3apeructpupoBano B Munrocte Poccuu 30 Hosi6pst 2021 1. N 66142

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOU ®EJEPALIUU

ITPUKA3
ot 24 Hosiops 2021 r. N 10931

OB YTBEPXKJIEHUU PABUJ OTITYCKA
JEKAPCTBEHHDLIX IPEMAPATOB JIJI51
MEJULIMHCKOTO NPUMEHEHHUSI AITEYHBIMU
OPTAHU3BALIUSIMM, UHIMBUIY AJIbHBIMU
MPEJANPUHUMATEJISIMU, UMEIOLLIMMHA JULEH3UIO
HA OCYUIECTBJEHUE ®APMALEBTUYECKOM
JNEATEJbHOCTHU, MEAULIUHCKUMHU
OPTAHU3ALIUSIMM, UMEIOLLIUMU JIULEH3UIO HA
OCYIIECTBJIEHUE ®APMALIEBTUYECKOM
JNEATEJbHOCTHU, U UX OBOCOBJEHHBIMU
MOJPA3JAEJEHUSIMU (AMBYJIATOPUSIMU,
®EJBLIIEPCKUMHU U
®EJBLJIIEPCKO-AKYIIEPCKUMU MNYHKTAMM,
LEHTPAMU (OTJEJEHUSMUA) OBLIE BPAUEBHOI
(CEMEWMHOI) MPAKTUKH), PACIIOJIOKEHHLIMU B
CEJbCKUX NOCEJIEHUSX, B KOTOPBIX
OTCYTCTBYIOT AIITEYHBIE OPTAHU3ALIMM, A
TAKKE IPABWJI OTITYCKA HAPKOTUYECKHX
CPEJCTB U ICUXOTPOIHLIX BEIECTB,
3APETMCTPUPOBAHHBIX B KAUECTBE
JIEKAPCTBEHHBIX IPEMAPATOB JIJI51
MEJULIMHCKOTO MPUMEHEHUSL, JEKAPCTBEHHBIX
MPEMAPATOB JJISI MEJJULIMHCKOTO NPUMEHEHUS,



COAEPKAIINUX HAPKOTHUYECKHUE CPEACTBA U
IHCUXOTPOIIHBIE BEHIECTBA B TOM YUCJIE
HOPAIKA OTIITYCKA AIITEYHBIMH
OPI'AHUBALIUAMU UMMYHOBUOJIOT'HYECKUX
JIEKAPCTBEHHBIX ITPEITAPATOB

B cootBerctBuM ¢ nyHkramu 2 u 3 crarbu 55 denepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3
"O06 ob6pamennn ekapcTBeHHBIX cpeacTB" (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparmmy,
2010, N 16, ct. 1815; 2013, N 48, ct. 6165; 2016, N 27, cT. 4238), ¢ nognynkramu 5.2.165, 5.2.169
n 5.2.183 nynkra 5 Ilonoxenuss o MuHucrepctBe 3apaBooxpaHeHusi Poccuiickoit denepanuu,
yYTBEPKACHHOTrO nocraHoBieHneM llpaBurensctBa Poccuiickoit ®denepaunn ot 19 urons 2012 r. N
608 (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2014, N 37, cT.
4969; 2017, N 33, ct. 5202), npuKa3biBalo:

1. YTBepauTh:

[IpaBusia oTmycka JEKapCTBEHHBIX IMpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHHS AaNTeuYHbIMU
OpTaHM3aIUsAMHU, HHIWBUIYATbHBIMA  MPEANMPUHUMATEISIMUA, WMEIONIUMHU  JIUIEH3UIO  Ha
ocylIecTBIIeHUE (papMaleBTUUECKON AESITEIbHOCTH, MEIULIMHCKUMU OpPraHU3alMUsIMH, UMEIOUIUMU
JUICH3UI0O Ha OCYIIECTBICHHWE (DapMaIleBTUUECKOW JEATENBHOCTH, M WX 000COOJICHHBIMU
nojapasaeneHusMu (aMOyaTopusiMu, GeabAIIePCKUMH U (PesTbAMEepPCKO-aKyIIePCKUMH TTyHKTaMH,
neHTpamMu (OTHeNeHussMH) OoOmmell BpaueOHOW (CeMEeWHON) NpPAaKTHKHU), PACIOJIOKEHHBIMUA B
CEJIbCKUX MOCEJIEHUSIX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OpraHU3alliu, COTJIACHO MpuiiokeHne N
1 (manee - mpaBuia);

