3apeructpupoBano B Munrocte Poccun 30 Hos16pst 2021 r. N 66142

MHUHUCTEPCTBO 3JPABOOXPAHEHUA
POCCUUCKOU OEJEPALINN

IIPUKA3
oT 24 Hos10ps 2021 r. N 10931

OB YTBEPKIEHUHU NPABIUJI OTITYCKA
JEKAPCTBEHHBIX IPEMTAPATOB 1151
MEJUIIMHCKOI'O IPUMEHEHUS AITEYHBIMUA
OPTAHM3AIIUSMMU, UHIUBUY AJTbHBIMU
NOPEANNPUHUMATEJISAIMU, UMEIOLIIUMHU
JULEH3UIO HA OCYIECTBJIEHUE
®APMAIEBTUYECKOMU JESATEJBHOCTH,
MEJUIIMHCKHUMU OPTAHU3BALIUSIMU,
UMEIOIIVMMHU JIMIEH3UIO HA OCYIECTBJEHUE
®APMAIEBTUYECKOMU JAESATEJbHOCTH, U UX
OBOCOBJIEHHBIMHU NOJAPA3JEJEHUSAMHU
(AMBYJATOPUSIMU, ®EJBJINEPCKUMHU U
®EJbJIIEPCKO-AKYIIEPCKUMMU TYHKTAMM,
EHTPAMU (OTAEJEHUSIMHU) OBILIIEA BPAYEBHOHN
(CEMEHMHOMW) MIPAKTUKH), PACIIOJIOKEHHBIMU B
CEJIbCKHUX NOCEJIEHUAX, B KOTOPBIX
OTCYTCTBYIOT AITEYHBIE OPTAHU3AIIUU, A
TAK)XXE IPABIJI OTOYCKA HAPKOTUUYECKHUX
CPEJICTB U IICUXOTPOIIHBIX BELIECTB,
3APETUCTPUPOBAHHBIX B KAYECTBE
JEKAPCTBEHHBIX TIPEMTAPATOB J1JI51



MEIULIUHCKOI'O ITIPUMEHEHMWA,
JIEKAPCTBEHHBIX IIPEITAPATOB JJISA
MEJIUIWAHCKOI'O TIPUMEHEHUSA, COAEPKAIIIUX
HAPKOTUYECKHUE CPEACTBA U IICUXOTPOIIHBIE
BEIHIECTBA B TOM YHUCIJIE TOPAAKA OTITYCKA
AIITEYHBIMHU OPI'"AHU3SAIIUAMHU
NMMMYHOBUOJIOT'TNYECKUX JTEKAPCTBEHHbBIX
IHPEITAPATOB

B cootBercTBum ¢ myHkTamu 2 U 3 crathi 55 @enepanpHoro 3akona ot 12 ampens 2010 . N 61-
@3 "O6 obpamenun iekapcTBeHHBIX cpenctB” (CoOpanue 3akoHoAaTeNIbCTBA Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, c1. 4238), ¢ moAnyHKTaMu
5.2.165, 5.2.169 n 5.2.183 nmynkTa 5 [Tonoxxenus 0 MUHUCTEPCTBE 3/IPaBOOXPAHEHHS
Poccniickoit ®denepanuu, yrBepKAeHHOT0 nocranoBienueM [IpaBurensctBa Poccniickoi
®Oenepanun ot 19 urons 2012 r. N 608 (Cobpanwne 3akoHoaarenbcTBa Poccuiickoit deneparuu,
2012, N 26, ct. 3526; 2014, N 37, ct. 4969; 2017, N 33, c1. 5202), npukKa3biBao:

1. YTBepauTh:

[IpaBumna oTIycka JeKapCTBEHHBIX IPEMApaTOB Il MEIUITMTHCKOTO TIPUMEHEHUS alTeYHBIMA
OpraHu3aIUsIMH, WHAUBUAIYATbHBIMA TPEANPHHUMATEISIMU, UMEIOIIMMH JIMIICH3UIO Ha
ocyIIecTBIIeHHE (hapMaIeBTHUECKON eI TEITbHOCTH, METUIIMHCKUMU OPTaHU3aIHsIMY,
MMEIOIIAMU JIUIICH3HUIO Ha OCYIIECTBICHNE (hapMaIleBTHUECKON ACATEIIEHOCTH, H UX
000C00JICHHBIMU TIOIpa3ieTIeHUsAMHE (aMOyaaTopusiMu, GenbAMIEePCKUMU U (HeIThIIIepCKO-
aKyIIEPCKUMU ITyHKTaMH, IEHTpaMu (OTIeJIeHUsIMH ) o01iel BpaueOHOM (CeMEHOM ) MPaKTUKH ),
PacIoJIOKEHHBIMU B CEIBCKHX MOCEIICHHUSIX, B KOTOPBIX OTCYTCTBYIOT alITCUHbIC OPraHU3aIlHH,
coracHo npuiiokenue N 1 (manee - npaBuia);

HpaBI/ma OTIIYCKa HAPKOTHYECCKUX CPCACTB U IICUXOTPOIIHBIX BEMICCTB, 3apECruCTPUPOBAHHBIX B
Ka4ueCTBC JICKAPCTBCHHBIX IMpE€IIapaToB AJIsI MEAUIIMHCKOI'O IIPUMECHCHU S, JICKAPCTBECHHBIX
npenapaToB JJIs1 MEAUIUHCKOI'O MIPUMEHCHU A, COACPIKAIINNUX HAPKOTHYCCKHUE CPEACTBA U
IICUXOTPOIIHBIC BCUICCTBA, COIVIACHO IIPUIIOKCHUTO N 2;

[Topsinok oTmycka anTeYHbIMHU OPTraHU3AUSIMU UMMYHOOHOIOTHUECKUX JIEKAPCTBEHHBIX
MpernapaToB COTJIACHO MPHIOKEHUIO N 3.

2. IIpu3HaTh yTpaTUBILIUMU CUILY:

nprka3 MuHUCTEPCTBA 34paBOOXPAHEHUS U COLIMATIBLHOTO pa3Butusa Poccuiickoit @enepanuu ot
26 aBrycra 2010 r. N 7351 "O6 yrBepxaenuu [IpaBuin oTmycka jJeKapCTBEHHBIX MTPENapaToB
JUI MEJUIIMHCKOTO NIPUMEHEHHSI METULIMHCKUMU OPraHU3alusIMH, UMEIOIIMMHU JTULEH3UIO Ha
(bapMareBTHUECKYIO JeATeIbHOCTb, U UX 000CO0IEHHBIMU NOApa3ieieHUsIMU (aMOynaTopusimMu,
GbenpamepckuMu U QenbAlIepCcKO-aKyIIepCKUMU TyHKTaMH, LIEHTpaMH (OTAeNEeHUsIMH) 001eit
BpaueOHOIl (ceMelHO) MPaKTUKH), PACHIOJI0KEHHBIMU B CEJIbCKUX MOCEIEHUAX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpraHuzanuu” (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIINH
Poccuiickoit @enepanuu 28 centsiopst 2010 r., peructpanuonusiit N 18575);



https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l3577
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l2401
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l661
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l662
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l870
https://normativ.kontur.ru/document?moduleid=1&documentid=164378#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=164378#l0

npuka3z MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 mrons 2017 r. N 403u
"O06 yrBepxkaennu [IpaBui oTmycka JeKapCTBEHHBIX MTPETAPATOB ISl MEJUIIMHCKOTO
MPUMEHEHHS, B TOM YHCJIe MMMYHOOHOJIOTUYECKHX JICKAPCTBEHHBIX IIPENapaToB, alTeUHBIMHU
OpraHu3alUsaMH, UHIUBUAYAIbHBIMYU NPEANPUHUMATENIIMH, UMEIOUTUMHU JIMLIEH3UIO Ha
(hapMaIreBTHUECKYIO ACATEeIHHOCTD" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMU Poccuiickoii
Oenepaunu 8 ceHtsi0ps 2017 r., peructparoHHbiii N 48125);

npuka3z MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 7 uroins 2020 r. N 6831
"O BHecenuu u3MeHenuit B [IpaBuia oTimycka JeKapCTBEHHBIX MIPENAPATOB Il MEIUIIMHCKOTO
MPUMEHEHHs, B TOM YMCJIe HMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX IPENapaToB, alTCUHBIMHU
OpraHu3alusIMH, UHANBUAYAJIbHBIMU MPEATTPUHAMATEISIME, UMEIOIIAMU JIUIICH3HUIO Ha
(bapMareBTHUECKYIO JAEATEIbHOCTD, YTBEPKACHHBIC IPUKa30M MHUHUCTEPCTBA 3/IPaBOOXPAHECHHUS
Poccuiickoit @enepanuu ot 11 utonst 2017 r. N 4031" (3apeructprpoBad MuHHCTEPCTBOM
rocturinu Poccuiickoit @enepanuu 14 oktsops 2020 r., peructparmonssiii N 60370).

