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IHopaaka HAZHAYEHHA JICKAPCTBEHHBIX PeAapaToB, GopM penentypHbIX
0.12aHKOB Ha JIeKapCTBeHHbIe npenapatsl, [lopanka odopmMiIeHHS YKA3AHHBIX

§.1aHKOB, HX YUeTa H XpaHeHusd, popM GJIaHKOB penenros, COAEPKAMHEX

HAa3HAYEeHHEe HAPKOTHYECKHUX CPeACTB HIH MCHXOTPONHLIX BEMIECTB,

Tlopaaka X U3ITOTOBJIEHH, pacnpe/e/IeHHA, PpeTHCTPALHM, YUETa H XPaHeHHS,

a Taxoke Ilpasun odopmienns 6JIaHKOB pelieNTOB, B TOM 4uciie B popme

3J1eKTPOHHBIX I0KYMEHTOB

B coorsercTBUM ¢ IYHKTOM 16 wactu 2 craten 14 @enepajbHoro 3aKoHA
or 21 wosbOpa 2011 1. Ne 323-03 «0O0 ocpoBax OXpaHbl 3/[0POBBbS TPaXIaH
B Poccuiickoit Mepepanun» (CoGpanue 3akoHOAaTenbcTBa Pocchiickoit Demepanuu,
2011, No 48, ct. 6724; 2017, Ne 31, cr. 4791), nyuxTom 2 cTatbu 26 ®PenepanbHOTO
3akoHa oT 8 stHBaps 1998 r. Ne 3-03 «O HapKOTHIECKHX CPEICTBAX K MCHXOTPOIHBIX
senfectBax» (CobOpanue 3akoHomaTenscTBa Poccuiickor ®enepamud, 1998, Ne 2
ct. 219; 2017, Ne 31, cr. 4791), moanyuxramu 5.2.177, 5.2.178 u 5.2.179 nyukra 5
ITonoxenus o MunucrepcTBe 371paBooxpaHeHust Poccmiickodt  Penepaiud,
yTBEpkKACHHOTO  MoctaHoBnenueM IlpaButenscrea  Poccmiickodt — Dexpepaluu
oT 19 mons 2012 r. Ne 608 (Cobpanne 3akonopaTenscTBa Poccuiickoit Penepaiuy,
2012, Ne 26, cr. 3526; 2015, Ne 23, cr. 3333; 2017, Ne 52, c1. 8131; 2021, Ne 43,
¢T. 7258), mpuKa3 bl Baw:

1. YTBepauTh:

Hopsnok Ha3HAYEHUS JeKapCTBEHHBIX TIpenaparoB COTTacHO
IpUIIOKEHUIO Ne 1

GOpMEI  PENENTYPHBIX ONaHKOB HA JIEKAPCTBEHHBIE Ipenaparsl COITIACHO
rpunoxxeHuro Ne 2

Iopamok ohopMIICHUS pellenTypHBIX OlIaHKOB Ha JEKapCTBEHHBIE IIperapaThl, HX
ydeTa U XpaHeHUs COTNaCHO MPUIOXKeHHIO N 3;

¢dbopMe!r GIAHKOB PElerToB, COAEPKAIUNX Ha3HAYCHHE Hapm'mqecxnx Cpe/ICTB
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HJIM TICHXOTPOIIHBIX BEIIECTB, COrTAacHO NpriIoxeunio Ne 4;

[fopsanok  HM3TOTOBNEHUS, paclIpefcheHus, PETHCTPALMH, y4eTa W XpaHEHus
PCLCITOB, COACPKAINMX HA3HAYEHUE HAPKOTHYECKUX CPENCTB HJIM ICHXOTPOIHBIX
BEIIECTB COTJIACHO IPUIoKeHHIo Ne 5;

IlpaBunia OGOPMICHHS pPELENTOB, CONEPXKALIUX HA3HAYEHHE HApKOTHYECKHX
CPCACTB HJTH IICHXOTPONHBIX BEIECTB, B TOM YHCIE B HOPME INEKTPOHHBIX j];OKyMeHTOB
COTJIACHO NpHUIOXeHH!IO No 6.

2. IlpH3HATD yTPATHBLUIMMH CHITY:

mpuka3 ~ MuHHCTEpCTBa  37paBooXpaHenus — Poccmifckoit — Pemeparuu
or 1 aerycra 2012 r. Ne 54H «O6 yreepKmeHHH (OPMBEI GIAHKOB PELEITOR,
CONCPX AKX HA3HaYCHWE HAPKOTHYECKUX CPEACTB WM TICUXOTPOIHEIX BELIECTB,
IOPsAKA UX M3TOTOBIIEHUA, PACIPENEICHEs], PETHCTPALlHH, YUeTa U XPAHCHMUS, 4 TAKIKE
IpaBul  OQGOPMICHAD? (3apPerdCTPUpOBaH MUHACTEPCTBOM rocTHUHH Poccmiickoi
®enepauuu 15 aBrycra 2012 r., perucrpanuonnsiit Ne 25190);

npuka3  MuHucrepcTBa  3mpaBooxpaHeHuMs — Poccuiickoit  Menepanun
oT 30 wmrons 2015 1. Ne 3850 «O BHeceHWH W3MeHeHHWI B Ipukas MUHHCTEpCTRa
3apaBooxpadennsi Poccuiickoll ®epepammm or 1 asrycra 2012 r. Ne 54m
«O6 yreepkneHuu GOpMBI  OIaHKOB DPEUENTOB, COOEPXKAIIMX HA3HAYCHUE
HapKOTHIEeCKHX CPEICTB MM ICHXOTPOIHEBIX BEIIECTB, MOPAOKA HX H3TOTOBICHUS,
pacrpeieNicHIs, PETHUCTpAIUY, y4eTa W XpaHEeHWs, a TakKe IPaBUI OGOPMICHHAN»
(3apeructpupoBan MuHHCTEpCTBOM IocTHUMH Poccuiickoit ®epnepauun 27 HOsOpA
2015 r., peructpaumonHbIif Ne 39868);

MPUKa3 MunucrepctBa  37paBOOXpaHEeHHs Poccuiickoit Degepanyu '_
oT 21 anpens 2016 r. Ne 254n «O BHeceHHWH U3MEHEHHH B Ipukaz MHHUCTEPCTBA
3npaBooxpaHeHus: Poccuiickoit Qegepanun ot 20 pekabpa 2012 r. Ne 1175m
«0O0 yTBepxKIeHNUH HOPA/IKA HASHAYEHVS A BHIMIACHIBAHHS JIEKAPCTBEHHEIX IPEMApaTos,
a Talke GOpM perenTypHBIX OJIAHKOB Ha JIeKapCTBEHHBIE IIperaparthl, MOpsAaKa
OoQOPMJICHUS YKa3aHHBIX ONAaHKOB, HMX YyuYeTa U XPAHEHHS» U MPHIIOKEHHE
Ne 2 x mpuxalsy MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enmepanuu
or 1 amrycra 2012 r. Ne 54 «O6 yrBepxJieHMH (GOpMBEI OIaHKOB PELEITOB,
COOEpXKAIIMX HAa3HAUYEHWE HAPKOTHYECKUX CPENCTB WM TCHXOTPOIHBIX BENIECTB,
NOPAAKA HX U3rOTOBJICHHUS, PACIIPECIICHUS, PETUCTPAINY, YYETa U XPAaHeHHS, a TAKXKe
npaBun odopMIeHUs» (3aperucrpupoBad MuHUCTEPCTBOM IOCTHIMHM Poccuiickoil
Denepannn 18 urons 2016 r., perucrpannonusii Ne 42887);

IIYHKT 4 MU3MEHCHUN, KOTOPBIC BHOCATCS B HEKOTOPBIC MpUKa3bl MHHUCTEPCTRA
3/[paBOOXPAHCHHS U COLMaNbHOTO pa3BuTHs Poccuiickoii ®Penepanun 1 MyHHACTEPCTBA
3apaBooxpaneHns Poccniickoil ®enepanuy mo BompocaM oOpallieHHs JICKAPCTBEHHBIX
IIPEMAPATOB, COAEPKAMUX HAPKOTHIECKHE CPeCTBa, MCUXOTPOIHBIE BeLIeCTBA H X
HPEKYpPCOPEI, U JIEKAPCTBEHHBIX CPEJCTB, MOJIEKANINX MMPEAMETHO-KOIHYECTBEHHOMY
yYeTy, YTBEPXKJCHHBIX MpuKazoM MuUHMCTEpCTBA 3/ApaBooxXpaHeHus Pocculickoi
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Qepepatun ot 31 oxtabps 2017 r. Ne 882m (3apercTpuposaH MuHucTepcTBOM
foctunn Poccuiickoilt enepauun 9 ansaps 2018 r., peructpanuoHHsIif No 49561);

IpHKa3 ~ MuHHCTEpCTBA  3ApaBooxpaHenwss  Poccmiickolt — @exepamuu
or 11 nexabps 2019 r. Ne 10211 «O BHeceHuM W3MeHeHMil B mpUIoxeHus Ne 2 u 4
K npukasy MuHHCTEpcTBa 3AparooXpaHeHust Poccuiickoli @eaepamuu oT 1 aBrycra
2012 1. Ne 54 «O6 yrBepmeHMH (OpMBI GJIAHKOB PELEHTOB, COAEPKAUMX
Ha3HAYCHHE HAPKOTHYECKWX CPENCTB HIM IICHXOTPONHEIX BEIIECTB, IMOPAIKA
HX U3TOTORJICHUS, paclpeieNiCHUs, peTHCTPALMH, YUeTa W XpaHeHHs, & TAKKE IIPaBHI
oopmieHE» (3aperucTprpoBal MHHECTEPCTBOM FOCTHIMY PoccHiicKoi Oenepanumn
28 sumaps 2020 1., peructpanuonHsii Ne 57293);

npuka3  MuHuCTepcTBa  37paBoOoXpaHeHus — Poccuiickoit  Depepanmu
oT 8 oktAOpsa 2020 r. Ne 10761 «O BHecenun usMeHeHui B [TopsnoK peracTpauuy,
ydeTa 1 XpaHCHUA CIICIHANBHBIX PELeNTYPHBIX ONaHKOB HA HAPKOTHYECKHE CPEACTBa
WIA TCHXOTPONHBIE  BEIIECTBA, YTBEPKICHHBIE nprkazoM MUHHCTEPCTBa
3apasooxpanenun Poccuifckodl ®emeparmum ot 1 asrycra 2012 1. Ne S4m»
(3apervcTpuposan MuHuctepeTBoM woctuiuu Poccmiickoit Pegepannn 13 Hoa6ps
2020 r., perucrparonsslif No 60898);

nprkas  MunuctepcTBa  3ApaBooxpaHenus  Poccmiickoi#t  ®epeparun
ot 14 susaps 2019 r. Ne 48 «O0 yTBepXXIeHHH NOPAIKa HA3HAYSHHS JEKaPCTBEHHBIX
IIpenaparoB, (JOpM pelleNTYpHEIX OJaHKOB Ha JEKapCTBEHHBIE NPENapaThl, MOPSIKa
OOpMIIEHUS YKa3aHHBIX OJIaHKOB, HMX Y4YeTa M XpaHEHHS» (3apeTUCTPUPOBAH
MunnctepctBoM wctuuuu  Poccuiickoit  ®Degepanuu 26 mapra 2019 r,
perucTpauoHHbIA Ne 54173);

npuka3z  MusuctepctBa  37paBooxpaHeHus — Poccumiickod  Denepanuu
ot 11 mexabps 2019 r. Ne 10221 «O BHecenuH U3MeHeHHWH B npuxas MuHHCTEpCTBA
sapaBooxpanenus Poccwiickoit ®emepanuu ot 14 smBaps 2019 r. N 4m
«O6 yTBepXIeHWHM NOPSIKa Ha3HAYEHUS JIEKAPCTBEHHHIX IIpenaparoB, Gopm
pEleNTYpHBIX ONAHKOB Ha JIEKAPCTBEHHBIC Mpemapatsl, nopsaka odopmieHus
yKa3aHHBIX ONaHKOB, MX yd4eTa M XpaHeHWs» (3aperucTpuposad MHHHCTEPCTBOM
roctuuu Poccniickoii ®enepaunu 28 susaps 2020 r., perucrpaiuoHHsiii Ne 57292);

npukaz  MuHucTepcTBa  3apaBooxpaHeHus — Poccumiickoin  Pepepanuu
or 8 oxrsaOpsa 2020 r. Ne 1075H «O BHeCEHHUH H3MEHEHHMH B MOPAAOK Ha3HAYCHHA
JEKapCTBEHHBIX ~ MpemapaToB,  yTBepXKIACHHBIH  TpukasoM  MuHucrepcTBa
3ApaBooxpaHeHus Poccuiickolt ®egepanmm ot 14 guBaps 2019 1. Ne 4m»
(3aperncTprpoBan MuHHCTepcTBOM IocTHimu Poccuiickoit ®enepaunu 22 pexabps
2020 r., peructparonseiid Ne 61695);

myHKT 3.8 MHCTpyKOHY 0 NopsAaKe BBINMCHIBAHMS JCKAPCTBEHHBIX HPENapaTon
H ohopMIeHHs PELENTOB W TpeOoBaHWI-HAKNAAHEIX, YTBEPKACHHOH IPUKA3OM
MuHuCTEpCTBA 3IPABOOXPAaHEHNA M CONUAIBHOTO pa3sBUTUS Poccuiickoit Menepanud
or 12 deppama 2007 r. Ne 110 «O nopsaake Ha3Ha4eHWs] W BBINHCHIBAHUA
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JIeKapCTBEHHBIX IIpenaparos, U3JICITH MEAULTHCKOTO HA3HAYCHUS
H CHCNHMAIN3MPOBAHHBIX TPOJAYKTOB J1eYeOHOIO MHTaHUS»  (3aperHCTPHPOBAH
MunucTepeTBoM  toctHmMH  Poccwmiickoit  ®emeparum 27 ammpens 2007 .,
perucTpannoHHEIH Ne 9364);

npuxa3 MHUHHCTEPCTBA 3APAaBOOXPaHEHUs U COLMANBHOTO passuThs Poccuiickoi
Qenepamun ot 17 mas 2012 . Ne 5621 «O6 yrepxnennu Ilopaaka oTmycka
(pU3UYECKUM JIMIIAM JIeKapCTBEHHBIX NIPENapaToB sl MEJHIMHCKOTO MPUMEHEHWS,
COIepXKAUIMX KPOME MAJBIX KONHUYECTB HAPKOTHUYECKUX CPEICTB, ICHXOTPOIHEIX
BCIIECTB M HX IIPEKypcopoB jApyrHe (apMakojOTHYeCKHE AKTHBHEIE BEIIESCTBAY
(saperucTpupoBaH  MunucTepcTBOM — rocTHUMH  Poccuiickoit Denpeparuu
1 vrona 2012 r., perucrpannoHasiii Ne 24438);

IIYHKT 2 U3MEHeHUH, KOTOpbie BHOCATCS B HEKOTOPEIE IPHUKa3hl MUHHCTEPCTRA
3/[PAaBOOXPAHEHHS ¥ COLMAIBLHOro passuTus Poccniickoit @epepanuu, yTBEPXKIEHHbIX
npukasoM MunucrepcTBa 3apaBooxpanenns Poccuiickoii Pemepanuu ot 10 HIoHS
2013r. Ne 369m (3aperucrpupoBan MUHHCTEPCTBOM IOCTHIHH Poccuiickoi
Denepanmn 15 mrons 2013 r., peructpanuonHstii Ne 29064);

npukaz  MuHucTepcTBa  3apaBooxpaHeHHs — Poccuiickolr  Denepauuu
or 21 asrycra 2014 r. Ne 4658 «O BHeceHMH H3MEHEHHWH B IOPANOK OTIIYCKa
¢U3MUIECKUM IUIaM JICKapCTBCHHBIX TIPENAapaToB Uil MEAWIHUHCKOTO NPHUMEHEHHS,
COSPKAIIMX KPOME MajbiX KOJIMHYECTB HAPKOTUYECKUX CPEACTB, ICHUXOTPOIHBIX
BCI[ECTB M HX INPEKypcOpOB JApyrue (GapMakoJOTHYECKUE AKTHBHBIC BEILECTBa,
VTBEPXKACHHBIN IIprKa3oM MHHUCTEPCTBA 3paBOOXPAHCHHUSA U COLHATBHOIO Pa3BUTH
Poccuiickoii ®emepaumn ot 17 mas 2012 r. Ne 562H» (3aperucTpupoBaH
MunucrepcTBoM  rocTiuiuH  Poccumiickoii ®emepanpu 10 cenrsbpa 2014 1.,
peructpanmorssli Ne 34024);

NYHKT | M3MEHEHHH, KOTOPBIE BHOCATCS B HEKOTOpBIE IprKa3bl MHHUCTEPCTBA
3IpAaBOOXpaHeHHs W  CONMaNbHOrO  pasBuTHA  Poccuiickoin — ®expepaluH
u MuHuctepeTBa 3mpaBooxpaHeHus Poccuiickolt (Pegepallid, YTBEPKACHHBIX
npukazoM MunuctepeTsa 3npaBooxpaHenus Poceriickolt @enepanuu ot 10 ceHTAOps
2015 r. Ne 634n (3aperucTpupoBa MUHUCTEPCTBOM IOCTHLIMA Poccuiickoii Denepann
30 cenutabpsa 2015 r., peructpaunoHHsii Ne 39063);

NyHKT 3 U3MEHEHMH, KOTOPbIe BHOCSTCA B HEKOTOpPBIE NpHKa3kl MUHHCTEPCTBA
3IPaBOOXPAHEHHUs W  CcouuaibHOro  paseutda  Poccuiickodt — Penepalnu
1 MuHHCTepCTRA 3apaBooxpanenns Poccnitckol Gefiepariuy o BonpocaM oOpaleHus
JEKAPCTBEHHBIX MPENapaToB, CONSPKAIINX HAPKOTHUECKHE CPE/ICTBA, IICHXOTPOIHBIE
BEIIECTBA M MX MPEKYPCOPOB, W JIEKAPCTBEHHBIX CPENCTB, MO/IKAMHUX MPEIMETHO-
KOIMYECTBEHHOMY YUETY, YTBEpXK/IeHHBIX MPUKa3oM MUHHCTEPCTRBA 31paBOOXPAHCHUA
Poccuiickoit ®enepamuu or 31 okrtabps 2017 r. Ne 882H (3aperucTpHpoBaH
MunucTepcTsoM  rocTumuu  Poccmiickoli  Degepaumn 9 smsaps 2013 1,
peructparmonHslii Ne 49561).
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3. PeuentypHble 6IaHKH dopmei Ne 107/y-HII, wm3roTtorneHHele 10 IHS
| BCTYIUIEHHS B CHIIy HACTOSIETO IIPHKA3a, MOTYT OBITh HCIIONB30BAHBL 10 1 mapra 2023

roza.
4. Hactosmmuil mpukaz BcTynaer B cuiy ¢ 1 mapra 2022 r. M JEHCTBYeT

no 1 mapra 2028 1.

Munuctp {.A. Mypamiko




IIpunoxkernue Ne 1
K IpuKka3zy MuHHCTepCTBa 34PaBOOXPAHCHNS
Poccuiickoii @enepanuu

or > ity @%g 2021 1. Ne_10944

Hopsaok
HA3HAYCHHS JIeKAPCTBEHHBIX IPenapaToB

1. Oomme monoxeHus

1. Ha3snauenue JeKapCTBEHHBIX NPENapaToB s MEAMLWHCKOTO NPHMEHEHHS
(mamee — TNeKapcTBEHHBIE IpenapaThl) OCYIIECTBAAETCA JIeHalliM — BpPauoM,
¢ensIepoM, aKymiepkol B cydae BO3T0)KEHHS HA HUX IOJTHOMOYIKH JISHAIIEro Bpaya,
IpK OKA3aHWH MEWIMHCKON MOMOIIM B MEIMIVHCKAX OpPraHM3alisx’, B MOPSIKE,
YCTAHOBIEHHOM IIpHKa30M MUHHCTEPCTBA 3IPABOOXPAHEHHSA U COIMANBHOTO Pa3BUTHS
Poccuiickoii ®enepauun ot 23 mapta 2012 r. Ne 2521 «O06 yrteepxnaenuy Ilopsika
BO3IOKEHUS Ha (enpamepa, akymepKy pyKOBOAMTEIEM MEIULMHCKON OpraHu3aluy
NpH OPraHM3alli OKa3aHWs [EPBUYHOH MEINKO-CAHMTApHOH MOMOINM M CKOPOH
MeIULHHCKOH MOMOLIH OTAENBHBIX (PYHKIUH Iedalero Bpada o HeIoCpeICTREHHOMY
OKA3aHMIO MEIULMHCKOM [MOMOINM INalHeHTy B NepHOR HaOMIOAEHHS 3a HMM H €ro
JNe4eHusl, B TOM YHCIE 10 Ha3HAYEHUIO W NPHMEHEHHUIO ICKApCTBEHHEBIX MPENapaToB,
BKITIOYAs HAPKOTUYECKIE JIEKapCTBEHHEIE IIPEIIapaThl 1 [ICHXOTPOIHEIE JISKAPCTBEHHBIE
Ipenaparsl»’, HHAABAAYAJIBHEIMA  IIPEAIPUHUAMATENAMH,  OCYHIECTBISIOLIAMY
MEJMIMHCKYIO JESTENBHOCTE (aee — MeJUIIUHCKUE pabOTHUKH).

MenuuuHCcKHi padoOTHUK, 0QOpPMHBIIHHA pPELENT ¢ HapyIICHHEM HACTOAMICTO
NOpsfiKa, WIH DPYKOBOOWTENb MEAUIMHCKOH  OpraHMsalMd  00eCTe4YMBaAIOT
CBOEBpEMeHHOE nepeodopMileHre TpedyeMoro A IalueHTa pelenta.

2.CBencHUsS O HA3HAYCHHOM JIEKApCTBEHHOM IIpemapare (HAUMEHOBaHHE
NIEKapCTBEHHOTO TIpenapara, [03MpoBKa, Coco® BBEACHHS H NPUMEHEHNS, PEXUM
J03MPOBaHMs, NPONOJUKUTENBHOCTE JiedeHus M O0OCHOBaHME  HA3HAUCHMS
JIEKAPCTBEHHOTO Tpenapara) BHOCATCS MEAMIMHCKUM pabOTHMKOM B MEIMIIMHCKYIO
JOKYMEHTalHIO [TalUeHTa.

