTbM, JOJDKHA OBITh HampaBiieHa B (enepanbHblii  Oprax
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIONINHA (PYHKIIMK TIO KOHTPOJIIO U HAaJA30py B cdepe 3ApaBOOXpaHEHus,
JUISL TIOCJIEYIOIIET0 pa3MeIleH sl ee Ha OQHIIMAIbHOM caiiTe 3Toro oprana B cet "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALNU NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB
M BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHUA NIEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTenbcTBa Poccumnckon
depgepaumm npu odpaLleHnn NeKapCcTBeHHbIX CpeacTB

1. Hapymenne 3akonomarensctBa Poccuiickoit @enepanuu npu oOpaleHuu JICKapCTBEHHBIX CPEJICTB
BJIEUET 3a COOO0M OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoii @eneparun.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeICTaBICHHE UM HECBOCBPEMEHHOE NPEACTaBICHNE HHPOPMALIUHU U (MIIH) JOKYMEHTOB JIHOO
MpEeACTaBICHUE HEJOCTOBEPHbIX WHMOpMAMu U (WJIH) JTOKYMEHTOB, MPEAYyCMOTPEHHBIX HACTOSIIUM
®denepanbHBIM  3aKOHOM, CYOBEKTBHI OOpaIleHUs JICKAPCTBEHHBIX CPEJCTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATeIbCTBOM Poccuiickoit denepaunu.

(uacte 2 BBegena DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3melweHue Bpeaa, NPUYMHEHHOro 3A0POBLIO rpaxpaaH BcreacTBue
NPMMEHEHUA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITCJ'IL JICKAPCTBCHHOTI'O IIpcCIiapara 00513aH BO3MECTHUTD BpcEA, HpI/I‘II/IHeHHHﬁ 3A0POBBIO
TpaxJiaH BCJICACTBUC ITPUMCHCHUS JICKAPCTBCHHOT'O IIpCIiapara, €CJIin J0Ka3aHOo, UTO:
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1) nexapCTBEHHBIN TpenapaT MPUMEHSUICS [0 HA3HAYECHUIO B COOTBETCTBHHM C WHCTPYKIHUEH IO
MPUMEHCHHIO JICKQPCTBEHHOTO TMperapara W TNPUYMHOW Bpelda SIBHICS BBOJ B TPaXKIAHCKUNH 00OPOT
HEJI00pOKAaYECTBEHHOTO JIGKAPCTBEHHOTO TIperapara,

2) Bpell 3A0pOBbIO IPUUMHEH BCIIEACTBHE HEAOCTOBEPHON MH(pOPMAIUK, COEPKALIEICS B MHCTPYKIIUU
10 IPUMEHEHMIO JIEKAPCTBEHHOTO IIpenapaTa, H31aHHOM MPOU3BOANUTENEM JICKaPCTBEHHOTO TIpenapara.

2. B ciyuae, ecnu Bpen 310pOBbIO TPaKIaH NPUYUHEH BCIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, MpUIIeIIIero B HEroOAHOCTh B pe3yJIbTaTe HapyIlIEHUs MPaBUJl XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB,
IpaBUJI ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMHU IperapaTaMu, MpaBHJ OTIYCKa JIEKAPCTBEHHBIX IPENaparos,
NpaBUI M3TOTOBJICHUS M OTIyCKa JIEKAPCTBEHHBIX IIPENaparoB, BO3MEUICHHWE Bpela OCYIIECTBISAETCS
COOTBETCTBEHHO OpPraHM3alle€ld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHM3aLUeH,
WH/IMBUYaTbHBIM TIPEIITPUHAMATEICM, UMEIOIIMMH JIMICH3UI0 Ha (DapMameBTUYECKYIO JCATEIbHOCTh WA
JMLEH3UI0 Ha MEAMLUHCKYIO JeSTelIbHOCTh, MEIUIMHCKON OpraHu3alnueil, HMeEroIled JUIEH3UI0 Ha
(hapMaleBTHUECKYIO IEATENBHOCTh (€€ 000COONIeHHBIM Moapa3aeneHueM (amOynaTopuel, GheapamepckuM 1
(benpamepcKo-aKymepckuM MyHKTaMH, [EHTPOM (OTAeNeHrueM) o0mieil BpaueOHON (CeMeiHO) MpaKkTUKu),
pacIoiOKEHHBIM B CEIICKOM HACEJICHHOM IYHKTE, B KOTOPOM OTCYTCTBYET allTeuHash OpraHM3anus),
JIOITY CTUBIIMMH TIPOJIAXKY MITH OTITYCK TaKOTO JIEKAPCTBEHHOTO TIpenapara.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. BOSMCHIGHI/IC Bp€aa, NIpUIYNMHCHHOI'O 3J0POBBIO I'paXXAaaH BCICACTBUC INPHUMCHCHHA JICKAPCTBCHHBIX
IIpernapaToB UK COBCPUICHUS IMTPOTUBOIIPABHBIX JeUCTBUM Cy'6’beKTaMI/I 06paH_[eHI/I${ JICKApPCTBCHHBIX CPCIACTB,
OCYHICCTBIIACTCA B COOTBETCTBUU C 3aKOHOAATCIILCTBOM Poccuiickoii dDe;[epauHI/I.