3. Hacrosimuit npukas BcTynaet B cuity ¢ 1 mapta 2022 r. u aeiictsyer 1o 1 mapra 2028 1., 3a
UCKIItoYeHreM nmyHkTa 12 IlpaBuit oTiycka JiekapCTBEHHBIX IPENnapaToB Al MEIUIIMHCKOTO
MIPUMEHEHHMSI allTeYHBIMU OpPTraHU3alMsIMH, UHAUBUIYaJIbHBIMH NPEATNPUHUMATEINSMH,
MMEIOLIMMHU JINLIEH3UIO Ha OCYILECTBICHHE (PapMaleBTUUECKON AeSITENbHOCTH, MEAUIIMHCKUMHU
OpraHu3aIusaIMH, IMEIOLUMU JINLIEH3UIO Ha OCYILECTBICHUE (PapMalleBTHUECKOH 1eATeIbHOCTH,
1 uX 000CO0IEHHBIMU NMOJPa3IeICHUSIMH (aMOYyIaTOPUAMHU, (PeTbAILIEPCKUMU U (PETbIIIepCKO-
aKylIepCKUMU MYHKTaMU, HEHTpaMu (OTAeNIeHUusIMHI) 00111eli BpaueOHOM (ceMelHOil) MpaKkTHKN),
PacroJIOKEHHBIMU B CEIbCKUX MOCENEHUSAX, B KOTOPHIX OTCYTCTBYIOT allT€YHbIE OpraHU3alliH,
YTBEPKJICHHBIX HACTOSIIUM MTPUKA30M, KOTOPBIM BCTyMaeT B cuily ¢ 1 mapta 2022 r. u
neiictByet 1o 1 centsiops 2022 rona.

Munucmp

M.A. MYPALIKO

Ipunoscenue N 1
K npuxa3zy Munucmepcmea 30pasooxpanetus

Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1093u

IHPABUJIA

OTIIYCKA JIEKAPCTBEHHBLIX ITPEITAPATOB JJ15
MEJIUIWNHCKOI'O IPUMEHEHUSA
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I. O0mme TpeOOBaHUA K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB AJIs
MeIUIUHCKOT0 NPUMEHEHU s

1. OTmyck JeKapCTBEHHbIX MPenapaToB AJIs MEAULIMHCKOTO IPUMEHEHus (Janee -
JIEKapCTBEHHbIE IIPEraparhl) OCYLUIECTBIISIETCSA aITEYHBIMU OPraHU3alUsIMU U
WHUBUAYAJIbHBIMU NPEAIPUHUMATEISIMHA, UMEIOIINMHU JIMLEH3UIO Ha (papMalleBTUYECKYIO
JESITeIbHOCTD, MEUIIMHCKUMU OpraHu3alysIMy, UMEIOIUMH JIUIEH3UI0 Ha (papMaleBTUYECKYIO
JEATeNbHOCTD, U KX 000COOIIEHHBIMY T0Ipa3ACICHUAMH (aMOYIIaTOPUSAMH, (ETbAMICPCKUMH H
(dbenpamepcKko-aKymepcKuMU MMyHKTaM|, [IEHTpaMu (OTAETIEHUAMH) 001l BpaueOHOU
(ceMeliHOM) MPaKTUKH), paCHOJIOKEHHBIMU B CEIbCKUX MOCENEHUSAX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpraHu3aluu (J1anee - CyObeKThl PO3HUYHOM TOproBin), 6e3 peuenrta <1>u (win) no
pelenTy Ha JIEKapCTBEHHBIN IIpenapar, 0pOpMIECHHOMY <2> MEIULUHCKUMH paOOTHUKaMU
(mamee - perenT), a TakKe Mo TpeOOBAHUIO METMIIMHCKOM OpraHn3anuu <3> it alnTeYHOU
OpraHu3aliu.

n.n

<1> [NoamyHkt "u" myHkTa 5 yactu 4 crathu 18, moanyskT "k" mynkra 1 yactu 1 crateu 33
®enepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 obpariennu JeKapcTBEHHbIX
cpenctB" (CoOpanue 3akononarenbcTBa Poccuiickoit @eaepanun, 2010, N 16, ct. 1815) (nanee -
®denepanbHblit 3ak0H N 61-D3).

<2> [MomnyHkT 5.2.179 Tonoxenust o MuHHCTEpCTBE 3ApaBooXpaHeHus Poccuiickoit
®denepanun, yTBepKIeHHOTO noctaHoBienneM [IpaBurtensctBa Poccuiickoit @enepanun ot 19
utoHs 2012 r. N 608 (CoOpanue 3akononatenbcTBa Poccuiickoit @eaepanum, 2012, N 26, cr.
3526; 2017, N 52, ct. 8131) (manee - Ilomoxxenne o MunucrepcTse).

<3> [lynkr 54 crarbu 4 @enepanbHoro 3akoHa N 61-D3 (CoOpaHue 3aKOHOJATEIIbCTBA
Poccuiickoit @enepanuu, 2010, N 16, cr. 1815; 2019, N 31, ct. 4456).

2. OTHYCK JICKaPCTBCHHLIX IIPCIIaApPaTOB 6e3 peuenToB OCYICCTBIIACTCA:

1) an'TekaMu, OCYIIECTBIISIFOLUIIME PO3SHUYHYIO TOPTOBIIIO (OTITYCK) JICKAPCTBEHHBIX IPENapaToB
HACEJICHHIO, U allTeKaMU KaK CTPYKTYPHBIMU TOAPA3ACICHUSIMA MEIUIIUHCKON OpraHu3aliu
(manee - anTekn);

2) AlITCUYHBIMU ITYHKTaMH, B TOM YHCJIC KAK CTPYKTYPHBIMU IMOAPA3ACICHUAMU MEIUITUHCKON
OopraHu3anuun (z[anee - alITCYHBIC HYHKTBI);

3) AIITCYHBIMH KHOCKaMU,

4) UHIUBUAYAIBHBIMU TIPEINPUHAMATESIMUA, UMEIOIINMHU JTUIEH3UIO Ha ()apMalleBTUYECKYIO
NeSITeNLHOCTH (Jaliee - MHIUBUYAIbHBIN IPEITPUHIMATENH);

5) MEIMIIMHCKUMU OpraHU3alUsIMH, UIMEIOLTUMHU JIMLIEH3UI0 Ha (papMalleBTHYECKYIO
JeATeNbHOCTb, U UX 000CO0IIEHHBIMU 10/Ipa3/IeeHUAMU (aMOYIaTOPUAMH, (ENIbIMIEPCKUMU U
Gbenpamepcko-aKyepcKUMH MyHKTaMH, [IEHTpaMu (OTIeJIEHUSIMH ) oO0I1Iel BpaueOHOH
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(ceMeliHOM) PAKTUKHU), PACIIOJIOKEHHBIMU B CEJIbCKUX MTOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC OPraHU3alNH (Jlajiee COOTBETCTBEHHO - MEIUIIMHCKIE OpraHn3alui, 000Co0IeHHbIE
[I0Apa3JIeJIEHNs] MEJUIIMHCKUX OpraHU3aluii), IepedeHb KOTOPbIX YTBEPKAAETCS OpraHaMH
HCIIOJIHUTENBHOM BiiacTu cyobekra Poccuiickoit denepanun <4>.

<4> Yacts 5 crateu 55 @enepanbHoro 3akoHa N 61-03 (CoOpanue 3aKOHOJATEIIbCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2035).

3. OTmyck JeKapCTBEHHBIX IPENapaToB M0 PEeLeNTaM OCYIIECTBISETCS:
1) anTexamu;
2) anTe4YHbIMU MYHKTaMU;

3) MHAMBUAYATLHBIMH NPEANPUHUMATENIMH (32 UCKIIIOUEHUEM OTITYyCKa HAPKOTUYECKHX
CPEICTB M MICUXOTPOIIHBIX BELIECTB, BKIIOUEHHBIX B NIEPEUeHb HAPKOTHUYECKUX CPECTB,
MICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, MOUIEKAITUX KOHTPOIIro B Poccuiickoit @enepannn
<5> (manee cOOTBETCTBEHHO - [lepedeHb, HAPKOTUUECKHUE U NICUXOTPOIHBIE JIEKAPCTBEHHBIE
npernaparhl);

<5> [lynkr 2 crateu 2 GenepanpHOro 3akoHa oT 8 ssHBaps 1998 r. N 3-d3 "O HapKOTHYECKUX
cpencTBax U ncuxoTpomnHbixX BemecTBax" (Cobpanue 3akoHoaTenbcTBa Poccuiickoi
Oenepanun, 1998, N 2, cT. 219; 2016, N 27, c1. 4238) (manee - GenepanpHbiii 3akoH N 3-D3).

4) MEIUIIMHCKUMH OPraHu3aIusIMi 1 000COOJIEHHBIMU T0Ipa3ICICHUSIMA METUITMHCKUX
OpraHu3aiuiu.

4. Tlo peuenTam, BHITUCAHHBIM Ha pelenTypHbIX Onankax ¢popmbl N 148-1/y-88, otmyckatorcs
<6> 51IeKapCTBEHHbBIC TIPENapaThl, BKIIFOYCHHBIC B IIEPEUYCHB JICKAPCTBEHHBIX CPEIICTB IS
MEIUIUHCKOTO MPUMEHEHHS, TIOJISKAIINX MPEAMETHO-KOJIMYECTBEHHOMY yUeTy (1ajee -
JIeKapCTBEHHbIE IIPeraparThl, BKIIOUeHHbIE B iepedeHs [IKY) <7>.

<6> [MoanyHkt 5.2.179 INonoxenus o Munucrepcrse (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> [oanyukr 5.2.171(1) Ionoxxenus o Munuctepctse (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

Yka3zaHHbIE JICKApPCTBCHHBIC ITPLCIIApaThl, IPCAHA3HAYCHHBIC IJId I'paKaH, UMCIOIIHUX IPAaBO Ha
MOJIYYCHHEC JICKAPCTBCHHBIX ITPEIMAPATOB, OTITYCKACMbIX OeCIIaTHO UJIU CO CKHHKOﬁ,
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OTITYCKAIOTCS TIPH MPEABSBICHUH PEIEITa, BRIMMCAHHOTO Ha perenTypHoM Omanke Gopmbl N
148-1/y-88, u penenita, BBIMHCAHHOTO Ha perienTypHoM Omanke hopmbl N 148-1/y-04(a).

