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00 yrBepaxkaenun IIpaBui oTnycka jiekapcTBEHHbIX NPENapaToB
AJIsi MEAHITMHCKOI0 NPHMEHEHHU alITeYHBIMH OPraHU3alMAMHU, HHIHBHAYAJIbHBIMH
NMpeInpPpUHAMATENAMH, HMEIOUTUMHU JIHIEH3H 10
Ha ocyuiecTBaeHHe (hapmMaLeBTHUECKOH NeATeIbHOCTH, MeIUIMHCKHMH
OpraHu3alMsiMH, HMEIOIIMMH JIHIEH3HI0 HA OCYLIeCTB/IeHHEe (papMalleBTHYECKOM
NeATEIbHOCTH, H HX 000C00/1eHHBIMH NOAPa3/e/IeHUSIMH, PACIIOI0KEeHHBIMH B
CeJIbCKMX HACEJ€HHbIX YHKTAX, B KOTOPbIX OTCYTCTBYIOT aNiTe4HbIe OPraHU3aHH,
IIpaBua 0TIyCKAa HAPKOTHYECKHX CPEACTB M IICHXOTPOIIHBIX BEIeCTB,
3aperuCTPUPOBAHHBIX B KAYeCTBE J1eKAPCTBEHHbIX NPENapaToB I MeIHIHHCKOT0
NpUMEHEHHS, JIEKAPCTBEHHBIX IIPenapaToB I MeIHIHHCKOI0 IPUMEHEeHH s,
CoJeprKalUX HAPKOTHYECKHE CPeJCTBa U ICUXOTPONHLIE BellecTBa, [lopsaaka
OTIYyCKa IrpakiaHaM anTeYHbIMH OPraHM3aUMAMH HMMYHOOHOJOTHYECKHX
JIEKaPCTBEHHBIX NPeNapaToB Jii HMMYHONPOPUIAKTUKH

B coorBercTBHM ¢ yacTamu 2 u 3 ctaThu 55 DenepanbHoOro 3akona ot 12 anpens
2010 1. Ne 61-®3 «OO6 oOpaleHHH JEKapCTBEHHBIX CPEACTB», YACThK 3 CTaThbH 12
®enepanbHOro 3akoHa ot 17 ceHtadps 1998 r. Ne 157-D3 «O6 uMMyHOIPOPUIAKTHKE
HHOEKUHMOHHBIX Oose3Hel», moamyHkTamu 5.2.165, 52.169 u 52.183 nymkra 5
[Tonoxennss o  MunucrepcTBe  3apaBooxpaHeHusi  Poccuiickoit  ®denepanuu,
yIBepKIeHHOro noctaHosinenueM IIpaBurenscrBa Poccuiickoit ®eneparuu ot 19 uions
20121. Ne 608, mpH K a3 bl Balo:

1. Y1BepanTs:

IIpaBuna oTmycka JeKapCTBEHHBIX MPEMaparoB Il MEAUIMHCKOTO IMPUMEHEHHS
anTCYHbIMU OpPraHU3alUsAMM, HHIMBUAYAIbHBIMU MPEANPUHHMATEISIMH, HMEIOIUMHU
JHUEH3HIO Ha OCYIUECTBIEHUE (hapMalleBTHUECKOU OEATENBHOCTH, MEIMLIMHCKUMU
OpPraHM3alMsAMH, HMEIOIUMH JIMICH3UI0 Ha OCYLIeCTBICHHE (apMaleBTHYECKOM
JESITENBHOCTH, U UX 000COOIEHHBIMU MOAPA3ACTCHUSIMHU, PACIIONOKEHHBIMH B CEIbCKUX
HaCCJICHHBIX TYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTE€YHbIE OPTaHU3alUHU, COIVIACHO
npwiokeHuto Ne 1 Kk HacTosLieMy IpHUKa3y;

IlpaBuna oOTOycka HApKOTHYECKHX CpPEACTB U TMCHUXOTPONHBLIX  BEIIECTB,



3apETHCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX MpENapaToB I MEIUIIMHCKOIO
NPUMEHEHHS, JEKAPCTBEHHBIX IPEMapaToB Uil  MEIULUHCKOTO  MPUMCHEHHS,
COINEPKALIMX HAPKOTHYECKHE CpEeACTBA U TICUXOTPOIHBLIE BEIIECTBA, COIIACHO
NPUNOKEHUIO Ne 2 K HacTOSAIIeMy IpHKa3y;

Iopsnox OTIIyCKa rpaxaaHam anTeYyHBIMH OpraHU3alHSIMH
MMMYHOOHMONIOTUYECKUX JIEKAPCTBEHHBIX MPENapaTtoB Uil MMMYyHOIPO(DHIAKTHKHU
COTJIACHO NpHIIOKEHUIO Ne 3 K HacTosAIIeMy MPHKa3Yy.

2. Tllpusnate yTpaTHBIIUM CHIy TIpuKa3 MHUHHCTEPCTBA 3APaBOOXPAHECHUS
Poccuiickont ®enepauun ot 24 Hos6ps 2021 r. Ne 10931 «O6 yrBepxkuenuun Ilpasun
OTITyCKa JICKAPCTBEHHBIX IIPENapaToB sl MEIULHMHCKOTO NPUMEHEHHS AalTeYHbIMU
OpPraHU3alUsIMH, WHIMBUIYAIbHbIMA INPEANPUHAMATEIIAMUA, HMEIOIIMMH ITUIEH3UIO
Ha OCYIIECTBICHUE (PapMalleBTHYECKOH AEATEIBHOCTH, MEAUIIMHCKMME OpraHH3allfsIMHU,
UMEIOIUMH  JIMLEH3HIO Ha OCYLIECTBICHHE (DapMalleBTUYECKON IEATENbHOCTH,
H  UX 000COONEHHBIMHM  TOApa3JeleHHAMH (aMOynaTopusmu, (peabAmepCKUMHA
1 GenpIIepCKo-aKyepCKUMH TyHKTaMH, IEHTPaMH (OTHEIEHUAMHU) o01Iell BpadeOHO
(CeMeNHOW) INpPaKTHKH), PACHOJIOKEHHBIMH B CEJBCKHX MOCENEHHAX, B KOTOPBIX
OTCYTCTBYIOT allTeUHbIC OpraHU3alMy, a Takxke [IpaBuil oTycka HApKOTHYECKHX CPEJCTB
H IICUXOTPOIHBIX BELIECTB, 3aPErUCTPUPOBAHHBIX B KAYECTBE JICKAPCTBEHHBIX IIPENapaToB
JUI. METUIMHCKOI0 NPMMEHEHHs, JICKApPCTBEHHBIX NIPENaparoB s MEIULUHCKOTO
NPUMEHCHHUS, COJICPXKAIUX HAPKOTHYECKHE CPEJCTBA U MCHUXOTPOITHBIE BELIECTBA B TOM
udcne Ilopsiika oTmycka anTeUHBIMH — OPraHM3AlUSIMH  MMMYHOOHOIOTHYECKHX
JIEKapCTBCHHBIX MPENapaToBy» (3aperucTpupoBaH MHHUCTEPCTBOM KOCTUIMHA Poccuiickoit
®enepanuu 30 HOs0ps 2021 ., peructpalmoHHbI Ne 66142).

3. Hacrosmuit mpuka3 BcTymaeT B cwiy ¢ | centsOps 2025 r. M aelcTByeT
1o 1 cenrsiops 2031 r.

Munuctp M.A. Mypamiko




[punoxenue Ne 1
K TIpHKa3y MHHUCTEpCTBa 3/paBOOXPaHEHUS
Poccuiickoit deneparnu

oT« 7 » //a//z/y, @ 20251. Ne /P

IIpaBunaa
OTIYCKA JIEKAPCTBEHHBIX NMPeNnapaToB AJA MeIHUHHCKOr0 NPUMeHEeHUs
anTe4YHbIMH OPraHU3alUAMHU, HHANBUAYAABHBIMH NPeINPHHEMATEISIMH,
MMEIOHMMH JIMUEH3HI0 HA OCylIecTBJIeHUe apMaLieBTHYeCKO
AEATEIbHOCTH, METHIHMHCKUMH OPraHU3alMAMHI, HMEIOLHMHU JIUIIEH3UIO0
Ha ocymecTBjeHne papManeBTHYECKOH AeATEILHOCTH, U UX 000C00JJeHHBIMM
MOoapa3IeAeHUSIMH, PACTIOI0KEHHBIMH B CEJIbCKUX HACETEHHbIX MYHKTAX,
B KOTOPBIX OTCYTCTBYIOT allT€4Hble OPraHUu3aluu

1. O01ue TpeGoBaHHUA K OTITYCKY JIEKAPCTBEHHBIX IPENAPaToOB
JUI MEJUIIMHCKOTO TPUMEHEHHUS

1. OTnyck JjiekapCTBEHHBIX IIPENApaToB [ MEIMLUMHCKOTO MPUMCHEHHs
(mamee  —  5eKapCTBEHHBIE  MpemaparTbl)  OCYLIECTBISACTCS  ANTEUHBIMH
OpraHM3allMAMH W  HWHIWBUAYAJBHBIMH  NPEANPHHUMATENSAMH, HWMEIOLKUMHU
JIMLIEH3UIO Ha OCYILIECTBICHHUE (PapMalleBTHIECKOH AeATEIbHOCTH, MEIUIIMHCKUMU
OpraHMU3alHUsAMHU, UMCIOUIMMHU JIMIEH3HIO HAa OCYLIECTBICHHE (hapMaLleBTHUECKOI
ACATENBHOCTH, M HX OOOCOOIEHHBIMH TIOJpA3JETCHUSIMH, DPACHOI0KEHHBIMH
B CCJILCKUX HACEJICHHBIX MYHKTaX, B KOTOPAIX OTCYTCTBYIOT alTEYHBIE OPraHU3aLUuH
(manee — cyOBeKTHI PO3HMYHON TOProBmu), Ge3 peuenta W (WIH) IO peuenty
Ha JICKApCTBEHHBIH Mpenapar, O(QOpPMIEHHOMY MEIHLIHHCKHMH pabOTHUKAMH
(mamee — peuenT), a TaKkKe MO TPeGOBAHHIO MEIULMHCKOH OpraHU3aLHH
B COOTBETCTBUH C MyHKTOM 54 cTaThh 4, 4acTbio | craThu 56 denepansHOro 3akoHa
oT 12 anpenst 2010 r. Ne 61-33 «O6 obpareHnn JeKapCTBEHHBIX CPELCTBY (janee
— MeaepanbHblil 3aKoH Ne 61-D3).