IIpaBuia oTmycka HapKOTHMYECKUX CPEACTB U IICUXOTPOIHBIX BELIECTB, 3aPETMCTPUPOBAHHBIX B
KauecTBe JIEKApCTBEHHBIX MpenaparoB JUIsli MEAMIMHCKOTO TMPHUMEHEHHUs, JIeKapCTBEHHBIX
npenaparoB sl MCIULOUHCKOTO IMPUMCHCHUA, COACPIKAIMUX HAPKOTHUYCCKUC CpCACTBA U
MICUXOTPOMHBIE BELIECTBA, COTJIACHO MPUIIOKEHUIO N 2;

HOpHI[OK OTIIyCKa AIlITCYHBIMU opraHnu3alvsaiMu I/IMMyHOGI/IOJIOFI/I‘IeCKI/IX JICKApPCTBCHHBIX
MpEnapaToB COriacHo MpuiaokeHuto N 3.

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHHCTEpCTBA 34paBOOXPAaHEHMS U COLMAIBHOIO pa3Butus Poccuiickoir denepaunu ot 26
aBrycra 2010 r. N 7351 "OOG yrtBepxkaeHuu I[IpaBun oTmycka JIEKapCTBEHHBIX MPEMApaToB st
MEIUIUHCKOTO MPUMEHEHHS MEIUIHMHCKUMHU OpraHu3alisMH, HWMEIOIUMH JIMICH3HIO Ha
(bapMareBTUUECKYI0 ACSITEIBHOCTh, U MX OOOCOOJICHHBIMU MOJPA3JACICHUSIMHU (aMOYJIaTOPUIMH,
denpamepckuMu M QenbAIIePCKO-aKyIIEPCKUMH [TyHKTaMH, LEHTpaMu (OTIENEHUSIMH) oOIIen
BpaucOHOW (CEMEWHOW) MpPaKTHUKH), PACIOJIOKEHHBIMH B CEIIbCKUX TIOCEJICHUSX, B KOTOPBIX
OTCYTCTBYIOT allT€uHble opranuzauuu’ (3apeructpupoBad MuHucrepcTBoM roctuiiun Poccuiickoit
Oenepanun 28 centsops 2010 r., peructparmonusiii N 18575);

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @eneparuum ot 11 utonsg 2017 r. N 4031 "O6
yTBepxkaeHun [IpaBun oTmycka JIeKapCTBEHHBIX IMpENapaToB JIsI MEAUIIMHCKOrO MPUMEHEHHS, B
TOM YHCJI€ HMMMYHOOMOJIOTUYECKUX JIEKaPCTBEHHBIX IpPENaparoB, anTeYHbIMU OpraHU3alUsIMHU,
WHAUBUAYAITbHBIMU  MPEANPUHUMATENSIMUA, HMMCIOIIMMH JIMIICH3UI0 Ha  (papMareBTHYECKYIO
JeATEeTLHOCTR" (3apeructTprupoBan MunHuctepcTBoM toctunin Poccuiickoit deneparuu 8 ceHTIOps
2017 r., peructpaunonusiii N 48125);
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npuka3 MunucrepcrBa 3apaBooxpanenusi Poccuiickoin @enepanuu ot 7 utona 2020 r. N 6831 "O
BHECEHUU H3MeHeHud B [IpaBuia OTHycCKa JIEKapCTBEHHBIX IIPENapaTtoB JUIsl MEAMIIUHCKOTO
NPUMEHEHHS, B TOM YHCJI€ HMMMYHOOHOJOIMYECKUX JIEKQpCTBEHHBIX IPENapaToB, anTeYHbIMU
OpTaHM3aIUsAMH, HHIWBUIYATbHBIMH  MPEANPUHUMATEISIMUA, WMEIONIMMHU  JIMLEH3UIO  Ha
(dapMaleBTUYECKYIO AESITeNIbHOCTb, YTBEP)KICHHbIE NpHKa3oM MUHHCTEpPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®@enepaunn ot 11 wmrons 2017 r. N 403n" (3apeructpupoBaH MUHUCTEPCTBOM
toctunu Poccuiickoit @eneparuu 14 oktsiops 2020 r., peructparmorssii N 60370).

