[Ipuxa3 MunucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 7 mapta 2025 r. N 100 "O6 yrBepxxaennu [Ipasui...

[Ipuka3z MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 mapta 2025 r. N 1001 "O6
yTBepxaAeHUN [IpaBuil oTIycKa J1eKapCTBEHHBIX IIPENApaTOB sl MEAUIIMHCKOTO IPUMEHEHUS allTeYHbIMU
OpraHu3alUsIMHU, UHIUBUAYATbHBIMU IPEITPUHUMATEISIMUI, UMEIOLTUMU JINLEH3UIO Ha OCYIIECTBICHUE
(dapMaLeBTUUECKOM 1eATENbHOCTH, MEAULMHCKUMYU OPTaHU3alUsIMU, UMEIOLIMMU JINLIEH3UIO Ha
OCyILLIECTBIICHHE (PapMaLeBTHUECKON JEsITEeIbHOCTH, U UX 000CO0JIEHHBIMU 110/Ipa3AeIeHUAMH,
PacroI0KEHHBIMU B CEJILCKUX HACEJIIEHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpraHU3aI1H,
[IpaBun oTmmycka HAPKOTHUECKHUX CPEJCTB M IICUXOTPOITHBIX BEUIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE
JIEKapCTBEHHBIX..."

Eil TAPAHT:

Cwm. cpaBuuTeNbHBIN aHanu3 [IpaBuit oTnycka ekapcTBeHHbIX npenaparoB 2021 u 2025 rr.

B cootBerctBuu ¢ yactsimu 2 u 3 cratbu 55 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03
"O06 oOpamieHnN JICKAPCTBEHHBIX CPelcTB", yacThio 3 crathu 12 demepanbHOro 3akoHa OT 17 ceHTAOps
1998 r. N 157-®3 "O6 ummyHompodunakTuke HHOEKIIHUOHHBIX O60ne3Hei", noanynktamu 5.2.165, 5.2.169
nu 5.2.183 nynkra 5 Ilonoxkenuns o MuHucrepctBe 3apaBooxpaHeHus Poccuiickonn ®enepanuu,
yTBepkIeHHOro nocrtaHosienrem [IpaBurensctBa Poccuiickoin ®@enepauuu ot 19 urons 2012 r. N 608,
IIPUKA3bIBAIO:

1. YTBepauTh:

[IpaBuna oTmycka J€KapCTBEHHBIX IpPENaparoB s MEAUIMHCKOIO IMPUMEHEHHS alTeYHbIMU
OpraHU3alUsIMHU, UHAUBUIYAIbHBIMH MPEIIPUHAMATEISIMHA, UMEIOIIUMU JTUIEH3UI0 Ha OCYILECTBICHHE
(dapManieBTUYECKON JIeATENIbHOCTH, MEAWLIMHCKUMH OpPraHU3alUsAMH, HWMCIOIIUMH JIMIEH3UI0 Ha
ocyllecTBlieHHE (apMaleBTUYECKOM JEATENbHOCTH, U UX 000COOJEHHBIMU MOJpa3AeiiCHUsIMH,
PacCIOJIOKEHHBIMU B CEJIbCKUX HACEIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIE OpPraHU3allUU,
cormiacHo npuioxkennio N 1 K HacTosIeMy MPUKa3zy;

[IpaBuna oTnmycka HapKOTHYECKHX CPEJCTB U IMCUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B
KauyeCTBE JIEKaPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO IIPUMEHEHUS, JIEKAPCTBEHHBIX MPENapaToB I
MEAMIIMHCKOTO TPHUMEHEHHS, COJEp)KalluX HApKOTUYECKHE CpPEICTBA U IICUXOTPOIHBIE BEIIECTBA,
COMIACHO NpuioxkeHnto N 2 K HacTosAIEMY ITPUKa3Yy;

[lopsimok ~ oTmycka  rpakJaHaM — anTE€YHbIMH  OpPraHU3alusIMH  MMMYHOOHOJIOTUYECKUX
JIEKapCTBEHHBIX MpPENapaToB Uil WMMYHONPO(UIAKTHKH COTJacHO NpuiiokeHuto N 3 K HacTosIeMy
pUKa3y.

2. IlpusHate yTpaTMBIIMM CWIy Ipuka3 MuHHCTEpCTBA 3apaBooxpaHeHus Poccuiickoit
Oenepatt ot 24 HosiOps 2021 r. N 10931 "O6 yrBepxknenun [lpaBun oTmycka JeKapCTBEHHBIX
IpenapaToB i MEOUIUHCKOTO NPUMEHEHHUS alTEeYHbIMU OpraHU3alusAMH, WHIUBUIYaIbHBIMU
NpeIPUHUMATEISIMU, UMEIOUIMMH JIMIEH3UI0 Ha OCYIIECTBICHHE (hapMalleBTUUECKON JeATeNbHOCTH,
MEIUIUHCKUMHM OpPraHU3allUsIMHM, HUMEIOIMMH JIMIIEH3UI0 Ha OCYIIECTBICHUE (apMaleBTUYECKON
NEeSATeNIbHOCTH, M UX 000COOJEHHBIMU MOApa3JeNeHusIMu (aMOynaTopusiMu, (eabAlEpCKUMU U
GbenpamepcKo-aKymepckKuMy  IIyHKTaMHu, [EeHTpaMu (OTAeNeHusMU) oOmieil BpaueOHOUW (CeMeiHOM)
MPAKTHKH), PACIOJI0KEHHBIMU B CEJILCKUX MOCETICHUSX, B KOTOPHIX OTCYTCTBYIOT allTe€YHbIe OpraHU3aluy,
a taxke lIpaBun oTmycka HapKOTMYECKHMX CPEACTB M IICUXOTPOIHBIX BELIECTB, 3apETMCTPUPOBAHHBIX B
KayeCcTBE JIEKapPCTBEHHBIX MPEnaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHUS, JIEKapCTBEHHBIX MPEenapaToB is
MEAMIMHCKOTO MPUMEHEHUS, COJIEPKAlINX HAPKOTHYECKHE CPEICTBA U IICUXOTPOIIHBIE BEIIECTBA B TOM
yucine [lopsaka oOTmycka anTeyHbIMM OpraHM3alMsIMH  HMMMYHOOMOJIOTHYECKUX  JI€KapCTBEHHBIX
npenapatoB” (3apeructpupoBad Munucrepctsom roctuiun Poccuiickoit @enepannn 30 Hos6ps 2021 r.,
peructpaionHbiiit N 66142).

3. Hacrosumii npuka3 Bcrynaer B cuiy ¢ 1 centsiops 2025 r. u geiictByet 1o 1 centsiops 2031 r.

Munuctp M.A. Myparmixo

23.01.2026 Cucrema 'APAHT 1/10


https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/411853738/0
https://internet.garant.ru/document/redirect/76844790/0
https://internet.garant.ru/document/redirect/12174909/552
https://internet.garant.ru/document/redirect/12174909/553
https://internet.garant.ru/document/redirect/12113020/1203
https://internet.garant.ru/document/redirect/70192436/152165
https://internet.garant.ru/document/redirect/70192436/152169
https://internet.garant.ru/document/redirect/70192436/152183
https://internet.garant.ru/document/redirect/70192436/0
https://internet.garant.ru/document/redirect/403136823/0

IIpuka3 MunucrepcTsa 3npaBooxpanenus Poccutickoit @enepanuu ot 7 mapta 2025 . N 1001 "O6 yrBepxaennu [Ipasui...

3apeructpupoBano B Muntocte Poccun 9 anpens 2025 r.
Perucrpanmonnsiit N 81789

Hpuiaoxenne N 1

K Nprkazy MUHHCTEPCTBA 3APaBOOXPaHEeHHUs
Poccuiickoii Pexepanuu

ot 7 mapra 2025 r. N 100n

IIpaBuaa
OTIIYCKA JIEKAPCTBEHHBIX MPENaparos AJ MeIMIUHCKOr0 NIPMMEHEeHH s ANITeYHbIMH
OPraHM3aUMAMHU, HHAUBHUAYAJIbHBIMH NPeANPUHUMATEIAMHA, HMCHIIUMH JHIEH3UI0 HA
ocylecTBieHre (apMaLeBTHYECKON A TeJbHOCTH, MEAUIMHCKMMHU OPraHu3alusiMi, UMEIIIUMH
JINIEH3UI0 HA OCylIeCTBJIeHHe (papMaLleBTHYECKOM 1eITeJIbHOCTH, M X 000C00/IeHHBIMH
noapasjaejieHusIMHU, PACI0JIOKEHHBIMHU B CeJIbCKUX HACEJEHHBIX MYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OPraHu3alumn

I. O6mme Tpe6oBaHMSA K OTHYCKY JIEKAPCTBEHHBIX MPENapaToB I MeIMIMHCKOr0 MPUMeHeHH sl

1. OTyck JieKapCTBEHHBIX MPENapaToB Ul MEAMIIMHCKOIO MPUMEHEHUs (Jajiee - JIEKapCTBEHHBIE
npenapaTbl) OCYLIECTBISAETCS aNTeUHbIMU OPTraHU3alUsAMM U WMHAWBUIYAIBHBIMU IpPEINPUHUMATENSIMY,
UMEIOUIMMH  JIMLIEH3UI0 Ha OCYLIECTBIIEHHE (apMaleBTUUYECKONW JI€ATENbHOCTH, MEAUIMHCKUMU
OpraHu3alUsIMM, UMEIOLIUMMH JIMIIEH3UI0 Ha OCYILECTBJIEHHE (DapMalleBTUUYECKON NesATEIbHOCTH, U HX
000COOJICHHBIMH TIOIPA3ACTICHUSMH, PACIOIOKEHHBIMA B CEIIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTe€uHble OpraHu3aIy (Janee - cyObeKThl PO3HUYHON TOProBiun), 6e3 perenta u (WiH) Mo
pelenTy Ha JeKapCTBEHHBIN Mpenapar, 0hOpMICHHOMY MEIUIIMHCKUMU PaOOTHUKAMU (Jajiee - pelenT), a
TaKXke M0 TPeOOBAaHUIO MEIMLMHCKONW OpraHM3allid B COOTBETCTBUHU C MYHKTOM 54 cTaTbk 4, 4acThbio |
cratbu 56 @enepanpHoro 3akoHa or 12 ampens 2010 r. N 61-®3 "O6 oOpaiieHuun JeKapCTBEHHBIX
cpeacts" (nanee - @enepanbHblif 3akoH N 61-D3).