2. OTimycK NeKapCTBEHHBIX MpPEIapaToB, H3TOTOBICHHBIX B allTeYHbIX
OpraHM3aluAX, OCYIIECTBISACTCs C y4deroMm IlpaBun M3rotoBieHHs W OTHyCKa
JCKapCTBEHHBIX TMPCTApaTOB Il MEAULMHCKOTO IIPUMEHEHHs aIllTeYyHbIMH
OpTaHH3alMAMHU, UMCIOIIMMHU JIUIEH3HI0 Ha (apMaLeBTUYECKYIO ACATENbHOCTD,
YTBEPXKICHHBIX  NPHKa3oM MuHHMCTEpCTBa  3[paBoOXpaHeHus Poccuiickoii
®enepamuu or 22 mas 2023 r. Ne 249n (3apeructpupoBan MHHHCTEPCTBOM
roctuuuu Poccuiickoit ®enepaunn 29 mas 2023 r., perucrpauuonHsiii Ne 73564,
neiicteyeT 10 1 centsiops 2029 r.).

3.1lo peuentam, BBINMCAHHEIM Ha DCLENTYPHBIX OmaHKax (HOPMbI
Ne 148-1/y-88, oTmyckalorcs eKapcTBEHHbIE NPENAPAThI, YKa3aHHBIE B IYHKTE 9
Ilopsiika  HasHaueHHs  JIGKAPCTBEHHBIX — NPENApaToOB I MEIULMHCKOTO




NPUMEHCHHS, YTBEPXKICHHOIO IPHKa30M MUHHCTEPCTBA  3/PaBOOXPaHEHHUS
Poccuiickoit ®@enepamuu ot 24 HosOps 2021 r. Ne 1094u (3apermcrpupoBan
Munucrepctsom roctuuuu  Poccuiickoit ®enepauuu 30 mosops 2021 .,
perucTpaunoHHeldi  Ne 66124, neiictByer mo 1 wmapra 2028 r.) (mamee
— Ilopsinok HazHaueHus ).

4.1lo penenrtaMm, BBITMCAHHBIM Ha pPCLENTYPHLIX ONaHKaX (QOPMEI
Ne 148-1/y-04(;1), yxaszanubiM B myHKTe 10 Ilopsiaka HasHadyeHHs, OTIYCKAIOTCS
JIEKapCTBEHHbIE MPENapaThl, OTIYCKAaeMble OECILIATHO MITH CO CKUAKOM IpaXkiaHaMm,
MMEIOIHM [IPaBO Ha 00ECIEUEHHE JEKAPCTBEHHBIMHU MIPENapaTaMu 3a CU4eT CPEICTB
OIOIDKETHBIX ACCUTHOBAHHI (heepalIbHOro OloMkeTa W OIOMKETOB CYOBEKTOB
Poccuiickoii ®enepannn (anee — JIeKapCTBEHHbIE MNpeHapathl, OTITYCKaeMble
OecCIIaTHO W CO CKHJIKOM ).

5. JlekapcTBeHHBIE MPENIAPaThl, yKa3aHHbIC B YHKTE 3 HacTosmux. [IpaBu,
NpeHAa3HAYCHHBIC  JUIA  TpaKJaH, MMEWIMUX I[paBO Ha o0ecrneyeHue
JEeKapCTBCHHBIMU TIpenapaTaMM, OTIYCKaeMbIMU OCCILIATHO WJIH CO CKUAKOH,
OTIYCKAIOTCs IPU MPEIbSIBICHHH PELENTa, BLITUCAHHOTO HAa PELENTYPHOM OJIaHKE
(opmer Ne 148-1/y-88, 1 perienra, BRIMMCAHHOTO Ha PELIENTYPHOM GraHKe bopmbI
Ne 148-1/y-04(x).

6. Ilo peuenram, BHINMCAHHBIM Ha PELETITYPHBIX Oankax Gpopmbl Ne 107-1/y,
OTIYCKAalOTCsl JICKApCTBEHHBIC Mpenapatel, ykaszaHHble B myHkre 11 Tlopsaka
Ha3HAYEeHUS.

7. KoOMOMHHpPOBaHHbIE JIeKAPCTBEHHBIE MpenapaThl AT  MEINULHHCKOTO
NPUMEHEHNS, COACPIKAILME KPOME MajbIX KOJIMYECTB HAPKOTHYECKHX CPEICTB,
IICUXOTPOMHBIX BEUICCTB M HX NIPEKYPCOPOB Apyrue papMaKoIOrHUECKUE aKTHBHbIE
BEUIECCTBA, YKa3aHHbIC B MyHKTax 3 M 6 HacroAmux [lpaBui, oTmyckarorcs
CyOBEKTAMHM PO3HMYHON TOPTOBIIH, 110 PELCNITaM, BBITUCAHHBIM HA PELENTYPHBIX
6iankax popm Ne 107-1/y u Ne 148-1/y-88, kpoMe Tex ekapCTBEHHBIX NPEHapaToB,
KOTOPBIE OTITyCKAIOTCA 0e3 perenTa.

8.1lo penentaM B (OpME DIEKTPOHHOTO [OKYMEHTA C HCIOJB30BAHHEM
YCUIEHHOM  KBanM()UUUPOBAHHON  OJIEKTPOHHOM  MOANUCH  MEIUIHHCKOTO
paboTHHKA, B COOTBETCTBMH C 4acThio 1 crathu 5 @eaepalbHOro 3akoHa
ot 6 ampens 2011 r. Ne 63-®3 «O6 amexkTpoHHOM noamucH» (nanee — peuent
B (pOpME DJIEKTPOHHOTO JOKYMEHTA), OTILYCKAIOTCA JIEKAPCTBEHHBIE NpEaparhl,
yKa3aHHBle B NYHKTaXx 3 — 7 wnacrosmux [IpaBui, npu NpUHATHM perieHus
00 HCMOIB30BaHHH Ha TeppUTOpUH CyObekta Poccuiickoit Menepaunn Hapsny
C peuenraMM Ha JICKAPCTBEHHBIE IPENaparsl, O(QOPMICHHBIMH Ha OGyMaKHOM
HOCHTEJIE, PEHENTOB Ha JICKApCTBEHHbIE MpenapaTsl, cCHOpMHUPOBaHHBIX B (popMme
BJICKTPOHHBIX TOKYMEHTOB B COOTBETCTBHHM C IYHKTOM 4 ctaThu 6 denepanbHoro
3aKoHa Ne 61-P3.

9. OTnycK JIeKapCTBEHHBIX TPENApaToB, HE YKa3aHHBIX B MyHKTaX 3 — 7
HacTOAMX IIpaBHI, B COOTBETCTBUM C MHCTPYKLHSMH 110 MX MEIMIHHCKOMY
IPUMCEHEHHIO OCYILECTBISACTCA OC3 PELEITOB.

10. Tlpu HEBO3MOXHOCTU INPEIOCTABIEHHS HMHKYPAOCIbHBIMH OONLHBIMU
Ha 3aBEPILIAIOLIEM 3Tale XM3HU MOJHOMOYHS Ha IPABO NONYUYCHUS IEKAPCTBEHHBIX




IPENapaToB TaKWe JICKAPCTBEHHBIE IPEMaparhl OTMYCKAIOTCS WHBIM JIMLIAM,
OCYIICCTBIIAIOIIUM YXOA 33 HUMH, IIPH NPEIbABICHAH OJHOBPEMCHHOIO
C peUenToM Ha JICKapCTBCHHBIH INpenapar [OOKYMEHTa, YAOCTOBEPSIOLIETO
JIMYHOCTB, M IOKYMEHTa, MTOATBEPKIAIOIIETO MHKYPAOeIbHOE COCTOsIHIE GOIBHOTO,
COIEPXKAIUETO CBEACHHUS O JIHMIE, KOTOPOE MOJNy4aeT JEeKapCTBEHHbIE IPENapaThl
1o peuenty ((bamuins, uMs, OTIECTBO (IIPH HAMTHYMHM), BUL, CepUs M (MIN) HOMEp
JOKYMEHTa, YLOCTOBEPSIOILCIO JIMYHOCTD), 3aBEPEHHOrO IOITHCHI) U TEUATHIO
MEJUIHUHCKOro pabOTHHKA, & TAKIKE [IEYAThI0 MEAUIMHCKOM OpraHU3aLNH,

JIOKyMEHT, TOATBEPKIAIOMINA HHKYpaGeqbHOE COCTOSIHHE —GOJBHOTO,
OCTaeTCs y CyOhEKTa POSHUUHOU TOPIOBJIH.