3. Hacrosimwmii mpuka3 Bctynaer B cuily ¢ 1 mapta 2022 r. u neiictByer no 1 mapra 2028 r., 3a
ucKIoueHrneM mnyHkTa 12 IlpaBun oTmycka JIEKapCTBEHHBIX MPENapaTroB Il METUITUTHCKOTO
MPUMEHEHHUS aNTeUHbIMH OpPTaHU3alUSMU, UHIUBUAYATbHBIMU MPEIIPUHUMATEISIMH, UMEIOIIUMHU
JUICH3UIO Ha OCYIIECTBIICHNE (DapMaIleBTUUECKON NeSTEIbHOCTH, MEIUIIUHCKUMHU OpraHU3aIUusIMH,
UMEIOUIMMH  JIMIIEH3UI0 Ha  OCyllecTBlieHHE (apMalleBTUUECKONH  JEeATENbHOCTH, M  HX
000c00IeHHBIMU No/ipa3ieICHUsIMU (aMOynaTopusimu, (enpamepcKuMu u
benpaepcKo-akyepcCKUMH IMMyHKTaMH, IIEHTpaMu (OTIeJIeHUsAMH) 001Iel BpaueOHON (CeMeiHOi)
MPAKTUKH), PACIIOJIOKEHHBIMA B CEIBCKHX TOCEICHUAX, B KOTOPBIX OTCYTCTBYIOT amNTEUHBIC
OpraHU3aly, YTBEPKICHHBIX HACTOAIIMM MPUKA30M, KOTOPBIN BCTynaer B cuity ¢ 1 mapta 2022 r.
u neiictyet 1o 1 centsOps 2022 rona.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxasy Munucmepcmea 30pasooxparnenuis
Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1093u

IHPABUJIA

OTIIYCKA JIEKAPCTBEHHbIX TPEITAPATOB JJIA
MEIULHUAHCKOI'O IPUMEHEHUA

I. O01mue TpeGOBaAHUSA K OTIYCKY JeKAPCTBEHHBIX MPENapaToB sl
MEIUIUHCKOr0 NPUMEHEHU S

1. OTmyck JeKapCTBEHHBIX MPernapaToB JJIsl MEAMIIMHCKOIO MPUMEHEHHUs (Jjajee - JIeKapCTBEHHBIE
npernaparsl) OCYILECTBIISCTCS anTeYHBIMU OpraHu3aIsIMHI " VHWBHUIYyTbHBIMU
OpEeNNpPUHUMATENSIMU,  UMEIONIMMHM  JIMLIEH3UI0  Ha  (apMaleBTHUECKYI0  JIeATelIbHOCTb,
MEIUIUHCKUMH OpraHU3alMsIMU, UMEIOIUMH JIMIECH3UI0 Ha (apMalleBTUYECKYIO JIESTeNbHOCTh, U
1704 000c00IeHHBIMU MoApa3ACICHUSIMU (amOynaTopusamu, benpamepcKumMu u
GenpamepcKo-aKymepcKuMy MyHKTaMu, IIEHTpaMu (OTAENIeHUsIMU) 001Iei BpaueOHOM (ceMeiHOi)
MPAKTUKU), PACIOJIOKEHHBIMU B CEIbCKUX TIOCEJIECHUAX, B KOTOPBIX OTCYTCTBYIOT aNTEuUHbIE
opranuzanuu (ganee - CyObeKThl POSHUYHOIN TOproBiu), 6e3 peuenta <1> u (WiIM) MO peuenTty Ha



JIEKapCTBEHHBIN TIpenapar, oOpMICHHOMY <2> MEIMIIMHCKUMH paOOTHHKAMU (J1ajiee - perenr), a
TaKXe Mo TPeOOBAHUIO MEIUIIMHCKON OpraHu3auy <3> Ui anTeYHON OpraHU3alHH.

n_..n

<1> IloamysHkt "4" myHkrta 5 yactu 4 cratbu 18, moanyHkt "K" myHkrta 1 wactu 1 cratem 33
®enepanbHoro 3akona ot 12 anpens 2010 r. N 61-03 "O6 obpaiieHuu JeKapcTBEHHBIX CPEeaCTB"
(Cobpanue 3akonomarensctBa Poccuiickoit ®eneparuu, 2010, N 16, crt. 1815) (manee -
®epnepanbublii 3ak0H N 61-D3).

<2> HoanyHkt 5.2.179 Ilonoxxenusa o MunHucrepcTBe 3apaBooxpaneHus Poccuiickoit denepanumy,
YTBEPKJIEHHOro noctaHoBiieHreM [IpaButensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N
608 (Cobpanme 3akoHomarenbcTBa Poccuiickoit @enepamuu, 2012, N 26, ct. 3526; 2017, N 52, cT.
8131) (manee - [Tonoxxenne o MuHHCTEPCTBE).

<3> IlyHkr 54 crareu 4 ®@epepanpHoro 3akoHa N 61-@3 (CoOpaHme 3aKOHOAATETHCTBA
Poccutickoit ®eneparnuu, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456).

