[Tpuka3z Munuctepctsa 3apaBooxpaneHusi PO ot 24 nosops 2021 r. N 1094u
"O06 yrBepxkaenuu [lopsiaka Ha3HAYCHHSI JICKAPCTBEHHBIX MPENapaToB, (GopM perenTypHbIX OJTaHKOB Ha
JIeKapCTBeHHbIE mpemnapathl, [lopsaka odhopMieHUs yka3aHHBIX OJTaHKOB, UX y4eTa U XpaHeHus, Gopm
OJIaHKOB PEIICTITOB, COJCPKAIINX HA3HAYCHNE HAPKOTUYECKHUX CPEJCTB WM IMCUXOTPOIMHBIX BEIIECTB,
[Topsimka uX U3TOTOBIICHUS, pACIIPEICIICHHS, PETUCTPALINH, YUeTa U XpaHeHus, a Takxke [IpaBun
odopmiieHUs1 OJTAHKOB PEIENTOB, B TOM YHCIE B (JOPME IJIEKTPOHHBIX JOKYMEHTOB"

B cootBercTBHM ¢ myHKTOM 16 uwactu 2 crathu 14 ®enepanbHoro 3akona ot 21 nHos6ps 2011 r.
N 323-®3 "OO6 ocHOBax oOXpaHbl 310pOBbs TrpaxnaH B Poccuiickoit ®enepamuu” (Cobpanue
3akoHoJatenbcTBa Poccuiickort ®eneparmu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nyHkTOM 2
crateu 26 @DenepanbHoro 3akoHa oT 8 suBapa 1998r. N 3-O3 "O HapKOTHUECKHUX CpPEICTBAX U
ncuxoTponHbix BemecTBax' (CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepanuu, 1998, N 2, cr. 219;
2017, N 31, cr. 4791), noanyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 [Tonoxenus o MuHucTepcTBe
3apaBooxpaHeHus Pocculickor @enepauuu, YTBEPKIAEHHOIO IocTaHoBiIeHUeM lIpaButenbcTBa
Poccuiickoit ®eneparu ot 19 wurons 2012r. N 608 (CoOpanue 3akoHOmarenbcTBa Poccuiickoit
®enepaunn, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
IPUKAa3bIBAIO:

1. YTBepauTs:

[Topsiiox Ha3HAUSHMS JICKAPCTBEHHBIX MIPENapaToB coriacHo npuioxenuto N 1;

(bopMBI perenTypHbIX OJAHKOB Ha JIEKaPCTBEHHBIE MPEnaparhbl corjaacHo npuioxeHuo N 2;

[Topsimox odopmileHUsT PEUENTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE Ipenaparbl, MX ydeTa |
XpaHeHus coryiacHo npuioxenuto N 3;

¢dopmMbl  OTAHKOB  pELENTOB, COJAEP)KAIIMX Ha3HAUYE€HHE HApPKOTHYECKUX CpPEACTB WU
MICUXOTPOITHBIX BELIECTB, COrIacHO npuioxenuto N 4;

[Topsimok  M3rOTOBJEHUS, pACIpelesieHHs, PperucTpanuy, Yydera W XpaHEHHUs peLenToB,
coJiepKalX Ha3Haue€HHe HApPKOTHMUYECKUX CPEACTB WM ICHUXOTPOIHBIX BELIECTB COTIACHO MPUIIOKEHUIO
N 5;

[IpaBuna odopmieHUS pELENnToB, COACPXKALIMX Ha3HAUYEHHE HAPKOTHYECKUX CpPEICTB WM
MICUXOTPOIHBIX BEILIECTB, B TOM YHUCIIE B (JOPME IEKTPOHHBIX JOKYMEHTOB COTJIacHO npuiioxkeHuto N 6.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepamuu ot 1 asrycra 2012 r. N 54n
"O6 ytBepxaeHUM (HOpMBI OJIAHKOB PELENTOB, COACPXKAIMX HAa3HAYCHHE HAPKOTHUYECKUX CPEACTB WU
MICUXOTPOITHBIX BEIIECTB, MOPSIIKa UX U3TOTOBJICHUS], pACIIPEICICHNUS, PETUCTPALlUH, yUeTa U XpaHeHHs, a
Taoke mpaBuwil opopmiteHus” (3apeructpupoBaH MunncTepcTBoM roctunmu Poccuiickoit @eneparmu 15
aBrycta 2012 r., peructparronssiii N 25190);

npuka3 MunucrepctBa 31paBooxpanenus Poccuiickoit @eneparyu ot 30 utons 2015 r. N 3851 "O
BHECEHUU U3MEHEHUH B mpuka3z MuHHcTepcTBa 31paBooxpanenust Poccuiickoit denepauuu ot 1 aBrycra
2012 r. N 54n "O6 yTtBepxkaeHuu GopMbl OJAHKOB PELENITOB, COJAEPKAIIUX HA3HAYEHUE HAPKOTUYECKUX
CPEZCTB MM MCUXOTPOMHBIX BEIIECTB, MOPS/IKA UX U3TOTOBJICHUS, paclpeeieHNs, pETUCTPALUHY, YUeTa U
XpaHeHHs, a Takke npaBun odopmieHusa” (3aperucTpupoBaH MUHHCTEPCTBOM IOCTUIMM Poccuiickoi
denepauun 27 Hos16ps 2015 r., perucrpaunonnsiii N 39868);

npuka3 MunucrepctBa 31paBooxpaneHus Poccuiickoit @enepauuu ot 21 anpens 2016 r. N 254n
"O BHeceHMM HM3MEHEHHUH B Npuka3 MuHHcTepcTBa 31paBooxpaHenust Poccuiickoir ®@enepauuu ot 20
nekabps 2012 r. N 11751 "O6 yTBepAeHUM MOpPAIKA HA3HAUYEHUS M BBIIUCHIBAHMS JIEKAPCTBEHHBIX
IpenapaToB, a Takxke (GOpM pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MPENapathl, MopsaKa oQpopMiIeHUs
yKa3aHHbIX OJaHKOB, WX Yy4eTa W XpaHeHus U npwiokenue N2 k mnpuxkazy MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoit @enepauun or 1 asrycra 2012r. N 54n "O6 yrtBepkaeHuu (opmsl
OJIaHKOB PELIENTOB, COAEPXKALIMX HAa3HAYCHHE HAPKOTUYECKUX CPEJICTB MJIM ICUXOTPOIHBIX BEIIECTB,
HOpsIIKA MX M3TOTOBJICHMS, DPACIpPEIeNICHHs], PEerucTpaliy, ydeTa M XpaHEHHs, a Takke MpaBuil
odopmnenus” (3apeructpupoBan MunucTepcTBoM toctuimu Poccuiickoit denepanu 18 wurons 2016 r.,
peructparrionnsiii N 42887);



MYHKT 4 U3MEHEHHUH, KOTOPbIE BHOCSATCS B HEKOTOPBIE MPHKa3bl MHUHUCTEPCTBA 3PaBOOXPAHCHHS
n couuanbHoro passutus Poccuiickoit ®enepanuu 1 MuHucrtepcTBa 3apaBooxpaHeHus Poccuiickon
@enepann IO BOIpocaM OOpaIlIeHUsl JIEKapCTBEHHBIX MPENapaToB, COJACPKALIIMX HAPKOTHUECKUE
CpeACTBa, TIICUXOTPOIHBIC BEIIECTBA M HX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEICTB, MOJUICKALINX
NPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEp)KICHHBIX TNPUKAa30M MHHUCTEPCTBA 3ApPaBOOXPAHEHUS
Poccuiickoit @eneparmu ot 31 okrsadps 2017 r. N 882H (3apeructpupoBan MHUHUCTEPCTBOM FOCTHIINU
Poccwuiickoit ®enepanmu 9 stuBapst 2018 r., peructpanmonnsiit N 49561);

npuka3 MunuctepctBa 31apaBooxpaneHust Poccuiickoit ®enepaumu ot 11 nexabps 2019r.
N 10211 "O BHecenuu m3meHeHuil B npuwiokenuss N 2 u 4 x npukasy MuHHCTEpCTBa 3ApaBOOXPaHEHUS
Poccuiickoit ®enepamuu ot 1 aBrycra 2012r1. N 54n "OO ytBepxneHuu (opMbl OJaHKOB PEIENTOB,
COZiep)KalllMX Ha3HAUYeHHE HAPKOTHYECKUX CPEICTB MM IICUXOTPONHBIX BEIIECTB, MOpAIKa HX
M3TOTOBIICHUSI, PACHpPEICNCHHs, PErucTpaluy, y4deTa M XpaHEeHHs, a TakkKe MNpaBuil oQpopMIICHHS"
(3apeructpupoBan MuHucTepcTBOM toctuiuu  Poccuiickorr  ®enpepanuu 28 suBaps 2020 r.,
peructparonssiii N 57293);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 8 oktsa6ps 2020 r. N 1076n
"O BHeceHuu u3MeHeHMd B [lopsgok perucrtpanuu, ydera M XpaHEHHs CIEHHATbHBIX PELEeNTYpPHBIX
OaHKOB Ha HApPKOTHYECKHUE CPEACTBA MJIM IICUXOTPOITHBIE BEIIECTBA, YTBEP)KICHHBIM MPUKA30M
MunucrepctBa 3npaBooxpaneHusi Poccuiickoii ®egeparum ot 1 aBrycra 2012r. N 54"
(3apeructpupoBan  MunuctepctBoM foctunmu  Poccmiickoit  ®epeparuu 13 HOa6ps 2020 r.,
peructparrionssiii N 60898);

npuka3 MunmncrepcTBa 31paBooxpanenus Poccuiickoit @eneparun ot 14 suBapst 2019 r. N 4u "O6
YTBEpKJIEHUM TOpPsJIKAa HA3HAUYEHHUS JIEKApCTBEHHBIX IPernaparoB, (OpPM peLenTypHbIX OJaHKOB Ha
JIeKapCTBEHHbIE Tpemnaparbl, MHOpsJaka O(QOpPMIICHMS YKa3aHHBIX ONAHKOB, WX YydeTa W XpaHeHus"
(3apeructpupoBan  MunuctepctBoM roctunmu  Poccuiickort  ®enmepanuu 26 wmapra 2019,
peructparrionusiii N 54173);

npuka3 MunuctepctBa 31apaBooxpaHeHust Poccuiickoit ®enepaumu ot 11 nexabps 2019r.
N 10221 "O BHeceHMH U3MEHEHMH B Mpuka3 MuHHCTepcTBa 3apaBooxpaHeHust Poccuiickoit denepanun
oT 14 suBaps 2019 1. N 4n "O6 yTBepACHUH MOPSAJKA Ha3HAYCHHS JICKAPCTBEHHBIX IpernaparoB, Gopm
peLenTypHbIX OJIAHKOB Ha JIEKapCTBEHHBIE INpernaparbl, Mopsaka opOopMIIECHHUs yKa3aHHBIX OJIAHKOB, MX
yueta U XxpaHeHus" (3apeructpupoBaH MuHuUcTepcTBOM foctuimu Poccuiickoit denepaunu 28 sHBaps
2020 r., peructparnuonnbiii N 57292);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 8 oktsa6ps 2020 r. N 10751
"O BHECEHMH MU3MEHEHUI B MOPSAIOK Ha3HAYCHUS JICKApPCTBEHHBIX NPENapaToB, yTBEP:KICHHbIN MPUKa30M
MunucrepcTBa 31paBooxpanenus Poccuiickoii ®eneparu ot 14 suBaps 2019 . N 41" (3apeructpupoBan
MunucrepctBom rocturmu Poccuntickoit denepanun 22 nexadps 2020 r., peructpaunonnsiit N 61695);

nyHKT 3.8 MHCTpYKIMU O MOPSJKE BBIMHMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB M OPOPMIICHHS
pelenToB M TpeOOBaHUI-HAKIATHBIX, YTBEPXKICHHOM MpHKazoM MUHHMCTEpCTBA 3/APaBOOXPAHEHUS U
couuanbHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsiake Ha3HaYeHUS U
BBINMCBIBAHUSA  JIGKAPCTBEHHBIX  IPENaparos, U3  MEIMUMHCKOTrO  Ha3HaueHWs U
CIEIUATU3UPOBAHHBIX TPOIYKTOB JEYeOHOro MUTaHus' (3aperucTpupoBaH MHHHUCTEPCTBOM FOCTHIINU
Poccwuiickoit @enepanuu 27 anpens 2007 r., peructpanuonnsiii N 9364);

nprka3 MUHUCTEpPCTBA 3IpaBOOXPAaHEHHs U cOLMabHOroO pa3Butus Poccuiickoit @enepaunu ot 17
mas 2012r. N562u "OOG ytBepxknenun Ilopsinka otmycka (U3HYECKMM JIMLAM JICKAPCTBEHHBIX
penapaToB i MEAULMHCKOIO NMPUMEHEHHS, COAEP)KAIIMX KPOME MasbIX KOJHYECTB HApKOTHUYECKHX
CpPEZCTB, NCUXOTPOIHBIX BELIECTB U MX MPEKYPCOPOB Apyrue (papmMakoIoruyeckue akTUBHbIC BellecTBa'
(3apeructpupoBan  MunuctepctBoM  roctuimu  Poccuiickoit  @emeparun 1 umions 2012,
peructparrionHsiii N 24438);

NYHKT 2 U3MEHEHUH, KOTOpbIe BHOCSATCS B HEKOTOpbIE NMpHKa3bl MUHUCTEPCTBA 3/IpaBOOXPAHEHHUS
U couuanpHoro pasButus Poccuiickoir denepanuu, yTBEpKIEHHBIX NPUKa30M MUHHUCTEpCTBA
3apaBooxpaHenust Poccuiickoit  ®enepampin ot 10 wmrons 2013r. N 369  (3apeructpupoBaH
MunucrepcTBoM rocturiuu Poccutickoit deaeparuu 15 utosst 2013 1., peructpannonnsiii N 29064);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 21 asrycra 2014 r. N 4651



"O BHECEHMHM M3MEHEHMH B MOPAIOK OTIyCKa (PU3MUECKUM JIMIAM JIEKAPCTBEHHBIX IPENapaToB s
MEIUIUHCKOTO TPUMEHEHUS, COJACpXKAlUX KPOME MallbIX KOJIMYECTB HAPKOTUYECKUX CPEICTB,
NICUXOTPOITHBIX BEIIECTB W HUX MPEKYpCOpoB Jpyrue (apMakoIOrMyecKue axkTHBHBIE BEILECTBA,
YTBEPXKACHHBIM IMPUKAa30M MUHUCTEPCTBA 3ApPAaBOOXPAHEHHs U COLMAIBHOIO pas3BuTus Poccuiickoit
®epepauun or 17 mas 2012r. N 562" (3apeructpupoBaH MuHHCTEpPCTBOM rOcTUIMU Poccuiickoit
®enepaunu 10 centsiops 2014 r., peructpaunonnsiii N 34024);

NYHKT 1 u3MeHeHU, KOTOpble BHOCATCS B HEKOTOPBIE NMPHKa3bl MHUHUCTEPCTBA 3PaBOOXPAHCHHS
u couuanbHoro passutus Poccuiickoir ®enepanuu u MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
denepanyy, yTBEpKICHHBIX MpUKa3oM MuHHcTepcTBa 31paBooxpanenus Poccuiickoit @enepanun ot 10
centTsiops 2015r. N 634n (3apeructpupoBan MunucrepctBoMm roctunmu Poccuiickoirt ®enepanuu 30
centsiops 2015 r., peructparmonnsiii N 39063);

MYHKT 3 U3MEHEHHUH, KOTOpbIE BHOCATCS B HEKOTOpPHIE NMPHKa3bl MHUHUCTEPCTBA 3PaBOOXPAHEHHS
u couuanbHoro passutus Poccuiickor ®enepanuu v MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
@enepann 1O BOIpocaM OOpaIleHUsl JIEKAapCTBEHHBIX MPENapaToB, COJACPKALIIMX HAPKOTHUECKUE
CpeACTBa, NCHXOTPOIHBbIC BEIIECTBA M HMX IPEKypCOPOB, M JIEKAPCTBEHHBIX CPEACTB, MOJUICKALINX
NPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEP)KICHHBIX TNPUKA30M MMHUCTEPCTBA 3ApaBOOXpPAHEHUS
Poccuiickoit @eneparmu ot 31 okrsadps 2017 r. N 882H (3apeructpupoBaH MHUHUCTEPCTBOM FOCTHIINU
Poccwuiickoit @eneparmu 9 ssuBapst 2018 r., peructpaunonnsiii N 49561).

3. Peuenrtypueie Omanku ¢opmber N 107/y-HII, m3rotoBieHHble 10 IHS BCTYIUICHHS B CHILY
HACTOSILEro MpUKa3a, MOr'yT OBITh MCIOJIb30BaHbI 10 1 mapTa 2023 rona.

4. Hactosmuit npukas Berynaet B cuity ¢ 1 mapra 2022 r. u nefictByert o 1 mapta 2028 r.

Munuctp M.A. Mypaiiiko

3apeructpupoBano B Munrocte P® 30 nostops 2021 r.
Perucrpaunonnsiii N 66124



IIpunoxenne N 1

K [IpyKa3y MHMHHCTEpPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

ITopsinok Ha3HAYEHHUS JIEKAPCTBEHHBIX NIPENApaToB

|. O01ue mooKeHus

1. HasHaueHHWe JIEKQpCTBEHHBIX MpENaparoB Uil MEIMIUHCKOTO NpUMeHeHus (mamee -
JICKapCTBEHHBIC Mpenaparbl) OCYIICCTBISETCS JiCYalMM BpadoM, (eNbAlIepoM, aKyIIepKoW B Cilydae
BO3JIOXKEHHUS HA HHUX I[IOJIHOMOYMH JIeyallero Bpaya, IPH OKa3aHUU MEIUIMHCKONW MOMOIIM B
MEJULMHCKUX OPraHu3alusX *, B MOPSIKE, YCTAHOBIEHHOM IIPUKa30M MHUHMCTEpPCTBA 31paBOOXPAHEHHS 1
coumansHoro pa3sutus Poccuiickoit denepanuu ot 23 mapra 2012 r. N 2521 "O6 ytBepxnaenun Ilopsaka
BO3JIOKECHHUSI Ha (eNpiepa, akyluepky pyKOBOIUTENEM MEAMIMHCKOW OpraHU3allid IpU OpraHu3aluu
OKa3aHWs IEPBUYHOM MEIMKO-CAHUTAPHOM IIOMOIIM M CKOPOM MEOUIUHCKONW IIOMOIUM OTACIIBHBIX
(byHKIMI JTeyalero Bpaya 1o HermocpeICTBEHHOMY OKa3aHHIO MEJUIIMHCKOM MOMOIIN NAllUeHTy B IEPUOJT
HAOJIIOIEHUS 32 HUM M €ro JICUCHHs, B TOM YHUCJIE O HA3HAYCHHIO W NPUMEHEHUIO JIeKapCTBEHHBIX
IpenapaToB, BKJIOYas HAPKOTHYECKHE JIEKAPCTBEHHbIE IpenapaTbl M IICUXOTPOIMHbIE JIEKAPCTBEHHBIE
npenapathl?,  WHIMBUAYQIbHBIMH  NPEANPHHAMATENSAMH,  OCYIIECTBISIONMMH  MEJMIIMHCKYIO
JeATENbHOCTD (1ajiee - MEUIIMHCKUE PAOOTHHUKH).

MenunuHckuii pabOTHUK, OGOPMHBIIMN pELENT C HapyUICHHEM HACTOSIIEro MNOopsaKa, WM
PYKOBOJUTENb MEIUIIMHCKON OpraHU3allul 00eCIIeunBalOT CBOEBPEMEHHOE ITepeoGopmileHIE TpeOyeMoro
JUISL TTAlIMEHTAa pelernTa.

2. CBeleHMS O Ha3HAYEHHOM JIEKapCTBEHHOM Ipenapare (HaMMEHOBaHHE JICKAPCTBEHHOTO
npernapara, JO3MpOBKa, CHOCOO0 BBEAECHUS M NPUMEHEHHUS, PEXHUM J03UPOBAHMS, MPOJOJIKHTEIHHOCTD
JeyeHus: 1 000CHOBaHNE Ha3HAYCHUS JIEKAPCTBEHHOT'O MpernapaTa) BHOCATCS MEJUIIMHCKIM paOOTHUKOM B
MEAULUHCKYIO0 JOKYMEHTALUIO NallUeHTa.

B cnywasx, ykasaHHbix B myHkTax 8-11 nacrosimero Ilopsaka, MeauuumHCKuUM pabOTHHK,
Ha3HAYMBILIMKA JIEKapCTBEHHBIN mIpenapat, oGopMiseT Ha3HAYEHHE JIEKAPCTBEHHBIX MpenapaToB, B TOM
YHCIe TMOIeKANIMX W3TOTOBJICHHIO M OTIYCKY alTeYHBIMH OpPTraHM3alusMU (Jajee - JIeKapCTBEHHBIE
npenaparsl WHAWBUAYaJIbHOTO W3TOTOBJICHUS), HA PEIENTYpHOM OslaHKe, O(OPMICHHOM Ha OyMa)KHOM
HOCHTENE 32 CBOCH MOAMHCHIO (anee - peuent Ha OyMakHOM HocHTene), U (M) ¢ corjlacusi MalueHTa
WM €r0 3aKOHHOTO IIPEICTAaBUTENSA® Ha pelentypHoM OnaHke B ()OpMe 3IEKTPOHHOTO JOKYMEHTa C
UCTOJIb30BAHUEM YCUJICHHOW KBAJIM(HUIMPOBAHHON 3JIEKTPOHHOW MOANMCH MEIUIMHCKOrO0 pabOTHUKA
(manee - peent B (popMe 3JIEKTPOHHOTO JOKYMEHTA).

Peniennt B (hopMme 31EKTPOHHOIO JOKYMEHTA, COAEPKAIIMK Ha3Hau€HHE HApPKOTHYECKUX CPEICTB
WIA TICUXOTPOIIHBIX BEILIECTB, MOJNMUCHIBACTCS C MCIOJIb30BAaHHUEM YCHUJICHHOW KBaJM(HUIIMPOBAHHON
AJIEKTPOHHOM MOJMMCHU JIeHalllero Bpaya Wi (enpaiiepa, akymepkd, Ha KOTOPhIX BO3JIOKEHbI (DYHKIHUU
Jledalero Bpaya, i COOTBETCTBYIOIIEH MeIUIIMHCKON opranu3auu *,

Odopmienue perentoB B (opMe JIEKTPOHHBIX JTOKYMEHTOB OCYILIECTBIISETCS B Clydae MPUHATUS
YIOJHOMOYEHHBIM OPraHOM HCIIOJIHUTENIbHOH BiacTu cyObekTa Poccuiickoit denepannu B COOTBETCTBUU
¢ nyHkroMm 4 crateu 6 @enepanbHoro 3axkoHa ot 12 ampens 2010r. N 61-®3 "O6 obpameHuu
JIEKAPCTBEHHBIX CPEACTB"® pelleHHs 00 HCIONb30BaHMM Ha TEPPUTOpPUU CcyObekTa Poccuiickoit
Qenepanuu HapsALy C peUenTaMd Ha JIEKapCTBEHHbIE Ipernaparhl, O(OPMIIEHHBIMH Ha OyMa)XKHOM
HOCHUTENIe, pELENTOB Ha JIEKAPCTBEHHbIE Mpenaparbl, CPOPMHUPOBAHHBIX B (OpME HIEKTPOHHBIX
JIOKYMEHTOB.

