[Ipuka3 ®enepanbHOil ciyk0bl IO HaA30py B cepe 3apaBooxpaneHus ot 15 gpespans 2017 . N 1071 "O6
yTtBepxaeHuu [lopsaaka ocymiecTienus papmakoHaa3opa" (C UISMEHEHUSAMHU U JIOTIOTHEHHUSIMHU )
Penakuus ¢ usmenenusmu N 6252 or 16.07.2020

[puka3 @enepanabHOi cay:k0bI IO HAA30PY B cepe 3apaBooxpanenus ot 15 ¢pespanas 2017 .
N 1071
"O0 yrBep:xaenun Iopsinka ocymecrBienus papmakonaasopa'

C n3MeHEeHHSIMH 1 JOIMOJTHCHUAMM OT:

16 uroms 2020 1.

B cootBercTBUU co cratesimu 64, 65 deaepanbHoro 3akoHa oT 12 ampens 2010 . N 61-®3 "O6
oOpamenun JekapcTBeHHBIX cpenactB" (CoOpanue 3akoHomatenbcTBa Poccmiickonn Depepanmu, 2010,
N 16, ct. 1815; N 31, c1. 4161; N 42, cT. 5293; N 49, cT. 6409; 2011, N 50, c1. 7351; 2012, N 26, cT. 3446;
N 53, ct. 7587; 2013, N 27, c1. 3477; N 48, c1. 6165; 2014, N 11, c1. 1098; N 43, c1. 5797; N 52, ct. 7540;
2015, N 10, ct. 1404; N 27, cT. 3951; N 29, ct1. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, cT. 9; N 23,
cT. 3287; N 27, ct. 4238, 4283), npuKa3bIBalo:

1. Y1BepauTh npunaraemsiii [lopsiiok ocymiecTBieHus (papMakoHaa30pa COMIACHO MTPUIIOKEHUIO.

2. KoHTposnb 32 HCIIOJTHEHHEM HACTOSIIETO MPUKa3a OCTABIISIO 32 COOOM.

PykoBoguTens M.A. Mypaniko

3apeructpupoBano B Muntocte PO 20 mapra 2017 r.
Perucrpanmonnsiii N 46039

YTBEPXJIEH

npukazom DenepajbHOM CIYKOBI 110 HAA30PY
B c(epe 31paBOOXpaHeHH

or 15.02.17 N 1071

Hopsinox
ocyuiecTBieHusi papmMakoHaa3zopa

C u3MeHeHHSIMH 1 JONMOJTHECHUAMHU OT:

16 mromnst 2020 T

1. Hacroswmii [Topsinok ycraHaBiuBaeT TpeOOBaHUS K OCYLIECTBICHHUIO (papMaKkoHa 30pa.

2. ®apmakoHaI30p - BUJA JCSATEIBHOCTH IO MOHHUTOPHHTY J(PQPEKTHUBHOCTH W O€30MacHOCTH
JIEKapCTBEHHBIX MPENaparoB, HAIPABJICHHBIM HA BBIABICHUE, OLICHKY U MPEJOTBPALCHUE HEXeIaTelbHbIX
MOCJIEJICTBUI MPUMEHEHMS JIEKAPCTBEHHBIX IpenapaToB™(1).

3. ®apmakoHam3op ocymectBugercs DenepanpHoil  ciayxk06oi  mo Haazopy B cdepe
3paBooXpaHeHus (nanee - Poc3apaBHan3op) myTeM aHaiv3a MPEACTaBIsIEeMON CyObeKTaMu OOpalieHHs
JIEKapCTBEHHBIX CPEJCTB MHPOPMAIIMH O MOOOUHBIX ACHCTBUAX JIEKAPCTBEHHBIX CPEJICTB, HEXKEJIATEIbHbBIX
pEaKIMsIX, CEphe3HBIX HEXKENATeIbHbIX PEaKIUsAX, HENPEIBHICHHBIX HEXKEIaTeNbHBIX PEeakiusIX Npu
NPUMEHEHUH JICKapCTBEHHBIX IMpernaparoB, 00 WHIMBUAYaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBUHU
3¢ (EeKTUBHOCTH JICKAPCTBEHHBIX TPENApaToB (Jajee - HEeXeNaTeNbHBIX PEaKIHii), a Takke 00 WHBIX
¢dakTax 1 00CTOATENBCTBAX, NPEACTABISIIOIINX YIPO3y KU3HU WM 3I0pPOBbIO YEJIOBEKA IPU MPUMEHEHUHU
JIEKapCTBEHHBIX IMpenaparoB (fanee - HWHONM WHpopManuu 1o Oe3omacHOCTH U 3((HEKTUBHOCTH),
BBISIBICHHBIX Ha BCEX JTanax oOpallleHus JIeKapCTBEHHBIX MNpenaparoB B Poccuiickoit ®denepaunn u
JIPYTUX TOCYAApCTBAaX B IENSAX BBISIBICHUS BO3MOXKHBIX HETAaTUBHBIX IOCIEACTBUI WX NPUMEHEHHS,
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WHAWBUAYyaIbHON HETNEePEeHOCUMOCTH, MPENyNpexACHUs MEAUIIMHCKUX pPaOOTHUKOB, MAIMEHTOB M HX
3alIUTHI OT IPUMEHEHHS TaKUX JICKAPCTBEHHBIX MPEMapaToB.

4. dapmMakoHaA30p OCYLIECTBIAETCS ¢ COOMIONEHUEM 3akoHoAaTenbcTBa Poccuiickoit deneparum B
00JIaCTH 3alIUTHI IEPCOHATBHBIX JAHHBIX.

5. JIOM>KHOCTHBIMU JIUIIAMU, YITOTHOMOUYEHHBIMU OCYIIECTBISTH (DapMaKoHaA30p, SBISIOTCS:

1) pyxoBonutens (3aMecTUTENd pykoBoauTens) PocsapaBuanzopa;

2) PYKOBOAMTENH CTPYKTYpPHBIX mojpasaeneHuii  Poc3apaBHagzopa, UX  3aMECTHUTENH,
JOJDKHOCTHBIMU ~ PEIVIaMEHTaMHM  KOTOPBIX ~ IPEIYCMOTPEHBI  IOJIHOMOYMS IO  OCYLIECTBICHHUIO
bapmakoHa30pa;

3) uHBIE TOCYIAapCTBEHHbIE Tpa)KJIaHCKHE ciyxkamue Poc3apaBHan3opa, JOKHOCTHBIMU
perniaMeHTaMu KOTOPBIX MPeAyCMOTPEHBI MTOJTHOMOUHS MO OCYIIECTBICHHUIO (papMaKoHaI30pa.

6. ®apmakoHa30p ocyuiecTBisercs Poc3apaBHa 30poM Ha OCHOBAHUU CBEJIEHUH, IOJYYEHHBIX B
BUJIE:

1) coobmieHunii cyObeKTOB 00OpaIieH s JIEKAPCTBEHHBIX CPEJICTB (J1aliee - COOOIIeHUN);

2) mepuoaMYecKHuX OT4EeTOB MO Oe30macHOCTH JIEKapCTBEHHBIX mpemnaparoB (naiee - [1OB),
HanpasisieMblx B Poc3npaBHaa3o0p AepikareiasiMu WIH BIAJEIbLAMU PETUCTPALMOHHBIX YI0CTOBEPEHUN
JIEKapCTBEHHBIX MPENapaToB WU YIMOJIHOMOYEHHBIMH HUMH WHBIMU IOPUIMYECKHUMH JHULaMu (Janee -
JiepKaTeIsiMU PErUCTPALlMOHHBIX YOCTOBEPEHUN);

3) nepuoANYECKUX OTYETOB MO OE30MaCHOCTH pa3padaThIBaeMOro (UCCIIEAyEeMOro) JIeKapCTBEHHOTO
npenapara (naiee - POOB), nanpasnsembix B Poc3ipaBHaa30p IOpUANUECKUMHU JIMLIAMH, HA UMSI KOTOPBIX
BBIIaHBI pa3pelIeHHs] Ha MPOBEICHHE KIMHUYECKUX wucchenoBanuii B Poccuiickoit @enepanuu, iaubdo
JIPYTUMH yTIOJIHOMOYEHHBIMH IOPHINYECKIMH JIMIIAMH (J1ajiee - IpUANYECKUe JTUIaMU, Ha UMsI KOTOPBIX
BBIJIaHBI pa3pelieHns Ha IPOBEACHNE KITMHUYECKUX UCCIIeIOBAHM);

4) undopmaiuu, MOTYYEHHON B XOJI€ OCYIIECTBICHHUS TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) B
cdepe oOparieHus JeKapCTBEHHBIX CPECTB.

7. B menax oueHKd HHPOpPMAIMM HAYyYHOTO W KIMHMYECKOTO XapakTepa, COAepiKallencs B
JOKYMEHTaxX U JIaHHBIX, MIEPEUMCIICHHbIX B MyHKTe 6 Hactosmero [lopsnka, Poc3apaBHan3op mpuBiekaer
denepanbHOE TOCYIAapCTBEHHOE OIOKETHOE YUpEXKICHHE, Haxofsleecs B BedeHHHM Poc3npaBHag3opa
(mamnee - sKCHiepTHAs! OPTaHU3ALINS).