2. OTmycK JIeKapCTBEHHBIX MPENapaToB 0e3 PeLenTOB OCYIIECTBISETC:

1) anmTekamu, OCYIIECTBISIONIMMH PO3HHUYHYIO TOPTOBIIO (OTIYCK) JICKAPCTBEHHBIX MpEnapaToB
HACEJICHUIO, U allTeKaMU KaK CTPYKTYpPHBIMH MOJPa3AeICHUSIMI MEIULIMHCKON OpraHu3aluu (zajiee
- anTeKNn);

2) anTeYHbIMH IyHKTaMH, B TOM YHCJE KaK CTPYKTYPHBIMH TOJpa3JeICHUSIMUA MEIUITUHCKON
OpraHu3aliy (J1ajee - anTeYHbIe MYHKTHI);

3) anTeyHbIMH KHOCKAMH;

4) WHAMBUIYATbHBIMHM MPEANPUHUMATEISIMH, HWMEIOIIMMHU JIUIEH3UI0 Ha (papMaleBTUYECKYIO
NEeSTENLHOCTH (JJajiee - WHIUBUYaTbHBIA TPEITPHHIMATEH ),

5) MeIMUMHCKUMH OpraHU3alusIMU, UMEIOIIUMHU JIMIIEH3UI0 Ha (papMaleBTUUECKYIO NeSTEIbHOCTD,
U uX  O00OCOOJEHHBIMH  MOJpA3ACiCHUAMH  (aMOymaropusiMd,  (elabAIIEPCKUMH |
GbenpaepcKo-akyIepCKUMH MMyHKTaMH, IIEHTpaMu (OTIeJIeHUsAMH) 001Iel BpaueOHON (CeMeiHOiN)
MPAKTUKH), PACIOJIOKEHHBIMU B CEIBCKHX TOCEICHUAX, B KOTOPBIX OTCYTCTBYIOT amNTEUHBIC
opraHu3anuu  (Jajee  COOTBETCTBEHHO -  MEIWIIMHCKHWE  OpraHu3aiuu, 000COO0JICHHbBIE
MoJpa3JeliecHuss MEIUIMHCKUX OpTaHu3aluii), MepeueHb KOTOPBIX YTBEPKIAACTCS OpraHAMH
WCITOJTHUTENIbHON BiIacTh cyObekTa Poccuiickoit deneparun <4>.

<4> Yacrts 5 crarbu 55 @enepanpHoro 3akoHa N 61-D3 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, cT. 2035).

3. OTnyck eKapCTBEHHBIX NIPENApaTOB 110 PELENTaM OCYIIECTBISAETCS:
1) antekamu;
2) anTeYHBIMH ITyHKTAMHU;

3) UHAMBUIYATBHBIMH TPEANPUHUMATENISAMH (32 UCKITIOYEHUEM OTITyCKa HAPKOTHUECKUX CPEJICTB U
IICUXOTPOIHBIX BEIIECTB, BKJIIOYEHHBIX B IIE€PEYEHb HAPKOTHMYECKHX CPEACTB, ICHUXOTPOIHBIX
BEIIECTB M HMX IPEKYpPCOPOB, MOJUISKAUIMX KOHTpoiio B Poccuiickoit depepannu <5> (nanee
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COOTBETCTBEHHO - [lepedeHb, HApKOTUYECKHE U TICUXOTPOITHbIE JIEKAPCTBEHHBIE MIPETapaThl);

<5> IlyHkTt 2 cratbu 2 ®denepanpHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkOTHUECKHX
cpencTBax M ncuxoTpornHbiXx BemecTBax" (CobOpanue 3akoHomarenbcTBa Poccuiickoit denepanuu,
1998, N 2, ct. 219; 2016, N 27, ct1. 4238) (nanee - Oeaepanbubiii 3akoH N 3-D3).

4) MEIWIMHCKUMH OpTaHU3aIMsIMH U  O0OCOOJCHHBIMH IOJPA3JACICHUSIMU  MEIUITUHCKHUX
OpraHu3aIuu.

4. ITo penenitaM, BBIMMMCAHHBIM Ha pelENTypHBIX OnaHkax Gopmer N 148-1/y-88, ormyckatores <6>
JIeKapCTBEHHbIE TpenapaTsl, BKIIOYCHHBIE B IEpeUeHb JICKAPCTBEHHBIX CPEJICTB IJIi MEAUIIMHCKOTO
NPUMEHEHHS, TOJUICKANNX MPEIMETHO-KOIMYECTBEHHOMY Y4YeTy (hajiee - JICKapCTBCHHBIC
Ipenaparsl, BKIOYEHHbIE B iepedeHb [IKY) <7>.