Mnasa 16. 3AKITIOMUTEJIbHbIE NMONOXEHUA

Cratba 70. O npu3HaHuM yTpPaTUBLUMMMU CUNy OTAESNIbHbIX 3aKOoHOAATelNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNbHbIX akToB) Poccumnckon Pepepaumm

IIpu3Hath yTpaTUBIIUMU CUILY:

1) ®enepanpubiii 3ak0H OT 22 uroHS 1998 roma N 86-®3 "O nekapcrBeHHbIX cpenctBax" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbabiii 3ak0H OT 2 sHBapsa 2000 roma N 5-®3 "O BHeCeHUM M3MEHEHHS M JIONMOJHCHHHA B
®enepainbHblii 3akoH "O nexapcTBeHHBIX cpeacTBax’ (CoOpanue 3akoHoaTenscTBa Poccuiickoii deneparumy,
2000, N 2, cT. 126);

3) crateio 40 denepanbHoro 3akoHa ot 10 suBapst 2003 roga N 15-®3 "O BHeceHUM U3MEHEHHU U
JIOTIOJIHEHNH B HEKOTOpBIE 3aKOHOJaTeNbHble akThl Poccuiickoir ®denepannu B CBS3M C INPUHATHEM
®denepanbHOro 3akoHa "O JIUIIEH3UPOBAHUU OTACIBHBIX BHIOB JesTenbHOCTH" (CoOpaHue 3aK0OHOIaTeIhCTBA
Poccutickoit ®eneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 uroHs 2003 roga N 86-@3 "O BHeceHHMH U3MEHEHUH U
JIOTIOJTHEHU B HEKOTOPbIE 3aKOHOAaTeNbHbIE akThl Poccuiickoit denepanuu, Npu3HAHUK YTPATUBIIUMH CUITY
OTJEIBHBIX 3aKOHOAATENBHBIX akTOB Poccuiickoir ®enepauuu, NPEeNOCTAaBICHUU OTACIBHBIX TapaHTUU
COTPYJIHUKAM OPTraHOB BHYTPEHHUX JIEJ, OPTaHOB IO KOHTPOJIIO 32 00OPOTOM HAPKOTHYCCKUX CPEACTB U
TICUXOTPOIHBIX BEIIECTB W yOpa3AHAEMBIX (enepatbHBIX OpPraHOB HAJIOTOBOW TIOJMIIMM B CBSI3H C
OCYIIIECTBJIEHHEM MEp 1O  COBEPUICHCTBOBaHMIO  TrocyaapctBeHHoro  ymnpapienus"  (CoOpanue
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3akoHoaarenscTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) cratbio 101 denepanbHoro 3akoHa ot 22 asrycra 2004 roga N 122-®3 "O BHeceHHH W3MEHEHHMH B
3aKoHoOarenpHble akThl Poccuiicko @enepauuy W OPU3HAHUM YTPATUBLIMMHU CUJy HEKOTOPBIX
3aKOHOAATENbHBIX aKTOB Poccuiickoit @eneparuu B cBs3u ¢ npuHsaTHeM denepanbHbix 3ak0oHOB "O BHECEHUNU
W3MEHEHUW U nonoyiHeHnd B DeaepanbHbiii 3ak0H "OO0 00X MPUHIMIIAX OPTaHU3AIMN 3aKOHOIATEIbHBIX
(IpecTaBUTENbHBIX) M HCIOJHUTEIBHBIX OpPraHOB TOCYJAApPCTBEHHOW BIIACTH CYOBEKTOB Poccuiickoi
Oeneparuu" 1 "OO6 00IMKX TPUHLIKIIAX OPTAaHU3AIMHA MECTHOTO camoynpaBieHus B Poccuiickoit ®eneparyn”
(Cobpanue 3axononarenscTBa Poccuiickoit @enepanmu, 2004, N 35, cr. 3607);