11. OTnyck exapCTBEHHBIX MPENapartoB OCYLIECTBISCTCS B TeUeHHE
YKa3aHHOI'O B PELICNITE CPOKA €ro AeHCTBHU.

12. B cniyyae oTcyTCTBHA Y CYOBEKTA PO3HUYHOMN TOPrOBIH JIEKapCTBEHHOT'O
Mpernapara, yKa3aHHOrO B peLeNTe, 3a UCKIIOYEHHEM HEOOXOIMMOCTH 3aKYMKU
JICKapCTBEHHOIO Mpernapara, JAaHHBIH JIEKAPCTBEHHBIH IpemapaT OTIYCKAaeTCs
CYObEKTOM PO3HHYHOI TOPTOBJIHU B CPOK, HE TIPEBBILIAIOLININ AECATH pabouux JHed
C Jarel OOpallleHMs TIpPaKIaHMHA K CyOBEKTY PO3HMUYHOH TOproBiH,
32 WCKIIOYCHUEM JIEKApPCTBEHHOTO IIpemapara, BBIIMCAHHOTO Ha peLenTe
C TIOMETKOH «Cito» (CPOYHO), KOTOPHIi OTILYCKAEeTCs B CPOK, HE MPEBBILIAIOLINIA
TpeX pabOYMX AHEH C JaThl OOpaLeHusl.

B ciyuae HeOOX0AMMOCTH 3aKYIIKHU JIEKAPCTBEHHOTO TIPENapaTa, yKa3anHoro
B pELENTE, JaHHBIH JI€KapCTBEHHBIH NPENapar OTIYCKAeTCsA CyOBbEeKTOM PO3HHIHON
TOPIOBIK B CPOK, HE MIPEBBIIAIOLIMI TPUALATH pabOUHX IHEH C HaThl oOpalneHus
IPXAAHUHA K CYyOBEKTY POSHUYHOM TOPIOBIIH.

13. B ciyyae oTCcyTCTBUS Yy CyOBbEKTa POSHUHOM TOPTOBIIN IEKAPCTBEHHOTO
npenapara, OTIIyCKaeMoro 3a IIOJTHYIO CTOUMOCTD, YKa3aHHOTO
B perente, OQOPMIECHHOM HAa PENENTYPHOM ONaHKe Ha OyMa)KHOM HOCHTEE,
peuent BO3BpallaeTCs JIMLY, YKa3saHHOMY B  pELeNTte, €ro 3aKOHHOMY
NPEACTaBUTEIIO WIH JIUITY, KOTOPOE JIMLO, YKa3aHHOE B PELENTE, MU €0 3aKOHHBII
MPEACTAaBUTENL  YIOMHOMOYIIIM Ha TIOJNYYCHHE JIGKapCTBEHHBIX MPENapaToB,
C OTMETKOH Ha 0OparHOW cTOpoHe «PelenT NpUHAT Ha OOCTYXKUBaHHE»
C yKa3aHHMEM JIaThl MOCTAHOBKH PELENTa Ha 00CIYKUBaHUE.

B cayuae orcyrcTBus y cyObekTa PO3HMYHOW TOPTOBIM JIEKAPCTBEHHOTO
npenapara, OTIYCKaeMOro OECIUIATHO MM CO CKHIKOM, YKa3aHHOTO B pPELENTe,
OQOPMJICHHOM Ha peLEeNTypHOM OJaHKe Ha OyMakKHOM HOCHTENe, penenT
BO3BPAIIAETCA IHIY, YKa3aHHOMY B DELENTe, €ro 3aKOHHOMY MpEICTaBUTENIO
WJIM JIHIY, KOTOPOE JIMIO, YKa3aHHOE B PELIENTE, WIIH €T0 3aKOHHbIN MpeICTaBUTEb
YTIOJHOMOYHIN HA TMOJYYEHHC JIEKaPCTBEHHBIX MPENaparoB, € OTMETKOMN
Ha OOpaTHOW CTOpoHe «PelenT NMPUHAT Ha OOCITYKUBAHHE» C YKA3aHHEM JAThI
MOCTAHOBKM pELenTa Ha OOCIyKMBaHWME M HOMEpa 3allMCH B KypHAle ydera
PELEenTOB, HAXOAALMXCS Ha O0CTYKHBAHUY.

IIpunstre Ha 0OCITyKHBaHME PELENTa B IEKTPOHHOM BHE OCYILECTBIIAETCS
B COOTBETCTBHH C MyHKTOM 35 HacTosmux [Ipasuir.

14. Kypnan ydera peuenroB, HaXOAAIIMXCH Ha 00CITy)KUBaHHH,
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Ha JICKapCTBEHHEIC TPENapaThl, OTIyCKaeMble OECIIIATHO WIIH CO CKUIKOM, BeneTcs
B CBOOO/IHOM (hOpMe B OYMaXKHOM HITH ISKTPOHHOM BUJE U COAEPKUT CIETYIOLINE
CBEJCHMUS:

a) mara oOpalleHMs JIMIA, YKAa3aHHOTO B peLeNTe, WIM €ro 3aKOHHOTO
NIPESACTABUTENIS HITH JIMLIA, KOTOPOE JIMLO, YKa3aHHOE B PELIENTE, UIIH €r0 3aKOHHBIH
NPEACTaBUTENL YHNONHOMOYHMIM Ha IIOJYYEHHE JIEKapCTBEHHOrO TMperapara
(JIEKapCTBEHHBIX MPENAPATOB) K CyOBEKTY POHHYHOMN TOPrOBIIH 32 TeKAPCTBEHHbIM
IpenaparoM (J1eKapCTBEHHBIMU NperapaTaMH);

0) nara u HoMep pertenTa (PU HAJTUYUK);

B) JlaTa OKOHYAHUS JICHCTBHUS PELIENTA;

I) laTa OKOHYaHMs OOCTyXHBaHHs peuenta (¢ ydeToM nyHkToB 11 m 12
HacToawux [IpaBun);

/1) MeXKIYHAPOJHOE HEMATEHTOBAHHOC HAWMEHOBAaHME WIH  TOPrOBOE
HANUMEHOBAHME JIEKapCTBEHHOTO Mpemnapara (JIEKapCTBEHHBIX IIPENaparoB),
YKa3aHHOTO (YKa3aHHBIX) B PEIIENTe;

¢) pamunus, UM, OTIECTBO (IPH HAIMYMHU) JMUA, YKA3aHHOTO B peLeITe,
WJTH €TO 3aKOHHOT0 NPEJICTABUTEIIS UITH JIMLA, KOTOPOE JHLO, YKa3aHHOE B PELIEITE,
WJIM €70 3aKOHHBIX MPEJICTaBUTENbL YIIONHOMOYHIIN HA MOMyYEHHE IEKAPCTBEHHOTO
npenapara (JIEKapCTBEHHBIX [IPENApaTOB);

’K) Tese()oH NuLa, yKa3aHHOTO B PELIENTE, UM €70 3aKOHHOTO IPeACTaBUTEIs
HJTH JTU1A, KOTOPOE JINLO, YKa3aHHOE B PELIENTE, UITH €0 3aKOHHLIH MIPEACTaBUTEND
YHNOTHOMOYMIA HAa MOJYyYeHHUE JIEKapCTBEHHOIO Impenapara (JIeKapCTBEHHBIX
IIpenaparoB);

3) [aTa ONOBELICHHS JHIA, YKA3aHHOIO B PEIEINTe, MIH €ro 3aKOHHOIO
IIPEACTaBUTENIS WK JIMIA, KOTOPOE JIMLIO, YKa3aHHOE B PELENTE, WIH €r0 3aKOHHBIN
NPCACTABUTENL  yIOTHOMOYMIIM Ha TIONy4YeHHME JIEKapCTBEHHOIO IIpenapara
(JIEKapCTBEHHBIX MPENapaToB) O MOCTYIUIEHHH JEKAPCTBEHHOIO npenapara
(JIeKapCTBEHHBIX MPETapaToB);

M) Jata OTIyCKa JIEKapCTBEHHOIO MIpenapara (JIeKapcTBEHHBIX NPEeHapaToB);

K) MOAIHMCD JIULR, IOTYYUBIIEr0 JICKAPCTBEHHBIN MpenapaT (JIeKapCTBEHHBIE
npenapartsl) (B Clydae BENSHHs JKypHala yd4eTa pEleNToOB, HAXOIAIIMXCS
Ha 00C/Ty)KHBAaHUU Ha OYMaXHOM HOCHUTEE).