3. Ilpu BbIIMCKE NHalMEHTa W3 MEIUIUHCKONW OpraHu3alud, B KOTOPOH eMy OKa3blBajach
MEIMLMHCKasi IOMOIIb B CTAalMOHAPHBIX YCJIOBUAX, NPU HEOOXOAMMOCTH MPOJOJDKEHUS IpHeMa
JIEKapCTBEHHOT'O MpenapaTa B aMOyJaTOPHBIX YCIOBUSX AAHHOMY MAIMEHTY MO PELICHUI0 PYKOBOJIUTEIS
MEJIMLMHCKONW OpraHu3aluy Ha3HAvaroTCs ¢ opopmiieHneM perenTa B popMe 3IEKTPOHHOTO JOKYMEHTa U



(unm) Ha OyMakHOM HocuTene (3a UCKIIIOYeHHEeM O(OPMIICHUS PELIENITOB HA JIGKAPCTBCHHBIC MPETapaThl,
MOJUISKAIINE OTIYCKY OECIUIaTHO WJIM CO CKHIKOH) JIMOO BbIJArOTCS (MALMEHTY WM €ro 3aKOHHOMY
NPE/ICTABUTEII0) OAHOBPEMEHHO C BBIMMCKOW M3 HUCTOPUHM OOJIE3HU JICKAPCTBEHHBIE Iperaparbl, B TOM
qyciie HAapKOTHMYECKHE M IICUXOTPOIHbBIE JIEKAPCTBEHHBIE Ipenaparsl, BHeceHHble B crucku |l u 1l
NEepeYHs HAPKOTUYECKUX CPEJICTB, IICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJIEKAIIUX KOHTPOIIIO B
Poccuiickoii ®enepanuu, yrBepikaeHHoro IlpasutenscTBom Poccuiickoit ®enmepaunn® (mamee -
[lepeuens), CUITBHOACHCTBYIOIINE JICKAPCTBEHHBIEC IPENapaThl, Ha CPOK MPpHUEMa NAlUEeHTOM 10 5 THEH.

4. Ha3naueHue JEKapCTBEHHBIX MPENapaToB IMpH OKa3aHUM MEAUWIUHCKOW TIOMOLIM B
CTALIMOHAPHBIX YCIOBUAX MOXKET OCYILECTBIIATHCS MOCPEACTBOM TpeOOBaHUN MEIUIIMHCKONW OpraHU3allHH,
HaNpaBJIsieMbIX B allTEYHbIE OPraHU3alMH, SBISIOMUECS CTPYKTYPHBIMU MOAPa3ACICHUIMU MEIUIMHCKON
OpraHu3auu. ’

5. HasnaueHue JE€KapCTBEHHBIX IPENapaToB OCYIIECTBISECTCS MEIUIMHCKUM pPAOOTHHKOM II0
MEXIyHapOAHOMY HENAaTeHTOBAHHOMY HAWMEHOBAHUIO, a MPHU €ro OTCYTCTBHU - TPYHNIUPOBOYHOMY HIIH
XMMHUYECKOMY HAaMMEHOBaHHMIO. B cilyuae OTCyTCTBHS  MEXIYHApOAHOTO  HENAaTEHTOBAHHOTO
HAaMEHOBAHMUS W TPYNIHUPOBOYHOTO WJIM XHUMHYECKOIO HAMMEHOBAHHUS JIEKAPCTBEHHOI'O IIpernapara
JICKapCTBEHHBIH Mpenapar Ha3HA4YaeTCs] MEAMLUHCKUM paOOTHUKOM IO TOPrOBOMY HauMeHOBaHMIO. [Ipu
HAJIMYUM MEIUIMHCKUX TOKa3aHuW (MHIMBUAyajbHAs HENEPEHOCHMOCTb, 10 JKHM3HEHHBIM IOKA3aHUSIM)
0 pEIIeHHI0 BpaueOHON KOMHCCMH MEIUIMHCKOM OpraHU3aluM® oCyLIeCTBIAETCS HAa3HAYeHHE U
oopmieHre Ha3HAYEHMs JIEKAPCTBEHHBIX IPENapaTroB, HE BXOMANIMX B CTaHIAPThl MEIUIIMHCKON
TIOMOIIHY, pa3paboTaHHbIE B COOTBETCTBUM C IMyHKTOM 14 crathu 37 MdemepanbHoro 3akoHa N 323-®3°,
WIA HE MpeIyCMOTPEHHBIX COOTBETCTBYIOLICH KIMHMYECKOW peKOMEHJauuel, Jub0 IO TOProBBIM
HalMEHOBaHMUsM. Pemienne BpadeOHONW KOMHCCHMHM MEIUIIMHCKOM OpraHu3alnuu  (Qukcupyercs B
MEIUIMHCKON JOKYMEHTAIH MAIlMEeHTa U B XKypHaje BpaueOHON KOMUCCHH.

Ecin npu oOka3aHWM MalMEHTy MEIUIMHCKONH IOMOIIM B MEAMLUMHCKOW OpraHu3alii B
CTAllMOHAPHBIX YCJOBUSAX IO PEIICHUI0 BpaueOHOM KOMHUCCHM OCYLIECTBIISIOTCS Ha3HAueHUE U
NpPUMEHEHHE JIEKApCTBEHHOr'0 Mperapara ¢ KOHKPETHBIM TOPrOBBIM HaWMEHOBAaHUEM, TO MPH OKa3aHUH
JAHHOMY TMAaIMeHTy MEAWIUHCKONM MOMOIIM B HMHOM MEIMIIMHCKONW OpraHu3alii B CTallMOHAPHBIX
YCIOBUAX, a TaKKe B aMOYJIAaTOPHBIX YCIOBMSIX OCYLIECTBISETCS Ha3Hau€HHE €My JIEKapCTBEHHOIO
TIpenapara ¢ TeM ke TOProBbIM HauMeHoBaHueM O,

6. Ha3HaueHue JeKapCTBEHHOro Iperapara B pelente Ha OyMa)KHOM HOCHUTENE WU peLentTe B
dopMe BIEKTPOHHOrO JOKYMEHTa oQOpMIIIeTCS Ha UM TNalMeHTa, Uil KOTOPOro IpeaHa3HaueH
JIeKapCTBEHHBIH Mpemnapar.

Penent Ha OymaxxHOM HocuTene, odopmileHHBI Ha peuentypHoMm Omanke ¢opm N 107/y-HII,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(x1), yTBep>KACHHBIX HACTOSIIIMM MPHKA30M, MOXKET OBITh IOIYYCH
MAllMeHTOM, €ro 3aKOHHBIM NPEICTaBUTEIEM WM JIMLOM, UMEIOIUM O(OPMIIEHHYIO B COOTBETCTBHH C
IpaXJIaHCKUM 3aKoHoAaTenbcTBOM Poccuiickoit ®enepauuu TOBEPEeHHOCTh OT MAIEHTa Ha IPaBO
NOJTy4eHHSI TAaKOTO perenTa (fanee - yIoJIHOMOYSHHOE JIUIO).

[IpencraBiaeHne AOBEPEHHOCTH HE TpeOyeTcs B Cilydae IMOJIyuYeHUs pelienTa Ha JeKapCTBEHHBIH
npenapar /Ui HHKypaOeabHOTro 0OJBHOIO Ha 3aBEpLIAIOIIEM JTale ero KHU3HU JUIOM, OCYILECTBIISIOUINM
yXOJl 3a TaKUM HHKypaOenbHbIM OOJbHBIM. B TakoM ciydyae MeIMIMHCKMNA PaOOTHUK BBIJAET JIUILY,
OCYILLIECTBIISIOLIEMY YXOJ 32 MHKYpaOeJIbHbIM OOJbHBIM, JTOKYMEHT, MOATBEPKIAIOIUN HHKYpabeIbHOe
COCTOSIHUE OOJIBHOTO, COJEpXKAlMii CBEJCHUS O JHUIle, KOTOpoe OyAeT MoiydaTh JIEKapCTBEHHbIE
npenaparsl 1o peuenty (hamunms, uMs, 0TIECTBO (MOCIeHee - IPU HAJIMYKMHK), BUJ, cepust U (W) HOMep
JOKYMEHTa, YJ0CTOBEPSIOLIETO JIMYHOCTD), 3aBEPEHHBIN MOINUCHI0 U MEYaThI0 JaHHOTO MEIUIIMHCKOTO
pabOTHUKA, a TAKXKe MeYaThi0 METUIIMHCKON OpraHu3alltu.

JIOKyMeHT, NOATBEPXKJAIOIMNA HHKYpaOelbHOE COCTOSIHHE OOJIBHOTO, OCTaeTcs B alTEeYHOH
OpraHU3aLuy.

Penenit B opMe 3IIEKTPOHHOTO JOKyMEHTa (OPMHPYETCS C UCIOJIb30BAHUEM T'OCYIapCTBEHHOM
MH(POPMAIIMOHHOI cucTeMbl B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepanuu, MeIUIIMHCKON
HH(OPMAIIMOHHOM CHCTEMBI MEMIMHCKOI opranusanuy .

@akT BBJAUM peLENTa Ha JICKApCTBEHHBIH NpemapaT 3aKOHHOMY MpPEICTaBUTEN0 WIH
YIOJIHOMOYEHHOMY JINIY (DUKCUPYETCS B MEIUIIUHCKON TOKyMEHTAIUK NaleHTa.



7. MemunuHCKUM pabOTHHKaAM 3arpeniaercs oGopMiIsiTh pelenTsl MPU OTCYTCTBUU Y MallMEHTa
MEJUIMHCKUX MOKA3aHH; HA HEe3aperuCTPHPOBAHHbIE JIEKAPCTBEHHBIE MPENapaThl 2, HA JIeKaPCTBEHHbIE
npenaparsl, KOTOpPbIE B COOTBETCTBHM C MHCTPYKIMEH MO0 MEAMLIMHCKOMY HNPUMEHEHUIO MpeaHa3HauYCHbI
IUIs. IPUMEHEHHS TOJIBKO B MEJUIIMHCKUX OPraHU3alusAX; Ha HAPKOTHYECKUE CPENICTBA U MCUXOTPOITHBIE
BeliecTBa, BHeceHHble B crucok |l Ilepeuns, 3apeructpupoBaHHBIE B KayeCTBE JICKAPCTBEHHBIX
IpenapaToB, B LENAX MPUMEHEHUs U1 JIeYeHUs HAapKOMaHHUU.

WuauBuayanbHBIM — OPEANPUHUMATENSAM, OCYIIECTBIISIONIUM — MEIUIUHCKYIO  JIeSTeNIbHOCTB,
JONOJHUTENBHO K TpeOOBaHUSAM, YKa3aHHBIM B a03alle NEpBOM HACTOAIIETO IyHKTA, 3alperaeTcs
o(hopMIIATH peLenTsl Ha HAPKOTHYECKUE CPECTBA M MCUXOTPOITHBIE BEIeCTBA, BHECEHHBbIE B criucku |l u
Il Tlepeuns (manee - HAPKOTHYECKHE M IICUXOTPOIHBIC JIeKapCTBeHHbIe mpemapatsl crckoB I u 111
[Tepeuns).

8. Ilpu Ha3HAaYeHWH HAPKOTUYECKHX M TCHUXOTPOMHBIX JEKAPCTBEHHBIX MNpemnapartoB crucka |l
[lepeuns, 3a MCKIIOYEHUEM JICKAPCTBEHHBIX NpENapaToB B BHUJIE TPAHCIACPMAIBHBIX TEPAaNEBTHUYECKHX
CHCTEM M JIEKapCTBEHHBIX IIPENaparoB, COACPKAIIMX HAPKOTUYECKOE CPEICTBO B COUETAHUU C
AQHTarOHUCTOM OINMOMJHBIX PELENTOPOB, pELENThl Ha OyMaXHOM HOcHTede O(OpPMIAIOTCA Ha
peuentypHoM Oxanke gpopmer N 107/y-HII.

9. Peuentypusiii iank gopmer N 148-1/y-88 odopmirsiercs mpu Ha3HAYCHUM:

1) HapKOTHYECKUX M TCHXOTPOIHBIX JIGKAPCTBEHHBIX mpemnaparoB cnucka |l Ilepeuns B Buae
TPaHCAECPMAIBHBIX TEPANeBTUYECKUX CHCTEM, HApKOTUYECKHMX JIEKAapCTBEHHBIX MpemnapatoB crucka |l
[lepeuns, comepkalinx HAPKOTHUUYECKOE CPEJCTBO B COUETAHUU C AaHTArOHUCTOM OIMHOUIHBIX PELENTOPOB,
MICUXOTPOITHBIX JIEKapCTBEHHBIX Mpernaparos crucka |11 [epeuns;

2) KOMOMHHPOBaHHBIX JIEKAPCTBEHHBIX MIPENapaToB, COAePIKAIINX:

a) KOIEMH wWiu ero coiu (B TepecuyeTe Ha YUCTOE BEMIeCTBO) B KommuectBe 10 20 mr
BKJIFOUUTENBHO (Ha 1 mo3y TBepnoi ekapcTBeHHOW (opmbl) wian B koiudecTBe 10 200 Mr BKITIOUUTETHHO
(ra 100 M1 mim 100 r 5xuaKoi TeKapcTBEHHOM (HOPMBI IS BHY TPEHHETO IPUMEHEHHUS);

0) mnceBmoddenpuHa THIPOXJIOPHI B KojuuecTBe, npeBbimatomeM 30wmr, u g0 60 mr
BKJIFOUUTENBHO (Ha 1 03y TBEpAOil IeKapCTBEHHOH (HOPMBI);

B) nmiceBmoddenpuHa TUAPOXJIOpUI B KojuuecTBe, mpeBbimatomemM 30wmr, u g0 60 mMr
BKJIIOYUTEIBHO B COYETAaHMU C JIEKCTPOMETOp(aHOM THIPOOPOMHUAOM B KOJUYECTBE, IMPEBBIIIAOIIEM
10 mr, u o 30 Mr BIItoUHTEIbHO (Ha 1 103y TBEPIOi JIEKAPCTBEHHOU (hOPMBI);

r) nexcrpomeropdana ruapodpomua B koamdectse 10 200 mr BrimrounrensHo (Ha 100 mor w100
I KHJIKOW JIEKApPCTBEHHOW (POPMBI JJIsi BHYTPEHHETO IPUMECHEHHS);

1) adenprHa THIPOXIOpHI B KosnuecTBe, npepbimatoniem 100 mr, u 10 300 Mr BKItOYHTENBHO (HA
100 mu1 mim 100 r sxuakoii TekapcTBEHHOM (POPMBI [Tl BHYTPEHHETO MTPUMEHEHHUS);

e) odenpuHa ruapoxiopua B KomuuectBe a0 S50 Mr BkimrouuTenbHO (Ha 1 103y TBepmoi
JIEKapCTBEHHOH (pOpMBI);

X) (eHmnmponaHolaMMH B KOJMYECTBE J0 75 Mr BriIouutensHo (Ha 1 o3y TBepaoi
nekapctBeHHOH (Gopmbl) mwm 10 300 mr BriarountensHo (Ha 100 mu wimm 100 1 sxuakoit JiekapCcTBEHHON
(OPMBI Il BHYTPEHHETO [TPUMECHEHHS);

3) ¢genobapOUTaT B KOJMYECTBE 10 15 MI' BKIIFOUMTEIBHO B COYETAHUU C KOACUHOM (HMJIM €ro
COJISIMU) HE3aBHCHUMO OT KosmdecTBa (Ha 1 103y TBepaoii IekapcTBEHHOH (hOPMBI);

u) ¢eHobapOuTanm B koauuecTBe 0 20 M BKJIFOUMTEIBHO B COYETaHUH C IPESIPUHOM
THJIPOXJIOPUIOM HE3aBHCUMO OT KonndecTBa (Ha 1 103y TBepaoii iekapCcTBEHHOW (OPMBI);

K) XJIOpIUA3ernoKcH | B konnuecTse, npesbimatonieM 10 mr, u 1o 20 mr BrmouutensHo (Ha 1 103y
TBEPAOH JIEKaPCTBEHHOH (HOPMBI);

3) JeKapCcTBEHHBIX MPENapaToB HWHAWBUIYaJIBHOTO M3TOTOBJICHUS, COJAEPKALUIMX HAPKOTHYECKOE
CPEICTBO MM NcuXxoTpornHoe BemiecTBo crnucka |l Ilepeuns, u apyrue ¢gpapmMakoJoruuecKkue aKTHBHBIE
BEIIECTBA B J103€, HE TMpEBBbIIIAIOIIEH BBICIIYIO pa3oBYI0 J03y, M NpU YCIOBUH, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKapCTBEHHBIM Mpernapar He SBISETCS HAPKOTUYECKUM WM TCHUXOTPOMHBIM
JIeKapCTBEHHBIM IpenapatoMm crucka |l [Tepeuns;

4) JeKapCTBEHHBIX MpENapaToB, BKIIOYCHHBIX B IE€PEYCHb JIGKAPCTBEHHBIX CPEICTB JUIs
MEMIITHCKOTO TIPUMEHEHHS, TIOUISKAIIIX PESIMETHO-KOJIMIECTBEHHOMY yUeTy (aayee - JIeKapCTBEHHBIC



TIpenapaThl, BKIIOUeHHbIe B nepedens [TKY) 12,

10. PeuentypHusrit 6mank ¢popmbl N 148-1/y-04(i1) odopmiisieTcss mpu Ha3HAYCHUH JICKAPCTBEHHBIX
IpenapaToB TpakJaHaM, UMEIOIIUM IpaBo Ha OeCIUIaTHOE IMOJy4YeHHE JICKApPCTBEHHBIX MPENapaToB WU
MOJIyYeHHE JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOM.

11. Peuentypusiii O:tank gpopmer N 107-1/y opopmitsiercst mpu Ha3HAYCHHH:

1) nexapCTBEHHBIX NPEMAPaTOB, HE YKa3aHHbBIX B MyHKTax 8, 9 Hacrosmero [Topsaka;

2) KOMOMHHMPOBaHHBIX JICKAPCTBEHHBIX MIPENapaToB, COACPIKAIINX:

a) JproraMHMHa TUAPOTAPTPaT B KOJMYECTBE A0 S Mr BKItouuTenabHO (Ha 1 103y TBepHoii
JICKapCTBEHHOM (popMBbl);

0) adenpuna ruapoxsaopus B konmdectse 10 100 mr Brimrounrtenbao (Ha 100 mut mm 100 r sxuakoit
JIEKapCTBEHHOM (DOPMBI JUIsi BHYTPEHHETO IPUMEHEHUS);

B) TCeBIOdpeapruHa TUIPOXIOpUA B KoimdecTBe, He mpesbimatomeM 30 mr (Ha 1 mo3y TBepaoi
JIEKapCTBEHHOM (popMBI);

r) nceBmoddenprHa THIPOXJIOPUI B KOJIWYECTBE, He mpeBbimaronieM 30 Mr, B COYETaHUU C
JexkcTpoMeTophaHoM TUAPOOPOMHUIOM B KonmuecTBe, npeBbimaromeM 10 mr, u 10 30 Mr BKIIOUHTEIHHO
(Ha 1 103y TBepOii JIEKapCTBEHHOU (POPMBI);

1) JekctpoMeropdaHa THAPOOpOMHI B KojuuecTBe, mpeBbimaromeM 10wmr, u g0 30 mr
BKJIFOUUTENBHO (Ha 1 03y TBEpAOil TeKapcTBEHHOM (HOPMBI);

e) deHobapOuTan B koauuectBe, npesbimatonieM 20 mr, u 1o 50 Mr BrimouutenbHo (Ha 1 103y
TBEPAOH JIEKapCTBEHHOH (HOpMBI);

k) ¢enobapOuran B komumuectBe 10 20 MI BKIIIOYHTENTHHO B COYETAHUH C DIPrOTAMUHOM
THPOTAPTPATOM HE3aBUCHMO OT KojmdecTBa (Ha 1 103y TBep/0# JekapcTBEHHOH (popMbl);

3) XJopauazenokcua B Koamdectse 10 10 Mr BrimounTenpHO (Ha 1 103y TBep/O# JieKapCTBEHHON
(bopMEI).

12. [Ipu Ha3HAUEHUH JIEKAPCTBEHHOrO Ipernapara WHAWBUIYAIbHOTO M3TOTOBIICHUS B pelernTe Ha
OyMa)XHOM HocuTene U (Win) pernente B opMe dIEKTPOHHOTO JOKYMEHTa HAaMMEHOBAHHS JIGKaPCTBEHHBIX
cpencTtB (BemiecTB), BKIOUeHHBIX B mepedeHb [IKVY, ykaspiBaloTcs B Haudaie perenra, 3aTeM - BCe
OCTaJIbHbIE HHTPEIUEHTHI.

13. [Ipu Ha3HAYCHWU JIEKAPCTBEHHOTrO Mpemapara B peuente Ha OyMa)kHOM HocuTede u (W)
peuente B (opMe >IEKTPOHHOTO JOKYMEHTa 3alpellaeTcsi MPEBBIIIATh KOJIWYECTBO HAPKOTHYECKUX
CPEICTB MJIH ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIITMCAHO B OJJHOM peELeNTe, YCTaHOBIEHHOE
npunoxenueM N 1 k Hacrosmemy Ilopsaky, 3a UCKIIOUEHHEM Cy4aeB, YKa3aHHBIX B IMyHKTax 15 u 24
Hacrosero [opska.

14. Ilpu Ha3HAUYEHUM JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B nepedeHsb [IKY, no3a koTopbix
NPEBBIIAET BBICIIMM OJHOKpPATHBI NpUeM, MEIAUUUHCKMM pabOTHUK 0003Ha4yaeT 03y JTOro
JIEKapCTBEHHOTO IIpernapara B pelente Ha OyMaXHOM HOCUTENIe IPONUCHI0 C IPOCTaBICHUEM
BOCKJIMIIATENILHOTO 3HaKa M (WMJIM) MPOCTAaBISICT BOCKIMIATEIBHBIH 3HAK MpH O(OPMIICHUH peLenTa B
(opMe IEKTPOHHOTO JJOKYMEHTA.