8. Onenka mHMOpPMAIMKA HAYYHOTO M KIMHUYECKOTO XapaKTepa, COAEpIKaIIeHCsl B TOKYMEHTax U
JAHHBIX, MEPEUNCICHHBIX B MyHKTe 6 Hactosmero Ilopsaka, OCHOBBIBAaETCS Ha MPUHIIMIAX 3aKOHHOCTH,
cOOMIONeHNsI MpaB M CBOOOJA YeNOBEKa W TpaKAaHWHA, NpPaB IOPHIUYECKOTO JIMIA, HE3aBUCUMOCTH
JKCIepTa, 0ObEKTUBHOCTH, BCECTOPOHHOCTH U MOTHOTHI UCCIIEOBAHMM, TPOBOJUMBIX C UCIIOIB30BAHUEM
COBPEMEHHBIX JIOCTWKCHHH HAayKM W TEXHUKH, OTBETCTBEHHOCTH »JKCIEPTHOH OpraHM3aluu 110
MIPOBEJICHUIO SKCTIEPTHOM OLIEHKH U KaueCTBa HKCIIEPTHOM OIICHKH.

9. CooOlmieHust cyObEKTOB OOpaIeHUs JIEKAPCTBEHHBIX CPEJICTB, 32 MCKIIOYCHUEM FOPUTUICCKUX
JIUI], HA UMs KOTOPBIX BBIJAHBI pa3pellieHus] Ha MPOBEIACHNE KIMHUYECKUX HcclefqoBanuil B Poccuiickoit
Oenepanuu, HanpaBisitoTcss B PocsnpaBHam3op mno pekoMeHayemoMy oOpasiy "U3Bemienuss o
HEeXXeNaTeNbHOM peakiuu WM OTCYTCTBHM TepameBTHUeckoro 3¢ ¢dekra jekapCcTBEHHOro mpernapara’,
npuBeeHHOMY B npuioxkenuu N | k Hactosmemy [lopsaky.

10. CooOuieHusi OPUIUYECKUX JIHMI, HAa UMS KOTOPBIX BBIJIaHBl pa3pelleHusi Ha MPOBEACHUE
KIIMHUYECKUX HCCIIEOBaHUM, Hampasisitorcds B Poc3apaBHan3op 1o pekoMeHayeMoMy o0pasily
"CooOImIeH!sT 0 CEepbe3HOW HENMPEABUACHHOW HEXKENaTeIbHOM pPEaKlMd Ha JICKapCTBEHHBIM Ipemnapar,
M3yYalOIIMNCA B KIMHUYECKOM MCCIIEI0BAaHUU'", NMPHUBEAEHHOMY B IpuiokeHnn N 2 K HacTosALIEMY
ITopsinky.

11. B cmyuae, ecnu xapakTep CBEACHMH, YKa3aHHBIX B IOJANYHKTE | IyHKTa 6 HaCTOAILIETO
[lopsinka, He COOTBETCTBYET COAEpX aHHIO Moyied (Gopm, mpuBeneHHbIM B mpuioxkenusx N 1 u N2 k
Hacrosimemy llopsinky, winm B cilydae, €ClM yKa3aHHBIE CBEICHHS OBUIM BBIABICHBI 3a IpeesaMu
Poccuiickoit denepaninu, nonyckaercsa ux npeacrapieHue B Poc3ipaBHaazop B Ipou3BOJIbHOM Gopme.

12.  Coobmenuss  Hampammsaorcss B Poc3apaBHam3op  depe3  ABTOMAaTH3MPOBAaHHYIO
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uHpopMalmonnyio cuctemy PocsnpaBuanzopa (manee - AUC PocsnpaBHanzopa), 1u60 Mo 3JIEKTPOHHOM
nmoute pharm@roszdravNadzor.ru. IIOb, POOB mpencrasnstorcss B PocsapaBram3op yepes AUNC
PocznpaBnanzopa nu6o Ha 37IEKTPOHHBIX HOCUTESIX.

13. [lepxatenu perucTpPalMOHHBIX YIOCTOBEpEHUH B CpOK He Oonee 15 KaneHIapHBIX ITHEH
coobmatoT B Poc3npaBHaa30p cBeIEHUS O HEKENaTeIbHBIX peaklusX, ykazaHHbIX [IpaBunax Hagiexaniei
MIPaKTHKHU (hapMaKoHaA30pa, yTBEpKAEeHHBIX penienrem Cosera EBpasuiickoil DxoHomuueckoit Komuccun
ot 3 Hos10ps 2016 . N 87%(2) (r.m. 7.1.7.1., 7.1.7.3.).

14. Cpok [yt cooOlIeHUsI O HEeXeNaTeNbHBIX peaklusax, ykazaHHbIX B [IpaBunax Hajexauiei
npakTuku papmakonam3opa EADC (m. 7.1.7.1.), ucuucnsiercss B coorBeTcTBUH ¢ [IpaBriiamMmu Haaiexariei
npakTuku gpapmakonagzopa EADC (. 7.1.2.1.).

15. Cpok coobmenus wHOW uHMOpMaruu 1Mo Oe3omacHOCTH M A(P(PEKTUBHOCTH, YKa3aHHOM
[IpaBunax Hamiexkameidl npakThka (apmakonagzopa EADC (m. 7.1.7.3.), ucumcnsercs ¢ Aarhl, KOraa
JepKaTeieM PEerucTPallMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpermapara ObUIM  yCTaHOBJIECHBI
COOTBETCTBYIOIINE (aKTHl K OOCTOSTEIHCTBA.

16. Jlepkarenu perucTpallMOHHBIX yAOCTOBEPEHHUH JIEKApCTBEHHBIX MPENapaToB MPEACTABISAIOT B
Pocznpananzop I10b no ¢opme, npuBenenHoit B IIpaBuiax Haanexarield MpakTUKU (GapMaKoHaI30pa
EADC (m.m. 8.4 - 8.5).

17. Ilopsinok UCUUCIIEHUS 1aThl OKOHYaHUsI cOOpa JiepKaTesieM PErnucTpalMoOHHOTO YIOCTOBEPEHUS
CBEICHUN O HEeXellaTeNbHBIX PeakIsaX, HHoW umHpopMarmu no 6e3onacHoct it ouepenHoro [1Ob u
nepuoanyHocTh npenactasieHus I1Ob nns nexkapcTBEHHBIX NPENapaTroB Pa3IUYHbBIX MEXyHAPOIHBIX
HEMAaTeHTOBAHHBIX ~ HAaWMEHOBAaHM  WJIM  TPYNNHPOBOYHBIX  HAUMEHOBAaHUM  yTBEPKIAOTCS
Poc3npaBHanzopom.

18. Jlnst nekapCTBEHHBIX MpeEnaparoB, CPOKU M MEePUOAMUHOCTH mpezctasineHus [10b Ha kotopsie
HE yTBEp)KIeHbl Poc3npaBHaa30poM, NEPUOJUYHOCTh U cpoku mnpenacrasiaeHus [1Ob orcuurthiBatoTcss oT
JIaThl MIEPBOM rOCyAapCTBEHHOM PEruCTpalvy JeKapCTBEHHOTO MpernapaTa B MUPE U COCTaBISIOT:

1) xaxnple 6 MecslEeB OT JaThl MEPBOM IOCYIapCTBEHHON pErucTpaluy B MUpPE HAa MPOTSHKEHUU
MEPBBIX 2 JIET;

2) €XeroiHO Ha MPOTSHKEHUU TOCIIEYIONUX 2 JIET;

3) nanee - Kaxaple 3 rojaa.

19. TIOb mnpexacrasnstorca B Poc3apaBHan3op B Cpok, ykasaHHbM B IlpaBunax Hajuexanieit
npakTuku papmarkonanzopa EADC (1. 8.8.1.).

20. Ilpu BBIABICHHM HEXENATEIbHBIX pEAKUWH M HMHOM wWHPOpManuU 1O OE30MacHOCTH U
3G (HEeKTUBHOCTH, HE CONEPKAIIMXCS B HHCTPYKIUU MO MEAMIIMHCKOMY HTPUMEHEHHUIO, W3MEHSIOIINX
OTHOILIEHUE OXUJAEMOW I0JIb3bl K BO3MOXXHOMY PHMCKY IPUMEHEHHs JIEKapCTBEHHOIO Ipenapara,
PocsnpaBHam3op BmpaBe 3ampoCUTh y JeprKarens PerducTPallMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO
npenapara BHeouepenHoii [10b.

21. Bueouepennoit I1Ob npencraBisiercss B Poc3apaBHam3op B Cpok, ykazaHHbii B IlpaBuiiax
HaJyIexalen nmpakTuku gpapmakonanzopa EADC (1. 8.8.2.).