<6> [oanyHKT 5.2.179 Tlonoxenuss o Munuctepcre (CobOpanue 3akoHOmaTeascTBa Poccuiickoi
®epnepaunn, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

<7> Hoanynkr 5.2.171(1) TIlonoxenus o Munucrepcree (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparnuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

VYka3zaHHBIC JIGKAPCTBEHHBIC NpeENapaThl, MpeJIHA3HAYCHHBIC I TPaKIaH, UMCEIOIIUX IPaBO Ha
NOJIy4YeHHE JICKAPCTBEHHBIX MPEMNapaToB, OTIYCKAEMbIX OECIIATHO MM CO CKHJKOHM, OTITyCKArOTCS
NIPU TIPEIBSBICHUH PEIETTa, BBIIIMUCAHHOTO Ha penentypHoMm Onanke (gopmbr N 148-1/y-88, u
pelrienTa, BEITMCAHHOTO Ha penentypHoM Omanke Gopmbl N 148-1/y-04(1).

5. o peuenTam, BHINMCAHHBIM Ha pelenTypHbIX Onankax ¢Gopmbl N 148-1/y-04(x1), oTmyckatorcs
JIEKapCTBEHHBIC TIperapaThl, BBIMUCHIBAEMBIC TpaXIaHaM, HMMEIOIIMM MpaBo Ha OecraTHOE
NOJy4YeHHE JIEKApCTBEHHBIX MPENapaToB MIIM MOJyYeHHE JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOM
(manee - mekapCTBEHHBIE MpEMNapaThl, OTIYCKaeMble O€CIIATHO MIIH CO CKHJIKOM ).

6. ITo peuenTtam, BHIMMCAHHBIM Ha pelenTypHbIX OmaHkax (gopmbl N 107-1/y, oTmyckaroTcs UHBIE
JIEKapCTBEHHbIE IIpenaparhl, HE yKa3aHHble B IyHKTe 4 Hacrosimux IlpaBui, u 3a uckiroueHueMm
JIeKapCTBEHHBIX MPEnapaToB, OTIYCKAEMBIX 0€3 perenTa.

7. KoMOMHMpOBaHHbIE JIEKApCTBEHHBIE Mperaparhbl A1 MEIUIIMHCKOTO PUMEHEHUs, COAepIKallne
KPOME MAaJIbIX KOJMYECTB HAPKOTHYECKHUX CPEJCTB, NMCHXOTPOINHBIX BEUIECTB M MX HPEKYypCOPOB
npyrue (papmMakoJOrHuecKue aKTUBHBIEC BEILECTBA, OTIYCKAIOTCS alTeKaMH, allTeUHbIMU ITyHKTaMH
¥ UHAUBUIYAJIbHBIMU MPEANPHHUMATEISAMH, HMEIOMINMH JIMICH3UI0O Ha (apMaleBTHYECKYIO
NeSITeIbHOCTh, 10 pelenTaM, BBIMUCAHHBIM Ha pelentypHelx Onankax ¢opm N 107-1/y u N
148-1/y-88 <8>, kpome TeX JIEKapCTBEHHBIX MPEMapaToB, KOTOPHIE OTITYCKAIOTCS 0€3 perernTa.

<8> Yacrtsb 6 crarbu 55 denepansHoro 3akoHa N 61-D3 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. ITlo pementam B ¢opMe OdIEKTPOHHOTO JOKYMEHTa C HWCIOJB30BAaHUEM YCHUIICHHOU
KBTM(DUIIMPOBAHHON JIEKTPOHHOM MOANMCH MEIUIIMHCKOTO paboTHUKA (anee - peunent B Gopme


https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1590
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l869
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l664
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1091
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1091
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l514
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l514
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l1080
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l2404

3JIEKTPOHHOTO JJOKYMEHTA) OTITYCKAIOTCS BCE JICKAPCTBEHHBIC MIperapaThl, YKa3aHHbIC B IyHKTax 4,
5, 6, 7 nactosimux [IpaBui.

9. MenunuHCKHE OpraHu3alui U 000COOJCHHBIE MOJAPA3/ACICHUS MEIUIMHCKUX OpTraHU3aIHi
TaK)Ke MOTYT OTIYCKaTh:

1) nexkapcTBeHHBIE Ipenaparbl, BKIIOUYEHHbIE B IepeueHb [IKY, BblnucaHHBIE Ha peLENTYpPHBIX
Omankax ¢popmbl N 148-1/y-88;

2) JeKapCTBEHHbBIC Iperaparbl, BKJIIOYCHHbIE B llepedeHb JIGKApCTBEHHBIX MPENapaToB,
OTITyCKaeMbIX IO peuenTaM Bpada (Qenpamiepa) MpU OKAa3aHWU JOMOJHUTEIHHON OecIIaTHOM
MEIUIIUHCKOW TIOMOIIM OTJACIBHBIM KaTEerOpHsM TpaKIaH, HMCIOIIUM IPaBO Ha IOJyYCHHUE
TOCYJapCTBEHHON COIMAJbHON TMOMOIIH, a TAK)Ke MHbIE JICKAPCTBEHHBIE CPEJICTBA, OTITyCKacMble
OECIUTaTHO WJIU CO CKUIKOM, BBIMMHCAHHBIC HA PellenTypHbIX OmaHkax ¢hopmbl N 148-1/y-04(1).