15. JlekapcTBeHHbIE TIpenmaparhl, OTIyCKAaeMble GECIIATHO WM CO CKUIKOM,
[0 peuentaM, HaXOMAIIMMCS Ha OOCIY:KMBAaHUH Y OJHHX CYOBLEKTOB PO3HUYHOM
TOPTrOBIIH, PAaClONIOKEHHBIMU Ha TeppuTOopun Cyobekra Poccuiickoit deneparuu,
B KOTOPOM O(OpMIIEH pelent B GopMe dICKTPOHHOTO JOKYMEHTa, OTIIYCKATCS
WHBIMH CYOBEKTaMH PO3HMYHOH TOPIOBIIH, PACIOJOKEHHBIMM HA TEPPHTOPHH
TOro ke Cyobekra Poccuiickoit ®emepauum, ¢ BHECEHWEM CBeACHHIA
B TOCYIapCTBEHHYI0 HMH(MOPMALHOHHYIO CHCTeMy B cdepe 3apaBoOXpaHeHH S
cybnexra Poccuiickoit Peepaiiuy, B COOTBETCTBUH C NOJANYHKTOM «€» MyHKTa 3
Honoxenuss 0 eNMHON TrOCYIapCTBEHHOH MH(POPMALMOHHONW CHCTEME B chepe
34paBOOXpaHEHHs, YTBEPKJACHHOTO IoCcTaHOBNeHUeM [IpasurensctBa Poccuiickoii
®enepaun o 9 ¢epans 2022 r. Ne 140 «O enuHoi rocyaapCTBEHHON
MH(DOPMALMOHHOM crcTeMe B cdepe 31paBoOXpaHEHHs» (manee — Ilonoxenue),




a CyOBeKTOM PO3HHYHOH TOPTOBIH, HOCTABHBIIMM PELENT Ha OOCIyXHBaHIE,
— CO CHATHEM TaKOro peLenta ¢ 00CIyKUBaHUs H BHECEHUEM CBEIEHHH B )KypHAN
yueTa pelenToB, HaXOMSIIUXCS Ha 00CTYKMBAHUU.

16. IIpy  mocTymieHHM JEKapCTBEHHOTO Mpemapara CyOheKT PO3HHYHON
TOPIOB/IY B TEYEHUE OAHOTO pabOYero IHs, CO AHS MOCTYIUICHHS JeKAPCTBEHHOTO
npenapara, yka3aHHOTO B IyHKTe 13 Hacrosimmx [lpaBui, ysegomisieT IO,
YKa3aHHOE B PELENTE, €ro 3aKOHHOTO MPEACTABUTEINS MM JIUIO, KOTOPOE JIHIIO,
YKa3aHHO€ B peLeNTe, HWIH CrO 3aKOHHBIH MPEeNCTaBHTENb YIMOJHOMOYHIIH
Ha MOJYy4YCHHE JICKAPCTBEHHBIX MNPENApaToB, O IOCTYIUICHUH JIEKAPCTBEHHOTO
TIpenapara, B yCTHON hopMe MoCpeACTBOM Tene(hOHHOM CBA3U U (HJIH) TOCPEACTBOM
CMC-coobmenus Ha HOMep TenedOHa, YKasaHHBIH B KypHAle yyera PeLelTos,
HaXOMAIMXCSl Ha OOCHY)KHBAaHMHM, WM MONYYEHHBIH OT JHIA, YKA3aHHOTO
B PELENTE, MM €T0 3aKOHHOTO MPEACTABUTEIS UIIH JIHLA, KOTOPOE JIHLO, YKa3aHHOE
B pelente, Wi €ro 3aKOHHbIH MpEJCTaBHTENh YIOJHOMOYMIM Ha TONyYeHHe
JIEKapCTBEHHOTO Mpenapara (JeKapCTBEHHBIX MPeNnapaTos).

17. JlexapcTBennble mpemnaparsl OTIYCKAIOTCA B KOMHUYECTBE, YKA3AHHOM
B pelente, 3a MCKIIOYEHHEM CIIy4YaeB, Korga Ui JIEKapCTBCHHOIO IIpernapara
YCTaHOBIICHO KOJHYECTBO, KOTOPOC MOXKET ObITh BBHIMHCAHO B OJHOM pelCHTe,
B COOTBETCTBHH C IMyHKTOM 13 [lopsinka HasHaueHus.

Ilpu npexbsiBneHuyd perenta ¢ MpeBLILICHHEM MPENENBHO JOIYCTHMOTO
KOJIIMYECTBA JICKAPCTBEHHOTO NpenapaTa, KOTOpoe JOITyCKAeTCs B OJHOM pelelTe,
hapmarieBTHYECKHH PaBOTHUK OTIYCKAET YKAa3aHHOMY JIHLY YCTaHOBJIEHHOE
COOTBETCTBEHHO MPEAEIBbHO JOMYCTHMOE KOJUUYECTBO JICKAPCTBEHHOTO Mpenapara,
C TpPOCTaBJICHUEM COOTBETCTBYIOIEH OTMETKH B peuente 06 OTMycKe
JIEKapCTBEHHOIO Mpernapara.

I1pu Hanm4uy y cy6bexTa pO3HHYHOM TOPrOBIIH JIEKAPCTBEHHOTO MIperapara
C JIO3UPOBKOH, OTIMYHOH OT NO3MPOBKM JIEKAPCTBCHHOTO IIpenapara, YKa3aHHOMN
B pCLENTe, OTHYCK MMEIOLICrocs JIEKapCTBEHHOTO Ipemapara JOMmycKaeTcs,
CCIIM  I03MPOBKA TAKOrO JIGKAPCTBEHHOIO MperapaTa MeHbUIE JO3UPOBKH,
YKa3aHHOH B peuente. B TakoM ciydae ocyiuecTBisieTcs mepecder KOJIHYECTBA
JICKapCTBEHHOTO MpeMnapara ¢ y4eTOM Kypca JICYeHHs, YKa3aHHOIO B pPelLierTe.

18. OTmyck 1€KapCcTBEHHOTO Npemapara OCYILECTBISICTCS B [EPBUYHON
M (WIM) BTOPHYHOH (NOTPeOGUTENBCKON) yNaKoBKAX MPH HAJIMUHU MapKHUPOBKH,
KOTOpast OTBEYaeT TpeOOBaHUAM CTaThu 46 PenepanbHoro 3akona Ne 61-d3.

19. IIpu oTmycke nekapcTBEHHBIX MPENAPATOB MO PENENTy, 0GOPMICHHOMY
Ha pelenTypHOM OnaHke Ha OyMaXHOM HOCHTese, GapMalleBTHUECKHil paGOTHUK
NPOCTaBISIET OTMETKY Ha peLente 00 OTIyCKe JeKapCTBEHHOro IIpernapara
«JIekapcTBEHHBIH NpenapaT OTIYIUEH» H C YKA3aAHHEM:

a) HAMMCHOBAHMS CyOBEKTAa PO3HHYHOH TOProBmu (haMuiIMH, HMeHH,
OTYECTBa (IIPX HATMYMH) HHIMBHIYaIBHOTO NPEATPUHUMATEIISN);

0) TOProBOro HaMMEHOBaHHsI (32 HCKIIIOYEHHEM JIEKAPCTBEHHBIX penaparos,
M3TOTOBJICHHLIX B  alTCYHOH OpraHU3aliM), JO3MPOBKM M  KOJHYECTBA
OTIYLIEHHOT'O JIEKAPCTBEHHOTO IIPeNapara;

B) (pamunmm, MMeHH, oTdecTBa (IPH HAIMYMK) MEIUIMHCKOTO paboTHHKa
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B Clly4ae, yKa3aHHOM B a03alie TpeTbeM MyHkTa 20 Hactosuux [Ipasui;

r) (amMunuu, HMEHM, OTYeCTBAa (IIPU HAIMYHM) (apMaLEBTHYECKOTO
pabOTHHKA, OTITYCTHUBILIETO JIEKAPCTBEHHBIH TPENapar, ¥ ero MOANUCH;

1) JaThl OTIYCKA JIEKAPCTBEHHOTO Ipenapara.

20. IIpu oTmyCKe JIEKapCTBEHHBIX HPENapaToB I10 PEUENTY, BHIMHCAHHOMY
Ha perentypHom Onanke Qopmbr Ne 107-1/y co cpokoM jieHCTBHS
A0 OOHOrO roja, B KOTOPOM YKa3aHbl NEPUOABI M KOJHYECTBO OTMYCKa
JIEKapCTBEHHOTO Ipernapara (B KaXAbIH MEpHOM), PELeNT BO3BPAIAETCA LY,
MpHOOpETaomeMy JIeKapCTBEHHBIH Ipenapar, ¢ OTMETKOMH, COepIKaILCH CBeIeH S,
ykazaHHbIC B myHKTe 19 HacTosawmmux [Ipasu.

IIpu oyepeiHOM 0OpaleHHH THIA K CYOBEKTY PO3HHYHON TOPTOBIIM C ZAHHBIM
PCUENTOM y4YMTBIBAIOTCS OTMETKH O MPEABIAYIIEM OTIYCKE JIEKAPCTBEHHOTO
Ipenaparta Mo TaKOMy DPCLENTy W B Clydyae MPHOOPETEHHS JIHLOM KOJUYECTBa
JICKapCTBEHHOIO Mpernapara, COOTBETCTBYIOIIETO MaKCUMAJIbHOMY KOJIHMYECTBY,
YKa3aHHOMY MEIHIIHHCKHM pabOTHUKOM B PELENTE, a TAKKE [0 UCTEYCHUM CPOKA
JICHCTBHU peLlelTa, Ha PelenTe MPOCTaB/IACTCS WTaMIl «JlekapcTBeHHbIH npenapar
OTITYIIEH» M PELENT BO3BPAILACTCS JIHITY.

