JlaHHbIil JoKyMeHT BeTynaet B cuary ¢ 01.09.2025 u geiicrByer 10 01.09.2031 (myHKT 3).

3apeructpupoBano B Munrocte Poccuu 9 anpenst 2025 r. N 81789

MHUHHUCTEPCTBO 3]JPABOOXPAHEHUSI
POCCUUCKOU OEAEPAIINHN

ITPUKA3
or 7 maprta 2025 r. N 100H

Ob YTBEPXKXJIAEHHUU ITPABUJ OTITYCKA
JIEKAPCTBEHHBIX ITIPEITAPATOB JJISA
MEAUIIUHCKOI'O IPUMEHEHUSA AIITEYHBIMHA
OPI'AHU3BAIIUAMU, UHAUBULY AJIBHBIMU
HPEAITPUHUMATEJIAMU, UMEIOINIUMU JIMNEH3UIO
HA OCYIIECTBJEHUE ®APMAIEBTUYECKON
NAEATEJIBHOCTU, ME/IUIIMHCKUMUAU
OPI'AHU3AIIUAMU, UMEIOIIIUMU JIMIEH3UIO HA
OCYUECTBJEHUE ®APMAIIEBTUYECKOH
AEATEJIBHOCTU, U UX OBOCOBJIEHHBIMH
HOAPASAEJEHUAMU, PACIHHOJIO’KEHHBIMU B
CEJIbCKUX HACEJIEHHBIX ITYHKTAX, B KOTOPBIX
OTCYTCTBYIOT AIITEYHBIE OPI'AHU3AILINN,
IHPABUJI OTIITYCKA HAPKOTUYECKUX CPEJACTB U
IHCUXOTPOIIHBIX BEIHIIECTB,
SJAPETUCTPUPOBAHHBIX B KAYECTBE
JIEKAPCTBEHHBIX ITIPEITAPATOB JJISA
MEAUIINTHCKOI'O IPUMEHEHUSA, JEKAPCTBEHHbBIX
IHPEITAPATOB JUIsA MEAUIIUHCKOI'O IPUMEHEHUWA,
COAEPKAIIUX HAPKOTHUYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEHIECTBA, IIOPAJIKA OTITYCKA
I'PAXKIAHAM AIITEYHBIMUAU OPT'AHUSAIIUAMU
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NMMYHOBHOJJIOI'MYECKHUX JIJEKAPCTBEHHbBIX
IHHPEHHAPATOB JJ4 UMMYHOITPO®OUJTAKTUKHA

B cootBercTBuM ¢ yactsamu 2 u 3 cratbu 55 @enepanbHoro 3akona ot 12 ampens 2010 r. N 61-D3
"OO6 oOparmieHuH JIeKapCTBEHHBIX cpeacTB", yacThio 3 crathu 12 denmepanpHOro 3akona ot 17
certa6psa 1998 r. N 157-03 "O6 nummyHOnpopuIakTuke HHPEKIHOHHBIX 00JIe3HeH", MoAyHKTaMU
5.2.165, 5.2.169 u 5.2.183 nynkra 5 Ilonoxxenust o MuHucTepCcTBE 31paBooxpaneHus Poccuiickoit
@Denepaun, yTBepxkKIeHHOro mnocraHoBieHueM IlpaBurennsctBa Poccuiickoit @enepamuu ot 19
utoHs 2012 r. N 608, nmpukasbiBaro:

1. YTBepauTh:

HpaBI/IJIa OTIIyCKa JICKAPCTBCHHBIX MNPCaparoB i MEAULIUHCKOIO IMPUMCHCHUA allTCYHBIMU
OpraHu3alursaIMu, HHIUBUAYAJIbHBIMHU npCaAIIpUHUMATCIISIMU, UMCIOIIIMHA JINOCH3UIO Ha
OCYIICCTBJICHHUC q)apMaHeBTH‘IeCKOﬁ ACATCIIBHOCTH, MCAUIIMHCKUMHK OpraHru3alisaiMu, UMCIOIIUMHA
JIMICH3UIO Ha OCYIICCTBIICHUC (bapMaHeBTquCKOﬁ ACATCIIBHOCTH, H HX 000Cc00JIEHHBIMU
noapa3aciICHUAMUA, PACIIOIOKCHHBIMHA B CCJIIbCKUX HACCJICHHBIX IMYHKTAX, B KOTOPBIX OTCYTCTBYIOT
AlITCUHBIC OpraHru3aln, COrjilaCHO IMPHUIIOKCHHUIO N1k HACTOALICMY IIPpUKA3y;

HpaBI/ma OTIIYCKa HAPKOTUYCCKHUX CPCACTB U IMNCHUXOTPOIIHBIX BCHICCTB, 3apCTUCTPUPOBAHHBIX B
Ka4eCTBC JICKAPCTBCHHLIX IIpPCIaparoB I MCIULIHMHCKOIO IIPUMCHCHUSA, JICKAPCTBCHHbBIX
npemnaparoB i1 MCIULOMUHCKOIO MNPUMCHCHHA, COACPKAIIHUX HAPKOTHYCCKUC CPEACTBaA U
IICUXOTPOIIHBIC BEHICCTBA, COINIACHO IMPHUIIOKCHUIO N 2 HACTOAICMY IIPpUKa3y,

[Topsimox  oTmycka — rpaxaaHaM — alT€YHbIMM — OpraHM3alUsAMH  UMMYHOOHMOJOIMYECKHX
JICKapCTBEHHBIX MpPENapaToB Uil HMMYHONPO(MWIAKTHKH coracHOo mnpuwioxennto N 3 k
HACTOSLIEMY IIPUKA3y.

2. Ilpu3Hath yTpaTUBIIUM CUIY NpuKa3 MuHHcTepcTBa 3/1paBooxpaHenust Poccuiickoit denepannn
oT 24 Hos6ps 2021 r. N 10931 "OG6 yrBepxkaenun [IpaBui oTmycka JieKapcTBEHHBIX IpenapaToB
UL MEAUIMHCKOTO  NPUMEHEHUs  alTeYHbIMU  OpraHu3alMsIMH,  HHAUBUAYAJIbHBIMHU
OpeANpUHUMATENSAMY,  HMMEIOLIMMHM  JIMIEH3MI0 Ha  OCYIIECTBIEeHHE  (apMaleBTUYECKON
JEeSTENIbHOCTH, MEIUIMHCKUMHU OpraHu3alisIMH, HMMEIOIIMMHU JIMIIEH3UI0 Ha OCYILECTBICHHE
(bapManeBTUYECKON JeSITeNbHOCTH, U UX 000COOJEHHBIMH MoApa3encHusIMU (amMOyIaTopusMu,
denpamepckuMu U (PenpAIepcKo-aKylIepCKUMH ITYHKTaMH, I€HTpaMu (OTAENeHUsIMU) oOIen
BpaueOHOM (ceMelHON) MNpaKTHKH), PACHOJOXKEHHBIMH B CEJIbCKUX IOCEIECHUSAX, B KOTOPBIX
OTCYTCTBYIOT allT€YHble OpraHu3aluu, a Takxke [IpaBui OTmycka HapKOTHYECKHX CPEICTB U
NICUXOTPOIHBIX BEILECTB, 3apPETUCTPUPOBAHHBIX B KayeCTBE JIEKAPCTBEHHBIX MPENApaToB IS
MEAMIMHCKOTO MPUMEHEHHUs, JIEKapCTBEHHBIX NPENnapaToB Ui MEIUIIMHCKOTO TNPUMEHEHMS,
coJlepKalluX HApKOTUYECKHE CPEJCTBA U IICUXOTPOIIHbIE BenlecTBa B ToM uucie [lopsaka ormycka
anTeYHbIMU OpraHu3alusIMu UMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX npemnapaTos”
(3apeructpupoBan MuHnuctepctBoM foctuiuu Poccuiickort ®epeparun 30 HosiOps 2021 1.,
perucrparronsbiii N 66142).

3. Hactosuumii npukas Bcrynaet B cuiy ¢ 1 centsiops 2025 r. u aeiictByet 110 1 centsiops 2031 r.

Munucmp

M.A. MYPALIKO
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Ipunoowcenue N 1
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 7 mapma 2025 2. N 100u