5. Ilo peuenTam, BHIMTUCAHHBIM Ha perienTypHbIX 0mankax ¢popmbl N 148-1/y-04 (1),
OTITyCKAIOTCS JIEKAPCTBEHHBIE IIPENapaThl, BHITUCHIBAEMBIE TPaXKIaHaM, HMEIOIIUM MPaBoO Ha
OecruraTHOE MOJy4eHHUE JICKAPCTBEHHBIX MPENapaToB MITH MOJyYCHUE JIEKAPCTBEHHBIX
IpernaparoB cO CKUAKOH (manee - JIeKapCTBEHHBIE NIPENapaThl, OTIYCKaeMble OECIUIATHO WM CO
CKUJKOI).

6. [To peuenTam, BEITMCAHHBIM Ha perienTypHbIX OsnaHkax ¢popmer N 107-1/y, oTmyckatoTcst
WHBIE JICKAPCTBEHHBIE TIpenapaThl, He yKa3aHHbIE B IyHKTe 4 HacTosmux [IpaBum, u 3a
WCKITFOUEHHEM JICKapCTBEHHBIX MPEnapaToB, OTIYCKAeMBbIX Oe3 perenTa.

7. KoMOHMpOBaHHBIE JIEKApCTBEHHBIE MTpenapaThl 1 MEJUIIMHCKOTO IPUMEHEHMUS,
coJieprKaliue KpoMe MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX
MIPEKYPCOPOB ApYyrue papMaKkoJOrHYecKre aKTUBHbBIE BEIIECTBA, OTITYCKAIOTCS allTeKaMH,
anTEeYHbIMH IMyYHKTAaMH ¥ UHJMBUIYaIbHBIMU MPEIIPUHUMATEISIMH, UMEIOIUMU JIMLEH3UIO Ha
(hapMaleBTUUECKYIO AATEIbHOCTD, IO PELeNTaM, BBIMMCAHHBIM Ha PELIENITYPHBIX OJaHKax
¢dopm N 107-1/y u N 148-1/y-88 <8>, kpoMe TeX JIeKapCTBEHHBIX IPENapaToB, KOTOpbIE
OTITycKaloTcsl 6€3 perenTa.

<8> Yacts 6 crateu 55 @enepanbHoro 3akoHa N 61-03 (CoOpanue 3aKOHOJATEIIHCTBA
Poccniickoit deneparuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. [To penenitam B hopMe IEKTPOHHOTO JTOKYMEHTA C UCIIOIb30BAHUEM YCHIICHHOM
KBJIM(DULIIUPOBAHHOMN 3JIEKTPOHHOM MOAMKUCH MEIUIIMHCKOTO paboTHHKA (J1aee - perenT B
(hopMe FNMEKTPOHHOTO JOKYMEHTA) OTITYCKAIOTCSl BCE JIEKApCTBEHHBIE MpenapaThl, yKa3aHHbIC B
nyHktax 4, 5, 6, 7 Hacrosiux [IpaBu.

9. MenuuuHCKUE OpraHu3aIii 1 000CO0ICHHBIC MOAPAa3AeICHUS MEIUIIMHCKUX OpraHu3allui
TaK)Ke MOTYT OTITYCKaTh:

1) nexapcTBEeHHBIE MIpenapaTsl, BKIOYeHHbIE B iepedeHb [IKY, BrimucaHHble HA pelenTyPHBIX
omankax gopmber N 148-1/y-88;

2) nexapCTBEHHBIE MPENapaThl, BKIIOUCHHBIE B [lepedeHs JIekapCTBEHHBIX IPENaparos,
OTITyCKaeMBIX I10 perenTam Bpada ((enpaniepa) Ipu OKa3aHUU JOTOJHUTEIBHON OeCIUIaTHOM
MEJULMHCKOM MOMOIIY OT/AETbHBIM KaTerOpHsIM I'pakaH, UMEIOLIUM IIPaBo Ha MOJydeHue
rOCyJapCTBEHHOM COIMAIbHOM MOMOIIIH, a TAKXKE HHBIE JIEKAPCTBEHHBIE CPE/ICTBA, OTITyCKaeMble
0€ecIuIaTHO WM CO CKUJKOM, BHITMCAHHBIE Ha pelenTypHbIX O01ankax ¢popmbl N 148-1/y-04(ix).

10. OTyck neKapCTBEHHBIX IIPENapaToB, HE YKa3aHHBIX B IyHKTax 4, 5, 6, 7 HacTOAIMX
IIpaBui1, B COOTBETCTBUY C HHCTPYKLUHUSAMH 10 UX MEIULIMHCKOMY IPUMEHEHHUIO OCYIIECTBIIAETCS
0€e3 perenToB.

11. OTHyCK JICKAPCTBCHHBIX NPCIAPATOB OCYIICCTBIISACTCA B TCUCHHUEC YKA3aHHOTO B PCUCIITC
CpoOKa €ro JIeNCTBUS npu 06paIJ_ICHI/II/I Jia K CY6’BGKTy pO3HPI‘-IHOﬁ TOPIroBJIN.
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12. B ciydae oTcyTcTBUS y CyObEKTa pO3ZHUYHON TOPTrOBIIM JIEKAPCTBEHHOI'O IIpernapara,
YKa3aHHOTO B pelernTe, MpH 00paleH!H! JIMIA K CyOBEKTY PO3ZHUYHOM TOPTOBIH PELENT
MIPUHUMACTCS Ha 0OCITY)KHBaHUE B CIEAYIOIINE CPOKH (JJajiee - OTCPOUYCHHOE OOCTY)KMBAHHE):

1) penent ¢ moMeTko# "statim" (HeMeJIeHHO) 00CTYKUBAETCS B TEUCHUE OTHOTO pabovero Hs
CO ITHS OOpaIeHus JIMIA K CyObEKTY POSHUYHOUN TOPrOBIIH;

2) perent ¢ mOMeTKoM "cito" (CpOUHO) 0OCITYy)KUBAETCS B TCUCHHUE JIBYX pabOUUX JTHEH CO JHS
oOpalleHus JThIa K CyOBeKTY PO3HUIHON TOPTrOBIIH;

3) peuent Ha JIeKapCTBEHHbIN Ipernapar, BXO AU B MUHUMaJIbHbIH aCCOPTUMEHT
JIEKapCTBEHHBIX MTPENapaToB sl MEAULMHCKOTO IPUMEHEHUS, HEOOXOIMMBIX JJIsl OKa3aHuUs
MEIUIIMHCKOM oMoy <8>, 00CIy)KUBaeTCsl B TeUEHUE MATH pabounX AHEH co 1HA oOpaleHus
JUIA K CyObEKTY pO3HMYHOM TOPrOBIIM; PELENT Ha JIEKapCTBEHHBIN Mpernapar, BXOAAIINN B
MHHHMMAaJIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENAPATOB I MEAUIIMHCKOTO IPUMEHEHUS,
OTITyCKaeMbli OECIIaATHO UJIM CO CKUAKOM, 00CIyKUBaeTCsa B TEUEHHE ABYX pabouux JHEH co
THsT 0OpalleHus JIMA K CyObEeKTY pO3HUYHOM TOPrOBIIH;

4) perent Ha JeKapCTBEHHBIN MpenapaT, He BXOSAIINI B MUHUMaJIbHbIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB AJs MEAULMHCKOTO PUMEHEHUS, HEOOXOIMMBIX JJIsl OKa3aHUs
MEJUIIMHCKOM MOMOIIH, 00CITYyKUBAETCSl B TEUEHUE JAECATH pabouuX JHEN co JHS 0OpaleHus
JUIA K CyObEKTY pO3HMYHOM TOPTOBIIM; PELENT Ha JIEKapCTBEHHBIN IIpenapar, He BXO SN B
MUHUMAaJbHBIA aCCOPTUMEHT JIEKApPCTBEHHBIX MIPENapaToB il MEJUIIMHCKOTO TPUMEHEHNUS,
HEOOXOAUMBIX JUIsl OKa3aHUSI MEJUIIMHCKOM MOMOIIH, OTIIyCKaeMblIi OECIIaTHO WU CO
CKHJIKOM, OOCITY’)KMBAETCSl B TCUEHUE CEMU pabouuX JHEH CO JHs 00palleHus JTUIa K CYyObEKTYy
PO3HUYHOU TOPTOBJIH;

5) pelienThl Ha JICKAPCTBEHHBIC MTperapaThl, Ha3HAYaeMbIC 110 PEIICHUIO BPaueOHOH KOMHUCCHH,
00CITY’)KMBAIOTCS B TCUCHHE JIECATU PAOOUUX JTHEU CO JHS 0OpaIleHHs JIMIA K CYObEKTY
PO3HUYHOMN TOPTOBIIH.

3ar[pemaeTc;1 OTIIYCKAaTh JICKAPCTBCHHBIC IIpCIIapaThbl 110 PEHCIITAM C HCTCKIINM CPOKOM
HeﬁCTBHH, 34 UCKIIFIOYCHHUEM CiIy4das, KorjJa Cpok ,HGIZCTBHH peuciTa UCTEK B IIEPHUO
HaxXO0XXJACHUA €0 Ha OTCPOYCHHOM 06CJ'Iy>KI/IBaHI/II/I.