22. KOpuanueckue nuia, Ha UMsI KOTOPBIX BBIJAHBI pa3pelleHrs Ha MPOBENCHHE KIMHUYECKHUX
HCCIIEIOBAHUMN, B CPOK He Oosiee 7 KajleHAAapHBIX AHEHN coolmatoT B Poc3npaBHan30p o JeTaldbHBIX WIN
YIPOXKAIOUIMX JKU3HH CEPhE3HBIX HEMPEABUACHHBIX HEXKENIaTeIbHBIX pEeaKlusiX Ha HCCIeayeMbli
JIEKapCTBEHHBIN IpenapaT, BBIABICHHBIX B XOA€ KIMHUYECKUX HCCIEIOBaHHUM, pa3pelIeHHbIX K
npoBeneHnio B Poccuiickoii denepanuu, ecnu HHOE HE MPEAYCMOTPEHO ONOOPEHHBIM MPOTOKOIOM
KIIMHUYECKOT'0 MCCIIEI0BAHUS.

23. KOpuaunueckue nuia, Ha UMsI KOTOPBIX BBIJAHBI pa3pelleHrs Ha MPOBENCHHE KIMHUYECKHUX
UCCIIEIOBAaHUN, B CPOK He Oosiee 15 KaneHOapHbIX JHeH cooOmaroT B Poc3apaBHam30p 0 cepbe3HBIX
HENPEIBUICHHBIX HEXKEeNaTeIbHBIX PEeaKIMsIX, 32 HCKIIOYEHHUEM peakKIMil, yKa3aHHbIX B IyHKTe 22
Hacrosero [lopsaka.

24. KOpuanueckue NuIa, HA UMsI KOTOPBIX BBIJAHBI pa3pelleHrs Ha MPOBEACHHE KIMHUYECKHUX
WCCIIeIOBAaHNUH, B CPOK He Oojee 15 kaneHmapHBIX THEH coobmaioT B Poc3npaBHan3op MHPOPMAIMIO 110
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0e30MacHOCTH HCCIEAYeMOro JIEKapCTBEHHOTO IIpernapara, ykazaHHyloo B [IpaBuiax Hajiexanieu
KIIMHUYECKOM TNpakTUKA EBpa3uiicKoro SKOHOMHUYECKOTO COI03a, YTBEpkKIAEHHBIX perienuem CoBera
EBpaswmiickoii DxoHomuueckoir Komuccuu ot 3 HosiOps 2016 . N 79 (mamee - IlpaBumiia Hajiexamei
kiuanuecko npaktuku EADC)*(3) (m. 1.5. [Mpunoxenus N 11).

25. Cpoku st COOOIICHHS O HEXENaTeIbHBIX pEeaKIUsAX, YKa3aHHbIX B TyHKTax 22 m 23
HacTosiiero [lopsiaka nucuncistores B cooTBeTcTBUU ¢ [IpaBunaMu Haanexaield KIMHUYECKON MPAaKTUKH
EADC (m. 1.3.1. Ilpunoxenust N 11).

26. Cpok coolOmieHuss WHOH WHGOpMAMU MO O€30MacHOCTH HCCIEIYeMOro JICKapCTBEHHOTO
mpenapara, yka3aHHbli B myHkTe 24 wHactosmero Ilopsika, ucuuciseTcss ¢ JAaThl yCTaHOBIEHUS
IOPUAMYECKUM JIMLOM, Ha HMs KOTOPOIO BBIIAHO pa3pelieHUus Ha MPOBEACHHE KIMHUYECKHUX
HCCIIEIOBAHUN, COOTBETCTBYIOIINX (DaKTOB U 0OCTOSITETTHCTB.

27. KOpuanueckoe JIMIO, HA UMs KOTOPOTO BBIJIAHO pa3pellieHHe Ha MPOBEAEHUE KIMHMYECKHX
UCCJIEIOBAHUN, PACKpBIBA€T PaHAOMHU3AIMOHHBIA KOJ B COOOIIEGHUSAX O HEXKENaTeNbHBIX pEeaKlusX,
YKa3aHHBIX B IyHKTax 22 W 23 HACTOALIETO MOPSAJKA, €CIM HHOE HE MNPEIyCMOTPEHO MIPOTOKOJIOM
KIIMHUYECKOTO MCCIIEIOBAHUSI.

He nmoanexar cooOuieHuio B MOpsAJKe, YKa3aHHOM B ImyHkTax 22 u 23 Hactosumero Ilopsixa,
HEeKeNaTeNbHbIe PEeaKIMK, MPOU3OIIEANINe Y YYaCTHUKOB KIMHUYECKUX HCCIICIOBAHUMN, IMONyYaBIINX
miane0o.

28. CooOmmieHuss O BBISIBICHHBIX Ha TeppuTopuu Poccuiickoir denepanuu HeKeIaTeIbHBIX
peaKkIuAX Ha JIEKAPCTBEHHBIC IIpEnaparbl CPaBHEHUS, 3aperucTpupoBaHHblie B Pocculickoit denepanuy,
MOJJIeXKaT COOOIICHHIO B MOPSI/IKE, yKa3aHHOM B ryHKTe 12 Hactosmero [lopsaka.

29. IOpuanueckue nMua, Ha UMsI KOTOPBIX BBIIAHO pa3pellleHHue Ha IPOBEJCHHE KIMHUYECKHX
HcclieIoBanuil, npeactasisitoT B PocsnpaBHaazop POObB B cooTBeTcTBHM ¢ nMyHKTOM 4 npuiioxkeHus N 12
[IpaBun Haanexamed kiauHuuecko mnpaktuku EADC. K POOB npunaraerca komus OpoOIIIOpbI
UCCIeoBaTeNsl KIMHUYECKOTO HCCIeI0OBaHms, pa3pelIeHHOro K nposeneHuio B Poccuiickoii deaeparnumy,
nercTByromnas Ha MoMeHT ripezactanienus POOB.

30. POOB npencrapnsitorcst B Poc3npaBHaa30p €XEroaHo B CPOK, OTCUUTHIBAEMBIH OT JAaThl Havama
MIEPBOr0 KJIMHUYECKOTO HCCIIEIOBaHMs JIEKAPCTBEHHOIO Ipenapara B MHpPE WIM OT JaTbl IEpBOU
rOCyIapCTBEHHOW PETUCTPALIUU JIEKApPCTBEHHOTO Mperapara B MUpE.

31. POOBb mno nexapcTBEHHbIM IIpenaparaMm, HCCIEAyeMbIM Ha Teppuropun Poccuiickoi
Oenepanuu, npeactapnsiorcs B Poc3paBHaa30p B CpoK, He MpeBblIaromuii 60 KaleHAapHBIX THEH OT
JaThl OKOHYaHHMSA cOOpa JepikaTeleM PEeTHUCTPAIMOHHOTO YAOCTOBEPEHHUSI CBEJCHHMH O HEKelaTeIbHBIX
peakuusx IJs JaHHOTO JIEKapCTBEHHOTO Mpenapara.

32. Ilpu BBISBIEHUU CBEJIEHUM, W3MEHSIOIIMX OTHOIIEHUE OXHUJAEMOW IOJb3bl K BO3MOXKHOMY
PUCKY NMPUMEHEHHsI IEKAPCTBEHHOT'O Mpernapara B KJIMHHUECKOM HccienoBaHuu, Poc3apaBHaa3op Bipase
3alpOCUThH Y IOPUAMYECKOTO JIMIIA, HA UMSI KOTOPOTO BBIJAHO pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKUX
HCCIIEIOBAHMI JIEKAPCTBEHHOTO CpecTBa, BHeouepeaHo POOB.

33. Bueouepennoit POOB mnpencrasnsercs B Poc3npaBHag3op B Cpok, He mpeBbimatomuii 60
KaJICeHJapHBIX THEH OT JaThl MONYYSHUS IOPUIANYECKUM JIMIIOM, Ha UMsI KOTOPOTO BBIJIAHO pa3pellieHne Ha
IIPOBEICHHE KIMHMYECKUX HCCIenoBaHuil 3ampoca Poc3apaBHan3opa, yka3aHHOro B IIyHKTe 31
Hactosimiero [Topska.

34. OcymecTBiieHHe pabOTHl CYOBEKTOB OOpalIeHHs JIEKAPCTBECHHBIX CPEACTB (MEIMIIMHCKHX
OpraHM3allyii) MO BBISBICHUIO HEXKENaTeNbHBIX peakuuid U MHONW HMH(OpManuu 1o Oe30MacCHOCTH U
3G (}EeKTUBHOCTH TpPH TNPUMEHEHHH JICKAPCTBEHHBIX IMPENapaToB pPETIaMEHTHPYETCS BHYTPEHHUMU
MPUKa3aMU METUIIMHCKOW OpraHU3aIliH.

35. CyOBeKTsl 0OpaleH sl JICKapCTBEHHBIX CPENICTB (MEAUIIMHCKIE OPTaHU3AIMH) 00s3aHbI B CPOK
He Oonee 3 paboumx nHed coobmarh B Poc3apaBHAI30p O CEpPhE3HBIX HEXKENaTeNbHBIX PEaKIUsiX C
JIETAJIbHBIM HMCXOJIOM MJIM YI'PO30# JKM3HHM, 32 UCKJIIOUEHHUEM HEKENaTelIbHBIX PEaKLUi, BBISIBICHHBIX B
XO0J1e IPOBEACHUS KIIMHUYECKUX UCCIIeIOBaHMM, TPOBOIMMBIX B JAHHON MEIUIIMHCKONW OpraHU3aIliH.