IHPABUJIA OTITYCKA JIEKAPCTBEHHbIX
HPEHHAPATOB JIJ1d MEJUIIWUHCKOI'O TIPUMEHEHUA
AIITEYHBIMHU OPI'AHU3ALIUAMMU,
NHANBUAYAJIBHBIMU NPEJAIIPUHUMATEJIAMMU,
NUMEIOHIUMU JIMHEH3UIO HA OCYHECTBJIEHUE
®APMAIIEBTUYECKOM JESATEJBHOCTU,
MEINITAHCKUMHAU OPI'"AHU3AIIUAMU, UMEIOIIIUMHU
JIMOEH3UIO HA OCYIIECTBJIEHUE
®APMAIIEBTUYECKOM JEATEJBHOCTHU, U X
OBOCOBJIEHHBIMHA NOAPA3AEJEHUAMM,
PACIIOJIO’KEHHBIMU B CEJIbCKUX HACEJIEHHbBIX
IHHYHKTAX, B KOTOPBIX OTCYTCTBYIOT AIITEYHBIE
OPI'AHU3BALINU

|. O01ue TpeGoBaHNs K OTIYCKY JIEKAPCTBEHHBIX NPENapaToB 1Jis
MeIMUIMHCKOI0 NPUMEHEHH S

1. OTnyck JeKapCTBEHHBIX NpenapaToB Ui MEAULMHCKOTO MPUMEHEHUs (Aajee - JeKapCTBEHHbIE
npernapaTs) OCYIIECTBIISETCS anTeYHBIMHU OpraHW3alMisIME W WHAWBUAYAIbHBIMU
OpeANpUHUMATENSMY, HMMEIOIMMHM  JIMIEH3MI0 Ha  OCYIIECTBIEHUE  (apMaleBTUYECKON
NEeSITeTbHOCTH, MEIUIIUHCKIMH OpPTaHU3AIUSAMH, HWMEIOIIMMHU JIUICH3UI0O Ha OCYIIECTBICHHE
(bapMaleBTUYECKON JIeATEIbHOCTH, U UX 000COOIEHHBIMU MOAPA3/IeNEeHUSIMU, PACIIONI0KEHHBIMU B
CEeNIbCKUX HACEICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIe OpraHW3amuy (ranee -
CyOBEKThl pO3HHUYHOU TOProBin), 0€3 peuenta U (WIK) MO pelenTy Ha JeKapCTBEHHbIH mpemnapar,
O(QOpPMIICHHOMY MEIUIIMHCKUMHU DPAOOTHUKaMH (Jajiee - PELEeNT), a TakkKe M0 TpeOOBAHUIO
MEIUIUHCKOW OpraHu3ald B COOTBETCTBUM C IYHKTOM 54 craThbu 4, yacTeio 1 crateu 56
®enepanpaoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obparieHny JIeKapcTBEHHBIX CPENICTB"
(manee - ®enepanpHbiii 3akoH N 61-D3).

2. Ornyck JE€KapCTBEHHBIX IpPENapaToB, W3FOTOBIEHHBIX B  aNTEYHBIX OpraHU3aLUAX,
OCYIIECTBIIsIeTCSl ¢ y4yeToM [IpaBUi M3rOTOBJIEHUS U OTIYCKa JIEKAPCTBEHHBIX MpPENapaTroB IJis
MEAMLIMHCKOTO NPUMEHEHUS aNTeUYHbIMM  OpraHM3alMsIMM, HMEIOIMMHU  JIMIEH3UI  Ha
(bapMaleBTUYECKYIO JAESITEIbHOCTh, YTBEPKIEHHBIX MpPHKa30oM MMHHCTEPCTBA 3/1paBOOXpPaHEHUs
Poccuiickoit @enepauuu ot 22 mas 2023 r. N 2491 (3apeructpupoBadH MUHHCTEPCTBOM FOCTUIINH
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Poccuiickoit ®eneparuu 29 mas 2023 r., peructpaunonnsiii N 73564, neiictByer 10 1 ceHTAOps
2029 r.).

3. Ilo penenTaMm, BBIMMCAaHHBIM Ha peuentypHbix Onmankax ¢opmbl N 148-1/y-88, ormyckarorcs
JIeKapCTBEHHbIE TpemnapaTbl, yka3anHble B OyHkTe 9 Ilopsiaka Ha3HayeHHMS JIEKapCTBEHHBIX
IpernapaToB Uil MEAMIIMHCKOIO TMPUMEHEHHs, YTBEP)KIECHHOTO TNpHUKa3oM MHHHCTEpCTBa
3npaBooxpanenust Poccuiickoit @enepamun ot 24 nHosiops 2021 r. N 1094n (3apeructpupoBan
MunucrepctBoM toctuiuu Poccutickoit ®enepanuu 30 HosiOpst 2021 1., perucrpanuoHHbiid N
66124, neiictByet 1o 1 mapra 2028 r.) (nanee - [lopsaok Ha3HAUEHNUS).

4. Tlo peunenTam, BBITMCAHHBIM Ha perenTypHbIX OsaHkax ¢opmbl N 148-1/y-04(i1), yka3aHHBIM B
nyHkTe 10 Tlopsaka Ha3HAYCHHs, OTIMYCKAIOTCS JIEKAPCTBEHHBIC IIpemapaThl, OTIYCKAaeMBbIC
OecIUTaTHO WMJIM CO CKUAKOW TpakJaHaMm, MMEIONIMM IPaBO Ha OOECIEYCHUE JIEKAPCTBEHHBIMU
npernapaTamMu 3a CUeT CPEACTB OFOKETHBIX aCCUTHOBAaHM (efepaibHOrO OKOJKETa U OIOKETOB
cyobekToB Poccuiickoit denepanmu (manee - iIeKapcTBEHHBIE MPENAapaThl, OTITyCKaeMble 0eCIUIaTHO
WJTA CO CKUIKOM).

5. JlexapcTBeHHBIE MTpeNapaThl, YKa3aHHbIE B MMyHKTE 3 Hactosmmx [IpaBwi, npeaHazHavYeHHBIC s
rpaxJiaH, MMCIOUIMX IPaBO Ha OOECIICYCHHE JICKAPCTBCHHBIMH IIperiapaTaMu, OTIYCKaeMbIMU
OccIUIaTHO WJIM CO CKHUIKOHW, OTHYCKAOTCS TPH TPEABSBICHUN PEIENTa, BBHITUCAHHOTO Ha
penentypaom Onanke Gopmbl N 148-1/y-88, u penenta, BHIIMCAHHOTO Ha pEUENTYPHOM OJiaHKe
dopmbr N 148-1/y-04(x).

6. Ilo penentam, BbIIUCAaHHBIM Ha peuenTypHbix Onankax ¢opmbl N 107-1/y, ormyckarotcs
JICKapCTBEHHEBIE Mpenaparkl, ykaanuele B myHKkTe 11 [Topsiaka HazHAYCHMS.

7. KomMOuHMpOBaHHBIE JIEKAPCTBEHHBIE MPENapaThl UIsi MEAUIIMHCKOTO MPUMEHEHUS, COIeprKalne
KPOME MaJbIX KOJMYECTB HAPKOTHYECKUX CPEICTB, NCHXOTPOIHBIX BEUIECTB M HMX IPEKYPCOPOB
npyrue GpapMaKoJOTHUECKre aKTHBHBIE BENIECTBA, YKa3aHHBIC B MyHKTaX 3 u 6 HacTosnmx [Ipasu,
OTITyCKAIOTCA CYOBEKTaMH PO3HUYHOH TOPTOBIHM, MO peLenTaM, BBIMIUCAHHBIM Ha PELENTYpPHBIX
omankax ¢opm N 107-1/y m N 148-1/y-88, kpome Tex JeKapCTBEHHBIX IpENapaToB, KOTOpHIC
OTITyCKaloTcs Oe3 perernTa.

8. Ilo peuentam B QopmMe dJIEKTPOHHOTO JOKYMEHTa C HCIOJIBb30BAaHUEM YCHJICHHOMN
KBaIN(UIIMPOBAHHOM 2JIEKTPOHHOM MOJIMMCH METUIIMHCKOTO PA0OOTHHKA, B COOTBETCTBUU C YAaCThIO
1 crarem 5 ®epepanpHoro 3akoHa ot 6 ampens 2011 r. N 63-®3 "OO6 snexkTpoHHONU MOATHICH"
(manmee - peuent B (opMme IIIEKTPOHHOTO JOKYMEHTA), OTITYCKAalOTCS JIEKapCTBEHHBIE Mpenaparsl,
yKa3zaHHbIe B MyHKTax 3 - 7 Hactosmux IIpaBui, mpu NpuHATUM pelieHus 00 MCIOIb30BaHUM Ha
Tepputopun cyowsekTa Poccuiickoit ®demepanmuu Hapsay C pelnenTaMd Ha JIeKapCTBEHHBIC
npenaparbl, OpOPMIICHHBIMH Ha OyMa)KHOM HOCHUTEJE, PEENTOB Ha JIEKAPCTBEHHBIE TMpEnaparsl,
c(OPMHUPOBAHHBIX B (OpPME DIEKTPOHHBIX JOKYMEHTOB B COOTBETCTBHM C HYHKTOM 4 craTbu 6
®enepanpaoro 3akona N 61-03.

9. OTnyck JIeKapCTBEHHBIX MpenapaToB, HE YKa3aHHBIX B MyHKTax 3 - 7 Hacrosmmx [IpaBui, B
COOTBETCTBUU C HWHCTPYKIUSAMH TIO WX MEIUIMHCKOMY TPUMEHEHHUIO OCYIIECTBIsIeTcs 0e3
pPELENTOB.

10. [Ipr HEBO3MOXKHOCTU MPEAOCTABICHUS MHKYpPAOENbHBIMH OOJBHBIMU Ha 3aBEpIIAIOIIEM JTare
KU3HH TIOJITHOMOYHS Ha TIPABO TOJYYCHHUS JICKAPCTBEHHBIX NPEMApaTOB TaKWE JICKAPCTBEHHBIC
mpenapaTsl OTIYCKAIOTCS WHBIM JIMIIAM, OCYIIECTBISIONIUM YXOJ 32 HUMH, TIPHU TPEIbSBICHUU
OJIHOBPEMEHHOI'O C peLenTOM Ha JIEKapCTBEHHBIM Mpenapar JI0KYMEHTa, YAOCTOBEPSIOIEro
JUYHOCTH, U JIOKYMEHTa, MOJITBEPKIAIONIET0 MHKYpaOeIbHOE COCTOSIHIE OOJILHOTO, COJEPIKAIIETOo
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CBEJICHUS O JIMIle, KOTOPOE IOJIydaeT JEKapCTBEHHbIC IpenapaThl Mo penenty (pamMuaus, ums,
0T4eCTBO (TIpM HAJWYWH), B, cepus U (WIM) HOMEP MOKYMEHTa, yIOCTOBEPSIONIETO JIHYHOCTS),
3aBEPEHHOTO TOJMKUCHI0 U MEYaThl0 MEAMIIMHCKOTO PaOOTHHKA, a TAKXKE IEYaThI0 MEIUITMHCKON
OpraHu3aIuHg.