OTnyck JeKapcTBEHHOTO MpernapaTa 1o HaXoAA1eMycs Ha OTCPOUEHHOM 00CTyKUBAaHUU
pELenTy C UCTEKIIUM CPOKOM JICHCTBHUS OCYIIECTBIsIeTCs 6e3 ero nepeodopmiieHus: B TeUeHUE
90 mHE# co THSA UCTEUEHUS CPOKa JACHCTBUS TAKOTO perlenTa.

ITynkm 12 Ipasun oeiiccmeosan 0o 01.09.2022 (nynkm 3).
13. JlekapcTBEHHBIE ITpeNapaThl OTIIYCKAIOTCS B KOJMYECTBE, YKa3aHHOM B peLENTe, 3a

HCKIIFOYCHUECM CJIYYaCB, KOraa IJIs JICKApCTBCHHOT'O IMPETiapaTa YCTAHOBJIICHO KOJIMYCCTBO,
KOTOPOC MOKET OBITH BBIITUCAHO B OJITHOM pCUCITC, NI KYPC JICUHCHUS <9>,

<9> [MoanyHkt 5.2.177 Tonoxenus o Munuctepcrse (CoOpanue 3akOHOAATENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).
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[Tpu npeabsaBICHUH peLenTa ¢ MPEBBIIICHUEM MPEIEIbHO JIOIYCTUMOTO KOJIUYECTBA
JICKapCTBEHHOTO MpernapaTa, KOTOpoe MOKET ObITh BBITUCAHO B OJHOM PELEITe,
¢bapmareBTHUECKH paOOTHUK HH(GOPMHUPYET 00 3TOM JIMIO, IPEACTAaBUBIIEE PELENT,
PYKOBOJUTEIISE COOTBETCTBYIOIICH MEAUIIMHCKOM OPraHU3aIlMH U OTIYCKAET YKa3aHHOMY JIMILY
YCTaHOBJIEHHOE COOTBETCTBEHHO NPEIEIBHO JOMyCTUMOE KOJIMYECTBO JIEKAPCTBEHHOT'O
npernapara, KOTOpO€ MOXKET OBITh BBIIIMCAHO B OJTHOM PELENTE C MPOCTABICHUEM
COOTBETCTBYIOIIEH OTMETKH B PELENTe.

[Ipu Hanuuuu y cyObeKTa pO3HUYHOM TOPrOBIIM JIEKAPCTBEHHOTO Mpernapara ¢ I03UPOBKOH,
OTJIMYHOM OT JO3UPOBKHU JIEKAPCTBEHHOTO Mpenapara, yKkasaHHO! B peLeITe, OTIYCK
HMEIOILErocs JIEKApCTBEHHOI'O TIpernapaTa JOIyCKaeTCsl, €CIU JO3UPOBKa TAKOIo
JIEKapCTBEHHOT'O MpenapaTa MeHbIIE T03UPOBKH, YKa3aHHOMU B perenrte. B Takom ciaydae
OCYIIECTBIISIETCA MEPecUeT KOJINYECTBA JIEKAPCTBEHHOI'O TpernapaTa ¢ y4eToM Kypca JICUeHus,
YKa3aHHOT'O B peLenTe.

B cnydae ecnu 103upoBKa JIEKAPCTBEHHOTO MpenapaTa, MMEIOIIETrocs y CyObeKTa pO3HUYHOMN
TOPrOBJIM, IPEBBIMIAET JO3UPOBKY JEKAPCTBEHHOTO MPEIapara, yKa3aHHYIO B PELEINTE, PEIICHUE
00 OTITyCKe JIKQpCTBEHHOTO TIpernapara ¢ Takou JO3UPOBKOM MPUHUMAET MEIUITMHCKUN
paObOTHHK, BHITTUCABIITUIN PEIICTIT.

14. OTyck 1eKapCTBEHHOTIO MpernapaTa OCYIIECTBISETCS B IEPBUYHON U BTOPUYHOU
(mMoTpebuTENHCKOM) YITaKOBKAX, MAPKUPOBKA KOTOPHIX TIOJDKHA OTBEYATh TPEOOBAHUSIM CTAThU
46 denepanpHoro 3akoHa N 61-D3 (Cobpanue 3akoHomatenscTBa Poccuiickoit deneparnmm,
2010, N 16, ct. 1815; 2014, N 52, ct. 7540), a ynakoBKa JuIsi HAPKOTUYECKHUX U TICUXOTPOITHBIX
JIEKapCTBEHHBIX IpemnaparoB crucka Il - TpeboBannsam nyHkra 3 crateu 27 denepabHOTO
3akoHa N 3-®3 (Cobpanue 3akoHomarenscTBa Poccutickoit @enepammu, 1998, N 2, ct. 219;
2016, N 15, ct. 2052).

15. IIpu oTmmycke JeKapCTBEHHBIX MPEMApaTOB IO PelenTy, 0PopMICHHOMY Ha peeNTYPHOM
OnmaHke Ha OyMakHOM HocuTese, (hapmalleBTHUEeCKUil pabOTHUK IPOCTABIISIET OTMETKY Ha
perente 00 OTIyCKe JIEKapCTBEHHOTO Mpenapara "JIekapcTBEHHBIHN npernapaT OTIyIieH" U ¢
YKa3aHUEM:

1) HaMeHOBaHUS aNTEYHOW OpraHu3anuu (paMuIuu, IMEHHU, OTYECTBA (TIPU HATUIHH )
WH/IMBHUYILHOTO MPEAPUHUMATEIIS),

2) TOProBOro HaMMCHOBAHUA (38_ HCKIOYCHHUEM JICKAPCTBCHHLBIX IIPCIIaPaTOB, U3I'OTOBJICHHLIX B
anTeyHou OpFaHI/I3aI_II/II/I), JO3UPOBKHU U KOJIMYCCTBA OTIIYIICHHOT'O JICKAPCTBCHHOT'O IIPCIIaparTa,

3) dbamunnm, uMeHu, oT4ecTBa (IIPY HATWYNH ) MEUIIMHCKOTO paOOTHHKA B CITy4asX, YKa3aHHBIX
B a03alie ueTBepToM MyHKTa 13 1 ab3ane TpetbeM myHKTa 16 Hactosmux [Ipasu;

4) PEKBU3UTOB NOKYMCHTA, YAOCTOBCPAIOUICTO JIMIHOCTD JIMIA, ITOJIYYUBIICTO J'IeI(apCTBeHHHﬁ
Inpemnapar, B CJiydac, YKa3aHHOM B ITYHKTC 28 HaCTOAIIMUX HpaBI/IJI;

5) ¢pamunuu, IMEeHH, OTYecTBa (IIPU HAIMYKHK) (papMalleBTUIECKOT0 pabOTHHUKA, OTITYCTHBILETO
JIEKapCTBEHHBIH Mpenapar, 1 ero NoANUCH;

6) AAaThbl OTITYCKa JICKAPCTBCHHOTO IIpCIriapara.

16. IIpu oTmycke JIeKapCTBEHHBIX IPENApaTOB M0 PELIENTY, BBINMCAHHOMY Ha PELIENTYPHOM
6manke popmbr N 107-1/y co cpokoM AEHCTBHS JI0 OJTHOTO TO/a, B KOTOPOM YKa3aHbI IIEPHOIbI U
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KOJIMYECTBO OTIYCKa JIEKAPCTBEHHOIO IIpenapaTa (B KaXKIblil IEPHUOJ), pELENT BO3BPALLAETCS
JHIly, TPHOOpETaroIIeMy JICKapCTBEHHBIN Npenapar, ¢ OTMETKOM, coepKallel CBeIeHu,
yKa3aHHbI€ B IyHKTE 15 Hacrosmumx [IpaBui.

[Tpu oyepearOM OOpaleHnH JIUIa K CyOhEKTY POSHHYHOMN TOPTOBIIM C IaHHBIM PEIETITOM
YUYUTBIBAIOTCSI OTMETKU O TIPEIBIAYIIEM OTITYCKE JIEKAPCTBEHHOTO MperapaTa 1Mo TaKoMy
peLenTy U B cilyyae NpuoOpeTeHus JIMLOM KOJMYECTBA JIEKapCTBEHHOTO Mpernapara,
COOTBETCTBYIOIIETO MAKCUMAIIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIUHCKUM paOOTHUKOM B
perernTe, a TaKKe Mo UCTEUEHUU CPOKa JCHCTBUS pelienTa, Ha PelernTe MPOCTABIISCTCS IITaMIT
"JlexapCTBEHHBIN Mpenapar OTHYIIEH" U PEeLeNnT BO3BPALIASTCS JIHILY.

EnuHOBpeMEHHBIN OTITYCK JIEKaPCTBEHHOTO Mpernapara 1o perenTy, BEIIMCAHHOMY Ha
penientypaoM Oitanke Gopmbt N 107-1/y co cpokOM OEHCTBHS 10 OJHOTO TOJ1a, B KOTOPOM
yKa3aHbl MIEPUOJIbI U KOJUYECTBO OTITYCKA JIGKAPCTBEHHOTO TMpemnaparta (B Kax bl epruo),
JIOTTYCKAETCs TOJIBKO 10 COTJIACOBAHUIO C MEIUIIMHCKUM PAaOOTHUKOM, BHITIMCABIIUM PEIEIT.

17. Ilpm oTIyCKe JI€KapCTBEHHBIX MPENAPATOB 0 PELENTY, BRIMMCAHHOMY Ha PELENTYPHOM
omanke ¢opmbl N 148-1/y-04(1), 3aNI0JTHEHHBIN KOPEIIOK TAKOTO PEIIETTa MepeaacTcst
(dapmalieBTHUECKUM pabOTHUKOM JIHILY, MpUoOpeTaromeMy (MoIydaroliemMy) JeKapCTBEHHbIE
Ipernaparsl.