6) crareio 28 denepanbHoro 3akona ot 18 mekadbps 2006 roga N 231-d3 "O BBeneHuu B JIEHCTBUE
yacTu uyeTBepTor ['paxmanckoro konaekca Poccuiickoit ®enepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BCTynneHMe B CUJIly HacTosALero d)enepaanoro 3aKOHa
1. Hacrosmuit denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBeHHBIE CpEICTBA, 3APErMCTPUPOBAHHBIE [0 JHSA BCTYIUIEHMS B CHIJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, MOJJIEKAT BKIIOUEHHIO B TOCY/ApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B vactu | cratbu 33 Hacrosmero @PenepajsbHOro 3aKOHAa CBEJEHUH 00 3THX
JIEKapCTBEHHBIX CpPEJCTBaX 0€3 TMPOXOXIEHUS BHOBb IPOLEAYpPbl TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MTPENApPaTOB.

3. TocynapcTBeHHass pErucTpalus JICKapCTBEHHBIX IpENapaToB, 3a HCKIIOYEHUEM JIEKAPCTBEHHBIX
MpenapaToB Ui MEAMIIMHCKOTO TPUMEHEHHS, MPEICTAaBICHHBIX Ha YKA3aHHYIO PETHCTPAlUI0 10 JIHA
BCTYIUICHUSI B CWIy HacTosimero demepasbHOTO 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIAM
denepanbHBIM 3aKOHOM Ha OCHOBaHUH JIOKYMEHTOB M JIAHHBIX, IIPEJICTABIICHHBIX JI0 JHS BCTYIUICHUS B CHITY
HacTosuiero denepanbHOro 3aKoHa.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHas perucrpanus JEKapCTBEHHBIX MPENnaparoB JUIsi MEAMLIMHCKOIO MPUMEHEHUS,
MIpPE/ICTAaBICHHBIX HAa TOCYAAPCTBEHHYIO PETUCTPALIUIO IO THS BCTYIUIEHUS B CHITy HacTosuero denepaibHOro
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKapCTBEHHBIX MpPENapaToB ISl MEIWLUHCKOIO MPUMEHEHUs,
IPEJCTABICHHBIX HA JSKCHEPTHU3Yy JIEKAPCTBEHHBIX CPEJICTB JO [HSA BCTYIUIEHHS B CHJy HAaCTOSIETO
@denepanbHOrO 3aKOHA B IEJSIX HUX MMOCIEAYIOLIEd TOCYJapCTBEHHOM pPErucTpaluy, OCYIIECTBIAIOTCS Ha
OCHOBaHUU JOKYMEHTOB U JaHHBIX, IPEACTABIEHHBIX A0 JHS BCTYIUIEHUS B CHITy Hactosuero denepaabHoro
3aKOHA, a TAKXKE 3asBJICHUSA O TOCYAAPCTBEHHONW PETUCTPALUU JIEKAPCTBEHHOIO IIpenapara, IpeiIcTaBIeHHOIO
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX NPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHU C
HacTosuM DeepanbHbBIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (pe/iepalibHbIi OpraH UCIIOJHUTEIbHON BIACTH A0 1
mapta 2011 roma, ©6e3 TpeOoBaHHMS yIUIaThl TOCYJAPCTBEHHOW TOIUIMHBI, MPEIyCMOTPEHHON
3akoHoAarenbcTBoM Poccuiickoit deaeparuu o Haorax u coopax.