JIOKyMEHT, MOATBEPKAAIOIUN HHKYypaOeIbHOE COCTOSIHHME OOJBHOTO, OCTaerci y CyObekTa
PO3HUYHOU TOPTOBIIN.

11. Otnyck JeKapCTBEHHBIX MpenapaToB OCYIIECTBISETCS B TEYCHUE YKA3aHHOTO B PEIENTE CPOKA
€ro NeHCTBHUA.

12. B canydae OTCyTCTBUSL Yy CyObEKTa PpO3HHYHOM TOPrOBJIM JIEKAPCTBEHHOI'O IIperapara,
YKa3aHHOTO B pelenTe, 3a HCKIIOYEHHEM HEOOXOJUMOCTH 3aKyNKHU JEKapCTBEHHOIO Ipenapara,
JaHHBIM JIEKAPCTBEHHBIN IMpenapar OTIYCKaeTcsi CyObEKTOM PO3HUYHOM TOPIOBIM B CPOK, HE
MPEBBIIIAIONINN JIECATH pabouux JHEH ¢ AaThl OOpallleHUsl Tpa)JaHWHA K CYOBEKTY PO3HUYHOM
TOPIOBJIM, 332 UCKJIOYEHHEM JIEKAPCTBEHHOI'O IpernapaTa, BBIIMCAHHOIO HA pELenTe C MOMETKON
"Cito" (cpo4HO), KOTOPBIN OTIYCKAeTCSl B CPOK, HE MPEBBIMIAIOIINN Tpex pabodymMx JHEH ¢ JaThl
oOpareHusl.

B cinydyae HE0OX0aUMOCTH 3aKyIKHU JIGKAPCTBEHHOTO MperapaTa, yKa3aHHOTO B PELeNTe, JaHHBINA
JICKapCTBCHHBIN TIpernapar OTIYCKaeTCs CYOBEKTOM pPO3HHYHOM TOPrOBIM B CPOK, HE
MPEBBIIIAIOIINNA TPUALATH padOYuX JHEH ¢ JaThl OOpalleHUs TpakJaHUHA K CYObEKTY PO3ZHUYHOM
TOPTOBJIH.

13. B cnydae oTcyTrcTBUSL y CyOBEKTa PO3HUYHOM TOProOBIM JIEKAPCTBEHHOIO IIpernapara,
OTITYyCKaeMOTro 3a IOJIHYK) CTOMMOCTB, YKa3aHHOTO B pelente, oOPMIICHHOM Ha pPEUEHTYPHOM
OmaHke Ha OyMa)XHOM HOCHTENE, PELENT BO3BpAIIaeTCs JIMIy, YKa3aHHOMY B pelenTe, ero
3aKOHHOMY TPEJICTABUTEII0 WM JIMILYy, KOTOPOE JIUI0, YKa3aHHOE B pPElENTe, UM €ro 3aKOHHBIN
MNpEaACTaBUTEC/Ib YIOJHOMOYHIIM Ha IIOJYUCHUC JICKAPCTBCHHBLIX IIpE€HapaTroB, C OTMETKOU Ha
oOpatHo#t cTopoHe "PerienT npuHAT Ha 00cTyKMBaHUE" ¢ YKa3aHHEM JIaThl TOCTAHOBKH peIlenTa Ha
o0cy)KMBaHUE.

B ciydae orcyTeTBUs y CyOBEKTa PO3HUYHOM TOProOBiIM JIEKAPCTBEHHOTO Mpenapara, OTIyCKaeMOro
OecryiaTHO WJIM CO CKMJIKOM, YKa3aHHOTO B pelente, opOpMIEHHOM Ha pelenTypHOM OjaHKe Ha
OyMa)XHOM HOCHTEJe, PELENT BO3BpallaeTcs JHIly, YKa3aHHOMY B pelenTte, €ro 3aKOHHOMY
IPEJCTaBUTEIIO WX JIUILY, KOTOPOE JIULO, YKa3aHHOE B PELENTE, WIN €r0 3aKOHHBIN IPEACTaBUTEIb
YIIOJIHOMOYMJIM Ha MOJy4YeHHUE JEKapCTBEHHBIX IpernapaTroB, ¢ OTMETKOH Ha oOpaTHOH CTOpoHe
"PenienT npuHAT Ha 0OCIyKHMBaHUE" C yKa3aHHMEM JaThl IIOCTAHOBKHU pPELENTa Ha 00CIyKUBaHUE U
HOMeEpa 3aIlUCH B XKypHaJie yueTa pelenToB, HaXOAIMXCsl Ha 00CITy>)KUBAaHUH.

[TpunsTHEe Ha OOCIy)KMBaHUE pEIleNnTa B 3JIEKTPOHHOM BHUJE OCYILECTBIISETCS B COOTBETCTBHM C
nyHKTOM 35 HacTosmux [IpaBuir.

14. XXypHan yudera perentoB, HaXOJAIIMXCS Ha OOCITYy)KMBAaHUH, Ha JIEKAPCTBEHHBIEC IMpPENapatsl,
OTIyCKaeMble OECIUIaTHO WJIM CO CKHJIKOW, BeAeTcs B CBOOOJHOW (opme B OyMa)kKHOM WIH
JIEKTPOHHOM BHUJIE U COEP)KUT CIIEIYIOIINE CBEACHUS:

a) nata oOpalleHus JIMIa, YKa3aHHOTO B PEIeNTe, WM €ro 3aKOHHOTO MPEICTaBUTENs WM JUIA,
KOTOpOE JIMIIO, YKAa3aHHOE B peleNnTe, WIM €ro 3aKOHHbIM IpPeJCTaBUTENb YHOJIHOMOYMIN Ha
MOJIydeHHE JIEKapCTBEHHOTO IpenapaTa (JeKapCTBEHHBIX IPENnaparoB), K CYOBEKTY PO3HMYHOU
TOPTOBJIM 32 JIEKAPCTBEHHBIM NpenapaToM (JeKapCTBEHHBIMH MpenapaTaMu);

0) nara 1 HoMep perenTa (IpU HAIUYHN);



B) /1aTa OKOHYaHMS EHUCTBUS PELIENITA;
I') AaTa OKOHYaHUs 00CIyXKMBaHuA peuenTta (¢ yuerom nyHkToB 11 u 12 Hactosmmx [Ipasuin);

)  MEXIyHapoJAHOE HENAaTEeHTOBAHHOE HAMMEHOBAaHHWE WJIM  TOProBOo€  HAaWMEHOBaHUE
JIEKapCTBEHHOTI'0 Ipernapara (JIEKapCTBEHHBIX IIPENapaToB), yKa3aHHOIO (YKa3aHHBIX) B PELIENTE;

e) damunus, UMs, OTYECTBO (IIpU HAJIUYMH) JIMIA, YKa3aHHOTO B PELENTe, WIH €ro 3aKOHHOTO
IPEJCTaBUTENIS WM JIULA, KOTOPOE JIMIIO, YKa3aHHOE B PELENTe, UM €ro 3aKOHHBIN MPEeICTaBUTENb
YIIOJTHOMOYMJIM Ha MOJIy4E€HHE JIEKapCTBEHHOTO Mpenapara (JIEKapCTBEHHBIX IPErapaToB);

) TeneoH JHUIa, YKa3aHHOTO B PELENTe, WK €ro 3aKOHHOTO MPEACTaBUTENS WIN JIUIA, KOTOPOe
JUI0, YKA3aHHOE B peLeNTe, WK €ro 3aKOHHBIM MPEeACTaBUTENb YIMOJTHOMOYWIM Ha MOJy4YeHUE
JIEKapCTBEHHOT' 0 Ipernapara (JIeKapCTBEHHBIX IIPENapaToB);

3) Jara ONOBELICHMs JIHUIA, YKa3aHHOTO B peLenTe, WK €ro 3aKOHHOTO MPEICTABUTENs UM JIUIA,
KOTOPOE JMIIO, YKAa3aHHOE B peleNTe, WIM €ro 3aKOHHBII IPEJCTaBUTENIb YIOJIHOMOYMIM Ha
NOJy4YeHHUEe JIeKapCTBEHHOIO Ipernapara (JIEKapCTBEHHBIX IPErnaparoB), O HOCTYIJIEHUU
JIEKapCTBEHHOTI'0 Ipernapara (JIEKapCTBEHHBIX IIPENapaToB);

M) JlaTa OTIycKa JIEKapCTBEHHOIO MperapaTa (J1eKapCTBEHHBIX MPernapaToB);

K) MOAMMKCH JIUIIA, TOTYYMBIIETO JEKaPCTBEHHBIN MpenapaT (JiekapCcTBEHHbIE Mpernaparsl) (B ciiydae
BEJICHUS J)KypHAJIa y4eTa PEelenTOB, HAXOJIIMXCs Ha 00CTy)KMBaHUU Ha OYMaKHOM HOCHUTEIIE).