36. CyObexTbl OOpalleHus! JIEKapCTBEHHBIX CPEICTB (MEAMIMHCKUE OpraHW3alud) B CPOK, HE
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npeBblIIaronuii 15 kaneHmapHbX AHEH, coobmarwT B Poc3apaBHaI30p O CIEAYIOMIMX HEXeTaTeIbHBIX
peakuusx U WHOM mH(popManuu mo 6e30nmacHOCTH U d3PPEKTUBHOCTH, BBISIBICHHOW JAHHON METUITMHCKON
OpraHM3alfei, 3a HUCKIIOUEHHEM HEXKENaTeNbHbIX peaKlHii, BBIABICHHBIX B XOA€ NPOBEACHUA
KIIMHUYECKUX UCCIENOBAHUMN:

1) cepb€3HBIX HEXKENATENbHBIX pPEaKIUsAX Ha JEKapCTBEHHBIC Mpemaparbl, 3a HCKIIOYCHHEM
CEPBE3HBIX HEXKEIIATENIbHBIX PEAKLINN, YKAa3aHHBIX B ITyHKTe 35 Hacrosmero [lopsaaka;

2) cayyasix nepenadyu MHPEKIMOHHOTO 3a001eBaHMs Yyepe3 JIEKapCTBEeHHBIN Mpernapar;

3) cmyyasix OTCYTCTBUS 3asBIeHHON 3(h(peKTHBHOCTH JIEKapCTBEHHBIX IMPENapaToB, MPUMEHIEMbIX
npu 3a00J€BaHUSX, NPEACTABIAIOMIMX YTpo3y AN JKU3HM 4YeNOBeKa, BaKIMH Uil MPOQPUIAKTHKU
MHQEKIMOHHBIX 3a00JIeBaHUM, JIEKAPCTBEHHBIX MPETMapaToB s MPeJOTBpalIeHus OEpeMEHHOCTH, KOT/a
OTCYTCTBHE KIMHHYECKOTO 3(dekra He BHI3BAHO MHIWBUIYaTbHBIMU OCOOCHHOCTSIMH TMAallMeHTa U (WJIH)
cnenuduKoi ero 3a00JIeBaHMS;

4) HexeNnaTeNbHBIX PEAKIUAX, BOZHUKIIUX BCIEACTBHUE 3JI0yNOTPeOIeHHs MpenapaToM, B cliydasx
YMBILIUIEHHON IEpelo3UpOBKU  JIEKAPCTBEHHOIO Ipenapara, IpH  BO3JACHCTBUM, CBA3aHHOM C
npodeccuoHaNbHOMN NeATENBHOCTHIO, U B CIyYasX HMCIOIB30BaHUS JIEKAPCTBEHHOTO Mpernapara B LemsX
YMBILUIEHHOTO IPUYHUHEHUS Bpeia )KU3HU U 3/I0POBBIO YEIOBEKA.

37. Cny4an WHIUBUIYaJbHOW HENEPEHOCUMOCTH JIEKAPCTBEHHBIX CPENCTB, SBUBIIUECS
OCHOBAaHMEM JJIsi BBINMCKHU JIEKAPCTBEHHBIX IIPENapaToB IO TOPrOBOMY HAaMMEHOBAaHUIO B paMKax
MporpaMM JIbTOTHOTO JIEKAPCTBEHHOTO oOOecreyeHus, MojiekaT HampaBieHuto B PocsapaBHamzop
BpadyeOHBIMH KOMHCCHSIMHU, B TIOPSIJIKE, YCTAHOBJIEHHOM mpukazom Mwunsnpasa Poccun ot 5 mas 2012
N 502 "OO0 yTBepkIeHHUU TOPSAIKAa CO3MaHHS M JACATCIBPHOCTH BpaueOHON KOMHCCHUU MEIUIIMHCKON
opranuszanuu’*(4) B Cpok, HE MPEBBIAIOMNN NATH pabOYNX JHEN C JaThl BBIMMCKH COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Mpenapara no TOproBoMy HauMEHOBAHHUIO.

38. Cpok i coOOIIeHUsI 0 HEKENATeNbHBIX PEAKIUAX U MHON MH(OopMamu 1o 6e30MacHOCTH U
3¢ (heKTUBHOCTH, yKa3aHHOW B myHKkTax 35-36 Hactosmiero Ilopsaka, ucuucisieTcss ¢ Jarbl, Koraa
OTBETCTBEHHOMY I10 (papMakoHaA30py HODKHOCTHOMY JIHMIy CyObeKkTa OOpamieHHs JIeKapCTBEHHBIX
CpencTB (MEIUIIMHCKOW OpraHU3allii) CTaId U3BECTHBI CIEAYIOUINE CBEICHUS O HeXeNaTelbHOW peakinu
i 0co00¥ cuTyanuu:

1) undopmanms, MO3BOJISAIOUIAS WIACHTHPHUIMPOBATH IOPUIMYECKOE WINM (QHU3UUYECKOe JIHUIIO,
BBISIBUBIIEE HEXKEIATENBbHYIO PEAKIIUIO WM 0COOYIO0 CUTYalINIO;

2) undopmanusi, TO3BOJISIONIAs UACHTU(UIUPOBATH PUINYECKOE JIUIIO, Y KOTOPOro Halmroganach
He)KeJlaTeJIbHas peaKiys;

3) undopmarus, Mo3BONIAIOMIAA UACHTU(PHUIIMPOBATH JIEKAPCTBEHHBIN Mperapar;

4) uadopmarys, Mo3BOJIIOMAs HIASHTH()UIIMPOBATH CHMIITOMBI HEKEIATEIbHON PeaKIny.

39. Konmu cooOmieHuii, HampaBieHHBIX B Poc3mpaBHan30p, B COOTBETCTBUHM C ITyHKTaMH 35-36
HacTosiiero [lopsaka, coxpaHstoTcs B MEAUIIMHCKON TOKYMEHTAIlMU MallUeHTOB.

40. Coo6menus, [10b, POOB, mocrynatomue B anekrponHoMm Buje B AUC PocsnpaBramzopa,
PETUCTPUPYIOTCS ABTOMATUYECKHU.

41. CooOmenus, nocrymnatomue B Poc3apaBHaa3op 1o 37eKTpoHHO# moute, a Takke [10b, POOB,
noctynatouie B Poc3apaBHaq30p Ha AJIEKTPOHHBIX HOCHUTENSX, perucrpupyrorcs u BHocsaTcs B AUC
PocznpaBnanzopa B TeueHue 5 pabounx JHEH C 1aThl UX MOCTYIUICHHUS.

42. Onenka nH(MOpPMAIMK HAYYHOTO M KIIMHUYECKOTO XapakTepa, coleprKalleicsi B COOOIICHUSX,
noctynatouux B AVC PocsnpaBHaazopa, OCylIeCTBISETCS SKCHEPTHOM opraHu3anueil B TeueHue 5
paboumx JHEH ¢ JaThl NOCTYTIICHHUS.

Ornenka wH(MOpPMAIIMM HAYYHOTO W KIMHUYECKOTo Xapakrepa, coxaepxarieiics B [10b u POOB,
MPOBOAMTCS HKCIEPTHOM opraHu3anueid B TeueHue 60 paboumx IHEW ¢ JaThl WX TOCTYIUIGHUS B
AKCIEPTHYIO OPTaHU3AIIHIO.

43. Pesynbprarhl OLEHKM WH(OpMAIIMU HAYYHOTO U KIMHUYECKOTO XapakTepa, COAeprKalleilcs B
COOOIIIEHUX, HampaBisitoTcs B Poc3apaBHaa30p 3KCHEPTHOW OpraHu3aluell B COCTaBe €KEHeNETbHBIX
OTYETOB.
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Pe3ynprarel nHGOpMaIMU HAyYHOTO M KIMHUYECKOTO Xapakrepa, coaepxkaieiics B [IOb u POOB,
HanpasJsoTcs B Poc3gpaBHaa30p B cOCTaBE €XKEMECIUYHBIX OTYETOB IKCIIEPTHON OpraHU3aliHy.

44. 1lpu BBISBIEHUU KCIIEPTHON OpraHu3alueil HecooTBeTcTBU npeacraBieHHoro [10b mynkram
8.4-8.5 TlpaBun Haanexamien npaktuku (apmakonaazopa EADC, u POOb nynkry 4 npunoxenns N 12
[IpaBun nagnexamnied kinHu4deckod npaktukun EADC, Poc3apaBHam3op B Cpok, He mpeBblmaromuyii 10
paboumnx IHEH ¢ JaThl MOCTYIUICHUS JaHHON WH(OpPMAILMU, HAMPABISET ACPHKATEI0 PETUCTPAMOHHOTO
YIOCTOBEPEHHMSI JIEKQPCTBEHHOIO IIpenapara WM HOPUIAYECKOMY JIMIy, Ha WM KOTOPOTO BBIJIAHO
paspelieHrue Ha MPOBEACHUE KIMHUYECKUX MCCIEAOBaHMM, 3anmpoc o BHeceHUU udMmeHeHuid B [10Ob wmm
POOB.