15. KosnnuecTBO Ha3HAUYEHHBIX JICKAPCTBEHHBIX IpenapaToB, BKIOYEHHBIX B nepedens [IKY, npu
OKa3aHMM MalUEHTaM, HY>KIAIOUUMCS B JUIMTEIbHOM JICYUEHUH, IEPBUYHON MEMKO-CAaHUTAPHOU MTOMOLIH
U NAJUTMATUBHOM MEIUIIMHCKOM MOMOIIY MOXET ObITh YBEIMUYEHO C YUETOM KIMHHUUYECKUX PEKOMEHAALUI
He Oosiee yeM B 2 pas3a IO CPaBHEHHUIO C KOJMYECTBOM HAPKOTHYECKUX CPEACTB MM ICUXOTPOIHBIX
BEIIIECTB, KOTOPOE MOXET OBITh BHIMMCAHO B OJHOM pelenTe, YCTaHOBIEHHbIM npuioxkenuem N 1 k
Hacrosemy [lopsaxy.

B cny4asx, npeaycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIIEroO MMyHKTa, HA peLenTax Ha OyMakHOM
HOCHTEJIe TPOU3BOIUTCS HaAmuch 'Tlo crenuanbHOMYy HA3HAYEHUIO", OTIENIbHO 3aBEpeHHAs MOIHMCHIO
MEJULMHCKOr0 pabOTHUKAa M TeyaTbl0 MEIUIMHCKOM opraHuzanmu "J{is penenrtoB”, Ha perenrax B
dopMe 3IEKTPOHHOTO JOKyMEHTa Mpou3BoAMTCS oTMeTka '[lo crnenmanbHOMY Ha3HAa4eHHIO' C
IPOCTABJICHUEM YCUICHHOM KBATU(UIIMPOBAHHON 3JIEKTPOHHOM MOAMUCH MEIUIIMHCKOTO pabOTHHUKA.

16. CoctaB nekapcTBEHHOrO Mpernapara, JieKapcTBeHHass (GopMa U oOpalleHue MeIUIMHCKOIro
paboTHUKA K (apMaleBTUYECKOMY paOOTHHMKY 00 OTIyCKe JEKapCTBEHHOIO Mpernapara Ha OyMaKHOM
HocuTelle OOPMIISIOTCS. Ha JIATUHCKOM MJIM PYCCKOM SI3bIKE B POJUTEIBHOM Majexke, 3a UCKIIOYCHHEM



oopmieHus perenToB B GopMe IMEKTPOHHOTO JOKYMEHTA, OCYIIECTBIIEMOT0 Ha PYCCKOM SI3BIKE.

[Ipu odopmieHNMH peuUenTypHBIX OJaHKOB JIOMYCKaeTcs HCIOJb30BAHHWE COKpAIlCHHi
(mpunoxenue N 2 x HacTosimemy [lopsaky).

IIpy Ha3HaueHWM JIEKAPCTBEHHOrO IIperapara He JOIyCKAaeTCs COKpallleHHe HAauMEHOBaHHM
MHTPEIMEHTOB, COCTABJISIOIIMX JIEKAPCTBEHHBIN Mperapar, He MO3BOJISIONMX YCTAHOBUTh, KAKOW MMEHHO
JIEKapCTBEHHBIH Mpenapar Ha3HaueH.

17. Cnoco0® nmpuMeHeHus JeKapCTBEHHOrO IMpernapara 0003HavaeTcs ¢ yKa3aHUEM IyTH BBEICHMS,
J03bl, YaCTOThI, BPEMEHHU MpUEMa OTHOCHTEIHHO CHa (yTpOM, Ha HOYb) U €ro UIMTEIBHOCTH, a IJIs
JICKapCTBEHHBIX MPENapaToB, B3aUMOACHCTBYIONIUX C MUILEH, - BpeMEHHU UX YIOTPEOICHUs OTHOCUTEIIBHO
npreMa IHIH (10 ebl, BO BPEMs €/Ibl, TOCIIE CJIbI).

18. IIpu HEOOXOAMMOCTH HEMEUICHHOT'O HIIM CPOYHOTO (B TCUCHHE JIBYX pa0dOYMX JIHEH) OTIyCKa
JIEKapCTBEHHOT O IpenapaTa MalueHTy B BEpXHeH yacTu peuenta Ha 0yMa)XHOM HOCHTENIE MPOCTABISIOTCS
obo3navyenus "Cit0" (cpouno) wiam "statim" (HememsieHHO). AHAJOTHMUYHBIE 0003HAYCHUS MTPOCTABIISIOTCS B
BUJIE OTMETOK MPpH 0(OPMIIEHUH pelenTa B (hopMe 3JEKTPOHHOTO JIOKYMEHTA.

19. Ilpu opopmieHnn Ha3HAUEHUS TOTOBOTO JIEKAPCTBEHHOI'O IIperapara B perente Ha OyMaKHOM
HOCUTENIE WIM peuente B (opMe HIEKTPOHHOTO JOKYMEHTa KOJHMYECTBO JACHUCTBYIOLIUX BEIIECTB
yKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIMEH MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOI'O
npenapara. J[omycTuMo yKa3blBaTh J03MPOBKY JICKAPCTBEHHBIX MPENapaToB CHCTEMHOTO NEHCTBHS (1S
PE30pOTUBHOTO TpHEMa) B TBEPABIX JIEKApCTBEHHBIX (popMmax (Hampumep, TabJIETKH, MOPOIIKHU, KAIICYJIbI)
Kak COJIep)KaHWEe OJHOTO WIJIM HECKOJBKUX JCHCTBYIOIIMX BEIISCTB B EIMHUIAX Macchl (B rpamMmax,
MIJUTATpaMMax). JomycTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPEMAapaTOB CUCTEMHOrO JCHCTBUS
(U1 pe30pOTUBHOTO MPUMEHEHHST) B KHUJIKUX JICKAPCTBEHHBIX (popMax (Harpumep, pacTBOPHI, CYCIICH3HH)
KaK CoOJIep’KaHHe OJHOTO MJIM HECKOJIbKMX JCHCTBYIOUIMX BEIIECTB B €AMHUIIAX MAacChl Ha EIUHUILY
o0bema (HarmpuMep, MIIDTHTPAaMM/MUILTHIIATP) C yKa3aHUueM o0IIero oobeMa JIeKapCTBEHHON (POPMBI.

[Tpu odopmieHnn Ha3zHau€HUs JIEKAPCTBEHHOrO MpenapaTa MHIUBUAYAIBHOI'O HM3TOTOBJICHHUS B
perienTe Ha OyMa)KHOM HOCHUTEJIE WK perente B (hopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO TBEPIBIX U
Chimyuynx (hapMaleBTHUECKUX cyOcTaHimii ykaseiBaercss B rpammax (0,001; 0,5; 1,0), xuakux - B
MWUTHIIUTPaX, TPaMMax U Karuisx.

20. Penentel Ha OyMa)XxHOM HOcCHTeNE, B (OpMe 3JIEKTPOHHOIO JOKyMEHTa, Oo(pOopMIICHHbIE Ha
peuentypHoMm Onanke Qopmer N 148-1/y-88 wu mnpenHasHaueHHbIE JUIS  OTIYCKa JIGKAPCTBEHHBIX
IpernaparoB, MpeayCMOTPEHHBIX moanyHkTamu 1-3 myHkra 9 Hacrosiero Ilopsinka, AedCTBUTENbHBI B
TedyeHue 15 qHeit co AHA opopmIIeHUs.

21. Penentel Ha OyMa)XHOM HOCHTENE, B (pOpMe 3JIEKTPOHHOIO JOKYMEHTa, O(opMIIECHHBIE Ha
peuentypHom Onanke (opmber N 148-1/y-04(;1) u mnpenHasHaueHHbIE IS OTIYCKAa JIEKAPCTBEHHBIX
IpenapaToB rpakJaHaM, yka3zaHHbIM B nmyHkTe 10 Hactosmero Ilopsnka, aedictButenbHbl B TedeHue 30
JHEH co THSA opOopMIIeHHs], 32 UCKIIOYEHUEM CIIydaeB O(OpPMIICHHs pelenTa B COOTBETCTBUU C IyHKTaMHU
38 u 39 nacrosimiero [lopsnka, mpu KOTOPHIX OH JEHCTBUTENEH B TeueHue 15 nueit co aust ohopmIieHws.

22. Penentsl Ha OyMa)XHOM HOCHTEJE, B (pOopMe 3JIEKTPOHHOIO JOKYMEHTa, O(opMIEHHBIE Ha
peuentypHom Onanke (opmber N 148-1/y-04(;1) u mnpenHasHaueHHbIE JJISI OTIYCKAa JIEKAPCTBEHHBIX
OpenapaToB rpaxjaHaM, JOCTUIIIMM TI€HCMOHHOTO  BO3pacTa, WHBAIMWIAM MEPBOH  IpyMIbI,
JeTAM-UHBAIUAAaM, a TaKkKe TpakAaHaM, CTPAIalolUM XPOHMYECKHMMM 3a00JIEBAaHUSAMH, TPEOYIOLUIUMHU
JUINTENIBHOTO KYyPCOBOTO JieueHus, AelcTBUTenbHbl B TeueHue 90 nHeill co aHa odopmieHus, 3a
UCKJIIOUEHHEM CJIy4aeB, yKa3aHHbIX B MNyHKTax 38 u 39 Hacrosmero llopsinka, mpu KOTOpBIX OH
JeiicTBuTeNeH B TeueHue 15 qHeii co qHs opopMIIeHuUS.

Jis nedeHus XpOHMYECKMX 3a00J€BaHMN YKa3aHHBIM KaTEropusM TpaxJaH JeKapCTBEHHbIC
npenapaTthl ¢ 0pOpPMICHHEM PELENTOB Ha OyMaXXHOM HOCHTEJE WJIN PELEeNnToB B (hOpME 3IEKTPOHHOIO
JIOKYMEHTa MOT'YT Ha3HauaThcs Ha Kypc jeueHus 1o 180 nueid.

23. Penentel Ha OyMa)XHOM HOCHTENeE, B (popMe 3JIEKTPOHHOIO JOKYMEHTa, Oo(opMIEHHBIE Ha
peuentypHoMm Omanke ¢gopmbl N 107-1/y n nmpenHa3HaueHHBIE U OTITyCKa JICKAPCTBEHHBIX MPETapaToB,
OpeaycMOTpeHHBIX MyHKTOM 11 Hacrosimero Ilopsiaka, neilicTButenbHbl B TedeHue 60 aHelt co aHA
0o OpMIICHHUS.

[Ipy Ha3Haue€HMM TOTOBBIX JIEKAPCTBEHHBIX NpPENapaToB U JIEKAPCTBEHHBIX MPENapaToB



MHIMBUIYaTbHOTO W3TOTOBJICHUS MAIlMEHTaM C 3a00JeBaHUAMHU, TPEOYIOIUMH UIUTEIBHOIO KYPCOBOTO
nedyenusi, ¢ opopmiieHreM Ha perentypHoM Onanke ¢popmbl N 107-1/y penenita Ha OymMa)KHOM HOCHUTEIIE
wid B popMe IEKTPOHHOTO JOKYMEHTa YCTaHABIMBACTCS CPOK JIEHCTBUS pelenTa B Mpeaesax 10 OJHOTo
roja.

B cnyuae ycraHOBIEHHMsS CpoKa JEHCTBHA pelenrta B Ipeiesax J0 OJHOrO roja B peLente
npou3BoauTcss Hagmuch: "Ilo cnenmanbHOMY Ha3HaueHHIO', 0003HAYaeTCsl CPOK JACHCTBHS pelenTta U
NEPUOIUYHOCTD OTITyCKa JICKAPCTBEHHBIX MPENapaToB U3 aNTeYHOW OpPraHU3allMH WIK MHAWBUAYAIbHBIM
IpeAnpUHUMAaTeNeM, HUMEIOIMM JIMIEH3MI0 Ha (apMaleBTHUECKYI0 AeATelIbHOCTh 4 (exeHenensHo,
€KEMECSYHO M WHBIC MEpHOJbI). JOMOIHUTENBHO 3TO yKa3aHHE 3aBEPSCTCS MOJIMHMCHI0 MEIHIIMHCKOTO
pabOTHHKA, a TaKKe MeYaThl0 MEIULIUHCKOM opranm3auuu "Jns peuentos” (s pernenTta Ha OyMaKHOM
HOCHUTEJIC) WIN YCHJICHHOW KBaJU(HUIUPOBAHHON AJICKTPOHHOM MOJMHMCHI0 MEAUIIMHCKOTO paOOTHUKA U
JMLA, YIOJHOMOYEHHOTO 3aBEepSATh JOKYMEHTHI OT MMEHU MEIUIMHCKON opraHuzanuu (Ui perenta B
(dopMe IIEKTPOHHOTO JOKYMEHTA).

24. Peuentbl Ha JIEKapCTBEHHBIC Ipenaparhbl, BKIOueHHbIe B mnepedeHb I[IKY, mna neuenus
MAIMEHTOB ¢ XPOHUYECKUMU 3a00JIEBaHUSIMH MOTYT 0pOPMIIATHCA Ha Kypc JeueHus 10 60 aHeit.

B cnyuae, xorma xypc neueHus cocrapusier Oonee 30 mHeEH, JOMONHUTENBHO B pelenTax Ha
OyMa)XHOM HOCHUTEJIe MPOU3BOIUTCS Haamuch "'[lo cnenuansHOMY HAa3HAYCHHIO', 3aBEPEHHAs MOATMHUCHIO
MEJMLMHCKOr0 pabOTHUMKAa W TeYaThbl0 MEIUIMHCKON opranuzanuu "Jlns peuenrtoB”, Ha perenrax B
¢dopMe BIEKTPOHHOTO JOKyMEHTa Mpou3BoAuTCs oTMmeTka "[lo crnenmanbHOMY Ha3Ha4eHHIO" C
MPOCTABJICHUEM YCHJIECHHON KBaJHU(PUIUPOBAHHON 3JIEKTPOHHON MOANMCH MEIMIIMHCKOTO pabOTHHUKA U
JIMIIA, YIIOJTHOMOYEHHOTO 3aBEPATh JTOKYMEHTHI OT UMEHH MEIUIIMHCKONH OpraHU3alHH.

25. Peuent Ha OyMaXHOM HocHTele B (popMe DJIEKTPOHHOTO JOKYMEHTa, O(GOpPMIIEHHBIH C
HapylIeHHEeM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeOGoBaHUMN, CUUTAETCS HEICHCTBUTENBHBIM.

1. Ha3HauyeHHe JIeKAPCTBEHHBIX NPeNapaToB NPH 0Ka3aHUU MeIULMHCKOI MOMOIIH B
CTAIMOHAPHBIX YCJIOBHAX

26. Ilpu oka3aHWM MAIMEHTy MEIWIMHCKOW IOMOIIY B CTAllMOHAPHBIX YCIIOBUSX Ha3HAUYCHUE
JIEKapCTBEHHBIX IIPENapaToB MNpPOU3BOAUTCS 0e3 odopmileHHs pelenta MEAMIUHCKAM pabOTHHKOM
€IMHOJINYHO, 32 HCKIIFOUCHHEM CITy4aeB, yKa3aHHBIX B MyHKTe 27 Hactosmero [Topska.

27. CormnacoBaHWe Ha3HA4YCHUS JICKAPCTBEHHBIX IPENapaToB C 3aBEAYIOIIUM OT/ACICHHEM HIIH
OTBETCTBEHHBIM JEKYPHBIM BPAadyoOM JHOO JAPYTUM JIUIIOM, YIIOJTHOMOYEHHBIM IPHKA30M TJIABHOTO Bpaya
MEIUIIMHCKOW OpraHW3aluM, a TaKKe, NpU HaJIWMYUH, C BPadyoM - KIMHUYECKUM (PapMaKoIorom
HEOOXOIMMO B CITy4dasiX:

1) omHOBpEMEHHOTO Ha3HAUCHUS MIATH U OOJIee JIEKaPCTBEHHBIX MPETapaToB OJHOMY MAIlHEHTY;

2) Ha3HAYEHHS JICKAPCTBEHHBIX MPENapaToB, HE BXOAALIUX B MIEPEYCHB )KU3HEHHO HEOOXOMMBIX H
Ba)KHEMIIMX JleKapCTBEHHBIX MpenaparoB'®, Hpu HETUNMYHOM TedeHMM 3a00leBaHHs, HATHYUHU
OCJIO)KHEHHH OCHOBHOTO 3a0oiieBaHMss W (MJIHM) CONYTCTBYIOIIMX 3a00JeBaHWiA, NPH Ha3HAYCHUH
JICKapCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aUMOJCUCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHMSAM TI0 HX [PUMEHEHHIO MPUBOIAT K CHIKCHUIO JS(QPEKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (MIH) CO3AAI0T MOTEHIMAIBHYIO ONTACHOCTD /ISl )KM3HU M 3[JOPOBBS MAIIHEHTA.

B yka3aHHBIX Ciy4asx Ha3Hau€HHE JEKAPCTBEHHBIX NPENapaTroB (UKCUPYETCS B MEIHLUHCKOM
JOKyMEHTAllMM TalueHTa W 3aBepsieTcs MOANUCHI0 MEIUIIMHCKOrO paOOTHHKA | 3aBEIyIOLIECTO
oTeneHueM (OTBETCTBEHHOT'O JIS)KYPHOT'0 Bpaya WK IPYToro YIOJIHOMOYESHHOTO JIUIIA).

28. MemuuuHCKUH paOOTHUK MEIUIIMHCKOW OpraHM3aluu (€€ CTPYKTYpHOTO IIO/pa3lesICHHs),
pPacHONIOKEHHOH B CEIBCKOM HACEIEHHOM IIYHKTE, OCYLIECTBISCT Ha3HAYCHUE JICKApCTBEHHBIX
IpernaparoB B ClIydasix, yKa3aHHBIX B yHKTax 27 u 29 Hactosero [lopsnka, eqMHOIMYHO.

29. Tlo pemeHnto BpayeOHON KOMHUCCUU TAlMEHTaM MPH OKa3aHWU MM MEAMIUHCKOW MOMOIIY B
CTal[MOHAPHBIX YCJIOBHMSX HA3HAYAIOTCS JIGKAPCTBEHHBIC IIpENaparhl, HE BKJIIOYCHHBIC B IEpEYCHb
KM3HEHHO HEOOXOAMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX MpENapaTroB, B CiIydyae WX 3aMEHbl H3-3a
WHIUBUTy ATBHOW HETIEPEHOCHMOCTH, IO )KU3HEHHBIM TIOKa3aHHSM.



Pemenne BpaueOHOM KOMHCCHM (HUKCHPYETCSI B MEAWIMHCKOW JIOKYMEHTAllUM TalueHTa H
KypHaje BpaueOHOIl KOMUCCHH.

30. B ciywasx oOciemoBaHHsl M JICUCHHs TIpaXJaHMHA B CTAllMOHAPHBIX YCIOBUAX B paMKax
IIPENOCTABICHNS MEJUIUHCKHUX YCIYT Ha BO3ME3HON OCHOBE 3a CYET JIMYHBIX CPEICTB I'PaXKIaH, CPEICTB
IOPUJIMYECKUX JIUI U WHBIX CPEACTB Ha OCHOBAaHMU JOTOBOPA, B TOM YHCIIE JOroBOpa J10OPOBOJIBHOIO
MEJUIMHCKOTO CTPaXOBaHHs 1%, eMy MOTryT ObITh Ha3HAYEHBI JIEKAPCTBEHHBIE TIPENapaThl, He BXOJSANINE B
nepevyeHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIINX JIEKaPCTBEHHBIX MpErnapaToB, €CIM UX Ha3HAYCHHE U
pUMeHeHHe 00yCIOBICHO MEIUIIMHCKUMU MTOKA3aHUSIMHU.

I11. HazHayeHne JJeKapCTBEHHBIX IPENAapaToB NPH 0KA3aHUM NEPBHYHON MeIUKO-CAHUTAPHOH
MOMOIIHY, CKOPOH MeIMIUHCKON MOMOIIU U NAJUVIMATUBHON MeJUIMHCKOMA TOMOLIH

31. Ilpu oxa3zaHWUU TEPBUYHON MEIAMKO-CAHUTAPHOW TOMOINM M MAJUTMATHUBHON MEIWIIMHCKOU
MOMOIM B aMOyJaTOPHBIX YCJIOBUSIX Ha3HAUYEHUE JIGKAPCTBEHHBIX MPENapaToB OCYIIECTBISICTCS
MEUIIMHCKUM PAOOTHUKOM B CIIyYasX TUIIUYHOTO TeUCHUS 3a00JIeBaHUS MAIIUCHTA UCXOMAS U3 TSHKECTH U
XapakTepa 3a00JieBaHUS.

32. Ha3HaueHue JIeKapCTBEHHBIX MPEMapaToB 0 PEIICHUI0 BpaueOHOM KOMHMCCHUH NPU OKa3aHUH
NEPBUYHONH MEAMKO-CAHUTAPHONH MOMOINM, NAJUIMATUBHOW MEIUIIMHCKONW MOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSIX MPOU3BOAUTCS B CIIyYasiX:

1) 0JTHOBPEMEHHOI'O Ha3HAYCHUS OJHOMY MAIMEHTY ISATH U OOJiee JIGKAPCTBEHHBIX MpEnapaToB B
TEYCHHE OJIHUX CYTOK WM CBBIIIE IECATH HAUMEHOBAHUM B TEUCHUE TPHUIIIATH JTHEH;

2) Ha3HAYCHUsS JICKAPCTBCHHBIX MPENapaToB MPU HETHIMYHOM TCUCHHU 3a00JICBaHUS, HATHYHH
OCJIOXKHEHUH OCHOBHOTO 3a0oiyieBaHWS ¥ (MJM) CONMYTCTBYIOIIMX 3a00JeBaHMM, NPU Ha3HAYCHUU
JIEKapCTBEHHBIX MPENapaToB, OCOOEHHOCTH B3aMMOJCHCTBHS M COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIHUSAM 1O UX TPUMEHEHUIO TMPUBOMIT K CHUKEHHIO ((EKTUBHOCTH U O€30MACHOCTH JICUCHHS
narenTa u (Win) co3alT MOTEHIIMATBHYIO OMACHOCTbD ISl )KU3HH U 37I0POBbSI MAIIMCHTA;

3) mNepBHYHOrO HA3HAYCHUS TAIMEHTY HAPKOTHYECKUX M TICUXOTPOIHBIX JICKAPCTBEHHBIX
npenaparoB criuckoB |l u 11l Tlepeuns (B ciydae NpuHSATHS PYKOBOJUTEIEM MEIUIIUMHCKONW OpraHU3aIllu
pelieHrs 0 He0OXOAMMOCTH COTJIACOBAHUS Ha3HAYEHHUsS TAKHUX JICKAPCTBEHHBIX NMpENapaTtoB ¢ BpaueOHOMH
KOMHCCHEH).