15. JlekapcTBeHHBIE MpemapaThl, OTIyCKaeMble OECIUIATHO WM CO CKHJAKOW, IO perenTam,
HaXOJSAIIMMCS Ha OOCIYy’)KMBAHUU y OJTHUX CYOBEKTOB PO3HUYHON TOPTOBIIM, PACHOIOKEHHBIMU Ha
Tepputopun cyonekta Poccuiickoit ®egepanuu, B KoTopoM odopmiieH peuent B (opme
JJIEKTPOHHOI'O  JOKYMEHTa, OTIYCKalOTCd HHBIMM  CyOBEKTaMU  pPO3HUYHONW  TOPIOBIH,
pacmojoKEeHHbIMU Ha TEPPUTOPUU TOro ke cyObekta Poccuiickoit ®exnepanuu, ¢ BHECEHHEM
CBEJICHMI B roCyJapCTBEHHYIO MH(OPMALMOHHYIO cUCTEMY B cepe 3apaBooXpaHEHMs] CyObeKTa
Poccuiickoit ®@enepannu, B cOOTBETCTBUM ¢ moanyHKToM "e" myHkrta 3 [lonokeHus o enuHOM
roCy/1apCTBEHHOW HH(OPMALIMOHHOW cUCTEME B cdepe 31paBOOXpPAaHEHUS, YTBEPXKIEHHOTO
nocra”oBieHueM [IpaBurtensctBa Poccuiickoit @enepanuu ot 9 despanst 2022 r. N 140 "O eaunoi
rocyJIapCTBEHHON MH(POPMAIIMOHHOM cucTeMe B cdepe 3apaBooxpanenus” (nanee - [lonoxenue), a
CyOBEKTOM PO3HUYHOW TOPTOBIIM, MOCTABHUBIIKM PEIENT HAa OOCIYKUBAaHHE, - CO CHATHEM TaKOTO
peuenta ¢ oOCITy)KMBaHUS U BHECEHHEM CBEIEHUN B KypHaJl yyeTa pELENTOB, HaXOIALIMXCS Ha
00CITy’)KHUBaHUH.

16. Tlpu mocTymiaeHUH JEKapCTBEHHOTO TMpernapara CyOBheKT PO3HUYHOW TOPTOBIM B TEYEHUE
OJTHOTO PabOYero JHSA, CO JHS TOCTYIUICHHUS JICKQpPCTBEHHOTO Iperapara, yka3aHHOro B IyHKTe 13
HacTosanmx [IpaBun, yBenomIIsieT JIHI0, YKa3aHHOE B PELETTe, €r0 3aKOHHOTO MPEICTaBUTENS WIH
JIMIIO0, KOTOPOE JIMIIO0, YKa3aHHOE B PEIeNTe, MM €r0 3aKOHHBIN MPeJCTaBUTENb YIOTHOMOYWIN Ha
MOJTy4YeHHUE JIeKAPCTBEHHBIX TMPENaparoB, O MOCTYIUIEHUH JIEKAPCTBEHHOTO Ipemnapara, B YCTHOU
dbopme mocpenctBoM TtenedoHHON cBsizu W (wim) mocpeacTBoM CMC-cooOmieHnuss Ha HOMED
TenedoHa, yKa3aHHBIM B JKypHaJe YydeTa pEleNnToB, HaXOASIIUXCS Ha OOCIYyKUBAaHUH, WIH
MOJTYYEHHBIA OT JIMIA, YKa3aHHOTO B peIeNnTe, WM ero 3aKOHHOTO IMPEJCTABUTENS WIIW JIHIIA,
KOTOpO€ JIMIIO, YKa3aHHOE B pEIENTe, WU €ro 3aKOHHBIM MPEeICTaBUTENh YIOJTHOMOYWIN Ha
MOJTy9YEeHHUE JIEKapCTBEHHOTO Tpernapara (JIeKapCTBEeHHBIX TpenapaToB).

17. .HCKapCTBeHHLIC npemnaparbl OTIYCKAKOTCA B KOJWYCCTBEC, YKAa3aHHOM B PCHCITEC, 3a
HCKIIIOYCHUEM CITy4acB, KOrja I JICKAPCTBCHHOI'O IIp€rapara YCTAHOBJICHO KOJIMYECTBO, KOTOPOC
MOKET OBITh BEIITHCAHO B OIHOM PELECIITEC, B COOTBCTCTBHUU C IYHKTOM 13 Hopﬁm(a Ha3HAa4YCHUA.
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IIpy npenbsBIeHMH peLENTa C NPEBBIIIEHHEM IPEAEIbHO  JIOIMYCTUMOIO  KOJUYECTBa
JIEKapCTBEHHOI'0 Ipernapara, KOTOpPOe JOMyCKaeTcs B OJHOM pelente, (apmaneBTHUYECKHA
pabOTHUK OTIYCKAET yKa3aHHOMY JIMIy YCTAHOBJIEHHOE COOTBETCTBEHHO IPEAEIBHO AOIYCTHMOE
KOJIMYECTBO JICKAPCTBEHHOI'O Mpernapara, ¢ MPOCTaBICHUEM COOTBETCTBYIOIICH OTMETKH B pelenTe
00 OTIIyCKE JIEKapCTBEHHOT'O Mpernapara.

IIpy Hamuuuu y cyObeKTa PO3HUYHON TOPIOBIM JIEKAPCTBEHHOrO IIpernapara ¢ J103UPOBKOM,
OTJIMYHON OT J03UPOBKHU JIEKAPCTBEHHOI'O Ipernapara, yKa3aHHOH B pelenTe, OTIYCK UMEIOILIEerocs
JEKapCTBEHHOI'0 IIpenapaTta IOIYyCKaeTCs, €CIM J03UPOBKAa TAaKOI0 JIEKAPCTBEHHOrO IIpernapara
MEHbIIIE T03UPOBKHU, YKa3aHHOU B penente. B Takom ciyyae ocyuiecTBisieTcs nepecyer KoJm4ecTBa
JIEKapCTBEHHOTO IIperapara ¢ y4eToM Kypca JICYeHHUs], YKa3aHHOTO B PELENTe.

18. OTnyck JeKapCTBEHHOTO IperapaTa OCYIIECTBISACTCS B TEPBUYHON M (WJIM) BTOPUYHOM
(TTOTpeOUTENBbCKON) YITAKOBKAX NIPHU HAIMYMHA MAPKUPOBKHU, KOTOpasi OTBEYAET TPEOOBAHUSM CTAThU
46 denepanbHoro 3akoHa N 61-D3.

19. Ilpu oTmycke JEeKapcCTBEHHBIX MpPENapaTroB IO peHenty, o(GopMIIEHHOMY Ha pelenTypHOM
OmaHke Ha OyMaKHOM HOcuTene, (hapMaleBTHUECKUH paOOTHHUK MPOCTABISET OTMETKY Ha perenTe
00 OTITyCKe JIeKapCTBEeHHOTO Npenapara "JIekapCcTBeHHBIH MpenapaT OTIyLIeH" U ¢ yKa3aHUEeM:

a) HauMMEHOBaHMs CyObEKTa PO3HUYHON TOProBiM ((pamMuwiInK, UMEHH, OTYECTBA (NpU HATUUMH)
WH/IMBUYaJIbHOTO MIPEIPUHUMATENS);

0) TOProBOro HaMMEHOBAaHHMS (32 HCKIIOYEHUEM JIEKApPCTBEHHBIX MPENaparoB, M3TOTOBICHHBIX B
anTeYHOM OpraHu3aIliu), TO3UPOBKH M KOJIMUECTBA OTIYIIEHHOTO JIEKAPCTBEHHOIO Mpernapara;

B) (aMMIIMM, UMEHH, OTYeCTBA (IIPU HAIMYMM) MEAULMHCKOro pabOTHHKA B Cilydae, yKa3aHHOM B
ab63ane TpetbeM nmyHkTa 20 Hactosuwmx [Ipasun;

r) (aMuauy, UMEHHU, oT4yecTBa (MpU HAIU4YUM) (hapMaleBTHUECKOro paOOTHHKA, OTMYCTUBLIETO
JIEKapCTBEHHBIN Mpenapar, 1 ero MoAlNCH;

1) JaThl OTITYCKa JIEKapCTBEHHOI'O IpenapaTa.

20. Ilpu oTIrycke IeKapCTBEHHBIX MPEMapaToB MO PEIENTY, BEIMUCAHHOMY Ha PEeNTypHOM OJIaHKe
¢dopmer N _107-1/y co cpokoM JEHCTBHsSI 1O OJHOTO T0ja, B KOTOPOM YKa3aHbl HEpUOIBI U
KOJINYECTBO OTITYCKa JIEKAPCTBEHHOTO TpenapaTa (B KaKIbIH MeproT), PEenT BO3BPAIIAeTCs JIUILY,
npuoOpeTarolieMy JeKapCTBEHHBIM Mpenapar, ¢ OTMETKOH, cojeprkallell CBeJeHMs, YKa3aHHbIE B
nyHkTe 19 Hactosux IIpaBu.