18. OcTraroTcs 1 XpaHATCs y CyOBbeKTa pO3HUYHOM TOPrOBIIN PELENTHI (C OTMETKOM
"JlexapcTBEHHBIN Mpemnapar oTmyileH") Ha:

1) nexapcTBEHHBIE MpenapaThl, OTIyCKaeMble OECIIaTHO UITU CO CKUIKOM, - B TEYCHHE TPEX JIET;

2) nekapcTBeHHBIE Mpenaparthl, oTHocsAmuecs mo ATX K aHTUIICUXOTHYECKUM CPeICTBaM (KO
NOS5A), ankcuonutukam (kog NO5SB), cHoTBopHBIM U cenatuBHBIM cpeacTBam (ko NOSC),
anTuaenpeccantam (koa NO6A) u He ToJIexKanue IpeIMEeTHO -KOJTUNIECTBEHHOMY YUETY, - B
TE€YEHHE TPEX MECSIIEB.

19. Peuentsl, He yKka3aHHbIe B TyHKTE 18 HacTosmux [IpaBuii, oTMEUYarOTCsl ITaMIIOM
"JlekapCTBEHHBIN IpenapaT OTOYLIEH" ¥ BO3BPAILIAIOTCS JIUITY, OJTYYUBILIEMY JIEKaPCTBEHHBIN
npemnapar.

20. PenienTsl, BEINUMCAHHBIE C HAPYILIEHUEM NpaBil <10>, perucTpupyrorcs B )KypHaie, B
KOTOPOM YKa3bIBaIOTCS BBISIBIICHHBIC HApYILIEHUS B 0(pOPMIICHUHU pelienTa, paMIlins, ums,
0TYeCTBO (IIPH HAIMYUH ) MEAUIIMHCKOTO PaOOTHHKA, BHIMUCABIIECTO PEILIENT, HAMMCHOBAHHE
MEIUIIMHCKON OpraHu3aliu, MPUHATHIE MEPBI, OTMEUAIOTC mTamnoM "Pernent
HezelicTBUTENEH" U BO3BpAILlalOTCs JIHILY, peacTaBuBiieMy petent. O gakTax HapymieHus
npaBui1 0(OPMIICHUS PELIENTOB CYyOBbEKT POZHUYHON TOPTOBIU HHPOPMHUPYET PYKOBOIUTENS
COOTBETCTBYIOLIEH MEAUIMHCKON OpraHu3alyH.

<10> [MoanyskT 5.2.179 Tonoxxenust o Munucrepctse (CobpaHue 3aKOHOIaTEIbCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 060cobaeHHOM noapa3aACiiCHUU MEIUITUHCKOM OpraHru3al JOJLKHBI OBITH 0OECTICUCHBI
YCJIOBHUS COXPAaHHOCTHU OCTABJICHHBIX HAa XPAHCHUEC PCLCIITOB HA JICKAPCTBCHHBIC CPCACTBA.
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Peuentsl Ha JI€KapCTBEHHBIE CPEICTBA, MOJICKALIME IIPEIMETHO -KOJIUYECTBEHHOMY YUETY,
JIEKapCTBEHHBIE CPEJICTBA, OTIyCKaEMble OECIUIATHO UIIM CO CKUIKOM, €5KEMECSIUHO MEPEatoTCs
13 000COONEHHBIX MOPa3AeICHII MEUIIMHCKUX OPraHUu3alliii B MEAULIMHCKIE OpraHu3allny,
CTPYKTYPHBIMH IOJAPA3JAEICHUSAMU KOTOPBIX OHHU SABJIAOTCS, JJIs IIOCIEAYIOLEr0 XPAHCHUS.

22. Ilpu oTmycKe JIeKapCTBEHHOTO IpenapaTta (papManeBTHIecKuil pabOTHHUK UK PaOOTHUK
MEJIMIIMHCKOM opranu3anuu (000CO0IEHHOTO MO Ipa3eIeHUsI METUIIMHCKOW OpPraHu3aIim)
nH()OPMHPYET JIUIIO, MpruobdpeTaroiee (TI0TyJaroIIee) JICKapCTBEHHBIH MPermapar, 0 peXuMe |
7I03ax €ro mpuema, MpaBuiax XpaHeHHs! B IOMAIIHUX YCIOBHAX, O B3aUMOACHCTBUH C APYTUMHU
JICKapCTBEHHBIMHU ITpETapaTaMHu.

23. Ilpu oTmycke JIeKapCTBEHHOTO Tpenapara papMarieBTH4Yeckuii pabOTHUK U paOOTHUK
MEJIMIIMHCKOM opranu3anuu (000Co0IEHHOTO TOAPa3ICICHHS MEAUIIMHCKON OpraHn3aIii) He
BIIpaBE€ MPEIOCTABIATH HEOCTOBEPHYIO U (MJIN) HETIOIHYIO HHPOPMALIMIO O HATTUYUN
JIEKapCTBEHHBIX MIPENapaToB, BKIIOYas JEKapCTBEHHbIE MpenapaThbl, UMEIOIINE OJMHAKOBOE
MEXAYHapOJHOE HEMAaTeHTOBAaHHOE HAaUMEHOBAaHKE, B TOM YHCJI€ CKPBIBATh HH(POPMALIUIO O
HaJIMYUU JIEKapCTBEHHBIX MperapaToB, UMEIONINX 0ojiee HU3KYHo LeHy <11>.

<11> Cratbs 74 ®enepanbHoro 3akoHa ot 21 HosiOpst 2011 1. N 323-®3 "O06 ocHOBax 0XpaHbI
310poBhs TpaxaaH B Poccuiickoit @eaepanun" (Cobpanue 3akoHOoAaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2013, N 48, cT. 6165) (nanee - denepanpHbiii 3akoH N 323-
O3).

24. 3ampemnraercs OTIycK (aabCuGUIIMPOBAHHBIX, HETOOPOKAYECTBEHHBIX U KOHTPa(aKTHBIX
JIEKapCTBEHHBIX MpenapaToB <12>.

<12> Cratbs 57 ®enepanbuoro 3akoHa N 61-O3 (Cobpanue 3akoHoAaTeNnbCcTBa Poccuiickoit
®denepanun, 2010, N 16, ct. 1815).

25. OTnycK 3THJIOBOTO CIHPTA MPOU3BOAUTCS MO PELENTY C YUETOM YCTaHOBIEHHBIX
TpeboBaHU K 00BEMY Taphl, YIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MpenapaToB <13>.

<13> Yacrts 4.1 crateu 45 OepepanbHoro 3akoHa N 61-D3 (CobOpaHue 3aKOHOIaTENbCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2015, N 51, ct. 7245), noctaHOBIEHNE
IIpaBurensctBa Poccuiickoit deneparuu ot 23 mrons 2016 r. N 716 "O nopsake popMupoBaHUs
MIepeyHsl JIeKapCTBEHHBIX MIPENapaToB sl MEJUIIMHCKOTO MMPUMEHEHUS, B OTHOLIEHUU KOTOPHIX
yCTaHABIUBAIOTCS TPeOOBAHUS K 00BEMY Taphl, YIIAKOBKE U KOMIUIEKTHOCTH, MTEPEUHs
JIEKapCTBEHHBIX MPENapaToB JAJs BETEPUHAPHOTO MPUMEHEHHS, B OTHOIIEHUH KOTOPBIX
yCTaHABIUBAIOTCS TPeOOBAHUS K 00BEMY Taphl, U ompeeneHus Takux TpedboBanuit” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2016, N 31, ct. 5030).
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JlexapCTBEHHBIE ITpenaparsl, COAEPKAIIUE dTUIIOBBIM CIIUPT, B TOM YUCJIE U3TOTOBJICHHBIE 110
penenty cyobeKTOM pO3HUYHON TOPTOBIIHN, UMEIOIIUM JIMIICH3HIO Ha (hapMaIleBTUYECKYIO
JEATENBHOCTD C IIPABOM M3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENAPaTOB, OTIIYCKAIOTCS C Y4ETOM
YCTaHOBJICHHBIX TPEOOBaHUI K 00BEMY Taphl, YITAKOBKE M KOMIUIEKTHOCTH JICKAPCTBEHHBIX
IIPENapaToB.

26. 3amperaercs pa3/ieJdbHbIN OTITYCK JEKAPCTBEHHBIX CPEJCTB, BXOAAIIUX B COCTAB
JIEKapCTBEHHOTO TTperapara, U3roTaBIMBaeMOT0 CYObEKTOM PO3HUYHOMN TOPrOBIIH.

27. 3anpemiaercs OTIyCK CyObEKTOM PO3HUYHOM TOPrOBIIM IO peLeNTaM BETEPUHAPHBIX
OpraHu3aLuil:

1) nexapcTBEHHBIX MIpenapaToB, BKIIOUEHHBIX B niepeueHs [1IKY;
2) eKapCTBEHHBIX MPENapaToB, OTITYCKaEMbIX O€CTUIATHO MJIM CO CKHJIKOM;

3) nexkapCTBEHHBIX MpenapaToB, OTHOCAMUXCS 0 ATX K aHTUIICUXOTUYECKUM CPEJICTBaM (KO
NO5A), aukcuonutukam (koa NO5B), cHoTBopHBIM 1 ceaTuBHBIM cpeacTBam (ko NO5C),
anTuaenpeccantaM (koa NO6A) u He BKIIIOUeHHBIX B iepedens [IKY.