33. ITloBTOpHOE Ha3HAYEHHE HAPKOTUYECKUX M TICHUXOTPOIHBIX JIEKAPCTBEHHBIX MIPErapaToB
cruckoB |l u 1l Tlepeuns mpou3BOAUTCS MEAMIIMHCKUM PAOOTHUKOM CaMOCTOSITENIHO WU €IUHOIHYHO
0e3 yuacTusi BpaueOHOW KOMHCCUU TAIMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM JIO0OTO TeHe3a,
HapyIICHHEM CHA, CYIOPOXXHBIMU  COCTOSIHUSIMHM, TPEBOKHBIMH  paccTpoicTBaMu,  (Hhodusmu,
MICUXOMOTOPHBIM BO30YKJICHUEM.

34. Tlpu oka3aHMM CKOpPOH MEIUIIMHCKOW MOMOINM JIEKAPCTBEHHBIE Mperaparhl Ha3HAYaITCs
MEIUIIMHCKUM pPAOOTHUKOM BBIE3AHOW Opuragpl CKOPOW MOMOIIHM, MEIUIIMHCKUM paOOTHUKOM
MEIUIIMHCKOW OpraHu3allid MpH OKa3aHUM MENUIMHCKON MOMOIIM TpakJaHaM MpHu 3a00JIeBaHUSX,
HECYACTHBIX CJIy4asX, TpaBMax, OTpPaBIEHUSIX U JIPYTUX COCTOSHHUAX, TPeOYIOIUX CpPOYHOTO
MEIHUIIMHCKOTO BMEIIATEIbCTBA.

IV. Ha3naveHue JeKapCTBeHHBIX NMPEeNapaToB IPa)/iaHaM, HMEIOIIMM NPaBo Ha OecliiaTHOe
MoJIy4YeHHe JIEKAPCTBEHHbIX NPENapaToB WIH MOJY4YeHHEe JIEKAPCTBEHHBIX NPENapaToB €O CKUAKOM,
NPU OKA3aHUH NEPBUYHON MEIMKO-CAHUTAPHOH IOMOIIH

35. HpI/I OKa3aHHuH HepBHqHOﬁ Me,[[HKO-CEIHHTapHOﬁ noMomu Ha3Ha4YCHUC MCIUIMHCKHM
pa6OTHI/IKOM Ha OCHOBC KIMHHYCCKHUX peKOMeH,[[aLII/Iﬁ U C YUYCTOM CTAaHIAApPTOB MEIUIIMHCKON ITIOMOIIU 1
JICKApPCTBCHHBIX IPCIIapaTOB, OTIIYCKACMbIX OeCIIaTHO WIIU CO CKHUKOM, rpaxxJjaHaMm, UMCIOINUM IIpaBO Ha
obecricueHue JICKAPCTBCHHBIMHU IIpCIlapaTaMi 3a CUCT CPCACTB 6IOI[)KCTHLIX aCCUTHOBaHMUH (bezlepanLHoro

Oro/pkera U Or0KeTOB CcyObekToB Poccuiickoit @enepaiiuy, OCyIIECTBISETCS HAa PELENTYPHOM OJlaHKe
N 148-1/y-04(x).



IMIpu odopmienun peuenta Ha Omanke Gopmbr N 148-1/y-04(1) Ha OymMakHOM HOCHTENC
oopMIISIIOTCA 1Ba IK3EMIUIAPA, OAMH W3 KOTOPBIX OCTAeTCsl B aNTEYHON OpraHu3aluH, BTOPOH - B
MEIULIUHCKON JOKYMEHTAIH MAIIUCHTA.

36. IlpaBo Ha3HA4aTh JEKApCTBEHHbIE MpemapaThl IpakJaHaM, UMEIOLIMM IpaBo Ha OecruiaTHOe
MOJIyYeHHE JIEKaPCTBEHHBIX MPENapaToB UM MOIy4YE€HUE JEKAPCTBEHHBIX MPENapaToB CO CKUIKOH, TaKkke
UMEIOT:

1) mequuMHCKHE paOOTHUKH, pabOTarOIIUe B MEAUIIMHCKOW OpraHU3alnK 110 COBMECTHTEILCTBY (B
npejenax CBoel KOMIETEHIINN);

2) MEOWIMHCKHE DPa0OTHUKU CTallMOHAPHBIX OpraHU3alii COLMAIBLHOTO OOCIY)KHUBAHUS TIPH
HAIMYUM JIMIEH3MH Ha  OCYIIECTBJEHHME MEIMIMHCKON geaTensHocTH B, mpemycmarpusaromeii
BBINIOJTHEHUE paboT (OKa3zaHWE YCIIyr) IO OKAa3aHWI0 NEPBUYHON MEIUKO-CAHHTApPHOW MOMOIIM B
aMOyJIaTOPHBIX YCIOBHSX (HE3aBHCUMO OT BEJJOMCTBEHHOM MPUHAJIIC)KHOCTH);

3) MeauIMHCKHE PAOOTHUKM MEAWIMHCKUAX OpraHu3al|id, OKAa3bIBAIOIIMX IEPBUYHYIO
MEIMKO-CaHUTAPHYIO ITOMOIIIb, IT0IBEJOMCTBEHHBIX (heZepalbHbIM OpraHaM UCHOJIHUTEIbHOM BIACTH HUIIH
OpraHaM HCIIOJIHUTEIbHOM BiIacTh cyOnekToB Poccuiickoit denepanuu;

4) wHAMBUIYyalbHbIC NPEANPUHUMATEIH, OCYIIECTBISIONME MEAUIUHCKYIO JESITEIbHOCTh |
BKJIIOYEHHBIE B pEeCTp MEIUIMHCKUX OpraHu3alui, OCYIIECTBIISIOIIUX JAEATEIILHOCTE B cdepe
00513aTeTbHOT0 MEAULIUHCKOTO CTPAXOBaHMUA.

37. Ilpu Ha3HAYEHUM JIEKAPCTBEHHBIX MpENapaToB rpaxkjaHaM, UMEIOLIMM MpaBo Ha OecIuiaTHOE
MOJIy4eHHE JIEKAPCTBEHHBIX MpEenapaToB WM MOJIYYEHHE JIEKapCTBEHHBIX IPENapaTroB CO CKHUJKOH, B
peuenTe yka3bplBaeTcs HoMep TenedoHa, MO KOTOPOMY pPAOOTHUK aNTeYyHOW OpraHu3aluu IpH
HEOOXOIMMOCTH MOXET COTJIaCOBATh C MEAULIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOIO Tpernapara.

38. Ha3naueHue HApKOTMYECKHMX W IICHUXOTPOMHBIX JIEKApCTBEHHBIX mpenapaToB crucka |l
[Tepeunst (3a MCKIIOYEHHEM JIEKAPCTBEHHBIX IMPEMApaToB B BHJIE TPAHCACPMAIBHBIX TEPAleBTHUECKUX
CHCTEM, a TaKKe JIEKApCTBEHHBIX IPENaparoB, COAEPKAIIUX HAPKOTUYECKOE CPEJCTBO B COUETAHUU C
AHTarOHWCTOM ONHOMIHBIX PELENTOpPOB) TpaXKJaHaM, HMMEIOIIMM IpaBO Ha OecIUIaTHOE IONy4YeHHUE
JIEKApCTBEHHBIX IPErnapaToB WIN MOJYYEHHUs JICKAPCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIIECTBIISETCS
Ha penentypHoM Omanke ¢opmbl N 107/y-HII, k kKoTOpOMY IDONOJHUTENBHO O(OPMIISETCS PElenT Ha
peuentypHom Onanke gopmber N 148-1/y-04(1) (B AByX sK3eMIuisipax HpH OpOPMIICHHH Ha OyMakHOM
HOCHUTEIIE).

39. Ha3nauyeHue HApKOTMYECKMX W IICHUXOTPONHBIX JEKAapCTBEHHBIX mpenapaToB cnucka |l
Ilepeuns B BuAE TpPaHCAEPMAIbHBIX TEPANEBTUYECKHX CHCTEM, HApPKOTHYECKUX JIEKApCTBEHHBIX
npenapatoB cnucka Il Ilepeuns, comepkamux HaApKOTUYECKOE CPEJICTBO B COYETAHHHM C AHTarOHUCTOM
OMMMOMIHBIX  PELENTOPOB, TCHUXOTPONHBIX JIEKApCTBEHHbIX mpemaparoB coucka |l Ilepeuns,
JIEKapCTBEHHBIX IMPEnaparoB, BKIOYEHHbIX B nepedeHb [IKY, conepxamuxcs B moamyHkre 2 myHkra 11
Hacrosiero Ilopsinka, mpeaHasHadeHHbIE Ui JICYEHUS TpaXK[aH, MMEIOLIIMX NpaBO Ha OecruiaTHOe
MOJy4eHHUE JICKApCTBEHHBIX IPENapaTroB WM IOJYyYCHHE JICKApCTBEHHBIX IPErnapaTroB CO CKHIKOH,
OCylIeCTBIIsIeTCS Ha peuentypHbix Omankax ¢popm N 107-1/y u N 148-1/y-88, k KOTOpBIM JOTIOTHUTEIHHO
odopmisiercss peuent Ha peuentypHoMm Onanke ¢opmber N 148-1/y-04(xn) (B aByx sSk3eMIunsipax mnpu
oopmiieHHH Ha OyMa)KHOM HOCHUTEIIE).

! Tynkr 11 craten 2 ®enepanbHoro 3akoHa ot 21 Hosops 2011 r. N 323-D3 "O6 0cHOBaX OXPaHBI 310POBbs IPaXkKIAH
B Poccuiickoit ®eneparmu” (Cobpanne 3akoHOmarenbcTBa Poccmiickoit ®emepammu, 2011, N 48, cr. 6724, 2019, N 52,
CT. 7796) (naree - ®enepansubiii 3akon N 323-D3).

2 3apeructpupoBaH MMHHCTEPCTBOM ocTulMd Poccuiickoil @enepauun 28 ampens 2012T., perucTpaldOHHBIH
N 23971 ¢ u3aMeHeHHsIME, BHECEHHBIMU TpHKa30M MUHHCTEpCTBA 3/paBooxpaHenus: Poccuiickoit @enepannn ot 31 okrsaOps
2017 r. N 882u (zapeructpupoBad MUHHCTEPCTBOM FocTUIMK Poccuiickoit @eneparuu 9 smBaps 2018 1., perrcTparimoHHbBIH
N 49561).

3 IMynxr 2 crateu 20 ®eaepansHoro 3akona N 323-®3 (Cobpanue 3akoHoaatenbcTBa Poccuiickoit ®enepamun, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5159).

4 Tynkr 1 crateu 26 @enepanbHoro 3akoHa oT 8 suBaps 1998r. N 3-®3 "O HapKOTHUECKHX CPEICTBAX U
nicuxoTporHbIx BemiecTBax'” (Cobpanue 3akoHomarenscTBa Poccmiickoit deneparim, 1998, N 2, ct. 219, 2017, N 31, cr. 4791)
(manee - ®enmepanpubii 3akoH N 3-D3).



5 Cobpanne 3akoHOHaTeNbECTBa Poccntickoit @eneparnuu, 2010, N 16, cr. 1815, 2019, N 52, ct. 7793.

6 IMyuxT 2 craten 2 Genepansuoro 3akona N 3-03 (Cobpanune 3akoHomaTenscTBa Poccuiickoit ®eneparmu, 1998, N 2,
cr. 219; 2016, N 27, cr. 4238).

" Iynkt 54 crats 4 ®enepanbhoro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 o6palieHuy JeKapCTBEHHBIX CPEACTB"
(CobGpanue 3akoHomarenbctBa Poccmiickoit @enepanmu, 2010, N 16, cr. 1815; 2019, N 31, cr. 4456) (nanee - demepanbHbIii
3akon N 61-®3).

8 IIpukas MuHHCTEpCTBA 3ApaBOOXPAHEHHs] M COLMATBLHOrO pa3BuTHs Poccmiickoii ®enepamuu or 5 mas 2012 .
N 5020 "OO yTBepXIOCHWM TMOpAIKAa CO3JAHUS U JEATCIBHOCTH BpadeOHON KOMECCHU MEIWIIMHCKOW OpraHu3aniu’
(3apeructpupoBan  MuHHCTEpcTBOM foctHitnu Poccuiickoit ®emeparuun 9 wrons 2012 1., permcrpannonnsii N 24516) c
W3MEHEHMSIMH, BHECEHHBIMH NpHKa3oM MuHHCTEepcTBa 31paBooxpaHeHus Poccuiickoit Deneparmu ot 2 mexabdbps 2013 r.
N 886u (3apermctpupoBan MunucrepctBoM foctuimu Poccuiickoit @emeparmu 23 mexabpst 2013 1., perucTpanmoHHBIH
N 30714).

9 Cobpanne 3akonomaTenbcTBa Pocentickoit @eneparun, 2011, N 48, ct. 6724.

0 TTynkr 2 nocranosnenus Ipasutenscrsa Poccuiickoit ®eneparmu ot 30.06.2020 N 965 "O BHeCeHMM U3MEHEHMIT B
[MpaBmia QopmMupoBaHHUS IEpeyHs JEKAPCTBEHHBIX CPEJCTB, 3aKylKa KOTOPBIX OCYIIECTBISETCS B COOTBETCTBHH C HX
TOPTrOBBIMHA HaUMEHOBAHMSIMH, ¥ O IPUMEHEHNH JIEKAPCTBEHHBIX MPEIapaToB ¢ KOHKPETHBIMH TOPTOBBIMH HAWMEHOBAHUSMH'
(Cobpanne 3akoHomarenbctBa Poccuiickoit @enepanmu, 2020, N 28, cr. 4422).

1 Crareu 91 m 91.1 ®enepansroro 3akona N 323-03 (Cobpanne 3akoHOmaTenscTBa Poccuiickoit ®denepanuu, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5141).

12 pemenne Cosera EBpasuiickoil s5koHOMHYeCKOi kKomuccuu oT 3 Hosopst 2016 r. N 78 "O IIpaBunax perucTpauuu u
9KCIIEPTHU3bI JICKAPCTBEHHBIX CPEICTB ISl MEIUIMHCKOro puMeHeHust” (opuuuanbHbii caiit EBpa3uiicKoro SKOHOMHIECKOTO
coro3a http://www.eaeunion.org/, 21 wosops 2016r.). Crates 13 @exmepansroro 3akona N 61-®3 (CoGpanne
3aKkoHoaTenbeTBa Poccuiickoit denmeparnm, 2010, N 16, cr. 1815; 2020, N 14, ct. 2028).

13 Mommynkr 5.2.171(1) nynkra 5 nocranosnenus Ipasutensctsa Poccniickoii ®enepamuu ot 19.06.2012 N 608 "06
yrBepkaennu  [lomoxkenust o MunucrepctBe 3apaBooxpanenus Poccuiickoit ®enepanmu” (mamee - Ilomoxkenue o
Mumnuctepctse) (Cobpanne 3akoHoMaTeNbCTBA Poccuiickoit denepannn, 2012, N 26, cr. 3526; 2013, N 16, cr. 1970).

14 ITynaxT 47 wactu 1 cratem 12 @enepansHoro 3akoHa oT 4 Mas 2011 1. N 99-03 "O nureH3upoBaHUN OTHCIBHBIX
BUIOB JiestenbHOCTH (manee - Oenepanbhbiii 3akoH N 99-d3) (Cobpanue 3akonoMaTenbcTBa Poccuiickoit demeparn, 2011,
N 19, cr. 2716; 2021, N 27, ct. 5177).

15 Yactu 1 crateu 60 denepansroro 3akona N 61-03 (Cobpanne 3akoHomarenscTBa Poccuiickoit ®enepanun, 2010,
N 16, cr. 1815; 2020, N 29, ct. 4516).

18 TMocranosnenne Ipasurenscta Poccuiickoit @enepanmnu ot 4 oktsaops 2012 r. N 1006 "O6 yreepxaenuu [Tpasun
[PEIOCTABICHIS MEAMIMHCKAMU OPraHM3alysIMH IIATHBIX Meaunuackux yeuyr (Cobpanue 3akoHODaTeNnbCTBa Poccuiickoit
®denepammn, 2012, N 41, cr. 5628).

7 Crarps 37 ®enepanpsroro 3akona N 323-®3 (Cobpanwne 3akonomarenbcTBa Poceniickoit Memeparn, 2011, N 48,
cr. 6724; 2021, N 27, ct. 5186).

18 Tlynkr 46 uwactm 1 crateu 12 @enepansHoro 3akona N 99-03 (CobOpaHue 3aKOHOJIATENLCTBA Poccuiickoit
®epepammn, 2011, N 19, cr. 2716; 2021, N 27, ct. 5159).




IIpunoxenne N 1

K [lopsaky Ha3HaYeHUsA
JIEKAPCTBEHHBIX NPenaparos,
YTBEPKACHHOMY IIPUKA30M

MunncTepcTBa 31paBOOXpaHeHNs

Poccuiickoit @exepannu
ot 24 nosops 2021 r. N 1094n

KoanuecTBO HAPKOTHYC€CKHUX CPEACTB UJIM ICUXOTPOIIHBIX BEHIECTB, KOTOPO€ MOKET OBITh
BbINIHMCAHO B O/THOM peuernTe

N /ot MexnyHapoaHoe ®dopma BeIITyCKa U Konuuectso
HEMaTCHTOBAHHOE J03UPOBKa
HaMMEHOBaHHE
HApKOTUYECKOTO U
MICUXOTPOITHOTO
JICKaPCTBEHHOT O IpernapaTa
1. Bbynpenopdun-+Hanokcon Tabnetkn 60 TabseTok (ymakoBKa,
CyOIMHTBaJIbHBIE kpartHas N 20)
0,2 mr+0,2 mMr
2. Bynpenopdun PactBop mnst uabekumit, | 30 ammyn (IImpUI-TIOOMKOB)
0,3 mr/mn 1 mn
3. Bynpenopdun TpancaepmanbHbIi
TUIACTHIPh
35 MKr/4ac 20 mnacteipeit
52,5 mxr/4ac 10 mnacteipeit
70 MKr/4yac S IIacThIpen
4. Mopdun PactBop mnst uabekumit, | 20 ammyn (IInpun-TIOOMKOB)
pacTBOp AJIsl IOJKOKHOTO
BBeaenus 10 mr/mi 1 mn
S. Koneun+Mopdun+Hockanun | PacTBop uIst MOJKOXHOTO 20 ammmyn
+[TanaBepun +Tebann BBEICHUS
0,72+5,75+2,7+0,36+0,05
mr/mia 1 mi
1,44+11,5+5,4+0,72+0,1 m
r/ma 1 mn
6. Tpumenepuanx Tabnetku 25 mr 50 TabneTok
7. Tpumenepuaux PactBop 111 MUHBEKLINH 20 ammyn (mpui-Tr0OMKOB)
10 mr/mn 1 M 20 mr/mo
1 mn
8. Mopdun TaGneTku (KarcyJibi) 180 Tabierox
MIPOJIOHTUPOBAHHOT'O (xaricyi) 60 TabneTok
JCUCTBHS (xaricyi) 40 tabneTok
10 mr (xaricyi) 20 TabneTok
30 mr (xaricyi) 20 TabneTok
60 mr (xaricyn)
100 mr
200 mr
9. Mopdun TaGnerku
S Mr 100 Tabnerox
10 mr 100 Tabnerok




10. Mopdun Kannu nns npueMa BHyTpb
20 mr/mn 20 M 4 ¢pnaxona
11. Mopdun PactBop st npuema
BHYTpPb (MOHO/103b1)
2 Mr/mMI1 5 M 100 ammyn /3
6 Mr/mi 5 M 80 ammyi /3
20 mr/mi 5 M 30 ammy /3
12. Oxcukonont+Hanokcon TaGnerku
MIPOJIOHTUPOBAHHOTO
JNEUCTBHUS
S Mr+2,5 mr 100 Tabnerox
10 mMr+5 mr 60 Tabnerok
20 mr+10 mr 40 Tabnerox
40 mr+20 mr 20 TabneTok
13. [TponmonundenmmsTokenyTHNn | Tabnerku 3ameunsie 20 mr 50 Tabnerox
UICPHIMH
14. deHTaHuI IInacTeips
12,5 mxr/gac 20 mnacteipeit
25 MKr/4ac 20 mnacteipeit
50 MKr/4yac 10 mnacteipeit
75 MKr/4yac 10 mnacteipeit
100 mxr/gac 10 mnacteipeit
15. deHTaHu1 Cripeil Ha3aJIbHBIN
®nakon 50 MKr/n03a
2,0 mi (10 mo3) 24 ¢nakona
3,2 mi (20 no3) 12 pnakonoB
5,0 mu (40 1o3) 6 bakoHOB
®nakon 100 mMkr/mo3a
2,0 mi (10 no3) 12 pnaxonoB
3,2 mi (20 no3) 6 makoHOB
5,0 mu (40 o3) 3 (nakona
®nakon 200 MKkr/mo3a
2,0 mi (10 no3) 12 pnakonoB
3,2 mi (20 no3) 6 ¢maxoHOB
5,0 mu (40 o3) 3 (dbakoHa




Ipuioxenne N 2

K [lopsaky Ha3HaYeHUsA
JIEKAPCTBEHHBIX NPenaparos,
YTBEPKACHHOMY IIPUKA30M

MunncTepcTBa 31paBOOXpaHeHNs

Poccuiickoit @exepannu
ot 24 nosops 2021 r. N 1094n

CnpaBo4Ho

PexomeH10BaHHBIE K HCIOJIb30BAHUI0 COKPAILCHHS MPU 0(popMIIeHHHU pelenTOB

N /it CoxkpaiueHue ITonHoe HanMcaHnue IlepeBon
1. aa ana 110, IOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’p030J1b
4. amp. ampulla ammyJna
d. ag. agua BOJIA
6. aq. purif. aqua purificata BOJIa OYMII[CHHAS
7. but. butyrum Maciio (TBepaoe)
8. caps. capsula KarcyJsna
0. comp., CpS compositus (a, um) CJIOKHBIH
10. D. Da (Detur, Dentur) Beinaii (ITycts Beinano, [1ycTsb
OyJIleT BBIIAHO)
11. D.S. Da, Signa Brrnaii, o0o3Haub
Detur, Signetur [Tycth Oyner BbIIAHO,
00603HaUEHO
12. D.t.d. Da (Dentur) tales doses Beipaii (ITycts OyayT BbIIaHBI)
TaKHUE€ O03bI
13. dil. dilutus pa3BeICHHBIN
14. Div. in p. aeq. Divide in partes aequales Pasznenu Ha paBHBIC YacTH
15. emuls. emulsio OIMYJIbCHS
16. extr. extractum 9KCTPAKT, BBITSIKKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) [TycTtp 0Opazyercs
(oOpasyrotes)
19. gran. granulum TpaHyJIbI
20. gt.,gtt gutta, guttae Karuisl, Kariu
21, gtt. peror. guttae peroralis KaIUIM U1 IpUeMa BHYTPb
22. inf. infusum HACTOH
23. in amp. in ampullis B aMITyJIax
24. in tab. in tab(u)lettis B Ta0JIeTKax
25. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKaX C
MIPOJIOHTUPOBAHHBIM
BBICBOOOJKICHUEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JIeTKaX C
obductis IPOJIOHTHPOBAHHBIM
BBICBO60)KZ[€HI/I€M, MMOKPBITBIX
0001109KOH
27. in tubul. in tubulis B TIOOMKaX