[Ipu ouepenHom oOpalieHMH JHIAa K CYOBEKTY PO3HHYHOW TOPrOBIM C JaHHBIM PEHEnTOM
YYHUTBIBAIOTCSI OTMETKHU O MPEABIAYIIEM OTIIYCKE JIEKApCTBEHHOIO Mpeapara o TakoMy pelenTy u
B CIyyae NPHOOpETEeHUs JHUIIOM KOJUYECTBa JIEKAaPCTBEHHOIO TMpernapara, COOTBETCTBYIOIIETO
MaKCUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MCIUIWHCKHUM pa6OTHI/IKOM B pCOCHITE, a TAKXKC I10
HUCTEYEHUU CpOKa JEWCTBHUS pelLenTa, Ha pelente mnpocrabisercs mramn "JlekapcTBEeHHBIN
npenapar OTIymieH" ¥ perenT BO3BpalaeTcs JUILy.

EnnHOBpEMEHHBIH OTITYCK JIEKaPCTBEHHOTO TIpernapaTa Mo perenTy, BHITUCAHHOMY Ha PEeNTYPHOM
6manke Gopmbl N 107-1/y co cpokom JeHCTBHS 10 OJHOTO rojid, B KOTOPOM YKa3aHbl MEPUOJIBI
OTIyCKa JICKApCTBEHHOTO Tperapara U KOJINYECTBO, OTITYCKaeMOro JISKapCTBEHHOTO Tpernapara (B
KaXJblii TepHoAa), JOMYCKAeTCsl TOJBKO 110 COIJIACOBAHUIO C MEAWLIUHCKUM DPAOOTHUKOM,
BBINMCABIIAM PEIIETIT.

21. Ilpu oTmycke JeKapCTBEHHBIX MPENapaToB M0 PELENTy, BHIMMCAHHOMY Ha pPEeLEenTypHOM OJlaHKe
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dopmbr N 148-1/y-04(;1), 3amoiHEHHBIH KOPEHIOK TAaKOr0 pPELENTYpPHOTO OJlaHKa MepeaaeTcs
(dbapmareBTUUeCKiUM pabOTHUKOM JIMIly, TpuoOpeTarmeMy (MoaydarmlieMy) JIeKapCTBEHHBIC
npernaparsl.

22. OcraloTcsi ©W XpaHATCA y CyOBEKTa pPO3HHYHOM TOPTOBIU pelenThl (C  OTMETKOM
"JlexapCTBEHHBIN TIpenapar OTHymieH") Ha:

a) IEKapCTBEHHBIE TPETaparThl, OTIyCKaeMble OECIIIaTHO WM CO CKHJIKOH, - B TEYCHHE TPEX JIET;

0) JeKapCTBEHHbIE IMpernapaThl, OTHOCAILIMECS TI0 aHATOMO-TEPANEBTHUYECKO-XUMUUYECKOU
Kiaccudukanum, pekoMeHI0BaHHON BeemupHO# opranuzanueit 3apaBooxpanenus (nanee - ATX),
K aHTtuncuxotudeckum cpeactBam (kog mo ATX NO5A), ankcuonmutukam (kox mo ATX NO5B),
CHOTBOPHBIM U ceaatuBHBIM cpeacTBaM (kox mo ATX NO5C), antupenpeccantam (kox mo ATX
NO6A) u He moaexKanue NPeIMETHO-KOITHIYECTBEHHOMY YUETY, - B TCUCHHE TPEX MECSIICB.

23. Penentel, He yKa3zaHHble B mnyHKTe 22 Hacrosmux [IpaBui, oOTMeUYarOTCAd MITaMIIOM
"JlekapCTBEHHBII MpenapaT OTIYIIeH" U BO3BPAIIAIOTCS JHUILY, TprodpeTaoneMy (IoIyJaronemy)
JIEeKapCTBEHHBIN Mpemnapar.

24. Penentsl, BBIIMCAHHBIE C HapymieHueM llopsaka Ha3Ha4YeHHs, B TOM YHUCJIE€ B OTHOUICHHH
JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE B COOTBETCTBUU C WHCTPYKIUSAMHU MO HUX MEIUIIMHCKOMY
NPUMEHEHUIO TIPEeIHA3HAYCHBl JII TMPUMEHEHUS TOJBKO B MEIUIMHCKUX OpraHW3alldsx B
CTAllMOHAPHBIX YCIOBUSAX MU (WIM) B YCIOBHUSAX JHEBHOTO CTallMOHApa, OTMEYAIOTCS IITaMIIOM
"Peuent HenelcTBUTENEH" M BO3BPALAIOTCS JIMLLY, IPEJCTABUBILIEMY PELIENT.

25. B 000co0iieHHOM TOJpa3ieliecHUd MEIUIIMHCKOW OpTaHU3alud OOCCIICUYUBAIOTCS YCIOBHS
COXPaHHOCTH OCTAaBJICHHBIX HA XpaHEHHE PEILIETITOB Ha JIEKAPCTBEHHBIE MPEeraparhl.

PeniennTbl Ha JIeKapCTBEHHBIE NpenapaThl, MOJIEKAIIME HNPEIMETHO-KOJIMYECTBEHHOMY Y4YETy,
JIEKapCTBEHHBIE MpENapaThl, OTIYCKaeMble OECIIATHO WM CO CKHMJKOH, eXEMECIYHO NEepeAaroTcs
U3 000COOJNIEHHBIX MOJpa3/IeIeHul MEIMIMHCKUX OpraHu3aluid B MEAWLMHCKUE OpraHU3aIUH,
CTPYKTYPHBIMH MOAPA3JIEICHUSIMH KOTOPBIX OHHU SIBJISIOTCS, JJIS1 IOCTEAYIOLIET0 XpaHEeHHUS.

26. Ilpu otmycke JieKapCTBEHHOrO TMpemnapara ¢apMaleBTUYECKU paOOTHUK WM PaOOTHUK
MEIUIIMHCKOW oOpraHu3anuu (000COOJIEHHOTO TMOJPA3JCICHUs] MEIUIIMHCKOW OpraHu3alium)
uH(GOPMHUPYET JIUII0, TpUoOpeTaroiee (MOoTyJaroliee) JIeKapCTBEHHBIN Mpenapar, 0 peKuMe | 103aX
€ro IMmpuema, IMpaBUIaX XpPaHCHUA B JOMAIIHUX YCIOBHUAX, O B3aHMOﬂeﬁCTBHH C Jpyrumu
JIEKapCTBEHHBIMU TperapaTaMu.

27. Ilpu oTmycke JEKapCTBEHHOro Ipernapara (apMalneBTUYeCKUid paOOTHUK WM pabOTHUK
MEJUIIMHCKOM opraHu3anuu (000COOJEHHOTO TMOAPA3ACICHUs] MEIUIIMHCKOW OpraHu3alui) He
BIIPaBE IMPEJOCTABIATh HEJOCTOBEPHYIO M (WJIM) HENOJHYI0 HMHGOpMAlMI0 O HAJIWYUU
JICKApCTBEHHBIX TIPEIapaToB, BKIOYAs JIEKAPCTBEHHBIC IIPEraparbl, HMEIOIHEe OJUHAKOBOEC
MEXYHApOJHOE HEMaTeHTOBAaHHOE HAUMEHOBAaHUE, B TOM YHCIE CKpbIBaTh HH(POPMALUIO O
HAJIMYHMHA JIEKAPCTBEHHBIX MPEMapaToB, UMEIOIINX 0oJiee HU3KYIO IIEHY B COOTBETCTBUHU CO CTaTheH
74 ®enepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbl 3/J0POBbs I'PaKIaH
B Poccuiickoit @enepanun’.

28. 3ampernaercs OTIYCK JICKApCTBEHHBIX MpENapaToB, YKa3aHHBIX B craThe 57 denepanbHOTO
3akona N 61-®3.

29. 3ampemaercs pa3leNbHBIA OTIYCK JIEKAPCTBEHHBIX CPEJACTB, BXOIAINIMX B COCTaB
JIEKapCTBEHHOTO TIperapara, U3roTaBInBaeMOro CyoObeKTOM PO3ZHUYHOM TOPTOBIIH.
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Il. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB Mo
TPeOOBAHNIO MeTUIIMHCKON OPraHu3annu

30. lyns oGecrieyeHust ae4eOHOro Mmporecca B MEIUIIMHCKON OpraHU3alliy allTeYHON OpraHu3aIei,
SBJISIFOLIEHCS. CTPYKTYPHBIM MOJIpa3/IeJICHUEM TaKOH MEIUIIMHCKOW OpraHu3aliy, OCYIIECTBIISICTCS
OTMYCK JIMOO W3TOTOBJIICHHE M OTIIYCK JICKAPCTBEHHBIX IPEMapaToB Ha OCHOBaHUU TPeOOBaHUS
MEJIULIMHCKOM OpraHu3aluu.

MenuuuHckasi opraHu3anusi BIpaBe OOpPATUTbCS B AalNTEYHYIO OPraHMU3AIMI0, HE SBISIOLIYIOCS
CTPYKTYPHBIM TMOJPA3/ICICHUEM TAKOH MEIMUIMHCKOM OpPraHu3alvu C LEJIbK0 HM3TOTOBJICHUS H
OTIIyCKa JIEKAPCTBEHHBIX MPENaparoB HA OCHOBAHUU TPEOOBAaHUS MEIUIIMHCKOW OpraHu3alvu, B
TOM YHUCJIE NPU OTCYTCTBHM BO3MOYKHOCTH W3TOTOBJICHUS OTHEJIBHBIX BHJIOB JIEKAPCTBEHHBIX
[IpenapaTroB B allTEYHOM OpraHU3allH, SBISIOMIEUCS CTPYKTYPHBIM OIpa3/IeI€HUEM MEIUIIMHCKON
OpraHu3aIuu.