2. Ormyck JEeKapCTBEHHBIX IpEenapaToB, M3TOTOBJIEHHBIX B alTEYHbIX OpraHU3alusX,
OCYILECTBIISIETCS C Yy4deToM [IpaBui M3roTOBIEHMS M OTIyCKa JIEKAPCTBEHHBIX IIPENapaToB JUIs
MEAMIMHCKOTO MPUMEHEHHS allTeUHbIMHM OPTaHU3alUSIMH, UMEIOIIUMHU JIMIEH3UI0 Ha (papMalleBTUYECKYIO
JEATENIBHOCTD, YTBEPXKJIEHHBIX NpuKa3oM MuHHcTEpcTBa 3apaBooxpaHeHus Poccuiickoi denepaunn ot
22 mas 2023 r. N 2491 (3apeructpupoBadn MunucrepctsoM toctunuu Poccuiickoit @enepanuu 29 mast
2023 r., peructpauonHsiii N 73564, nelictByet 1o 1 centsiops 2029 r.).

3. Ilo peuenrtaM, BBHIIMCAHHBIM Ha peleNnTypHbIX OnaHkax (opmbl N 148-1/y-88, ormyckarorcs
JIEKapCTBEHHBIE IIpenapathl, ykazaHHble B nyHkTe 9 Ilopsaka Ha3HauyeHUs JIEKApCTBEHHBIX MpPENapaTroB
JUISL  MEIULMHCKOTO TPUMEHEHMs, YTBEPXKIEHHOro IpukazoM MUHUCTEpCTBA 3/paBOOXpaHEHUs
Poccuiickoit ®@enepanun ot 24 nHostOpst 2021 r. N 10941 (3apeructpupoBaH MUHUCTEPCTBOM FOCTUIIUH
Poccuiickoit @enepaunu 30 Hosi06ps 2021 1., peructpaunoHHsiii N 66124, neiictByer no 1 mapra 2028 r.)
(manee - [lopsimok Ha3HAYCHUS).

4. Ilo peuenTam, BBIIMCAaHHBIM Ha pelenTypHbIX OmaHkax (opmbr N 148-1/y-04(11), yka3aHHBIM B
nynkre 10 [Topsaka Ha3HAYEHMS, OTITYCKAIOTCS JIEKAPCTBEHHBIE MpenapaThl, OTIyCKaeMble 0eCIUIaTHO WK
CO CKHJAKOW IpakAaHaM, MMEIOLUIMM IMpaBO Ha OOecreueHue JIEKapCTBEHHBIMM IpenapaTaMu 3a CYeT
CpeACTB OIO/KETHBIX acCUTHOBaHUH (QenepanbHOro Oro/pkeTa M OIOKETOB CyOBbeKTOB Poccuiickoi
®enepanuu (anee - JeKapcTBEHHbIE MpenaparThl, OTIycKaeMble OeCIJIaTHO HWIIM CO CKUIKOMN).

5. JIekapcTBeHHBIE IIpenapaThl, yKa3aHHbIE B ITyHKTe 3 HacToAmux [IpaBui, npeqHa3HaueHHbIE A1
rpaX<JaH, UMEIOLIUX MpaBo Ha oOecredeHrne JEKapCTBEHHBIMU IperapaTaMu, OTIIYCKaeMbIMH OeCIIaTHO
WIA CO CKHUIKOM, OTHYCKAIOTCS MPH NPEIbSABICHUM pELENTa, BHIIMCAHHOIO HAa PELENTYpHOM OJaHKe
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(dopmel N 148-1/y-88, u perenta, BBIIUCAHHOTO HAa peLenTypHoM Onanke (popmbl N 148-1/y-04(:1).

6. Ilo pemenTam, BBIMMCAaHHBIM Ha peUeNnTypHbIX Omankax Gopmel N 107-1/y, oTmyckaroTcs
JIEKapCTBEHHBIE IIpenaparsl, ykazanHusle B iyHkTe 11 [lopsaka HazHayeHus.

7. KomOMHUpOBaHHbIE JIEKAPCTBEHHBIE MTPenapaThl A1 MEAULUHCKOTO IPUMEHEHUs, COAEpIKallne
KpOME MaJIbIX KOJINYECTB HAPKOTUYECKUX CPEJCTB, IICUXOTPONHBIX BELIECTB U UX MPEKYPCOPOB IpYrue
dapmakooruyeckie akTUBHbIEC BELIECTBA, YKa3aHHbIE B ITyHKTax 3 u 6 HacToAummx [IpaBui, oTmyckatorces
CyObeKTaMH pO3HHYHOW TOPrOBIHM, IO pELENTaM, BBITUCAHHBIM Ha pEHENnTypHBIX OyaHkax (opm
N 107-1/y u N 148-1/y-88, kxpome TeX JEKapCTBEHHBIX MPEMApaTOB, KOTOPHIE OTITYCKAIOTCS O€3 perenTa.

8. Ilo peuentam B (QopMe 3IEKTPOHHOTO JOKYMEHTa C HCIIOJB30BAaHHEM YCHIJICHHON
KBJIM(UIMPOBAHHON 3IEKTPOHHON MOIMUCH MEAMIMHCKOTO pabOTHUKA, B COOTBETCTBUM C HACTHIO |
crateu 5 @enepanpHoro 3akoHa ot 6 ampens 2011 r. N 63-®3 "OO6 snexkrponHoil moxnucu" (manee -
peuent B ¢GopMe 3IIEKTPOHHOI'O JIOKYMEHTA), OTIYCKAarOTCs JIEKAPCTBEHHBIE Npernaparhl, yKa3aHHbIEC B
nyHkTax 3 - 7 Hactosmmx [lpaBui, npu npuHATAN petieHrs 00 UCIOIb30BaHUU HA TEPPUTOPUH CYOBEKTa
Poccuiickoit ®enepaunu Hapsay ¢ peLenTamMM Ha JIeKapCTBEHHbIE INpenaparbl, O(OpPMIICHHBIMH Ha
OyMa)KHOM HOCHUTEIIE, PEIETITOB Ha JIEKAPCTBEHHBIE MIPErapaThl, CPOPMHUPOBAHHBIX B (POpME SIIEKTPOHHBIX
JIOKYMEHTOB B COOTBETCTBUU C ITyHKTOM 4 cTaThu 6 @enepanbHoro 3akona N 61-D3.

9. Otnyck JeKapCTBEHHBIX IIpenapaToB, HE yKa3aHHbIX B IyHKTax 3-7 Hactosumx llpaBui, B
COOTBETCTBUM C HHCTPYKLUAMU 110 UX METULIMHCKOMY IIPUMEHEHUIO OCYILECTBIIsICTCS 0€3 pEeLenTOoB.

10. IIpu HEBO3MOKHOCTHU MPEAOCTaBICHUSI HHKYPAaOeIbHBIMU OOJIbHBIMU Ha 3aBEpPILAIOLIEM 3Tare
KHU3HHU TIOJTHOMOYMSI Ha MPaBO MOJIyYEHHsI JIKAPCTBEHHBIX IPENapaToB TaKKUe JEKapCTBEHHbIE MpernapaThl
OTIIYCKAIOTCS MHBIM JIMIIAM, OCYIIECTBISIOLIUM YXOJ 32 HUMH, IIPU NPEIBSIBICHUM OJHOBPEMEHHOIO C
peLenToOM Ha JIEKapCTBEHHBIM IpenapaT JOKyMEHTa, YIOCTOBEPSIOUIEr0 JUYHOCTh, M JIOKYMEHTa,
MOJTBEPKJIAIOLIETO HMHKYpaOelnbHOE COCTOSIHHUE OOJIBHOTO, COJIEPIKAIEero CBEIACHMSI O JIMLE, KOTOpPOe
IOJIy4aeT JIEKapCTBEHHBIE IpenapaTsl Mo peuenty (pamunus, uMs, oT4ecTBO (IIPU HAJIMYMHK), BUJ, CEpUs U
(uu) HOMEp JOKYMEHTa, YJIOCTOBEPSIOUIEr0 JIMYHOCTh), 3aBEPEHHOr0 IMOJAINUCHIO U  IEeYaThio
MEIUIIUTHCKOT0 Pa0OTHHKA, A TAKXKE MeYaThio MEAUIIMHCKOW OpraHu3aIum.