(uactp 3.1 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloaTBepkaeHre rocyJapCTBEHHON PErucTpaluy JEKapCTBEHHBIX MPENapaToB AJIi MEIUIMHCKOrO
MIPUMEHEHHUS, MPEICTABICHHBIX JUISl MOATBEPIKIECHUS TOCYJapCTBEHHOM pEerucTpaluu 10 JHS BCTYIUIEHUS B
cuity Hactosuero deaepanbHOro 3aK0Ha, U MOJITBEPKIEHUE TOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHBIX
IIPEnapaToB JUIsl MEAULUHCKOIO NIPUMEHEHHUs, NIPEACTABICHHBIX HAa DKCIEPTU3Y JEKApPCTBEHHBIX CPEACTB 10
JHS BCTYIUIEHUS B CWIy Hactosmero denepanbHOro 3aKOHa B LENAX MOCIEIYIOLIET0 MOATBEPKIACHUS HX
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rOCYJJapCTBEHHON PErucTpalyu, OCYIECTBIISIOTCS HA OCHOBAaHMU JOKYMEHTOB U JaHHBIX, MPEICTABICHHbIX
70 JIHA BCTYIUIEHUS B CWIIy HacTosuiero @enepaibHOTO 3aKOHA, a TAKKE 3asABJICHUS O MOATBEP)KICHUU
rOCYyJapCTBEHHON  PErHCTpallid  JIEKapCTBEHHOIO  Ipenapara, IPEACTaBICHHOIO  IPOU3BOAMTENIEM
JIEKapCTBEHHBIX MPENapaToB UM YIOIHOMOYEHHBIM UM JHMIIOM B COOTBETCTBUM ¢ HacTosuM denepaibHbIM
3aKOHOM B YIIOJIHOMOYEHHBIH (elepalibHblil OpraH HCHONHUTEIbHOU Biactu 10 1 mapra 2011 rona, 6e3
TpeOOBaHUS YIUIaThl TOCYJApCTBEHHON MOILIMHBI, IPEIyCMOTPEHHOM 3akoHOIaTenbCcTBOM Poccuiickoit
deneparun 0 HaIoOrax u coopax.

(uactp 3.2 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.3. IlpunsTue peueHuss 0 BHECEHUM W3MEHEHUH B JIOKYMEHTBI, COAEpIKAIIUecs B PErUCTPAlMOHHOM
JIOCb€ HA 3apETMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM TMpenapar Juisi MEAUUUHCKOTO TPUMEHEHUS |
OpCACTAaBJICHHBIC O AHA BCTYIUICHUA B CUJIY HACTOSAILICTO CDe/:[epanLHoro 3aKOHA, U MPUHATHUC PCIICHUA O
BHECEHUU W3MEHEHUH B JIOKYMEHTHI, COJAEpIKallleecss B PErMCTPALMOHHOM J0Che Ha 3aperuCTpUpOBAHHBIN
JeKapCTBEHHbIM mpemapar i MEAWLUMHCKOIO TPUMEHEHUs U MpPEJCTAaBICHHbIE Ha 3KCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB J0 JHS BCTYIIEHHS B CHITy HacTosero deaepanbHOro 3aK0Ha, OCYIIECTBISAIOTCS Ha
OCHOBAaHUU NOKYMCHTOB M JaHHBIX, IIPCACTABJIICHHBIX 1O AHA BCTYIIJICHUA B CHIIY HACTOAIICTO @eﬂepanLHor (¢}
3aKOHa, a TakKXX€ 3asBJICHHUA O BHCECCHHUU N3MEHEHHH B AOKYMCHTBI, COACpKAIUCCA B PErUCTPpAallMOHHOM
JIOCb€ Ha  3aperuCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpenapar il  MEIUIMHCKOTO  IPUMEHEHMS,
IPEACTABICHHOIO0 IPOU3BOJUTENEM JIEKApPCTBEHHBIX IIpPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUM C HactoaummMm DenepalbHbIM 3aKOHOM B  YIOJHOMOYEHHBIH (QenepanabHbIl  oprax
UCHOJHUTENbHOW Biactu o 1 mapra 2011 roma, 6e3 TpeGoBaHUS YIUIaThl TOCYJApCTBEHHOM MOIUIMHBI,
MIPeIyCMOTPEHHOM 3aKOHOaTeIbCTBOM Poccuiickoit deaepanuu o Hasorax u coopax.