45. JlepkaTenb perucTpaliiOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO Mpenapara Uik I0pUaIndecKoe
JIMI0, Ha UMs KOTOPOTO BBIIAHO Pa3pelIeHHe Ha MPOBEICHHUE KIMHUYECKUX HCCIEAOBAHMM, B CPOK, HE
npeBsimaronmuii 30 pabodnx JHEH ¢ IaThl moiydeHus 3amnpoca Poc3npaBHaa3opa, ykazaHHOTO B TIyHKTE 44
Hactosero [lopsanka, Hanpasnsier B Poc3apaBuanzop [IOb B coorBercTBUM ¢ nyHkTamu 8.4-8.5 [IpaBun
Hajexared npakTuku dapmakonanzopa EADC, u POOB B COOTBETCTBUU C IMyHKTOM 4 MPUIOKEHUS
N 12 IlpaBwn Hajiexaien Kiimandeckoi nmpaktuku EADC/

46. Ilpu BBISIBICHUHM SKCIEPTHOM OpraHM3alueil B XoAe ONEHKHM HH(POpPMAIMH HAYYHOTO |
KIIMHUYECKOTO Xapakrepa, coaepxaimuxcs B coobmenusx, [I0b, POOb cBenenuii, oTcyTCTBYIOIINX B
WHCTPYKIIMA 10 MEIUIMHCKOMY TNPUMEHEHUI0 WM JOKyMEHTAllMd KIMHUYECKOTO HCCIIeIOBaHUS,
M3MEHSIOIUX OTHOIICHUE OXUAAEMOM MOJNb3bl K BO3MOXHOMY PHCKY NPHUMEHEHHS JIEKapCTBEHHOIO
npernapara, SKCIepTHasi OpraHu3allisl HalpaBJsieT 3akiodeHue o0 3ToM B PocsapaBHaa3op B Cpok, He
no3/aHee 5 pabounx JHEN ¢ 1aThl BBISIBICHUS COOTBETCTBYIOIINX CBEICHUIA.

47. B ciyuae, eciii COIVIACHO 3aKJIIOUYEHHUIO HKCIEPTHOW OpraHM3aliy, IPUYNHONW HeXeaaTeabHOU
pEeaKlry WU YIPO3bl )KU3HHU U 3[I0POBBIO YENIOBEKA MOIVIO SIBISATHCS HApYIIEHUE CyObeKTaMu oOpalieHus
JIEKApCTBEHHBIX CPEJCTB 3aKOHOAATENBHBIX TpeOoBaHUI K (hapmakoHan3opy, MO0 HapyIIEHUE MPaBUI
HaJyIeKalleld KIMHUYECKOM MpakKTUKH, Poc3apaBHaA30p NMPUHUMAET pEHIeHUE O MPOBEACHUM IPOBEPKHU
coOmoieHust CyObeKTaMH OOpalleHus! JIEKapCTBEHHBIX CPEACTB YCTAHOBIEHHBIX DeiepaabHbIM 3aKOHOM
ot 12.04.2010 N 61-®3 "OO6 oOpareHuu JT1eKapCTBEHHBIX CPEACTB" U MPUHATHIMH B COOTBETCTBHUH C HUM
MHBIMM HOPMATUBHBIMM TNpaBOBbIMM akTamMu Poccuiickoil @enepanuu TpeOOBaHMN K KIMHUYECKUM
HCCIIEIOBAHMSIM JIEKAPCTBEHHBIX MPENapaToB, XpaHEHUIO, IEPEeBO3Ke, BBO3y B Poccuiickyro dexnepannio,
OTITyCKY, peaju3aliy JEKapCTBEHHBIX CPEACTB, MPUMEHEHUIO JIEKAPCTBEHHBIX IPENaparoB B MOPSIKE,
yctaHoBiaeHHOM DeiepanbHbiM 3akoHOM 0T 26 nexadps 2008 . N 294-d3 "O 3ammTe npaB OPUIAYECKIX
JIUI] U UHOUBUAYaJIbHBIX MPEANPUHUMATENIEH IPU OCYIIECTBIEHUH IOCYIapCTBEHHOTO KOHTPOJIs (HaA30pa)
Y MYHHUITUTIAJIBHOTO KOHTPOJIs" *(5).

48. B ciyuae, eciu COIVIACHO 3aKJIIOUYEHUIO HKCIEPTHOW OpraHMU3aliy, IPUYNHONW HeXeIaTeabHOU
pEeaklMd MOIVIO SBISATHCS HECOOTBETCTBHE JIEKAPCTBEHHOIO Ipemapara TpeOOBaHHUSAM KadecTBa,
Poc3npaBHam3op nOpuUHUMAeT  peHIeHWE O  TMPOBEIACHUM  BBIOOPOYHOTO  KOHTPOJISL — KayecTBa
COOTBETCTBYIOILIETO JICKAPCTBEHHOIO IIpenapara B MOPSAAKE, YCTAaHOBJIEHHOM 3aKOHOATElIbCTBOM
Poccutiickoit ®eneparuu.*(6)
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49. B teuenue 5 pabouux AHEH C JaThl MOCTYIJICHUS 3aKIIOYCHUS SKCHEPTHOH OpraHu3alui,
cozepKamiero MH(GOPMALUIO O BBIIBICHUM HOBBIX MJAaHHBIX 10 O€30MacHOCTH M 3(PQPEKTUBHOCTH
JICKApCTBEHHBIX IPENaparoB, HE COACPIKALIMXCS B MHCTPYKUIUH MO MEIUIMHCKOMY MPUMEHEHHIO WU
TOKYMEHTAIlMM KJIMHUYECKOTO HCCIEIOBAaHMS, M3MEHSIOMMX OTHOIICHHE OXHIAeMOW TONB3bl K
BO3MO)KHOMY PHCKY NPHUMEHEHUS JIEKapCTBEHHBIX IperaparoB, Poc3npaBHan3op yBemomisieT 00 3TOM
JeprKaTeNs PerucTpalMoOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Iperapara Wi IOPUINYECKOe JIUIO, Ha
UMsI KOTOPOTO BBIJJAHO pa3pellieHne Ha MPOBEIeHHE KIMHUYECKUX UCCIENOBAHUHN, B ANIEKTPOHHOH (opme
yepes AWNC Poc3mpaBHam3opa, WIM TIOCPEACTBOM pa3MeIleHHs HWH()OPMAMOHHOIO MHCbMa Ha
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odurmansuom caiite Poc3npaBHaazopa B cetu "MHTepHer", unu B mucbMeHHOUW (opMe (Ha OymMakHOM
HOCHUTEJIE).

50. lepkarens perucTpallMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara Wik IpUANIECKOe
JIUII0, HA UMSI KOTOPOTO BBIJIAHO pa3pellieHre Ha MPOBEACHUE KIMHUYECKUX HCClIeoBaHuM, B TeueHue 10
pabounx 1HEH ¢ MOMEHTa NOJy4yeHHs yBeaomsieHus PocsapaBHanm3opa, ykazaHHOro B myHkTe 49
Hactosiero [lopsiika, IPOBOTUT MPOBEPKY JTOCTOBEPHOCTH IMONYYCHHON HH(DOpPMAIMK U TPEACTABISET
uH(pOpMaIUIO 0 pe3yibraTax mpoepku B PocsapaBHanzop.