B ciydasx, yka3aHHeIX B myHkTax 8—11 Hacrosmero Ilopanka, MeAUUMHCKANR
paGOTHHK, Ha3HAYMBIUMN JIeKapCTBEHHBIA IIpemapar, oQopMiseT HasHa4eHHE
NEKaPCTBEHHBIX MPENapaToB, B TOM YHCIE MOIIEKAMMX H3TOTOBICHUIO U OTIYCKY
alTeYyHBIMH OPTaHM3alMsAMH (Jalee — JeKapCTBEHHBIE NPENAPAThl HHOWBUAYaIBHOTO
H3TOTOBIIEHNS ), Ha PELENTYpHOM GnaHKe, opOpMIIEHHOM Ha OyMaXKHOM HOCHTelNe 32
cBoeli MOANMCHIO (Janee — pelent Ha OyMakHOM HocuTene), M (WiM) C COITIaCHs

! Tlyaxr 11 crarsu 2 PeaepansHoro 3akosa ot 21 HogOps 2011 r. Ne 323-03 «O6 oCHOBAX OXPAHEI 310POBES IPAKAAH
B Poceniickoit Deeparmuny (Cobpanne 3akoHOaTeNECTBa Poccuiickoii denepammm, 2011, Ne 48, ct. 6724, 2019, Ne 52,
cr. 7796) (manee — Peaepaneuuii 3akon Ne 323-03),

2 3apermcrpupoBa MunucTepcTBoM HOCTHIMH Poccuiickoli (enepamiu 28 anmpens 2012 r., perucTpauMOHHEIR
Ne 23971 ¢ W3MEHSHMAMH, BHECEHHbIMH TPHKA3oM MHUHHMCTEPCTRA 3ApaBooxpaHeHHs Poccuiickod (eaepainm
ot 31 okTabpa 2017 r. Ne 882w (zapeructpuposas MuHHCTepcTBOM tocTHIIMm Poccuiickoi ®enepainm 9 susaps 2018 1.,
perncTpanHoHHLI Ne 49361).
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NalyUesTa I €ro 3aKOHHOTO TMPEICTABUTENS HA PENENTYPHOM OIaHKE B (OPME
JNEKTPOHHOI0 HNOKYMEHTa C WCIMONb30BAHUEM YCHIIEHHOH KBAIH(bHIHPOBAHHOM
JJIEKTPOHHOH HOANUCH MeEAMIMHCKOro paboTHuka (mamee — pement B ¢opme
3NEKTPOHHOTC JOKYMEHTA).

Penentr B ¢QopMe 3I€KTPOHHOTO MJOKYMEHTA, COIEpXKALIMt Ha3HaueHHe
HApKOTHYECKUX  CPeACTB MMM IICHXOTPONHBIX  BEINECTB, IOAMHCHIBAETCA
C HCIONB30BAHHEM YCHUJIEHHOH KBaNMU(DUIMPOBAHHOW 3JIEKTPOHHOM IOAMMKCH
Aedaunlero Bpaya WM (enbaniepa, axymepKkw, Ha KOTOPHIX BO3JIOXKEHE (DYHKITHH
JIe9aliero Bpaya, H COOTBETCTBYIONIESH METUIIHHCKOH Opranu3alun’,

OdopMneHue penentoB B (opme NIEKTPOHHBIX JOKYMEHTOB OCYILECTBISAETCA
B CIIy4ae NPUHATUS YIONHOMOUCHHBIM OPTraHOM HCIIOJIHHTENBHONH BIACTH CyObhexTa
Poccuiickoii ®enepallui B COOTBETCTBMM ¢ IIYHKTOM 4 cTaTeH 6 DemepalsHOTO
3akoHa oT 12 ampens 2010 r. Ne 61-03 «O6 oGpaleHuy JeKapCTBEHHBIX CPENCTE»
pemeHust 00 HCIONB30BAHWH Ha TeppHUTOpuM cyObekTa Poccuiickoli Deneparuu
Hapsy ¢ peleNTaMu Ha JIeKapcTBEHHBIE IpenapaTsl, 0(pOopMICHHBIMA Ha OyMaXKHOM
HOCHUTENe, PEUENTOB Ha JICKapCTBEHHEIE Ipenaparbl, c(OpMHUpPOBAHHBEIX B ¢(opme
3MNEKTPOHHBIX JOKYMEHTOB.

3.Ilpy BBIMUCKE HAlMEHTA W3 MEJAMHUHCKON OpraHu3allid, B KOTOpOH eMy
OKa3bIBallach MEIUIMHCKAS MOMONIH B CTAMOHAPHBIX YCIIOBHAX, PYU HEOOXOOUMOCTH
NpPONOIDKEHUsT MpHeMa JIeKapCTBEeHHOro npenapata B aMOYNATOPHBIX YCIOBHUSX
JaHHOMY MAalMEHTY [0 PEHICHUI PYKOBOAUTENS MEIWUMHCKONH OpraHu3aan
Ha3HavawTcd ¢ opopMIIeHNEM pelienTa B (GopMe 3NCKTPOHHOTO AOKyMeHTa H (PN )
Ha OyMaXXHOM HOCHTelNe (32 UCKII0YeHUEM 0(OpMIICHIS PEIENTOB HA JICKAPCTBEHHEIE
MpenapaTsl, NOANICKAIIHE OTIMYCKY OecmiaTHO WM cOo CKHakol) mubo BEIAIOTCA
(mauMeHTy WIM ero 3aKOHHOMY IIPEICTABHTENI0) OZHOBPEMEHHO C BBITHCKOM
U3 HMCTOpPHH OO0Je3HM JIeKapCTBEHHBIE IIpenapatbl, B TOM YHCIE€ HapKOTHYECKHE
U TICUXOTPOIIHBIC JIGKapCTBEHHBIC Mpenaparhl, BHeceHHBIe B criucky 11 u III mepeuns
HAPKOTHYECKUX CPEACTB, IICHXOTPOIHEIX BEIECTB M UX MPEeKypcopoB, TOUIeKALTHX
KoHTpomo B Pocculickoit ®@enepaimy, yreepxkaensoro IlpasurensctsoM Pocculickoi
®enepanun’® (nanee — Iepeuens), CHILHOAEHCTRYIOMME JIEKAPCTBEHHEIE IPENapaTE,
Ha CPOK IIpHeMa MAalKEeHTOM 0 5 THeil.

4, HaznaueHue JI€KapCTBEHHBIX IIPenapaToB I[IpH OKa3aHUM MeAMIIMHCKOMN
NOMOIIM B CTAllMOHAPHBEIX YCIOBHSIX MOXKET OCYIIECTBIATBCS ITOCPEACTBOM
TpeOOBaHUH METUIMHCKOM OpPraHW3aIlui, HAIIPABIAEMbIX B alTEUHHIE OPraHU3AlUH,
SABJIAIOUIMECS CTPYKTYPHBIMHE MOPa3/IcICHUAMY MEUIMHCKON OpraHu3alui.’

5. HazHaueHHe JdeKapcTBEHHBIX IMPENaparoB OCYIIECTBISIETCS MEAUIMHCKUAM
paboOTHUKOM I10 MEXIYHAapOJHOMY HENaTeHTOBAHHOMY HAaMMEHOBAaHHIO, & MPH €ro
OTCYTCTBHM — [PYIIIHUPOBOYHOMY MM XHUMHYECKOMY HaWMeHOBaHMi0. B cmydae

3 Mynkr 2 craten 20 egepansuoro 3akoua Ne 323-03 (Cobpanne 3akoHonaTensctsa Poccrdickolt @enepanmi, 2011, Ne
48, c1. 6724; 2021, Ne 27, e1. 5159).

4 [Iyner 1 crateu 26 ®epepaneHOTO 3aK0HA OT 8§ ausaps 1998 r. Ne 3-03 «O HAPKOTHUECKHX CpeACTEaX
H ICHXOTPOHHREIX BemecTBaxy (Cobpauue 3akoHoaarenscTea Poceuiickoit ®enepauny, 1998, Ne 2, ¢r. 219, 2017, Me 31,
¢T. 4791) (nanee — @enepanbHbli 3akoH Ne 3-03).

3 Cobpanne 3axonoaTensctaa Poccmiickolt @enepaimm, 2010, Ne 16, cr. 1815, 2019, Ne 52, ct. 7793.

6 TTynkTt 2 crated 2 Penepansuoroe 3akoHa Ne 3-03 (Colpanne 3acoHoRaTenkscTRa Poccuiickoit Meneparm, 1998, Ne 2,
er. 219; 2016, No 27, ¢T. 4238).

7 Iyskr 54 ctath 4 egepancHoro sakona ot 12 ampens 2010 . Ne 61-03 «OG6 ofpalmeHIH JCKAPCTBEHHEIX CPEACTB?
(Cobpanne szakonopatenceTea Poccuiickoll ®enepamm, 2010, Ne 16, cr. 1815; 2019, Ne 31, c1. 4456) (aance —
Oenepantibiil 3axon Noe 61-P3),
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OTCYTCTBUSA MEXIYHAPOJHOTO HEMAaTEHTOBAHHOI0 HAMMEHOBAHUSA U TPYIITUPOBOYHOIO
WIM XUMHYECKOTO HAWMEHOBAHUA JIEKAPCTBEHHOIO IIpenapara JIeKapCTBEHHBIM
rpenapar HasHavaeTcsd MEIHLWHCKAM pabOTHHKOM N[O TOPrOBOMY HAaMMEHOBAHHUIO.
[lpu HamMuud MEAUIMHCKHAX TOKa3aHWN (MHOWBUAyallbHAsi HENEePEHOCHMOCTD,
II0 KU3HSHHBIM IOKA3aHWUSIM) MO PpelIeHHI0 BpadeOHON KOMHCCHH MENHIUHCKOU
OpTraHW3allHA®  OCYNIECTBISETCS  HasHaueHHe M OQOPMIICHHE  Ha3HAYEHHUS
NeKapCTBEHHBIX TIPENaparoB, HE BXOMAAIIMX B CTaHAAPTHl MEAWLMHCKON HOMOINY,
pa3paboTaHHBIE B COOTBETCTBHM ¢ IIyHKTOM 14 craten 37 defepansHOro 3aKoHa
Ne 323-03°, unu He NPeLYCMOTPEHHBIX COOTBETCTBYIOIEH KIMHWYECKOH
pekoMeHaalel, mibo o TOProBEIM HAUMEHOBaHWAM. PenreHue BpaueOHON KOMUCCHI
MEMIMHCKON OpraHu3ai GUKCHPYETCS B MEJUIIMHCKOMN JJOKYMEHTAIIMH MalieHTa
B )XypHaJe BpaueOHONH KOMHCCHH.

Ecni npu oKasaHWH TIALHEHTY MEUIIMHCKOW TIOMOIIM B MEAMLHUHCKOH
OpPTaHM3allii B CTAI[HOHAPHEIX YCIOBHAX TIO pemieHdHo Bpade0HOH KOMUCCUH
OCYIIECTRIIOTCS  Ha3HAaueHHe U NPHMEHEHHE JIeKapCTBEHHOrO  IIpenapara
C KOHKpPETHBIM TOProBHIM HaWMEHOBAaHHWEM, TO IIPH OKa3aHWM JAHHOMY IIAllMEHTY
MEIMIUHCKOW TOMOIIM B HHOW MENWUIIMHCKOM OpraHm3aliMd B CTallHOHAPHBIX
YCIOBHAX, a Takke B aMOYJNaTOPHBIX YCIOBHAX OCYHICCTBIIAETCS HasHAYCHHE €My
JIEKApCTBEHHOTO MPENapaTa ¢ TEM JKe TOPTOBBIM HauMeHoBaHHeM '”,

6. HasnaueHue NeKapcTBEHHOTO TMperapaTa B pelenTe Ha OyMakHOM HOCHUTENE
UM pelenTe B (popMe NEKTPOHHOTO JIOKYMEHTa 0(QopMIIAeTCs Ha HMS NalUeHTa, 1T
KOTOPOTO NpeAHa3HaYeH EKapCTREHHBIN Tpenapar.

Penlent Ha GyMaXHOM HoOcuTele, OQOPMICHHEIM Ha pelenTypHOM OjaHKe
¢dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(m), yTBepHAeHHBIX
HACTOSAIIMM IIPUKA30M, MOXeT ObITh NONy4YeH NalWeHTOM, €ro 3aKOHHBLIM
NpeNCTABHTENEM WM JIMLOM, HMEIOMNM O(OpPMICHHYI0O B  COOTBETCTBHH
¢ TpaKAaHCKHM 3aKoHoaarenscTBoM Poccmiickoil Penepanun  OOBEpEHHOCTD
OT Mal¥eHTa Ha [PABO IIOJYUSHU TaKOTO penelTa (Janee — yHoTHOMOYEHHOE JIULIO).

IpencraBneHie MOBEPEHHOCTH He TpeOyeTcs B cllydae MOIYYEeHHS pellenTa
Ha JICKAPCTBEHHBIH MpenapaT Il HHKypabenbHoro 6015HOr0 Ha 3aBEpIIAIOIIEM JTale
ero XM3HM JIMIOM, OCYILIECTBIAIOMIAM YXOZ 3@ TaKUM HHKYpaOenbHBIM OGOIBLHEIM.
B TakoM ciygae MEOMIMHCKHH pabOTHHK BBIAAET JHUIlY, OCYLIECTBIAIOMEMY YXOI
3a WHKypabenpHBIM GOIBHBIM, MOKYMEHT, NOATBEP)KAAIONIMH HHKypabensHOe
COCTOSHME OONBHOTO, COAepKanmmil CBElCHUSA O JHILE, KoTopoe Oyaer moayvarhb
JEKAPCTBEHHEIE MpeHaparts! o perenty (GhaMums, UM, OTIEeCTBO (mociaeqHee — MpH
HANTMYHY), BHA, cepus W (Wid) HOMEp HOKYMEHTA, YJOCTOBEPSIOIErOo ITHYHOCTE),

8 [Tpuxas MuHHCTEPCTBA 3APABOOXPANEHAS H CONMANLHOrO pazsutia Poccriickolt ®enepammn ot 5 mas 2012 r. Ne 5020
«Of YTBEPKIEHMH TIOPHAKA C€O30aHHA H JIEATENRHOCTH BpadeGHOH KOMMCCHMH MEMMIIHACKOH OpTaHH3aLiu»
(3aperucTpHpoBaH MUHHCTEPCTBOM OCTHIME Poccmiickoii Qenepanny § wona 2012 1., peructpamioHssd Ne 24516)
¢ W3MeHeHHAMH, BHECEHHEIMH TIpHEA3oM MUHHCTEpCTRA 3apasooxpanenns Poccuiickoit ®enepammn ot 2 nexabpa 2013 .,
Ne 886u {saperucTpaposan MuHucTepcTBOM OCTHIHRA Poccntickoli Oemepanmi 23 aexadpa 2013 r,, perncTpaimoHHbLA
Ne 30714). :

? Cobpasne 3akoHoxaTenbeTBa Poccuiickoit Genepauun, 2011, Ne 48, o1, 6724.

1 Mynxt 2 noctranosnenws Ilpasurenscisa Poccuiickoli Peaepanvn ot 30.06.2020 Ne 965 «O BHeCeHWH H3MCHEHHI
B IlpaBuna GOPMHAPOBAHIA TIEPETHA NEKAPCTBEHHBIX CPE/ICTR, 3aKYIKA KOTOPEIX OCYLIECTBAETCA B COOTBETCTBHH ¢ UX
TOPTOBBIMH HAHMMEHOBAHHAMH, H © MPHMCHCHHH JEKAPCTBEHHBIX [PENapaToB ¢ KOHKPETHRIMH TOPTOBBIMU
HanMeHoBanuAMH» (Cobpanie 3akoHoxaTenscTsa Poccuiickoil ®enepamm, 2020, Ne 28, c1. 4422).
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3aBEPEHHBIN MOAMMCHIO W IEYaTHI0 JAaHHOIO MEMUIMHCKOTO paboTHUKA, a TaKKe
NeYaThio MEAUIUHCKON OpraHu3aluH.

JIOKYMEHT, MOATBEPKAAIOLINI HHKypaOenbHoe COCTOAHUE GOIBHOTO, OCTAeTCA
B aIITeYHOU OpraHU3aIum.

Penenit B bopMe SIEKTPOHHOTO AOKYMEHTa (OpMHUpPYeTCs € MCIIOIE30BAHHEM
roCy/lapCTBEHHOM MHPOPMAlHOHHOW CUCTEMB! B cepe 3ApaBOOXpaHeHHs cyOneKTa
Poccuiickori ®efiepalini, MEIUOUHCKOH HH(POPMAIIMOHHON CHCTEMBI MEIUIUHCKOM
opraHuzamuym L.

@akT BHIAYY pelienTa Ha TeKapCTBEHHBIH IIperiapar 3aKOHHOMY NPEACTABHTEIIIO
WM YIIOTHOMOUYEHHOMY THIY GUKCHPYETCS B MEOUIMHCKON JOKYMEHTALIMH ITANHEHTA.

7. MemuuvaCKAM ~ paOOTHHKaM  3ampemaercd  OQOPMIITE  PELEITH
IpH OTCYTCTBHH Yy NAlUeHTa MEOMLUHCKUX MTOKA3aHWHN; HA HE3apETHCTPHPOBAHHBIC
NIEKAapCTBEHHBIE  IIpeMapaThl'’; HA  JIEKAPCTBEHHBIE  TIPENapathl,  KOTOpHIC
B COOTBETCTBHU ¢ HHCTPYKUHEH MO MEIWUMHCKOMY NPUMCHEHUIO NpPEIHA3HAYCHBI
A4 IPEMEHEHUA TOJIBKO B MEIULMHCKIX OPraHW3anysaxX; Ha HAPKOTHYECKHE CPEICTBA
U ICHXOTPOITHEIE BellecTBa, BHeceHHbIe B cnucok I Ilepeuns, 3apeructpupoBaHHbie
B K44eCTBE JIEKAPCTBEHHBIX IIPENaparoB, B MNeNfX MNPUMEHEHHA U8 JSUCHUA
HapKOMaHHHU.

VHOMBHAYATbHEIM —TPEANPUHUMATENSAM, OCYIIECTBISAIOHIMM MEIHIHHCKYIO
HEATEIbHOCTE, NONONHUTENBHO K TpeOOBaHHAM, YKa3aHHBIM B a03ale IepBOM
HACTOMIIEr0 MYHKTA, 3aNperaeTcsi ohopMIITE PELENTh Ha HAPKOTHYSCKHUE CPEICTBA
U ICHXOTpomHble BemecTBa, BHeceHHble B cmmcku II m III Tlepeuns (manee —
HAPKOTHUYECKVE ¥ MCUXOTPONHBIE JeKapcTBeHHBIe fpemapaTsl cnuckoB [I m III
1lepeqns).

8.Tlpu Ha3HaYeHHH HAPKOTHYECKUX M IICHXOTPONHBIX JI€KAPCTBEHHEIX
npemnaparos cnucka Il Ilepedns, 3a HCKITTOYeHUEM JEKapCTBEHHBIX [IPENAapaToB B BUAE
TPAaHCACPMANBHBIX TEpAIleBTHUYECKUX CHUCTEM M JIEKAPCTBEHHBIX IIPETIapaToB,
COICPXKAIIUX HApKOTHHECKOE CPEACTBO B COYETAHHHM ¢ AHTATOHHCTOM OINHOHAHBIX
PEENTOPOB, pelenThl HAa OyMaKHOM HOCHTeNne OQOPMISIOTCS Ha PEHENTypHOM
Gnanke dopmer Ne 107/y-HIL.

9. PenerrtypHbiii 6mank ¢popmsr Ne 148-1/y-88 odopMieTcs py Ha3HAYECHHH:

1) HapKOTUUECKNX M ICHXOTPOIHHBIX JEKapCTBEHHBIX IpenaparoB cmucka II
Ilepeynss B BWje TPaHCACPMANBHBIX TEPANEBTHYCCKHX CHCTEM, HAPKOTHYECKHX
nekapcTBeHHBIXx mpenapatoB cmucka Il Ilepeuns, coaep)xallMX HAPKOTAYECKOE
CPEACTBO B COUCTAHWU C AHTATOHHUCTOM OIUOMAHBIX PELENTOPOB, IMCHXOTPONHBIX
JeKapcTBeHHBIX NTpenapaTtoB crucka II Iepeuns;

2) KOMOHHHPOBAHHBIX €KapCTBEHHBIX IIPENapaToB, COASPIKAINNX:

a) KOIEWH WM €ro CONH (B IepecueTe Ha YUCTOE BEIIECTBO) B KOIMYECTBE
10 20 Mr BKIFOUMTENBHO (Ha | 103y TBEpIoil TeKapCTBeHHOH (POPMEI) UITH B KOTHYECTBE
10 200 mr sxirounTtensHo (Ha 100 v wm 100 r oxuaAKo# TexapcTBeHHOH (POPMBI IS
BHYTPEHHETO TPAMEHEHS);

11 Craren 91 1 91.1 @enepansuoro 3akona Ne 323-03 (Cobparne 3akonozaTebeTBa Poccriickoit Peaepauni, 2011,
Ne 48, ct. 6724; 2021, Ne 27, cT. 5141).

12 pemenue Coreta ERpasuiickoii SKOHOMMHMeCKOH XoMHccHH 0T 3 noabdpa 2016 r. Ne 78 «O Ilpaeanax perveTpanyn
H SKCIEPTH3bLl JEKAPCTBEHHEIX CPEACTB Ajl MEAMIHMHCKOro NpHMeHSHMn» {oduumamsHehi caiit Espasulickoro
3KOHOMHYECKOTO ¢OK3a hitp://www.eaeunion.org/, 21 Hoabps 2016 r). Cratea 13 @eaepaabHOro 3akoHA
Ne 61-@3 (Cobpanve 3axononarensctsa Poceniickolt Geaepamnm, 2010, Ne 16, cr. 1815; 2020, Ne 14, cr. 2028).
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6) mnceBmoddemprHa T'MAPOXIOPHA B KONHYECTBe, MpeBsimaromeM 30 wr,
¥ 10 60 Mr BIIIOUMTENBRHO (Ha | [Oo3y TBEPHOi JleKapcTBeHHON (hopMBI);

B) mceBaoddeJpaHa THAPOXJIOPHA B KOIWYECTBe, IpeBhimaromeMm 30 wmr,
¥ 10 60 Mr BKIIOYHTENBHO B COYETAHWH C AeKCTpoMmeropdaHoM THIpoOpOMHIAOM
B KOIu4ecTBe, npepbimatonieM 10 Mr, u go 30 Mr BkmoduTensHO (Ha | fo3y TBepAoi
JAEKapCTBEHHOU (POPMEL);

r) gekctpomerophana rugpobpomus B konuuectse A0 200 Mr BKIIOUMTENBEHO
(#a 100 vy umu 100 rxuKol NTekapcTBeHHOH (POPMEI I BHYTPEHHETO IPUMEHCHMS ),

1) s¢eapuHa THAPOXIOPH]T B KomadecTBe, npesbimaiomemM 100 mr, 1 go 300 mMr
sxmounTensHo (Ha 100 M unu 100 1 xuaKoi nekapcTBeHHOR (OPMBI A1 BHYTPEHHETO
IIPUMEHEHHNA );

e) senpuHa THAPOXIOPHA B KomudecTBe 1o S0 Mr BKmouHTensHO (Ha 1 no3y
TBEPAO IeKapCTBEHHOH (DOPMBI);

K) (QEHUIIPONAHONAMYH B KOIHYECTBE N0 75 Mr BKIOUuTensHO (Ha 1 gosy
TBEpAOM NekapcTBeHHo# Gopmser) unu o 300 mr BrmounTensHo (Ha 100 M wmm 100 ¢
KHUIKON JIeKapcTBEHHOU GOPMEI TSl BHYTPEHHETO [IPHMEHEHHS );

3) (enobapbuTam B KONUYeCcTBe AC |5 MI' BKIIOUHTEIBHO B COYETAHHUH
¢ KOOEHHOM (HJIM €ro COMsIMM) He3aBHCHMO OT KonmudecTBa (Ha 1 o3y TBeproi
JIeKapCTBEHHOH (OPMEL);

1) ¢enobapburan B KomuuecTBe A0 20 MI BKIOYHUTEISHO B COYCTAHHH
¢ 3(QeNpUHOM THAPOXIOPHUAOM HE3aBUCHMO OT KomudecTBa (Ha 1 mo3y TBepaon
JIEKapCTBEHHOH (hOPMEL);

K) XIOpAHa3eIOKCHA B KonudecTse, mpesbimaromeM 10 mr, mw go 20 wmr
BKJIIOYHTENBHO (Ha 1 J03y TBEpAOH ICKapCTBEHHOH (OPMBI);

3) neKkapcTBEHHBIX MPeNapaToB UHAUBUAAYAIBHOTO W3TOTOBICHHUS, COAEPIKAIMNX
HAPKOTHYECKOE CPEIICTBO WM TICHXOTPOMHOE BellecTBO circKa II Ilepeuns, u apyrue
(QapMaKoIorudecKie aKTUBHBIE BEIecTBA B J03¢, HE NPEBBIUAIOIIEH BBICIIYIO
Pa3oOBYIO /103, ¥ NIPH YCIOBUH, UTO 3TOT KOMOMHUPOBAHHBIH JIEKaPCTBEHHBIN Mpenapat
HE SBISETCA HAPKOTHYESCKHM WM TICHXOTPOIHBIM JIEKapCTBEHHEIM IPENaparoM CIIHCKa
1 Ilepeuns;

4) IeKapCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B IIEPEUYCHb JIEKAPCTBEHHBIX
CPEACTB IS MEAUIUHCKOTO MPAMEHEHN, NTOISKANIUX IPEAMETHO-KOIHIECTBEHHOMY
yueTy (manee — JieKapcTBEHHbIE PENapaThl, BKIFOUCHHEIE B repeues [TKY)Y.