JIOKyMEHT, NOJTBEpKIAIOUINI HHKYypaOelbHOE COCTOSHHE OOJIBHOTO, OCTaeTcsi y CyObeKTa
PO3HUYHOI TOPrOBIIN.

11. OTnyck JiekapCTBEHHBIX MIPENapaToB OCYIIECTBISETCS B TEUEHUE YKa3aHHOIO B PELENTE CpoKa
€ro JENCTBHUS.

12. B cnyyae OTCYTCTBUSL y CyOBEKTa PO3HMYHOM TOProOBJIM JIEKAPCTBEHHOrO Ipernapara,
yKa3aHHOTO B pellenTe, 3a UCKIYeHnEM He0OXOAMMOCTH 3aKyNKH JIEKAPCTBEHHOTO Ipernapara, JaHHbIH
JIEKapCTBEHHBIN Ipenapar OTIYCKaeTcsl CyObEeKTOM pPO3HHYHOM TOPrOBIM B CPOK, HE IPEBBIMIAIOLIUI
necatu pabouumx JHEH ¢ JaThl OOpalleHus TpaxJaHMHAa K CYOBEKTYy pO3HHYHOM TOProBiu, 3a
WCKIIFOYEHHEM JIEKApCTBEHHOT'O TMpernapara, BBIIIMCAHHOTO Ha pelenTe ¢ MoMeTKou 'cito" (cpodHo),
KOTOPBIH OTIyCKaeTcsi B CPOK, HE MPEBBIIAIONIUI TpeX pabouux JTHEH ¢ AaThl 00palleHusl.

B cnyuae HeoOX0UMOCTH 3aKyIKH JIEKAPCTBEHHOTO Mpenapara, yKa3aHHOrO B peLEeNTe, JTaHHbIHN
JIEKapCTBEHHBIM MpernapaT OTIYCKaeTcs CYObEKTOM PO3HMYHON TOPrOBIM B CPOK, HE IPEBBIIIAIOLIHIA
TPUALIATH paboyuX JHEH ¢ JaThl OOpalleHus TpaklaHuHA K CYyObEKTY POZHHUUYHOM TOPTOBIIH.

13. B cinyyae OTCYTCTBUSL y CyOBEKTa PO3HMYHOW TOPTOBIM JIEKApPCTBEHHOI'O Ipernapara,
OTITYCKaeMOr0 3a MOJIHYI0 CTOMMOCTh, YKa3aHHOTO B perente, ohopMIEHHOM Ha pelenTypHOM OJaHKe Ha
OyMa)XHOM HOCHTEJe, pEleNnT BO3BpallaeTcs JUIy, YyKa3aHHOMY B pELeNTe, €ro 3aKOHHOMY
NPEJICTAaBUTENI0 WM JIMIlY, KOTOPOE JIUIIO, YKa3aHHOE B pELENTe, WIM €ro 3aKOHHBIN IMpeICcTaBUTENb
YIIOJIHOMOYMJIM Ha IMOJyYeHHE JIEKapCTBEHHBIX IPEraparoB, ¢ OTMETKOW Ha oOpaTHOW cTopoHe "Penent
IPUHAT Ha O0CITy)XKMBaHHe" C yKa3aHHEM JIaThl TOCTAHOBKU pEIleNTa Ha 00CITy)KUBaHHE.

B cmywae orcyrcTBUS Yy CyObeKTa pO3HHMYHOW TOProBIM JIEKAPCTBEHHOI'O IMpernapara,
OTIyCKaeMoro OEeCIUIaTHO WJIM CO CKMJKOH, YKa3aHHOrO B pelente, o(pOpMIEHHOM Ha pPELeNnTypHOM
OnmaHke Ha OyMa)XHOM HOCHTENE, peleNT BO3BpAIlaeTCs JMIlY, YKa3aHHOMY B PEIENTe, €ro 3aKOHHOMY
MPEJICTAaBUTENI0 WM JIMIY, KOTOPOE JIUIIO, YKa3aHHOE B pELENTe, WIM €ro 3aKOHHBIN IMpeICTaBUTENb
YIIOJIHOMOYMJIM Ha IMOJyYeHHE JIEKapCTBEHHBIX IMPENapaToB, ¢ OTMETKOW Ha oOpaTHOW cTopoHe "Penent
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IPUHAT Ha 00CIyXMBaHUE" C yKa3aHHWEM J1aThl IOCTAHOBKU peLENTa Ha 00CIyKUBaHUE U HOMEpaA 3alllCcH
B )KypHaJIe yyeTa PeLenTOB, HAXOJAIINXCs Ha 00CIyKUBAHUU.

[TpunsTHe Ha OOCITYy)XMBaHUE peLenTa B 3JEKTPOHHOM BHUJE OCYIIECTBISETCS B COOTBETCTBHHU C
nyHkTom 35 Hactosmux [IpaBui.

14. XKypnan yuera peuenToB, HaXOASIIUXCA HAa OOCITYXMBAHWHU, HA JICKAPCTBEHHBIC MPENapaThl,
OTITyCKaeMble OECIUIaTHO WM CO CKUIKOM, BeleTcst B CBOOOJHON (popMe B OyMaKHOM HJIU 3JIE€KTPOHHOM
BUJIE U COJIEPIKUT CIIEYIOIINE CBECHUS:

a) nata oOpalleHMs JUIA, YKa3aHHOTO B peLeNnTe, WK €ro 3aKOHHOIO MPEICTABUTENs WM JIULA,
KOTOpOE JIMI0, YKA3aHHOE B PELEITE, WIK €ro 3aKOHHBIN NPEJCTaBUTENb YIIOJHOMOYMUIN Ha MOJY4YEHHE
JIEKapCTBEHHOT0 IpernapaTra (JIEKApCTBEHHBIX IpenapaToB) K CYObEKTy PpO3HMYHOHW TOProOBIM 3a
JIEKapCTBEHHBIM MPENapaToM (JIEKapCTBEHHBIMU IIpErapaTaMHu);

0) mata u HOMep perenTa (Mpu HATNYUH);

B) /1aTa OKOHYaHUS JIEUCTBUS PELIEIITA;

I') AaTa OKOHYaHUs 00cIykuBaHUA perenta (¢ yueroM nyHkTos 11 u 12 Hactosmmx IIpasuin);

) MEXIyHAapOJHOE HEMAaTeHTOBAaHHOE HAaWMEHOBaHHE WJIM TOProBOE€ HAMMEHOBAHME
JIEKapCTBEHHOT O Npernapara (JIEKapCTBEHHBIX MPENapaToB), YKa3aHHOTO (yKa3aHHbBIX) B PEIIETITE;

e) damunusa, uMs, OT4eCTBO (IIPU HAIMYKHK) JIUIA, YKA3aHHOTO B PEIENTe, WM €ro 3aKOHHOTO
IpPEJCTaBUTEN WIN JIMIa, KOTOpOE JMIO0, YKa3aHHOE B pelenTe, WIM €ro 3aKOHHBIA NpeAcTaBUTEIb
YIIOJTHOMOYMJIM Ha MOJIY4YEeHHE JIEKapCTBEHHOT O Ipernapara (JIEKapCTBEHHBIX IIPENapaToB);

) Teae(oH JIUIA, YKa3aHHOTO B PeLENTe, WM €ro 3aKOHHOTO MPEACTaBUTENs WK JIULa, KOTOpOoe
JUIO, YKa3aHHOE B pELeNnTe, WM €ro 3aKOHHBIM MpPEeJCTaBUTENb YIOJIHOMOYMIM HAa IOJy4YEHHE
JIEKapCTBEHHOT O Npernapara (JIeKapCTBEHHBIX ITPENaparoB);

3) JaTa OINOBEIICHUS JIMIIA, YKa3aHHOTO B PELENTE, UM €ro 3aKOHHOTO IMPEICTaBUTENsI WM JIUIIA,
KOTOPOE JIMIO, YKa3aHHOE B pELeNTe, UM €ro 3aKOHHBIA MpPEeJCTaBUTEIb YIIOJIHOMOYMIM Ha MOJIy4YEeHUE
JIEKapCTBEHHOI'0 IpernapaTa (JEKapCTBEHHbIX MpPEnaparoB) O MOCTYIUIEHHH JIEKapCTBEHHOI'O IpernapaTa
(JIekapCTBEHHBIX MPENApaToB);

M) JlaTa OTIycKa JIEKapCTBEHHOIO MpernapaTa (J1eKapCTBEHHBIX MIPernapaToB);

K) TOAMMCH JIMLA, TOJyYUBIIETO JIEKAPCTBEHHBIM Mpenapar (JIeKapcTBEHHbIE NpenapaTsl) (B
Cllydae BEeJIeHUS JKypHaja y4eTa pelenToB, HaXOoAAIUXCsl Ha 00CTyKMBaHUU Ha OyMa)KHOM HOCHUTEIE).