51. B nepuoa npoBeneHus nMpoBepKU, ykazaHHou B myHkre 50 Hacrtosmero Ilopsiaka, nepskarenb
PErUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpernapara WiIW IOPUAMYECKOE JIMLO, Ha UMs
KOTOPOTO BBIJAHO pa3pelieHre Ha MPOBEICHHUE KIMHUYECKUX HCCIEAOBAHHUM, MPUHUMAET HEOOXOIUMBIE
Mepbl JIJIs1 TOTO, UTOOBI BpeJl, CBSI3aHHBIN C 00pallleHreM COOTBETCTBYIOIIETO JIGKAPCTBEHHOTO Mpemnapara,
HE YBEJIMYMJICS.
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52. B teuenue 10 paboumx aHel ¢ JaThl MOCTYIUICHHUS PE3YJIbTaTOB MIPOBEPKH, YKA3aHHOM B ITyHKTE
50 nacrosmero Ilopsaka, MpoBeAEHHON JiepKaTeneM perucTpaliOHHOIO yA0CTOBEPEHUS, JINOO B TE€UEHUE
10 pabGounx JHel ¢ naTel nocTymieHus B Poc3npaBHaa3op pe3ynbTaTtoB BEBIOOPOYHOTO KOHTPOJIS KauecTBa
JIEKapCTBEHHOI0 IIpenapara B COOTBETCTBMM C IyHKTOM 48 Hacrosuiero Ilopsinka, PocsapaBhansop
yBenomiisieT MunuctepcTBo 3xapaBooxpaHeHust Poccuiickoit ®epepanuu (nanee - MUHHUCTEPCTBO) O
BBISIBICHMM HOBBIX JI@HHBIX IO 0€30MacHOCTH M AS(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IIPENapaToB, HE
COZIEpXKAIIMUXCSI B MHCTPYKUMH IO MEIUIMHCKOMY INPUMEHEHHMIO WIH JOKYMEHTAlMU KIMHUYECKOTO
UCCIICIOBAHNSA, M3MEHAIONIMX OTHOIIEHHE OXMJIAeMOH I0Jb3bl K BO3MOXKHOMY PHUCKY HIpPUMEHEHHUs
JICKApCTBEHHBIX NpEnaparoB, B TOM 4YHCJE NPH BBIIBICHUH HEOOXOJMMOCTH BHECEHUS W3MEHEHUH B
MHCTPYKLHIO 1O MEAMLMHCKOMY NPHUMEHEHHIO JEKAPCTBEHHOIO Ipernapara B OTHOLIEHUM CBEJEHUH O
[IOKa3aHUAX JUIsl NPUMEHEHUS M IPOTUBOINOKA3AHUAX JUIsl NPUMEHEHMs JIEKAPCTBEHHOIO IIpenapara,
BBISIBICHHBIX MNOOOYHBIX JAEHCTBUSX, HEXKENaTelbHbIX pEaKUUAX IpU HPUMEHEHUH JIEKapCTBEHHOIO
mpernapara, ¥ HampaBIsgeT COOTBETCTBYIOIIYIO HWH(POPMALMIO JJIsi PAcCMOTPEHHs BOIpOCa O
HEOOXOIMMOCTH BHECEHHs U3MEHEHUI B PETUCTPAIMOHHOE J0ChE JIEKApCTBEHHOIO Ipernapara, OTMEHbI
rOCyIapCTBEHHOW pErUCTpalliy, IPOBEIECHUU JOKIMHUYECKMX WM KJIMHUYECKUX HCCIIEI0BaHUM
JIEKapCTBEHHOIO IIperapara, J1M00 HMHBIX JIOMOJHUTEIbHBIX HCCIIECAOBAaHUN KauecTBa, YPPEKTUBHOCTH U
0€30IacHOCTH JIEKAapCTBEHHOTO Tpemnapara (Janee - JONOJHUTENBHBIX HWCCIEAOBaHMI), a TaKke O
HEOOX0IMMOCTH, MO0 00 OTCYTCTBMM HEOOXOAMMOCTH HMPHUOCTAHOBJIEHUS OOpAIlEHUs JIEKAPCTBEHHOI'O
npernapara Ha epuoj MPOBEACHUS TOTIOJIHUTENBHBIX HCCIeI0BaHUH, MO0 HA MEPUO]], HEOOXOJUMBIH IS
BHECEHHs U3MEHEHUH B PErMCTPALlMOHHYIO JIOKYMEHTALIMIO JIEKAPCTBEHHOTO Mpenapara.

53. Ilo urToram paccMOTpEHMsI pPE3YJIbTaTOB IPOBEPKH, YyKa3aHHOW B IyHKTe 50 HacTOAILIETO
ITopsiaka, mpeACTaBIEHHBIX JepXkKaTeseM PEerHuCTPAaLMOHHOIO YIOCTOBEPEHHs JEKapCTBEHHOIO Ipenapara,
PocznpaBHamzop B TeueHue 30 pabounx JHEH C JaThl IOMYyYEHUS PE3YJIBTAaTOB IPOBEPKHU, BIIpaBe
HalpaBUTh JEPHKATEII0 PErMCTPALIMOHHOTO YAOCTOBEPEHUS 3apoc 0 HeoOXoauMocTH pa3paborku Ilnana
ynpasieHust puckamu (nanee - I[IYP) B coorBerctBum ¢ nynkramu 6.2.4-6.2.5 IlpaBun Haanmexaiuen
npakTuku papmakonaazopa EADC.

54. IIYP mnomnexut HampaBineHuto B PocsnapaBhamsop B Teuenue 60 paboumx IHEW € IaThI
noiydeHus 3anpoca Poc3apaBHaa3opa, ykazaHHOro B nyHkTe 52 Hactosero [lopsxka.

55. Ilpu BBIABIEHUU JepKaATEIIEM PETUCTPALIMOHHOIO yIOCTOBEPEHHUs JIEKAPCTBEHHOTIO IIpernapara,
B XOJ€ IPOBEICHMSA IpPOBEpKH, ykazaHHOM B nyHkre 50 Hacrosmero Ilopsaka, umHbopmauuu o
HECOOTBETCTBUU JIEKAPCTBEHHOTO TIperapara TpeOOBaHHSIM KadecTBa, d((HEKTUBHOCTU M 0E30MaCHOCTH,
JiepKaTellb  PEerucTPAallMOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOI'O IIpernapara BIIPaBE CaMOCTOSTENIBHO
paspabotars [1YP u npeacrasuts ero B Poc3apaBHaazop.

56. ITYP BxmouaeT monpoOHOE ONMMCAaHWE MEPOIPHUATUN MO (papMaKOHAA30pPy, HAIIPABJICHHBIX Ha
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BBISIBJICHHE, OLEHKY W MPEAOTBpPALICHUE WIM MUHHMH3ALUIO PUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMU
nperaparamu, BKIIo9as OleHKY () (GEeKTHBHOCTH JAHHBIX MEPOTIPUSATHIA.

57. Poc3apaBHam30p B CPOK, HE MpEeBBIMAIOMUNA 5 pabouymx aHEH ¢ garbl moctyruieHus [IYP,
HaIPaBJISIET €r0 B JKCIIEPTHYK) OPraHU3alUIO Ul IIPOBEICHUS HAYYHO-KIMHUYECKOM OLICHKU C LEJIBIO
OMpENENeHUs] JOCTAaTOYHOCTU MPEAaraéMblX MEpPONPUATHM I TPENOTBPAICHMs Bpela XU3HU H
3I0POBBIO TPaXKJaH IIPH IPUMEHEHHUH JIEKAPCTBEHHOI'O IIperapara.

58. 3akiroueHHe SKCIEPTHOM OpraHU3aluy O JOCTATOUYHOCTU NpemiokeHHbIX [IYP meponpustuii
JUISL TPEAOTBPAILICHUS BpEa KU3HU U 30POBBIO, TpaXkJAaH NPU NPUMEHEHUU JIEKAPCTBEHHOTO Mpenapara
HanpasisieTcss B Poc3apaBuanzop B Teuenue 20 pabounx aHei ¢ natel nocrymuienus [IYP B skcnepTHyto
OpraHU3ALMUIO.

59. Poc3apaBHan3op B TedeHHE S5 paboymx OHEH ¢ JaThl MOJIYYCHHS 3aKIIOYEHHS SKCIEPTHOM
OpraHu3alyy, YKa3aHHOTO B ITyHKTe 57 Hacrosmero [lopsaka, HanpasisgeT Jep:KaTeo perucTpaluoHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpemnapara yBenomiieHue o cornacoBanuu [IYP, nubo yBemomienue o
He00xoauMOCTH BHECeHUs u3meHeHui B [TYP.

60. B ciyuae momydeHus: yBeIOMIIEHUSI 0 HEOOXOIUMOCTH BHeceHHs u3meHenuii B [IYP nepxarens
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO TIpernapara B CpoK, He mpeBblmaronmii 20 padounx
JHEH CO [JHS NOJIy4eHHs [JaHHOIO yBeAOMJIEHUs, mpenacrtasiser B PocsapaBHamzop IIYP ¢ yuerom
BHECEHHBIX U3MECHEHUM.
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CMm. npedvioyuyio peoakyuro

61. Ilo mToram paccMOTpEHHUs PE3yJAbTaTOB MPOBEPKH, yKa3aHHBIX B MyHKTe 50 HACTOSIIETO
[Mopsiaka, MpeacTaBICHHBIX OPUANICCKUM JIMIIOM, Ha HMSI KOTOPOTO BBIJIAHO pa3pellieHHe Ha MPOBEICHUE
KIIMHUYECKUX WccaenoBanuii, Poc3npaBHaa3zop B Ttedenwe 30 pabodymx JHEH C AaThl TMONYYCHUS
PE3yJIBTaTOB MPOBEPKH, PACCMATPUBAET BOIIPOC O HANpaBlieHHH MUHHCTEPCTBY U FOPUAMUYCCKOMY JIUILY, HA
UMsI KOTOPOTO BBIJJAHO pa3pelICHHe Ha MPOBENCHHE KIMHHUYECKHX HCCIICIOBAHUN, COOTBETCTBYIOILIEH
UHPOpPMALMK Il PACCMOTPEHHsT BOIpOCa O HEOOXOAMMOCTH TPUOCTAHOBICHHUS KIMHUYECKOTO
WCCJICIOBAHUS, JOCPOYHOTO 3aBEPIICHUS KIMHUYECKOTO HCCICNOBaHUS, TUOO BHECEHUS M3MEHEHWH B
MIPOTOKOJT KIIMHUYECKOTO UCCIICTOBAHMSI.