10. Penentypueiit  Gnank  ¢dopmer  No 148-1/y-04(;1)  odopmisercs
IpA HA3HAYEHHWH JICKAPCTBEHHBIX HPENaparoB FpakiaHaM, HMEIONHM [PaBo
Ha OeCIIaTHOE [ONyYEeHHE JIEKAPCTBEHHBIX IMpelnaparoB WM  IOIy4YeHUE
JIeKapCTBEHHBIX IPEMapaToB CO CKUAKOM.

11. Penentypusii 6nank dopmsl Ne 107-1/y odopmisieTcs Mpy Ha3HAYECHHHA:

1) nexkapcTBEHHBIX MpeNapaToB, He YKA3aHHBIX B IIYHKTax 8, 9 HacTosIero
IMopsaxa;

2) KOMOMHHMPOBAHHBIX JISKAPCTBEHHBIX MPENapaToB, COAEPKaIuX:

a) 3proTaMuHa THAPOTAPTPAT B KOIMHECTBe 10 5 MI' BKIIOYHTENbHO (Ha 1 go3y
TBepAOH NeKapcTBeHHON HOpPMBL);

6) >eapuna ruAPOXIOpHA B KonmdecTtse A0 100 Mr ermounTensHo (Ha 100 M

B MoamynxT 5.2.171(1) nyskra 5 noctanosneHus Tpasurensctsa Poccuiickolt ®enepauuu ot 19.06.2012 Ne 608 «O6
yTeepkicHAn [lonoxeHna ¢ MIHHCTEPCTBE 3IpaBOOXpaHeHHA Poccuiickod ®encpaunn» (Ranee - Ilonoxenue o
Munucreperse) (CoGpanue sakoHoaaTensctsa Poccuiickoii ®eeparwm, 2012, Ne 26, cr. 3526, 2013, N 16, cr. 1970).
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unu 100 r xuakoit nexapcTBeHHOM HOPMEI [T BHYTPEHHETO TPUMEHEHH );

B) ncepao3denpuHa THAPOXJIOPU] B KOJWYECTBE, He mIpeBbrmaromeM 30 mr
(1a 1 o3y TBepaOi NeKapcTBEHHOH (OpPMBEI);

I') nceBao3deapuHa TUAPOXJIOPHI B KOIHYECTBE, He npesbimiarormeM 30 wr,
B COUETAHMH C AEKCTPOMeTOp(aHOM TruApoOpOMUAOM B KOJIMYECTRE, IIPEBBIIIAIONIEM
10 mr, 1 10 30 Mr BKrounTeNBHO (Ha | 103y TBepaOi MeKapCTBEHHOM (hOPMEL);

) nmexcrpomeropdaHa ruapoOpoMHI B KONMUYECTBE, NpeBbImaromeM 10 mr,
u 10 30 Mr BKmouuTensHO (Ha | 103y TBepaoit nexapcTBeHHON GOpPMBI);

e) ¢enobapbutay B KOMHUYSCTRe, mNpeBelmaromeM 20 Mr, u go 50 wr
BKITFOYHTENBHO (Ha 1 103y TBEpAOH JISKapCTBEHHOI (hOpMBEL);

%) ¢QenobGapbuTtan B KoaudecTBe A0 20 Mr BKAIOUUTEIBHO B COYSTAHHH
¢ 3proTaMHHOM THAPOTAPTPATOM HE3aBUCHMO OT KONMYecTBa (Ha 1 Ho3y TBEpAOi
JeKapcTBeHHOH (hOPMBI);

3) XJIOp/IHA3eTIOKCHA B KommdecTse Ao 10 Mr BrmounTenbHO (Ha 1 03y TBepAoi
JIEKapCTBEHHOHN (QOPMEI).

12.Ilpu  HasHaYeHHH JIEKApCTBEHHOrO  Mpenapara  HHIHBHAYaIBHOTO
M3TOTOBICHHU B peLENTe Ha OyMaxHoM HOcHTehae M (UMW) penente B Qopme
3MCKTPOHHOTO JOKYMEHTAa HAWMEHOBAHMS JIeKAPCTBEHHBIX CpeAcTB (BEmIECTB),
BKIIOYeHHBIX B nepeueHb I[IKY, ykaspsiBaioTcs B Havale peLerTa, 3aTeéM — Bee
OCTAlIbHBIE HHTPEANEHTEL.

13.TIpu Ha3HAYeHWH JIEKAPCTBEHHOTO Mperapata B pelente Ha OyMaXHOM
HocuTele W (WaM) perente B (GopMe 3IEKTPOHHOIO NOKYMEHTa 3alpeliaeTrcs
IPEBLIIATh KONMHYECTBO HAPKOTHYECKHUX CPEACTB MM HCHXOTPOIHBIX BEHIECTB,
KOTOpOE MOXeT OBITh BBIIHCAHO B OJHOM pELENTe, YCTAHOBICHHOE NPUIOKEHHUEM
Ne 1 x macrosmemy [Mopsijiky, 3a UCKITIOYEHNEM CIIydaeB, yKa3aHHBIX B IMyHKTax 15
1 24 nacrosmero Iopaaka.

14. Ilpyu Ha3Ha4ueHMH NEKapCTBEHHBIX IPENaparToB, BKIOUEHHBIX B IEPEeYeHb
IIKY, ngo3a KOTOPBIX IIPEBBIIAET BBICIIMM OJHOKDPATHBIA IpPHEM, MEAHLIMHCKHI
paGoTHHK 0003HAuaeT J03y OTOro JIEKapCTBEHHOI'O IIpenapara B perente
Ha OyMaKHOM HOCHTENle NpOIHCHI0 C MPOCTaBICHUEM BOCKIHLATENBHOIO 3HAKa
¥ (unM) OPOCTaBIAeT BOCKIHLATENBHBIA 3HaK NMpH oQOpPMIICHMM pelenTa B GopMe
AIIEKTPOHHOr0 JOKYMEHTA.

15, KonuuecTBo HasHAYeHHBIX JEKAPCTBEHHBEIX MPENaparoB, BKIIOYEHHBIX
B nnepeuens [IKY, npy okazaHyy Nal@eHTaM, HYKJAlOIUMCA B AJUTEIEHOM JICUCHHH,
IIEPBUYHON MEAMKO-CAHUTAPHOW MOMOILIM U MAaIMAaTHBHOH MEIUIIMHCKOH MOMOIIM
MOXET OBITh YBEJIMUEHO ¢ YIETOM KIHHIIECKHAX peKoMeHganuni He 6omee 4eM B 2 pasa
10 CPABHEHMIO ¢ KONMHUESCTBOM HAPKOTUYECKHX CPEICTB HIIH IICHXOTPOIHBIX BELIECTB,
KOTOpPO€ MOXET OBITh BBIINCAHO B OJHOM DeELENTe, YCTAHOBICHHBIM IIPHIIOKEHHEM
Ne 1 x HacTogmemy Ilopsaxy.

B caydasx, npeaycMOTpeHHBIX a03aleM NEpBEIM HACTOAMICTO IYHKTA,
Ha pellenTax Ha OyMaKHOM HOCHTENe Npom3BoguTrcs Haamuchk «llo cmenwansHoMy
Ha3HAYEHUKO», OTACIBPHO 3aBepeHHas MOANHCBI MEIMIUHCKOrO paboTHHKa
M TeyaThio MEJMLHMHCKOM opramuzamud «na pememtosy», Ha pelientax B (opme
3IEKTPOHHOTO HOKYMEHTa IIPOH3BOAMTCA oTMeTKa «Ilo crmenyanbHOMY HA3HAUCHUION
¢ TPOCTaBICHHEM YCWICHHOH KBaMMUIUPOBAHHOM 3NCKTPOHHOH  IOIIHACH
MEIUIMHCKOro paboTHHKA.

16. CocTaB NeKapcTBEHHOTO Ipenapara, JiekapcTBeHHas ¢opMa U oOpallleHne
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MeAMIMHCKOro paboTHHKa K  (apMaleBTHYeCKOMY paloTHHKY 00 OTIycke
NICKapCTBEHHOTO NpenapaTa Ha OyMaXXHOM HocHTeNe 0QOpMIAIOTCA HAa TATHHCKOM M
PYCCKOM SI3BIKE B POAMTENLHOM II&IEKe, 3a MCKIIIOYeHHEM O(OpPMIICHHS pPEIeNTOB
B popMe IMEKTPOHHOT'O JOKYMEHTZ, OCYIISCTBISEMOI0 HA PYCCKOM S3BIKE.

IIpu odopmneHun peuenTypHEIX ONaHKOB JOMyckaeTcd HCIOIb30BAaHUE
cokpameHnuii (mpunoxenne Ne 2 k Hacrosmemy [opsaky).

Ilpn HasHaueHWH IEKApCTBEHHOrO Mpelapara He AOIYCKAeTCsl COKpalleHUe
HaMMEHOBaHUIl  MHIPEMEHTOB, COCTAB/IOMMX  JIEKAPCTBEHHBIA  IIpenapar,
He MO3BOJIIONINX YCTAHOBUTD, KAKOW HMEHHO JeKapCTBEHHEBIN NpenapaT Ha3HAYeH.

17. Cnoco®  npuMeHeHMs  JIGKApCTBEHHOrO  IpernapaTa  o0o3Hadaercs
¢ YKa3aHWMEM NyTW BBEJCHUS, JO3bI, YaCTOTHl, BpEMEHHU NpPHUEMA OTHOCHTENBHO CHA
(yTpoM, Ha HO4Yb) ¥ €ro JANUTEIBHOCTH, a X1 JEKAapCTBEHHBIX IIPEIapaTos,
B3aMMOJICHCTBYIOMKX C MUIIEH, — BpeMEHU UX YNOTPeOJSHHS OTHOCUTENBHO NMpHeMa
MUK (JI0 €151, BO BpeMA eJIbl, TIOCHe ebl).

18. TIpu HeoOXOHUMOCTH HEMEINIEHHOrOo WM CpO4HOro (B Te4eHHe JABYX
pabounx nHelt) OTHMycKa JIeKapCTBEHHOIO Iipenapara MalHeHTy B BepXHEH 4acTH
pelienTa Ha OyMaXKHOM HOCHTEIE IPOCTABIIAIOTCS O0003HAUEHUS «Citoy» (CpoUHO) HIH
«statim» (HeMeONeHHO). AHAIOTHYHEIE 0003HAYCHUS IIPOCTABIISIIOTCSA B BUAE OTMETOK
TIpY oOPMIIEHHH pelenTa B JOpMe 3MEKTPOHHOTO JOKyMEHTA.

19.1lpu odopmiIeHnH HazHaYeHUS T[OTOBOTO JIEKAPCTBEHHOI'O Mpenapara
B pelieriTe Ha OYMaXHOM HOCHTENC UK peLenTe B GpopMe 3IEKTPOHHOIO JOKYMEHTA
KOJINIECTBO JICHCTBYIOMINX BEILECTB YKA3BIBAETCS B COOTBETCTBUH ¢ HHCTPYKIUEH
0 MeAHULHCKOMY NPHMECHEHHUIO JIEKAPCTBEHHOTO Mpenapara. [JolycTuMo yKa3hIBaTh
OO3HPOBKY JIEKAPCTBEHHBIX IMpeNapaToB CUCTEMHOTO ASHCTBHA (I Pe3OpOTHBHOTO
npreMa) B TBEpPABIX JECKApPCTBEHHBIX (opMax (HalpuMep, TaONeTKH, IOPOIIKH,
KalCyIsl) K&K COflepKaHWEe OJHOTO WIH HECKOIbKHX JEHCTBYIONUIUX BEHISCTB
B €IHHUIAX MACCH (B rpaMMax, MAJUIHIpaMMax). JoIycTHMO YKa3bIBaTh JO3UPOBKY
JIEKAPCTBEHHBIX TIPENApaTOB CHCTEMHOTO IeHCTBHS (IUIs pe30pOTUBHOrO MPUMEHEHHS)
B OKUJKUX JIEKapcTBEHHBIX (popMax (HampuMep, pacTBOPBL, CYCMEH3MH) Kak
cofiepsKaHHe OTHOTO MIIX HECKOJBKUX ACHCTBYIOIIMX BELIECTB B €AMHALAX MAacCHl HA
eIHHUIYY 00BbeMa (HaIpUMep, MIUTHTPaMM/MAILTHINTP) € YKazaHueM o0Imero odrema
NeKapCTBEHHON (hOPMBL

Ilpu odopMiteHHH Ha3HAUEHHS JEKAPCTBEHHOTO NpernapaTa WHAVBHIYATHHOIO
M3rOTOBICHHS B pelente Ha OyMaXHOM HOCHTelle WIH peLente B (opme
3MEKTPOHHOIO0 AOKYMEHTa KONWYECTBO TBEPABIX H CHILYUHX (papMalEBTHYECKHUX
cyOcranuii ykasoiBaercst B rpammax (0,001; 0,5; 1,0), xuaxux — B MHIUIMIHTpaX,
rpaMMax M Karisx.

20. Peuentel Ha GYyMaXHOM HOCHTENE, B (QOpMe BIEKTPOHHOTO NOKYMCHTA,
ohopMIeHHEIE Ha pelienTypHoM OnaHKke (hopMbl Ne 148-1/y-88 u npennasHaueHHbIE A1
OTHYCKA JIEKAPCTBEHHBIX TIPEMaparoB, IPeIyCMOTPEHHBIX IOANYHKTaMH 1-3
nyHkTa 9 Hacrosmiero Ilopsaaka, AeHCTBUTENBHBl B TedeHWe 15 pgHeH co AHA
o opMIIEHHS.

21. Penenthl Ha OyMaKHOM HOCHTeNe, B (OpMe BDIEKTPOHHOTO JOKYMEHTa,
othopMIIeHHEIE Ha pelenTypHOM OnaHke dopMbl Nel48-1/y-04(n) n npenHasHaYeHHEIE
IS OTIYCKA JIeKAPCTBEHHBIX IIpenapaToB IpaXAaHAM, YKa3aHHbIM B myHkre 10
nacrosiero Ilopsaaxa, aelicTButensHbl B TedeHue 30 ameir co aHA odopMIeHys,
33 UCKIIIOYEHHEM CTy4JaeB o(OpMIICHHS peLenTa B COOTBETCTBHU ¢ ITyHKTaMH 38 u 39
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Hacrosimero Ilopsanka, mpu KOTOpPHIX OH AeHCTBHUTENEH B TeucHHe 15 mHel co JqHA
opopmieHus.

22. Penenitel Ha OyMa)kHOM HocHTele, B (opMe 3IEKTPOHHOrO JOKYMCHTa,
oopMIeHHEIE Ha penenTypHoM OnaHke ¢popmel Ne 148-1/y-04(1) u npeHazHavueHHEIE
ISl OTIIyCK2 JIEKAPCTBEHHBIX TMpENapaToB TrpaXkaHaMm, JOCTUTIIHM MNeHCHOHHOTO
BO3pacTa, WHBAJWAAM II€PBOM TpyNNbI, ACTAM-MHBANTUAAM, a TAKXKe TPAKIAHAM,
CTpaAarIIIM XPOHMYECKUMH 3a00IeBaHUAMH, TPEOYIONIMMH JTUTEIRHOTO KYPCOBOTO
Je4eHus, JeHCTBUTENbHE B TedeHne 90 nHel co aHsS oOpMIIeHHS, 34 UCKIIOUEHHEM
CIIy4aeB, yKa3aHHBIX B IyHKTax 38 u 39 Hacrosmero Ilopsoka, MpH KOTOPBIX
OH JIeHCTBUTEIIEH B TedeHre 15 queit co nuda odopmiieHus.

Jlnsa nedeHHs XpOHHYECKHMX 3a00NeBaHHH YKa3aHHBEIM KATETOPHSM TpaXIaH
JIeKapCTBEHHBIE [MpenapaTil ¢ O(OpMIICHHEM PeLEenToB Ha OyMaKHOM HOCHTENe
WIH penenToB B (OpMe 3INEKTPOHHOIO OOKYMEHTa MOTYT Ha3HAYATBCS Ha Kype
TeyeHusa no 180 aHel.

23. Peuentel Ha OyMa)XHOM HOCHTENe, B (JopMe 3IEKTPOHHOTO NOKYMEHTa,
obopmieHHble Ha penentypHoM OianHke ¢opMmbel Ne 107-1/y B mpenHa3zHaueHHBIE
114 OTILyCKa JIEKapCTBEHHBIX IPENapaToB, IIpeyCMOTPEHHBIX TYHKTOM 11 HacTosmero
Iopsaka, neiicTBUTENLHB! B TeueHue 60 1Hel co nHA odopMIeHHs.

Ilpm Ha3zHAYeHWU TOTOBBIX JIEKAPCTBEHHBIX IIPENIapaToB W JIEKAPCTBEHHBIX
IpernapaToB HMHAWBUAYATFHOTO HM3TOTOBJICHHSA HaIl@eHTaM ¢  3a0oJleBaHUsMH,
TPeOYIOIIMMY AIUTEILHOIO KypCOBOTO JieueHHs, ¢ o(GopMIeHHEM HAa PeLENTyPHOM
onanke Qopmer Ne 107-1/y penenta Ha OyMaXXHOM HOCHTeNle Wi B (opme
ANEKTPOHHOTO JOKYMEHTA YCTAHABIMBAETCH CPOK AEHCTBHA perenrta B mpejenax
JI0 OAHOTO Toja.

B cmyuae ycraHOBIEHHS cpoka JeHCTBUS pelienTa B OpeJenax 0 OJHOro roja
B pelente mpousBonutca Haamuck: «Ilo crmenuanbHOMY Ha3HAYeHHIO», 0003HaYaeTCs
CpPOK AeHcTBUS pelenTa W MEepHOAUYHOCTh OTIyCKa JEeKapCTBEHHBIX IIpernapaToB
U3 alTEeYHOH OpraHu3alyyd WIH HHAVBHAYAJIBHBIM TNpeANpUHUMATENeM, UMEIOIIUM
JIMLEH3HIO Ha hapMalleBTHUECKYIO NesTeNBHOCTR ' (exeHeIeNbHO, eXXeMeCIYHO H HHBIE
nepruoabl). [JOMONHUTENBHO 3TO YKa3aHHe 3aBepsAeTCs NOAIHMCHI0 MEJULUHCKOIO
pabOTHHKA, a TaKKe TMe4YaThbl0 MEOWLHMHCKOW opranmsanny «ns  penentos»
(mna peumenta Ha OYMa)KHOM HOCHTENE) WIH YCUJISHHOH KBaIU(UITUPOBAHHON
JIEKTPOHHOW TOANKCHID MEAMIMHCKOro paboTHMKa M JHIla, YIOTHOMOYEHHOIO
3aBEPATh AOKYMEHTHI OT UMEHH METUIIHCKOM opraﬂnsaunn (mns perrenita B opme
3NEKTPOHHOTO JOKYMEHTA).

24. PerienTsl Ha IEKAPCTBEHHBIC NIPENapaThl, BIIFOYEHHEIE B IepeveHs [TKY, nma
JICUCHHUS NMAllMeHTOB ¢ XPOHWUYECKUMH 3a00JeBaHUAMU MOTYT OQOpPMILITECS HA Kype
J]EHEHHH Jo 60 gHel.

B cmydae, korma Kypc Jieuenms cocrapiser Oonee 30 nHelt, ZOMONHUTENBHO
B pelentax Ha OyYMaXHOM HOCHTENe NPOU3BOAMTCS Haanuchk «[lo crmenmuansHOMY
HAa3HAYEHUK», 3aBepeHHAsd TMNOANHCHI0 MEAULMHCKOro padoTHMKAa W IEYaThio
MeIHIUHCKON opraHr3zanuu «JIias peuentos», Ha penentax B (GopMe 3MEKTPOHHOTO
JOKyMeHTa  mpom3Bogutcs  ormetka «llo  coemuanbHOMY — Ha3HAYEHUIO»
C HpOCTABICHHEM YCHICHHOM KBaNMU(HUIMPOBAaHHONW DSIEKTPOHHON IIOAIHCH

" TTyuxT 47 uacty 1 craTen 12 @enepanksoroe akona o1 4 Mas 2011 r. Ne 99-D3 «O nuueH3MpoBaHUM OTAEHBHLIX BHAOR
gesTencHooTH (fanee — DepepanbHblil 3aKkoH Ne 99-03) (Cobpauue 3akonogatenscTsa Poccuiickoilt denepamn, 2011,
Ne 19, ¢1. 2716; 2021, Ne 27, c1. 5177).
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MEJUIWHCKOTO pabOTHHUKA H JIHIE, YIOJIHOMOYCHHOTO 3aBEPATh JOKYMEHTHI OT HMEHH
MEIUIUHCKON OpraHy3aIyy.

25. Pement Ha OyMaXXHOM HoOcUTene B (opMe DIEKTPOHHOIO TOKYMEHTa,
ohOPMIICHHBIN ¢ HapyIIEHWEeM YCTAaHOBNEHHBIX HacTodmuM [lopsakom TpeboBaHU,
CUHTASTCS HeASHCTBUTENBHEIM.

I1. HazHa4enue aeKapCTBEHHEBIX IIPENIapaToB IIPH OKa3aHUH
MeIUIMHCKOM MOMOIIH B CTALMOHAPHBIX YCIOBUIX

26.1Ipn oKazsaHWH MANUCHTY MEAWLWHCKOH MOMOIIM B CTallOHApPHBIX
YCAOBUAX Ha3HAYEHHE JIEKAPCTBEHHBIK IIPEIapaToB NpousBoauTcs 6e3 odopmieHus
pelenTa MEAMIUHCKUM pabOTHHKOM €IMHONNYHO, 332 HCKIIOYEHHEM CIIy4aes,
yKasaHHBIX B TyHKTe 27 Hactosmero Lopsaka.