31. Xpanenue TpeOOBaHMN MEIUIIMHCKON OpPraHU3aIlK, IO KOTOPHIM OTITYIIEHBI JIEKAPCTBEHHBIC
IIpenaparsl, OCYIIECTBIAETCS alTEYHON OpraHM3alled B COOTBETCTBHM C ITYHKTOM 22 HACTOSILUX
IIpaBui.

32. HapyiueHue 1eloCcTHOCTH IEPBUYHON YIAKOBKU JIEKAPCTBEHHOI'O IIperapara Ipu €ro OTIyCKe
no TpPeOOBAHUIO MEAMIMHCKOW OpPTraHW3allMHM JIOIYCKAeTCs anTeyHOW OpraHu3aluel, WMeromen
JMLEH3UI0 Ha (apMalleBTUYECKYIO JAEATENbHOCTh C IPAaBOM H3TOTOBJICHHS JIEKAPCTBEHHBIX
IIPENapaToB.

B TakoM ciydae OTIYCK JIEKApPCTBEHHOIO Ipelapara OCYIUECTBISCTCS B  YIAKOBKE C
IPEIOCTABIEHUEM MHCTPYKUMM (KOMMM  HHCTPYKLUMH) 10 TPUMEHEHHIO  OTIIyCKAEMOI'O
JIEKapCTBEHHOIO IIperapara.

I1l. OTnyck JekapcTBEHHBIX NpenapaToB Mo penentam B gopme
3JIEKTPOHHOTI'0 TOKYMEHTA

33. Otmyck JIeKapCTBEHHBIX HpenapaTtoB B (opMe 3JIEKTPOHHOIO JOKYMEHTa OCYIIECTBIISETCS
CcyOBbeKTaMU PO3HUYHON TOPrOBIHM, DPACIOJIOKEHHBIMU Ha TeppuUTOpuu cyObekTa Poccuiickoit
®deneparun, B KOTOpoM 0(hOpMIIEH pelienT B (popMe 3JIEeKTPOHHOIO JOKYMEHTA, B Cly4yae MpUHATHS
YIIOJHOMOYEHHBIM OpPraHoOM MCIIOJIHUTEIbHOW BiacTu cyOwbekta Poccuiickoir @Penepanuu B
COOTBETCTBUM C NYHKTOM 4 crathu 6 denepanbHoro 3akoHa N 61-d3 pemienus 06 UCIONIb30BaHUM
Ha Tepputopuu cyobekta Poccuiickoit ®dexnepanvu Hapsay C pelenTaMyd Ha JIGKapCTBEHHBIC
npenapatbl, 0pOpMIEHHBIMU Ha OyMa)KHOM HOCHTEJE, PELENTOB Ha JIEKapCTBEHHbIE IMpenaparsl,
c(hOpMUPOBAHHBIX B (POPME ANEKTPOHHBIX TOKYMEHTOB.

34. Otmyck IleKapCTBEHHBIX IIpernapaTtoB IO perentam B (opMe 3JIEKTPOHHOTO JOKYMEHTa
OCYIIECTBIISIETCS JIMIY, YKa3aHHOMY B pelenTe, JM00 ero 3aKkOHHOMY IPEe/ICTaBUTENI0, MO0 UL,
KOTOpO€ JIMIIO, YKAa3aHHOE B pELENTe, WIN €ro 3aKOHHBI IPEACTaBUTENb YIOJIHOMOYMIN Ha
MOJTyYEHUE JIEKAPCTBEHHBIX IIPENapaToB.

35. B ciydae oTcyTcTBHS JEKapCTBEHHOIO Ipernapara CyObeKT PO3HUYHOW TOProOBIM BHOCHUT B
roCyJapCTBEHHYI0 MH(OPMAIIMOHHYIO cHCTEMY B cepe 37paBooxpaHeHus: cyobekta Poccuiickoii
@®enepaliil CBEACHUS, B COOTBETCTBUU ¢ moAnyHKToM "e" myHkra 3 IlonoxkeHus, 06 oTcyTcTBUH
JIEKapCTBEHHOTO TMpernapara, yKa3aHHOTO B penente B (GOpMe 3JIEKTPOHHOIO JOKYMEHTa, ¢



https://normativ.kontur.ru/document?moduleid=1&documentid=489959#l4486
https://normativ.kontur.ru/document?moduleid=1&documentid=490587#l384

yKa3zaHHEM JaTbl MOCTAHOBKH pelenTa Ha OOCIy)XHMBaHUE, a JUIsl pelenTa Ha JeKapCTBEHHBIH
npenapar, OTIyCKaeMblil OecIIaTHO MM CO CKUAKOW - TakKe HOMEpa 3allUCH B XKypHaje ydyera
pELenTOoB, HAXOIAIIMXCS HA 00CITYKUBaHHH.

[Tpu mOCTYIUIEHWH JIGKAPCTBEHHOTO TperapaTa CyObeKT PO3HUYHOW TOPTOBJIHM B TEUEHUE OIHOTO
pabouero AHS CO JHS TOCTYIUICHUS JICKAPCTBEHHOTO IIperapara, yKa3aHHOro B IyHKTe 13
HacTosmx [IpaBwi, yBeIOMIISIET JIMIIO, YKa3aHHOE B PELCIITE, €T0 3aKOHHOTO MPEICTaBUTEIS WIH
JIMIIO0, KOTOPOE JIMIIO0, YKa3aHHOE B PEIeNTe, WM €r0 3aKOHHBIM MPEeJCTaBUTENb YIOJTHOMOYWIN Ha
MOJTyYeHHUE JICKAPCTBEHHBIX TMPENaparoB, O MOCTYIUICHUU JICKAPCTBEHHOTO Ipernapara, B YCTHOM
dbopme mocpenctBoM TtenedoHHON cBsizu M (wim) mocpeacTBoM CMC-cooOmieHruss Ha HOMED
TenedoHa, yKa3aHHBIM B JKypHAJI€ Yd4eTa pEIeNTOB, HAXOASIIUXCS Ha OOCITYy)KUBAaHWH, WIH
MOJYYCHHBI OT JIMIIA, YKa3aHHOTO B pELENTe, WIM €ro 3aKOHHOTO IMPEICTABHUTENS WM JIHIIA,
KOTOpPOE€ JIMIIO, YKa3aHHOE B PEIENTe, WM €ro 3aKOHHBIM MPEICTAaBUTENh YIIOJTHOMOYMIM Ha
MOJTyYCHHUE JIEKAPCTBEHHOTO TIpernapara (JIeKapCTBEHHBIX IpenapaToB).

Ipunooicenue N 2
K npuxazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 7 mapma 2025 2. N 100n

IHPABUJIA OTITYCKA HAPKOTUYECKUX CPEACTB U
IHCUXOTPOIIHBIX BEHIECTB,
JAPETUCTPUPOBAHHBIX B KAYECTBE
JIEKAPCTBEHHbBIX ITIPEITAPATOB JJISA
MEAUIHWHCKOI'O HPUMEHEHUSA, TEKAPCTBEHHbBIX
INPEITAPATOB JIJIAA MEIUIINTHCKOI'O TIPUMEHEHMUSI,
COAEPKAHNINX HAPKOTUYECKHUE CPEACTBA
IICUXOTPOIIHBIE BEIIIECTBA

1. OTyck HapKOTHUYECKUX CPEJICTB U TMCHXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B KAYECTBE
JIEKAPCTBEHHBIX TPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHHUS, JEKApCTBEHHBIX IMpenapaToB s
MEIUIMHCKOTO MPUMEHEHMS, COJEPKAIINX HAPKOTHUYECKUE CPEJICTBA U IMCHUXOTPOIHBIE BEIIECTBA
(mamee - JEKapCTBEHHBIE TIpemaparhbl), BKIIOYEHHBIX B llepedeHb HApPKOTHYECKUX CPECTB,
MICUXOTPONHBIX BEIIECTB U MX MPEKYpPCOPOB, MOJIeKaUX KOHTpouto B Poccuiickoit denepanun,
yTBepkAeHHbIN nocTtaHoBieHrneM [IpaBurensctBa Poccuiickoit @enepanuu ot 30 utona 1998 r. N
681 (manee - IlepedyeHb), OCYILIECTBIAETCS AaNTEUHBIMU OPraHU3ALMIMHU, MEIAUIIMHCKUMHU
OpraHu3aIMsIMd ¥ HUX O000COOJICHHBIMU TOAPA3ACICHUSIMH, PACMOJIOKEHHBIMH B CEIIbCKUX
HACEJIEHHBIX MYHKTAaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIC OPraHU3alM1, UMEIOIIUMHU JIMIIEH3UIO Ha
(dbapMareBTUUECKyl0 JIeATeIbHOCTh W JICSITENIBHOCTh 10 O0OpOTY HApPKOTUYECKHX CPEJICTB,
MICUXOTPONHBIX BEUIECTB M HMX MPEKYpPCOPOB, KYJIbTUBUPOBAHMIO HAPKOCOJEPXKALIUX PACTEHUM
(mamee - CyOBEKTBHI PO3HUYHOW TOPTrOBIM) TO peEHenTy Ha JIEKapCTBEHHBIM Mperapar,
O(pOPMIICHHOMY MEIUIIMHCKUMHU pPAOOTHUKAMH (Jajiee - PEIeNT), a Takke M0 TpeOOBaHUIO
MEJIUIIMHCKOM OpraHu3aliid B COOTBETCTBMHU C OYHKTOM 54 crtatbu 4, yacthio 1 crateu 56
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®enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obparieHn# JeKapCTBEHHBIX CPEICTB" U
nyHKTOM 1 crtateu 25 denepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-d3 "O napkoTHueckux
Cpe/CcTBax U MCUXOTPOIHBIX BellecTBax".