(dactp 3.3 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Beinava pa3penieHuii Ha IpoBeIeHUe KIIMHNYECKUX UCCIIE0BAHHH JICKApPCTBEHHBIX NPENnapaToB IS
MEIUIMHCKOTO MPUMEHEHHUs 1O 3asBICHUSM, IIOJQHHBIM JO MJHS BCTYIUIGHHS B CHIJIy HACTOSIIETO
denepanbHOTO 3aKOHA, a TAKKE MO 3asSBICHHUSM, MOJAHHBIM IIOCIE IHS BCTYIUICHUS B CHIY HACTOSIIETO
@denepanibHOTO 3aKOHA Ha OCHOBAHMM 3KCIIEPTU3, MPOBEACHHBIX JO IHS BCTYIUICHHUS B CHJIy HACTOSILIETO
denepanbHOTO 3aKOHA, OCYILECTBISIETCS B COOTBETCTBUM C HacTosmuM DenepanabHbIM 3aKOHOM Ha
OCHOBAaHMWU JOKYMEHTOB W JaHHBIX, MPEJCTABICHHBIX WM TIOJYYEHHBIX JO IHS BCTYIUIEHHS B CHITY
Hacrosmiero enepasbHOTO 3aKOHA, a TaKke HAa OCHOBAHMM KOMNHMH IIPEIBAPHTEIBHOTO JIOrOBOPA
00513aTEIBHOTO CTPAaXOBAHUS JKU3HH, 3/I0POBbSl MALMEHTOB, yYaCTBYIOIIMX B KIMHHUYECKOM HCCIECIOBAHHU
JIEKapCTBEHHOTO TIpermapara Ui MEJUIMHCKOTO IPUMEHEHHs, WM KOIMU JI0TOBOopa 0053aTeIbHOTO
CTpaxOBaHMs >KHU3HH, 3/I0POBbsI MAIIMEHTOB, YYAaCTBYIOIIUX B KIMHHUYECKOM HMCCIEJOBAHUU JIEKAPCTBEHHOTO
mpenapara s MEIUIIMHCKOTO TNPUMEHEHUs, 00 MpeiCTaBIeHHOW KOMHMU JO0roBOpa 00s3aTeIbHOTrO
CTpaxOBaHHs, 3aKIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBIMH TPAaBHIAMHU OOS3aTEIBHOTO CTPAaXOBaHUS, C
yKa3aHHEM TMIPENENbHOW YUCICHHOCTH IMallMeHTOB, YYAacTBYIOIIMX B KIMHAYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOTO TIperapara JJIsi MEIUIMHCKOTO NpHMEHEHUs, 0e3 TpeOOBaHMs YIUIaThl IOCYIapCTBEHHOM
HOILIHHBI, IPEyCMOTPEHHOH 3akoHOAaTeIbcTBOM Poccuiickoii denepanuu o Hasorax u coopax.

(uactpb 3.4 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHOM BajlOTe [0 JAHS BCTYIUICHHS B CHUJIy HACTOSIIETO
®denepanbHOTO 3aKOHA TPEACNIbHBIE OTIYCKHBIC II€Hbl WHOCTPAHHBIX MPOU3BOJUTENEH Ha JIEKAPCTBEHHbBIC
npenaparsl, BKIIOUCHHBIC B MEPEUYCHB JKMU3HEHHO HEOOXOIMMBIX M BOXKHEHINNX JICKAPCTBEHHBIX MPENapaTosB,
nojyIeXkaT mepecuetry B pyonum mo kypcy lLlenTpanpHoro Oanka Poccuiickoit ®depepanuu Ha jaary,
ycranoBieHHyto [IpaButenbctBoM Poccuiickoii ®@eneparuu, 0e3 mpeAcTaBieHUs 3asBICHUS O TMepecdere
LIEHbI C BHECEHMEM COOTBETCTBYIOIIUX U3MEHEHHI B FOCYJapCTBEHHBIN peecTp MpeAesbHbIX OTIYCKHBIX 1IEH
MPOU3BOJUTENICH Ha JICKAPCTBEHHBIC IpernapaThl, BKIIOUEHHbICE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIINX JIEKAPCTBEHHBIX TIPETapaToB.
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(uacts 3.5 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE€ O JHS BCTYIUIEHUs B cuily HacTtosmiero denepanbHOro 3aKkoHa npeaeiabHbIe
OTIYCKHBIE II€Hbl POCCHUUCKHX MPOU3BOJUTEICH Ha JIEKAPCTBEHHBIC IpernapaThl, BKIIOUYEHHBIE B IEpEeYCHb
KU3HEHHO HEOOXOJWMBIX W BKHEHIIMX JICKAPCTBEHHBIX IMPEIapaToB, MOJISKAT WHIACKCAIUU C 1 HOSOps
2010 roma mucxonas M3 MPOTHO3ZUPYEMOTO YPOBHS MH(IISINH, ycTaHOBIeHHOTO DenepanbHbIM 3aKOHOM OT 2
nexabpst 2009 roga N 308-D3 "O denepansaom Oromkere Ha 2010 rox u Ha TuranoBbeii nepuoa 2011 u 2012
rogoB" Ha 2011 ron.