10. OTnyck JieKapCTBEHHBIX IIPENApPaTOB, HE YKA3aHHBIX B MyHKTax 4, 5, 6, 7 Hacrosamux [Ipasui, B
COOTBETCTBUM C MHCTPYKUUSMM IO HMX MEIUIMHCKOMY IPUMEHEHHUIO OCyLIecTBisieTcs 0e3
PELIENTOB.

11. Otnyck JeKkapCTBEHHBIX MPENapaToB OCYIIECTBISETCS B TEUEHHE YKA3aHHOTO B PELENTE CpoKa
ero JeiicTBus npu oOpaleHn! JIna K CyObeKTy PO3ZHUYHOM TOPTrOBIIH.

12. B cinydae oTcyTcTBHS y CyOBEKTa PO3HHYHOM TOPTOBIM JIEKAPCTBEHHOI'O TpenapaTta,
YKa3aHHOTO B penente, Npu OOpalleHHH WA K CyOBEeKTy PpO3HHYHOW TOPTOBIM pELENT
NpUHUMAETCs Ha 00CITy>)KHBaHUE B CIECAYIONINE CPOKHU (J1aee - OTCPOUEHHOE 00CITy)KUBaHUE):

1) peuenT ¢ momeTkoit "statim" (HeMeIIeHHO) 00CTYKUBAETCS B TEYCHHUE OJJHOTO Pabodero JHS CO
JTHST 0OpaleHus JuIa K CyObeKTy pO3HUYHON TOPTOBIIH;

2) peuent c¢ momeTkou "cito" (CpouHO) OOCITyKHBaeTCs B TE€UYEHHE JIBYX pabouux IHEH co AHA
oOpareHus Juma K CyobeKTy pO3HUYHOM TOPTOBIIH;

3) peuenT Ha JEKapCTBEHHBIN Mpenapar, BXOIAMNNA B MUHUMAJIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX
IpenapaToB sl MEIUIIMHCKOTO MPUMEHEHHs, HEOOXOIMMBIX JUIS OKa3aHUs MEAMIIMHCKON TTOMOIIH
<8>, o0ciyXuBaeTcs B TEUYCHHE MATH pPabo4MxX JHEH cOo JHS OOpalleHHs JHIa K CyObeKTy
PO3HMYHOM TOPrOBJIM; PEUENT Ha JIEKapCTBEHHBIM IIpernapar, BXOAAIIMK B MUHUMAaJbHBINA
ACCOPTUMEHT JIEKAPCTBEHHBIX NPENaparoB Uil MEAULMHCKOTO IPUMEHEHHMs, OTIIyCKaeMbIi
0ecIuIaTHO WJIM CO CKHMIKOM, OOCITy>KMBaeTcs B TEUEHUE OBYX pabouux IHEW co THS oOpaleHHs
JuIa K CyObeKTy POSHHUYHOM TOPTOBIIN;

4) peuent Ha JEKapCTBEHHBIM IIpernapar, HE BXOJAIIMM B MHMHHMMAJIbHBIM acCCOPTUMEHT
JEKapCTBEHHBIX MPENapaToB JUIsl MEIUIMHCKOTO INPUMEHEHUs, HEOOXOAMMBIX Uil OKa3aHMs
MEIUIIUHCKON MOMOIIH, 00CITYy>)KMBAETCs B T€UEHUE JeCATH pabouux IHEH co JHS oOpalieHus Juia
K CyOBEKTY pPO3HHYHOM TOPrOBIM; pELENT Ha JEKapCTBEHHbIM Ipemapar, HEe BXOJAIIMHA B
MUHUMAJIbHBI aCCOPTHUMEHT JIEKAPCTBEHHBIX MpPENaparoB i MEJUIMHCKOTO NPUMEHEHUS,
HEOOXOIUMBIX IJI OKa3aHUS MEAMLIMHCKOW MOMOIIM, OTIYCKAaeMblii OECIUIaATHO MM CO CKHJKOH,
00CITy’)KMBaeTCsl B TeUeHUE CeMU padouux JHEH co JHS OoOpalleHus JUIa K CyObEeKTy PO3HUYHOM
TOPTOBIIN;

5) peuentsl Ha JIEKapCTBEHHBIC IpeNapaThl, Ha3Ha4aeMble MO PEIICHHWI0 BpadyeOHONW KOMHCCHH,
00CITy’)KHBAIOTCSl B TEUCHHUE JCCATH PabOUYMX THEH co AHS OOpalleHus JHla K CyObeKTy PO3HUYHOM
TOPTOBJIH.