28. lin. linimentum JIMHUMEHT
29. lig. liquor KUIKOCTh
30. lot. lotion JIOChOH
31. m. pil. massa pilularum MWTIONBHAS Macca
32. membr. bucc. membranulae buccales TUICHKY 3aIIeYHbIC
33. M. Misce, Misceatur Cwmemaii (ITycts Oyner
CMEIIIaHO)
34. mixt. mixtura MHUKCTYpa
35. N. numero YHUCJIOM
36. ol. oleum Macsio (KHUIKOE)
37. past. pasta rnacra
38. pil. pilula, pilulae TTUJTEOJTSI, TTAJTEOJTH
39. p. aeq. partes aequales paBHBIC YaCTH
40. ppt, praec. praecipitatus OCaKJICHHBIH
41. pulv. pulvis MTOPOIIOK
42. g. s. quantum satis CKOJIBKO TTOTPEOYETCsI, CKOJIBKO
Ha0
43. r., rad. radix KOpEHb
44. Rp. Recipe Bozpmu
45. Rep. Repete, Repetatur [MosTopu (Ilycts OymeT
MIOBTOPEHO)
46. rhiz. rhizoma KOPHEBUIIIE
47. S. Signa, Signetur O06o3Haub (ITycts Oyner
0003HaYEHO)
48. sem. semen cems
49. simpl. simplex IPOCTOM
50. Sir. sirupus CHpOI
51, sol. solutio pacTBop
52. spr. spray cpeit
53. Spr. nas. spray nasale crpei HazaJabHBIN
54, supp. suppositorium CBEYa, CyNIO3UTOPUI
55. susp. suspensio CYCICH3HS, B3BECh
56. tab. tab(u)letta TabJaeTKa
57. t-ra, tinct. tinctura HACTOMKA
58. tubulis tubulis TIOOMKH
59. STT Systema TpancnepmanbHas
Therapeutica Transcutanea Tepanestuueckas Cucrema
60. ung. unguentum Ma3b
61. Vitr. vitrum CKIITHKA




Ipuioxenne N 2

K Ipukazy MuHHcTEpCTBa
3APaBOOXPAHEHHSA
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

®opma penentypnoro 61anka N 107-1/y

MMHMCTEPCTBO 3IOPaBOOXPAaHEHUI Kon ¢opmel no OKVY]I
Poccurickon denepauun Kon yupexnenma no OKIIO

MemomumyHCKaa OOKYMEHTAlMA

Hammvenosauve (Tamrn) MeIULMHCKON dopma N 107-1/y

opTraHusanmumn YTBepXIeHa NpUKasoM MUHUCTEPCTBAE
3OpaBOOXpPaHeHus POCCHUMCKOM

Hammvenosauue (Tamrn) MHIUBUIYAJIBHOTO denmepaunn

npennpuanmarena (ykaszars ampec, Homep oT 24 wosabpa 2021 r. N 1094u
U OaTy JMLEH3UM, HaVMEHOBAaHME opraHa

TOCYNapCTBEHHOM BJIACTU, BHIABIETO

JIVLIEH M)

PEIEIT
(B3poOCHLIL, AETCKUIA — HYXHOE MMOJUEPKHYTH)

" 20 T.

dammimsa, MHMUMANE uMeHr u ordecTBa (locyemHee — NPy HAJIMUMK)
naumMeHTa

HJaTa poXIeHMAa
dammimsa, MHMUMANL uMeHr u ordecTBa (ocyemHee — NPy HAJIMUMK)
sneuamero Bpaua (desbmmepa, axkylmepkn)
py6. |xon.| Rp-

M nedaThk Jeuvalero Bpauda M.II.
(mommuce dernpaumepa, aKylepKn)

Peuent gnelcreureseH B TedeHue 60 mueit, mo 1 roma ( )]
(HyxHOE NOOUEPKHYTH) (yxazaTs xommuuecTBO
nHert)

O0opoTtHas cropona



OTmeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOI'O IIpenapaTa
110 PELICHHUIO BpaueOHOI KOMUCCHH

[Ipurorosui [Iposepui Otnycrun

®opma penentypnoro 61anka N 148-1/y-88

MMHMCTEPCTBO 3IPaBOOXPaHEHUH
Poccurickonm denepauun
Hammvenosauve (Tamn) MEIULMHCKON
opraHmMs3auum

Haumenosanue (wTammn)
VHIOMBUOYAJBHOTO IPEeNNPYHYMA TeJIs
(yxazars azgpec, HOMEp ¥ HaTy
JVLEH3UY, HauMEeHOBaHME opraHa
TOCYIapCTBEHHOM BJIACTM, BBOABLIETO
JIVLIEH3ZU)

Kon dopmer mo OKyI 3108805
MenmuumHCckasa »OokyMeHTaumsa dopwma

N 148-1/y-88

YTBepxIeHa NpPUKasoM MMHMCTEpPCTBa
3OpaBOOXpPaHeHusa Poccumckon
denmepaumm

or 24 wostpa 2021 r. N 1094u

Cepus N
PEIEIT " ' 20 1.
(zara odopwmiieHus peuenta)
(B3poCHLlt, AETCKUM — HYXHOE MMOJUEPKHYTH)
damMunuva, MHULMATNHE MMeHr u oTuecTBa (ocijemHee - MNpY HaIUUUN)
naumeHTa

JaTa poXIOeHUA

Anpec MecTa xurenbcTBa uim N MEeIMLIMHCKOMN KapTheL aM6YHaTOpHOPO ITalyMeHTa,

IIoJiydammero MeIMIMHCKYK IIOMOIB B aM@yﬂaTOpHHX YCIIOBUAX

daMmUIIMg, MHULMAJE MMEeHM M OTdUeCTBa (nocnenHee - I1pun HaﬂMqMM)

nevamero Bpauva (denbmuepa, axymepKn)

[loonmuchk M HedaTh Jiedalero Bpada
(mommuce dernpaumepa, arKylepKu)

PellenT IOeMCTBUTEJIeH B TedeHre 15 mgHenm

O6opoTHast CTOpPOHAa

OTmeTKa 0 Ha3HAaYEHUH JIEKaPCTBEHHOI'O IIperapara

10 PELICHHIO BpaueOHO KOMUCCHH




[Ipurorosui [Iposepui Otnycrun
®opma peuentypnoro 6aanka N 148-1/y-04 (i)
MyHMCTEepPCTBO MECTO IOJIA YTBEPXIEHA
3IPaBOOXPAaHEeHUA MTPUXKOLOA™ npmkasoM MuHMCTEepCcTBa

Poccuiickom denmepalum
3OpaBoOXpaHeHusaH

Tamrm
Kon

MeIOUIMHCKOM OpraHM3alm

Tamr
Kon

VMHIOVBUIOYAJIBHOT'O IPEenInprHVMaTeJlA

Poccuiickom denmepalum
or 24 nosatpa 2021 r. N 1094u

Kox ¢popmsr mo OKY 1 3108805

®opma N 148-1/y-04()

Kon xareropun Koz Ho3omornueckoi Hcrounuk puHaHCUPOBAHHUS % oruIaThI:
rpaxJiaH dopmsl (mo MKB) (MTOT4epKHYTh) (TOT4epKHYTh)
1. ®enepanbHbIii OrOHKET 1. BectiatHO
2. bromxket cyObekTa 2.50%
Poccuiickoit ®eneparuu 3. unoit %
3. MyHUIMMIansHbIi OIOKET
PELEINT Cepus N IaTa odopMileHMA: 20 1.

daMmIIg, MHULMAJE MMEeHM M OTdUeCcTBa (HOCﬂeﬂHee -
npn HaﬂMQMM) IIallMeHTa

aTa poOXIOeHUA

CHMJIC

BHOI'O

CKOT'0
CTpaxo
HUS!

N monuca
o0s3aren

MeEIUIIUH

Ba




Homep MeIMUIMHCKOM KapTH IalXeHTa, oJiydamimero MeIUUMHCKYI ITOMOUIb B
aMOyJIa TOPHEX YCJIOBUSAX

damMmiima, MHMLMAJIEL MMEHM M OTUueCcTBa (HOCJ‘[e,JIHee - Ipunu HaJ'IMT:U/H/[)

nevamero Bpada (Qesnbnmepa, akylLepKin)

Py6G. Kor . e
)
1S ] o | =

[lomgnmuchk M HedaTh Jiedalero Bpada
(moonnmuce oGenbmuepa, aKymepKM) M.II.

Peuent gpericrBuresed B TeueHume 15 muent, 30 npuent, 90 nuen
(#yxHOE NOOUEPKHYTH)

OPTaHMBAUUN ) ————————————————————————
OTny1eHo 1o peuenty: ToproBoe HauMEHOBaHHUE U JJO3UPOBKA:
Jlara otnmycka: " " 20 1. | KonnyectBo:
IIpuroroBui: ITposepun: OTmycTHII:
——————————————————————————— (OUMHUA OTPHIBE)———————————————
Kopemok penentypHoro 61anka Crioco6 mpuMeHeHus:
Haumenosanue [IponoiKUTENBHOCTH THEeHn
JICKapCTBEHHOTO MpernapaTta:
Jlo3upoBKa: KonuuecTBo npueMoB B I€HB: pazHal
IPUEM: el

(*) B CJIy4ac U3roToBJICHUS PCLUCITYPHOTO OJ1aHKa C UCIIOIL30BAHUEM KOMIIBIOTCPHBIX TEXHOJIOTUH

OO0opoTtHas cropona

OTmeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOIO
npernapara 1o pereHuio BpayeOHOW KOMUCCUHU

[Ipurorosui [Iposepui Otnycrun




Ipuioxenne N 3

K npuka3sy MHHHCTEpPCTBA 31PaBOOXPaHeHHUs
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

ITopsinok odopMiIeHHs1 pelieNTYPHBIX 0JIAHKOB HA JIEKAPCTBEHHbIE NIPENapaThl, UX, y4eTa U
XpaHeHus

. Odpopmienne penenta Ha OyMaKHOM HOCHTeJIe

1. Ha peuentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B 1eBOM BepXHEM
yrily MpOCTaBISETCS IITaMIl MEJUIIMHCKOM OpraHu3alMy C YKa3aHHEM ee HauMEHOBaHUs, ajapeca U
TenedoHa ¢ 1aToil BRIMHUCKH (HaToil ohOopMIICHHST) peLieNTa Ha JIGKapCTBEHHBIN Iperapar.

JomonxutensHo Ha peuentypHoM Onanke Qopmbel N 148-1/y-04(:n1) mnpocraBisieTcss Kox
MEIMLMHCKOW OpraHu3alud B COOTBETCTBUUM C OCHOBHBIM T'OCYAapPCTBEHHBIM PErHCTPALMOHHBIM
HoMepom (nasiee - OI'PH).

Cepust peuentypuoro Onanka (opmbr N 148-1/y-04(n) Brmowaer koj cyObekra Poccuiickoit
denepanyy, COOTBETCTBYIOIIMK ABYM HepBbIM Ludppam OOLIEpOCCUHCKOro KiaccupHuKaropa 00BEKTOB
aJIMHHUCTPATUBHO-TEPPUTOpUAIILHOTO AeeHus (nanee - OKATO).

Paspermraercs nsroraBnuBate perentypusie onanku popmbel N 107-1/y u popmer N 148-1/y-04(x) ¢
MIOMOIIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypueie Onmanku  Qopmbr  dopmbr N 148-1/y-88 msroraBmuBaroTCs  UCKIIOYHUTEIBHO
TUNOTPa(CKUM CIIOCOOOM.

2. Ha peuentypHbeix OnaHkax, OG(OPMISEMBIX WHAWBUAYAIbHBIMU IPEIIPHHAMATEISIMHY,
UMEIOIMMHU JIMIEH3UI0 Ha MEUIMHCKYIO JeATENIbHOCTh, B BEPXHEM JIEBOM YINIy THUIOrpadCKUM
CIOCOOOM HJIM IyTeM TMPOCTaBJIEHUS IITaMIia JOJDKeH OBbITh YKa3aH aJpec WHIUBHIYaJIbHOTO
OpenpuHUMAaTeNs, HOMEp M JaTa JMIEH3WH, HaWMEHOBAHME OpraHa TIOCYAapCTBEHHOW BIIACTH,
BBIJIABIIETO JIUIIEH3UIO.

3. Peuentypusie Onmanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amomHstoTCS
MEIUIIMHCKUM PaOOTHHKOM YEPHHUIAMH HJIH IIAPUKOBON PYYKOH.

4. Jlonyckaercsi opopmIleHHE BCeX PEKBU3UTOB (3a UCKIIIOUYeHHeM pekBu3uTa 'Tloamucek evariero
Bpaya (moamuchk (enpamiepa, akymepku') perentypHbix OnankoB ¢opmbel N 107-1ly, dopmbr
N 148-1/y-88 u popmsbr N 148-1/y-04(:1) ¢ ncnonp30BaHUEM MEYATAIONIMX YCTPOHCTB.

5. Odopmienne penentypueix OmankoB ¢opmbl N 148-1/y-04(;1) Brimowaer wmudgpoBoe
KOJUPOBaHUE.

[TudpoBoe KoaMpOBaHHE YKA3aHHBIX PELIENITYPHBIX OJAHKOB BKJIIOYAET:

1) xox menuimHckod opranmzammu (OI'PH) mmm xon WHAMBUIYadbHOTO NpEANPUHHMATENS B
cooTBeTCTBUM C OCHOBHBIM TOCYJAQpPCTBEHHBIM PErUCTPALMOHHBIM HOMEPOM  MHIMBHIYaIbHOTIO
npeanpunumarens (nanee - O'PHUII), npocraBiisieMblil TPy U3rOTOBICHUN PELIENITYPHBIX OJIAHKOB;

2) KOJ KaTeropHM TpakJaH, MMCIOUIMX IMPaBO Ha TOJyYCHHE JIEKAPCTBEHHBIX NPENapaTroB B
COOTBETCTBUU cO cTaThel 6.1 denepanbHoro 3akona ot 17 urons 1999 r. N 178-d3 "O rocynapctBeHHON
coupanbHoil momormu"!, M Ko HO3070TMYecKoi (opMbl 10 MeXIyHAPOJHOM CTATHCTHYECKOM
kinaccupukanuu 0oJie3Hel W mpobiieM, cBs3aHHBIX co 310poBbeM (10-it mepecmotp) (masee - MKB),
3aloJIHsAEMblE JICUAIlUM BpAadyoM IyTeM 3aHECEHUs KaKAOoH LU(pPBI B MyCThle SYEHKH, MPU ITOM TOUKA
IPOCTaBIISICTCS B OTACIbHON sSTUEHKE;

3) ormeTrky 00 ucrouHuke QuHaHcupoBaHus ((enepanbHbiii Oomker [1], OromkeT cyOBeKTa
Poccuiickoii ®enepanuu [2], mynununanpueiii Oromker [3]) u nporuenTe oriarel perenta (Oecruiatho [1],
50% [2], unoit % [3]);

4) mWTPUX-KOA - JTOTIOJHHUTENBHBIA PEKBH3HUT (B CIy4ae M3rOTOBJICHUS Ha TEPPUTOPHUU CyOBEKTa
Poccwuiickoii @enepanmu perienTypHoro 0JaHKa ¢ UCTIOJIb30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA).

6. B penentypubix Omankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn) B rpade "damunus,



WHHIIMAJIBI UIMCHU U O0TYeCTBa (TOCIeIHEe - IPY HAJIMYKMU) TTAllMeHTa" YKa3bIBAIOTCS (haMUIIHsl, HHULIHAJIBI
UMEHH U 0T4ecTBa (IOCIeIHES - TIPU HAJTMYMH) MAIlMCHTA.

7. B penentypubix Onankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "laTa
POXKICHUS'" yKa3bIBACTCS JlaTa POXKACHUS MAIlMEHTa (YKCII0, MECSIL, TO).

JlomonHuTeNbHO B penentypHbix O1ankax Gopmer N 148-1/y-88 u popmer N 107-1/y nnst nereit B
Bo3pacTte 10 1 roxa B rpade "JlaTa pokneHus" yka3pIBaeTCsi KOJIMYECTBO MOJHBIX MECSIICB.

8. B penentypubix Onankax ¢opmbl N 148-1/y-04(n) B rpadax "CHUJIC" u "N momuca
00513aTeNIbHOTO0  MEIUIIMHCKOTO CTPAaxXOBaHUS  YKa3bIBAIOTCSl CTPAaxOBOM HOMEpP HMHIUBHIYaTbHOTO
JIMIIEBOTO cueTa rpaxaanuHa B [lencnonnom ¢onye Poccuiickont @enepanun (CHUJIC) (npu Hamuuuun) u
HOMep IoJIuca 0043aTeIbHOT0 MEJUIIMHCKOTO CTPaXOBaHUS.

9. B penentypubix 6mankax ¢popmbl N 148-1/y-88 B rpade "Anpec mecrta )KUTEIBCTBA WM HOMEP
MEIUIUHCKONW KapThl MAIMEHTa, IMOJyYalollero MEIUIIMHCKYI0 MOMOIIb B aMOYJIaTOPHBIX YCJIOBHSX',
YKa3bIBAaCTCsl IIOYTOBBIM aJapec MecTa JKHTeNbCTBa (MecTa NpeObIBaHUS WIM MecTa (PaKTHYECKOTro
NPOKMBAHUS) TMAlMEHTa WJIM HOMEpP MEIMIMHCKOW KapThl MalMeHTa, MOJYYalOIlero MEJUIHCKYIO
IOMOIIb B aMOyJ1aTOPHBIX yCIOBUSAX 2.

VYKazaHHe U aJpeca MecTa KUTEIbCTBA U HOMEPa MEIUIIMHCKON KapThl MAI[MEHTA, IOJIYYaIOIIero
MEIUIUHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBUSX, HE SBJISETCS OMINOKOM.

B penentypubix Omankax ¢opmber N 148-1/y-04(;) B rpade "Homep MeAMIIMHCKOW KapThl
NaIMeHTa, MOJYYalollero MEIUIMHCKYIO TOMOIIb B aMOYJNATOPHBIX YCIOBHAX' YKa3bIBAaeTCS HOMED
MeMIMHCKOM KapThl MAallHeHTa, HOJTYYaroIIero MeMIMHCKYIO TOMOIIb B aMOY/IaTOPHBIX YCIOBUX .

10. B rpade "damunus, vHHLIMATB UIMEHH W OTYecTBa (MOCieqHee - NMPU HAIMYMH) JIeYaliero
Bpada (Qenpamepa, akymepku)' penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1/y wu
N 148-1/y-04(;1) yka3pIBaroTCsi TOJHOCTBHIO (paMuIHsI, WHHLMAIBI UMEHH OTdecTBa (TOcienHee - Mpu
HAJIMYUK) MEJUIMHCKOrO paOOTHHMKA, HAa3HAYMBIIETO JICKAPCTBEHHBIE Mpenaparbl U O(OPMHUBIIETO
peLent.

11. B rpade "Rp" peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
yKa3bIBaeTCS:

1) HauMeHOBaHHWE  JIGKAPCTBEHHOro  mpemapata  (MEXAyHAapoJHOE  HEMaTeHTOBAaHHOE
HaMMEHOBaHHE, TPYNIUPOBOYHOE WM XHMHYECKOe HAMMEHOBaHHE, TOProBO€ HAaWMEHOBaHHE) Ha
JATUHCKOM SI3bIKE WIIM Ha PYCCKOM S3bIKE, (opMa BBINYCKA, JO3MPOBKA, KOIMUYECTBO (yKa3bIBaeTCs
NpONUCHIO Ha perentypHoM Oxanke Gpopmsr N 107/y-HIT);

2) crnoco0 TPUMEHEHHMs JIGKapCTBEHHOIO Mpernapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoit
denepanu WM Ha TrocyAapcTBeHHOM si3bike Poccuiickoit denepanu M rocyAapcTBEHHOM  SI3bIKE
pecnyOIIMK U WHBIX s3bIKaX Hapoa0B Poccuiickoi @enepaunn“’.

13. Tlpu odopmieHHMH pelenTypHbIX OJaHKOB 3alpelaeTcs OrpPaHUYMBATHCS  OOIIMMHU
yKa3zaHusIMH, Hanpumep, 'Buytpennee”, "HM3BecTHO".

14. Penent, odopmieHHbli Ha pernentypHoMm Onanke ¢opm N 148-1/y-88, N 107-1ly wu
N 148-1/y-04(1), momnuceiBaeTCs METUIIMHCKIM PAaOOTHUKOM U 3aBEPSIETCSI €r0 MeYaThIO.

Penent, opopmiennslii Ha penentypHoM Onanke ¢popmbl N 148-1/y-88 u dpopmer N 148-1/y-04(x),
JIOMIOJTHUTEIILHO 3aBEPSETCs MeYaThio MEAMLIIMHCKON opranu3anuu "l perentos”.

Jns peuenta, opopmieHHOro Ha peuentypHoM Onanke ¢opmbl N 107-1/y, nannune nedatu "Ins
penenToB’ He SBISETCS 00s3aTeIbHBIM.

15. Ha onHoM penenitypaoMm Onanke opmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(i1) paspemraercs
OCYILECTBJIATh Ha3HAUYEHHE TOJBKO OJIHOTO0 HAMMEHOBAHMS JIEKAPCTBEHHOTO MTpernapara.

Ha ognom penentypuom Omanke ¢opmber N 107-1/y paspemiaercs ocymecTBISTH Ha3HAuUCHHE
TOJBKO  OJHOTO HAMMEHOBaHMS  JIEKApCTBEHHOrO  Impemaparta, orHocsamerocs 1no ATX
antuncuxotuueckum cpenctBam (koa NO5A), ankcuonmutrkam (koa NOSB), cHOTBOpHBIM U ceJaTUBHBIM
CpeacTBam (xon NO05C), aHTHJIETIpeccaHTaM (xon NOGA) U HE  MOAJeKalero
NPeIMETHO-KOJINYECTBEHHOMY YUeTy, U JI0 TpeX HaMMEHOBaHUI JI€KapCTBEHHBIX MPENapaToB - Ul UHbBIX
JIEKapCTBEHHBIX MPETapaToB, HE OTHECEHHBIX K BhImeykazaHHbIM ATX.