27. CornacoBaHue Ha3HAYCHUS JIEKApPCTBEHHBIX IIPENaparoB ¢ 3aBEAYIOHIUM
OTACIEHHEM WIM OTBETCTBEHHEIM JEXKYPHBIM BpadoM nub0 APYyTUM  JIALIOM,
YIOJHOMOUEHHHIM TPUKAa30M TJIaBHOTO Bpada MEJAMUMHCKOH  OpraHu3alyy,
a TakkKe, NIPH HAIHYHH, C BPauyoM — KIWHHYECKUM (apMaKoioroM HEOOXOJHMO
B CIy4asX:

1) OMHOBPEMEHHOI'O HA3HAYEHHUS IATH W Oolee JEKapCTBEHHBIX MPENapaToB
OJJHOMY ITAITUEHTY;

2) Ha3HAUSHUSA JIEKAPCTBEHHBIX Ipenaparos, He BXOISAIINX
B IepedeHb KI3HOHHO HEOBXOMUMEIX M BaKHEHINWMX JIEKAPCTBEHHBIX MpemapatoB’,
IpH HETUNHYHOM TeYCHHUH 3a0oNneBaHMs, HAIUYMM OCIIOKHEHMH OCHOBHOTO
3a00seBanus U (MIIM) COMMyTCTBYIONIMX 3a00JIeBaHHH, [IPH Ha3HAYEHHH JIEKAPCTBEHHBIX
TIpenaparoB, OCOOEHHOCTH B3aMMOJEHCTBHA U COBMECTHMOCTH KOTOPBIX COITACHO
MHCTPYKLIHSM 10 KX TNPUMCHCHWIO IIPUBOIAT K CHIDKeHHIO 3(pQeKTHBHOCTH
1 0€30MacHOCTH (apMakoTepanuu U (MIH) CO34AI0T NOTEHIHAIBHYK ONAaCHOCTE Ui
*KH3HM ¥ 3/J0POBbs MaLWeHTA.

B ykasaHHBIX COydasx Ha3HauCHHE NEKapCTBEHHBIX NpenapaTtoB (QUKcHpyeTCs
B MEIUIMHCKON JOKYMEHTAIlMM MAleHTa W 3aBepsaeTcs NOAMHCHI0 MEIHIHHCKOTO
paboTHHKA W 3aBefyIOmero OTAeneHHeM (OTBETCTBEHHOIO CKYPHOIO Bpada WM
APYTOro YIOTHOMOYEHHOTO JIUIA).

28. MeauuuHckuid paGOTHUK MEOWIIHHCKON OpraHW3aluy (ee CTPYKTYpHOTO
NOpasaeNeHns), PACIONOKEHHON B CENbCKOM HACENEHHOM IIyHKTE, OCYILECTBILIET
HazHadeHye JIEKAPCTBEHHEIX MpENaparos B clydasx, YKa3aHHBIX B IyHKTax 27 u 29
Hactosmiero Ilopsiaka, eAUHONIUYIHO.

29.Tlo pemenuio BpadeOHON KOMHUCCHM IIANMEHTaM - IPH  OKa3aHWH
M MEIUIIMHCKOM HMOMOIIK B CTALIMOHAPHBIX YCIIOBISX HA3HAUAIOTCS JIEKAPCTBEHHBIE
nperaparhl, He BKIIOYCHHEIC B IIepedeHb KU3HEHHO HEOOXONUMBIX M BaXHEHIINX
JIEKapCTBEHHBIX MPENnapaToB, B CiIydae HX 3aMEHBl H3-32 MHAMBHIYaIbHON
HEIEPEHOCUMOCTH, 110 JKA3HEHHBIM [TOKA3aHUAM.

Pemenne BpayeOHOH KoMHCCHU (GUKCHPYETCS B MEAULMHCKON JOKYMEHTAL[MM
HalMeHTa H XXypHaJle BpaueOHOH KOMHICCHH.

30.B cioyuasx ofcnegoBaHus B JICUEHHMsS TIPaXIaHHHA B CTAllHOHAPHBIX

5 Yactn 1 craten 60 @enepansHoro 3akona Ne 61-03 (Cobpanue 3akoHomatenscTsa Poccuiickolt Meneparman, 2010,
Ne 16, c1. 1815; 2020, Ne 29, cT. 4516).
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YCIOBHAX B paMKax INPCAOCTABICHUA MCOHIMAHCKHUX YCIIYT Ha B03M6311H0fl OCHOBC
38 CUCT ITUYHBIX CPEACTB IpaxKdaH, CpCACTE KPHUAHYCCKHX JIHI H HHBIX CPCACTB
Ha OCHCBaHHH AOIOBOpPa, B TOM YHCIE OOT0OBCPA I[OﬁpOBOJ'II)HOFO MESAHUNUHCKOTO
CTanOBaHH}Il6, eMy MOI'YT OBITH  HA3HAUCHBI JCKApPCTBCHHEIC  HPEIIAPATHI,
HC BXOIAIHE B IIEPCYUCHE XH3HEHHO HGOﬁXO,[lI/IMBIX H BaXXHEHIINX JEKapCTBCHHBIX
npenaparoB, €CJIH HX Ha3sHauCHHC H IIPUMCHCHHC OﬁYCJ'IOBJ'IeHO MEIHIHHCKHMH

NOKa3aHMAMHA.

I1I. Ha3zHaueHHe NEKApCTBEHHBIX [IPENApPaTOR
npy 0Ka3aHUM MEPBHYHOH MEIMKO-CAHUTAPHOMN ITOMOIIH, CKOPOH
MEIUIIMHCKON MOMOIIH M MAJUIMATUBHOH MEIUIIMHCKON MOMOIIY

31. Ilpu oka3zaHwy NMEPBUYHONH MEIHKO-CAHUTAPHON IOMOILIU M NAJTHATHBHOM
MEIHIUHCKON HOMOmIA B aMOyNMaTOPHBEIX YCIOBUAX HA3HAYCHHE JEKapCTBEHHBIX
NPENapaToR OCYIIECTBISETCH MEOULIHHCKAM pa0OTHHKOM B ClIy4asX THIHYHOTO
TeyeHHs 3a00/1eBaHud HAI[FEHTa HCXOAA H3 TKECTH M XapakTepa 3a00eBaHus.

32. HasmaueHHe NeKapCTBEHHBIX MPEIAPATOB MO pEIIeHHIO BpadeOHOR
KOMHCCHH TIPH OKAa3aHWH ITEPBUYIHOW MEMKO-CAHHTAPHONH MOMOIIH, NAMATHBHON
MEIHMIMHCKOM ITOMOIITH B aMOYJIaTOPHBIX YCIIOBUSX ITPOHU3BOIUTCS B CITydJasX:

1) OHOBPEMEHHOTO HA3HAYeHWs OJAHOMY [alMeHTy msATH U Oonee
NeKapCTBEHHBIX TpernapaToB B TEYEHHWE OJHMX CYTOK HMIH CBBHIIIE JECSITH
HaNMEHOBaHWH B TeUYECHUE TPUALATH JHEN,

2) HazHAUEHUA JIEKAPCTBEHHBIX MpEenapaToB IIPH HETUNWYHOM TEUEHHUH
3a00ICBaHUs, HAIMYHM  OCHOXKHEHHH  OCHOBHOTO 3aloneBaHMs W (Unn)
CONYTCTBYIOIUX 3afoneBaHui, INpH Ha3HAUYEHHH JICKADCTBEHHBIX MPENAparoB,
0COOESHHOCTH B3aMMOMNEHCTBUS U COBMECTHMOCTH KOTOPBIX COTTMaCHO HMHCTPYKIWSM
0 MX TIPUMEHEHHIO TIPHBOAAT K CHIDKeHMIO 3¢ dekTHBHOCTH 1 6€30MacHOCTH JICUEHUS
nalpeHTa H (WIH) CO3Jaf0T MOTEHUHAIBHYIO OIACHOCTH AN KH3HH U 370pOBbA
TIAIUEHTa;

3) mepBHYHOIO Ha3HAUCHUA NAUWCHTY HapKOTHYECKHMX H ICHXOTPOIHBIX
nekapcTBeHHBIX mnpenapaToB cnuckoB I m III Tlepeuns (B ciydyae NpHHATHA
DYKOBOOWTENEM  MEAHIMHCKON  OpraHu3aluMu pelleHHs O  HeoOXOAUMOCTH
COTMIACOBAHWS HA3HAYEHWS TAKWX JIEKApPCTBEHHBIX IIpenapatoB ¢ BpadeOHON
KOMHCCHE]).

33. IosTOpHOE HAa3HAYEHUE HAPKOTHYESCKUX H NMCHUXOTPOIHBIX JNEKapCTBEHHEIX
npenaparop cnuckos 11 u III TlepeuHs npou3BomWTCS METUIHHCKHM PabOTHHKOM
CaMOCTOSATENBHO WM €¢IUHONMIHO Oe3 y4acTHs BpadeOHOM KOMMCCHU MallHeHTaM
¢ BBEID@XEHHBHIM OGOJEBBIM CHHIPOMOM JIO0Or0 TeHe3a, HapylleHHEM CHa,
CyNOPOKHBEIMA  COCTOSIHHSIMM,  TPEBOXHBIMH  paccTpoifctBamu,  (oOusMH,
MICHXOMOTOPHBIM BO30YKIEHHEM.

34. IIpu oxazaHHUU CKOPOH METULMHCKOM IMOMOINHM JEKAPCTBEHHEBIE MPETapaThl
HA3HAYAIOTC MEIMIMHCKUM pabOTHHKOM BEIE3THOM Opuraisl CKOpOH ITOMOIIH,
METUIHHCKEM pabOTHUKOM MEIHLIHHCKOH OpTaHU3allMH IIPH OKA3aHHHM MEAHLIMHCKON
DOMOMIA rpaxJaHaM IpH 3aboleBaHMAX, HECYACTHBIX CIyYasx, TpaBMax,

16 Tocranosnerme ITpasuTenserea Poccniickolt Meaepatun oT 4 oxradpa 2012 r. Ne 1006 «O6 yreepxaenuu Ilpasin
TIPEOCTAR/CHHUA MEIWIMHCKHUMH OprasM3alMaMi IUIATHBIX MEAUMUMHCKHX ycmyr» (Cofpanue 3aKOHOFATENBCTBA
Poccuiickoil Pegepamum, 2012, Ne 41, ct. 5628),
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OTpPaBIECHHAX M JPYIHX COCTOAHMAX, TpeOyWIIUX CpOYHOTO METUIIMHCKOTO
BMEMNIaTe/NLCTRA.

I'V. HazHaueHue JeKapCTBEHHBIX NperapaToB MpaxIaHaM,
HMEIOIIM NIPaBo Ha OecIUIaTHOE MOTyYeHNE TIeKapCTBEHHBIX
IIpellapaToB UK NMONYyYEHHUE IEKapCTBEHHBIX NpenapaToB
CO CKUAKOMH, MMPY OKa3aHWUHU NEepBHYHON MEeIUKO-CaHUTApHON IIOMOIIH

35.1lpn oxa3aHMM MCPBHYHOM MEUKO-CAHUTAPHON [MOMOINHM Ha3HAUCHUE
MEIUIMHCKEM PadOTHUKOM HA OCHOBE KIMHHYECKMX PEKOMEHIANUH ¥ C YUeTOM
CTAHJAPTOB MEAULMHCKOM moMomu!? JeKapCTBEHHBIX MPENapaToB, OTIIYCKAEMBIX
feclmaTHO WM CO CKUAKOU, TrpaXjaHaM, HMMCIONIUM [pPaBoO Ha obecreucHUe
JIKAPCTBCHHBIMU  [perapaTaMl 3a C4YeT CpeiacTB OOPKETHBRIX acCUTHOBaHUH
denepaneHoro Oroomkera u OomkeroB cyOpektoB Poccuiickoit ®egepammy,
OCYIIECTBIAETCA Ha perenTypHoM Onanke Ne 148-1/y-04(x).

[Ipn opopmnenun penenta Ha Onauke dopmel Ne 148-1/y-04(1) Ha OyMakHOM
HOCHTEJIe OQOPMIBIIOTCA [Ba 3K3EMIULIPA, OJHH M3 KOTOPEIX OCTAE€TCH B ATCUHOMH
OPTaHK3aIHH, BTOPOH — B MEUIIMHCKOMN JIOKyMCHTAITUY MAIUCHTA.

36. IIpaBo Ha3HAUYATh NeKapCTBEHHBIC NMPENapaThl MPa)/IaHaM, AMEIOLTHM [IPaBo
Ha OecmnmaTHoe TOMy4YEHHE JIEKAPCTBEHHBIX IPENapaToB WM  IONyYeHHE
JeKAPCTBEHHBIX [TPENapaToB cO CKUAKOM, TaKKe HMEIOT:

1) mexpurnuuckue paboTHUKH, paboTaromue B MEAMLMHCKOM OpraHM3alHH
10 COBMECTHTENLCTRY (B IIpe/ieNlaX cBOelt KOMIIETEHIINH);

2) wMeauuMHCKHE pabOTHUKY CTAllMOHApHBIX OpraHu3aluii COLUAIBHOTO
oOCITy’)KMBaHUA NpPY HANWYHM JHOCH3MH Ha OCYILSCTBICHHE MEIHIUHCKOH
JeATeNbHOCTH ', MpeaycMaTpHBAIOLiel BHINONHEHHE pabor (oKazaHue yCuyr)
MO OKa3aHWI) TEPBUYHON MEIHKO-CAHHTAPHOM NMOMOLIM B aMOYyJIaTOPHBIX YCIIOBHAX
(He3aBHCUMO OT BEIOMCTBEHHOH NPHHAIJIEKHOCTH);

3) MeauuMHCKHE PAOOTHUKM MEAUIIMHCKHX OpraHM3auui, OKa3bIBAIOLINX
HNEPBUYHYKY MEJUKO-CAHUTAPHYIO TMOMOIIb, MOABEIOMCTBEHHBIX (eaepanbHbIM
OpraHaM UCHOJIHHUTENBHOMN BIACTH HIIM OpraHaM HCTONHUTENBHON BIACTH CyOBEKTOB
Poccuiicko#i ®enepanumn;

4) wHAMBMIYATbHBIE TPEANPUHMMATENH, OCYMIECTBIMIOMIAE MEAHLHHCKYIO
NeSTeFHOCTh U BKITFOUCHHEIE B PeeCTp MeTUIIMHCKIX OpraHH3alyi, OCYIIECTBIIOIIAX
NesTeNBHOCTE B cpepe 00513aTeMBHOIO MEANLIMHCKOIO CTPAXOBAHUS.

37.1Ipn Ha3HaU€eHHUM I€KApPCTBEHHBIX IMPENapaToB IpaxnaHaM, HMEIOIINM
mpaBo Ha ©OecilaTHOE TNOJNyYeHHe JIEKapCTBEHHBIX IIPENapaToB WIH HONyYeHHE
JIEKapCTBEHHEIX IIPENapaToB CO CKHIKOH, B pellenTe yKa3wsBaeTcs HoMmep TenedoHa,
0 KOTOpoMy pabOTHHK aNTeYHOW OpraHu3alu IIpH HEOOXOOUMOCTH MOXKET
COTIacoBaTh ¢ MEAHULIMHCKIM pa0OTHUKOM 3aMeHY JICKapCTBEHHOIO IIpelapara.

38. Ha3uaueHHe HAPKOTHYECKUX W IICHXOTPOMHBIX JIEKAPCTBEHHBIX IIPETIAPATOB
ciucka II Tlepeuns (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX NPENapaToB B BHIE

17 Crares 37 ®enepansHoro 3axona Ne 323-@3 (Colbpanre 3akoHomatensctsa Poccmifckoil ®enepaunu, 2011, Ne 48,
CT. 6724; 2021, Ne 27, c1. 5186).

18 [Tymkr 46 wactu 1 craten 12 deaepansHoro sakoHa Ne 99-03 (Cobpanme 3akonogaTenscrsa Pocculickoit Peneparmy,
2011, Ne 19, ct. 2716; 2021, Ne 27, c1. 5159).
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TPaHCAEPMAIbHBIX TEPaNeBTHUYCCKUX CUCTEM, & TaKKe JIEKapCTBEHHBIX MPenapaTos,
COZIEpKallIMX HAPKOTHYECKOE CPEACTBO B COYETAHUW ¢ @HTATOHHCTOM OIIHOHIHBIX
PEeLeNnTopPoB) TIpaXkaHaM, HMEIOIMM [paBO Ha OecliaTHOE  IMONy4YeHHWe
JEKapCTBEHHBIX  IIPENaparOoB WM [ONYYEHHUS JICKAPCTBCHHBIX  MPENapaToB
CO CKHUIKON, OCYIIECTBISIETCH Ha pelenTypHoM Onanke dopmel Ne 107/y-HII,
K KOTOpPOMY OOTIONHUTEIBHO O(QOpMISICTCS PEleNT Ha PEeleNTypHOM OIaHKe GopMEL
Ne 148-1/y-04(i1) (B aBYX dK3eMIIApax Npu 0QOpMISHUH Ha OyMayKHOM HOCHTENE).
39. HaznayeHwe HAPKOTUYIESCKUX U IICHXOTPOIHBIX IEKApCTBEHHBIX MPEHapaToOR
cnucka II Ilepeuns B Buge TpaHCASPMAIBHBIX TEPANEBTHYECKHX CHCTEM,
HAapKOTHYECKHX JIEKAPCTBEHHBIX IpemapaToB cnucka II Ilepeuns, copepxammx
HApKOTHYECKOE CPENCTBO B COUETAHHH C AHTAarOHUCTOM OMNHMOMJHBIX PEICTITOPOB,
IICHXOTPONHBIX JICKAPCTBEHHBIX MpenaparoB crucka Il Ilepeuns, nexapcTBeHHBIX
[Ipernaparos, BKIIOUEHHBIX B ItepedeHs IIKY, cogepxamuxcs B MOANYHKTE 2 nyHkTa 11
Hactosmero Ilopska, npennasHadeHHbIe U IeYeHUS TpakaH, HMEIOUINX MpaBo Ha
OecIUiaTHOE ITOMy4YeHUe JIEKAPCTBEHHBIX IIPENapaToB WITH MONYYeHHEe JIEKAPCTBEHHEIX
MpENapaToB cO CKUIKOM, OCYIECTBISCTCS HA pelenTypHbIX Onankax ¢popm Ne 107-1/y
n Ne 148-1/y-88, Kk KOTOPEIM JONONHUTEIRHO O(OPMIIAETCA PELENT HA PeleNTyPHOM
onanxke ¢opmber Ne 148-1/y-04(;m) (B JaByx OSK3eMIUgpax IIpH O(QOpPMICHHH
Ha OYMa)KHOM HOCHTENE).
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IIpunoxenue Ne 1

K [opsaaky HazHa4eHus
JeKapCTBEHHBIX IIPEapaTos,
YTBEPKOEHHOMY IIPUKA30M
MuHHCTEpCTBA 30paBOOXpaHCHUS

Poceniickoit (De,u'epa;
OT. 2021 r. Ne ¢ E;,Z/

KoanvecTBo
HAPKOTHYECKHAX CPEXCTB UJIH MCHXOTPONHBIX BelleCTB,
KOTOPO€ MOKeT OBITh BHINHCAHO B O{HOM DPelenTe

Ne MexayHapoaHoe HeNATCHTOBAHHOE @®opMa BLIDYCKA Koaavecrso
n/n HARMEHOBAHHE HAPKOTHYECKOI O H A03HPOBKAa
H NCHXOTPONHOTO JIEKAPCTBEHHOTO
npenapara
1. Bynpenopdun-+Hanokcon TabneTkH cyOIMHrBaIBHEIC 60 Tabnerox
0,2 Mr+0,2 Mr (ynakoBka, kpaTHas
Ne 20)
2. Bympenopdun Pacteop ANA HHBLEKIUH, 30 ammyn
0,3 M/t 1 Mot {wnpuu-TIOGHKOR)
3. BynpeHopdun TpascoepManeHbIi
NAacTeIpb
35 Mxr/uac 20 nnacteipeit
52,5 Mer/uac 10 nnacteipeit
70 Mxr/yac S maacTeipeii
4, Mopdun PactBOp ANd HHBEKLMA,
PacTBOp A8 NOAKOKHOIO 2Q) aMmyn
BEEICHHA (wnpuu-TIo6UKOR)
10 mr/mm 1 Moo
5. Kopennt+Mopdunt+Hockanua+ITanaseprs PacTBOp 15 OAKOKHOTO
+Tebavn BEC/ICHHA 20 ammyn
0,72+5,75+2,7+0,36+0,05
mr/mon 1 mn
1,44--11,5+5,4+0,72+0,1
mr/m 1 mn
6. TpuMenepuanH Tabnerku 25 Mr 50 TabneTox
7. TpumMenepuanH PactBop 11 HHBEKUKH
10 mr/mn 1 Mn 20 amnyi

20 mr/mn 1 Mn (Impun-TIO0UKORB)
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8. Mopdun TabmeTku (kancybn) 180 rabnerox
HPOIOHTHPOBAHHOTO {karcym}
AeitcrBus 60 Tabnetor
10 mr (xancyn)
30 mr 40 Tabnetox
60 mr (xancym)
100 mr 20 TabneTox
200 mr (xancyn)
20 Tabnetok
(xancyn)
9. Mopdun Tabnerkn
5Mr 100 Tabnerok
10 Mr 100 Tabnetox
10. Mopdun Karmnn nng nprieMa BHYTpE
20 mr/m 20 Mot 4 pnakona
11. Mopdun PactBOp A4 mprema
B b (MOHOZIO3BI)
Hy;pmrfmn 5 M 100 ammysn /3
6 Mr/mi 5 Mn 80 amnys /3
20 Mr/Mm 5 Mo 30 ammyx /2
12. Oxcukogoa+HanokcoH Tabnetku
HPOJIOHTHPOBAHHOIO
ACHCTBHA 100 Tabnerok
5 Mr+2,5 mr 60 TabneTok
10 Mr+5 Mr 40 Tabnerok
20 Mrt10 mr 20 TabneTok
40 Mr+20 mMr
13. IpormoHuIheHATATOKCHITHWINUIICPH AYH Tabnetku 3ameyrsie 20 Mr 50 Tabnerox
14. DenTaHII [TracTeps
12,5 Mxr/uac 20 nacTeIpei
25 Mxr/uac 20 nnacteipeit
50 mkr/qac 10 mnacTeIpei
75 MKr/49ac 10 nnacTeIpeid
100 mkr/4ac 10 nnacteipeit
15. $enTannN Cnpeii HazaNBHBIN

Onakod 50 Mkr/no3a

2,0 v (10 mo3)
3,2 mn (20 g03)
5,0 v (40 mo3)

®nmaxon 100 Mxr/moza

2,0 ma (10 moz)
3,2 mn (20 no3)
5,0 mn (40 moz)

@nakon 200 Mxr/moza
2,0 M1 (10 no3)