Nudopmarms 06 N3MEHEHUSIX:
Ilynxkm 62 usmenen ¢ 21 cenmsabops 2020 e. - [lpuxasz Poczopasnaozopa om 16 utons 2020 2. N 6252

CMm. npedvioyuyio peoakyuio

62. Ilo pesynbraram ¢apmakoHanzopa PoczapaBHaa3op pazMemiaeT Ha CBOEM O(QHIIMAIBHOM CaiTe
B cetu "HMHTepHeT" nHpOpMaIuio o:

1) BBISIBIIEHHH HOBBIX HOATBEPKIACHHBIX JaHHBIX O I1OOOYHBIX JAEUCTBUSAX, HEKEJIATEIIbHBIX
peaKIUAX, CEPbE3HbIX HEXKENATENIbHBIX PEaKLUUSIX, HENPEABUIACHHBIX HEKEIATEIbHbIX PEAKUUAX IPHU
IIPUMEHEHNH JICKAPCTBEHHOTO IIperapara, B TOM YHCJIE BIUAIOINX Ha OTHOLICHHUE OKMIaeMOM IOJIb3bI K
BO3MOKHOMY PHUCKY IIPUMEHEHHSI IaHHOTO JIEKapCTBEHHOTO Mperapara;

2) npuHATBIX MUHHUCTEPCTBOM PELIEHUSIX O BHECEHUU NU3MEHEHUI B MHCTPYKLUIO 110 IPUMEHEHUIO
JIEKapCTBEHHOTO Ipernapara, O MPUOCTAHOBICHUM MPUMEHEHUS JIEKAPCTBEHHOI'O Mperapara, 00 HU3bATUU
u3 oOpalieHusi JEKapCTBEHHOTO Ipenapara HWIM O BO300OHOBJICHMM TPUMEHEHHUS JIEKapCTBEHHOTO
mpernapara, CBeJIeHUsI 0 KOTOPBIX MPEJCTABIAIOTCS MHHHUCTEPCTBOM B (pOpPME JIEKTPOHHOTO JTIOKYMEHTa,
MONMMCAaHHOTO YCUJICHHOW 3JIEKTPOHHON KBaIH(UIMPOBAaHHON MOANUCHIO, B Poc3apaBHaA30p B TeUeHHE
Tpex pabouyux JHEH cOo AHS MPUHATHS COOTBETCTBYIOIIETO PELICHUS.

*(1) Iynxr 52.1 crareu 4 @enepanbHoro 3akoHa ot 12 ampenst 2010 . N 61-@3 "O6 obpamenun
nekapcTBeHHBIX cpenctB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit @enepamuu, 2010, N 16, ct. 1815;
N 31, cr. 4161; N 42, ct. 5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446; N 53, cT. 7587,


http://ivo.garant.ru/document/redirect/12174909/40521
http://ivo.garant.ru/document/redirect/71634896/1062
http://ivo.garant.ru/document/redirect/74620442/1004
http://ivo.garant.ru/document/redirect/71634896/1061
http://ivo.garant.ru/document/redirect/74620442/1003

2013, N 27, c1. 3477; N 48, ct. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, ct. 7540; 2015, N 10,
ct. 1404; N 27, ct. 3951; N 29, ct. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, ct. 9; N 23, ct. 3287;
N 27, cT. 4238, 4283).

*(2) IlpaBuna Haamexamied NUpakTUKK (apMmakoHag3opa. YTBepxkaeHsl pemienreM Coera
EBpaswmiickoii DxoHomudeckoir Komuccun ot 3 HosiOps 2016 . N 87 (Odbunmanbupiii caiit EBpasuiickoro
SKOHOMMUECKOro coro3a https://docs.eaeunion.org/docs/ru-ru/01411948/cNed 21112016 87, 21 Hos0ps
2016).

*(3) llpaBmia Hammexamied KIMHUYECKOW MPaKTUKH EBpa3suiickoro SKOHOMHUYECKOTO COM03a.
YrBepxaensl pemenrem CoBera EBpaswmiickoit DxoHomuueckoit Komuccun ot 3 Hos6ps 2016 . N 79
(OdunmanbHbIiA CalT EBpa3niickoro SKOHOMHYECKOTO COr03a
https://docs.eaeunion.org/docs/ru-ru/01411924/cNed 21112016 79, 21 Hosi6ps 2016).

*(4) Ilpuxa3 MunucrepcTBa 31paBooxpaHenus Poccuiickoit @enepanuu ot 5 mas 2012 N 502H
"OO0 yTBEp)KICHUH MOPSIKA CO3aHUS U JEATETLHOCTH BpaueOHOM KOMUCCHU METUITMHCKON opraHu3aun”
(3apeructpupoBan Muntoctom Poccun 9 utons 2012 r., peructpauuonnsiii N 24516, PI" 22 utons 2012 .
N 141) B penaknuu [Ipukaza MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 02 mexabps
2013 N 886n "O BHecenuu u3MeHeHuM B Ilopsiiok co3naHus M JIEATENBHOCTH BpaueOHOM KOMHCCUU
MEIMIIMHCKON OpraHu3aIiy, yTBEPKACHHBIN MprKa3oM MUHHCTEPCTBA 3APaBOOXPAHEHUS U COIIHAIBHOTO
paszButusi Poccuiickoit @enepanun ot 5 mast 2012 . N 5021, u B [lopsiiok Ha3HAYeHUS U BBITUCHIBAHUS
JIEKapCTBEHHBIX MpENaparoB, YTBEPXKACHHBIN NpukazoM MuHUCTEpCTBa 3/ApaBooxpaHeHus Poccuiickoit
@eneparn ot 20 gexabps 20121 N 11758" (3apeructpupoBan Munroctom Poccum 23.12.2013
N 30714).

*(5) @enepanbHbiil 3ak0H OT 26 aekadps 2008 . N 294-D3 "O 3ammre npaB IOPUAHYECKAX JUI] U
WHAWBUAYAIbHBIX MpeINpUHUMATENIed MPU OCYIIECTBICHUN TOCYIapCTBEHHOTO KOHTPOJIsS (HaA30pa) |
MyHurnansHoro koHtpona" (CoOpanue 3akoHonmarenbctBa Poccuiickort ®enmepanmu, 2008, N 52,
cT. 6249; 2009, N 18, cT. 2140; N 29, c1. 3601; N 48, cT. 5711; N 52, cT. 6441; 2010, N 17, c1. 1988; N 18,
cT. 2142; N 31, ct. 4160, ct. 4193, cT. 4196, N 32, ct. 4298; 2011, N 1, ct. 20; N 17, ct. 2310; N 23,
cT. 3263; N 27, c1. 3880; N 30, cT. 4590; N 48, ct1. 6728; 2012, N 19, c1. 2281; N 26, cT. 3446; N 31,
cT. 4320, cT. 4322).

*(6) Ilpukasz denepanbHOM CIIy)0bI 10 Ham30py B cdepe 3apaBooxpanenust ot 07 aprycra 2015
N 5539 "O6 yrBepxkaenun I[lopsiaka ocymecTBIeHUS BEIOOPOYHOTO KOHTPOJIST Ka4eCTBA JIEKAPCTBEHHBIX
CpencTB Il MEAUIMHCKOro mpuMeHeHus" (3apeructpupoBan MwuHioctom Poccmm 9 aBrycra 2015 T,
peructpanronHbiii N 39263, "broiieTeHb HOPMaTUBHBIX aKTOB (Pe/IepaIbHbIX OpPraHOB MCIOJIHUTEIbHON
Binactu'", N 48, 30.11.2015).
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

TAPAHT:
Cwum. nannyto hopmy B peraktope MS-Word

CM. pekoMeHTyeMbIil 00pasel] U3BEIICHUs, pPa3MellleHHbIH Ha MHTepHET-caiite Poc3apaBHaazopa

IIpunaoxenune N 1

K [lopsanky ocymecTBiieHust
(¢papmaxonanzopa, yrBep:KIeHHOMY [IPUKA30M
DenepajbHOM Cay:KOBI IO HAA30PY B chepe
31PaBOOXpPaHEHHS

ot 15.02.17 N 1071

Pexomenayemblii 00pa3en

M3BENEHME O HEXEJIATEJILHOM PEAKIIMMU
Wi OTCYTCTBMM TEPAINEBTUMYECKOI'O 3$$EKTA
JIEKAPCTBEHHOI'O IIPEIIAPATA

1
|:| [lepBUYHOE | | HJomnoJsHuTesibHada MHOopMaLMA K COOOLEHUO
L1 N oT
1
IJaHHBEIE MalUMeHTa
|
|
1 1
VHuLIMaJe nalumMeHTa (koI IIalMeHTa) * IToJ | |M | |>K Bec KD
[ L1
|
1
1
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

BospacT BepeMeHHOCT: | |, cpox HeIesb
L
I
M —
Anneprua | |Her | |EcTs, Ha
L L
I
M I M
JleueHue | | aMByJaTopHOE | | cTaluroHapHoOe | | caMoJieueHue
L (- L

JlekapCTBEHHHE CpPeICTBa, NPEeONOJIOXUTEJILHO BH3BaBIME HP

|HaMMeHOBaHMe JIC |HpOM3BO,I[M'I‘eJ'Ib| Howmep | Joza, nOyThb | DaTa | ITaTa | [TokazaHme
| (Topromoe) * | | cepun | BBeIEeHUI | HayaJa |OKOHL_‘[aHT/LC[ |
| | | | | Tepanmum | Tepanmm |