15. JlekapcTBeHHBIE Mpenaparhbl, OTIyCKaeMble OECIUIATHO MM CO CKHJKOH, MO pelenTam,
HaXOJAIIMMCA Ha OOCIYy)XMBaHUM Y OJHUX CYOBEKTOB PO3HUYHOW TOPIOBIH, PACHOJIOKEHHBIMH Ha
Tepputopun cyowrekta Poccuiickoit deneparnun, B KOTOpoM ohopMIIeH pelentT B (HopMe 3JIEKTPOHHOTO
JIOKYMEHTA, OTITYCKAIOTCS MHBIMH CYOBEKTaMU PO3HUYHON TOPTOBJIM, PACHOIOKEHHBIMU Ha TEPPUTOPUU
Toro e cyowekrta Poccuiickoii @enepanun, C BHECEHHEM CBEJCHMH B TOCYJapCTBEHHYIO
uHopmanmoHHyl0 cuctemy B cdepe 3apaBooxpaHeHHsT cyObekTa Poccuiickoit deneparuu, B
COOTBETCTBUM C To/nyHkToM "e" myHkra 3 IlomoxkeHust 0 eAMHOM rocyapcTBeHHOW MH(OPMAIMOHHON
cucteMe B cdepe 3apaBOOXpaHEHUs, yTBEpKIeHHOro rnocraHorienueM [IpaBurensctBa Poccuiickoit
Oeneparun ot 9 ¢epans 2022 r. N 140 "O eauHoii rocynapcTBeHHONH MH(POPMALMOHHOM cUCTEME B
cthepe 3apaBooxpanenus" (mamee - [lomoxenue), a CyObEKTOM PO3HUYHOM TOPTOBIIM, TOCTABUBIINM
peuenTt Ha OoOCIy)XHBaHUE, - CO CHATHEM TaKOro pelernTta ¢ oOCIy)KMBAaHHS U BHECEHHUEM CBEJCHHUN B
JKYpHaJI yueTa pelenToB, HaXOAIIMXCS Ha 00CITy)KMBaHHUH.

16. Ilpym moCTyIUIEHUM JIEKapCTBEHHOTO Mperapara CyObeKT PO3HHYHOH TOProBIM B TEUYEHHE
OJIHOTO pabouero 1HsA, CO AHS TMOCTYIUIEHHS JIEKAPCTBEHHOrO Mpernapara, yKa3aHHOro B IyHKTe 13
HacTtosAammx [IpaBuil, yBeTOMIISET JIMLIO, YKA3aHHOE B PELENTE, €r0 3aKOHHOI'O NPEICTaBUTEINS WIN JIMILIO,
KOTOpOE JIUI0, YKAa3aHHOE B PELENTE, WIK €ro 3aKOHHBIN MPEeJCTaBUTENb YIIOJHOMOYMUIN Ha MOJy4YeHHE
JIEKapCTBEHHBIX MPENaparoB, O MOCTYIUICHUH JIEKAPCTBEHHOI'O Mpernapara, B YCTHOH (opme oCpeacTBOM
Tene@oHHOM cBs3u U (nnn) nocpeactsoM CMC-coobmieHns Ha HoMep TelaeoHa, YKa3aHHBIA B )KypHaje
ydeTa peLenToB, HaXOIUXCS Ha OOCIY>KUBAaHHM, WM IMOJYYEHHBIH OT JIMIA, YKa3aHHOTO B peELENTe,
WIM €ro 3aKOHHOTO IMPEICTAaBUTENs WU JIMIA, KOTOPOE JIUI0, YKa3aHHOE B PELENTe, WIN €ro 3aKOHHBIN
IpeCTaBUTEINb YIIOJTHOMOUYMIN Ha MOJIy4YeHHE JIEKapCTBEHHOTO Mpernapara (JeKapCTBEHHbBIX IPenapaToB).
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17. JlekapcTBeHHBIE Ipenaparbl OTIYCKAKOTCS B KOJIMYECTBE, YKa3aHHOM B pELENTe, 3a
UCKJTIOYCHHEM CIy4yaeB, KOTJa JIJsl JIEKapCTBEHHOTO Mpenapara yCTaHOBJICHO KOJIMYECTBO, KOTOPOE MOXKET
OBIThH BBINKMCAHO B OJJHOM PELIENITE, B COOTBETCTBUMU € IyHKTOM 13 Ilopsaaka Ha3HaueHus.

[Ipy npenbsBiIeHUH peUenTa C MOPEBBIIIEHHEM IMPEJEeNbHO  JOMYCTUMOIO  KOJUYECTBa
JIEKapCTBEHHOTO TpernapaTa, KOTOpPOe IOMYyCKaeTcsi B OJHOM perente, (papManeBTHYecKuid pabOTHUK
OTIIYyCKaeT yKa3aHHOMY JIUIly YCTaHOBJIEHHOE COOTBETCTBEHHO NPEIEIbHO JOMYCTUMOE KOJIHMYECTBO
JIEKapCTBEHHOTO Tpernapara, C IMPOCTaBICHUEM COOTBETCTBYIOIIEH OTMETKHM B pelente o0 OTIycke
JIEKapCTBEHHOT'O Tpernapara.

[lpy Hamuuum y CcyOBEKTa PO3HHUYHOW TOPrOBIM JIEKAPCTBEHHOTO Mpenapara ¢ J03HUPOBKO,
OTJIMYHON OT JO3MPOBKU JICKAPCTBEHHOI'O IIperapara, YKa3aHHOH B peLeNTe, OTIYCK HMEIOLIErocs
JIEKapCTBEHHOI'0 Ipernapara J0IycKaeTcs, €Clu J03UpPOBKa TAKOrO JIEKAPCTBEHHOr'O Iperapara MEHbIIE
JO3UPOBKH, YyKa3aHHOW B penente. B TakoMm ciydae oOCYHIECTBIISETCS IepecdyeT KOJIMYecTBa
JIEKapCTBEHHOI'0 IIperapara ¢ y4eToM Kypca JICUEHHUs], yKa3aHHOT'O B peLeITe.

18. OTmyck JeKapCTBEHHOIO TMperapara OCYIIECTBISETCS B MEPBHUYHON M (WIM) BTOPUYHOU
(MOTpeOUTENBCKOM) yIaKOBKaX MPH HAIMYMKA MapKUPOBKH, KOTOpas OTBEYaeT TpeOOBaHMUAM cTaTbu 46
®enepanbHoro 3akoHa N 61-D3.

19. Ilpu oTmycke JEKapCTBEHHBIX MpPENapaToB IO peUenTy, OQOpMIECHHOMY Ha PelenTypHOM
Onanke Ha OyMa)kHOM HocuTene, (papMaleBTUUYECKHI paOOTHUK MPOCTABIsSET OTMETKY Ha pelente o0
OTITYCKE JIEKapCTBEHHOT O npenapara "JlekapcTBeHHBIN IIpenapaT OTHYLIEH" U C YKa3aHUEM:

a) HaAMMEHOBaHUSl CyOBbEKTa PO3ZHUYHOW TOProBiu (haMuiInH, UMEHHU, OT4ecTBa (IIPH HAIUYHUH)
VHAUBUIYaJIbHOTO MPEAIPUHUMATE);

0) TOproBOro HaMMEHOBaHUs (32 MCKIIOYEHHEM JICKAPCTBEHHBIX MpENapaTroB, W3TOTOBICHHBIX B
anTeYyHOM OpraHu3alun), 103MPOBKH U KOJIMYECTBA OTIIYILIEHHOT'O JIEKAPCTBEHHOTO Mpenapara;

B) amMmIIMK, UIMEHH, OTYECTBA (IIPU HAJIMYMU) MEIUIIMHCKOTO paOOTHUKA B cllydyae, YKa3aHHOM B
ab3aue Tpetbem nynkra 20 Hactoauwmx [Ipasun;

r) amunuu, UMeHHu, oTdyecTBa (MpU HAIMYUM) (HapMaleBTHUECKOro pabOTHMKA, OTIIYCTHUBIIETO
JIEKapCTBEHHBIH Mpenapar, U ero MoAMuCH;

) JaThl OTITyCKa JIEKapCTBEHHOI'O IpenapaTa.

20. Tlpu oTmycke JEeKapCTBEHHBIX IIPENapaToB IO PELENTy, BHIIMCAHHOMY Ha peLenTypHOM
6manke (Gopmbl N 107-1/y co cpokoM AEHCTBUS [0 OJHOIO roja, B KOTOPOM YKa3zaHbl NEPHOABI U
KOJIMYECTBO OTIIyCKa JIEKapCTBEHHOIO Ipemnaparta (B KaKIblil MEpUON), PELENT BO3BpalLlaeTcs JIHILY,
npruoOpeTarolieMy JeKapCTBEeHHBIH Mpenapar, ¢ OTMETKON, cojiepikalleil CBeJIeHHs], yKa3aHHbIe B ITYHKTE
19 Hacrosmumx IIpasui.

[Tpu ouepeaHoM oOpalieHUU JMIAa K CYOBEKTY PO3HMYHOW TOPrOBIM C JAHHBIM PpELENTOM
YUUTBHIBAIOTCS OTMETKHM O MPEAbLAYIIEM OTIYCKE JIEKApCTBEHHOrO Ipernapara 1o TakoMy pelenTy U B
cillyyae TNpPHOOpeTeHHs JIMIIOM  KOJIHMYEeCTBAa JIGKAPCTBEHHOTO  Mpemapara, COOTBETCTBYIOILETO
MaKCHMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM paOOTHUKOM B peleNTe, a TAK)KE 10 UCTCUEHUHU
CpOKa JIeHCTBMs peleNnTa, Ha perente mpocraisercss mramn "JlekapcTBeHHBIN mpemapar oTmymieH" u
peLenT BO3BpaIaeTcs JUILY.