3.2 M1 (20 moa)
5,0 mn (40 mo3)

24 ¢nakona
12 makonos
6 dakoHOR

12 ¢nakoHOR
6 ¢akonos
3 duaxoHa

12 ¢pnakonos
6 dpaaxoHOR
3 dnaxoHa




[Tpunoxenue Ne 2
K Ilopsaaxy HasHaueHUS
NeKapCTBEHHBIX NIPENApPATOB,
YTBEPKJEHHOMY MPUKa30M
MunucTeperaa 3paBoOXpaHeHH
Poccuiickoil Genepanuu

or o/ 02504 2021 . Nel P W

CripaBo4HO
PEKOMEH,HOBRHHBIE K HCIMOJIB30BAHHI) COKPAIHCHHA
npu oopMJICHHH pelenToB
Ne
o Cokpaimenue [lonnoe Hanucanue Ilepesox
1. aa ana 10, DOPOBHY
2. ac., acid. acidum KHCIIOTA
3. aer. aerozolum a9po30IIb
4. amp. ampulla aMIyna
5. aq. aqua BOJA
6. aq. purif. aqua purificata BOJ& OUMIICHHAS
7. but. butyrum Macro (TBepjoe)
8. caps. capsula Karncyna
9. comp., cps compositus (a, um) CJIOHBIH
Brimaii (IlycTe BEZAHO,
10. D. Da (Detur, Dentur) naft (ITyers bt
[IycTe Oyaer BBIAaHO)
. Bx1naii, obo3Haun
Da, Signa
11. D.S. . Ilycrs Oyner BELAAHO,
Detur, Signetur
00603Ha9€HO
Beyait (Ilycts 6 BBIJIAHEI
12. D.t.d. Da (Dentur) tales doses pinait (11y YAYT BEUIAHEL)
TaKue JO36I
13. dil. dilutus pa3BedeHHBIH
L. Divide in partes aequales
14. Div. in p. aeq. P q Pazzienu #a paBHEIE HacTH
15. emuls. emulsio OMYIIBCHS
IKCTPAKT, BRITAKKA
16. extr. extractum P
17. in enem. in enemas B MHKPOKJIM3MaX
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Fiat (fiant
18. F. lat (Hant) [Tycts obpazyerca (obpasyrores)
19. gran. granulum TpaHyJIBI
20. gt., gtt gutta, guttae KaIIsl, Kalluiy
21. gtt. peror. guttae peroralis KAIlJli JiS [IpHeMa BHYTpPb
22. inf. infusum HACTOH
23. in amp. in ampullis B aMITyJ1ax
24. in tab. in tab(u)lettis B TabIeTKax
B TabneTKax
25. in tab. prolong. in tab(u)lettis prolongatis ¢ NPOJIOHTUPOBAHHEIM
BEICBOOOKIEHHEM
B TabneTrax
in tab. prolong. : . . .
26. 1L 1ab. prolong in tab(u)lettis prolongatis obductis © MPOJIOHTHPOBAHIEM
obd. BBICBOOOXKIEHHEM, MOKPBITHIX
0601049K0H
27, in tubul. in tubulis B TEOOHMKaxX
28. lin. linimentum JTMHAMEHT
29. lig. liquor AKHIKOCTD
30. lot. lotion JIOCHOH
31. m. pil. massa pilularum IATIOJIBHAS. Macca
32. membr. bucc. membranulae buccales IUTEHKH 3aIIedHbIE
C =
33. M. Misce, Misceatur vetan
(ITycts BymeT cMenano)
34. mixt. mixtura MHKCTypa
35. N. numero QUCIIOM
36. ol. oleum MaciIo (KHIKOE)
37. past. pasta racra
38. pil. pilula, pilulae IO, TTHITIOIH
39, p- aeq. partes aequales paBHEIE YacTH
40. ppt., praec. praecipitatus OCKACHHBIN
41. pulv. pulvis MOPOIIIOK
42, as. quantum satis CKOJBKO TToTpedyeTes,

CKOJBKO HAA0
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43. r., rad. radix KOPEHb

44, Rp. Recipe Bossmu

45. Rep. Repete, Repetatur H"BT‘L"OI’LS:;’:;E)ﬁy‘ET

46. thiz. rhizoma KOpHEBHIIE

47. S. Signa, Signetur 06031::;;5;}({21::;2)6}01&

48. sem. semen cema

49, simpl. simplex TpOCTOM

50. sir. sirupus cupon

51. sol. solutio pacTeop

52, Spr. spray crpei

53. Spr. nas. spray nasale crpeit HazanbLHBIH

54. supp. suppositorium CBeY4d, CYMIO3HTOPHIA

55. susp. suspensio CYCIICH3M, B3BECh

56. tab. tab(u)letta TabneTka

57. t-ra, tinct. tinctura HacTOIKa

58. tubulis tubulis TIOOUKH

Systema TpancaepMansHas

59. STT Therapeutica TepanesTrdeckas
Transcutanea Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrum CKJIAHKA




ITpunoxenue Ne 2
K MpyKa3zy MHHHCTEPCTBA 3ApaBOOXpaHEHH A
Poccuiickoji ®epepauun

oT ZX/M/{}ILI/MZ Ne /ﬂ;?!

dopma penentypHoro 61anka Ne 107-1/y

MHUHHCTEPCTBO 3APaBOOXPAHCHAS Koz ¢popmsr mo OKY [

Poccutickoit Geaepannn Kox yuapexnenus no OKIIO
MeanuuHcKas JOKYMEHTALHS

HanMenoranue (IITamm} ®opma Ne 107-1/y

MEIUIAHCKON Opranu3alui YTRepKaeHa IPHAKA3OM

MuHHCTEPCTBA 3APABOOXPAHEHUS
HaumeHoBanue (mrraMi Poccuiickoit Qeneparinu
HH,E[HBHJJ;yaJ]LHO(ro ]]pe,JI)l'IpHHHM&TCJIH ord¥ /W‘Zyﬂyf. f&%fz Ne 709 ’7///‘6-

(yxazaTh apec, HOMEp H AaTy JALCH3HH,
HAHMEHOBAHHUE OpTaHa TOCYIApCTBEHHON BIACTH,
BEIIABIIETO JIUICH3HIO)

PELIEIIT
(B3pocsibLit, ACTCKUH — HY)KHOE TIOAYEPKHYTE)
« » 20

damuTHs, HHALKAIE KMCHH H 0TUSCTRA (TTOCIeHee — IIPH HaJIH4HH)
MalyeHra

Jara poxnaenus
DamMunus, HTHALMAL MMEHH H 0THUeCTRA (ITocliefHee — TIPU HATTUUHH)
Jevamero Bpada (Genpamepa, akymepxku)

py0./xom.| Rp.

py0./xon.| Rp.

py0.Jxon.] Rp.

INoannce
H reyaTh IeYalllero Bpava ML.IL
(moamuce deapaLepa, aKyMepK)

Pemenr aeficteurened B Teuenwue 60 gHel, mo 1 ropa ( )

(HYy’KHOE MOAYCPKHYTH) (ykasarb KOIHYECTBO JHEMH)




O6opoTHAs cTOpPOHA

OrMeTKa 0 Ha3sHA4YCHUH JICKAPCTROHHOTO
npenapara Mo PeIeHUIO BpaueOHOH KOMHCCHH

Mpurotorun Iposepun OrnycTun

®opma penentypHoro 61anka Ne 148-1/y-88

Munucreperso 3paRoOXpaHeHHS

Poccuiickoit Genepaimn Kon dopmrur mo OKY /] 3108805
MenguuyRcKan JOKYMeHTAIHA

Haunmenosanue (Irram) dopma Ne 148-1/y-88

MEIUIHHCKON OpPraHH3alny YTBepAKIOcHa MPHKA3OM
MHHACTEPCTRA 3APABOOXPAHEHUA

Haumenopanue (mrramm) Poccuiickoil Qenepanym

HWHJMBHIYATLHOTO [IPEAPUHHMATENS oT AP AL 2 74 4&’&(/; Ne 7OF%.

(ykazaThk agpec, HOMEp W NaTy JULEH3UH,
HauMeHOBaHHe OpraHa roCcyAapCcTBEHHOM BJIACTH,
BBIJABLIETO TUIIEH3HIO)

cenp | L] [ LD
P LY T Lt L
<« » 20 1.

(n_a'ra oopMmIeHHA-peLIenTa)

PELEIIT

{B3pOCIIBIH, AETCKHH ~ HYKHOE IOTYEPKHYTh)

QaMunud, UHUIHATE IMEHH U OTYECTEA (MOCNSAHEee — IIPH HAJIUYHH )
IIalMenTa

Harta poxgenus

Anpec MeCcTa SKMTENBCTBA WM Ne MEAULMHCKOH KapTHI aMOYJIaTOPHOIO MAalMEHT4, TONYy4arouierc
MEAHIIFHCKYIO TIOMOIIE B aMOYJIATOPHAIX YCITOBHIX

DaMuTus, HHANHAIE KMSHH H OTYeCTBa (TIocNe/[Hee — IPH HATHHHU)
nevamero Bpaya (henpamepa, aKymepKa)
Py6. Kom. Rp:

Ionnuce 1 neuaTes NeYamero Bpayda M.IL
(moanuck (enpaAmepa, aKymepKH)

Penent felicTBUTENCH B TeueHHe 15 aHed




Q0opoTHad cTopoHa

OtMeTka 0 HasHAYEHHH JIEKAPCTREHHOTO
npenapara o pemennto spayetHol KOMHCCHHA

ITpuroTeeun {Tposepun Ormycrun

dopma penentyproro 61anka Ne 148-1/y-04(1)

MHUHHCTEPCTBO 3APABOOXPAHEHAS VYTBEPXJEHA
Poccuiickoit Genepaiun MECTO IMA IITPUXKOJA" npukazoM MunucTepeTBa
3ApaBOCKPAHEHHS Poccutickolt ®enepanun

e

ot ¥ » kO L 2021 . Nef?
[Liramn
kr [ ][]

MEIHLMHCKCH OpraHH3zalHe

HEEEEEEENEEENEE

Koa,
HIUMBHEYAMBHOTO NpeIpHERMATENA

EENEEEEEEEEEEEN

Koz dopmer no OKY 1 3108805
QOopma Ne 148-1/y-04(1)

Koa kateropau Hetounnk $rRaHcHpOBAHHA.
rpaKaal Kon nosonoruueckoii opmer {ICIYEPKHYTH ) % QILNATHL

{mo MKB) {noIYepKHYTE)

1. Denepaisaeti GromKeT

2. Bromxer cypekta Poccniickofi ©enepatam | 1. becmiatso

3. Myminananseaii OtOKET 2.50%
3, wmoit %
PELIEIIT Cepus Ne Jata oopmmeHms: 20 T
daMUTHA, HHUIUATB UMEHH M 0TYecTBa {NocaeHES — IIPH HallN4MH)
MALHEHTA JlaTa posxaeHus
CHWIC
Ne mosumca
OOAATENEHOID
MEIHITHHCEROTD
CTPAXOBAHMA:

Homep MeTUIMHCKOR KapTsi MAIMEHTa, NOMY4AIOMIEro MeIUIMHCKYIO NIOMOIIs B aMOynaTopHBIX
YCIIOBHAX
daMins, HHALMAIE AMEHH W OTYeCTBa (IOCHeaHee — IPH HATHYUM)
Acuanero spaya ((erapaiepa, AKyepKy)
Py6. Kon. 54 PP

TloAmeck U NE4ATE TeYANIeTo Bpayua
(noanHucE genpamepa, akyIIepKu) MLIT.

PenenT AciicTRATENEH B TeueHne 15 anedi, 30 xuei, 90 aHeill (HyXKHOE NOAMEPKHYTE)




e mmmmm———— (3anonngeTca crieNMATACTOM AOTEUHONH OpraHH3alHm}
OTITYIIEHO IO perenTy: Toprosoe HAUMEHOBAHKE ¥ JOIUPOBKA!
JlaTta oTrycka: « _ » 20 1. Komagecrso:
ITpuroroenn: Iporepun: Oroycran:
{ THHHSA OTPHIEA)
Kopemiok penenryproro 61aHka Cnocol puMeHeHHS:
HauMenoBaHuUE ITpOOOMKHTENEHOCTE JHeH
JNEKAPCTBSHHOTO TIpeTIaparTa:
Hoznposka: KonudecTso nIpHeMOB B IE¢HE! pas
Ha 1 mpHeM: ea.

<*> B cifyuae H3roTOBNCHUA PELIENTYPHOTO OIIaHKa ¢ HCMOMB30BAHMEM KOMIEIOTEPHBIX TEXHOJIOTHH

ObopoTHAsA cTOpOHA

OrMeTKa 0 HA3HAYeHWH JIEKapCTBEHHOIO
npenapara o peleH o epaucdHoN KOMUCCHH

IIpuroroBnn 1Iposepun OrmycTun




[punoxenne Ne 3
K NIpUKa3sy MuHHCTEPCTBA 30paBOOXpaHEHUS
cuiickoji ®egepanuu

on 4 prshfto e 10f7y

IMopsagox
odopmieHns peleNTYPHBIX GJAHKOB Ha JIeKaPCTBEHHBIE HPENAPAThI,
HX, Y4€Ta H XpaHeHHs

I. Opopmnenne perenTa Ha 6yMaxHOM HOCHTEIE

1. Ha penentypsbix 6nankax popm Ne 107-1/y, Ne 148-1/y-88 u No 148-1/y-04(1)
B JIEBOM BEPXHEM YIJIy IIPOCTaBASETCH WITAMII MEZMIIMHCKON OpraHu3anuu ¢
yKa3saHHCM e¢ HauMEHOBaH{A, aipeca W TemedOHA ¢ JATOW BBIOMCKH (AaToM
odopMIIeHH) perienTa Ha JeKapCTBEHHEIH ITpenapar.

HomonuurensHo Ha  penentypHoM Onanke  dopmer  Ne 148-1/y-04(m)
IIPOCTABIAETCS KOA MEAMLWHCKONH OpraHu3allid B COOTBETCTBHM C (OCHOBHBIM
roCyAapCTBEHHBIM PEerHCTpallMOHHEIM HoMepoM (aanee — OI'PH).

Cepua penentyproro Omnanka ¢opMel Ne 148-1/y-04(n) BKIOwaer Kox
cyosekra Poccuitckoli ®enepanuu, COOTBETCTBYIOIWM ABYM NEPBBIM Ldpam
Obmepoccuiickoro Kinaccugukaropa o0bEeKTOB aAMHHUCTPATHBHO-TEPPHTOPHATBHOTO
nenenus (nanee — OKATO).

Paspeimacrcs wW3roraBIMBaTh peuentypHele OmaHku dopmer  Ne 107-1/y
u opmbl Ne 148-1/y-04(11) ¢ mOMOIIBI0 KOMIBIOTEPHEIX TEXHOJIOTHH.

Penenrypuele  Onanku  ¢opmel  dopMmel  Ne 148-1/y-88  wsroraBimBaroTcA
WCKJIIOUHUTENBHO TUIOTPapCKUM CIIOCOO0M.

2.Ha  pewenrypHelx  OmaHkaX,  o(QOpMISEMBIX  HHIABHAYAITGHBEIMH
HPCATIPUHUMATENAMY, HMEIOIMUMH JHIEH3HI0 Ha MEIULMHCKYIO JICSTCIBHOCTE,
B BEpPXHEM JI€BOM YDy THIOTPaf)CKUM CIIOCOOOM MIM ITyTEM MPOCTABICHUS LITAMIIA
JoMkeH OBITH yka3aH agpec HHAVBUAYAIGHOIC NpeJIpHHHAMATENA, HOMEp U Jara
JULIEH3MY, HAUMEHOBAHNUE OpTraHa rocyAapCTBEeHHOMN BIIACTH, BHIAABLIETO JULIECH3HIO.

3. PenentypHele 6nanku Gopm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(x)
3aITONHAIOTCSA MEAULMHCKIM pabOTHUKOM YePHWIAMH MITH HIAPHKOBOH PYIKOM.

4. Jomyckaercs ohOpMIICHHE BCEX PEKBH3WUTOB (34 HCKIIFOUEHHEM PEKBH3UTA
«Iloamuce nevamero Bpaya (mogmuck Genpamepa, akymiepk» ) pelenTyPHEIX OJIAHKOB
dopmer dopmer Ne 107-1/y, dopmer Ne 148-1/y-88 u dopmer Ne 148-1/y-04(n)
C MCTIONIb30BAHUEM IEHATAIOINX YCTPOUCTB.

5. Odopmnenue penentypHeix OnanxkoB (opmer Ne 148-1/y-04(1) Bxnodaer
nu(ppOBOE KOAUPOBAHHE.

IMagposoe KogUpOBaHKE YKa3aHHBIX PELENTYPHBIX O1aHKOB BKIIOYALT:

1) xox wmemunmackoi oprammsaimu (OI'PH) wim Ko WHOWBHAYAIBHOTO
IpeANpPUHAMATENS B COOTBETCTBIM ¢ OCHOBHEIM T'OCYAAPCTBEHHBIM PErHCTPAIOHHBIM
HOMEPOM HHIUBUAYAIBHOTO npeanpuuumMarens (nanee — OI'PHULT), npoctaBnseMsIit
MpPY U3TOTOBIIEHUH pelleNTYPHBIX OJIaHKOB,;
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2) KOA KaTeropuW IpakgaH, HMEIOIIUX [IPAaB0 Ha IOIy4YEHME JEKapCTBEHHBIX
IpenaparoB B COOTBETCTBUU O cTaThell 6.1 Penepanbroro 3akoHa ot 17 uronsg 1999 r.
Ne 178-®3 «0O rocymapCTBEHHOH COIUANLHOM moMoOIIM»!, U Ko7 HO30I0THYecKOoH
GopMEl o MexXayHapoTHOH CTATUCTHYECKON Kiaccupukamnyuy OonesHel U npobiem,
CBA3aHHBIX ¢O 310poBkeM (10-if mepecmoTtp) (nanee — MKB), 3anonusieMsle neyaium
BpPauoOM IIyTeM 3aHEeCCHWA KakIoM wmudpel B NycTHEe SYEWKH, IIPY ITOM TOYKa
MPOCTABIAETCS B OTJACIBHON sueiike;

3) otmeTky 00 wucrounuke ¢drHaHCHUpoBaHHA ((enepanbHbl Oomxer |1},
oomker cydosexra Poccmiickoit ®Depeparum [2], MyHununansHeIA Oromxker [3])
¥ MIPOIIeHTE OIIaTH petenta (6ecruatHo [1], 50% [2], maoi % [3]);

4) IUTPHX-KOJ — HONMOJHUTEIBHBIA PEKBU3UT (B CiIydae M3rOTOBICHUA
Ha Tepputopun cyOpekta Poccmiickoit Denepanuu pelentypHoro 0saHkKa
¢ MCTIOJIB30BAHUEM KOMIIBIOTEPHBIX TEXHOMOIMH).

6. B penentypHeIx 6nankax ¢opMm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(m)
B rpadpe «PaMuIMd, HHUIHAIB HAMEHH W OTHecTBa (MOCNeAHEee — NPH HAIWYMIH)
NAIIHEeHTa» YKA3bIBalOTC (DaMuius, MHHIIMANE] HIMCHU U OTYeCTBa (MOCIENHEE — IIPH
HATMYHMH ) [TalUeHTa.

7. B peuentypHeix Gnankax ¢opm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(m)
B rpatde «Jlata poXIeHNS» YKa3BIBAETCS 1aTa POSKACHUS NanueHTa (IHCII0, MECsII, TON).

JIOTIOHATENBHO B pelnenTypHeIX OmaHkax (opmser Ne 148-1/y-88 m ¢opmul
Ne 107-1/y ana mereit B Boszpacte 10 1 rofa B rpade «Jlara poxaeHus» yKa3bBaeTCs
KOJIM4YECTBO IIOJHBIX MECALIEB.

8. B penerrypabix 6nankax ¢opmer Ne 148-1/y-04(in) B rpapax «CHUIIC»
U «Ne monuca 00A3aTeNBHOTO MEAUIUHECKOrO CTPaxOBaHUA» YKa3hIBAIOTCA CTPAaxOBOH
HOMEP WHAMBHAYAILHOTO IJHIIEBOTO cueTa IpaxaanuHa B IlercuonHoMm ¢oHze
Poccuiickoit @enepanun (CHUJIIC) (mpu Hamiduy) ¥ HOMEp moiHca o0s13aTelNbHOro
MEIUIMHCKOr0 CTPaxOBaHU4.

9. B penentypHerx Onankax dopmer Ne 148-1/y-88 B rpade «Ampec mecra
*KHTEJIHCTBA WIM HOMEP MEAUIMHCKOMN KapThl MAl{UeHTA, MOTYyYaroINero MEAHIMHCKYIO
IOMOIIE B AaMOYNaTOPHBIX YCIOBHAX», YKa3hIBae€TCS MOYTOBEIH ajpec MecCTa
KHTEIBCTBA (MecTa MPeOBIBAHMS WIH MecTa (akTHIeCcKOro NMpOoXHBAHHSA) MALMSHTA
HITH HOMEDP MEJIMLMHCKOM KapTH MAalieHTa, [10IyYalollero MeIUIMHCKYIO IOMOIb B
aMOyJIaTOPHBIX YCIOBUIAX.

VkazaHue H afpeca MECTa JXUTENbCTBA U HOMepa MEAWLIMHCKOM KapThl HALMEHTA,
HOIYYAIOIEr0 MEAOHIHHCKYIO TIOMOIsE B aMOYIaTOPHBIX YCIOBHAX, HE ABIAETCA
OLIAOKOH.

B pemenrypusix Onankax ¢opmer Ne 148-1/y-04(m) B rpade «Homep
MEIUIMHCKOM  KapThl  MalKeHTa, [OoJIyYalollero  MEeAMLHMHCKYI0O  IIOMOINS

! Cobpaune 3axononarensctsa Poccuiickoil denepauun, 1999, No 29, cr. 369%; 2020, Ne 52, ¢1, 8577,

? [Ipukas MuHMcTepeTRa 35paBooxpaHend Poccntickol denepatmn ot 15 nekabps 2014 r. Ne 8341 «O6 yTBepRAeHHN
yHADHIIMPOBAHHLIX HOPM MEAUIHHCKOH JOKYMEHTAIMH, HCTIONBIYEMBIX B MEIHITMHACKHX OPraHM3aAEMsX, OKA3bIRAIOIIIX
MEJHIMHCKYIO MOMOW(E B aMOYNaTOPHEIX YCTIOBHSX, H OOPAIKOB TO HX 3amonHeHHEo» (mance — [Ipukaz Ne 834m)
(zapercTp#poBan MunucTepcTROM WCTHINY Pocchiickoit enepaunu 20 despans 2015 r., peructpaurontbiii Ne 36160)
¢ M3MeHeHIAMH, BHECEHHRIME NPHKa3aMK MumuctepeTsa 3npasooxpanenus Poccuiickolt @enepamm o1 9 aupaps 2018 r.,
Ne 2 (zapermctpuposad MunucTepeTBoM roctHumE Poccuiickold Penmepaumu 4 anpens 2018 1, perucTpalHOHHBIN
Ne 50614), ot 2 moaBps 2020 r. Ne 1186H (3aperucTpupoBan MueucTepeTEOM 1ocTHIMH Pocculickoii (Penepatuu
27 noatps 2020 r., peructpannosasil Ne 61121),




B aMOyNmaTOpHBIX YCIOBUAX» YKa3blBaeTCs HOMEP MEAWIIMHCKOM KapThl MAIlUCHTA,
TOTYYAIOIIETO MEIUIHMHCKYIO [IOMOIIG B aMOYIaTOPHBIX YCIOBHIX .,

10. B rpade «®Pamunmsa, HHMLHANBEI MMEHH U OT4YeCTBa (IIOCNegHEe — IIpH
HaIM4YKH) Jiedailero Bpada (¢enpamepa, aKkyIepKU)» pelenTypHBIX OJaHKOB QopM
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(1) yka3siBalOTCSl MOJHOCTEIO (amIlTug,
WHHUIATEI HMEHH OTYeCTBA (MOCIEAHEe — MPH HATHYMH) MEJUIUHCKOTO paboTHHKA,
HA3HAYWBILETO JIEKApCTBEHHBIE Ipenaparsl ¥ o) OpMUBIIETO PELENT.

11. B rpade «Rp» peuentypuerx GmankoB dopm Ne 107-1/y, Ne 148-1/y-88
n Ne 148-1/y-04() ykazsiBaercs:

1) HaVMEHOBAaHHE JEKapCTBEHHOTO  rpemapaTa  (MEXIYHapOmHOE
HEIIATEHTOBAHHOE HANMEHOBaHHE, IPYNIHUPOBOYHOE WK XHMHUYECKOS HAMMEHOBAHUE,
TOPrOBOC HAWMEHOBAaHWE) HA JIATHHCKOM f3bIKE HJIH Ha PYCCKOM #A3BIKe, (opma
BEIMYCKa, HOSHUPOBKA, KOJIAYECTBO (YKA3BIBAETCH NPOIUCHI0 HAa PEIENTYPHOM OnaHKe
tdopmel Ne 107/y-HIT);

2) ciocol NpUMEHEHHS TeKapCTBEHHOro Ipelapara Ha rocy/JapcTBEHHOM S3BIKe
Poccuiickoii @enepauy WM Ha rocyJapcTBEHHOM sa3pike Poccuiickoit denepaunu
U TOCYyIApCTBEHHOM J3bIKe PpEeCHyONIMK ¥ HHBIX S3BIKaX HapoaoB Poccuiickoi
denepanmu’.