01.12.2023 Cucrema TAPAHT 11/22



[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

HexesaTenpHaa peakuUusa |ﬂaTa Hauajia HP
| |
| 1
OnmMcaHMe peakKuuMm* (yKaxmuTe BCe OeTajM, BKJodasd JaHHBE JiabopaTOopPHBIX Kpurepmun cepbesHocTm HP:
MCCJIeIOBAaHUM)
|
|
|
|| | CMmepThb
|=
|
|
|

|| | Yrposa XU3HU

|| | TlNocniuranmuzaumsa miam
ee HnponjeHue

|| | VIHBAJIMOHOCTB
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

|LJ
|
|
|| | BpoxOeHHEIE aHOMaJIUM
|LJ
|
|
|| | KnvHrueckm 3HadmMoe
COOBITHE
|LJ
|
|
HDaTa paspewenHmsa HP || | He npuMeHMMO
|LJ
| |
[lpennpmMHATEE MEPEL
I
1 1 1
| | Bes neueHwus | | OrmMeHa nomosperaemoro JIC | | CHmxeHMe noswel JIC
L LI L1
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

|
]
1
| | HemMemnmkaMeHTO3Hasa Tepalud (B T.d. XUPYPI'MUECKOE BMEWATEJIECTBO)
L
|
]
1
| | JlekapcTBeHHAda Tepanmd
L
|
|
lcxon
|
1
1 1 1
| | BeIsmopoBJieHMe 0e3 NOCHIenCTBUM | | YiydlieHre COCTOAHME | | CocTosgHue 0e3 U3MEeHEeHUN
L L L
|
]
1
| | BEIZIOPORJIEHME C OCJEACTBMAMMU (yKaz3aThb)
L
1 1 1
| | CMmepTh | | HemsBecTHO | | He mnpuMeHMMO
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

L L1 L
|
1
1 1 1 1
Conporoxnajyiace Jsiu orMeHa JIC mcuesHoBeHMeM HP? | |HeT | |Ha | |HC He OTMEHSAJIOCH | |He IPUMEHVMO
L L L L1
|
1
1 1 1
HasxHauasiocb M JIEKApPCTBO IIOBTOPHO? | |HeT | |J_'|,a PesysabTar | |He NIPYMEHVMO I_J
LI L

ﬂpyr'r/[e J'[eKapC'I‘BeHHbIe Cpe,ﬂCTBa, HpMHMMaeMbIe B TeuyeHMe IIOCJIeIHUX 3 MecAdaleB, BKIIIOUAA JIC HpMHMMaeMbIe IIallMMeHTOM |
CaMOCTOSATEJILHO (10 COOCTBEHHOMY XEeJIaHMIO)

| |
|HaMMeHOBaHMe JIC |HpOM3BOJ1MTeJ'H:>| Howmep | Joza, nOyThb | ITaTa | TaTa | [lokazaHue

| (Toprosoe) | | cepumn | BBeIEeHUS | Hauaja |OKOHT~_TaHMFI |
| | | | | repammy | repammm |
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

4

IDaHHBIE coofmanmero Jumia

1

L1

| | Bpau

1

| | IpyToll crneumanucT CHUCTEMH 3IPaBOOXPaHEHUS

L1

KoHTakTHEI TejedpoH/e-mail:*

| | [TaumueHT

| | NHom

®.11.0

HOJDKHOCTBE M MeCTO pabOoTH

IJaTa coobmeHms

* noJjie o6g3aTesIbHO K 3alloJIHEeHUIO

01.12.2023
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

CoofumeHre MOXeT OBTh OTIPAaBJIEHO:
- e-mail: pharm@roszdravnadzor.ru,
- baxc: +7(495)698-15-73,
- OH-JIallH Ha calTe www.npr.roszdravnadzor.ru
- noutToBHM anpec: 109074, r. Mockra, CllaBgHCKad IJjomanb, IO. 4, cTpoeHue 1.

TAPAHT:

CwM. nannyto ¢popmy B penakrope MS-Word
IIpunoxenue N 2
K [lopsaky ocymecrBiieHust
¢apmaxonaazopa, yrBep:KIeHHOMY ITPUKA30M
DegepaJbHOM cJIyKk0bI 10 HAA30PY B cepe
3ApaBOOXPaHEHUs
or 15.02.17 N 1071

Pexomennyembliii 00pa3sen

CoofmeHne o cepbesHOM HEeNpeIBUIEHHOM HexeNaTeNbHOM peaxkuuu Ha
nexapcwsennmﬁ npenapar, Msyqammmﬁcz B KIJIIMHMNYECKOM MCCJIegOBaHUMN

N IIPOTOKOJIa KIIMHMYECKOI'O MCCJIEOOBaHMA

Hammenosanue JIC |

01.12.2023 Cucrema TAPAHT 17/22



[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

HamMeHoBaHme npoTOKOJa |

N paspeumeHusa Ha nposeneHue KU B PO |

HamMeHOBaHME JIEUEOHOTO YUPEXIOEHUS, B |
KOTOPOM BEHIABJIEHA HeXeJlaTeJlbHasd peaklusd |

(ecm peakumsa npomsomwsa B POCCUMCKOM |

denmepauunm)
]
I. MupopMaumss O HexeNaTeNbHOM peaxLun
I [ [ [ [ ]
1. VHMUMAJIE la. CrpaHa | 2. Iara | 2a. Bospact | 3.1ox | 4-6. JaTa |8—12. OTmMeTbTE BCe, UTO
naumeHTa | | pPOoXIOeHnsa | | | HayvajJja |COOTBe’I‘CTBye’I‘ HIJIP

| | | | |He>1<enaTeanOI7[| ]

| | | | | peaxkumum || | CMepThb

01.12.2023 Cucrema TAPAHT
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

| | | | | (mems |

| | | | | /mecan/ron) |

Tocnuranmuzauma mim ee
| | | | | | . nmponnenye

| | | | | | —

| | | | | || | croixas
yTpara |
| | | | | | |
TPYLOCIOCODHOCTM WMJIM
' ' ' ' ' I VHBaJIMOHOCTDb
7-13. OnmcaHMEe HexeJlaTeJIbHOM peakKUuM (BKJKUYAS IOaHHBE JIaOOPaATOPHHIX U |rj
MHCTPYMEHTAaJIbHEIX MCCJIeNOBAaHUIL) || |yrp03a XKUBHU
|-
|
II. Mudopmaumsa o NOAOSpeBaeMOM JIEKAapPCTBEHHOM IIpernapaTe (npenaparax)
I |
14. IlomospeBaeMEl JIEKAPCTBEHHB NpelapaT (BKJIoOYAS MEXOyHapOoOHOE |20. Vcuesyia M peakuusa IOCJIe
HellaTeHTOBaAaHHOE HaMMEHOBaHMEe MJIM TPYIIINVMPOBOYHOE HaMMeHOBaHVIe) |OTMeHI:>I npenapaTa?
|F7 1
|| [ma | [Hew
|L_J L1
| —
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

|| |HerMMeHMMO

|LJ

15. CyTouHas posa (B) 16. IIyTb (-1) BBeIOeHUS |21. BosHUKIIa JU

Ipeaxumg BHOBB I[I0CJIE
17. IokazaHue (2) K Hal3HAYEHUIO: |HOBTOpHOPO

|HpMMeHeHMH
|HeKapCTBeHHOPO
|npenapaTa?
|F7 1

|| [Ba | |ser

|LJ L1

=
|| |HerMMeHMMO
|LJ

18. JaTw JjieyeHUS C oo 19. TpOoIOOIXUTEJILHOCTEL Tepanmnmu

ITI. ConyrTcTByHlasi JIeKapCTBEHHas Tepanusi M aHaMHes
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...
Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

22 . ConyTCTBYOUMY JIEKAPCTBEHHE IpenapartT(-b) ¥ IaTH BBeOeHUSA (3a UCKJIOUEHVEM TeX, KOTOPHE IIPUMEHANM OJid
JIedeHMsa HEeXeJIaTeJIbHOM peaKLun)

23. Ipyrue peJieBaHTHHIE IaHHHE aHaMHe3a (HalpuMep, IOMaTrHOSBH, ajlJlepI'uy, OepeMeHHOCTbL C yKas3aHMEM BPEMEeHU
IoCcJieIHeM MeHCTpyauuwu, U T.H.)

TAPAHT:

Hyw™mepauus paznenoB mpuBOAUTCS B COOTBETCTBUU C UCTOUHUKOM
III. Muast mHbopMaums

24 . HauMeHOBaHME UM aIpec IPOMBBOIUTEIIS

24a. VDeHTUOUKALMOHHEM HOMEP CJydas |246. IaTa nojgydyeHusa MHOOPMaALMM O HeXeJlaTeJIbHOM peaKLUM
IIPOM3BOOUTETIEM

24B. VICcTOUHMK MHOOPMALIMM O HEXEeJIaTeJIbLHOW peakKLUU
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[pukasz OenepanbHOil cay)O0bI IO Ha30py B cdepe 3apaBooxpaneHus ot 15 despansa 2017 . N 1071 "O6 yreepskaennu [opsinka ocymectieHus hapMmakonamzopa” (c...

Pepaknus ¢ uamenenussmu N 6252 ot 16.07.2020

| 1 1

— |
L_J lccaenoBaHue | | JIntepatypa
LI

— |

1

| | CrneumanmncT 30paBOOXPaHeHUA

L

| | PerynaToOpHEE OpPI'aHH

| | IOpyros

25. JJaTa mDaHHOTO coofueHMs

26. Tun coobumeHus

1 1
| | [lepBrUHOE | | [loBTOpPHOE
L L
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