EnvHOBpeMeHHBI OTHYCK JIEKapCTBEHHOTO IMIperapara IO peLenTy, BbIMUCAHHOMY Ha
peuentypaoMm Omanke Gopmbl N 107-1/y co cpokoMm IeWCTBHS 10 OJHOTO Toja, B KOTOPOM YyKa3aHbI
NEpUOABI OTIIyCKa JEKaPCTBEHHOIO Mpernapara U KOJIU4eCTBO, OTIIYCKaeMOTr'0 JIEKAPCTBEHHOIO Ipernapara
(B KaXKIbIi TepUO.T), AOMYCKAaeTCs TOJIBKO MO COTJIACOBAHUIO C MEIUIIMHCKUM PaOOTHHUKOM, BBHITUCABIINM
pELENT.

21. Tlpu oTmycke JeKapCTBEHHBIX IPENapaToB IO PELENTy, BHIIMCAHHOMY Ha peLenTypHOM
onanke Gopmbr N 148-1/y-04(1), 3amoMHEHHBI KOPEUIOK TaKOTO PeHenTypHOro OllaHKa mepenaercs
dapmalieBTUYECKUM pabOTHUKOM JIHILY, pHoOpeTaromeMy (IoJIyqarlieMy) JeKapCTBEHHbIE Tpenaparhl.

22. OcratoTcsi M XpaHATCA y CyObeKTa pO3HHYHOM TOPrOBIAM perentsl (C OTMETKOM
"JlexkapCTBEHHBIH Npenapar oTmyieH") Ha:

a) JeKapCTBEHHBIE MPEenapaThl, OTIyCKaeMble OECIIATHO WM CO CKUIKOMU, - B TEUEHHE TPEX JIET;
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0) JIeKapCTBEHHBIE IIpenapaThl, OTHOCAILIMECS IO aHATOMO-TEPaleBTHYECKO-XUMHUUYECKOM
Kiaccuukanumu, peKoMeHJI0BaHHOW BcemupHo# opranmsanuei 3apaBooxpaneHus (maiee - ATX), k
anturncuxorudyeckum cpencteam  (kog mo ATX NOS5SA), ankcuonmutukam (kog mo ATX NOSB),
CHOTBOPHBIM M ceatuBHBIM cpeacTtBaM (ko o ATX NO5SC), antuaenpeccantam (kog mo ATX NO6A) u
HE MOJUIeXkKAIINE ITPEIMETHO-KOJINUYECTBEHHOMY yUETy, - B TEUEHUE TPEX MECSLIEB.

23. Peunentsl, He yKazaHHble B InyHkTe 22 Hactosmux [IpaBui, oTMedaroTCs IITaMIIOM
"JlekapCTBEHHBII Tpenapar OTHYyHICeH" W BO3BpAINAIOTCS JHIy, IpuolperaronieMy (MOIydaronemMy)
JIeKapCTBEHHBIN Mpemnapar.

24. PenenTsl, BbIIUCAaHHBIE ¢ HapylieHueM [lopsiika Ha3HauyeHHs, B TOM YKCIIE B OTHOIICHUH
JICKapCTBEHHBIX IIPENapaToB, KOTOPbIE B COOTBETCTBUM C MHCTPYKIUSMHU 10 HX MEIUIIMHCKOMY
MPUMEHEHHUIO TPEHA3HAYEHBI JIJIi TPUMEHEHUS TOJBKO B MEIUIIMHCKUX OpraHU3alusaX B CTAllMOHAPHBIX
YCJIOBHSIX | (MJIM) B YCIOBUSX JHEBHOTO CTAallMOHApA, OTMEYAroTCs mramiioM "Perent HeaeiicTButeneH" u
BO3BpAIAIOTCS JUILY, IPEICTABUBIIEMY PELIEHT.

25. B 0060co0ieHHOM MOApa3AeNeHUN MEIUIIMHCKOW OpraHu3aiuu 00ecrnednBaroTCs YCIOBUS
COXPaHHOCTH OCTaBJICHHBIX HA XpaHEHHE PELIENITOB Ha JIEKAPCTBEHHbIE Iperaparhl.

PenienTel Ha neKkapcTBEHHBIC MpemapaThl, MOMJEKAIIUEe MMPEIMETHO-KOJIMYECTBEHHOMY YYeTy,
JIEKapCTBEHHBIE MPENapaThl, OTIyCKaeMble OECIUIaTHO HJIM CO CKHJIKOH, €KEMECSYHO IMepelaroTcs U3
000COOJICHHBIX — TMOApA3JEeNCHU  MEOUIMHCKUX  OpraHuM3aluii B  MEIWLUHCKHE  OpraHu3aluu,
CTPYKTYPHBIMU [OAPA3JIEIEHUSIMU KOTOPBIX OHHU SIBJISIIOTCS, JIS IOCIEAYIOLIET0 XPaHEHHUS.

26. Ilpu ormycke JeKapCTBEHHOTO mpenapara (apMaleBTUYeCKUuil paOOTHUK WM PaOOTHUK
MEJIUIIMHCKON OpraHu3anuu (000co0JIEHHOTO TOApa3IeICHI MEIUIIMHCKON OpraHu3aIuy) HHGopMupyer
auno, npuoOpeTaromiee (Moiydaroiiee) JEeKapcCTBEHHBIM Mpemapar, O peXHMe U J103aX €ro mpuema,
npaBuUjaX XpaHEHWUs] B JIOMAlIHUX YCIOBUAX, O B3aUMOJCHCTBUM C JPYTUMHU JIEKAPCTBEHHBIMU
npenapaTami.

27. Ilpu OTIyCcKe JIEKApCTBEHHOTO TNperapara (apManeBTHICCKUl PaOOTHHK WIH PaOOTHUK
MEAUIIMHCKONW opranmu3anuu (000COOJICHHOTO MOApa3/ieieHHs] METUIIMHCKOM OpraHu3allii) He BIIpaBe
IPEIOCTaBIATh HEAOCTOBEPHYI0 M (WJIM) HENOJHYI0 HH(OpMalMI0 O HAJIWYUM JIEKapCTBEHHBIX
NpenaparoB, BKJIKOYas JICKAPCTBEHHBIE MpEnapaThl, HMEIONIME OJMHAKOBOE  MEXKIYHApOIHOE
HEMaTeHTOBAaHHOE HAaWMEHOBAaHHME, B TOM YHCII€ CKPBIBaTh WMH(OPMAIUMI0O O HAJTWYUU JIEKaPCTBEHHBIX
IpenapaToB, HMEIOIUX 0oJiee HU3KYIO LIEHY B COOTBETCTBHH CO cTaTheil 74 denepalbHOTO 3aKoHa OT 21
HOs10pst 2011 1. N 323-D3 "O06 ocHOBax oXpaHbl 370pOBbs rpakaan B Poccuiickoit deneparun’.

28. 3ampemiaercsi OTHYCK JIEKAPCTBEHHBIX IPENaparoB, YKa3aHHbIX B crathe 57 deneparbHOro
3akoHa N 61-D3.

29. 3Bampemiaercss pa3leibHBIM  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOASIIMX B COCTaB
JIEKapCTBEHHOTI'0 Iperapara, U3roTaBIuBaeMoro cyobeKToM pO3ZHUYHONW TOPTOBIIH.

II. TpeGoBaHusA K OTIYCKY JIEKAPCTBEHHBIX MPENAPaTOB 10 TPeOOBAHNIO MEeAUIIMHCKOI
OpPraHu3aumnu

30. Hns oOecrnieuyeHust JeueOHOTO TMpoliecca B MEIUIMHCKONM OpraHu3alMd  anTeyHOU
OpraHu3aled, SABJISAIOMICHCS CTPYKTYPHBIM MOJApA3ACICHUEM TaKOW MEAUIMHCKON OpraHu3aluu,
OCYILECTBIISICTCS OTIYCK JMOO HM3rOTOBJIEHHE M OTIYCK JIEKApPCTBEHHBIX INpenapaToB HAa OCHOBAHUU
TpeOOBaHUS MEIULIMHCKON OpraHu3alllu.

MenuuuHcKasi OopraHu3anus BIIpaBe OOpPaTUTHCS B ANTEYHYIO OPraHU3aLMIO, HE SBISIOIIYIOCS
CTPYKTYPHBIM IOJAPA3JIECICHUEM TAKOM MEIUIMHCKOW OPraHU3alllH C LEJIbK0 HW3TOTOBJIEHUS U OTITYCKa
JIEKapCTBEHHBIX INpernapaToB Ha OCHOBAHMM TPEOOBAaHMS MEIUIIMHCKOW OpraHM3allid, B TOM YHCIE MpPHU
OTCYTCTBHM BO3MO>XKHOCTH H3TOTOBJIEHHUS OTJAEIBHBIX BHJIOB JIEKAPCTBEHHBIX IMPENAPATOB B ANTEYHOU
OpraHu3alyy, SBISAIOLIENC CTPYKTYPHBIM IOApa3AeICHUEM MEIUIUHCKON OpraHu3aliy.