13. IIpun odopMIIeHHH pelenTypHBIX OTAHKOB 3amnpellacTcs OIPaHU4YHMBATHCS
ofIIIMA yKa3aHusIMH, HanpuMmep, «BHyTperHee», «3BecTHOY.

14, Penrent, odopmnenneiii Ha peuenTypHoM Omnanke (opM Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(n), noONHCHIBAETCS MEIUIOUHCKAM pabOTHHUKOM
Y 3aBepAETCS ero MeYaThio.

Penent, odopmieHHsblii Ha penentypHoM Omanxe Qopmer No 148-1/y-88
u ¢opmer Ne 148-1/y-04(n1), DONONHUTENBHO 3aBEPAETCS MEYATBIO MEAUIMHCKON
opraHuzaunan « s peentosy.

Hns penenrta, ohopMiaeHHOTO Ha pernentypHoM Onanke ¢opmer Ne 107-1/y,
HaTuaHe edatd « /g peentoB» He sBasaeTca 0093aTeNbHBIM.

15.Ha omuom penentypHoM Onanke opmer No 148-1/y-88 u  dopme
Ne  148-1/y-04(n) paspemmaercd OCYIIECTBIATE HAa3HA4€HHE TOJNBKO OIHOTO
HaHMMEHOBAHHS JIEKAPCTBEHHOTO Mpernapara.

Ha ogHom penentypHoM Omanke ¢Qopmsl Ne 107-1/y  paspemaercs
OCYHISCTRJIATE HA3HAUCHHE TOIBKC ONHONO HAWMMEHOBAHHS JICKapCTBEHHOTO
npenapara, otHocsieroca nmo ATX k anTHncuxorHdeckuM cpeAcTBaM (kox NOSA),
aukcuonuTHKaM (koa NO5B), cHoTBOpHBIM W cenaTUBHBIM cpeactBaM (kox NO5C),
antugenpeccantaM (kog NO6A) u He moaiexallero MpeIMeTHO-KONIHYECTBEHHOMY
ydeTy, W JAO TpeX HaWMEHOBAHWH JEKAPCTBEHHBIX NPENapaToB — YIS MHBIX
JIeKapCTBEHHBIX MPENaparoB, He OTHECEHHBIX K BhIIeyka3zaHaeiM ATX.

16. UcripaBieHus B pelieNTe HE AOIYCKAKOTCA.

17. TIpu odopmiaeHun penenTypHbiX O1aHkoB dopm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(1) Ha sexapCTBEHHBIC IIpeNapaThl, HA3HAYEHHEIE MO PEIICHUIO
BpaueOHOH KOMHCCHH, Ha O0OpOTe pelenTypHOro OjaHkKa CTaBUTCA CIICUANIbHAS

3 IMpuras Ne 8344,

4 Yacts 1 craten 15 3akona Poccmiickoit depepauuy o1 25 okTa0pa 1991 r. Ne 1807-1 «O a3bikax naponoe Poccriickoii
depeparymy (nanee — 3akon Ne 1807-1). (Bedomoctd chesfda Hapomgreix JemyTaroB PCOCP u Bepxoenore Corera
PCOCP, 1991, Ne 50, ¢1. 1740; CoGpanne 3akoHopareabcTa Poccuiickoit ®emepanin, 1998, Ne 31, c1. 3804).




oTMeTKA (IITaMmi).

18. Ha peuentypHoM Onanke ¢opmbel Ne 148-1/y-04(n) BHU3Y MMeeTCA JTHHUS
OTPEIBA, pa3feNdroIas pelenTYPHEIH OlaHK U KOPEIIOK.

Kopemox oT penernra, ohOpMIIGHHOIO HA YKAa3aHHOM peHENTYpHOM OlaHKe,
BBIJIA€TCSl MAIMEHTy (ero 3aKOHHOMY IIPEACTaBUTENIO) B aITedyHOH OpraHd3ailvf,
Ha KOpElIKe Jenaercs OTMEeTKa O HAauMEHOBAaHUH JIeKapCTBEHHOTO Ipenaparta,
TO3HPOBKE, KOJIHYECTRE, CHOCO0E TIPUMEHEHNS.

1. Odopmnenue perenta B HOPME FTEKTPOHHOTO JJOKYMEHTE

19.Penient B (QopMe  DIEKTPOHHOrO  [OKYMEHTAa,  IIOAITMCAHHOIO
VCHJICHHOW  KBAIM(DWUUMPOBAHHOH  DJICKTPOHHOM  MOAMUCEIO,  (opMuUpyeTcd
METUIMHCKUM PadOTHHKOM, CBEACHHSA O KOTOPOM BHECEHEBI B {e/ICpalbHBIN PErUCTp
MEIMIMHCKEX pa0OTHHUKOB’, a4 TAKXKE I[pPU YCIOBHM DPETHCTPALMH MEIUIHMHCKOM
OpraHm3allid, B KOTOpoH odopmisercs pernent, B (egepamrsHOM peecTpe
MEIUIMHCKHX OpTaHu3aumit® equHolt rocyapcTBeHHOM MHGOPMALIMOHHON CHCTEMBI
B chepe 3IpaBOOXpaHEHUS M MOJKIIOYCHUS TaKOW MEAWLMHCKOM OpraHM3aluf
K TOCYAAapCcTBeHHOH HHGOpMalMOHHOH cucTeMe B cepe 3[paBoOXpaHeHHs CyOBeKTa
Poccwmiickoii Penepanmn’,

20.Tlpu odopmneruu pewenTa B (GOpMe IEKTPOHHOIO  JOKYMEHTA
Ha JIEKapCTBEHHBIE Tpenaparsl, yKazaHHbele B NMyHKTax 9 u 11 Ilopanka nazHayeHus
JIeKapCTBEHHBIX IPeapaToB, YTBEPXKACHHOTO HACTOSIINM NPUKa30M, U OTITyCKaeMBbIe
3a IIOJTHYK) CTOUMOCTb, 3aTIOTHIIOTCS CASAYIOIIUE PEKBH3UTEL

1)xon cyOwvekta Poccuitckoit @epepammu mo OKATO, onpepemstommii
TOCY/aPCTBEHHYKD HHOOPMAIIMOHHYIO CHCTEMY B cdepe 3ApaBOOXpaHEHHsA CyOBEKTa
Poccutickoit @epepanun, B KoTopoil copMHUpoBaH penenT B (opMe 3NEKTPOHHOTIO
DOKyMEHTa;

2) HaMMeHOBaHWE MEIHIMHCKOM OpraHu3anvy, ajpec, Tene(oH WIH (hpaMunud,
WHHUIHANTEl UMEHH M oTvecTBa (TOCiHeqHee — MpU HaIMIUM) HHAMBHIYANBHOTO
npeAnpUHAMaTensa, HWMEIOMEro IHLEH3WI0 HAa MEAUIMHCKYI0 JeATEIBHOCTb,
€ro ajapec;

3) OI'PH opuaudeckoro juma (MeauuuHCKOH opranusammu) wim OIPHUII
WHANBUAYAIEHOTO IIpeANPHHIMATENS;

4) nara opopMieHns perienra (yKasplBaeTca YUCIO, MECAL, TOA);

5) mata oOKoHYaHMs JieHcTBUS pelenTta ((QopMUpyeTcs TIOCyAapCTBEHHOH
uHpopMmanmonHoi cuctemoif B chepe 3apaBooxpaHeHHs cyObekTa Poccuiickon
deqepaliid B COOTBETCTBHHM CO CpOKaMHM AelcTBms penentos: 15 aueit, 30 gHeH,
60 nueit, 90 nHeit, 10 1 roga);

6) yHUKaNpHEIH  HOMep  peuenrta  ((opMHpyeTcs  TrocCyJapCTBEHHOM
UHGOPMAIOHHOH cUcTeMOl B cdepe 3apaBooxpaHeHHs cyObekra PoccuiicKon
Denepamuu ¥ obecneumBaeT ONHO3HAYHYIO HIASHTH(GUKAIMIO pelieniTa B (opMme

SYacts 4 crateu 91.1 egepaneroro 3akona Ne 323-03 (Cobpanue 3akoHoJaTenkcTea Poccutickolt ®exepanumn, 2011,
Ne 48, c1. 6724, 2020, Na 29, cT. 4516).

5 YacTh 4 cratel 91.1 @epepanshoro 3akona Ne 323-®3 (Cobpanne 3akoHonarenscTea Poccuiickoli Pexepamum, 2011,
Ne 48, c1. 6724; 2020, Ne 29, cT. 4516).

7 Crateu 91 u 91.1 @egepansroro 3akoHa Ne 323-03 (Cobpamue 3akonogarensctea Pocculickolt Qenepamn, 2011,
Ne 48, ct. 6724).




3NeKTPOHHOro AokyMenTa B codetanuu ¢ OKATO, OI'PH umu OI'PHUIT);

7) oTMETKH «cito» (cpodHO) MnH «statim» (HeMeIJIeHHO) IPH HeoOXOOUMOCTH
CPOYHOI'C MM HEMENTIEHHOTO OTNYCKA JIEKapCTBEHHOTO NpenapaTa NanueHTy;

8) agpec mammeHTa (yKasslBacTcs MOYTOBEIA ajpec MecTa >KUTENbCTBA (MecTa
npeObBaHus WM MecTa (aKTHYECKOr0 HPOKUBAHMA) C YKazaHHEM HHIEKCa,
HaNMEHOBAHMS Kpas, 00NacTH, peciyOIHKY, aBTOHOMHOTO OKpyra U HHOTO cyOBeKTa
Poccuiickoit @egepauny, HAUMEHOBAHNUS HACEICHHOr0 ITYHKTA, HAUMEHOBAHUS YIUIIEL
(mpocriekTa, Iepeyika, npoe3na), HoMepa JoMa (C yKa3aHHeM KOpIlyca, P HAIHIHH),
HOMEpa KBapTHPEL);

9) HoMep SNEKTPOHHOH METHUHHCKOH KapThl ManMeHTa B rocyJapCTBEHHOU
HHPOpMANMOHHON cucTeMe B cdepe 3OpaBooXpaHeHHd CcyOmekra Poccuiickoi
Qenepanuy;

10) damrtrs, uMst, 0TYECTBO (TTOCIeIHEE — IPH HATHYKH) IIaIUEHTA IIOIHOCTRIO;

11) nata poxaeHus naieHTa (yKa3plBaeTcd 4KCIIO, MECHN, TOA), JUld AcTel
J0 1 roga JONOMHUTETBHO YKA3BIBACTCs KOMMYECTRBO MOIHEIX MECALICE;

12) ¢paMunusa, WHUNUATEI UMEHHM U OT4decTBa (1oclefHee — IpH HAIWYNH)
MEANUIUHCKOTO PabOTHUKA TOTHOCTHIO;

13) HaumeHOBaHKE JeKapCTBEHHOTO npenapara (MexXTyHapoZHOE
HEIIATEHTOBAHHOE HAUMEHOBaHHE, IPYNMITHPOBOYHOE HIIM XUMHUYECKOe HAUMEHOBAHYE,
TOProBoe HaMMEHOBaHME), JOIUPOBKA, (OpMa BHITYCKA, KOIHYECTBO (BCE IO3ULMHA
YKa3kIBAtOTCSH HA PYCCKOM S3BIKE); '

14) cmoco6 mIpuMeHEeHHs JIEKapCTBEHHOrO IpemapaTa Ha TOCYRAPCTBEHHOM
s3pike Poccmiickoit ®enepauum 1M Ha TOCyIapCTBEHHOM s3bIke Poccuiickoi
Mdenepallid M TOCYJAPCTBEHHOM S3bIKE PECIyONMK W HHBIX SA3BIKAX HapoIoB
Poccuiickolt ®enepauuu’®,

15) gokyMeHT, TOATBEPXKAAIOIINN Ha3HAUEHUEe JIEKAPCTBEHHOIO IIpernapara
10 pelIeHNIO BpadeOHOH KOMUCCHU MEIUIMHCKON OPraHM3aliH;

16) oTMETKA O HA3HAYCHHWH JIEKApCTBEHHOI'O IIpelmapara IO PEMICHHIO
BpayeOHOM KOMMCCHUM MEJUUUHCKONM OpraHusalMd B CIy4asxX, YKa3aHHBIX
B abszame BropoMm mnyHkra 6 [lopsgka Ha3Ha4ueHMA JEKapCTBEHHBIX IPENApATOB,
YTBEPKOCHHOTO HACTOAIAM IIPUKA30M;

17)orMeTka © CcHOeOWanbHOM HA3HauYeHMH JIEKapCTBEHHOIO INpenapara
(3amonHseTCA B CIOydYasX, yKasaHHeIX B IyHKTax 15 m 24 llopsaxa HasHavyeHMSA
JIEKAPCTBEHHEIX MPENapaToB, YTBEPKASHHOTO HACTOAMIUM IIPHKA30M);

18) oTMeTKa O CIEHHANBHOM Ha3HAYeHUH JIEKapCTBEHHOTO MpEenapara NalHeHTy
¢ 3aboneBaHHeM, TpPeOYOMMM JUIHTENHHOIO KYpPCOBOTO JE4eHHs (3alloNHAeTCs
B Clly4ae, yKazaHHoM B myHkTe 23 Ilopsnka Ha3Ha4geHUS JIeKapCTBEHHBIX MPENaparos,
YTBEPJIEHHOrO HACTOAIMMM TPHKA30M) C [IPOCTABICHHEM IEPHOIMYHOCTH OTIYCKa
JIEKapCTBEHHOTO NIpenapara;

19Ympu  odopmieHnn peuenta B GopMe DIEKTPOHHOIO  JOKYMEHTA
Ha JISKapCTBEHHBIE TpemapaThl, yKa3aHHele B MOANYHKTaX 2—5 myHkTa 9 u mynkre 11
[Topsinka Ha3Ha4YeHHs JIEKAPCTBEHHBIX IPENaparoB, YTBEPKICHHOTO HACTOAUIAM
IPUKA30M, TpaXKIaHaM, HMEIOIMM IIpaBo Ha OecIUIaTHOE HONyYeHUE JIEKAPCTBEHHBIX

& Uacte 1 craten 15 Bakona Ne 1807-1 (BenomocTH chesaa Hapoauerx aemytatos PCOCP u Bepxoenoro Cosera PCOCP,
1991, Ne 50, cr. 1740; CoGpanue sakonoxarexsctea Poccuiickoil ®eneparnm, 1998, Ne 31, c1. 3804).
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[penapaToB WK MONyYEHHE JNeKapCTBEHHBIX NIPENapaTos cO CKUAKOH, 3aIll0MHAIOTCA
PEKBU3HTHI, MPEAYCMOTPEHHBIC NOAMyHKTaMH 1-18 HacTosmlero ImyHKTa, a TakxXe
CHETyIOIIHE PCKBH3UTEL:

a) KaTeropus TrpaxIaH, HMEOUMX IpPaBo Ha TMOMYyYeHHE JICKaPCTBEHHBIX
IpenaparoB B COOTBETCTBMM co cTaTbel 6.1 PexmepanmbHOro 3axkoHa oT 17 wrond
1999 r. Ne 178-D3 «O rocyaapcTBEHHOH COLMANBHOM HOMOIIIY;

©) xon Ho30MOTHUecKOH (hopMel o MKb;

B) HCTOYHHMK ¢uuancuposanns (1 — ¢enepanpbi Oromxker, 2 — O6rOKET
cybpexta Poccuiickoit ®eepannn, 3 — MyHAUAIATBHBINA OIOMKET);

r) pasmep omiarsi (1 — 6ecmiatho, 2 — 50%, 3 — unol %0);

I) CTpaXxOBOH HOMEp WHAMBUAYATBHOTO IHLEBOTO CYeTa TpaxAaHHHA
B [NencuonnoM donme Poccuiickoit ®epeparuu (npu Hamwany ) (CHUJIC);

€) HoMep Tonuca 00413aTeIEHOIO MEAULMHCKOTO CTPaXxOBaHHs.

21.1lpu mpocTaBieHHE OTMCTKH, yKa3aHHON B noanmyHkre 16 myskra 20
HacTosgmero Ilopsaka, peuent B GopMe SIEKTPOHHOIO JOKYMEHTa IOAMHCHIBAETCA
VCHICHHOH  KBATM(UIMPOBAHHON  3JEKTPOHHOHM  HOAMNUCBID  MpPEACeAaTells
HJTH CeKpeTaps BpaueOHON KOMICCUH MENIMHCKON OpraHu3allHy, IPH [IPOCTABICHHH
OTMETOK, yKa3aHHEIX B noamyHkrax 17 m 18 myHkta 20 Hactosamero Ilopsaxa, —
YCUJICHHBIMH KBATU(OHIIMPOBAHHBIMY 3JISKTPOHHBIMU MOAIMHCAMH COOTBETCTBYIOIIHX
MEIUIIMHCKUX paDOTHUKOB.

22.Tlo T1peboBaHMIO @aNMEeHTa WIM €r0 3aKOHHOIO  HPEACTABHTEN
odopMiIgeTcs 3K3EMIUIAP pelenta B GopMe 3IeKTPOHHOTO JOKyMEHTa Ha OyMaKHOM
HOCHTENIE ¢ OTMETKOM «JlyOmUKAT 3NeKTPOHHOTO JOKYMEHTA.

III. V4eT penenTypHLIX OJIAHKOB (3a HCKIIOYSHUEM PEeNTypHBIX O1aHKOB
o dopme Ne 107/y-HIT «CrienuanbHEIil penentypHBIH O71aHK»)

23. Vger peuentypueix Omanko ¢(opm Ne 107-1/y, Ne 148-1/y-88
u No 148-1/y-04(n), wusrotaBmuBaeMbIX TunorpadpckuM crnocoboMm (mamee —
pellenTypHble ONaHKH, NOJNEXKAIlMe YYeTy), OCYIIECTBILIETCS B XKypHANax ydYera,
IIPOHYMEPOBAHHEBIX, TPONTHYPOBAHHBIX M CKPEMICHHBIX INOAMUCHIO PYKOBOAUTENA
M TeYaTbl0 MEAMIMHCKOH OpraHM3allid YN NOANWCBI0 HHAUBHAYAIHHOTO
IPEANPUHUMATENS, MMEFOIIETO JTANSH3NIO Ha MEJULIMHCKYIO AEATEBHOCTb.

24, XKypuan yuera peuentypHselx OnaHkor dopmer Ne 107-1/y comepxwt
CIeAYIOMHe rpadb:

1) HOMEp IO TOPSIIKY;

2) B pazgene «lIpuxon»:

a) AaTa perucTpanuy JOKyMeHTa, IOATBEPKAAIOLIETO MOCTYIUIEHHE,

0) HOMep  Jara JOKYMEHTa, HOATBEPKAAIOIIEr0 NOCTyIUIEH!E, HANMEHOBAHE
TIOCTABIIIMKA;

B) o0lIlee KOMHUIECTRBO MOCTYIMUBIINX PELENTYPHBIX O1aHKOB;

r) GaMuIHsa, MHMOMATLI HMEHH H OTdecTBa (TOCNEeNHee — NP HaIWYHM)
1 MOAIMNCE OTBETCTBEHHOr0 METHIIHHCKOTO palbOTHUKA, MOTYYHBILIEr0 PEHENTYPHBIE

® CobpariHie 3akononaTembeTBa Poccmiickoii Qenepamui, 1999, Ne 29, cr. 3699; 2020, Ne 52, ct. 8577




OMaHKU OT IIOCTABIIMKA,

3) B paznene «Pacxom»:

a) Jara BBINa9y PeLeNTypHBIX OIaHKOB,

0) KONMMIECTRBO BEIAGHHEIX PELENITYPHBIX ONIaHKOB;

B) haMHIMA, HMHHLOMATLE MMEHH M OT4ecTBa (TocienaHee — IpU HaTIW4YHK)
OTBETCTBEHHOT'O MEIULIHHCKOTO paGOTHHKA, IIONMYyIHBILETC PELETYPHEIE OlIaHKy;

T) MOANACE  OTBETCTBEHHOTO MEJAHLHMHCKOTO pPabOTHWKA, IIONYYHBIIETO
pelenTypHEle ONaHKu;

4) hamunus, WHUIUATEL WUMEHW M OTYecTBa (TOCIeqHee — IIPU HaIHYMH)
H TOANHCH OTBETCTBEHHOTO MEIMITUHCKOTO pabOTHHMKA, BBIJABINETO pPeELENTYpPHBIE
OnaHky;

5) ocTaToOK pelleNTypPHBIX OJIAHKOB.

25. Kypuwan yduera peuentypHsix OmankoB ¢opMm Ne  148-1/y-88
u Ne 148-1/y-04(11) coiepkuT cnemyronie rpadsl:

1) HOMEp 110 MOPAZKY;

2) B pazgene «lIpuxom»:

a) JaTa PeErucTPallyH JOKYMEHTA, IO TBEPKAAOIIETO IOCTYINICHNUE;

6) HOMep | ara JOKyMEHTa, IOATBEPKAAIONIEro NOCTYIUICHHE, HAUMEHOBAHHUE
MIOCTABIIUKA;

B) 00IIlee KOTUYECTBO [IOCTYNHBINNX PEIENTYPHEIX OIaHKOB;

T') CEpHY U HOMEpa PeLeNTyPHEIX OJ1aHKOB;

I) KOJIHYECTBO PEleNTYPHBIX OIIaHKOB 10 CEPHSIM;

e) daMuIua, WHWIHANE WMEHM W OT4YecTBa (IIOciiefHee — IPH HAIAYUH)
¥ ITOANKCH OTBETCTBEHHOTO MEIUITMHCKOTO pabOTHUKA, JIOMYYHBIICTO PELENTYpPHEIE
O1aHKH OT MOCTABIINKA;

3) B pazzene «Pacxom»:

a)} J1aTa BEIAAYH PELelTypPHEIX ONaHKOB;

0) cepuy ¥ HOMepa BBIIAHHBIX PElENTYPHEIX OJIAHKOB;

B) KOJIMYECTBO BRIAHHEIX PelleNTYPHBIX OJIaHKOB;

r) baMuiaMs, MHMIUAIE UMEHH H OT4ecTBa (IOCNEAHee — MpU HaIWuHMH)
OTBETCTBEHHOTO MEIHLIMHCKOrO pabOTHHKA, [TONYIMBINETO pelleNTYpHbIe OIaHKH;

1) IOAIIACh ~ OTBETCTBEHHOTO MEIWLMHCKOrO  pabOTHHKA, MOJYYMBILETO
peLienTypHbIe OIaHKH;

4) ¢damunusa, WHEOWATE HMEHH M OTUecTBa (MOCHEAHEee — IpY HaIHYHH)
M IIOAIMCH OTBETCTBEHHOTO MEIWITMHCKOr0 paGOTHHKZ, BBIHABIIEIO PELENTYPHEBIE
OnaHku;

5) OCTAaTOK peLleNTypHBIX OJIaHKOB.