I1. TpeGoBaHMsI K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB 1o
TPeOOBAHNIO MEIUIMHCKON OPTraHU3alNH

28. [lns obecrieueHus ae4eOHOTO TIPOIIecca B MEAUIIMHCKOW OpraHu3aliy anTeqIHON
OpraHu3aIuen, IBISIIOMEUCS CTPYKTYPHBIM MOAPA3ACIICHUEM TAKOH MEIUIIMHCKOM
OpraHu3aIiK, OCYIIECTBISETCS OTITYCK JINOO U3TOTOBJIEHUE U OTITYCK JIEKAPCTBEHHBIX
MpernapaToB HA OCHOBAHUU TPeOOBaHMS METUIIMHCKOM OpraHU3aIiu, BHIITUCAHHOTO
YIOJHOMOYEHHBIM MEIULMHCKUM PaOOTHUKOM (fajiee - TpeboBaHue MEAUIIMHCKON
OpraHU3AINH ).

MeuiuHcKkasi opraHu3aiys BIipaBe 0OpaTUTHCSA B CTOPOHHIOIO allTCYHYI0 OPraHU3aIMIO TTPH
OTCYTCTBHHM alITEYHON OpraHU3AINH, SBISIFOIICHCS CTPYKTYPHBIM MOIPa3ICIICHHEM TaKoi
MEJIMIIMHCKOH OpraHu3allny.

JlexapcTBEHHBIE ITpenapaThl, K3rOTOBJICHHBIC alITEUHBIMU OPTraHU3AMAMU IS LeJIeld uX
OTITycKa MO TpeOOBaHUSM MEAULMHCKUX OPraHu3aluid, TOCYyAapCTBEHHON perucTpaiyu He
nomiexar <14>.

<14> Ilynkt 1 yactu 5 crateu 13 @enepanbHoro 3akoHa N 61-03 (Cobpanue
3akoHogarenscTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHUN METUIIMHCKOIN OpraHU3alliy, M0 KOTOPBIM OTITYILEHbI
JIEKapCTBEHHBIE IIPENaparhl, OCYyHIIECTBIIAETCS aITEUHON OPraHU3allMeld B COOTBETCTBUH C
nyHKTOM 18 Hactosero Iopsiaka.
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30. Hapymenue nepBUYHON yIIaKOBKH JIEKAPCTBEHHOTO MpenapaTa Mpu €ro OTIyCKe 110
TpeOOBaHUIO MEUIIMHCKON OPraHU3AIMH JOITYCKAETCS allTeYHON OpraHu3aIei, uMeromei
JUIIEH3HIO HA (papMalleBTUYECKYIO ISTEIbHOCTD C IPAaBOM M3TOTOBJICHHUS JIEKAPCTBEHHBIX
npenapaToB. B TakoM citydae OTIYCK JIEKapCTBEHHOTO Iperapara OCyIIECTBISAETCS B YIIAKOBKE
<15> ¢ npenocTaBiIeHUEM UHCTPYKLUUU (KOIMU HHCTPYKLUH) 110 IPUMEHEHUIO OTIIyCKAaeMOTO
JIEKApCTBEHHOI'O IIperapara.

<15> Ilpuka3 Munszapasa Poccun ot 26 okta6ps 2015 r. N 7511 "O6 yTBep>KAeHUH PaBUIT
M3TOTOBJIEHUS U OTITYCKa JIEKApCTBEHHBIX IIPENapaToB JUIsl MEIUIUHCKOTO PUMEHEHUS
anTeYHbIMHU OpPraHu3alusIMU, UHAWBUYaTbHBIMUA IPEITPUHUMATEISIMHU, UMEIOIIUMU JIULIEH3HIO
Ha (apMalleBTUUECKYIO IeATENbHOCTD" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTULIUN
Poccuiickoit deneparuum 21 anpenst 2016 r., peructpanmonusiii N 41897).

II1. Oco0eHHOCTH 0TIy CKA JIEKAPCTBEHHBIX MPENapaToB 1Mo
peunentaM B (popMe IEKTPOHHOI0 IOKYMEHTA

31. OTmyck JeKkapCTBEHHBIX MpeNapaToB Mo perentam B popMe 3JIeKTPOHHOTO JOKYMEHTa
OCYIIIECTBJISIETCS allTeKaMH, allTEYHBIMU IMTYHKTAMH W WHIMBUIYAIbHBIMH TPEIITPUHUMATEISIMH,
YKa3aHHBIMH B MyHKTE 2 HacTosmux [IpaBui, pacnosioxKeHHbIMU Ha TEPPUTOPUU CYOBEKTa
Poccuiickoit deneparuu, B KOTOpoM 0OpMIIEH pelenT B GopMe FIEKTPOHHOTO TOKYMEHTa, B
ciydae IpHUHSTHUS YITOJTHOMOYECHHBIM opraHoM cyobekTa Poccuiickoit deneparuu B
COOTBETCTBUU ¢ NyHKTOM 4 ctathu 6 denepanpHoro 3akona N 61-D3 (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; 2019, N 52, ct. 7793)
perieHust 00 UCTIOIB30BAHUM Ha TEPPUTOPHH CyObekTa Poccuiickoit denepariy Hapsay ¢
pelienTaMu Ha JIeKapCTBEHHBIE MpernapaThl, 0POPMIEHHBIMH Ha OYMa>KHOM HOCHUTEJIE, PELIETITOB
Ha JIEKapCTBEHHBIE MpenapaThl, CHGOPMUPOBAHHBIX B (DOpPME AIIEKTPOHHBIX JOKYMEHTOB (Aajee -
perieHue yrmoaIHOMOYEHHOTO opraHa cyonsekra Poccuiickoit deneparun).

32. AnTeyHble OpraHU3aluu JOJIKHBI UMETh ITOJKIOUEHNE K TOCYTapCTBEHHON
nH(pOpMaMOHHOM cucTeMe B cepe 3apaBooxpaHeHus cyorekra Poccuiickoit deneparun <16>
(manee - cuctema), KOTOpoe oOecreyrBaeTcs yIoJHOMOYEHHBIM OPraHOM BJIACTH CYObEKTa
Poccuiickon @enepanun.

<16> I[locranoBnenue lIpaBurensctBa Poccuiickoit @enepaunu ot 5 mast 2018 r. N 555 "O
€IMHOM TOCYapCTBEHHON HHPOPMAIIMOHHOU cucteme B cdepe 3apaBooxpanenus” (Cobpanue
3akoHoHarenscTBa Poccuiickoit @enepannu, 2018, N 20, ct. 2849; 2021, N 25, ct. 4814).

Texuuueckue TpeboBaHUs K HHHOPMALIMOHHOMY OOMEHY MEXK/y allTeYHON OpraHu3aluei u
CUCTEMO, B TOM YHCIie TpeOOBaHUS K UACHTH(PHUKAIIUH perienTa B popMe dJeKTPOHHOTO
JOKYMEHTA U JINIa, 0OpaTHUBIIETOCs 3a OTITYCKOM JIEKapPCTBEHHBIX MPEMapaToB M0 TAKUM
perenTaM, yCTaHaBIUBAIOTCS PEIIEHUEM YIIOJTHOMOYEHHOTO oprana cyonrekta Poccuiickoi
denepanuu.
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33. OTmyck JIeKapCTBEHHBIX MPEMapaToB M0 perentaM B GopMe JEKTPOHHOTO JOKyMEHTa
OCYIIECTBIIAETCS JIUILY, YKa3aHHOMY B PELeNTe, IMO0 €ro 3aKOHHOMY IIPEICTABUTEIO, JTHO0
JIMILY, KOTOPOE JIULO, YKa3aHHOE B PELENTe, WK €0 3aKOHHBIN MPEICTABUTENb YIIOTHOMOYMIN
Ha IMOJIYUYCHHUC JICKAPCTBCHHLIX ITPCIIapaTOB.

Ipunoocenue N 2
K npuxa3zy Munucmepcmea 30pagooxparenus
Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1093u

INHPABUJIA

OTIMYCKA HAPKOTUYECKUX CPEJICTB 1
MCUXOTPOIHBIX BEIIECTB,
3APETUCTPUPOBAHHBIX B KAUECTBE
JIEKAPCTBEHHBIX MPEMMAPATOB JJISI
MEJULIMHCKOIO NPUMEHEHMS,
JIEKAPCTBEHHBIX MPEMAPATOB JJISI
MEJULUHCKOTO MPUMEHEHUS, COJIEPKALLINX
HAPKOTUUYECKHUE CPEJICTBA U ICUXOTPOIHBLIE
BEIIIECTBA

1. OTryck HAQPKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX MTPENApPATOB M0 PELENTaM
OCYHIECTBJISICTCS allTEeKaMH, allTEYHBIMU ITYHKTaMU, METULIUHCKUMU OPTraHU3aALUSIMU,
000CO0JICHHBIMH TI0Ipa3ICJACHUSIMH MEIUIIMHCKUX OPTaHU3alliid, UMEIOIIUMH JIUIIEH3UIO Ha
JESITeNIbHOCTH 10 000POTY HAPKOTUUECKHUX CPEICTB, IICUXOTPOIHBIX BEHIECTB U UX
MIPEKYPCOPOB, KyJIbTUBUPOBAHUIO HAPKOCOAEPKAIUX pacTeHUl. [lepeueHb MeIUIIMHCKUX
OpraHu3aIui 1 000COO0ICHHBIX MOAPa3ICICHUN MEAUIIMHCKUX OpraHu3aIui, epeucHb
HApKOTHUYECKHUX JIEKAPCTBEHHBIX MPENAPATOB U IMICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENApaToB,
OTITYCK KOTOPBIX (PU3UYECKUM JIUIIaM MOXKET OCYIIECTBISIThCS YKa3aHHBIMU MEIUIINHCKUMU
OpraHu3aIusIMHU U UX 000COOIEHHBIMU TIOIpa3ACICHUSIMU, YCTAHABIIUBAIOTCA OpraHaMu
WCIIOJIHUTENBHOM BacTu cyobekToB Poccuiickoit deneparuu <1>.