31. Xpanenue TpebOBaHUN MEAUIIMHCKOW OpraHU3allH, 10 KOTOPHIM OTIYILIEHbI JIEKAPCTBEHHbBIE
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npenaparbl, OCYIIECTBISECTCS aNTEYHOM OpraHU3alMel B COOTBETCTBHUM C IYHKTOM 22 HACTOSIIHUX
[TpaBuit.

32. Hapymuienue 1e10CTHOCTHA EPBUYHON YITAKOBKH JICKAPCTBEHHOT'O Mperapara Mpu ero OTIycKe
1o TpeOOBAHUIO METUIIMHCKOM OpraHn3aluy JOIyCKAeTCsl aTeYHOM OpraHu3alyei, UMEIoIIeH JIULEH3UIO
Ha (apMaleBTUYECKYIO ICATEIHHOCTh C MPABOM M3TOTOBJICHHUS JICKAPCTBEHHBIX MIPEIapaToB.

B Takom ciayyae OTHYCK JI€KapCTBEHHOTO Ipemapara OCYIIECTBISETCS B YIaKOBKE C
MPEJI0CTaBICHUEM HHCTPYKIHUHM (KONMUU MHCTPYKIHMHK) MO MPUMEHEHHIO OTIYCKAEMOT'O JIEKAPCTBEHHOTO
npernapara.

III. OTnyck JekapcTBeHHBIX NPENapaToB 10 penenTam B (popMe 3JIEKTPOHHOI0 IOKYMeHTAa

33. OTmyck JIeKapCTBEHHBIX IpenapaTroB B ()OpME IEKTPOHHOI'O JOKYMEHTa OCYILECTBIIAETCS
CyObeKTaMu PO3HUYHOM TOPTOBIIH, PACIIOIOKEHHBIMU Ha TeppuTopun cyonhekTa Poccuiickoit deneparum,
B KOTOPOM O(OpMJIEH pelent B popMe 3JIEKTPOHHOTO JOKYMEHTA, B CIIydae MPUHATHS YIOJTHOMOYEHHBIM
OpraHOM HCIOJHHUTENBHON BiacTu cyObekra Poccuiickoit ®dexepannuy B COOTBETCTBHHM C ITYHKTOM 4
cratbu 6 @enepanbHoro 3akoHa N 61-D3 pemeHuss 00 HCIOJNB30BaHUM Ha TEPPUTOPUU CyOBEKTa
Poccuiickoit ®enepannu Hapsay ¢ peuenTamMH Ha JIEKapCTBEHHBIE Tpemnaparbl, OpOpMIICHHBIMH Ha
OyMa)KHOM HOCHUTEJIE, PELIENITOB Ha JIEKAPCTBEHHBIE IIpenapaThl, CHOPMUPOBAHHBIX B (hOpME 3JIEKTPOHHBIX
JIOKYMEHTOB.

34. Otmyck JeKapcTBEHHBIX IpenapaToB IO penentam B (opMe 3JIEeKTPOHHOIO JOKyMEHTa
OCYILIECTBIISIETCS JIUMIy, YKAa3aHHOMY B peLEeNTe, JU00 €ro 3aKOHHOMY MpEACTaBUTEN0, JHOO0 JHILY,
KOTOpO€ JIMI0, YKAa3aHHOE B PELENTE, WINA €ro 3aKOHHBIN IPEJCTABUTENb YIIOTHOMOYMIN Ha IOJIYYCHHE
JIEKapCTBEHHBIX MIPENapaToB.

35. B ciydae oTCyTCTBUS JIEKAPCTBEHHOI'O Iperapara CyObeKT pPO3HHMYHOW TOPIOBJIM BHOCUT B
roCyJapCTBEHHYI0 HWH(MOPMAIMOHHYIO CHCTEeMY B cdepe 3mpaBooxpaHeHus cyobekta Poccuiickoit
Oenepanii  CBeJIEHUsI, B COOTBETCTBHHM ¢ mnoamyHkrom '"e" mynkra 3 Ilomoxenus, 00 OTCYTCTBUU
JIEKapCTBEHHOI'0 IpernapaTa, yKa3aHHOTO B pelente B (opMe 3JIEKTPOHHOIO JOKYMEHTA, C yKa3aHHWEM
JIaThl TIOCTAHOBKY peLeNnTa Ha 00CIyXUBaHUE, a Ul pelenTa Ha JIEKapCTBEHHBIN Mpenapar, OTIYCKaeMblIi
OecryiaTHO WJIM CO CKMJIKOM - TakKe€ HOMepa 3alllCH B JKypHaje ydeTa pPEeLENTOB, HAXOIALIMXCi Ha
00CITyKUBaHUU.

[Tpu mocTyrieHUH JIEKapCTBEHHOTO Mpenapara CyObeKT pPO3ZHUYHOW TOPrOBIM B TEYEHHE OJHOIO
pabouero THS cO JIHS MOCTYIUIEHHUS JIEKapCTBEHHOIO MpernapaTa, YKa3aHHOTO B MyHKTe |3 HacTosmux
[IpaBui, yBeAOMIIIE€T JIMIIO, YKa3aHHOE B PELENTEe, €ro 3aKOHHOI'O IPEACTaBUTENS WIM JIMIO, KOTOpOe
JUIO, YKa3aHHOE B pELENTe, WM €ro 3aKOHHBIM IPEACTaBUTENb YIOJIHOMOYMIM Ha IIOJIY4YEHHE
JIEKapCTBEHHBIX IPENaparoB, O MOCTYIUIEHUH JIEKAPCTBEHHOI'O Mpenapara, B yCTHOU (popMe MoCpeICTBOM
tesneoHHOM cBsA3M U (wnn) nocpeactBoM CMC-coobuieHust Ha Homep TesnedoHa, yKa3aHHBIM B )KypHaie
yueTa pelenToB, HaXOSAIIMUXCS Ha OOCITYKMBAaHUH, WM IMOJIyYEHHBIH OT JIMIIA, YKa3aHHOTO B pELEINTe,
WIM €r0 3aKOHHOI'O IMPEICTaBUTENS WM JIMLA, KOTOPOE JUI0, YKa3aHHOE B PELENTE, WM €r0 3aKOHHBIN
IpEeJICTaBUTEIb YIIOJTHOMOYMIIU Ha MOJy4Y€HHeE JIEKapCTBEHHOTO Mpenapara (JIeKapCTBEHHBIX MPENapaToB).

puioxenne N 2

K IIpyKkazy MUHHCTEPCTBA 3PaBOOXPAHECHHS
Poccuiickoii Peaepannu

ot 7 maprta 2025 r. N 100H

IIpaBuia
OTIyCKA HAPKOTHYECKUX CPEACTB U NCUXOTPOINHBIX BEelIECTB, 3aPEeriCTPHPOBAHHBIX B Ka4ecTBe
JIEKAPCTBEHHBIX NMPENapaToB AJIsi MEeAULUHCKOr0 IPMMEHEHHs, JIEKAPCTBEHHBIX NPenaparTos s
MEIMUHHCKOr0 NPUMEHEHH , COAEPKALMX HAPKOTHYECKHE CPEACTBA H IICUXOTPONHbIE BellecTBa
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1. OTyck HapKOTUYECKHX CPEACTB M MCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAUECTBE
JIEKapCTBEHHBIX IIPENapaToB Ul MEIUIMHCKOTO IPUMEHEHHUs, JIEKApCTBEHHBIX IpPENaparoB s
MEAMIMHCKOTO MPUMEHEHHS, COAepKAIIUX HAPKOTUYECKUE CPECTBA U NICUXOTPOIHBIE BellecTBa (j1aee -
JIEKapCTBEHHBIE MPENapaThl), BKIIOUEHHBIX B [lepeueHb HApKOTUYECKUX CPENICTB, ICUXOTPOIHBIX BELLIECTB
U UX IPEKYypCOpPOB, MOIEKAINX KOHTPOIItO B Poccuiickoit deneparinu, yTBEpKACHHBIN 10CTAHOBIEHUEM
[IpaBurensctBa Poccuiickoit @eaepannn ot 30 urons 1998 r. N 681 (nanee - [lepeuensn), ocymiecTBiaseTcs
anTeYHbIMHU OpPTaHU3ALUAMU, MEAUIIMHCKUMHI OpPraHU3alMsIMU U UX 000COOJICHHBIMH MOJpa3AeICHUIMH,
PAacIOJIOKEHHBIMU B CEJIBCKUX HACEJIEHHBIX IIYHKTAX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpPraHU3alUH,
UMEIOUIUMH  JIMIEH3UI0 Ha (apManeBTUYECKYI0 [JEeATENbHOCTh M JESATeNIbHOCTh 10  000poTYy
HapKOTUYECKUX  CPEJCTB, IICUXOTPONHBIX BEIIECTB U HUX IMPEKypcoOpoB, KYyJIbTUBUPOBAHUIO
HapKOCOAepKallluX pacTeHUl (lanee - cyObeKTbl POZHUYHOW TOPTOBIIM) MO PELENTy Ha JIeKapCTBEHHBII
npenapart, oGpopMICHHOMY MEAMLIMHCKUMH PAOOTHUKAMH (Jlajiee - pEIenT), a TaKke MO0 TPeOOBaHUIO
MEJIUIIMHCKON OpPraHu3allMy B COOTBETCTBUM C NTYHKTOM 54 ctaThbu 4, yacTbio | ctateu 56 denepaibHOro
3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 oOparieHun JIeKapcTBEHHBIX CpencTB" U MyHKTOM | cTtaThu 25
®epnepanpHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®@3 "O HapKOTHYECKMX CPEICTBAX U ICUXOTPOIHBIX
BellecTax".