OTIycK JIeKapCTBEHHBIX MPENapaToB, U3TOTOBJICHHBIX B allTEUHBIX OPTraHU3ALMIX, OCYILIECTBIISCTCS
C y4YeTOM IpaBUJ H3TOTOBJICHHS M OTITYCKAa JICKQPCTBEHHBIX IPENaparoB MJisi MEIUIMHCKOTO
NPUMECHECHUS AaNTeYHBIMA OpraHU3alUsIM{, HWMEIONMMHU JIMICH3WI0 Ha (hapMarieBTHUECKYIO
JEATEeIbHOCTh, YTBEP)KICHHBIX TPHKAa30M MUHHUCTEpCTBA 3/paBoOXpaHeHus Poccuiickoi
@eneparun ot 22 Mmas 2023 r. N 2491 "OO yTBep>KACHHWM NPABWIJI M3TOTOBICHHUS U OTIYCKa
JIEKAapCTBEHHBIX IMpenapaToB JUIsi MEIUIMHCKOTO TPUMEHEHHsI alTeYHBIMH OpraHU3aIUsIMU,
UMEIOITUMH JIMIICH3UIO Ha (papMalleBTUYECKYIO JEATEIBHOCTD" (3aperucTpupoBan MUHHCTEPCTBOM
toctunin Poccuiickoit @enepanuu 29 mas 2023 r., peructpanmonnsiii N 73564, neiictByer mo 1
ceHtsa0ps 2029 r.).

2. Ilo penenTaM Ha CHEUHUAIBHBIX perenTypHbIX Oynankax ¢opmbel N 107/y-HIT unam penenrtam,
chopMHpPOBaHHBIM B (OpME DBJICKTPOHHBIX JOKYMEHTOB C HCIIOJB30BAHUEM YCHIIEHHOU
KBaTM(UIIMPOBAHHON AIIEKTPOHHON MOJMUCH Jieyallero Bpaya wid (enpamepa, akyliepku, Ha
KOTOPBIX BO3JIO’KE€HBl (PYHKIMM JIEHalllero Bpaya, OTIYCKAIOTCS JIEKApCTBEHHBIE Ipenaparsl,
BKIIIOUeHHBbIE B CIMCOK HApPKOTHYECKUX CPEACTB U MCUXOTPOMHBIX BEIIECTB, 0OOPOT KOTOPHIX B
Poccniickoit @enepanny OrpaHU4eH U B OTHOLIEHUU KOTOPBIX YCTaHABIMBAIOTCS MEpPbl KOHTPOJIS B
COOTBETCTBUM C 3aKOHOAATeNlbCTBOM Poccuiickoit denepanuu U MeEXIyHaApOJHBIMU JOTOBOPAMHU
Poccuiickoit ®enepanuu (criucok |Il) Ilepeunss (mamee - cmucok |l), 3a wuckItOUeHHMEM
JICKapCTBEHHBIX MPENapaToB, HA3HAUYEHUE KOTOPHIX 0OPMIISIETCS Ha PELENITYPHBIX OJlaHKax (OPMBI

N 148-1/y-88.

3. Ilo peuenTam, BBIMMCAaHHBIM Ha penentypHbix Onmankax (opmbr N 148-1/y-88, ormyckarorcs
JeKapCTBEHHbIE IpernapaTbl, yka3aHHble B nyHkTe 9 Ilopsaka Ha3HaueHMs JI€KapCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOIO TPUMEHEHMsI, YTBEP)KIEHHOro MpuKa3oM MuHucTepcTBa
3npaBooxpanenust Poccuiickoit @enepanun ot 24 HosiOps 2021 r. N 1094n (3apeructpupoBaH
MunuctepctBom toctuiun Poccuiickoit @enepanun 30 HosiOps 2021 r., perucrpanuonHsii N
66124, neiictyer 1o 1 mapra 2028 r.).

4. Ilpu oTmycke JIeKapCTBEHHOTO Tpemnaparta crucka Il Ha perente mpocTaBseTcs MevaTh CyObheKTa
PO3HUYHOI TOProBIIM, B KOTOPOH yKa3aHO €ro MOJIHOE HAUMEHOBaHUE (MIPH HAJTMYUU TIeYaTH ).

5. OcraroTes U XpaHATCs y CyObeKTa pO3HUYHON TOProBIIM pelenTs! (C oTMeTKol "JlekapcTBeHHBIN
npenapar oTnyuieH") Ha:

a) JeKapCTBEHHble Ipemnaparhl cnucka I, nexkapcTBeHHbIE NpenapaTsl, BKIIOUeHHble B CHUCOK
MICUXOTPOIHBIX BEIIECTB, 000pOT KOTOPBIX B Poccuiickoit ®denepariyii OrpaHU4eH U B OTHOLIEHUU
KOTOPBIX  JIOIYCKA€TCs MCKIYEHHE HEKOTOPbIX MEp KOHTpOJs B  COOTBETCTBHUM C
3aKkoHoarenscTBOM Poccniickoit @exepannu M MEXIAYHApOAHBIMH JI0roBopaMu Poccuiickon
®eneparun (cnivicok I11), Tepeuns (nanee - cucok I1) - B TedeHue nsitu sier;

0) JeKapCcTBEHHBIE IMpemapaThl, COJAEpXKAIIMEe HAPKOTUYECKHUE CPEACTBA WM TICUXOTPOITHBIE
BeIlleCTBA, BKJIOYEHHbIe B cnucOK Il m cmmcok III, M3roToBiIEHHBIE aNTEYHOW OPraHU3aIUEH,
JIEKapCTBEHHbBIE MpenapaThl, NOMICKAIIME TPEAMETHO-KOJIMYECTBEHHOMY YUYETY, - B TEYEHUE TPEX
JIeT.

6. .HCKapCTBCHHBIe Inpenaparbl, YKa3aHHBIC B ITYHKTC 4 HaCTOAIINX HpaBI/IH, OTITYCKACMbIC
OecIuiaTHO WU CO CKH}IKOﬁ rpaxxaaHaM, HMMCIOIIHUM IIpaBO Ha obecreuenue JICKApCTBCHHBIMU
npenaparaMu 3a CUC€T CPEACTB 6IOI[)KCTHBIX aCCUTHOBaHUIM (pez[epaanoro 6IOIL)KCT3 )51 GIOI[)KGTOB
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cyobekToB Poccuiickoit denepanyu, OTIycKaroTcs NpU NPEAbIBICHUN pelenTa, 0hOpMICHHOTO Ha
peuentypaoM Onanke ¢opmbl N 148-1/y-88, u penenrta, oopMIICGHHOTO Ha PEHENTYPHOM OJIaHKE
dopmbr N 148-1/y-04(x1).

7. OTnyck HapKOTHYECKHMX W IICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENApaToB OCYIIECTBISAETCS
bapManeBTUYECKUMU U METUIIMHCKUMU paOOTHUKAMHU, 3aHUMAIOIIUMU JTOJKHOCTH, BKJIIOUEHHBIE B
HepeveHb JODKHOCTEH (hapMaleBTHUECKUX U METUIIMHCKUX paOOTHUKOB B OPraHU3AIHMIX, KOTOPHIM
MPEIOCTABIEHO MPAaBO OTIyCKa HAPKOTUYECKUX JIEKAPCTBEHHBIX IMPENapaTroB W IMCUXOTPOIHBIX
JIEKapCTBEHHBIX MPENapaToB (pU3HUecCKuM JUIaM, yTBEPKACHHBINA pukazoM Munsapasa Poccun ot
7 cents0ps 2016 r. N 6811 (3apeructpupoBan MuHHCTEpCTBOM OCTUIMU Poccuiickoit denepanun
21 centsa6ps 2016 r., perucrpanuonnsiii N 43748).

8. JlekapctBeHHble mpemaparbl cmucka I, 3a HWCKIIOYEHWEM JIEKapCTBEHHBIX MPENaparos,
Ha3HaueHHE KOTOPHIX oopmisieTcs Ha penentypHbix Omankax Gopmer N 148-1/y-88, ormyckarotces
IpU TPEABSBICHUN JTOKYMEHTA, YIOCTOBEPSIOLIETO JIMYHOCTb, JIMIlY, YKa3aHHOMY B PELENTE, ero
3aKOHHOMY IPEICTaBUTEII0 WIM JIUIY, KOTOPOE JIUIO, YKa3aHHOE B PEIENTe, UM €r0 3aKOHHBIH
IPE/ICTABUTEIH YIIOJIHOMOYMIIN Ha TIOJIyYeHHE TaKUX JIGKaPCTBEHHBIX MTPENapaToB.