16. VcnpaBieHus B periente He JOIMyCKatoTCs.

17. Tlpu odopmnenun peuentyphsix 6mankoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)



Ha JIGKapCTBEHHBIC IIperaparhl, HA3HAYCHHBIC [0 PELICHUIO BpayeOHOH KOMHCCHHM, Ha 000pOTe
peLenTypHOro OJiaHKa CTABUTCS CIICIMaIbHAst OTMETKa (IITami).

18. Ha peuentypHom Onanke ¢opmber N 148-1/y-04(;1) BHM3Y wuMeeTCs JIMHHS OTpPHIBA,
pa3zelsionas perenTypHbIid OJaHK U KOPELIOK.

Kopemok ot penenra, ohopMIEHHOr0 Ha yKa3aHHOM pPELENTYpHOM OJIaHKE, BBIJACTCS MAIMEHTY
(ero 3aKOHHOMY MPEACTABHTENIO) B AaNTCYHOH OpraHM3alliM, Ha KOpEIIKe JeIaeTcs OTMETKa O
HaMMEHOBAHHH JICKAPCTBEHHOT'O TpernapaTa, J03UPOBKe, KOJIHMYECTBE, CIIOCO0E PUMECHEHHSI.

1. Opopmiienne penenra B (popme 3J1eKTPOHHOI0 TOKYMEHTAa

19. Peuent B opmMe 37IEKTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO YCUICHHON KBaTU(HUIIMPOBAHHON
3JIEKTPOHHON TMOANUCHIO, (OPMHUPYETCS MEAULMHCKUM DPAOOTHHUKOM, CBEJCHHUS O KOTOPOM BHECEHBI B
(enepanbHblil perucTp MeIMLIMHCKUX PaOOTHUKOB®, a TaKKe IPH YCJIOBUM PETMCTPALMH MeIUIMHCKON
OpraHU3aluK, B KOTOPOHl odopmisercs pelent, B (enepalbHOM peecTpe MEJMIMHCKUX OpraHu3aruii®
€IMHON TrOoCyAapCTBEHHONW MH(OPMAIIMOHHON CUCTEMBI B cepe 31paBOOXPaHEHUS U MOJKIIOUEHUS TaKOH
MEIMLMHCKONW OpraHu3alyu K TOCYJapCTBEHHOW MH()OPMAIMOHHON cHUCTeME B cdepe 3ApaBOOXpaHEHHUS
cyonekta Poccuiickoii deneparmu ‘.

20. IIpu oopmiienuu perenta B (popMe 3JIEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHbIE MPEMaparsl,
ykazanHble B myHkTax 9 u 11 Tlopsaka Ha3HaueHUs JEKApCTBEHHBIX MPEMapaToB, YTBEPKIACHHOTO
HACTOSIILIUM IIPUKA30M, U OTIIyCKAaEeMbI€ 3a ITOJIHYK0 CTOUMOCTb, 3aIOJIHSIFOTCS CIAEAYOINE PEKBU3UTHI:

1) kon cyomekra Poccuiickoit ®enepanmun no OKATO, ompenensiomuii rocynapCTBEHHYIO
MHPOPMALIMOHHYIO CHCTeMY B cdepe 3/1paBooxpaHeHHs cyorekTa Poccuiickoii denepannu, B KOTOpOH
copMHUpOBaH peLent B (hopMe IEKTPOHHOTO JOKYMEHTA,

2) HAaMMEHOBAaHUE METUIIMHCKON OpraHu3allyy, aapec, TejaedoH wiv GpaMuins, HHUIMATB IMEHU 1
otdecTBa (MmocieqHee - MU HATMYMH) WHAMBUAYAJIbHOTO MPEANPUHUMATENS, UMEIOLIETO JIMIICH3UIO Ha
MEAUIMHCKYIO JIEATENBHOCTD, €T0 aJpeC;

3) OI'PH ropumuueckoro nuna (MeauuuHckor opranusaiuu) win OIPHUIT unnuBuayansHOTO
peanpruHIMATEs;

4) nata oopmiteHus perenra (yKa3pIBaeTCs YUCIO, MECSIL, TON);

5) nmara okoHwaHus JneiicTBUs peuenta (GopMupyeTcs TOCYIapCTBEHHOH WH(POPMAIIHOHHOM
cucteMoil B cepe 3apaBooxpaneHust cyobekra Poccuiickoit denepannn B COOTBETCTBUU CO CPOKaMHU
nevictus peuentos: 15 nueit, 30 aueit, 60 aueit, 90 aueit, 1o 1 roxa);

6) yHuKanpHBIA HOMep peuenta (popMHUpyeTcst TOCYAapCTBEHHOW WH(POPMAIIMOHHOW CUCTEMOH B
chepe 3apaBooxpaHeHus cyOwekta Poccuiickoit @enepanuu M oOecrieuMBaeT  OJHO3HAYHYIO
uaeHTU(GUKaAIMIO pernenta B ¢opMe IMeKTpoHHOro nokymenta B coderanun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku "Cito" (cpouno) wim "“statim" (HememieHHO) mpH HEOOXOJAMMOCTH CPOYHOTO HIIH
HEMEJIEHHOT'0 OTIyCKa JIEKapCTBEHHOI'O IIpenapaTa MalyueHTy,

8) agpec mamuenTa (ykasbIBaeTCs TOYTOBBINM aJpec MecTa KHUTEIbCTBA (MecTa MpeObIBAaHUS HIIH
MecTa (PaKTHYECKOro MPOXKHMBAHUS) C YKa3aHHEM WHJIEKCAa, HAMMEHOBAaHHS Kpasi, 00JIaCTH, PecIyOInKHy,
aBTOHOMHOI'O OKpyra M MHOro cyowekTta Poccuiickoit denepanuy, HAMMEHOBAHUS HACEIEHHOIO IMYHKTA,
HaMMEHOBaHMs YIHUIBI (IIPOCIEKTa, Mepeyika, mpoesaa), Homepa jaoma (C yka3aHHEM KOpIyca, Hpu
HaJIMYUH), HOMEpa KBapTHUPHI);

9) HOMeEp AIEKTPOHHOM METUIIMHCKOM KapThl MalMeHTa B TOCYAApCTBEHHOH HMH(pOPMALMOHHOM
cucteme B cepe 3apaBooxpaHeHus cyobekta Poccuiickoii denepanuuy;

10) dpamunus, ums, oT4ecTBO (MOCIeIHEE - IPU HAIMYWH) TAUEHTa ITOJTHOCTHIO;

11) nata poxnaeHus nanueHta (ykasbIBaeTCsl 4YMCIO, Mecsl, roxa), ans nereil go 1 roxa
JIOTIOJIHATEIIBHO YKAa3bIBAETCS KOJIMYECTBO IIOJHBIX MECSILIEB;

12) damunusi, MHULOKAIBI UMEHH M OT4YecTBa (MOCIEAHEE - MPH HAJIUYMU) MEAUIUHCKOTO
pabOTHUKA MOJTHOCTHIO;

13) HauMeHOBaHWE  JIGKAPCTBEHHOro  mpemapara  (MEXAyHapoOJAHOE  HENaTeHTOBAHHOE



HaMMEHOBaHHE, TPYNIHPOBOYHOE WJIM XHMHUYECKOE HAMMEHOBaHHE, TOProBOE HAMMEHOBAHUE),
I03UPOBKa, (hopMa BBITYCKa, KOJIMYECTBO (BCE MO3ULUH YKa3bIBAIOTCS HAa PYyCCKOM SI3BIKE);

14) cnoco0 mpUMeHEeHHsl JEKapCTBEHHOrO Ipenapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoii
@enepauuy WM Ha TOCYNAapCTBEHHOM s3blke Poccuiickon denepanuu U roCcyJapCTBEHHOM SI3BIKE
pecnyOIIMK U UHBIX s3bIKaxX Hapoa0B Poccuiickoit denepanmn 8

15) 7noKyMeHT, NOATBEPKAAIOIIMN Ha3HAYCHUE JICKAPCTBEHHOTO TIIperapara 10 pEeIICHHIO
BpaueOHOM KOMUCCHUU MEIULIMHCKON OpraHu3alluy,

16) oTMeTka O Ha3HAUYCHHMHU JICKAPCTBEHHOI'O Iperapara IO PEIICHUI0 BpayeOHON KOMHCCHU
MEIMLMHCKOW OpraHu3alliyd B CllydasX, yKa3aHHBIX B a03aie BTOpoM myHkTa 6 Ilopsinka HasHaueHus
JICKapCTBEHHBIX MIPENapaToB, YTBEPKIACHHOTO HACTOSAIINM IPUKA30M;

17) oTMeTKa O CreUUaTbHOM Ha3HAYCHUH JIGKAPCTBEHHOTrO IperapaTta (3aloJHASTCs B CIIydasX,
yKa3zaHHbIX B NHyHKTax 15 u 24 [lopsaka Ha3HAyeHHs JICKApPCTBEHHBIX IPENapaToB, YTBEP)KICHHOTO
HACTOSIIUM TPUKA30M);

18) oTMeTKa O crienMaNtbHOM Ha3HAYCHHH JIEKAPCTBEHHOTO Tperapara NalueHTy ¢ 3a00JeBaHuEM,
TPeOYIOIUM JJTUTEIILHOTO KYpPCOBOTO JieueHHs (3alONHsAETCS B Cliydae, yka3aHHOM B myHKkTe 23 [lopsiika
Ha3HAYCHUsS JICKAPCTBEHHBIX IPENapaTroB, YTBEPKICHHOTO HACTOSIIUM MPUKA30M) C MPOCTaBICHHEM
MEPUOJIMYHOCTH OTITYyCKa JIEKApCTBEHHOTO Mpernapara,

19) npu oopmiieHnu perenta B GopMe dIEKTPOHHOTO IOKYMEHTA Ha JIGKapCTBEHHBIC MIPENaparsl,
yKa3aHHbIE B MOANYHKTax 2-5 myHkra 9 u myHkre 11 [Topsiaka HazHAueHUs JIEKapCTBEHHBIX MPENapaTos,
YTBEPKIEHHOTO HACTOSIIIMM MPUKA30M, TpaxJaHaM, HMEIOIIUM IMpaBO Ha OecCIulaTHOE MOJyuyeHHe
JIEKapCTBEHHBIX MPENapaToB MM IMOJyYyeHHE JIEKApCTBEHHBIX MpPENnapaToB CO CKHUIKOM, 3aroNHSAIOTCA
PEKBU3UTHI, IPEAYCMOTPEHHBbIE MOAMYHKTaMU 1-18 HacToAIIero MyHKTa, a TaKXkKe CIEeIYIOLIe PEKBU3UTHI:

a) KaTeropus TpaKJaH, HMEIOIMX TIPaBO Ha TOJYyYCHHE JICKApPCTBEHHBIX IpernapaToB B
COOTBETCTBHUH cO cTaThelt 6.1 DenepanbpHoro 3akoHa ot 17 uronst 1999 r. N 178-D3 "O rocynapcTBeHHOM
COIMATBHOM TTOMOIIH'" °;

0) ko1 Ho3omorudeckoit Gpopmsr no MKB;

B) uctouHuk (uHancupoBanus (1 - ¢enepanbHblil OroKeT, 2 - OBOKET cyObekTa Poccuiickoit
denepanuy, 3 - MyHUIUNATEHBIN OIOJIKET);

r) pa3mep orutatsl (1 - 6ecriarho, 2 - 50%, 3 - unoit %);

I) CTpaxoBOM HOMEp WHAWBUAYaJbHOTO JIMIIEBOIO CUeTa TrpakaaHuHa B [leHcMOHHOM QoHIEe
Poccuiickoii ®enepanuu (npu Hanmunu) (CHUJIC);

€) HoMep IoJyiuca 0053aTeIbHOr0 MEJUIIMHCKOTO CTPaXOBaHUSI.

21. Ilpu npocTaBieHUU OTMETKH, YKa3aHHOW B moamyHkre 16 mynkra 20 nacrosimero Ilopsika,
peuent B ¢opMe BIIEKTPOHHOIO JOKYMEHTa IOANUCHIBACTCS YCHJIEHHOH KBaJM(UIIMPOBAHHOM
SJIEKTPOHHOM MOJMMCHIO TpeJceiaTeNss WIM CeKpeTaps BpauyeOHOM KOMHCCHMM  MEAMLIMHCKON
OpraHu3alluy, NpU MPOCTABICHUU OTMETOK, yKa3aHHbBIX B moianmyHkrax 17 u 18 mynkra 20 Hactosiero
[Topsiaka, - yCHJIEHHBIMH KBaJIM(UIMPOBAHHBIMU HJIEKTPOHHBIMH IOJAMUCSIMHU COOTBETCTBYIOIIUX
MEIULUHCKUX PAOOTHHUKOB.

22. Ilo TpeOOBaHHUIO MalMEHTAa WM €ro 3aKOHHOTO IMPEACTaBUTENS OQOPMIISETCS 3K3EMILISAP
peuenta B (opMe DSIEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM HocuTedae ¢ OTMeTkod "JlyOmukar
3JIEKTPOHHOI'O JIOKyMEHTa'".

I1l. Yder penenTypHbIX 0,1aHKOB (32 HCKJIIOUeHHEM pelenTypHbIX 01ankoB mo ¢popme N 107/y-HIT
"CrnenHajabHbIH pelenTypHbIi 6JaHK"")

23. VYuer peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 wu N 148-1/y-04(x),
U3rOTAaBIMBAEMBIX TUMOTPadcKuM crocoboM (manee - peuenTypHble OJaHKW, IMOAJIEKALINE YYeTy),
OCYILIECTBJIACTCS B KypHaJaX ydeTa, IPOHYMEPOBAaHHBIX, MPOUIHYPOBAHHBIX U CKPEIUICHHBIX MOANHUCHIO
PYKOBOJIUTENSE M  TeYaTbl0 MEAMLUMHCKOW  OpraHu3allMd MM  [OJINUCHI0  WMHAWBUIYAJIBHOTO
IpeINPUHUMATENS], UMEIOILEro JUIEH3UI0 HA METUIIMHCKYO 1€ TEIbHOCTb.

24. Kypnan ydera peuentypHbix 6mankoB Gpopmsr N 107-1/y conepxut cienyromue rpagsi:



1) HOMep 1O TOPSTKY;

2) B paznene "Tpuxon'™

a) Jata perucTpanuy JOKyMEHTa, MOATBEP)KIAIONICTO MTOCTYIICHHUE;

0) HOMep U J1aTa JOKyMEHTa, MOITBEPIKIAFOIIET0 NOCTYIUICHNE, HAMMEHOBAaHHE TTIOCTABIIINKA,

B) 001I1ee KOJMYECTBO MOCTYHMBLIMX PELIENTYPHBIX OJIAHKOB,;

r) damuius, uWHUNMANEI MMEHHM M oTdecTBa (MOcienHee - TpPU HAJIWYMU) U IOJIIKCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHHKA, MOIYYHUBLIETO PELENTYpHbIE OaHKU OT MOCTAaBIIUKA;

3) B paznene "Pacxox™:

a) JaTta BBIIA4M PEIENTYPHBIX OJIAHKOB;

0) KOJIMYECTBO BBIAAHHBIX PELENTYPHBIX OJIaHKOB;

B) (damuius, MHUIHMAIGI MMEHH M OT4ecTBa (NOCIEIAHES - NPU HAJIWYUHU) OTBETCTBEHHOI'O
MEIUIUHCKOTO PA0OTHUKA, MTOJyYUBIIETO PELENTYpPHbIE OJIAHKH,

I') MOANUCH OTBETCTBEHHOTO MEUIIMHCKOTO pAaOOTHUKA, MOJYYHBIIECTO PELCNITYPHBIC OJaHKH,

4) damunus, WHUOUATBI WMEHM W oOTdecTBa (HOCIEAHEE - MpH HAJIWYMM) W TOJIINHUCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHUKA, BHIJABILIETO pELeNTypHbIE OJaHKH;

5) ocTaTok peuenTtypHbIX OJIaHKOB.

25. XKypnan ydera peuentypHbix OmankoB ¢opm N 148-1/y-88 u N 148-1/y-04(x1) comepxut
creayomue rpagsi:

1) HOMep 10 TOPSKY;

2) B pasnene "Tlpuxon™

a) JaTta perucTpaniy JOKYMEHTa, MOATBEP)KIAIONIETO MTOCTYIICHHUE;

0) HOMep U J1aTa JOKyMEHTa, ITOITBEP KJAFOIIEro MOCTYIJICHNE, HAMMEHOBAaHHE TTOCTABIIINKA,

B) 001I1ee KOJTMYECTBO MOCTYIHBIIMX PELENTYPHBIX OJIAHKOB,;

I) CeprH M HOMEpa PEeleNTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELIENTYPHBIX OJIAHKOB 110 CEPUSIM;

e) ¢damunusa, uWHUNMANBI MMEHHM M oTdecTBa (mOcienHee - TPU HAIWMYUHM) W TOJINUCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHHKA, MOIYYHBILIETO PeLeNTypHbIe OJaHKH OT MOCTAaBILUKA,

3) B paznene "Pacxox™:

a) JaTta BBIAYM PEIENTYPHBIX OJIAHKOB;

0) cepun ¥ HOMEpa BBIIAHHBIX PEIETITYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIIAHHBIX PELENTYPHBIX OJaHKOB;

r) QaMwims, MHAIMAIBI UMEHM W OTdecTBa (MOCIEeIHEe - TMPH HaJMYUH) OTBETCTBEHHOTO
MEIUIUHCKOTO PA0OTHUKA, MTOJYYUBIIETO PELENTypHbIE OJIaHKH,

1) IOJIHUCH OTBETCTBEHHOI'0 MEAMIIMHCKOTO PAa0OTHHKA, IOJIyYUBIIETO PELENTYPHbIC OJaHKH;

4) ¢damunus, WHUOUATBI WMEHM W OT4ecTBa (HOCiIEAHEe - MpPH HAJIWYMM) W TOJINUCH
OTBETCTBEHHOT'O MEJMIIMHCKOT0 paOOTHHKA, BBIIABIIErO pELENTypHbIEe OJIaHKHY,

5) ocTraTok penenTtypHbIX OJTaHKOB.

26. Ydyer peuentoB, opOpMIIEHHBIX B (hOpMe 3JIEKTPOHHOTO JOKYMEHTa, OCYIIECTBISETCS B
roCyJapCTBEHHOM HWH(POPMALMOHHOM cuctemMe B cdepe 37paBooxpaHeHus cyOwbekTa Poccuiickoit
denepanyy MOCPEICTBOM BEJCHUS €AMHOTO PEecTpa pelenTtoB, 0GOPMIIEHHBIX B (popMe 3JIeKTPOHHBIX
JIOKYMEHTOB.

IV. Xpanenne penentypHsIxX 0JIaHKOB (32 HCKJIIOYEHHEM PeleNnTYPHBIX 0JJaHKOB M0 (hopme
N 107/y-HII ""CneunanbHblii penentypHbIii 01aHK'")

27. MeauIMHCKUE OpraHU3aly MOJMyYaloT HEOOXOJUMBbIE pelenTypHble OlaHKu, o(popMIIeHHBIC
tunorpadckuM cocoboM, dYepe3 TEeppPUTOPHANIbHBIE OpraHbl YIPABICHUS 3APAaBOOXPAHCHHUEM WU
OpraHu3aliy, YMOJHOMOUYEHHBIE HAa 3TO OpraHaMH HCHOJHHUTENIbHOW BiacTH cyObeKToB Poccuiickoit
denepauuu.

28. PeuentypHbie ONaHKH, MOJJIEKAIINE YUETY, XPAHITCS OTBETCTBEHHBIM JIUIIOM, Ha3HAUEHHBIM
PYKOBOJUTENIEM MEIMIIMHCKOM OpraHu3alliy, B 3alupacMoM MeTautmdeckoM mkady (ceiide) wumm



METAJUINYECKOM SIIIUKE.

29. nauBuayanbHBIA IpeIpUHIMATENb, UIMEIOIINN JIMIIEH3UI0 Ha MEIUIIMHCKYIO JeITEIbHOCTb,
XPaHUT pelenTypHbIe OJaHKH, MOUISKAIINE YUETy, B 3alMpacMoOM MeTajuindeckoM mmkady (ceride) mim
METAJUINYECKOM SIILUKE.

30. IIpoBepka cOCTOSIHMS XpaHEHHUs, y4eTa, (PAaKTUYECKOrO HaJM4YUsl M pacxoja PeLenTypHbIX
ONaHKOB, MOMAJEKAIIMX Yy4yeTy, OJUH pa3 B KBapTal OCYILECTBIACTCS KOMHCCUEH, CO3JaHHOM B
MEIUIMHCKON OpraHu3alui.

31. Penentypusle Onanku, odopmisieMble Ha OyMa)XHOM HOCHTENE M TMOJJICKAILIUE YYeTy,
BBIJIAIOTCSI MEUIIMHCKUM pPa0OTHHKAM, MMEIOIIMM IpaBO O(GOPMIICHUS PELENTOB, MO PAaCIOPKECHUIO
IJIABHOI'O Bpaya UM €ro 3aMECTUTEIIS.

[TonmyyeHHble peuenTypHble ONAaHKM Ha OYM@KHBIX HOCHTEISX XPAHATCS MEAULUHCKUMHU
pabOTHUKAMU B MOMEIEHHSX, 00ECIICUNBAIOIINX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHHUYECKHE CPEACTBA IOCYAApPCTBEHHBIX MH(OPMAIIMOHHBIX CHCTEM B cepe
3IPaBOOXPAaHEHHS], MEAULIMHCKUX UHPOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX OpraHu3aluil 00ecreynBaoT
XpaHEHUE AJIEKTPOHHBIX PELENTOB, OPOPMIICHHBIX B (hOpME 3JIEKTPOHHBIX JOKYMEHTOB B TE€UEHUE CPOKOB,
YCTAQHOBJICHHBIX JJISi XPaHEHUS PELEnTOB, OQOPMIICHHBIX Ha COOTBETCTBYIOIIMX (hopMax peuenTypHbIX
6nanKoB Ha GymaskHoOM Hocutene 1O,

1 Cobpanne 3akoHOmaTeNnbCTBa Poccntickoit @eneparun, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577.

2 Tlpukas MuHuCTepcTBa 3/paBooXpaHeHns Poccuiickoii ®enepamun ot 15 nexabps 2014r. N 834m "O6
YTBEp)KICHUN YHUGHUIMPOBAHHBIX (DOPM MEAWIMHCKOW JTOKYMEHTAllMH, WCIHONB3YEMbIX B MEIUIMHCKUX OpTaHH3alusX,
OKa3BIBAOIIMX MEAUIUHCKYIO [IOMOLIb B aMOyJIaTOPHBIX YCIOBUSX, U MOPSIKOB MO UX 3amonnenuio” (manee - [pukas N 834n)
(3apeructpupoBad MunucrepcTBoM foctuimu Poccuiickoit @enepammu 20 despans 2015 r., peructpanmonnsiii N 36160) ¢
M3MEHEHMsIMH, BHECEHHBIMH NpHKa3zaMn MuHHCcTepcTBa 31paBooxpanenns Poccuiickort ®eneparmm ot 9 saaps 2018 r. N 2
(3apeructpupoBad MunmcTepcTBOM rocTimu Poccuiickoit @enepammu 4 anpens 2018 r, perucrparmonnsii N 50614), ot 2
HosiOpst 2020 r. N 1186m (3apeructpupoBan MunncrepctBoM toctumun Poccuiickoit ®eneparn 27 uosiops 2020 r.,
peructparonusii N 61121).