OTnyck  JIeKapCTBEHHBIX  IpENapaToB, HW3rOTOBJIEHHBIX B  aNTEYHbIX  OPraHU3aLUsX,
OCYILIECTBIISIETCS C YYE€TOM IIpaBUJI H3TOTOBJIEHUS U OTIYCKa JIEKapCTBEHHBIX IIPErnapaTroB JUis
MEAMIIMHCKOTO MPUMEHEHHS aTeUHbIMH OPTaHU3alUSIMH, UMEIOIIMMH JIUICH3UIO Ha (papMaIieBTHYECKYIO
JIeATEIbHOCTh, YTBEPKICHHBIX Ipukazom MuHHCTEepcTBa 3apaBooxpaHenus Poccuiickon denepanuu oT
22 mas 2023 r. N 2491 "OO0 yTBep:K/IeHUU MPaBUJI U3TOTOBJICHUS U OTIYCKa JIEKAPCTBEHHBIX MPENapaToB
JUISL  MEIUUMHCKOTO INPUMEHEHHUS AaNTeYHbIMU  OpraHu3alusMH, UMEIOUIMMH  JIMLIEH3UI0  Ha
dbapMalleBTUYECKYIO0  JeATeIbHOCTh"  (3aperucTpupoBaH MuHHCTEpPCTBOM rocTHIMH  Poccuiickoii
®enepanuu 29 mas 2023 r., peructpaunonusiii N 73564, neiictByet 10 1 centsiops 2029 r.).

2. Tlo peuentaM Ha cCHeHMUANTbHBIX pelenTypHbIX Onankax (opmer N 107/y-HIT unm penentam,
chopmupoBaHHbIM B (opmMe  DIEKTPOHHBIX  JOKYMEHTOB C  HCIOJb30BAHMEM  YCUJICHHOM
KBAJTM(HULIUPOBAHHON 3JIEKTPOHHON MOJMKCH Jevallero Bpaya Wid ¢espimepa, akylepku, Ha KOTOPBIX
BO3JI0KEHBI (DYHKIIMH JIEYaIllero Bpaya, OTIYCKaloTCs JIEKapCTBEHHbIE Mpenapathl, BKIIOUeHHbIE B CIIMCOK
HapKOTHUYECKUX CPEACTB M TICUXOTPOMHBIX BEIIECTB, 00OpPOT KOTOphIX B Poccuiickoit ®Penepanuu
OTpaHMYEH W B OTHOUIEHHMH KOTOPBIX YCTaHABIMBAIOTCS MEpPbl KOHTPOJSI B COOTBETCTBUH C
3aKoHOAaTenbCTBOM Poccuiickon denepannu U MeXAyHapoaHeIMU JoroBopamu Poccuiickoit denepannun
(criucox II) Ilepeuns (manmee - cnmcok II), 3a MCKIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB, Ha3HAYEHHE
KOTOPBIX opopmIIsieTcs Ha pelenTypHbIX 0ankax Gopmer N 148-1/y-88.

3. Ilo peuenrtaM, BBHIIMCAHHBIM Ha peleNTypHbIX OnaHkax (opmbl N 148-1/y-88, ormyckarorcs
JIEKapCTBEHHBIE IIpenapathl, ykazaHHble B NyHkTe 9 Ilopsaka Ha3HaueHUs JIEKApCTBEHHBIX MpPENapaToB
JUISL  MEIULMHCKOTO TPUMEHEHMs, YTBEPXKIEHHOTO IpukazoM MUHUCTEpCTBA 3/1paBOOXpPaHEHUs
Poccuiickoit ®@eneparun ot 24 nHostOpst 2021 r. N 10941 (3apeructpupoBaH MUHUCTEPCTBOM FOCTUIIUH
Poccuiickoit @enepanuu 30 Hos6pst 2021 r., peructpaunonHsii N 66124, neiictsyer 1o 1 mapra 2028 r.).

4. Ilpn ortmycke nexkapCTBEHHOro mpenapara cnucka [l Ha penenrte mnpocTaBisieTcs IedaTh
CcyOBeKTa pO3ZHMYHON TOPTOBJIM, B KOTOPOM YKa3aHO €ro MOJHOE HAaMMEHOBaHUE (TIPU HAJTMYUH TIEYaTH).

5. OcratoTcst W XpaHATCS Yy CyObEKTa pPO3HMYHOM TOPTrOBIM peUenTsl (C OTMETKOH
"JlexkapcTBEHHBIH Mpenapar oTnyIleH") Ha:

a) JIEKapCTBEHHbIE Ipenaparsl crnucka lI, JiekapcTBEHHBIE Mpenaparbl, BKIOUEeHHbIE B CIHMCOK
MICUXOTPONHBIX BEIIECTB, 000pOoT KOTOpHIX B Poccuiickoit deneparuu orpaHuyYeH W B OTHOIICHUU
KOTOPBIX JOIYCKAETCS] UCKIIOYEHHE HEKOTOPHIX MEpP KOHTPOJISI B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanun U MeXIyHapoIHbIMH goroBopamu Poccuiickoit ®enepanuu (crivcox III),
[Tepeuns (nanee - cnucok III) - B Teuenue nsAtu ner;

0) JeKapCTBEHHBIE Mpemnaparbl, cojAepiKalllie HAapKOTUYECKUE CpPEeJCTBAa WM MCUXOTPOIHBIE
BEIllECTBA, BKIIOYEHHble B crucok Il wm crwmcok IIl, M3roToBIEHHBIE aNTE4YHOW OpPraHU3aLUEH,
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JIEKapCTBEHHBIE NPENapaThl, MOAJIEKALME IPEIMETHO-KOIMUYECTBEHHOMY YUETY, - B TEYEHHUE TPEX JIET.

6. JlekapcTBeHHbIE Ipemnaparbl, yKa3aHHble B IyHKTe 4 Hacroaummx [IpaBui, oTmyckaemsble
OecrulaTHO WMJIM CO CKHUJKOW TpakJaaHaMm, HMMEIOUIMM TIpaBO Ha oOecreueHne JeKapCTBEHHBIMU
npenapaTaMM 3a C4YeT CpeACTB OO/UKETHBIX ACCUTHOBAHUHM (enepanbHOro Orojkera U OHOIKETOB
cyobektoB Poccuiickoit ®depepanuu, OTHYCKAIOTCS TNPH MPEIBSIBICHUH peuenTta, o(QpOpMICHHOTO Ha
penentypaoM 6manke Gopmer N 148-1/y-88, u penenta, 0ohOpPMIICHHOTO Ha pelENTYpPHOM OJIaHKe (hOpMBbI
N 148-1/y-04(x).

7. OTnyck HapKOTMYECKMX M IICHUXOTPOIIHBIX JICKAPCTBEHHBIX IIPENapaToB OCYIIECTBIIAETCS
(dapMalieBTUYECKUMU M MEJUIIMHCKUMHU pPaOOTHUKAMH, 3aHMMAIOLUIMMU JIOJDKHOCTH, BKIIIOYCHHBIC B
IepeveHb JOJDKHOCTEH (hapMaleBTHUECKUX M MEIUIMHCKUX PAOOTHUKOB B OpPraHU3alUsAX, KOTOPBIM
IPEIOCTABIEHO INIPAaBO OTIYyCKa HApKOTUYECKUX JIEKApCTBEHHBIX MPENaparoB M ICUXOTPONHbIX
JIEKapCTBEHHBIX IIpenaparoB (U3MYECKUM JIMLAM, YTBEpXKAEHHBIH npukazoMm Munsapasa Poccumn ot 7
centsopss 2016 r. N 6811 (3apeructpupoBaHn MuHmcTepcTBoM toctuniuu Poccwmiickoit ®Deneparnum 21
ceHTsa0ps 2016 r., peructpannonHbiii N 43748).

8. JlexkapcTBeHHble mpenaparbl crucka [l, 3a HUCKIOYEHHEM JIEKapCTBEHHBIX IIPENaparos,
Ha3Ha4YeHHE KOTOPBIX odopmiissercs Ha perentypHbix Omankax dopmbr N 148-1/y-88, ormyckarotes npu
IPEIbSABICHUM JIOKYMEHTA, YOCTOBEPSIOIIETO JUYHOCT, JIUIY, YKa3aHHOMY B pELENTE, €ro 3aKOHHOMY
IPEJCTaBUTEINI0 WU JIMIY, KOTOPOE JIMIO, YKAa3aHHOE B pELenTe, WM €ro 3aKOHHbII IpelCcTaBUTENb
YIIOJTHOMOYMJIM Ha MOJY4eHHUE TaKUX JIEKAPCTBEHHBIX IIPENapaToB.