ENMHOBpEMEHHBIA OTIYCK JICKAPCTBEHHOrO IIperapara o peuenty,
BBINIMCAHHOMY Ha peuentypHom onanke popmsl Ne 107-1/y co cpokoM nelcTBust
A0 OJIHOTO TO/1a, B KOTOPOM yKa3aHbl IIEPUO/ILI OTITYCKa JEKAPCTBEHHOI'O IIPenapara
H KOIMYECTBO, OTITYCKAaeMOTO JICKAPCTBEHHOro mnpenapaTta (B KaXAbld IEepHO),
AOMYCKAETCS  TOIBKO IO COINIACOBAHMIO C MEAMLUMHCKAM PabOTHHKOM,
BBIMMCABIIUM PEIETT.

21. Ilpu ormycKe neKapCTBEHHBIX MPENaparToB M0 PeHenTy, BLIITUCAHHOMY
Ha perentypHom Onanke popmbl Ne 148-1/y-04(11), 3anoMHeHHBIH KOPELIOK TAKOTO
pelenTypHoro OnaHka mepenaerca (apMaleBTHYECKUM pabOTHUKOM  JIHLLY,
NpHOOpETaloLieMy (MONyYafONIeMy) JTeKapCTBEHHbIE IPENapaThl.

22. Ocralotcs M XpaHATCA Yy CyObEKTa PO3HHYHOH TOProOBIH peuenTsl
(c ormeTkOH «JlexkapCTBEHHbIH Mpenapat OTMYIIEH») Ha:

a) JIeKapCTBEHHbIE MPENapaThl, OTIyCKAEMble GECTIIATHO HIH CO CKHIKOIA,
— B TEUECHHUE TPEX JIET;

0) JekapCTBEHHbIE NPEeNaparhl, OTHOCAIMECS [0 AHATOMO-TEPAIIeBTHYECKO-
XMMUYECKOH ~KIIACCH(UKAIIMK, DPEKOMEHJOBaHHONW BceMupHoii opranusanueii
31paBooxpaHenust (nanee — ATX), Kk aHTUICHXOTHUECKHM cpeacTBaM (kox mo ATX
NO5A), anxcuonutukam (kox 1mo ATX NOSB), CHOTBODHBIM M CeaaTHBHBIM
cpenctBam (kox mo ATX NOSC), anrtunenpeccanram (xox mo ATX NO6A)
M HC MOMJICKAIME NPEAMETHO-KOIMYECTBEHHOMY YUYETy, — B TEYE€HHE Tpex
MECALIEB.

23. Peuentsl, He yka3aHHbIC B IIyHKTe 22 HACTOAIMX IIpaBui, orMedaoTcs
IITaMNoM  «JIeKapCTBCHHBIH TpemapaT OTHYLICH» W BO3BPAIIAIOTCH JIHILY,
nprobperaromemy (MOMy4aoLIeMy) JIeKapCTBEHHBIN Hpernapar.

24. Peuentsl, BRIMHCAaHHBIE C HapylmieHHeM Ilopsika Ha3HAYeHHUs,
B TOM 9YHCA€ B OTHOIICHUM JICKAPCTBEHHBIX IPENapaToB, KOTOpPBIE
B COOTBCTCTBHM C MHCTPYKLUHMAMH 1[I0 HX MEIULUHHCKOMY IPUMEHCHHIO




NPEIHA3HAYEHbl NS NPUMCHEHHS TOJNBKO B MEIULHHCKHX OpraHM3alusax
B CTAlIMOHAPHBIX YCIIOBHUSIX M (MJIM) B YCIOBHSIX JJHEBHOIO CTAIIMOHAPA, OTMEYAIOTCS
mramMnoM «Penent HeneHCTBATENEH» U BO3BPAILAIOTCS JIHLY, NPEACTABUBIIEMY
peLenr.

25.B  00ocoOneHHOM — TOApA3iENeHWHM  MEIMLMHCKOH  OpraHu3alyu
00CCIICIMBAIOTCA YCIIOBUS COXPAaHHOCTH OCTABIEHHBIX HAa XPAHEHHC DELENTOB
Ha JIEKAPCTBEHHbIE MTperapaThl. |

PelienTsl Ha JIeKapCTBEHHBIE IPEMApaThl, MOJIEKAIINE TIPEAMETHO-
KOJIMYECTBCHHOMY YYETy, JIEKAPCTBEHHBIE Ipernaparhbl, OTIMYCKaeMble OECIIATHO
WA CO CKHIKOH, €KEMECAYHO MepefaloTcs M3 000COONCHHBIX MOApa3AeiCHM
MEJIMIMHCKUX OPraHU3alWd B MEIMUMHCKUE OPTaHH3alldiH, CTPYKTYPHBIMH
NOAPa3CACHUAMHI KOTOPBIX OHU SABJISIIOTCS, JUIA IIOCICIYIOIIETO XPaHEeHUsl.

26. IIpu oTIyCKe NeKapCTBEHHOTO Mperapata GapMaleBTHIECK T paGOTHHK
MM PAaOOTHHK MEMMIMHCKOH OpraHM3auud (060COOIEHHOrO MOAPa3HeNcHHs
MCIMUMHCKOH OpraHu3aliu) MHGOPMHUPYeT JTHLIO, MpHobpeTaroliee (MOTyYatomee)
JICKapCTBEHHBIH MpeIapar, O PeXUMe U 103aX ero IpHeMa, IPaBHIaX XpaHeHHs
B JIOMAIIHMX YCIOBUSIX, O B3aUMOAEHCTBUU C IPYrHMM JI€KAPCTBEHHBIMH
npenaparamu.

27. Ilpu ormycke NekapCTBEHHOTO Tpenapara (GapMaleBTHYeCK i paboTHUK
MM PabOTHHK MEJMUMHCKONH OpraHu3auud (06OCOBIEHHOTO MOApaseeHus
MEJIMIMHCKOH ~ OpraHM3alluM) He BIpPABC MPEAOCTABIAThL  HEAOCTOBEPHYIO
U (WJIH) HETIOJIHYH0 HH(OPMALIHIO O HATHYMH JIEKAPCTBEHHBIX TIPEaPATOB, BKIKOUYAs
JICKapCTBEHHBIE ~ MpEMaparbl,  HUMEIOLIME  OJAMHAKOBOE  MEXKIYHApPOIHOE
HCTIaTCHTOBaHHOE HAMMEHOBAHUE, B TOM YHUCIIE CKPLIBATH HHGOPMALHMIO O HATHIHH
JICKapCTBEHHLIX IPENapaToB, UMEKLIMX 00Jee HHU3KYH LEHY B COOTBETCTBHU
co crarbeii 74 GenepanbHOro 3akoHa ot 21 Hosops 2011 r. Ne 323-d3 «06 ocHOBaX
OXpaHbl 310pOBbA Ipaxaan B Poccuiickon deneparimmy.

28. 3ampeliaeTcs  OTMYCK  JIGKAPCTBEHHBIX — MPEMApaToB,  yKa3aHHbIX
B cTaThe 57 denepanbHOro 3akoHa Ne 61-D3.

29. 3ampelaercst pasaenbHbIH OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOISIIMX
B COCTaB JICKAPCTBEHHOTO IpENapaTa, H3roTaBIMBAEMOr0 CYOBEKTOM PO3HHUHON
TOPTOBJIH.

II. TpeboBaHus K OTIYCKY JIGKAPCTBEHHBIX IPENAPaTOB
10 TPEOOBAHUIO MEAHIIMHCKON OPraHU3alMu

30. lnst obecnevenus neueGHOrO mpouecca B MEAMIMHCKOW OpraHU3alldu
anTeYHOH OpraHU3alMeH, SBIAIOMWCHCS CTPYKTYPHBIM MOJPA3NCICHHEM TAKOM
MEIULHHCKOH OpraHu3aluMHd, OCYIIECTBISAETCS OTIMYCK JHOO W3rOTOBIEHHE
1 OTIYCK JICKapCTBEHHBIX MPEMapaTroB Ha OCHOBAHUM TPEOOBAHUS MEIULIMHCKOM
OpraHu3aluy.

MenuiuHeKas OpraHu3alis BIpaBe OOpaTUTECS B alITEUHYH) OpraHuU3aluIo,
HE  ABIAIOLIYIOCH  CTPYKTYPHBIM  IOJXPA3JCIeHHEM TAKOW  MEeIUIMHCKOM
OpraHM3allid C IENbI0 M3rOTOBJICHHS M OTIYCKAa JIEKAPCTBEHHBIX IPENapaToB




Ha OCHOBaHMH TpPeOOBAaHUS MEIUIMHCKOM OpraHu3alMd, B TOM 4YHCIe
IpA OTCYTCTBUHM BO3MOXKHOCTH HM3TOTOBJIECHHUS OTAEIBHBIX BHJIOB JICKAPCTBEHHBIX
OpenaparoB B aNTeYHOH  OpraHM3alluM,  ABNSIOLICHCS  CTPYKTYPHBIM
MOJpa3eIeHHEM MEIULIUHCKONW OpraHu3aiyH.

31. XpaHenue TpeOOBaHMH MEIMUMHCKOH OpraHW3aluH, [0 KOTOPBIM
OTITYILEHB! JIEKAPCTBEHHBIE NPENapaThl, OCYLIECTBISACTCS aNTeYHON opraHu3anueil
B COOTBETCTBHU C MYHKTOM 22 HacTosiuux [IpaBu.