3 Tpukas N 834n.

4 Yacte 1 crateu 15 3akona Poccuiickoii Oenmeparmun o1 25 oktadps 1991r. N 1807-1 "O s3pikax HapoaoOB
Poccutickoit ®enepanun” (manee - 3akon N 1807-1). (Bemomoctr cbesna Hapoausix aenytatoB PCOCP u Bepxosnoro Cosera
PCDCP, 1991, N 50, cr. 1740; Cob6panue 3akonoaaTenpcTBa Poccuiickoit denepanu, 1998, N 31, ct. 3804).

5Yacrs 4 craTeu 91.1 ®enepansroro 3akona N 323-®3 (Cobpanue 3akoHomaTenscTa Poccuiickoit denepartim, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

® Yacte 4 crateu 91.1 ®enepansoro 3akona N 323-®3 (Cobpanue 3akoHopaTenscTBa Poccuiickoii enepauun, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

" Crareu 91 u 91.1 ®enepanbHoro 3axkona N 323-03 (Cobpanue 3akoHonaTensctsa Poccuiickoit ®enepanuu, 2011,
N 48, ct. 6724).

8 Yacte 1 crarem 15 3akona N 1807-1 (BemomocTr cwe3ma Hapomusix genytatoB PCOCP u Bepxosaoro Cosera
PC®CP, 1991, N 50, ct. 1740; CoGpanwe 3akoHOmarenbcTBa Poccuiickoit ®eneparmu, 1998, N 31, ct. 3804).

® Co6panue 3akoHoaTenscta Poccuiickoit @enepanuu, 1999, N 29, ct. 3699; 2020, N 52, c1. 8577

10 Momnynkr 5.2.169 Ionoxenus o Munucrepcrse (Cobpanue 3akoHonaTenbcTBa Poccuiickoit ®enepauuu, 2012,
N 26, ct. 3526; 2021, N 43, ct. 7258).




IIpunoxenne N 4

K [IpyKa3y MHMHHCTEpPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

®opma cnenuaabHOro penentypHoro 6manka N 107/y-HIT

MUHMCTEPCTBO 3IOPaBOOXPAaHEHUI Kon ¢opmel no OKVY]I

Poccurickonm denepauun MemmumHCKasa IOOKyMeHTalMAa
dopma N 107/y-HII, yTBEepXIeHHad
IpMKas3oM MuHMUCTepCTBa
30paBooOxpaHeHusa Poccumckon denmepaumm

WTaMII MEeIULMHCKOM OpTraHM3alluu or 24.11.2021 N 1094u

PELIEIT

Cepusa N N

1A LA 20_ I|-
(maTa BHOMCckM pelenTa)
(B3poCHEli, HETCKUMA — HYKHOE MOIUEPKHYTH)
dammnusa, umsa, oruecTso (OcienHee — NPU HAJIUMUUMA)
naumMeHTa
BospacT

Cepuss M HOMEP IOJMCa OO0SABaTEJIbBHOT'O MEeIULMHCKOTO CTPaxXOBaHMUSI
HoMep MeIMUMHCKOM KapTEH
damunmsa, umsa, oruecTso (OcienHee — NPU HAJIVMUUMA)
sneuamero Bpaua (desbmwepa, axkylepKn)

[Mompnmuchk M JIMUHAaS IIedaThb Bpada
(mommuch derbaumepa, aKylepKn)

M.II.
damMmId, mM4, oOTYeCTBO (HOCJ’[e,ILHee - Ipun HaJ'[MLH/H/[) 12 IIoarncChe
YIIOJIHOMOUYEHHOI'O JIMiia MeIOMLIMHCKOM OopraHmM3alnum

M.II.

OTMeTka alTeuHOM opraHmuzauum 00 OTIyCKe
davunmsa, umsa, oruecTso (MocienHee — NpPM HAIMUMM) U MNOANUCE PaBOTHUKE
ANTeYHOM OpITaHM3aLuM

M.II.
Cpok mevicTBus peuenrta 15 nuen



IIpuaoxenne N 5

K npuka3sy MHHHCTEpPCTBA 31PaBOOXPaHeHHUs
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

IlopsioK U3roTOBJIEHUS, pacnpeae/eHUsl, PErUCTPALMN, Y4eTa U XPAHEHHUS PelenToB, COAePKAIUX
HA3HAYEHHE HAPKOTHYECKUX CPeICTB WJIN MCUXOTPONHBIX BelIECTB

|. Ilopsinok U3roTOBJICHHUS], pacnpe/ieJIeHUsl CIIelHATbHBIX peleNnTYPHbIX 0J1aHKOB 110 (opme
N 107/y-HIT

1. OpraHu3zanuio U3roTOBJICHUS U paclpeaeieHus peuentypHbix Oxankos mo gpopme N 107/y-HIT
"CrienaibHbld  pelenTypHblil OnmaHk” (manee - cHelMalibHBI pPEUENTYypHBIA OJIAHK) OCYIIECTBIISCT
MunucTepcTBO 31paBooxpaneHus Poccutickoit @eneparun (nanee - MUHUCTEPCTBO).

2. CnenuanbHble pelenTypHble OJaHKH SBIISAIOTCS 3alUIIEHHON MOJMTrpaduuecKoi MpoayKIHen
ypoBHs "B", m3roraBnuBaemoii Ha Oymare pozoBoro 1Bera pasmepoM 10 cm x 15 cM, JOKHBI UMETh
CepUI0 W HOMEp, a TaKXKe COOTBETCTBOBATh TPeOOBAHUSAM, YKa3aHHBIM B IIpuKa3e MUHHUCTEpCTBa
¢unanco Poccuiickoii ®@enepauuu ot 29 centsiops 2020 r. N 2171 "O06 yrBepxnenun TexHUYECKHX
TpeOOBaHUN M YCIOBMH HM3TOTOBJICHUS 3alUILEHHONH OT MOAJENIOK MOJUrpapuuecKod MNpOIyKUUHU'
(3apeructpupoBan  MuHnuctepctBoM toctunmu  Poccuiickoit  ®epepanmuu 16 HOs6ps 2020 r.,
perucrpanmonssiii N 60930).

3. B mensx opraHu3zaiiy M3TOTOBJICHUS U paclpelelieHUs] CIEeIHaIbHBIX PElEeNTypHBIX OJIaHKOB
MEIMLMHCKUE OpraHu3alid, HMMEIOLIHE MPaBO OCYIIECTBIATh BBIAAUy pPEIENTOB HAa HAPKOTUYECKUE
CpeAcTBa WM TCHXOTpomnHble BemectBa crnucka |l Ilepeuns u 3apeructpupoBanHble B Poccuiickoit
depepanun B KauyecTBE JICKAPCTBEHHBIX TpENapaToB Ui MEJUIMHCKOTO TpUMeHeHus (nanee
COOTBETCTBEHHO - MEIMIMHCKAs OpraHu3alus, HApKOTHYECKHH (IICHMXOTPOMHBINA) JIEeKapCTBEHHBIN
npenapar), COCTaBIISIOT 3asiBKU Ha PELENTYPHbIC OJaHKH.

4. B cpok 110 1 okTs0ps TekyIiero roja 3asBKM MEIUIMHCKMX OpPraHU3allii Ha CHelHajbHbIe
peuenTypHble OJaHKH MPEICTABISIOTCS

1) MEOVUMHCKMMH OpraHu3alMsSMH, HaXOMAIIMMHUCS B BeJCHHM (eepajbHBIX OpraHOB
MCTIOJIHUTENIBHOM BJIACTH, - B COOTBETCTBYIOIIME (hefepaibHble OPTaHbl UCIIOIHUTEIBHOM BIacTH;

2) MEOUIMHCKMMHU OpraHM3alysIMH, HaxOJAIIMMHUCS B BeAeHHMH cyObekToB Poccuiickoit
deneparuy, MEIUIIMHCKUMHU OpraHU3alMsIMH MYHULIUIIAIBHOW M YAaCTHOW CHUCTEM 3[paBOOXPAHEHUS - B
OpraHbl HCIOJHUTEIbHONH BiacTu cyObekToB Poccuiickoit depepaunu B chepe OXpaHbl 310pOBbS
rpakAaH, Ha TEPPUTOPUH KOTOPHIX OHHU pACIOJIOXKEHBI (Janee - OpraHbl HCIOJHHUTEIBHON BIacTH
cyobektoB Poccuiickoit deneparyn).

5. B 3asgBke MEAMIMHCKONW OpraHu3alliil Ha CIEHUalbHbIE PELENTYpHble OJMaHKHU YKa3bIBarOTCS
CIICAYIOIINE CBEICHUS:

1) cBenmeHMss O MEIUIMHCKOM OpraHW3alyH, MOJABIICH 3asABKY Ha CHELUAIBHBIC PELENTYpHBIC
OnaHku (MOJTHOE HAMMEHOBAHKE, aJIPEC MECTa HAXOXK/ICHUS);

2) KOIMYECTBO CIICHHMAIBHBIX PEIENTYPHBIX OJaHKOB, H3PACXOMOBAHHBIX MEIUIUHCKOM
opranu3zanueil Ha 1 ssHBaps MpeAIeCcTBYIOIETO T2,

3) KOJHMYECTBO CHEHUAIBHBIX PEIENTYPHBIX OJaHKOB, HEOOXOAMMBIX MEAUIMHCKOW OpraHU3aluu
Ha CIIeIyIOIUi TO/.

3asBKa MEIUIMHCKOM OpraHu3alliil Ha CHElUaIbHbIe pPELENTypHble OJaHKU IOANUCHIBACTCS
PYKOBOIUTENEM MEAULMHCKOW OpraHM3aluy, KOTOpPbI HECceT NepCOHAJIbHYK OTBETCTBEHHOCTH 3a
00OCHOBAHHOCTB U JIOCTOBEPHOCTh YKAa3aHHBIX CBEJICHHH.

6. denepanbHble OpraHbl UCIOTHUTEIBHOM BIACTH, B BEIEHUHM KOTOPBIX HAXOIATCS METULIMHCKUE
opranmzauuu (manee - QeaepanbHble OpraHbl HCIOJIHUTEIBHON BIACTH), U OPraHbl HCIIOJHHUTEIBLHON
Biactu cyObekToB Poccuiickoii ®enepanum Ha OCHOBAHUHM 3aSBOK MEIMIIMHCKMX OpraHu3aluil Ha
CrellMabHbIe pellenTypHbIe OJaHKH (POPMUPYIOT CBOAHBIE 3asIBKM HA CIICLUANIbHBIC PELENTYPHbIE OJaHKU



U B Cpok 110 1 nexabps Tekylero roja NpeAcTaBisiioT UX B MUHHCTEPCTBO.

7. B cBO/IHOM 3as1BKE Ha CIICIUANIBHBIC PELeNTypHbIC OJaHKH YKA3bIBAIOTCS CIIEAYIOLINE CBEACHUS:

1) cBeneHust o QeneparbHOM OpraHe MCHOJHUTEIBHOW BiIacTH (OpraHe MCIOJHUTENBHOW BIACTH
cyowsekra Poccuiickoit ®enepanuu), MpeacTaBUBILEM CBOIHYIO 3asSBKY Ha CIICHUAIbHBIC PELENTYpPHbIC
OnaHku (MOJHOE HAMMEHOBAHUE, aJ[PEC MECTa HaXOXKICHHUS);

2) KOJMYECTBO CIICIHAJbHBIX PEIENTYPHBIX OJIAHKOB, paclpeleieHHBIX (eaepalbHbIM OpPraHoM
UCIIOJIHUTEIbHOW BiacTH (OpraHOM MCHOJHUTEIBHOW BiacTH cyObekra Poccuiickorn denepanuu) Ha 1
SIHBaps MPEALIECTBYIOIIEr0 rofja MeXAy MEAUIIMHCKMMH OpraHu3alusIMu,;

3) KONMYECTBO CHEHUAIBHBIX PELENTYpHBIX OJIAHKOB, HEOOXOIUMBIX (helepalbHOMY OpraHy
UCIIOJTHUTEIbHON BiacTH (OpraHy WCIONHHUTENBHON BiacTu cyObekta Poccuiickoit ®denepaunuu) Ha
CJIENYIOIIUHI TOJ] AJIS paclpeneaeHs] MEKAY MEAULIMHCKMMU OpraHu3alusMu,;

4) cBenmeHHs O TMOJBEJIOMCTBEHHOW OpraHU3alvy, YIOJIHOMOYCHHOW (eaepaibHbIM OpPraHoM
UCIIOJTHUTEIbHONW BIAacTH (OPraHOM HCIIOJNIHUTENbHOW BiacTu cyObekra Poccuiickoit ®eneparnmn)
OCYILIECTBIISATh MOJYYEHHE CHEIHMAIBHBIX PELENTypHBIX OJIAHKOB OT MHHHCTEpCTBA, UX XpaHEHHE H
BbIJIa4y MEIUIIMHCKMM OpraHu3anusM (IoJHOe HauMEHOBaHuWe, aapec Mecta Haxoxaenus, MHH/KIIII,
OKTMO opranusanmu, GakTHYECKUN aipec MOCTaBKH).

8. Ha ocHOBaHMM TOJYy4YE€HHBIX CBOJHBIX 3asfBOK Ha CIENMaJbHbIE pELENTYypHble OJaHKH
MUHHCTEPCTBO €XEroJHO B cpok 10 15 sHBaps ciemnyromero roga (GpopMupyer u yTBEpXkAaeT IUIaH
pacripesie/ieHus] CIeUAlbHBIX PELENTYPHBIX OJAHKOB, B KOTOPOM OTpa)kaeTcs TojoBas MOTPEOHOCTH
Poccuiickoit ®enepanin B CHIENHMANbHBIX PEIENTYPHBIX OJaHkax (mamee - IJIaH pacnpeaeieHUs
MunucrepcTBa).

9. B rutane pacnpenenenuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS

1) mopsAKOBBIN HOMEP 3aIHCH,

2) HauMeHOBaHHWE (elepalbHOr0 OpraHa HCIIOJHUTENBHON BiacTH (OpraHa HCIIOJHUTEIBHON
BnactTH cyoOwbekra Poccuiickoit ®dexepanum), TpPENCTaBUBIIETO CBOJHYIO 3asBKY Ha CIEIHAIbHBIC
pelenTypHbie OJaHKH;

3) He0OX0IMMOE KOJIMYECTBO CIIEIHATbHBIX PELENTYPHBIX OJAaHKOB.

10. HanpaBnienue crenuaibHbIX pEleNTypHBIX OJIAHKOB (hefepabHBIM OpraHaM HCIIOJHUTEILHON
BJACTH, OpraHaM MHCIIOJHUTEIbHON BiacTH cyObekToB Poccuiickoit ®enepanmu OCyIIecTBISETCS
MuHHCTEPCTBOM B KOJIMYECTBE, MIPETYyCMOTPEHHOM IUIAHOM pacipeesneHnss MuHuCTepCTBa.

11. MuHHUCTEPCTBOM JONOJHUTEIBHO K KOJIMYECTBY CIEHHUAIbHBIX PELENTYPHBIX OJaHKOB,
NPEeIyCMOTPEHHOMY IUIAHOM  pacmpeneneHuss MuHuctepcTBa, (QopMupyeTcs pe3epBHbIM  3amac
CMELMAIBHBIX pPELENTYpPHbIX OJlaHKOB B KojuuyecTBe, He mpesbimaromeM 150 000 cnenmanbHbIX
peLenTypHbIX OJIaHKOB.

12. B cnyuyae yBenuueHHs NMOTPEOHOCTH B CIHEMAJIBHBIX PELENTYpPHBIX OJaHKax (enepaabHbIe
OpraHbl UCTIOJHHUTENBFHON BIacTH (OpraHbl HCIOJIHUTENBHOM BiacTu cyObekToB Poccuiickoit deneparyn)
HanpaBJAIOT B MHUHHMCTEPCTBO CBOJHBIE 3asBKM HaA JONOJIHUTEIBHOE KOJIMYECTBO CIELHMAIBHBIX
peuenTypHbIX OJaHKOB (C OOOCHOBaHHMEM YBEIMYEHHs MOTPEOHOCTH B CHEHUANBHBIX PELENTYPHBIX
OnaHkax), KOTOpBIE MPEAOCTABISAIOTCS MUHHCTEPCTBOM M3 PE3EPBHOrO 3amaca  CIeHalbHBIX
peLenTypHbIX OJIAHKOB.

13. denepanbHbie OpraHbl UCIOJIHUTEIBHOM BIACTH (OPTraHbl HCTIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoii ®denepanum) pacrupenenstoT MNONYyYCHHBIE CIEIHalbHbIe PEHEeNTypHbIC OJIAHKH MEXIy
MEIMLMHCKUMHM OpraHu3alMsIMU Ha OCHOBAaHMM IUIAHOB pacmpeieieHus, CHOPMUPOBAHHBIX B
COOTBETCTBHUHU C 3asBKAMU MEJAULMHCKUX OpPraHU3allui Ha ClIeUaIbHbIE pelenTypHbIe OJIaHKH.

I1. Ilopsiiok perucTpanum, y4era i XpaHeHHs CIeMAJIbHBIX pelenTypPHbIX 0J1aHKOB 10 opme
N 107/y-HIT

14. MI/IHI/ICTepCTBO, HUHBIC (penepaanHe OpTraHbl HCIIOJIHUTEIILHOM BIIACTH U OpraHbl
HUCIIOJIHUTEIBHON BIIACTH CY6’BCKTOB Poccuiickoit q)enepaulzm OpPraHHU3YKOT XpPaHCHUC CICHHUAIIBHBIX
PCLCIITYPHBIX OJIaHKOB B MNOABCAOMCTBCHHBIX OpraHU3aluAX, YIIOJIHOMOYCHHBIX OCYIICCTBIIATH



MOJyYeHHE CIEUUANbHBIX pEHENnTypHBIX OJIAHKOB OT MMHHUCTEpCTBA, HUX XpaHEHUE U BBLAAUY
MEIUIIMHCKUM OpTraHU3alusIM (Iajee - yoJHOMOYCHHAs: OpraHh3alus).

15. B ynosHOMOUYEHHOH OpraHM3aly U MEAMIMHCKON OpraHM3alM, MOJy4YMBIIEH CIEUAIbHbIC
pelenTypHble OJaHKW, OpPraHM3YyeTCs PErHCTpalus, y4eT W XpaHEHHE CIELUATBbHBIX PeleNnTyPHbBIX
OJIaHKOB.

Perucrpanusi, yyer M XpaHEHHE pE3EPBHOIO 3amaca CIEIHaJbHBIX PEUENTYypHBIX OJaHKOB
MuHucTepcTBa  OCylIecTBiIsieTcsl  (efepaJbHbIM — T'OCYJNApPCTBEHHBIM — OIO/DKETHBIM  YyUpPEXKICHHEM,
HaXOJSIIUMCS B BelecHMM MuHKCTepCTBa (J1ajiee COOTBETCTBEHHO, - PE3EPBHBIN 3a11ac, MOBEIOMCTBEHHOE
YUpPEXKICHUE).

16. PaGoTHMK, Ha3HaueHHBIH MPHUKA30M PYKOBOAUTENS YIOJHOMOYEHHOW OpraHu3aluu
(YHOJIHOMOUYEHHOW OpraHu3aluy, MOJBEIOMCTBEHHOTO YUYPEXKICHHS) OTBETCTBEHHBIM 3a PErMCTPALHUIO,
XpaHEHHEe W Yy4YeT CIEHHaJbHBIX PELENTYpHBbIX OJaHKOB (Hanee - OTBETCTBEHHBIH paOOTHHK), Ha
OCHOBAHMHU JIOBEPEHHOCTH, OPOPMIICHHON B MOPSAKE, YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit
denepauun  (C  MOANKMCHI0  PYKOBOIMUTENS  YHNOJHOMOYEHHOH opraHu3anuu  (yIoJTHOMOYEHHOM
OpraHM3aluy, MOJBEIOMCTBEHHOT'O YUPEXK/ICHUS), TIABHOTO OyXrajirepa, 3aBepeHHBIX KPYIJIOW MeYaTklo),
MOJy4aeT CrelUalbHbIe PeleNnTypHbIe OJIAHKU M OCYILECTBIIAET BEICHUE KypHajla PErUCTPalli U ydeTra
CIICLMAJBbHBIX PELENTYPHBIX OJaHKOB, K KOTOpoMy mpuoOmaer ¢oro- u (WiM) BUICOMATEPHAIBI,
noATBepxkaatomue Gpakt ohopMIICHHs PELENTYPHBIX OJIAHKOB Ha A0MY (IIpU HAJTHYHH).

17. XKypHan perucrtpauud M YyuyeTa CHEUMAJIbHBIX pELUENTYPHbIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, IPOIIHYPOBaH, MMETh Ha IIOCIECIHEH CTPAaHHUIEC 3alKCh, COACPKALIYI0 KOJIMYECTBO
CTpaHUI], TOJHOE HAWMECHOBAHUE YIIOJHOMOYEHHOH opraHu3anuu (MEIUIIMHCKOW OpraHW3allvy,
MOJBEJOMCTBEHHOTO  YYPEXKICHHUS), a TaKKe CKPEIUIEH MOJMKUChI0 PYKOBOAUTENS W  II€YaThIO
YIIOJIHOMOYCHHOM Opranu3anuy (MEAUIIUHCKON OpraHU3alny, OABEIOMCTBEHHOTO YUPEKICHHS).