3anperniaercs OTIYCKaTh JIEKAPCTBEHHBIE IIPENapaThl MO PELENTaM C UCTEKIIUM CPOKOM JEHCTBUS,
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3a WCKIIIOYEHHEM Ciydas, KOTAa CpPOK NEHCTBHS pelenTa MCTEK B IMEPUOJ] HAXOXKICHHS €ro Ha
OTCPOYEHHOM OOCITY>)KHUBAHUH.

OTmyck JeKapCTBEHHOTO MpenapaTa 1o HaXoIsAIIeMycst HA OTCPOYCHHOM OOCITYKUBAaHUH PELENTY C
HCTEKIIINM CPOKOM JIEHCTBHS OCYIIECTBIsIETCS 0e3 ero nepeodopmiieHus B TedeHue 90 e co qHs
MCTEUYEHUS CPOKa JICUCTBUS TAKOTO peLETa.

Ilynkm 12 Ilpasun oeiicmeoean 0o 01.09.2022 (nynkm 3).

13. JlekapcTBeHHBIE mMpemnapaThl OTIYCKAIOTCA B KOJIMYECTBE, YKa3aHHOM B pelente, 3a
MCKIIIOUEHHEM CITydaeB, KorJa ISl JIEKApCTBEHHOTO IMpernapaTa yCTaHOBJIECHO KOJUYECTBO, KOTOPOE
MOJKET OBITh BBIIIUCAHO B OJHOM DPELEITE, UK Kypc JeueHus <9>.

<9> Monnyskt 5.2.177 Tlonoxxenust o Munuctepcrse (Cobpanue 3akoHOoAaTenbecTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

[lpy npegpsBICHHH peUENTa C TPEBBIIICHHEM TPEACTbHO JIOMYCTHMOTO  KOJHYECTBA
JEKapCTBEHHOTO  Ipemapara, KOTOpPO€ MOXET OBbITh  BBIIUCAHO B OJHOM  DEIEITE,
dbapmareBTUUECKHii  paOOTHUK HMHPOPMUPYET 00 OTOM JIMIIO, TPEICTABHBINECE PEIEMHT,
PYKOBOAUTENST COOTBETCTBYIOIEH MEAMIMHCKOM OpraHU3allMd U OTIIYCKAeT yKa3aHHOMY JIMILY
YCTaHOBJICHHOE COOTBETCTBEHHO IMPEIEIEHO JOMYyCTUMOE KOJIUYECTBO JICKAPCTBEHHOTO Iperapara,
KOTOPOC MOXKCT GBITB BBIITMUCAHO B OJHOM PCHCIITC C IMTPOCTABJICHUCM COOTBGTCTByK)H.IGﬁ OTMETKHU B
pererire.

[Ipn Hamuumm y cyObeKTa PO3HWYHOM TOPTOBIM JICKAPCTBEHHOTO IMpernapara ¢ J03UPOBKOH,
OTJINYHOM OT JJO3UPOBKHU JIEKAPCTBEHHOI'O Ipernapara, yKa3aHHOM B pelenTe, OTIYCK UMEIOIIETrocs
JIEKapCTBEHHOI'0 Tpemnapara JOMYyCKaeTcs, €CiIu JO3UPOBKAa TaKOro JEKapCTBEHHOIO Ipernapara
MEHbIIIE JO3UPOBKHU, YKa3aHHOU B penente. B Takom citydae ocyliecTBisieTcs mepecyeT Koan4ecTBa
JIEKapCTBEHHOI'0 IIperapara ¢ y4eToM Kypca JICUeHHUsI, yKa3aHHOTO B peLenTe.

B cnywae ecnu mo3upoBKa JIEKapCTBEHHOT'O TMperapara, MMEIOIIErocs y CyObeKTa PO3HUYHOM
TOPTOBJIH, MIPEBBINIACT JTO3UPOBKY JICKAPCTBEHHOTO IMpernapaTa, yKa3aHHYI0 B PEIenTe, perneHue oo
OTITyCKE JIEKAPCTBEHHOI'O TMpernapara ¢ TaKoW JO3MPOBKOW MPUHUMAET MEIUIIMHCKUN pPabOTHUK,
BBINTMCABIINNA PELIET.