26. Yder peuentoB, OQOPMIEHHBIX B ¢oOpMe D5SIEKTPOHHOIO JOKYMEHTE,
OCYIIECTBISETCA B rOCyZapcTBeHHOM MHpopManHOHHOH cucreme B cdepe
3npaBooxpanenus cyOnpekTa Poccuiickod Penepaniy IOCPE/ICTBOM BeICHNA €IUHOTO
peecTpa perenToB, O(OPMIIEHHBIX B (GopMe 3MEKTPOHHBIX JOKYMEHTOB.

IV. Xpanenue peuenTypHbIX GIaHKOB (38 UCKIIOUYEHHEM PELeNTyPHBIX GIaHKOB
o popme Ne 107/y-HII «CrienmansHell pelienTypHEIH G1aHK))

27. MeaunMHCKHE OPraHU3alMH [OJYyYaloT HEeOOXOMUMBIC PpELEHTYPHEIS




OnmaHkd, oopMIIeHHBIC THIIOTPadCKAM CIOCOOOM, depe3 TeppHTOPHANBHBIE OPraHb!
YIOpaBlIeHHd 34paBOOXpaHeHNEM WA OPraHu3alMe, YIIOJHOMOUYEHHBIE HA 93TO
OpraHaM¥ UCTIONHUTENbHOI BIacTH cyOBekToB Poccuiickoil @enepanuu.

28. PeuentypHple ONaHKH, MOJCKAIIHE YYETY, XPAHATCA OTBETCTBEHHBIM
JTHIIOM, HA3HAYEHHBIM PYKOBOAWTENEM MEIMIIMHCKON OpraHu3alliH, B 3allMPaeMOM
MeTanyeckoM mkady (ceiide) M METATNIMIECKOM AIUKE.

29. UnnuBnutyanbHbLH IpeaIpuHIMAaTeb, UMEoMUI JIVICH3UIO
Ha MEIUIHHCKYIO [eATeIbHOCTh, XPaHAT pelenTypHble OmaHKH, IOAJIeXAail[He
YYETY, B 3aIHPAEMOM METAIUTMYecKoM mKady (cefide) MU MeTaTHIECKOM SIIMKE.

30. TlpoBepka cocTosiHUS XpaHeHHd, yIeTd, (pakTudeckoro HalIUYusd U pacxozaa
pPELEeNTYPHBIX ONaHKOB, MOIEKAMMX YYETY, ONHH Pa3 B KBAPTAll OCYIIECTBIAETCH
KOMUCCHEH, CO3MaHHOM B MEIUIIMHCKON OpraHU3aliu.

31. Peuentypunte Onadku, odopmiusieMpile Ha OyMaKHOM  HOCHTENE
U MOANEXAIIWe YYETY, BBIIAIOTCS MEOULVHCKHM pabOTHHWKAaM, HMEIOHMIMM IPaBO
ohopMIIEHHS PEIIENTOB, IO PACHOPSKEHHUIO [TIABHOTO BPa4d WK €ro 3aMECTUTEIA.

ITosydeHHBle pernenTypHsle ONaHKM Ha OyMaKHBIX HOCUTENAX XpPaHATCS
MeIUIMHCKUMH PabOTHHKAMU B IIOMEIIEeHNSX, 00ecTIeUNBalOMIUX HX COXPAHHOCTb.

3. IlporpaMMHO-TEXHUYECKHE CPEICTBA IOCYJapCTBEHHBIX WH(POPMAMOHHBIX
cucteM B cdepe 31paBOOXpaHEHWS, MEAHIUHCKUX HMHOOPMAIMOHHBIX CHCTEM
MEMIMHCKAX oOpraHu3anmii o0ecmedYmBarOT XpaHEHUE 3NEKTPOHHBIX PELEITOB,
0(hOpPMIICHHEIX B (POpME BIIEKTPOHHEIX JOKYMEHTOB B TEUEHHE CPOKOB, YCTAHOBICHHBIX
IJ1s1 XpaHEHHs PelenToB, 0QOPMIIEHHBIX Ha COOTBETCTBYIOIIMX (opMax peleNnTyPHbIX

6uaHkoB Ha 6yMaxHoM HocHTene!?,

10 [loanyHKT 5.2.169 Ionoxenus o Mununctepctse (CoGpanye 3akoHonaTenscTBa Poccuiickoi Peaepanuy, 2012, Ne 26,
¢T. 3526; 2021, Ne 43, cr. 7258).




[Ipunoxenue Ne 4
K IpHKa3y MUHHCTEPCTBA 31paBOOXpaHEHUA
Poccutickgf ®enepanu

ord/ M&/,/,! MfNQH/[}fyf

®opma cnenuaabHOro penenrypHoro 61anka Ne 107/y-HII

MHHHCTEPCTBO 3PABOOXPAHECHAA Koa topmer mo OKV/]
Poccniickoit Genepanmu MenuruHcKas JOKYMEHTaIUs
Qopma Ne 107/y-HII,
YTBEPIKACHHAS PHKA30M
MrunrcTepeTBa 3ApaBoOXpaHeHHS
LITAMIT METAIHHCKON Opranm3allii Poccuiickoit Denepanuu

otd) L doty o 1DFT it

PELIENT

| I 1 1 1
C Ne
comn [ 11| 1] (111

n 1 20_ T.
(naTa BBITACKH PELICITTA)

(B3poCABIH, AeTCKAl - HYXKHOE IOT4ePKHYTH)

DaMuinsg, ©MA, OTIECTBO ([IOCICHEE — IPH HATHIHH)
MANUCHTA
Bospact
Cepud H HOMEP MOJTHCA 00A3aTENBHOTO MEAIIMHCKOTO CTPAXOBAHUA
Homep MeIUIMHCKON KapThl
Damus, HM, 0TYECTRO (MOCIeIHEe — IPK HATIYIH )
Jlevaniero Bpaja (enpaniepa, aKyIuepKn)

Ioamvce v MAYHAS eYaTh Bpada
(moanncs ensAmepa, aKymepKH)

M.IL.

(DaMHJIHH, HMA, OTHECTEBO (IIOCJIG,[[HBG — IIpH HﬂJ’IH‘-H/IH) H HOAITHCE YIOJIHOMOYEHHOTO JIHIA
MGﬂHHHHCKOﬁ OpraHHl3aliH

MLIL

OTMeTKA ANTEYHOM opranu3aluy 0d oTIyCKe

MaMuTHs, UM4, OTYECTBO (TIOCIEAHEE — IPH HAMHYHAK) H IOANNCE paboTHAKA allTeHHOM
OpraHu3aIiy

M.IL
Cpoxk nedicTeus penernTa 15 quei




[Ipunoxenve Ne 5
K npuka3y MUHHUCTEPCTBa 30paBOOXPaHEHNUs
ccutickoy APenepaiuu _
ot M,g’v/,/ N 1097y

Ilopsapox
H3rOoTOBJICHHS, PACTIPe/ie/ieHHS, PerHCTPALIHH, YU€Ta H XpaHEHHHA PelenToB,
coAepKAIMAX HAZHAYCHHE HAPKOTHYECKHX CPEACTB HJIH MCHXOTPONHBIX BELIECTB

I. ITopssOK W3TOTOBIEHHS, PACIIPEASIICHHS CIIEHAATIBHEIX PELENITYPHBIX O1aHKOB
o ¢opme Ne 107/y-HII

1. Opranusanmx H3TOTOBIEHHA M paclpeieNeHHA PpeLeNnTypHBIX OGIaHKOB
o gopme Ne 107/y-HIT «CnernnaneHelil peentypHsii 61aHk» (Janee — CrielHanbHELi
peLENTYPHBIH G1aHK) ocylecTBIsIeT MHUHHCTEPCTBO 3ApaBOOXpaHeHHs PoccHiicKon
Denepanuu (Hanee — MHUHHCTEPCTBO).

2. CpoenmaneHple — pelenTypHble  ONaHKM  SBISIIOTCH  3AIUHMIICHHOH
nonurpadu4ecKon NpoAyKIHe ypoBus «B», #3roraBnuBaeMoll Ha Gymare po3oBoro
nBera pasMepoM 10 cM x 15 oM, AODKHEI HMETh CEPHIO W HOMEp, @ TaKXKe
COOTBETCTBOBATh TpeGOBaHMAM, yKa3aHHBIM B TIpHKaze MuHmcrepcTBa (HHAHCOB
Poccuiickoii ®enepanym ot 29 centadps 2020 r. Ne 2178 «O6 yTBepxneHuMd
Texuudeckux TpeGoBaHHM M YCHOBUH H3TOTOBJICHHS 3AIIMIICHHOH OT NOAJIEIOK
nonurpaguiIeckod  MpOAYKUWM»  (3aperdcTpUpoBaH  MMHHMCTEPCTBOM  FOCTHIIUH
Poccuiickoii ®emepammy 16 HoaoOps 2020 r., perncrparnuoHHslid Ne 60930).

3. B uemix opraAusanud W3COTOBICHHWS M PACHpPEleNeHHS CHeIHMAIbHBIX
peLienTYpHEIX O71aHKOB MEIULMHCKHE OPTaHW3ALNH, UMEIOIIHE MIPaBO OCYIICCTBIATH
BLIaUy PELENTOB Ha HAapKOTUUYECKHUE CpPEACTBA WIH ICHXOTPOIHBIC BEIIECTBA
cnucka II Tlepeuns m 3apeructpupoBannsie B Poccuiickonn Penepanun B KauecTBe
NEKAPCTBEHHBIX MIPENAPATOB AN MEOUITHHCKOTO NMPUMEHEHHA (Jlaliee COOTBETCTBEHHO
— ME[MIMHCKAd OpraHu3alisd, HapKOTHYecKUH (MCHXOTPONHBINA) IeKapCTBEHHEIHN
TIperapar), COCTaBIIOT 3aSBKH Ha pellenTypHEle OTaHKH.

4, B cpok no 1 okTa0psa TeKymiero rofa 3asiBKd MEAMUWHCKHX OpraHH3aiui
Ha CIIEIHAILHEIE PEHENTYPHBIE ONAHKH MPeICTaBIIIOTCS:

1) MeIUIHHCKIME OpraHA3AlUsAMY, HAXOAAIIMMUCS B BEACHHH (enepanbHBIX
OpraHOB HCIIONHHTENBHOW BIacTH, — B COOTBETCTBYIOLIME (eNepajibHBIC OpraHbl
WCIIOJIHUTEIBHON BIACTH;

2) MeIWIMHCKUMH OpTaHW3aLMAMH, HAXOAAIMMMECH B BeJeHUM CyOBEKTOB
Poccuiickoii  ®Denepanny, MEAUNUHCKAME  OPraHW3alMAME  MyHHIMIIATLHON
M JaCTHOH CHCTEM 3IPaBOOXPaHEHHS — B OPTaHB! HCIIONHUTENIHHON BIACTH CYOBEKTOB
Poccuiickoit Denepanyu B cepe OXpaHbl 3J0POBESA TPaXIaH, HA TEPPHTOPHH KOTOPBIX
OHM PacMoIoxKeH ! (Aallee — OpraHsl HCIIOMHHTENbHON BiacT cy6bekToB Poccuiickoi
Depnepanyn).

5. B 3agBKe MEIUIMHCKOM OPraHU3alMy Ha CIICHHAIBHEIE pelelTypHEIe ONaHKu
YKa3bIBAIOTCA CIEYIOMUE CBCACHHA:

1) cBeeHNd O MEOHIIMHCKON OpraHHU3alluHy, [TOJABIICH 3aj4BKy Ha CIICLIHABHBE
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pelenTypHbie O1aHKU (IONHOE HAMMEHOBaHHE, afipec MecTa HaXoX/IeH!s );

2) KONMYECTBO CHELHANBHBIX PEUENTYPHBEIX ONaHKOB, H3PacXOHOBAaHHBIX
MEIULMHCKOM opranu3anneil Ha 1 sHBaps NpeJIIecTBYIOMIETO rofa;

3) KONIMYEeCTBO CHEUHUANbHBIX pPEeLEeNTYpPHBIX OlaHKOB, HeOOXOIUMEBIX
MEIHULIAHCKOM OpraHU3aLiU Ha CIEeAYIOIMHA rof.

3asBKa MEOUIMHCKOW OpraHM3alii Ha CNelUaNbHBEIE pelLeNTypHble OIaHKU
MOANKCHIBaETC PYKOBOAWTENEM MEIMLMHCKON OpraHW3alMy, KOTOPBIM HeceT
NEePCOHAIBHYKD OTBETCTBEHHOCTh 3a OOOCHOBaHHOCTh M JOCTOBEPHOCTH YKAa3aHHBIX
CBEJICHUIA.

6. ®enepansHBIe OpPraHbl UCIONHUTENBHOH BIACTH, B BEACHUM KOTOPBIX
HAXOOATCS  MENUIMHCKHE OpraHusaiuu (gamee —  (enepalbHbC  OPraHBl
HCTIOJIHATENEHOM BIACTH ), H OPraHbl HCIIOMHUTENFHON BiIacT cy0nekToB Poccuiickoit
Qenecpallid Ha OCHOBAaHMM 3aiBOK MEIWUUMHCKWX OPraHHU3alpid HA CHeIHAIbLHBIC
peuentypHele OnaHKi (GOPMHUPYIOT CBOAHBIE 3aABKH Ha CHEIMANBHBIC PEIENTYPHBIC
OnaHkd U B cpok 1o 1 mekabps TeKymmero rofa mpeAcTaBIstiOT MX B MUHHCTEPCTBO.

7. B c¢BogHOM 3asBKe¢ Ha CHCIHATBHBIC pelENTYpHBEIC ONaHKW YKa3BIBAIOTCS
CIeYIOLIHUE CBeICHUA:

1) cBemeHus © (enepanbHOM OpraHe MCMONHUTENBHOM BIAcTH (OpraHe
WUCIIONHUTEIEHON Biactu cyObekra Poccuiickoit ®epepanuu), NpeAcTaBUBILIEM
CBOJHYK 3aiBKY Ha CHELMaJIbHblE pelenTypHble OMaHKy (MONHOEe HaWMEHOBAHHC,
aZpec MecTa HaxOXAeHH );

2) KOIHYECTBO CHOEHWANBHBIX PENENTYPHBIX ONaHKOB, pacipeiieleHHbIX
themepalbHBEIM OPraHOM HCIIOHUTEIHHON BIACTH (OPTraHOM HMCIIONHUTENBEHOH BIACTH
cyOpekTa Poccmiickoif Qegepanuu) Ha 1 sHBaps DPEAIIECTBYIONIETO TOJa MEXOY
MEIULIUHCKAMH OpraHu3alusIMu;

3) KONMYECTBO CHEIMATBHBIX pELENTYPHBIX ONaHKOB, HEOOXOOWUMBIX
(eepaIbHOMY OpraHy HCIIOJNIHUTENIBEHOW BlacTd (OpraHy HCIIONHUTENBHOU BIACTH
cyobekTa Poccuiickoit Penepanuy) Ha cleAyOMMiA rof And pacupeneieHnd MeXITy
MEIUIUHCKAME OpraHu3alusIMU,;

4) cBemeHus O IIOJIBEIOMCTBEHHOM OpraHH3alliH, YIOJIHOMOYCHHOH
(heZlepaTbHEIM OPTAHOM HMCIIONHUTEIEHONW BIAcTU (OPraHOM HCIOIHHUTENBHOH BIIACTH
cyopekra Poccuiickoit ®Degepanui) OCYMECTBIATh NONYYEHHE CHELHAIBHAEIX
penenTypueix ONMaHKOB OT MHHHCTEPCTBA, MX XPaHEHHE M BbJAAYY MEJUIIHHCKUM
opraHmzaiyaM (IIOTHOe HaWMeHOBaHWe, ajapec MecTa HaxoxaeHwsi, WHH/KIIII,
OKTMO oprauuszanuu, GakTHIeCKHH aJpec MOCTABKH).

8. Ha ocHOBaHHH HOTY4YEHHBIX CBOIHBIX 3aSBOK HAa CHEIHANBHEBIC PELICITYPHBIC
OnaHKd MUHUCTEPCTBO €3KETOAHO B CPOK /10 15 sHBaps cneayomero roga GopMHpyeT
U YTBep:KIAeT IUIaH paclipe/eNieH s CTIelIMaNbHEIX PelenTypHBIX OIaHKOB, B KOTOPOM
OTpaXkaeTcs rofoBas noTpebHOCTh Poccuiickon denepauun
B CHEMMAIBHBIX PELENTYPHEIX OJIaHKax {ajiee — IIaH pacupeseneHis MUHACTEPCTRA).

9. B niaHe pacnpeaeneHus MUHNCTEPCTBA YKa3bIBAIOTCA CIEAYIOIIHE CBE/ICHHS:

1)} mOpAAKOBBII HOMEp 3aITHCH;

2) HamMeHoBanwe (eepaTbHOrO OpraHa MCIOJNHUTEILHOH BIIACTH {OpraHa
HCTIONHUTENBHON BaacT cyObekta Poccuiickoii ®enepanuu), OpeJCTaBUBLIETO
CBOJHYIO 3a9BKY Ha CTIELIHAJILHEIE PeCNTYPHEIC ONaHKY;

3) HeoOXOoIMMO€e KONHYECTBO CIIELHANBHBIX PELENTYPHEIX OIIaHKOB.




10. HanpaeneHnue crieAanbHBIX PELENTYPHBIX O1aHKOB (egepaibHBIM OpraHaM
HCIIONIHYTENBHOH BJIaCTH, OpraHaM WCIIONHHUTENBHON BnacTu cyOwexToB Poccuiickoil
Depepanuy  ocylmecTBIsIETcS MUHHCTEPCTBOM B KOJUYECTBE, IIPEAYCMOTPEHHOM
IJIAHOM paclipefeneHud MUHHCTEpCTBA.

11. MEHHCTEPCTBOM JOIIONHUTENBHO K KOIUYECTBY CIIEUANBHBIX PELIENITYPHBIX
OIaHKOB, [IPEIYCMOTPEHHOMY IUIAHOM pacnpefencHus MUHHCTEPCTBa, (POPMHUPYETCS
pPEe3EPBHBIH  3allac  CHEUMANBHBEIX  PEHENTYpPHBIX ONaHKOB B KOIHYECTBE,
He npesbliaromeM 150 000 cnennambHBIX pelenTypHBEIX O1aHKOB.

12. B cinydae yBenwueHus NOTpeOHOCTH B CIELHANBHBIX PELENTYPHBIX
OnaHkax (enepaibHbIe OPraHbsl HCIIONHATENBHON BIACTH (OpraHbl UCMIOJNHUTEIBHOM
B1acTH cyObekToB Poccuiickoit ®enepauny) HanpasiadioT B MUHHCTEPCTBO CBOIHEIC
3a9BKH Ha JONOIHHTENBHOE KOJHYECTBO CICHUANBHBIX pPELEeNTYPHBIX OJaHKOB
(¢ 060CHOBaHUEM YBENHUEHHUS NOTPeOHOCTY B CHIEHHANFHBIX PELENTYPHBIX OIaHKax),
KOTOPBIE NPEOCTABISIOTCS MUHHCTEPCTBOM H3 PE3€PBHOIO 3araca CICIUalbHBIX
peLenTYPHBIX OIaHKOB.

13. deaepanbHble OPradbl UCIOJIHUTEIBHON BIacTH {OpraHbl HCIONHATENBHOM
BracTi cybwekToB Poccuwiickoit ®Dexaepainnu) pachpeldensioT  HOIy4eHHBIE
cnenywaibHble PpelUenTypHBle OJaHKH MEXTy MEAWIUHCKMMH OpraHu3alusMH Ha
OCHOBAHHMU IIAHOB pacIipeiesieHus, chOpMUPOBAHHBIX B COOTBETCTBHH € 3asBKAMU
MEAVIIHHCKHX OPTaHH3allHi Ha CHCHUANBHBIC pelleNTypHbIE OJaHKH.

II. Ilopsnox perucTpaliul, yueta U XpaHEHUS
CTIEIMATBHBIX PelenTypHEIX 61aHKoB o ¢popMe Ne 107/y-HIT

14. MunuctepcTBo, uHBIe ¢e/iepanbHBle OpraHbl HCIOJHUTEABHOH BIIACTH
M OPraHbl HCIOJNHHTENLHOH BiacTH cyObekToB Poccuiickoil @enepanuy OpraHusyroT
XpaHEHHEe CIIEHHATBHBIX PN TYPHBIX OIaHKOB B IIOJIBEIOMCTBEHHBIX OpPTraHM3aMAx,
YIIOJHOMOUEHHBIX OCYIICCTBIATE NONydeHNe CISNZATbHBIX peleNTypHBIX OJaHKOB
oT MuHucTepcTBa, HX XpaHEeHHWe W BHIIady MEAWIVMHCKUM OpraHM3alHsM (Janee —
YIIOMHOMOYEHHAs OpraHu3alusg).

15. B ynomHOMOYCHHOH OpraHW3allid M MEIUIMHCKOH OpraHM3aliHY,
TIONYYHBIIEH CTIEIMANBHBIE PELIENTYpPHbIC ONIaHKHW, OPraHU3yeTCA PErUCTPAIHs, yJeT
¥ XpaHeHUe CHeI[HATbHBIX PEEeNTYPHBIX OIaHKOB.

Perucrpaniys, y4eT U XpaHEHHE Pe3€PBHOTO 3al1aca CIEeLUAIGHBIX PeIenTyPHBIX
OmanxoB  MHHHCTepCTBa  oOcymiecTsIsieTcss  (enepanbHBIM — rOCyAapcTBEHHBIM
OIOJOKETHBIM  VUPEXIEHUEeM, HaXONAIUMcs B BefeHHH MuHHcTepcTBa (Janee
COOTBETCTBEHHO, — Pe3ePBHBIIA 3a1mac, MOABEJOMCTBEHHOE YUpeXKIeHNUe).

16. PaGorHMK, Ha3HAa4YeHHBIH TPUKA30M PYKOBOAHTENS YIIOHHOMOYCHHOMH
opranvzainuy (YIOJHOMOYEHHOH OpraHu3aliMH, [OABENOMCTBEHHOTO YUPEKICHHUA)
OTBETCTBEHHBIM 32 PETHUCTPAIMIO, XpaHEHUE W YYeT CHEUUAIBHEIX PEUENTYPHBIX
OnaHkoB (Jajee — OTBETCTBEHHBIH pPabOTHHMK), Ha OCHOBAaHMHM [JOBEPEHHOCTH,
oOPMIIEHHOH B TOpPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuickon
degepanmd (¢ TOAUWCEI  PYKOBOAWTENS  YIOTHOMOYEHHOH — OpraHu3allyH
(YIOMTHOMOYEHHO  OpraHH3alMK, NOJABCJOMCTBEHHOIO YHYPEKACHUsA), T[JIaBHOTO
OyXrajarepa, 3aBepPeHHBIX KPYTJTIOH MEYaThIO), IOMY4aeT CHELHAIBHEIE PELENTypPHBIE
OIaHKH W OCYIMECTBIIAET BEACHHE XypHana PerucTpauuy U ydera CIECHHalbHBIX
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peLeNTYPHBIX ONaHKOB, K KOTOpoMy IpHoOm@aer GoTo- ¥ (HMIH) BHISOMATEPUAIIEL,
HOATBEPXKIAIONTHE (aKT 0OPMIIEHUA PEIleNITYPHBIX OJIAHKOB Ha AOMY (IIpY HAINYHH).