(uactb 3.6 BBenneHa PenepanbHbiM 3aKk0HOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapra 2011 roma He AOMYCKAarOTCS MPOM3BOJCTBO M BBO3 B Poccuiickyro denepariuio
JICKApPCTBEHHBIX TPENapaToB B YIAKOBKaX C MapKHPOBKOW, KOTOpasl Oblla HaHECeHa 1O JHS BCTYIUICHUS B
cury Hacrosimero ®denepanbHoro 3akoHa. [lo WCTeYeHMM yKa3aHHOTO CpOKa JaHHBIC JIEKAPCTBEHHBIE
npenapaTbl MOTYT OTITYCKaThCsI, PEaM30BBIBATHCS, MEPEIABAThCS U MPUMEHATHCS 10 UCTCUCHHS WX CPOKa
TOJHOCTH.

(B pen. ®eaepanbHbIx 3aK0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nmus BerymieHuss B cwiny Hactosimero ®denepansHoro 3akona u mno 30 ampenss 2011 rona
BKJIIOUUTCIIBHO HOOIYCKACTCA MPOBCACHHUE SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB JKCICPTAMHU SKCICPTHOI'O
YUPCKACHUA [0 IIPOXOXKIACHUA HWMHU aTTeCTali B IMOPAAKE, YCTAHOBJICHHOM YIIOJJHOMOYCHHBIM
(benepabHBIM OPraHOM UCIIOJIHUTEIILHOW BIIACTH.

5. Co nmHsa BcryruieHus B cuiny Hactosimero ®denepanpHoro 3akoHa u mo 31 gexabps 2013 roma
BKJIIOUNTENIBHO OCYILECTBIISIETCA MEPEXOJ K IPOU3BOJCTBY JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMU OpPraHU3alMy MPOU3BOACTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, YKAa3aHHBIMU B YaCTH
1 cratebu 45 Hacrosimiero denepalbHOrO 3aKOHA, B MOJTHOM oObeMe. Cpoku mepexonia MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB K WX MPOM3BOJCTBY B COOTBETCTBHHM C KOHKPETHBIMH TPEOOBAaHUSAMH JaHHBIX
MpaBWI, BKJIIOYasi CPOKM aTTECTAIIMU YIIOJTHOMOYEHHBIX JIMI[, yKa3aHHbIX B 4acTsix 6 u 7 crarbu 45
Hacrosmero PenepanbHOro 3akoHa, ycranasinusarores [IpasurensctBoM Poccuiickoit denepanum.

6. JIneH3un Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BbIIaHHbIE 10 1 ssHBaps 2014 roga, NeHCTBYIOT
nocie 1 suBaps 2014 roma A0 UCTeUeHUs CpoKa MX AEMCTBHSI NPU YCIOBUM COOTBETCTBHS JIMLIEH3MATa
MpaBWJIaM OpraHu3alliy MMPOU3BOJICTBA U KOHTPOJISl KauecTBa JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B 4acTu 1
ctatbu 45 Hactodero PeaepanbHOTro 3aKOHA.

7. @opMHUpOBaHUE TOCYAAPCTBEHHOIO 3aJaHMsl Ha IPOBEAECHUE 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB
(beneparbHOMY rOCYAapCTBEHHOMY OIOJKETHOMY YUPEXAECHUIO MO MPOBEICHUIO 3KCIIEPTU3bI JIEKAPCTBEHHBIX
cpeAcTB U (uMHAHCOBOE OOECIeYeHHE BBIMOJIHEHUS H3TOT0 3aJaHus OCYLIECTBISIOTCS B IOPSAIKE,
ycTaHOBJIEHHOM @DenepasibHbIM 3akoHOM 0T 12 suBaps 1996 roma N 7-©3 "O HekoMMepyecKHX
opraHuzanusax".

(uactp 7 BBeneHa denepanbHbiM 3aKk0HOM 0T 29.11.2010 N 313-D3)

[Ipesunent
Poccuiickoit ®enepanuun
JAMEJBEJEB
Mocxksa, Kpemub
12 anpens 2010 rona
N 61-03
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