KypHan peructpauud M yyeTa CHEUUANbHBIX pPELENTypHBIX OJIAHKOB pE3epBHOrO 3araca
MuHuCcTEpCTBa CKpEIUIIETCS TaKKe TOANUCHIO JUpPEeKTopa (B Cilyyae €ro OTCYTCTBHS - 3aMECTHTENS
nupekropa) JlemaprameHTa peryiuMpoBaHUS OOpAllleHHs JICKAPCTBEHHBIX CPEACTB W MEIUIMHCKHX
u3aenuid MuHuCTepCTBa U N1e4aTbl0 MUHHUCTEPCTBA.

18. B kypHane perucrpanvd M ydera CHEIMaJbHbIX PELENTYypHBIX OJIAHKOB YKa3bIBAIOTCS
CJIEIYIOILUE CBEICHUS:

1) mopsAKOBBIN HOMEP 3aIHCH,;

2) PUXO/] CIIENUANIBHBIX PELENTYPHBIX OJaHKOB:

a) PEKBU3UTHI M J1aTa PETUCTPALlH IPUXOIHOTO TOKYMEHTA;

0) oOmIee KOTMYECTBO MOCTYMHUBIIHNX CIICIHATBHBIX PELENTYPHBIX OJaHKOB,;

B) CepHsi K HOMEP CIIEHAIBHOTO PEIENTYPHOro OJIaHKa,

I') KOJIMYECTBO CIEIUAIBHBIX PELENTYPHBIX OJIAHKOB MO KaXK/J0H cepuH;

1) dhamuims, M, 0T4ecTBO (IOCIeIHEe - MPU HAJIMYMK) U TOANUCH OTBETCTBEHHOTO Pa0OTHHKA,

3) pacxo crenranbHbIX PEUEeNTYPHBIX OTaHKOB:

a) JaTta BBIJIa4M CIICIMAIBHBIX PELENTYPHBIX OJaHKOB;

0) cepun 1 HOMEpa BBIIaHHBIX CIICIHATIBHBIX PELENTYPHBIX OJaHKOB;

B) KOJHMYECTBO BBIJAHHBIX CICIHUAIBHBIX PELENTYpPHBIX OJIAHKOB C YKa3aHHEM B CKOOKax
KOJINYECTBA CIELUANIbHBIX PELeNTYyPHBIX OJaHKOB, BHIAAHHBIX JUIS OPOPMIICHHS Ha JIOMY;

r) ¢amuiaus, uMs, OTY4ECTBO (MOcieqHee - NpU HaJIWYMM) M IOJIIKCH JIMIA, HOJTYyYUBILETO
crenuaIbHble pelenTypHble OTaHKH;

1) KOJIMYECTBO CHEIMAIBHBIX PELENTYPHBIX OJaHKOB, O(OPMIICHHBIX Ha JIOMY;

e) ¢amunus, uMms, ord4ecTBO (MOCieqHEE - MPH HAIUYMHU) M MOJNHCH JHIA, O(POPMUBILETO
crielMaibHbIe pellenTypHbIe OJIaHKU Ha IOMY;

4) dpamunusi, UMs1, 0TYECTBO (MOCIeIHEE - IPU HAIMYWU) U TTOJINKICh OTBETCTBEHHOTO PaOOTHUKA,

5) ocTaToK crienuabHBIX PEIEeNTYPHBIX OJaHKOB.

19. CneumanbHblii penenTypHbIl OJaHK SBISETCS JOKYMEHTOM CTPOroW OTYETHOCTH. 3arac
CHENMaJIbHBIX PELENTYPHBIX OJIAHKOB B MEIUIIMHCKOM OpraHM3alMu JOJDKEH XPaHUThCS B CIIEUAIbHBIX
MOMEUICHHUsX, ceiiax WM B CHEUUAIBbHO M3TOTOBIEHHBIX HIKadax, OOUTHIX OLIMHKOBAHHBIM XKEJIe30M, C
HAJIC’)KHBIM BHYTPEHHUM UJIM HABECHBIM 3aMKOM.



[Tomemienus, ceiidpl, mKadbl, B KOTOPBIX XPAHATCS CHEIUANbHBIC PEIENTYPHbIE OJaHKH, JOKHBI
OBITh 3aKpHITHI HA 3aMKH U TIIOCJIE€ OKOHYaHUS pPAaOOTHI ONEYaTaHbl TEYaThIO0 YIOJTHOMOUYEHHOM
opranuzaiuu (MeIUIUHCKON OpraHU3aliK) WIH OTIOMOUPOBAHBI.

20. B MeIMIMHCKHX OpraHM3alMsIX 3amac CIENHATbHBIX PELENTYPHBIX OJaHKOB HE TOJKCH
MPEBBIIATH TOI0BOM MOTPEOHOCTH.

21. Paspemaercss BbIIaBaTh MEIUIIMHCKOMY paOOTHHKY, UWMEIONIEMY MpaBO Ha3HAYaTh
HapKOTHUeCKUe (NCHXOTPOIHBIC) JICKAPCTBCHHBIC Mpenaparhl, €IMHOBPEMEHHO He OoJjiee aBaalaTh
CHEIHANIbHBIX PELENTYPHBIX OJIAHKOB.

MenunuHckie paOOTHUKH, BBINMKUCHIBAIONINE PEIENThI HAa HAPKOTHUECKUE (IICUXOTPOIHBIC)
JIEKApCTBEHHbIEC MpENapaThl, HA OCHOBAaHUU IPHUKA3a PYKOBOJAMUTENS MEAUIIMHCKON OpraHu3aluud HECyT
JUYHYIO OTBETCTBEHHOCTh 3a COXPAaHHOCTh IIOJIYYCHHBIX CIICHUATIbHBIX PELENTYpPHBIX OJIAHKOB.
CrenpanbpHble pPelenTypHbIe OJTaHKH, MOTYYCHHbIE MEAUIIMHCKIM PAOOTHUKOM, XPAHITCS MO/ 3aMKOM B
ceiidax, MEeTAIINYeCKHUX MKadaxX WIN METAUNIMYECKUX SITUKAX.

22. B MEIUIIMHCKOW OpraHu3allud CO3JAaeTCsS MOCTOSHHO JACWCTBYIOIIAsS KOMHUCCHS, KOTOpas He
pexke 1 pasa kBapran (O PEHICHUIO PYKOBOIUTENS MEIUIMHCKOW OpraHU3allid BO3MOXKHO Yalle)
OCYIIECTBIISICT MPOBEPKY COCTOSHHS PETUCTPALMU U y4eTa CIEIHUANbHBIX PElENnTYPHBIX OJAHKOB, B TOM
qrclie MyTeM CBEPKH 3alKCel )KypHalla PEerUCTpalliy M ydeTa CIEeNUaIbHBIX PEHENTYPHBIX OJAaHKOB, C
(aKTUYECKUM HAJIMYMEM CHEIHAbHBIX PELENTYpPHBIX OJIAHKOB, a TaKXKe MPOBEPKY COCTOSHUS XPAaHCHHS
CHEIHMANIbHBIX PELENTYPHBIX OJIAHKOB.

I[To pe3ynbpTaTaM MPOBEPKHU B KypHAJIE PETUCTPAIMH U y4eTa CHEIHATbHBIX PEIeNTyPHBIX OJIaHKOB
JIEJIaeTCsl 3allMCh O PE3YJbTAaTaX MPOBEACHUS CBEPKU JAHHBIX, 3aKPEIUIEHHAs NOAMMCAMH BCEX YJIEHOB
KOMMCCHH MJIM CO3JAETCS CHEUAIbHBIA aKT IPOBEPKH.

23. ®enepanbHble OpraHbl UCIIOJIHUTENBHON BIACTH U OPTaHbl HCTIOJTHUTEIHHOM BIACTH CYObEKTOB
Poccuiickoit @enepanun OCYLIECTBISAIOT KOHTPOJIb 3a OpPraHU3alMeld PETUCTPALMHM, Y4YeTa U XPaHECHUS
CHEIMAIbHBIX PELENTYPHBIX OJIAHKOB B YIIOJTHOMOUYEHHBIX OPraHU3aIUsIX U MEAUIIMHCKUX OPTaHU3AIIHSX.

24. Bplmaya crenuaibHBIX pEHENTYPHBIX OJAaHKOB M3 pe3epBHOrO 3amaca MUHHUCTEpCTBa
denepanbHBIM OpraHaM HCIOMHUTEIBHOW BIACTHM WM OpraHaM HCHOJHHUTENbHOW BIIACTH CYOBEKTOB
Poccwmiickoit  @exmepalii  OCYIIECTBISETCS  OTBETCTBEHHBIM  PAaOOTHHUKOM  TOJBEIOMCTBEHHOTO
yUpEKJIEHUS HA OCHOBAHUU PEILIEHUS 00 OTIyCKE CIEIUAIBHBIX PEIENTYPHBIX OJaHKOB, 0POPMIIEHHOTO B
BUJIC TMUChMA, MOJINHMCAHHOTO JAMPEKTOPOM (B Cilydyae €ro OTCYTCTBHS - 3aMECTHTEIEM JIHPEKTOpPA)
JenapramenTta peryiupoBaHHsl OOpallleHHs JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3AETUil
MuHucrepcrTsa.

[IpoBepka IeATeNbHOCTH MOABEAOMCTBEHHOIO YUPEKICHHUS 10 PETUCTPALMM, YUETY U XPAHEHUIO
pE3epBHOrO 3amaca OCYyIIeCTBIseTCS JlemapTaMeHTOM peryaupoBaHus OOpalleHus JeKapCTBEHHBIX
CpPeICTB M MEAMIMHCKMX wu3Aenuil MuHuctepctBa 2 pasa B roi He mo3gHee 20 umcna Mecsia,
CIEAYIOLIETO 33 UCTEKIIUM MOJYTOIUEM.



Ipuioxenne N 6

K npuka3sy MHHHCTEpPCTBA 31PaBOOXPaHeHHUs
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1094n

IIpaBuia opopMieHns pelenToB, COAEPKAMMX HA3HAYEHNE HAPKOTHYECKUX CPEeICTB UJIH
NCUXOTPONHBIX BeIECTB, B TOM YHcJje B popMe 3JIEKTPOHHBIX IOKYMEHTOB

. Odpopmienne penenta Ha OyMaKHOM HOCHTeJIe

1. Ha peuentypubix 6mankax ¢opmel N 107/y-HII B 1eBoM BEpXHEM yIily MPOCTABIISETCS HITAMIT
MEIMLIMHCKOW OpraHu3alliyd C yKa3aHHEeM €€ MOJHOI0 HAaUMEHOBaHMs, ajpeca M TelnedoHa C JaTou
BBINMUCKY (1aTOH 0(OpPMIICHHUS) PeLieNTa Ha JISKAPCTBEHHBIN Mpernapar.

Penenrtypubie Onanku ¢opmbel N 107/y-HII u3roraBauBarOTCsi MCKIFOYMTENBHO TUIOTPadCKuM
CII0COOOM.

2. Ha peuentypHbix OyiaHKaX, oOG(OpPMISEMbIX HWHIMBUAYAIbHBIMU MPEANPUHUMATEISAMH,
UMEIOIIMMHU JIMIEH3UI0 Ha MEJULMHCKYIO JeATEIbHOCTh, B BEPXHEM JIEBOM YINIy THIOrPadCKUM
CIocOOOM WJIM IyTeM TMPOCTaBJICHUS IITaMIa JOJDKeH OBbITh YKa3aH aJpec WHIUBHIYaJIbHOIO
OpenpuHUMAaTeNss, HOMEp M JaTa JMLEH3WM, HAaWMEHOBAHUE OpraHa TIOCYAapCTBEHHOW BIIACTH,
BBIJIABIIETO JIMIIEH3UIO.

3. Peuenrypueie Onanku ¢opmbl N 107/y-HII 3amonHsroTcss MEAWIIMHCKAM  PaOOTHHKOM
YEpHWIAMH WIN IIAPUKOBOU PYUKOM.

4. Jlonyckaercsi opopmIleHHE BCeX PEKBU3UTOB (3a UCKITIOUYeHHEeM pekBu3uTa "'[loamucek evariero
Bpaya (moamuce Qemnpamepa, akymepku') peuentypaeix 6mankoB ¢popmel N 107/y-HII ¢ ucrons3oBannem
MeYaTaroIUX YCTPOUCTB.

5. B peuentyprnom 6nanke ¢popmer N 107/y-HII B crpokax "®amunus, umsi, oTdyecTBo (mocuenHee -
npu Hanuuuu) nanuenTta” u "Bo3pact” yka3plBalOTCs MONHOCTBIO (haMUIIHs, UMs, OTYECTBO (IOCIeaHee -
NpU HAJMYHMHN) MTAIIUEHTA, €r0 BO3PacT (KOJIMYECTBO MOJTHBIX JIET).

JlommyctuMo yka3zaHue AaThl POXKICHUS MMalUeHTa.

6. B peuentyprnom 6anke popmsr N 107/y-HIT:

1) B crpoke "Cepusi 1 HOMEp MoJKca 00s3aTENEHOT0 MEIUIIMHCKOTO CTPaxOBaHHS' YKa3bIBaeTCS
HOMep ToJrca 0053aTeTbHOT0 MEUIIMHCKOTO CTPAXOBaHMsI NalMeHTa (py HaJIHMYHN);

2) B cTpoke "Homep MeaMuMHCKOI KapThl" yKa3bIBaeTCS HOMEP MEIMIMHCKON KapThl MAallMeHTa,
MOJYYalolero MEAULMHCKYIO MOMOIb B aMOYJIAaTOPHBIX YCJIOBUAX, WM HUCTOPUU OOJIE3HH MAlMEHTa,
BBIMHMCHIBAEMOT0 U3 MEAUIIMHCKOW OpraHu3alluH;

3) B cTpoke "®damunms, uMs, 0T4eCTBO (MOCIEAHEE - IPU HAIMYWK) Jieyamnero Bpada (Qenpamepa,
aKylIepku)" yKa3pIBaeTCsS IMOTHOCTHIO (hamMuiiust, UMs, OT4ecTBO (IOCIIEAHEEe - MPH HAIMYMHU) Bpaya
(benpamepa, akymiepku), BBIIHMCABIIETO PELENT HA HAPKOTUYECKUH (TICHXOTPOIHBIN) JICKapCTBEHHBIH
npenapar.

7. B rpage "Rp" peuentypnoro 6nanka gopmsr N 107/y-HII, yka3biBaercst:

1) HauMeHOBaHHME  JIGKAPCTBEHHOro  mpemapata  (MEXAyHapoJHOE  HEMaTeHTOBAaHHOE
HaMMEHOBaHME, TPYNIUPOBOYHOE WM XHMHYECKOE HAMMEHOBaHHE, TOProBO€ HAaMMEHOBaHHE) Ha
JATUHCKOM SI3bIKE WJIM Ha PYCCKOM s3bIKe, (opMa BBINYCKA, JO3MPOBKA, KOJIMUYECTBO (yKa3bIBaeTCs
NpONUCHIO Ha perentypHoM Oianke Gpopmsr N 107/y-HIT);

2) crnoco0 TPUMEHEHHs JIEKapCTBEHHOIO Mperapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoit
Qenepanuu WIM Ha TrocyAapcTBeHHOM si3bike Poccuiickoit denepanm M rocyaapcTBEHHOM  SI3bIKE
pecnyOlIMK U MHBIX s3bIKaxX Hapo10B Poccuiickoit denepanmu L

8. IIpu opopmieHnu peenTypHbIX OJIaHKOB 3aIlpeliaeTcss OrPAaHUYMBATHCS OOLIMMHU YKa3aHUSMH,
Hanpumep, "Buyrpennee"”, "U3BecTtHo".

9. Ilpn odopmienun nanueHty peuentypHoro Oxanka ¢gopmel N 107/y-HI1 Ha HapkoTHueckuii
(ICUXOTPONHBINM) JEKAPCTBEHHBIM TMpernapaT B paMKax OKa3aHUS MEIUIMHCKOW IOMOIIM TpHU



OIpeIeIEHHOM 3a00JI€BaHNHU TaKOH pelenT 3aBepsieTcs:

1) moanKCkIO ¥ JIMYHOM MeYaThio Bpaya JIM00 MOANMKMCHIO (penbamiepa (aKymepkn);

2) Te4arhl0 MEIMIMHCKOH OpraHu3alud, JHO0 CTPYKTYPHOTO MOJPA3ICiICHUS MEIUIUHCKON
opranusanuu "Jlns peunentoB”, KOTOpas MPOCTaBISETCS JMIIOM, YIOJHOMOYEHHBIM PYKOBOAMTEIEM
MEIUIIMHCKOW OpraHu3alluy ¢ yKa3aHueM (aMmwind, UMEHH, oTdecTBa (TocienHee - MPU HaTUYMH) U
MIPOCTABIICHUEM €r0 JINYHOM MOITHUCH.

B ciuyuasx HeoOXoaMMOCTH OQOPMIICHHS pelenTa Ha HAPKOTHYECKUH (TICUXOTPOIHBIN)
JIEKApCTBEHHBIM IIpernapaT Ha JOMY B paMKax OKa3aHUs NaUIMATUBHOM MEIMLIMHCKOM IIOMOIIU
JOMYCKaeTCsl MpPEABapUTENIbHOE 3aBEPEHUE pPELENTa IITAaMIIOM MEAWIMHCKOW OpraHU3alMd, [eYaThio
MEIMLMHCKOW OpraHu3aluyu JU00 CTPYKTYPHOTO MOJpa3feieHUss MEIUIUHCKONH opranuzauuu Jlns
peuenToB"”, KOTOpas MpPOCTABISAETCS JIMLOM, YIOJHOMOUYEHHBIM PYKOBOJIUTENEM MEIUIIMHCKOM
OpraHHu3aluM, ¢ yKa3aHueM (paMWINU, UMEHH, OT4ecTBa (MOcieqHee - MPU HAJMYMH) U IPOCTaBICHUEM
ero JIM4HOM noxanucu. [Ipu 3ToM B )KypHase perucTpalnuu 1 y4eTa pelenTypHbIX OJaHKOB B COOTBETCTBUU
c Ilopsiakom perucTpanyu, ydera ¥ XpaHEHHUs CIEIMAIbHBIX PELEeNTYypHBIX OJAHKOB HA HAPKOTUYECKUE
CpeACTBA UM NCUXOTPOIHBIE BEIIECTBA, YTBEP)KICHHBIM HACTOSIIIUM MIPUKA30M, JIENIAeTCs OTMETKA O €ro
BbI1aue 1711 0hOpMIICHHUS Ha IOMY, a TaK)Ke OTMETKA, YAOCTOBEPEHHAs MOAMUCKHIO Bpaya Moo ¢enpamepa
(akymrepku), oopmuBiiero perent, o ¢Gakre ero opopMiICHHUs, KOTOPBIH MOXKET OBITh JIOMOJHUTEIHLHO
NOATBEpKAeH PoTO- U (WiIK) BUACOMATEPHATIAMHU.

B crpoke "Ormerka anTeyHOW oOpraHuM3aldd o0 OTHycKe" CTaBUTCS OTMETKa anTeyHOU
OpraHu3aluu 00 OTIYCKE HapKOTHYECKOro (ICHXOTPOITHOTO) JIGKapCTBEHHOrO mpernapara (¢ yka3zaHuem
HaMMEHOBAHMS, KOJIMYECTBA OTIYIICHHOIO HApPKOTUYECKOTO  (IICHXOTPOITHOTO) JIEKApCTBEHHOI'O
npernapara ¥ JaThl €ro OTIyCKa), KOTopasi 3aBepsieTCsl MOAMUCHI0 pabOTHHKA anTeyHOH OpraHH3alliiH,
OTIYCTHBIIET0 HAPKOTHYECKHUH (TICHXOTPOITHBIN) JIEKapCTBEHHBIN Tpenapar (¢ ykazaHHeM ero (paMuiiny,
UMEHH, oTdecTBa (MOCieqHee - MPH HAIMYMHU), a TaKXKEe KPYIJIOW MeYaThlo anTeyHOH OpraHu3alud, B
OTTUCKE KOTOPOH JOKHO OBITh MASHTU()ULIMPOBAHO MTOJHOE HAUMEHOBAHHE alITEYHON OpraHU3aIUH.

10. Ha oxgnom penentyprom Onanke gopmbl N 107/y-HIT paspemraercst ocymiecTBiIsTh Ha3HaYCHHE
TOJIbKO OIHOTO HAMMEHOBAHUsI JIEKAPCTBEHHOT'O Mpernapara.

11. VcnpaBieHus B periente He JOIyCKaroTCs.

1. Odopmienue penenrta B opMe JIEKTPOHHOIO JOKYMEHTA

12. Peuent B hopMe 37€KTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO YCUICHHON KBaTU(pHUIIMPOBAHHON
AJIEKTPOHHOM MOAMUCHIO, (OPMHUPYETCS MEAULMHCKHUM DPAOOTHUKOM, CBEICHUS O KOTOPOM BHECEHBI B
(enepanbHbIil perucTp MeIMLUMHCKUX PaOOTHUKOB 2, a Takke MPU YCJIOBUM PETMCTPALMU MeIUIIMHCKOM
OpraHu3alKH, B KOTOPOH o(opMIseTcs pelent, B (eaepanbHOM PeecTpe MEIUIUMHCKMX OpraHu3aluii >
eIMHON roCcyAapCTBEHHONW MH(OPMAIIMOHHON CUCTEMBI B cepe 3paBOOXpaHEHHs U MOJKITIOUEHHS TaKOH
MEJIMLMHCKONW OpraHu3alyu K TOCYJapCTBEHHOW MH()OPMAIMOHHON cHUCTeME B cdepe 3ApaBOOXpaHEHHUs
cyobekTa Poccuiickoit deneparun *.

13. Ilo TpeOGoBaHUIO MAIMEHTAa WJIM €ro 3aKOHHOI'O MpPEICTaBUTENS O(GOpMIISIETCS SK3EMIUIIp
peuenta B (opMe DSIEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM HocHuTedae ¢ OTMeTkod "JlyOmukar
AJIEKTPOHHOI'O IOKyMEHTa'".

! Yacte 1 crateu 15 3axona Poccuiickoit ®@emepamuu or 25 okra6ps 1991r. N 1807-1 "O s3bikax HAponoB
Poccuiickoit ®enepanun” (nanee - 3akon N 1807-1). (Bemomoctr cbesna Hapoausix aenytatoB PCOCP u Bepxosrnoro Cosera
PCDCP, 1991, N 50, cr. 1740).

2 Yactp 4 crateu 91.1 ®enepansroro 3akona N 323-®3 (Cobpanue 3akoHopaTenscTBa Poccuiickoii enepauun, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

3 Yactp 4 crateu 91.1 ®enepansHoro 3akona N 323-®3 (Cobpanue 3akoHopaTenscTBa Poccuiickoii enepanuu, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

4 Crarbu 91 u 91.1 @enepanbhoro 3axkona N 323-®3 (Cobpanue 3akoHomaTenscTBa Poccuiickoit ®eneparuu, 2011,
N 48, ct. 6724).