17. )KypHan perucTpanyu u yieTa cllel[MaIbHbIX PeleNTYPHBIX OIaHKOB JOIDKEH
OBITb TPOHYMEPOBAH, MPOIMIHYPOBaH, WMETh HAa MOCICAHEH CTpaHHIE 3allHCh,
COIEPKAIMYIO KOJMYECTBO CTPaHHI, IIOJNIHOE HAWMEHOBAHWE YIIOIHOMOYEHHOM
Opranm3aniy (MEIWIMHCKOM OpraHW3alny, HOJBEIOMCTBEHHOIO YUPEKIACHH),
a TaKXKe CKpeIUleH I[IO[ANUCBI0 PYKOBOAWTENSI MW TMEYaThlO  YIIOMIHOMOYEHHOM
OpraHM3audK (MEOUIUHCKOR OpraHu3aliy, TI0ABEJOMCTBEHHOTO YUPEKICHN).

XKypuan peructpannu u ydeta cCiemUaIbHEIX PELENTYPHBIX OIaHKOB pe3epBHOIO
3araca MunuctepcTBa CKperusieTcs TaKXKe MOAIHCHIO AUpPEKTOPa
(B cIydae ero OTCYTCTBHA — 3aMeCTHTEN aupektopa) JlemapTaMenTa perylupoBaHus
oOpallleHns JIEKAPCTBEHHBIX CPENCTB M MEIUUMHCKUX u3fenuii MUHHMCTEPCTBA H
nedarsio MUHHCTEPCTBA.

18. B KypHaie pEerMCTpallHd H YHUeTa CNELHANBHBIX PelenTypHBIX OIaHKOB
YKa3bIBAIOTCS CHEAYIOIINE CBEACHNS:

1) mopsAKOBEIY HOMED 3aIIUCH;

2) IpUXO/T CIICIMATBHBIX PELeNTYPHBIX OIaHKOB:

a) PEKBU3UTHI U JaTa PErACTPANUH IPUXOTHOTO JOKYMEHTA;

6) obIee KONMYECTBO MOCTYMUBIIMX CTIENHANbHBIX PEUCITYPHEIX OIaHKOB;

B) CepHsli U HOMeP CIIEUABHOIO PelielITyPHOTO OIankKa;

I') KONUYECTBO CIIEIHANIBHBIX PEHEeNTYPHBIX OJIaHKOB IO KaXKOH cepuH;

) GaMunus, ¥MsS, OTYeCTBO (IIOCHeAHee — IpPU HAIWYMH) M IIOAMKCH
OTBETCTBEHHOT'O pa0OTHUKA;

3) pacxon CreHanbHBIX PeLelTypHEIX 01aHKOB!

a) JaTa BbIXAYH CIEIMATBHBIX pelelTypHbIX 01aHKOB;

0) cepHu ¥ HOMepa BBIIAHHBIX CHEIUANbHBIX PELENTYPHAIX OIaHKOB;

B) KONMYECTBO BHIJAHHBIX CTEHUANbHEIX PELENTYPHLIX ONaHKOB ¢ yKa3aHUEM
B CKOOKax KOIMYECTBAa CICUHANBHEIX pPeLEeNTYpPHBIX OJIAHKOB, BBIIAHHBIX IS
oOpPMIICHHS Ha IOMY;

r) amMuing, WMs, OTYeCTBO (IOCICAHEe — IPU HAlIWYHM) M MOANHKCEH JIKLIA,
TIOJTYYHMBIIErO ClIE[HANbHEIE PeIEeNTYpHBIE OIaHKH;

1) KOJMMYECTBO CIIEIMATBHBIX PEHENTYPHBIX OIaHKOB, O(POPMIICHHBIX HA JOMY;

e) daMunmsa, uMs, OoTHeCcTBO (IIOCJe/HEE — NpPH HANMYMM) U MOANKCH JIANA,
0(OPMHEBILIETO CHELHAILHEIC peLieNTypHbIE OJIaHKH Ha I0MY;

4) dhamunna, uMs, OTYECTBO (HOCie[JHee — IPH HAMMYMH) M [OANMCE
OTBETCTBEHHOTO pabOTHHKA;

5) ocTaToK CrielHaTbHBIX PELECTITYPHBIX OIaHKOB.

19. ChenuansHelii penenTypHBIH OnaHK ABISeTCs JOKYMEHTOM CTpOTOH
OTYEeTHOCTH. 3aIac CrieHuanbHEIX PeHeNTYPHBIX 07aHKOB B MEUITMHCKOH OpraHu3aliu
JO/DKEH  XPaHHUTHCS B CHermuanbHEIX  TIOMEIICHUAX, ceiipax WM
B CHOENHANEHO M3TOTOBJIEHHBIX I[IKadax, OOUTHIX OLIWHKOBAHHEIM JKENE30M,
C HaJeKHEIM BHYTPEHHUM WM HABECHBIM 3aMKOM.

ITomemenus, ceitdrl, mKadpi, B KOTOPBIX XPAHATCS CIIEHAIBHBIE PELIEIITY PHBIC
ONAHKH, JOMKHBI OBITh 3aKpBITBI Ha 3aMKH W TOCHE OKOHYaHHA paboThl
OIeYATaHbl MEYaThi0 YIIOJHOMOYEHHON OpraHu3annu (MEAHLHHCKON OpraHM3aliiM)
WK ONJIOMOMPOBaHEL
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20. B MEIUIMHCKHMX OPraHu3alusiX 3arac CICIUANGHEIX PelenTypPHEIX 0JIaHKOB
He JQJIKEH ITPEBIIATE TO0BOY MOTPeOHOCTH.

21. Paspemaercs BBIIaBaTh MEOWIHHCKOMY pabOTHHKY, UMEIONIEMY IIPABO
Ha3HavYaTh  HApKOTHYeckue  (ICHXOTPOIIHBIE)  JICKAPCTBCHHBIE  MpPENaparsl,
eMHOBPEMEHHO He §ojIee JBAANATH CTICLHANBHBIX PEHENTYPHEIX OJIAaHKOB.

MenunuHCKHe pPa0OTHUKY, BEIMACHIBAIOIIME pEHENTsl Ha HApKOTHYECKHE
(ICUXOTPONHEIE) JIEKAPCTBEHHEIE NPEMapaTsl, HA OCHOBAHWHU MPHKa3a PYKOBOAUTENS
MEIUIMHCKON OpraHm3alid HecyT JIHYHYK) OTBETCTBEHHOCTH 34 COXPaHHOCTh
IIOJIyYEHHBIX CIENUaJIbHBIX pPeleNTYpHbIX OnaHkoB. CnenuanbHble pPelenTypHBIC
6NaHKH, MOTydYeHHble MEAMIMHCKAM paGOTHHKOM, XpaHsATcd IOI 3aMKOM B cehdax,
META/UIMYSCKUX IKa(ax iKW METANTHYECKUX SIIHKAX.

22. B MemWIMHCKOM OpraHu3aliydl CO34A€TCS HOCTOSHHO OeHCTBYIOMIAd
KOMHCCHS, KOTOpasi He pexe | pasa KkeapTan (110 pEmIEHUI0 PYKOBOIMTEIA
MEIHIMHCKON OpraHu3allid BO3MOXKHO 4allle) OCYIIECTBIIET IPOBEPKY COCTOSHUSA
PErHCTPAIME ¥ y4eTa CIEMHATPHEIX PeNeNTypHBIX OJIaHKOB, B TOM YKCIE IyTEM CBEPKH
3aMACE KypHAIa PEerHCTpalldH U ydeTa CNELHalbHBIX pPelenTypHBIX OnaHkKoB, ¢
(paxTHUECKUM HAIMMHEM CIEIMATbHBIX PELENTYPHBIX ONIaHKOB, a TAKKEe HPOBEPKY
COCTOSIHHSI XpaHEHUS CIIEMHAATBHEIX PELIENTYPHBIX OJaHKOB.

ITo pesynbpraTaM HPOBEPKH B XKypHajle PErHCTpaldd ¥ y4YeTa CHeIHalbHbIX
penenTypHBIX ONaHKOB AenaeTcs 3allUCh O Pe3yJbTATAaX NPOBEICHHS CBEPKU JAHHBIX,
3aKpeTCHHas TOAIHCSIMH BCEX WIEHOB KOMHCCHM WM CO3/1aeTCA CHELMANbHBIN aKkT
IPOBEPKHU.

23. MenepanpHBE OPraHbl HCIOMHATENBHOM BIACTH U OPTraHbl HCIIONHATENBHON
BiacTu cyObexToB Poccuiickoii @efepaiiiy 0CYMIeCTBISIOT KOHTPOIB 38 OpraHM3aliei
pETMCTpALMH, yYeTa ¢  XPaHeHHs CHeNHAlBHBIX PpElENTypHbIX  OJAHKOB
B YIIOTHOMOYEHHBIX OPTaHU3aIHUAX U MEUIMHCKUX OPTaHA3aLHAX.

24. Beigaua choellHaNbHBIX PeEIEenTYpPHBIX ONGHKOB M3 PE3epBHOTO 3araca
MunuctepcTBa <(eaepalbHBIM OpraHaM HCIONHHTEIBHOM BIACTH H OpraH€am
UCHONHATENBHOR BHacTH cyObekToB Poccmiickoir @Pegepallid  OCYMIECTBASETCA
OTBETCTBEHHBIM Pa0OTHUKOM IIOJIBEJOMCTBEHHOIO YYPEKACHHA Ha OCHOBAHMH
pemieHuss 00 OTHYCKe CreLHANbHBIX PENenTypHBIX ONaHKOB, OQOPMICHHOTO B BHIE
NUchbMa, TOANKCAHHOrO AHPEKTOpPOM (B CIydae €ro OTCYTCTBHS — 3aMECTHUTEICM
nupekropa) JlemapTaMeHTa peTylIHpOBaHMA OOpalleHHs JIEKApCTBEHHBIX CPEACTB U
MEIUITMHCKUX H3enuli MUHUCTEPCTBA.

TTpoBepka AEATETBHOCTH HOABEIOMCTBEHHOIO YUPEKIAEHHS IO PErHCTPaLuH,
yue€Ty ¥ XpaHeHHI0 Ppe3epBHOTO 3amaca OCyIlecTBisiercs JlenapTaMeHTOM
peryIupoBaHus OOpallleHHs JIeKapCTBEHHBIX CPENCTB M MEJMIHHCKAX M3/CTHH
MunucTepcTBa 2 pa3a B rof He nmo3fHee 20 Yncia Mecana, CIeAyIonero 3a HCTEKIIUM
HOJYTOAUEM.
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IIpaBuaa
odopMJIEHHS pPellenTOB, COACPKAIINX Ha3HAYEeHHEe HAPKOTHYECKHX CPEACTB HIIH
ICHXOTPONHBIX BelIECTB, B TOM UHCJIe B (hopMe 3JIeKTPOHHBIX JOKYMEHTOB

[. Odopmnenne pererita Ha OyMaKHOM HOCHTENE

1. Ha pementypusix 6mankax ¢opmsl Ne 107/y-HII B nesoM BepxHeM yrily
IPOCTABIAETCH IUTAMI MEJUIIMHCKOM OpraHu3allil ¢ YKa3aHWEM e¢ IOIHOIo
HaVMEHOBAHUSI, aapeca U TeneoHa ¢ JaTol BHIMACKH (aToi odopMiIeHMS) peuenta
Ha JIEKAPCTBEHHBINA Npenapar.

Penentypurele 6nanku Gopmbr Ne 107/y-HIT n3roTaBnmBaroTCs HCKIIFIOYHTEIBHO
THIIOTPaCKAM CIOCOOOM.

2.Ha  peuentypHBIXx  ©OmaHkax,  oQopMiseMbIX  HHAWBHIYaJIbHBEIMHU
IpEANPUHUMATENAMY, WMEIONMMK JIMIEH3UI0 Ha MEIMIUHCKYIO JEATEIbHOCTD,
B BEpXHEM JIEBOM YTy THHOTrpadckuM criocoboM MM MyTeM MPOCTAaBICHHS IITaMIIa
no/mKeH OBITh YKa3aH afpec MHIUBHUAYAIBHOTO NpEeANPHUHUMATENS, HOMEP H XaTa
JMIIEH3WH, HAMMEHOBaHHE OpPTraHa rocyAapCTBEHHOMN BIIACTH, BELIABILIETO TUIEH3HIO.

3. Peuentypupie Onanku Qopmel Ne 107/y-HIT 3amonssroTcs MeIHIHHCKAM
pabOTHHKOM e pHAIaMH WM IIapUKOBOH PydKOH.

4, Homyckaercs oopMIIeHHE BCEX PEKBU3HTOB (3a MCKIIOYEHHEM PEKBU3UTA
«IToanuce negamero Bpaua (MOAIHCH QeNbALIEPa, aKyIIEPKH» ) PELIEITYPHEIX OaHKOB
dopmer Ne 107/y-HIT ¢ ucnone3oBaHueM MeYaTAIOMKX YCTPOUCTB.

5. B peuenrtypuoM 6nanke ¢opmsl Ne 107/y-HI1 B cipokax «Pamuins, KM,
oT4ecTBO (MOCHemHee — MpPH HANKMHMUKW) HanucHTa» H «BospacT» yKa3mIBalOTCA
TIONHOCTBIO (haMuiust, UMs, OT9ecTBO (TIoCHe[HEee — NpU HAIM4YHM) IMALKUEHTA, €ro
BO3PACT (KOJIMYCCTBO MONHBIX JIET).

JlomycTHMO YKa3aHHe JaThl POXKJICHUS MallUeHTa.

6. B peuentypuom 0nanke popmer Ne 107/y-HII:

1) B crpoke «Cepus W HOMep Ioiuca 00A3aTENBHOTO MEAMITUHCKOTO
CTPaxOBaHMS» YKA3BIBAETCA HOMep TMojauca o0A3aTeNbHOro  MENUIIMHCKOTO
CTpaxOBaHus NaUVeHTa (IPH HANU4HH );

2) B ctpoke «HoMep MeIUIIMHCKOM KapThD» YKa3bIBACTCA HOMEP MEIHLHHCKON
KapTEI MAIMEHTa, MOTYYArIEro MeIUIHHCKYIO [IOMOLIs B aMOYIaTOPHEIX YC/IOBUIX,
WIH HCTOPUY OOJIE3HH MAllHeHTa, BEIIIACEIBAEMOrO U3 MEAULIMHCKOH OpraHu3allig;

3) B crpoke «Damunns, uMs, 0TIeCTBO (TOCIENHEee — IPY HATMYIKH) JIEHalero
Bpaya (Qespamepa, aKymepKH)» yKa3pIBaeTCsd TOMHOCTRIO (haMH/IHsA, MMs, OTUYECTBO
(mocnenHee — npu HANMYKMK) Bpada ((enbamepa, akylepKu), BEIIMCABIIETO PELENT HA
HApKOTHYeCKui (MICUXOTPONHBIHN) JIEeKapCTBEHHBIH IIperapar.

7. B rpade «Rp» penentyproro omanka ¢opmer Ne 107/y-HIT, ykassisaercs:




1) HaVMCHOBaHUE JeKapcTBCHHOTO npemnapara (MexayHapoaHOE
HETATCHTOBAaHHOE HANMEHOBAHUE, TPYNIIHPOBOYHOEC WK XHMHYECKOE HAUMEHOBAHHE,
TOProBO¢ HaWMEHOBAaHHE) Ha JIATHHCKOM S3BIKe WM HA PYCCKOM s3bIKE, ¢opma
BBIITYCKA, JO3UPOBKA, KOAMIECTBO (YKa3BIBAeTCs MPONKCHI0 Ha PEllenTYPHOM GiaHKe
dopmer Ne 107/y-HIT);

2) cniocob npuMeHEHH TEKapCTBEHHOIO perapaTa Ha FOCY/1apCTBEHHOM A3BIKE
Poccuiickoii Pemepallil HIM Ha TOCy[AapcTBEHHOM si3bike Poccumiickoit ®Penmepanun
H TOCYJapCTBEHHOM s3BIKE pEeCNyONMK W WHBIX S3BIKAX HApo#oB Poccmiickoit
Depeparmu’.

8.IIpu odopMieHNH peLENTYPHBIX ONAHKOB 3aMpeI@eTcs OTPaHHYHBATHCH
OOIMMU YKa3aHUSIMMU, HanpuMmep, «BHyTpenHeey, « A3BecTHOY.

9. Ilpu othopmineHHN HarUeHTy peLenTypHoro Onaxka ¢opmer Ne 107/y-HIT
Ha HApKOTHYECKHH (TICHXOTPOIMHEIN) JEKapCTBEHHBIN Mpenapar B PaMKax OKA3aHUg
MEIULMHCKOM MOMOLIYU MPH ONpPe/ICICHHOM 3a00IeBaHUN TaKol PEIeTiT 3aBepsIeTCs:

1) nommucelo ¥ nUuYHON mewaThi0 Bpada MO0 TIOANUCERY (ensamepa
(axymiepxn);

2) medaTbd MEIHLIMHCKOM opraHuzaumu, JUOO CTPYKTYPHOTO HOApa3aeieHus:
MEJMIMHCKON opranusanuu «Jms penenroB», KOTopas IPOCTABIAETCA JHIIOM,
YIONHOMOYEHHEIM PYKOBOOWUTENEM MENUIUHCKOW OpraHH3allid ¢ YKa3aHHEM
baMUITUN, HIMEHH, OTIECTBA (TIOCIIEfHee — MPH HATNYWH ) U TPOCTABIICHUEM €T0 THIHOM
MOJIINCH.

B cnydasx HeoOxomumoctH oGOpMIIEHHS pelenTa Ha HapKOTHYECKUA
(ncUXOTpomHBIA) JHEKAapCTBEHHBIH mpemapaT Ha [OOMY B paMKaX OKa3aHud
NANIMaTUBHOH MEJMIIMHCKON IIOMOIIM HAOMYCKaeTCs MNpPeABAPUTENBHOE 3aBEpEHHE
pelienTa MTaMIOM MEIUIMHCKONH OPraHU3alHi, IEYaTh0 MEHIIMHCKON OpraHu3alun
Ao CTPYKTYPHOTO MHOApPA3JIENeHUs MEIUITHHCKON OpraHu3alud «Jns peuenrosy,
KOTOpas MpOCTABIACTCA JIUIOM, YIIOJHOMOYEHHBIM PYKOBOIUTENEM MEIWIHHCKOMH
OpraHu3aluy, ¢ yKazaHueM (paMuIuu, UMEHH, OTHeCTBa (IIoCIeAHee — MMPH HaJIMYHH)
U TPOCTABICHHEM €ro JHYHOH HOmucH. Ilpm 3TOM B JKypHaJlE PErHCTPAIHH
M ydeTa PENeNnTypHEIX OJaHKOB B COOTBETCTBUHM c llopsfkoM perucrpannu, ydera
W XPaHEHUsS CHEIUANBHBIX PelENTYpHBIX ONaHKOB Ha HAPKOTHYECKUE CPENCTBA HIIH
IICHXOTPOIIHbIE BEIIECTBA, YTBEPKACHHBIM HACTOAIIMM IPUKA30M, ASIaeTCA OTMETKA O
€ro Belade A7 oQOpMIIEHHS Ha AOMY, a TaKXe OTMETKA, YAOCTOBepeHHAaA MONIIHCEIO
Bpada 1100 penpamepa (aKymepkn ), opopMUBIIETO peLenT, 0 GakTe ero odopMIeHus,
KOTOPBIE  MoOXkeT ObITh  JIONOJNHUTENBHO IOATBEpXIEH (oTto- #  (MiIH)
BUACOMAaTEepHaTaMU.

B crpoke «OTMeTka amTeuHOM OpraHwzanmHH OO0 OTIYCKE» CTaBUTCA
OTMETKA allTeYHOH OpraHM3allid 00 OTIYCKE HAPKOTHYECKOrO (MCHXOTPOIHOTO)
JIEKAPCTBEHHOIO Npenapara (¢ yKa3aHHeM HauMEHOBaHWA, KOMMYECTBA OTMYHICHHOIO.
HAPKOTHYECKOTO (IICHXOTPOIMHOI0) JIEKAPCTBEHHOTO Mpenapara U JaThl €ro OTIYCKa),
KOTOpas 3aBepsieTcs MO/IUCHI0 pabOTHWKA ANTEYHOH OpraHW3alMH, OTHYCTHBILETO
HapKOTHYeCKUH (MCUXOTPOMHBIN) JICKAPCTBEHHBIH Ipemapar (¢ YKa3aHHEM €ro
(haMHITHH, HMEHH, OTYeCTBA (TIOC/IeHEEe — [IPU HATWINH), 4 TAKKE KPYTJIOH MeYaThio

! Jacts 1 craten 15 3akoHa Poccuiickoli Qegepaunn ot 25 oktabps 1991 r. Ne 1807-1 «O s3pikax napoxos Poccuiickoi
Gepepaunn» (pance — 3axon Ne 1307-1). (BepomocTu chesna Hapomuerx gemytares PCOCP @ BepxosHoro Coreta
PC@CP, 1991, Ne 50, ct. 1740).




anTevHO} OpraHu3aldy, B OTTHCKE KOTOPOH JOJEKHO OBITh HASHTH(GUIHPOBAHO TOTHOE
HAMMEHOBAHHE AMTEYHON OpraHu3aliy. _
10. Ha oanoM peuentypHoM Omanke ¢opmer Ne 107/y-HII paspemaercs
OCYI{ECTBIATH Ha3HAYeHHE TOJIBKO OQHOTO HANMEHOBAaHNA JIEKapCTBEHHOIO [Ipenapara.
11. McnipaBieHus B pelienTe HE JOMYyCKalOTCA.

II. OdopmneHue perenta B hopMe 30eKTPOHHOIO JOKYMEHTa

12.Penenit B ¢opMe  DIIEKTPOHHOTO  JOKYMEHTa,  IOIANHUCAHHOTO
YCUIEHHOM  KBamnpUOUPOBAHHOM  3MEKTPOHHOM  IOANHCHIO,  (dopMupyeTcs
MEIUIHHCKUM pabOTHUKOM, CBeIeHUsA O KOTOPOM BHECEHHI B (pellepalbHbIi PErucTp
MEIULMHCKAX PAGOTHUKOB, a TaKKe IPH YCIOBMH PETHCTPALMA MEIHIMHCKOM
OpraHu3anuu, B KOTOpod odopMisgercs pelent, B (QedepallbHOM peecTpe
MeIUIMHCKAX OPTaHu3aiuil’ eqUHON rocyAapCTBeHHON MH(OPMALKOHHON CHCTEMBbI
B cepe 3ApaBOOXpaHEHUSA M MMOAKIIOYEHUS TaKOM MeIUIMHCKOH OpraHy3alluy
K TOCYIAPCTBEHHOM NHQOPMAMOHHOW CHCTEME B cdepe 30paBOOXpaHECHU CyObeKTa
Poccuiickoit @enepanun’.

13.1lo TpeGoBaHwio TIAIMEHTa MO €ro 3aKOHHOTO  IIPEACTaBUTENA
ohopMIISETCS SKIEMILIAP pellenTa B (popMe DIEKTPOHHOTO JOKyMEHTa Ha GyMaXKHOM
HOCHTEJIE ¢ OTMETKOM «J{yOIUKaT 3IeKTPOHHOTO JOKYMEHTAaY.

2acts 4 cTaten 91.1 Penepamuoro 3akona Ne 323-03 (Cobpanse 3akoHONATENRCTEA Poccaiickoll Penepamymy, 2011,
Ne 48, cr. 6724; 2020, No 29, ct. 4516).

3 Yacts 4 cTaten 31.1 Mepepaneuoro 3akona Ne 323-@3 (Cobpanue 3akonogarenbeTea Poccuiickol Penepannn, 2011,
Ne 48, cr. 6724; 2020, N2 29, c1. 4516).

4 Craten 91 1 91.1 @enepatpHoro 3akona Ne 323-03 (Colpanme 3axoHoparenscTea Poccuiickoli @enepanny, 2011,
Ne 48, c1. 6724).