32. Hapyuwienne 1eNOCTHOCTH MEPBUYHON yNAKOBKH JIEKapPCTBEHHOTO
npenapara Ipd €ro OTMyCKe MO TPeOOBAaHUI0 MEJUUMHCKOW OpraHuM3aluH
JOIYCKAETCS arTe4yHOU Opra’u3alnuen, UMeEIOLIEH JULIEH3UIO
Ha (PapMALEBTHYECKYIO AEATENBHOCTh C IIPABOM W3TOTOBJIECHHUS JIEKAPCTBEHHBIX
IpenapaTos.

B TakoM ciyyae OTIYCK JEKapCTBEHHOTO IIpenapara OCYLIECTBISETCS
B YMAKOBKE C  IPEAOCTABICHHEM  HUHCTPYKUMH  (KONHH  HHCTPYKIIMH)
10 IPUMEHEHUIO OTITyCKaeMOI0 JIEKAPCTBEHHOTO Nperapara.

III. OTmyck JiekapCTBEHHBIX NPENAPATOB 110 PELENTaM B GopMe
JJIEKTPOHHOIO JOKYMEHTa

33. Ormyck JeKapCTBEHHBIX MPENapaToB B (HOpMe dIEKTPOHHOTO TOKyMEHTa
OCYIIECTBIACTCS ~ CyObEKTaMM  PO3HHYHOH  TOPIOBJIH,  PAaCTOIOKCHHBIMH
Ha TeppuTopun cyobekTa Poccuiickoli denepaunu, B KOTOPOM 0QOPMIEH peLenTt
B (popMe DIEKTPOHHOIO JIOKYMEHT4, B Cilydae INPHHATHS YIOJTHOMOYEHHBIM
OpraHoM  HCHONHHUTEIBHOW BiacTH cyObekta Poccuiickol  Denepaunu
B COOTBETCTBHM C MyHKTOM 4 cTaThu 6 deaepansHoro 3akona Ne 61-®3 pereHust
00 HCHOJB30BAHHM Ha TEPPUTOPHH CyObekra Poccuiickoii Qenepanuu Hapsay
C penenTaMM Ha JICKapCTBCHHBIC IpENaparbl, OQOPMICHHBIMH Ha OYMa)KHOM
HOCHUTENE, PCUCNITOB Ha JIEKApCTBCHHBIEC Npenaparthl, cHopMUPOBaHHEIX B (opMe
DJIEKTPOHHBIX JOKYMCHTOB.

34.0rmyck  JIeKapCTBEHHBIX — MpPENapaTtoB M0 peLentaM B  (opMe
3JICKTPOHHOTO JOKYMEHTa OCYIUECTBIIAETCA JHMLY, YKAa3aHHOMY B peLeNTe,
IH00 €ro 3aKOHHOMY MNpPEICTaBUTENIO, JHUOO ML, KOTOPOE JIHLIO, YKa3aHHOE
B PCLENTE, HIM €T0 3aKOHHbIM MPEICTABUTENh YIOIHOMOYMIN Ha TOJNyYeHHEe
J€KapCTBEHHBIX NIPEMapaToB.

35. B ciyyae OTCYTCTBHS JI€KapCTBEHHOIO Ipenapara CyOhekT PO3HHIHOMN
TOPTOBIK BHOCHT B TOCYNapCTBCHHYIO HH(pOPMAlLMOHHYIO CHCTeMy B cdepe
34paBOOXpaHCHUS cybbekTa Poccuiickoi denepauun CBEICHHUS,
B COOTBEICTBHM C MOMIYHKTOM «e» myHkta 3 IlomoxeHus, o6 OTCYTCTBUU
JICKapCTBCHHOT'O Npernapara, yKa3aHHOIO B peuente B (OpME 3IJIEKTPOHHOIO
AOKYMEHTa, C yKa3aHHeM [arbl MOCTAaHOBKM pELENTa Ha O6CIy:KHBaHHUE,
a JUii  pelenTa Ha JICKapCTBEHHBIM Ipenapar, OTIYCKAeMBbI OecriaTHO
HJIM CO CKHMJIKOH — TAKXKe HOMEpPa 3aIlHCH B )KyPHAJIE YUeTa PELIENTOB, HAXOMAILMXCS
Ha 00CITy)KHBaHHH.
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IIpy  TOCTYNJNEHWH JEKapCTBEHHOIO Mpernapara CyOBeKT pPO3HHYHOM
TOPTOBJIM B TEUCHUE OJHOTO PabOYero AHs CO JHS IOCTYIUIEHHS JE€KAPCTBEHHOIO
npenapara, ykasaHHoro B myHkre 13 Hacrosmmx [Ipasun, ysejpomiser nuuo,
YKa3aHHOE B pellenTe, €ro 3aKOHHOIrO IPeACTaBUTENs WM JIUIO, KOTOPOE JMLIO,
YKa3aHHOC B pelenTe, WM €r0 3aKOHHBI Npe/ICTABUTENL YIIOJHOMOUMIH
Ha TOJy4EHHE JICKAPCTBEHHBLIX MPENapaTroB, O MOCTYIUIEHWH JIEKAPCTBEHHOTO
npernapara, B yCTHON (hopMe NoCpeCTBOM TenehOHHOI CBA3U M (WIIH) IOCPEACTBOM
CMC-coobuienns na HoMep TenedoHa, YKa3aHHbIH B JKypHale ydera PeLerTos,
HaxXONAIMXC Ha OOCIHYKMBaHMM, WM IONYYEHHBI OT JIHLA, YKA3aHHOTO
B PELIETITE, MJIK €I0 3aKOHHOI'0 MPEICTaBUTENS M UL, KOTOPOE JINIIO, yKa3aHHOE
B PCLCTITE, MM €0 3aKOHHBIH MPCACTABMTEL YINOMTHOMOYMIM HA I10JIyd4eHUE
JIEKapPCTBEHHOTO Npenapara (JeKapCTBEHHBIX IIPENapaToB).




Hpunoxenne Neo 2

K ITpuKa3y MuUHHCTEpPCTBA 34paBOOXPAHCHHUS
Poccuiickoit denepainn

oT« 7 » ,,z/‘é//éma/ 2025 1. Ne 708

IIpasunaa
OTIyCKAa HAPKOTHYECKHX CPEACTB M IICHXOTPONHbIX BEIECTB,
3aPeruCTPHPOBAHHBIX B KAYeCTBE JICKAPCTBEHHbIX NMPENapaToB
AJISI MEAUIMHCKOTO NPUMEHEHHS, JIEKADCTBEHHBIX NPeNapaToB
AN MEIHIMHCKOT0 MPUMEHEHH s, COAePKALMX HAPKOTHYECKHe CPeicTBa
H MICHXOTPONHbIC BellecTBA

1. OTnyck  HapxkOTMYECKHX  CPEACTB U IICHXOTPOIHBLIX  BELIECTB,
3apErHCTPUPOBAHHBIX B KAYECTBE JEKAPCTBEHHBIX MPENapaToB Ui MEJUIIMHCKOIO
NPUMEHCHHUS, JIEKAPCTBCHHBLIX IPENaparoB A METUIUMHCKOrO IPUMEHEHH,
COAEpXKAalMX HAPKOTHYECKME CpEJICTBA U ICUXOTPONHbIC BeliecTBa (majnee
—JICKapCTBEHHbIC MPETaparhl), BKIIOYEHHBIX B [lepedeHb HApKOTHYECKHUX CPEICTB,
IICHXOTPONHBIX ~ BEIIECTB W HX IPEKYypPCOPOB, IMOAJIEKAIINX  KOHTPOIIO
B Poccuiickoi ®denepaunu, yTBEep)XAEHHBIH MocraHoBieHreM IlpaBurenbcTBa
Poccuiickoit ®enepanmu or 30 mions 1998 r. Ne 681 (manee — IlepedeHs),
OCYLIECTBIISICTCSA aNTE€YHBIMM OPraHU3aUMsAMM, MEIUIMHCKUMHU OpraHU3alldsIMH
M UX O00OCOONEHHBIMH TIOApPA3ACIECHUSMHU, PACIONOKEHHBIMH B  CEIbCKUX
HACeNeHHbIX TYHKTaX, B KOTOPBIX OTCYTCTBYIOT aITeUHble OpraHMU3alMH,
UMCIOIIMMHU JIMIEH3HIO Ha (PapMalEBTHYECKYI0 NESTEILHOCTh U JESTENbHOCTD
0 000POTY HAPKOTHYECKUX CPEJICTB, ICHXOTPOIHbIX BELIECTB U UX IPEKYPCOPOB,
KYJIbTUBHPOBAHUIO HAPKOCOIACPXKAIIMX PACTCHUH (Jajiee — CyOBEKThl PO3HUYHON
TOProBiIM) 10 pEUENTy Ha JIEKApCTBEHHBIH mpenapar, o(OpMIEHHOMY
MCIMUMHCKAUMU DabOTHUKaMM (Jajlee — peLenT), a TakkKe 110 TPeOOBAHHUIO
MCJIHIMHCKOH OpPraHU3alH B COOTBETCTBHH C MYyHKTOM 54 crarbu 4, yacteio 1
cratbu 56 @enepansHoro 3axkoHa ot 12 anpess 2010 r. Ne 61-d3 «O6 obpaimennu
JEKapCTBEHHBIX CPEACTB» M NYHKTOM 1 cratbu 25 ®@emepalbHOro 3aKoHA
or 8 stHBaps 1998 r. Ne 3-03 «O HapKOTHYECKUX CPEACTBaX M MCHXOTPOITHBIX
BELIECTBAX).