<1> Ilynkr 1 crathu 25 @enepanbHOro 3akoHa OT 8 stHBaps 1998 r. N 3-03 "O HapKOTHUECKUX
CpeAcTBax M NcuxoTpomnHbIxX BeniectBax' (Cobpanue 3akoHoaTenbcTBa Poccuiickoit
®epnepauun, 1998, N 2, ct. 219; 2016, N 1, cT. 28).
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2. o peuenTam, BBINMMCAHHBIM Ha pelenTypHbIX Omankax Gopmber N 107/y-HIT <2>,
OTILyCKAIOTCS HAPKOTUYECKHUE U IICUXOTPOIIHBIE JICKAPCTBEHHBIE IIPEIIapaThl, BHECCHHBIC B
CrnucoK HapKOTHYECKUX CPECTB U IMICUXOTPOIHBIX BEIIECTB, 000pOT KOTOPHIX B Poccuiickoii
®denepany OrpaHUYEH U B OTHOLLIEHUH KOTOPBIX YCTAHABIMBAIOTCS MEPBI KOHTPOJIS B
COOTBETCTBUU C 3aKOHOIATENBLCTBOM Poccuiickoit denepanuy U MEKyHapOAHBIMU JI0TOBOPaMU
Poccuiickoit ®enepanuu (crucok II), Ilepeuns (nanee - HApKOTUUECKHE U ICUXOTPOIIHBIE
JIeKapCTBEHHbIE Ipernapathl cnucka II), 3a nckioueHrneM HapKOTUUECKUX U IICUXOTPOITHBIX
JIEKapCTBEHHBIX [IPENapaToB B BUAE TPAHCIAEPMAIIbHBIX TEPAIIEBTUYECKUX CUCTEM U
JIEKApCTBEHHBIX IIPENAPATOB, COACPKALIMX HAPKOTUIECKOE CPEJICTBO B COUETAHUM C
AQHTAarOHMCTOM OIIMOMJIHBIX PELENTOPOB.

<2> [MoanyHkt 5.2.178 nynkTa 5 [lonoxxenust 0 MuHHCTEpCTBE 3ApaBooXpaneHus Poccuiickoit
®denepanuu, yreepxaeHHOro nocranoninenueM I[lpasurensctBa Poccuiickoit ®denepanuu ot 19
utoHs 2012 r. N 608 (CoOpanue 3akononatenbctBa Poccuiickoit @eaepanun, 2012, N 26, cr.
3526; 2017, N 52, cr. 8131) (nanee - [Tonoxenne o MuHucTepcTBe).

3. [o peuenTam, BEIMMCAaHHBIM Ha pelienTypHbIX 6s1ankax ¢popmbl N 148-1/y-88, otmyckarorest
<3>:

<3> [oanyHkT 5.2.179 Tonoxenust o Munnctepcrse (CoOpaHue 3aKOHOATEIHCTBA
Poccniickoit @deneparuu, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) mcuxoTponHbIe JeKapCTBEHHBIE MpenapaThl, BHeCEHHbIE B CIIMCOK MCUXOTPOITHBIX BEIIECTB,
000poT KoTopbix B Poccuiickoit @epepaiiy OrpaHuveH U B OTHOIIEHUU KOTOPBIX JOITYCKaeTCs
UCKITIOYEHHE HEKOTOPBIX MEp KOHTPOJISI B COOTBETCTBHHU € 3aKOHOAATENbcTBOM Poccuiickoi
deaepannn 1 MEXTyHapOAHBIME JoTroBOopaMu Poccutickoit @denepamnuu (crmcok I1I), Tlepeuns
(manee - NCUXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaTsl crucka I11);

2) HapKOTHYECKHE U IICUXOTPOIIHbIE JIEKapCTBEHHBIE Ipernapathl ciucka Il B Buzae
TpaHCIepMalIbHBIX TEPANIEBTUYECKUX CUCTEM M JIEKaPCTBEHHBIE MpPEnaparhl, CoAepKaIine
HAapPKOTHYECKOE CPEICTBO B COUETAHUH C aHTArOHHCTOM OIMUOUJIHBIX PELETITOPOB;

3) nexapcTBEHHBIE NPENapaThl, M3rOTaBIMBAEMBbIE MO PEIENTY Ha JIEKAPCTBEHHBIN Mpemnapar u
coJEpIKaIIe HAPKOTUUECKOE CPEACTBO MU IICUXOTPOIHOE BELIECTBO, BHECEHHOE B CIUCOK [I
[lepeunsi, u apyrue GpapMakoIOoruueckue akTUBHBIE BEIIECTBA B JI03€, HE MPEBHIIIAOIIEH
BBICIIIYIO Pa30BYIO 103y, ¥ MPU YCIOBHUH, YTO ITOT KOMOMHUPOBAHHBIH JIEKapCTBEHHBIN
Ipernapar He ABISAETCS HAPKOTUYECKUM WIIM IICUXOTPOITHBIM JIEKAPCTBEHHBIM MperapaToM
crucka II.

4, HpI/I OTIIYCKC HAPKOTUYCCKOTO U IICUXOTPOITHOTO JICKAPCTBCHHOI'O IIpCIIapaTa ClIIucCKa Il Ha
PCLCIITE 00 OTITYCKC JICKAPCTBCHHOTO IPCIiapaTa NpOCTAaBIACTCA II€HYATh AlITCKHU UJIK alITCYHOT'O
IIyHKTa, B KOTOpOﬁ YKa3aHO UX MOJIHOC HAMMCHOBAHHUC (HpI/I HaJIM4nHn HC‘-IaTI/I).
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5. OcraroTcst U XpaHsATcsa y CyObeKTa pO3HUYHON TOPrOBIIM PEUENTHI (C OTMETKOM
"JlexapcTBEHHBIH Ipenapar oTmyileH") Ha:

1) HapKOTHYECKHUE U IICUXOTPOIIHBIE JIEKAPCTBEHHbIE Ipenaparsl cnucka lI, necuxorpomnHeie
JIeKapCTBEHHbIE Npenapatsl crrcka Il - B Teuenue nsaru ner;

2) KOMOMHUPOBAHHBIC JICKAPCTBEHHBIC MTPETIAPaThI, COJIEPIKAIINE HAPKOTHICCKUE CPEIICTBA WITH
IICUXOTPONHBIE BellecTBa, BHECEHHbIE B cUCKH I u III I1epeunsi, M3roToBiIeHHbIE B aITEYHO U
OPraHu3alvy, JICKAPCTBEHHBIE TPENAPaThl, MOJICKAIINE MPEIMETHO -KOJIUYECTBEHHOMY YUETY, -
B TEUECHUE TPEX JIET.

Yka3aHHbIE JICKAPCTBEHHBIC MTPENapaThl, MpeIHA3HAYCHHBIE JIJIS TPaXKIaH, UIMCIOIIHUX ITPaBO HA
MOJTyYeHUE JICKAPCTBEHHBIX TPENApaToB, OTITYCKAEMBIX OSCIUTATHO WII CO CKUIKOMH,
OTITYCKAIOTCS TIPH MPEABSBICHUH PEIeNTa, BRITMCAHHOTO Ha pelenTypHoM Omanke Gpopmer N
148-1/y-88, u penenta, BEIMHCAHHOTO Ha perientypHoM Onanke hopmbl N 148-1/y-04(a).

6. OTITycK HApKOTHUYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MPENapaToB OCYIECTBISIETCS
(hapMaleBTUUECKUMHU U MEIULIMHCKUMHU pabOTHUKAMH, 3aHUMAIOIIUMU JOJDKHOCTH,
BKJIFOUEHHBIE B [T€pEUEHb JOKHOCTEN (papMalieBTHUECKUX U METUIIUHCKUX PAaOOTHUKOB B
OpraHu3aIusax, KOTOPIM MIPEAOCTABIECHO IPaBO OTIYCKAa HAPKOTUYECKUX JIEKAPCTBEHHBIX
MpernapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB GU3NYECKUM JInLaM <4>.

<4> [MoanyHkT 5.2.176 Tonoxenust o Munnctepcrse (CoOpaHue 3aKOHOJATEIHCTBA
Poccniickoit @deneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTtuueckue U CUXOTPOIIHbIE JIEKapCTBEHHbIE Mpernaparsl cnucka I, 3a uckiroueHuem
JIEKapCTBEHHBIX MIPENapaToB B BUE MJIACThIPEN U JIEKAPCTBEHHBIX MPENapaToB, COJIEPKaIIIX
HAapKOTHYECKOE CPECTBO B COUETAHUH C aHTArOHUCTOM OIMUOUJIHBIX PELENTOPOB, OTIYCKAIOTCS
IIPH MPEAbABICHUU JOKYMEHTA, YIOCTOBEPSIOUIETO JINYHOCTB, JIUIY, YKa3aHHOMY B PELIEIITE,
€ro 3aKOHHOMY MPEJCTABUTEINI0 <5> WM JIUILY, UMEIoIIeMy 0(hOPMIIEHHYIO B COOTBETCTBUH C
3akoHoJaTenscTBOM Poccuiickoit denepanuu JOBEPEHHOCTh Ha MPABO MOJIYUYEHUS TaKUX
HApPKOTHYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

<5> B oTHOLIEHUN JH1Ia, YKa3aHHOTO B yacTH 2 cratbu 20 denepanbHoro 3akoHa N 323-03
(Cobpanue 3akoHoaarenbecTBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724).