9. JlexkapctBeHHble TmpemapaThl chucka I, 3a HCKIIOYEHHEM JIEKapCTBEHHBIX IPErapaTosB,
Ha3zHaueHHUE KOTOPBIX oopmisiercst Ha perentypHbix OmaHkax Gopmbel N 148-1/y-88, ormyckaembie
OecriaTHO WJIM CO CKUIKOHM, TpaKgaHaMm, WMEIOIIUM IpaBO Ha OOecreueHue JIeKapCTBEHHBIMU
IpernapaTamMi 3a CUeT CpPeACTB OIOPKETHBIX aCCUTHOBaHMH (efepanbHOro OrojkeTa U OHO/IKETOB
cyonrekToB Poccuiickoit deneparuu, OTIYCKAIOTCS MPH NPEIbSIBICHUN PEIEeNTa, BHITUCAHHOTO Ha
crenualbHOM perientypHoM Omanke ¢opmer N 107/y-HII, wm pemenrta, BBIIUCAHHOTO Ha
peuentypuom Onanke ¢opmbl N 148-1/y-04(n) wunu peuentoB, cHopMHUpPOBaHHBIX B (opme
AIIEKTPOHHBIX JOKYMEHTOB C HCIIOJB30BAaHHEM YCWJICHHOW KBAJU(UIIMPOBAHHOW 3IIEKTPOHHON
MOJIMKCH JIeYalllero Bpaya WM Qenpauiepa, aKylepKd, Ha KOTOPBIX BO3JIOXKEHBI (PYHKIIHH
JIevalero Bpaya.

10. CyObexTbl PO3HUYHOH TOPIrOBIM OTIYCKAIOT JIEKaPCTBEHHBIE Ipernaparbl, YIAaKOBKA U
MapKUpPOBKa KOTOPBIX COOTBETCTBYET TpeOoBaHUAM cTaTbi 27 denepanbHOro 3aKOHa OT § sIHBaps
1998 r. N 3-@3 "O HapKOTHUYECKHX CPEACTBAX U ICUXOTPOIHBIX BellecTBax".

11. Ilocne oTmycka JieKapCTBEHHBIX INpenapaToB cnucka [I, nuny, nomyduBlIEMy JIEKapCTBEHHBIN
Mpernapar, BBIJIACTCS CHUTHATYpa C JKEJITOW MOJIOCOM B BEPXHEW YAaCTM W HAANMMUCHIO YEPHBIM
mpudToM Ha Hell "Curnatypa", B KOTOPOH yKa3bIBalOTCS:

a) HaMMEHOBAHUE U aJJpec CYObEKTa POSHUYHONU TOPTOBIIH;
0) HOMep M J1aTa BBIITUCAHHOTO PEIENTa;

B) bamumnms, umsi, oT4ecTBO (NPU HAJTWUYMM) JIMIA, JUISI KOTOPOTO TpEJIHA3HAYCH JICKAPCTBEHHBIN
npernapar, ero Bo3pacr;

I') HOMEp MEIUIIMHCKOMN KapThl MAllMEeHTa, MOIYYarollero MeAUIIMHCKYIO TOMOIIb B aMOYIaTOPHBIX
YCIIOBHSIX, U1l KOTOPOTO IIPEIHA3HAYEH JICKaPCTBEHHBIN IIperapar;

1) pamunus, UMsi, OTYECTBO (TIPH HATUYNH) MEIUIIMHCKOTO PAaOOTHHUKA, BHIMMUCABIIETO PEIENT, €T
KOHTaKTHBIN TenedoH 1100 TeredoH MEeAUIIMHCKONW OpraHu3aIii;

C) COACPIKAaHUC PCLCIITa HAa JATUHCKOM SA3BIKC HIJIM PYCCKOM A3BIKC B POAUTCIIBHOM IAJCKCe, 3a
HCKIIFOYCHUEM PEILICIITOB B q)opMe OJICKTPOHHOI'O JOKYMEHTA, BBIITKUCBIBAEMOI'0 Ha PYCCKOM SA3BIKC,

)K) (I)aMI/IJ'II/ISI, uMsda, OT4YECTBO (HpI/I HaJ'II/ILII/II/I) n noArnucChb (bapMaL[eBTI/I‘-ICCKOFO NIk MCIUITMHCKOI'O
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pabOTHMKA, OTIYCTUBILETO JIEKAPCTBEHHBIN IIpeTapar;

3) Jara OTIIyCKa JICKApCTBCHHOT'O ITplIriapara.

Ipunoocenue N 3
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 7 mapma 2025 2. N 100u

IOPAJOK OTIHHYCKA I'PAJKJAHAM AIITEYHBIMHU
OPI'AHUBAIIMAMU UMMYHOBUOJIOIT'HMYECKUX
JIEKAPCTBEHHbBIX ITIPEITAPATOB JJIAA
NMMYHOHPODPHUIIAKTUKH

1. Ornyck  rpaxmaHaM  WMMYHOOMOJIOTMUECKMX  JIEKAPCTBEHHBIX  TIpenapaToB  JUIA
UMMYHONIPO(MUIIAKTUKHA (Zajee - JIEKQpCTBEHHBIM IMpemapaTr) OCYLIECTBIACTCS aNTeUHBIMU
OpraHu3alMsIMH W WHIUBUAYAJIHHBIMH TNPEANPHUHUMATENSIMU, HMEIOIMIMMHU  JIMICH3UIO Ha
(dbapMaleBTUYECKYIO AESITeNbHOCTh, MEAUIIMHCKUMH OPraHU3alUiAMU, UMEIONIMMU JIMLEH3UI0 Ha
(bapMareBTUYECKYIO JAEATEIBHOCTh, U MX 000COOIIEHHBIMU ITOIPA3/ICICHUSIMH, PACIIOIOKECHHBIMH B
CEJIbCKMX HACENEHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHble OpraHu3auuu (naiee -
CyOBEKThI pOSHHYHOW TOPTOBIIN), 0€3 peuenta u (WIK) MO pelenTy Ha JEKapCTBEHHBIH Ipenapar,
0(OPMIICHHOMY MEAUIIMHCKUMHU paOOTHUKAMU (J1aJiee - PeLerT).

2. CyObeKTsl pO3HMYHOM TOProBJIM HE BIIpaBe OTIYCKaTh IpakJaHaM JIEKapCTBEHHBIE IMpernapaThl,
KOTOpPbIE B COOTBETCTBUU C MHCTPYKLMAMHU IO UX MEAULIUHCKOMY IPUMEHEHHUIO IIPEAHA3HAYECHBI
JUIsl IPUMEHEHUSI TOJIBKO B MEIUIIMHCKUX OPTraHM3allUsIX B CTAIMOHAPHBIX YCIOBUSAX U (WJIH) B
YCIIOBHSIX THEBHOI'O CTallMOHApa.

3. IIpu oTnycke JeKapCTBEHHOIO Mpenapara Mo peuenty, ohopMICHHOMY Ha peLieNTYpHOM OJlaHKe
Ha OyMaXHOM HocuTene, (apMaleBTUYECKUH pabOTHUK IMPOCTaBISET Ha pelenTe OTMETKY 00
OTIIYCKE JIEKapCTBEHHOTO npenapara "JlekapcTBEHHBIN NpenapaT OTHYUIEH" U C YKa3aHUEM:

a) HaUMEHOBaHMs CyObEKTa PO3HWYHON TOProBiM ((pamMuwinK, UMEHH, OTYECTBA (MpU HATUUHH)
WH/IMBUYaJIbHOTO MPEeIPUHUMATENS);

0) TOproBOro HaMMEHOBAaHHUS (32 MCKIIOYEHUEM JIEKAPCTBEHHBIX IPENnapaTroB, M3rOTOBJICHHBIX B
anTe4yHOM OpraHu3alnm), T03MPOBKH U KOJIMYECTBA OTIYILIEHHOTO JIEKAPCTBEHHOTO Mpenapara;

B) AAaTbl 1 TOYHOI'O BpCMCHU (B gacax u MI/IHYTaX) OTITyCKa JICKAPCTBCHHOT'O IIpCIiapara,

r) ¢amMuIuM, UMEHH, OTYecTBa (MpU HAJIMUUH) (apMaleBTHUECKOro paOOTHUKA, OTITYCTHBILIETO
JIEKapCTBEHHBIN Mpernapar, ¥ ero MoAMUCH.

4. OTmyck JeKapCcTBEHHOTO TMpernapara OCyLIeCTBIseT s JIMIy, pHoOpeTaromemMy (IoayJaromemy)
JIEKapCTBEHHBIN MpenapaT, NpU HAIWYUM Yy HEro HEOOXOIMMBIX CPEACTB JI TPaHCHOPTHPOBKU
(TepMOKOHTEHHep, XJIaJOJIEMEHTHI), a B Cly4yae HX OTCYTCTBHS Yy YKa3aHHOTO JIHMIA, NpU
NpUOOpETEeHUH B aNTEYHON OpraHu3allid HEOOXOAMMBIX CPEICTB ISl TPaHCHOPTHPOBKU
(TEepMOKOHTEIHEp, XJIaJJ03JIEMEHTHI).



5. Jlumy, npuoOpeTiieMy JIEKapCTBEHHBIM IpenapaT, pa3bsACHSAIOTCS YCIOBUS TPAHCIOPTHPOBKU
JEKapCTBEHHOTO IpenapaTa B CpPOKHM, HE MPEBBILIAIONIME CPOKU MOAJEepkKaHus paboueit
TEMIIEpaTypbl CPEACTB Ui TPAHCIOPTUPOBKU, a TAKXKE YCIOBUA XPAHEHUS JIEKAPCTBEHHOI'O
Ipernapara, yKa3aHHbIE B MHCTPYKIIMHU 10 €r0 IPUMEHEHHUIO.