Ornyck J1€KapCTBEHHBIX MPENaparoB, M3TOTOBIEHHBIX B  ANTEYHBIX
OpraHU3alUAX,  OCYLIECTBIAETCA  C  Y4eTOM  MpaBUI  M3TFOTOBJICHHUSA
M OTIyCKa JICKAPCTBCHHBIX MPEMapaToB MAIs MEAUIMHCKOrO NpPUMEHEHHs
anTeYHBIMH OPraHM3AUMAMHU, WMEIOIIMMH JIMLUEH3UI0 Ha (hapMaleBTHYECKYIO
AEATCTILHOCTD, YTBEPXKICHHBIX MPHUKAa30oM MMHHUCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepauu ot 22 mas 2023 r. Ne 2494 «OO6 yTBepKACHAN NPaBHI
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U3IOTOBJICHUS M OTIYCKAa JIEKAPCTBEHHBIX MPENaparoB Ui MEAULIMHCKOTO
NPUMEHEHHS anTeYHBIMH OpraHu3alUsIMH, UMEIOIIUMHU JTULEH3UIO
Ha (apMaleBTHYECKYIO JEATeIbHOCTH) (3aperHCTPUpOBaH  MMHHCTEPCTBOM
rocruiuu Poccuiickoit ®enepanuu 29 mas 2023 r., perucrpaioHHblit Ne 73564,
nerctByeT 10 1 cenrsiops 2029 r.).

2. Ilo peuentaM Ha CHENMANbHBIX PELENTYPHBIX ONaHKAX (GOPMBI
Ne 107/y-HIl wmmm penentam, cOpMHpOBaHHBIM B (OPMe 3IIMEKTPOHHBIX
AOKYMEHTOB C HCIOJb30BAHHEM YCHJICHHOW KBaIM(DHULUPOBAHHON SIICKTPOHHOM
MOJNHUCH JICYAIIero Bpaya WM (PenbIlIepa, aKyIIEPKH, Ha KOTOPBIX BO3JI0KEHBI
(yHKUKMH TeyaIero Bpaya, OTILYCKAIOTCS JT€KAPCTBEHHBIE IPENapaThl, BKIIOUCHHbIE
B CIIHCOK HapPKOTHYECKMX CPEJCTB H ICHXOTPOIHBIX BELIECTB, 0GOPOT KOTOPBIX
B Poccuiickoit Mdenepanun orpaHi4eH U B OTHOLIEHHH KOTOPBIX YCTaHABIHBAIOTCS
M€pbl KOHTPONsA B COOTBETCTBHM C 3aKOHOAaTeNbCTBOM Poccuiickoit Mepepauuu
H MEXIYHApOIHBIMH poroBopamu Poccuiickoi ®enepanun (crnucok 1) IMepeuns
(mamee — cnmcok 1), 3a HCKIIFOUEHHEM JIEKAPCTBEHHBIX MPENApaToB, HAa3HAUEHHUE
KOTOPBIX 0(OPMIISETCS Ha PELENTYPHbIX Giankax Gpopmbl Ne 148-1/y-88.

3.Ilo peuentam, BBLITMCAHHBIM Ha pPELENTYPHBIX ONaHKAX (OPMBI
Ne 148-1/y-88, ormyckaioTcst IekapCTBEHHBIC IIpenaparhl, yKa3aHHble B MYHKTe 9
[lopsiika  Ha3sHaueHMs JIEKAPCTBEHHBLIX IIPENApaToB Uil  MEAULMHCKOTO
OPUMCHCHHUS, YTBEPXKIACHHOTO TPHKAa3’oM MHHHCTEpPCTBa  31paBOOXpPaHEHHs
Poccuiickoit Denepamun ot 24 Hosi6ps 2021 r. Ne 1094n (3apeructpupoBan
Munucrepersom  roctunun  Poccuiickoit ®exepammu 30 HosOps 2021 .
perucrpaunonnsii Ne 66124, neiictByer no 1 mapra 2028 r.).

4.1lpu ormycke JekapCTBEHHOro mpemapara cnucka Il Ha perenre
MPOCTAaBNACTCS IeYaTh CYOBEKTAa PO3ZHHYHON TOPrOBIH, B KOTOPOM YKa3aHO
€ro MoJIHOe HAMMEHOBAaHHUE (PU HAJTUYUH TIEYaTH).

5.OcCTalOTCsl M XpaHATCA y CyOBEKTa DO3HMYHOM TOPrOBIH PElEITHI
(¢ otMeTKOM «JIeKapCTBEHHbII MPeNapaT OTIYILEHY) Ha:

a) ICKapCTBEHHBIC TpemapaTsl crmucka II, JexkapcTBeHHBle mpenapartbl,
BKIIOYCHHBIE B CIIMCOK IICHXOTPOIMHBIX BELICCTB, 0GOPOT KOTOPBIX B Poccuiickoii
Depepallii OTpaHHYEH U B OTHOLIEHWH KOTOPHIX JOMYCKACTCS HCKITIOUEHHE
HEKOTOPBIX MEp KOHTPOJS B COOTBETCTBHM C 3aKOHOJATENLCTBOM Poccuiickoi
Denepaii U MeXYHapOIHBIMH JoroBopamu Poccuiickoit ®enepariu (CUCok
III), lepeunsa (panee — cnucox II1) — B Teyenue naru Jer;

0) JIeKapCTBEHHbIE TpENaparthl, COJEPIKAIME HAPKOTHYECKHE CPEACTBa
HUIA  TICHXOTPOIHBIC BEILIECTBA, BKIKOYEHHbIE B crucok 1l wu crucox IlI,
H3TOTOBJICHHBIC ~ aNTCYHOH  OpraHM3alMed,  JIGKapCTBEHHBbIE  IPENaparhl,
MOANEKAILUE TPEIMETHO-KOIMYECTBEHHOMY y4eTY, — B TEYEHHE TPEX JIET.

6. JlekapcTBEHHBIC MPEnapaThl, ykazaHHble B MyHKTe 4 HacToAmux IIpaBui,
OTMyCKaeMble OCCIUIATHO HJIM CO CKHIKOH TIpakIaHaM, HMMEIOLIMM MpPaBo
Ha o0ecrieyeHne JeKapCTBEHHBIMH MPENapartaMd 3a CUYET CPEACTB OOIKETHBIX
aCCHTHOBaHHH (peliepanbHOro OpKeTa M OIOIKETOB CyObeKTOB PoccHiickoil
Oenepauy, OTIYCKAIOTCA TIPH  NPCIbABIEHMH pELenTa, 0MOPMICHHOTO
Ha pelenTypHoM Omanke ¢opmbl Ne 148-1/y-88, u penenta, odopMICHHOrO

>
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Ha peuentypHoMm Onanke gpopmbl Ne 148-1/y-04().

7. OTnyCK HapKOTHYECKHX M TCHXOTPONHBIX JIEKAPCTBEHHBIX IpENapaToB
OCyLIECTBIsCTCA  (apMalleBTHYECKUMH M MEAWLHHCKMMH  pabOTHUKaMHU,
3aHMMAIOIIMMHM  JIOJDKHOCTH,  BKJIOYEHHBIE B  TEpPCUCHb  JODKHOCTEH
(GapMaLEeBTUYECKUX M MEIHLUHCKHX PaOOTHHUKOB B OpPraHMU3aLUAX, KOTOPLIM
OPEAOCTaBICHO IPAaBO OTIYCKAa HAPKOTHYECKUX JIEKAPCTBEHHBIX IMPernaparoB
U TICHXOTPOIIHEIX JIEKAPCTBEHHBIX MIPENapaToB PU3NUECKUM JIML[AM, YTBEPIK ICHHEIH
npukasoM Munsapasa Poccun ot 7 cenradps 2016 r. Ne 6811 (3aperucTpupoBan
MunucrepctBoM 1octuuuu  Poccuiickoit ®epepammu 21 centsabps 2016 1.,
perucTpauoHHbIN Ne 43748).

8. JlekapcTBenHble Ipenaparsl cnucka I, 3a uckmovyeHueM JieKapCTBEHHBIX
IpEenapaToB, HA3HAUYEHUE KOTOPBIX 0OPMIISCTCS Ha PELENTYPHBIX O1aHKaX (POPMEI
No 148-1/y-88, oTryckaiorcsi IpH NpPeNbSBICHUN JIOKYMEHTA, YAOCTOBEPSIOLIETO
JUYHOCTh, JIMIly, YKa3aHHOMY B peUeNnTe, ero 3aKOHHOMY MPEICTABUTEIIO
WK JIMILY, KOTOPOE JIMIIO, YKa3aHHOE B PELIENTE, UM €r0 3aKOHHBIH MpeICTaBUTED
YTIOJIHOMOYMIIM Ha MOJYyYEHHUE TaKUX JIEKAPCTBCHHBIX MPENaparos.