[Tpu HEBO3MOKHOCTH OPOPMIICHHS MHKYPAaOEIbHBIMU OOJIBHBIMU Ha 3aBEpIIAIOLIEM dTare
KHU3HHU JOBEPEHHOCTHU Ha MPABO MOJTyYEHUs YKa3aHHBIX B a03alle IepBOM HACTOSIIETO MyHKTa
HapKOTHUYECKUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB TaKHUE JIEKAPCTBEHHBIE
IpernapaThl OTIYCKAIOTCS UHBIM JIMIAM, OCYIECTBISIONIMM YXO/I 32 HUIMH, TIPH MPEIbSIBICHUH
OJIHOBPEMEHHO C PELIENTOM Ha JIEKAPCTBEHHBIN IIpenapar JOKyMEHTa, YA0CTOBEPSIOIIETO
JIMYHOCTh, U JOKYMEHTA, [TOATBEPXKAAIOLIET0 HHKYpaOeIbHOE COCTOSIHUE OOJIBHOTO,
COJIEPIKALIET0 CBEAEHUS O JIULE, KOTOPOE MOJIydaeT JIEKapCTBEHHBIE NIPENapaThl [0 PELENTy
(pamumnmst, ©Ms, OTUECTBO (IIPU HAIMYMHN), BUJ, CE€pUs U (WIM) HOMEP JOKYMEHTa,
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YI0CTOBEPSIOIIETO JIMYHOCTH), 3aBEPEHHOr0 MOJIIMUCHIO U MeYaThi0 MEAUIIMHCKOTO pabOTHHKA, a
TaK)K€ MeYaThi0 MEIUIIMHCKON OpraHu3aluu.

JIOKYMEHT, MOATBEPKIAFOIINIA HHKYpaOeIbHOE COCTOSTHUE 00JILHOTO, OCTACTCS B allTEYHOMN
OpraHu3aIiHy.

8. HapkoTnueckue 1 CUXOTPOIIHbIE JIEKAapCTBEHHbIE Ipernapatsl cnucka Il (3a uckitoueHuem
JIEKapCTBEHHBIX MIPENapaToB B BUE IJIACTHIPEN U JIEKAPCTBEHHBIX MPENApaTOB, COAEPIKAILINX
HapKOTHYECKOE CPEACTBO B COUETAHUM C AaHTArOHUCTOM OIHMOMJIHBIX PELIENITOPOB),
NpeJHa3HaYeHHbIE I TPak/IaH, UMEIOIINX MTPAaBO Ha OECIUIATHOE MOJTyYSHUE JIEKaPCTBEHHBIX
IIpenapaToB WM MOJIY4Y€HHUE JEKAPCTBEHHBIX IIPENApPaTOB CO CKUAKOM, OTIYCKAIOTCS IpU
MIpeIbSABICHUH PELENTa, BEINIMCAHHOTO Ha perentypHoM 6manke ¢opmbl N 107/y-HII, u
perienTa, BEIMUCAHHOTO Ha perenTypHoM Osianke hopmbr N 148-1/y-04(i).

9. llocne oTnycka HAPKOTUUECKUX M IICUXOTPOIHBIX JIEKApPCTBEHHBIX IpenapaTos cnucka I, B
TOM YHCJIE€ B BUJE TPAHCACPMAIBHBIX TEPANIEBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENApaTOB,
COJIepKAIIUX HAPKOTUYECKOE CPEICTBO B COYETAHUM C AHTATOHUCTOM ONHMOUIHBIX PELIENITOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX MpernapaToB cnucka [II nuiy, momyyuBimeMy JieKapCTBEHHBIN
Mpernapar, BbIIAETCS CUTHATYPA C HKEITOM MOJIOCON B BEPXHEHN YaCTH M HAJIIIUCHIO YEPHBIM
mpudrom Ha Helt "Curnarypa', B KOTOpOil yKa3bIBalOTCS:

1) HaMEeHOBaHUE U a/IPeC MECTOHAXOXKACHHS aNTeKH, allTeYHOTO MMYHKTA, MEIUIIMHCKON
OpraHu3aI, 000COOICHHOTO MOIPA3ACIICHHIS] MEAUIIMHCKOW OpPTraHn3aIiu;

2) HOMED U J1aTa BBIMMCAHHOTO PELEeNTa;

3) damunms, uMs, 0OTYECTBO (MPU HATUYHH ) JIUIA, TSI KOTOPOTO MpeAHa3HauYeH JeKapCTBEHHBIN
mpernapar, ero Bo3pacr;

4) HOMEp MEAUIIMHCKON KapThl NAIlMeHTa, OJyYaroiero MeIMIUHCKYIO IIOMOIIIb B
aMOYJIaTOPHBIX YCIOBUSX, JUIsl KOTOPOTO MpeHa3HAUYEH JICKapCTBEHHBIN Mpenapar;

5) bamuust, UMsi, OTYECTBO (ITPU HATMYNHN ) MEAUITMHCKOTO PaOOTHHKA, BBIMUCABIIIETO PEIICTIT,
€ro KOHTaKTHBIH TeiedoH b0 TeneoH MEeUIIMHCKOW OpraHnu3allny;

6) COACPIKAHUC PCLCIITA HA JIATUHCKOM A3BIKC UJIM PYCCKOM S3BIKC,

7) damunus, uMsi, OTYECTBO (IIPU HAJTMYKMHN) U TIOAMKCH (hapMareBTHYSCKOTO UITA MEIUIIMHCKOTO
paboTHUKA, OTITYCTUBIIETO JIEKApCTBEHHBIN Mpenapar;

8) mara oTIycka JIeKapCTBEHHOTO Mpemnapara.

10. 3anpeu1aeTc;I OTITYCK Cy'6’beKTOM pOSHH‘lHOﬁ TOPIroBJIM IO peHeCTaM BETCPUHAPHBIX
OpFaHI/I3aLII/II71 HAapKOTUYCCKUX U IICUXOTPOITHBIX JICKAPCTBCHHLIX IMPEIIapaTOB.

Ipunoowcenue N 3
K npuxazy Munucmepcmaa 30pagooxpaHenus

Poccuiickoii @edepayuu
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om 24 nosops 2021 2. N 1093n

HOPAAOK

OTIIYCKA AIITEYHBIMU OPI'AHU3ALIUAMHAU
NMMMYHOBUOJIOT'TMYECKUX JTEKAPCTBEHHBIX
INPEITAPATOB

1. OTnyck MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IIPETIapaToOB OCYIIECTBIIAETCS aTEUHBIMU
OpraHu3alUsIMHU U UHIUBUAYATbHBIMU NPEANPUHUMATENIIMU, UMEIOIIMMHU JTULEH3UIO Ha
(hapMaleBTUUECKYIO AEATEIbHOCTh, MEAUIIMHCKUMH OPraHU3alMsIMU, UMEIOIIMMH JIMLIEH3UI0 Ha
(hapMaleBTUUECKYIO AEATEIbHOCTb, U UX 000COOIEHHBIMU NOpa3IeIeHUSIMH (aMOYIaTOPUSIMH,
¢denpamepckuMu U (pepAIepcKo-aKyIepCKUMU MTyHKTaMH, LIEHTpaMu (OTJeJIEHUIMHU) O01Ie
BpaueOHOM (CEeMEMHON) TPAKTUKH ), PACTIONOKEHHBIMU B CEJIbCKUX MOCEICHUSIX, B KOTOPBIX
OTCYTCTBYIOT aNiT€UHbIE OpraHu3aluy, 6e3 penenTa U (WIK) MO PELEenTy Ha JeKapCTBEHHBIH
npenapar, 0oGopMICHHOMY MEAUITTHCKUMH paOOTHUKAMH (J1ajiee - PeIeT).

2. Ilpu oTIrycke IMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MperapaTa Ha PEeIenTe WiH KOPEIIKe
perenTa, KOTOPBIH OCTaeTCs Y JINIA, MPUoOpeTaromero (MoTyqaroIiero) JeKapCTBEHHBIN
npernapar, yKa3blBaeTcsi TOYHOE BpeMs (B 4acaX U MHHYTax) OTITyCKa JICKAPCTBEHHOTO
npernapara.

3. OTiyck UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MpernapaTa OCyIeCTBIsIeTCS JTUILY,
npuoOpeTaroneMy (MoJydaroneMy) JISKapCTBEHHBIN Tpernapar, Ipu HATHIUH Y HETO
CIIELIMATILHOTO TEPMOKOHTEHHEPA, B KOTOPBIM MOMEIIAETCS JICKAPCTBEHHBIN TTpernapar, uiu
BO3MOXHOCTHU MPUOOPETEHHSI B aITEYHON OpraHU3alMi HEOOXOIUMBIX CPEICTB s
TPAHCIOPTUPOBKHU (TEPMOKOHTEHHEP, XJIaJOJIEMEHTBHI).

4. Juny, npuobpeTiieMy UMMYHOOHOJIOTUYECKUH JIEKAPCTBEHHBIN MIpenapart, pa3bsaCHIETCS
HE0OX0IMMOCTh JIOCTABKH JIEKAPCTBEHHOT'O MIperapara B MEIUIIMHCKYIO OPTaHU3aluIO0 B CPOKH,
HE IPEBBIIIAIOIINE CPOKH MOAEpKAHUS padouell TeMIepaTypbl CpEeCTB TPAHCIOPTUPOBKH,
yKa3aHHbIE B HHCTPYKIIUU.