9. JlekapcTBeHHblE mpemaparhl crnucka I, 3a HCKIIOUEHHEM JIEKapCTBEHHBIX IPENapaTos,
Ha3HaueHHE KOTOPHIX odopmisieTcs Ha peuenTypHbIXx Onankax ¢dopmer N 148-1/y-88, ormyckaemsie
OecIUlaTHO WIM €O CKMIKOM, TIpaxJaHaM, HMEIOLMM IpaBO Ha obOecleyeHue JIeKapCTBEHHBIMU
npenapaTaMu 3a CYeT CpeACTB OIO/DKETHBIX aCCHUTHOBAHWU (emepanbHOrO OroKeTa W OHOIKETOB
cyobekToB Poccuiickoii ®enepanuu, OTIYCKAlOTCS HpPU MPEIbSIBICHUU pELEeNTa, BBINHCAHHOTO Ha
crenuanbHOM peuentypHoMm Omanke (opmver N 107/y-HII, u penenrta, BBIMHCAaHHOTO HA PEHENTYPHOM
6nanke (Gopmer N 148-1/y-04(11) nnm peuenton, chOpMUPOBAHHBIX B (hOPME NEKTPOHHBIX JJOKYMEHTOB C
UCIIOJIb30BAaHUEM YCUJIEHHOW KBaJIM(UIIMPOBAHHOW 5SJIEKTPOHHOM MOAINKCH JIeYallero Bpada WU
¢enpamepa, akyepku, Ha KOTOPbIX BO3JIOKEHB! (YHKIIMH JIEHaIlero Bpaya.

10. CyObexkTbl PO3HMYHON TOPIrOBIM OTIYCKAIOT JIEKApPCTBEHHBIE IIpernaparbl, yINaKoBKa U
MapKHpOBKa KOTOPBIX COOTBETCTBYET TpeboBaHMsIM cTaThy 27 denepanbHOro 3akoHa ot 8 sHBaps 1998 r.
N 3-®3 "O HapKOTHYECKUX CPEACTBAX U MICUXOTPOIHBIX BellecTBax".

11. ITocne oTmycka JgeKapcTBEHHBIX IpenapaToB crucka [l, auiy, moayduBIIEMY JIEKApCTBEHHBIN
Ipernapar, BbIIaeTCsl CUTHATypa C JKEJNTOM MOJ0COi B BEpXHEW 4acTH U HAJIIUCHIO YEPHBIM HIpUdTOM Ha
Hell "Curnatypa', B KOTOpOH yKa3bIBarOTCS:

a) HaMMEHOBaHMe U ajpec CyObeKTa pO3ZHUYHON TOPTOBJIH;

0) HOMep U J1aTa BBIIIMCAHHOTO PELENTa;

B) (haMuims, UMs, OTYECTBO (MPU HAIMYWU) JIMLA, JUIsi KOTOPOro MpeqHa3HA4YeH JIEKapCTBEHHBIN
npernapar, ero Bo3pacr;

I') HOMEpP MEIUIIMHCKOM KapThl MAallMEeHTa, TOJYyYaIOIEero MEJUIIMHCKYIO TIOMOIIb B aMOYyIaTOPHBIX
YCIIOBUSX, JUIsl KOTOPOTO NpeAHa3HAuYEH JEKapCTBEHHBIH Npenapar;

1) Gamuins, uMsi, OTYECTBO (IIPU HATMYMH ) METUIIMHCKOTO paOOTHUKA, BBIMHMCABILIErO PELENT, €ro
KOHTAKTHBIN TenedoH 1160 TenedoH MeTUIIMHCKON OpraHu3aliuy;

€) cojep)KaHMEe pellenTa Ha JIATUHCKOM SI3bIKE WJIM PYCCKOM SI3bIKE B POJMTENILHOM IaJexe, 3a
UCKJTIOUEHHEM PELENTOB B (JOPME IEKTPOHHOTO JOKYMEHTA, BBIITMCHIBAEMOTO Ha PYCCKOM SI3BIKE;

K) (pamunus, UMsi, 0TYECTBO (IIPH HAJTMYMU) U MOANHUCH (PapMaleBTUYECKOT0 UM MEIUIUHCKOTO
pabOTHHUKA, OTIYCTHBILETO JIEKAPCTBEHHBIH Mpenapar;

3) AaTa OTIIyCKa JIEKapCTBEHHOTO Mpernapara.

IIpunoxenne N 3
K [Ipukazy MUHHCTEPCTBA 31PaBOOXPAHECHHS
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Poccuiickoii Penepanuu
ot 7 maprta 2025 r. N 100u

IHopsaaok
OTIIYCKA IPa’KAaHAM aNTEYHbIMH OPraHU3alUsIMH HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHbIX
NpenaparTos AJsi HMMYHOIIPO(PUIAKTUKHI

1. Ornyck rpaxigaHaM  MMMYHOOMOJIOTMYECKHMX  JIGKAPCTBEHHBIX  IpernaparoB Ui
UMMYHOIIPO(UIAKTUKH (Jajiee - JIEKapCTBEHHBIN MPerapar) OCYIIECTBISETCS alTeYHBIMU OPraHU3aUsIMU
U  UHAWBUIYAIBHBIMU  IpEINPUHUMATEISIMM, HMEIOIIMMHU JIMLIEH3UI0 Ha  (apMaleBTHYECKYIO
NeSITebHOCTh, MEIUIIMHCKUMHU OpPraHM3alUsMH, HWMCIOIMMH JIMLIEH3UI0 Ha (apManeBTHUYECKYIO
JeSITEIbHOCTb, U MX 000COOJEHHBIMH IO/Pa3/AEiICHUAMH, PACIOJIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€YHbIE OpraHU3aluu (Jajnee CyObeKThl PO3HUYHON TOPromiu), 0e3
peuenTa 1 (MIM) IO peLienTy Ha JeKapCTBEHHBIH Mpenapar, 0pOpMIEHHOMY MEAMIIMHCKUMU paOOTHUKAMHU
(mamnee - peuenr).

2. CyObeKTbl pO3HUYHOM TOProBIU HE BIIPABE OTIYCKATh I'pakJaHaM JIEKApCTBEHHbIE MTPENapaTsl,
KOTOpBIE B COOTBETCTBUU C MHCTPYKLUHUSMHU MO MX MEIULUHCKOMY MPUMEHEHUIO NpeJHa3HAUYEHbI IS
IPUMEHEHHS TOJIBKO B MEIUIIMHCKUX OpPraHU3alMsIX B CTALMOHAPHBIX YCIOBHUSAX U (WIM) B YCIIOBHSX
JTHEBHOT'O CTAallMOHApA.

3. Ilpu oTnycke JIeKapCTBEHHOT O Ipenapara o pelenty, opopMISHHOMY Ha pelenTypHOM OJlaHKe
Ha OyMaXHOM HocuTelne, (hapMaleBTHUECKUii pabOTHHUK MPOCTABISET HAa PELEnTe OTMETKY 00 OTITyCKe
JIEKapCTBEHHOI O npenapata "JlekapcTBeHHbIN penapar OTHYIIEH" U C YKa3aHUEM:

a) HaAUMEHOBaHUS CyOBbEKTa PO3ZHUYHOM TOpromiu ((paMuiIMM, UMEHHU, OTYECTBA (IIPU HAIUYHUH)
UH/IMBUYaJILHOTO MIPEIPUHUMATEINS);

0) TOproBOoro HauMeHOBaHUs (32 MCKIIOYEHHEM JIEKapCTBEHHBIX IPENapaToB, U3rOTOBJICHHBIX B
anTeYHOM OpraHu3alun), JO3UPOBKH U KOJIMYECTBA OTITYIIEHHOIO JIEKAPCTBEHHOTO MIpernapara;

B) /1aThl U TOYHOTO BPEMEHH (B Yacax U MUHYTax) OTIyCKa JIEKapCTBEHHOI'O IIpenapara;

r) (amunuu, UMeHH, otdecTBa (MpU HAIMYUM) (hapMaleBTUUECKOr0 pabOTHHMKA, OTIYCTUBLIETO
JIEKapCTBEHHBIN Mpenapar, U ero MoAMUCH.

4. OTnyck JIeKapCTBEHHOT O Mperapara OCyLEeCTBIsAETCs JHILY, TpHodpeTaromemMy (MoIydaroemy)
JIEKapCTBEHHBIN TIpenapaTr, [P HaJIUMYUM Yy HEro HEOOXOAMMBIX CpPEIACTB JUIsl TPaHCIOPTHUPOBKU
(TepMOKOHTEHHEp, XJ1a103JIEMEHTHI), a B CIIy4ae UX OTCYTCTBUS Yy YKa3aHHOTO JIMIA, IPU MPUOOPETEHUH B
anNTeyHON  opraHM3alMM  HEOOXOAMMBIX  CpPEACTB s TPAHCIOPTHUPOBKU  (TEPMOKOHTEHHED,
XJIaZI03JIEMEHTBI).

5. Jluiy, npuoOpeTieMy JeKapCTBEHHBIN Ipenapar, pa3bsCHAIOTCA YCIOBUS TPAaHCHOPTHUPOBKU
JIEKapCTBEHHOTO Iperapara B CPOKH, HE IPEBBIIIAIONINE CPOKH MOJIep)KaHus paboueil Temreparypsl
CPEICTB JJIsl TPAHCHOPTHUPOBKM, a TAK)KE YCJIOBMSI XPAaHEHHUS JIEKApCTBEHHOrO Ipernapara, yKa3aHHbIE B
MHCTPYKLUU IO €r0 IPUMEHEHUIO.
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