9. JlexapcTBeHHbIE NTpenapaThl crucka I, 3a HCKITUEHHEM JIEKaPCTBEHHBIX
NpenaparoB, Ha3HaYEHHE KOTOPBIX 0OPMIIIETCS Ha PELENTYPHBIX OJaHKaX HOpPMEI
Ne 148-1/y-88, ormyckaemble OECILIATHO WM CO CKUIKOM, IPaXJaHaM, HMEIOILIUM
MpaBO Ha OOeCreYeHHe JIEKapCTBEHHBIMH [penapaTaMH 3a CYET CPEACTB
OIOKETHBIX aCCUTHOBaHUI (emepaibHOro OrO/pKeTa M OHIKETOB CyOBEKTOB
Poccuiickoii Menepanuy, OTIYCKAIOTCS TPU OPEAbABICHHN PELIENTA, BLITUCAHHOIO
Ha CHOelUalbHOM peuentypHom Omanke ¢opmbel Ne 107/y-HII, m peuenra,
BBIIIMCAHHOIO Ha peuentypHoM Omanke ¢opmbr No 148-1/y-04(1) unu peenTos,
copMHPOBaHHBIX B (OpPME IJIEKTPOHHBIX JOKYMEHTOB C HCIOJIb30BaHUEM
YCWIEHHOH KBaaM(HMLUUPOBAHHOH OSJIEKTPOHHOH TMOAMUCH JIeYalllero Bpaya
WM (enbaIepa, akyluepky, Ha KOTOPBIX BO3JIOXKCHBI (PYHKIMH JI€YaIero Bpaya.

10. CyObekThsl pO3HUUHOH TOPTOBIH OTHYCKAIOT JIEKaPCTBEHHEIE IIPENaparsl,
yMakoBKa M MapKUPOBKAa KOTOPBIX COOTBETCTBYET TpeOOBaHMSM CTarbu 27
®ejrepanbHoro 3akona ot 8 suBapsa 1998 r. Ne 3-D3 «O HapKOTHYECKHMX CPEACTBAX
Y IICUXOTPOITHBIX BEUIECTBAX.

11. Ilocne ormycka nexapCTBEHHBIX MpenapatoB cmucka 1, awmmy,
MOJTYYHBLICMY JICKAPCTBEHHBIN Tpenapar, BbIIAeTCsl CHTHATYpa C JKEITOH [M0JI0COH
B BEPXHEH YaCTH U HAJANMCHIO YEPHBIM IIPUGPTOM Ha Hel «CUTHATYpa», B KOTOPOM
YKa3bIBaIOTCS:

a) HAMMEHOBAHUE U aJ[pecC CYOBbEeKTa PO3HUYHOMN TOPTOBIHK;

0) HOMep M JaTa BBHIMHCAHHOTO PELIENTa;

B) (aMMIIMs, MMs, OTY4ECTBO (IPM HATMYMH) JIMI@&, I  KOTOPOrO
[peHa3HavYeH JIEKApCTBEHHBIN Mpernapar, ero Bo3pacr;

) HOMEP MEIMUMHCKON KapThl MalHeHTa, MOJy4arollero MeIUIUHCKYIO
MIOMOIIL B aMOYTaTOPHBIX YCIOBHSAX, sl KOTOPOTO MpeHa3sHaYeH 1eKapCTBEHHbIH
npenapar;

1) GaMHuIns, MMs, OTYECTBO (IPH HAJIHMYHM) MEIMIHHCKOTO pabOTHHKA,
BBIMIMCABIIETO PELENT, €ro KOHTAKTHBIA Tene(oH nuO0 TenedoH MeIUIMHCKOM



OpraHu3aLuu;

€) CoJepXKaHHe peLeNnTa Ha JIATHHCKOM S3bIKE HIM DPYCCKOM  fA3bIKe
B POIHMTENBHOM MAJCKE, 33 MCKIIOYEHHEM pELENTOB B (OpPME 3ICKTPOHHOIO
JOKYMEHTAa, BLIITUCBIBAEMOTO Ha PYCCKOM SI3BIKE;

K) (aMuIus, UMsl, OTYECTBO (IPU HATMYUK) H NOANUCH (PAapMalleBTUUECKOTO
WJIH MEINIIHHCKOTO PabOTHHUKA, OTILYCTHBIIEr0 JICKapCTBCHHbIN IIpenapar;

3) J1aTa OTIIyCKa JIEKapCTBEHHOTO Ipernapara.




Ipunoxenue Ne 3
K IpUKa3y MHHHUCTEpCTBA 3paBOOXPaHEHHUS
Poccuiickoit deneparuu
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Hopspok
OTHYCKA rpakIaHaM anTeYHbIMH OPraHU3aLMAMMH HMMYHOOHOJI0THYECKUX
JICKAPCTBEHHBIX MPENapaToB AJisi UIMMYHONIPOQHIAKTHKH

1. Otmyck rpakaanam KMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX TPEapaToB
AN MMMYHOTIPOQUIIAKTHKHM (Janee — JIeKapCTBEHHbIM Npenapar) oCyIeCTBISCTCS
anTCYHbIMH  OPraHM3alUMsMH M  HMHIMBHUAYalNbHBIMH  NpeINpUHUMATENSIMHU,
UMCIOIUMH JIUIECH3UIO Ha (PapMalleBTUUYECKYIO HESTENbHOCTh, MEIMLUHCKHMHU
OPraHM3alMsAMHU, UMCIOLIMMHU JIHIECH3UIO Ha (PAPMALECBTHYECKYIO NEATEIBHOCTD,
U HX OOOCOONEHHBIMH MOApPa3JIC/ECHUAMU, PACHOIOKCHHBIMH B  CEIbCKHUX
HAaCCJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHble OpPTraHU3aLUH
(namee CyObeKTHI DO3HMYHOH TOProBiu), 0e3 pelenta W (UIH) N0 PELENTy
Ha JIeKapCTBEHHbIH Mpenapar, O(QOPMICHHOMY MEIUIUHCKUMA pPabOTHHKAMHU
(manee — penenr).

2. CyOBeKTHl DO3HHMYHON TOPIrOBIM HE BIPAaBE OTIYCKATh TIPAKIAHAM
JICKapCTBEHHBIE NpeNapaThl, KOTOPblE B COOTBETCTBUM C MHCTPYKIMAMH IO HX
MEIMIMHCKOMY MPUMCHEHHIO [peIHa3HaueHbl JUIs MPHUMEHEHHUS TOJbKO
B MCIMUMHCKHX OPraHM3alUAX B CTALIMOHAPHBIX YCIOBHSX M (WIIH) B YCIOBMAX
JIHEBHOTO CTallMOHapa.

3. Ilpu oTmiycke eKapCTBEHHOTO TIpenapara 1o penenty, oGopMIEHHOMY Ha
peuentypHom Onanke Ha OyMaXHOM HocHTese, (papMaleBTHUYECKHH pPaGOTHHK
NPOCTAB/IsACT Ha peLenTe OTMETKY 00 OTHyCKe JIEKapCTBEHHOTO IpenapaTa
«JlexapCTBEHHBIN Mpemnapar OTHyIIEH» U C YKa3aHHEM:

a) HAMMEHOBaHMA CyOBEKTa PO3HHYHON TOProBmM (DaMIHH, HMEHH,
OTYeCTBA (TIPU HAIMYIKUH) UHAUBULYATHHOTO NPEANPUHAMATENS);

6) TOProBOro HaMMEHOBAHHS (38 HCKIIOUEHUEM JIEKAPCTBEHHBIX TIPENapaTos,
U3rOTOBJICHHBIX B  aNTE€YHOH OpraHM3allu), JO3UPOBKH M  KOJMYECTBA
OTITYLIEHHOI'0 JIEKAPCTBEHHOTO IMpenapara;

B) IaThl ¥ TOYHOTO BPEMEHH (B 4acax U MUHYTaX) OTHYCKA JEKAPCTBEHHOTO
Ipernapara;

r) damunud, WMeHH, OT4ecTBa (IIpM HaInM4uM) (PapMALEBTHYECKOIO
paboTHHMKa, OTIYCTHBILETO JICKAPCTBEHHBIH IIPENapar,  ero MoI|CH.

4.0Tnyck  JeKapCTBEHHOTO — mpemapata  OCymIECTBISETCS  JIMILLY,
nprobperaomemMy (ONy4alomeMy) JICKapCTBEHHBIH Npenapar, NpH HaIH4Hu
Yy Hero HEOOXOAUMBIX CPEACTB JUIA TPAHCIOPTHPOBKH (TEpPMOKOHTEHHEp,
XIIaJOdNEMEHTBI), a B ClIyyae HX OTCYTCTBHA Yy YKa3aHHOTO JIMIIA,
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NpA  OPUOOPETEHHH B  aNTEYHOH OpPraHU3allMd  HEOOXOMMMBIX  CPEJICTB
IUTSL TPAHCTIOPTHPOBKH (TEPMOKOHTEHHED, XJI1aJJ03ICMEHTHI).

5. Jluuy, npuobpeTieMy IeKapCTBEHHbIH Mpenapar, pasbACHAIOTCS YCIOBHUS
TPaHCTIOPTHPOBKH JICKAPCTBEHHOTO Mpenapara B CPOKH, He TPEBBIIIAIONINE CPOKH
NOJUIePKakKsl pabodedl TeMIepaTypsl CPEACTB Ul TPAHCIIOPTHPOBKH, a TaKkKe
YCIOBHSL XpaHEHHs JICKapCTBEHHOIO TIIpenapara, yKa3aHHbIe B HHCTPYKLIHM
I10 €ro NIPUMEHEHHUIO.