14. Ortnyck J€KapCTBEHHOTO Tpenapara OCYIIECTBISETCS B IMEPBUYHOM M BTOPUYHOM
(MOTpeOUTENBCKOM) yaKoBKaxX, MapKHPOBKa KOTOPHIX JIOJDKHA OTBeYaTh TPEOOBAaHUSAM CTAaTbu 46
®denepanpHoro 3akoHa N 61-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @enepanuu, 2010, N
16, cr. 1815; 2014, N 52, cr. 7540), a ynakoBka /Jii HApPKOTUYECKUX U TICUXOTPOIHBIX
JIEKapCTBEHHBIX MpernapaToB crucka Il - tpeboBanusam myHkTa 3 crateu 27 denepanbHOro 3akoHa N
3-03 (Cobpanue 3akoHomaTenbeTBa Poccuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 15, cT.
2052).

15. Ilpu oTmycke JEKapCTBEHHBIX MpPENapaTroB IO perenty, opopMIEHHOMY Ha pPEUENTypPHOM
OyraHke Ha OyMa)KHOM HocHTele, (hapMalleBTHUYECKUH PaOOTHUK MPOCTABJISET OTMETKY Ha perernTe
00 OTIyCKe JIEKapCTBEHHOT 0 Ipernapara "JlekapCTBeHHBIH Mpenapar OTHyLeH" U ¢ yKa3aHHeM:

1) HauMeHOBaHWS anTeyHOW opraHmzanuu (pamMunuu, WMEHH, oT4ecTBa (NPU HATUYUH)
WHAUBUAYAIBHOTO IPEIIPUHUMATENS);

2) TOProBOro HaMMEHOBAaHUS (32 MCKIIOYEHUEM JIEKAPCTBEHHBIX IPENaparoB, M3TOTOBJICHHBIX B
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anTeYyHOl OpraHu3alnm), T03MPOBKH U KOJIMYECTBA OTIYIIEHHOTO JIEKAPCTBEHHOTO Mpernapara;

3) dbaMunuu, ©MEHHU, OTYECTBA (MPU HATMYHMH) MEAUIIMHCKOTO paOOTHHKA B CIydasX, YKa3aHHBIX B
ab3arie yeTBepTOM IMyHKTa 13 1 ab3arie TperbeM myHkTa 16 Hacrosmux [IpaBui;

4) pexBHU3UTOB JOKYMEHTa, YJOCTOBEPSIOLIET0 JIMYHOCTb JIMLA, MOJYYMBIIETO JEKapCTBEHHBIN
Ipernapar, B ciydae, yKa3aHHOM B IMyHKTe 28 HacToamux [Ipasu;

5) dbamunuu, umeHu, ordyecTBa (IpU HATMUUHU) (apMaleBTUYECKOTO pAaOOTHHMKA, OTIYCTHBILIETO
JICKapCTBEHHBIN Mpenapar, U €ro MOoAMHCH;

6) 1aThl OTIyCKa JIEKApCTBEHHOIO IIperapara.

16. [Ipu oTmycKe JeKapCTBEHHBIX MPENapaToB MO PELENTy, BHITUCAHHOMY Ha PEIENTYPHOM OJIaHKe
dopmel N 107-1/y co cpokoM HEWCTBHS A0 OAHOTO ToAa, B KOTOPOM YKa3aHbl TMEPUOIBI H
KOJIMYECTBO OTITYCKa JICKAPCTBEHHOTO Ipemnaparta (B KaXIbli Mepruo/), pelenT BO3BpalllaeTcs JIUILY,
npuoOpeTaroneMy JICKapCTBEHHBIM MperapaT, ¢ OTMETKOW, CoJepiKalle CBEICHHs, YKa3aHHBIE B
nyHkTe 15 Hacrosimux IIpaBuo.

[Ipu ouepennom oOpamieHuM JHLa K CYOBEKTY PO3HUYHOW TOPTOBIM C JAHHBIM PELENTOM
YUUTBHIBAIOTCS OTMETKHU O MPEABIAYIIEM OTITyCKE JIEKaPCTBEHHOI'O Mpenapara 1o TakoMy peLenty u
B Clydyae NpHOOpETEeHUs JHUIIOM KOJUYECTBAa JIEKAPCTBEHHOI'O Mpernapara, COOTBETCTBYIOIIETO
MaKCHUMaJIbHOMY KOJIHMYECTBY, yKa3aHHOMY MEAWIIMHCKUM PaOOTHUKOM B pELENTe, a Takke 0
HMCTEUCHUU CpOKa JICMCTBUSI pelenTa, Ha pPEUEenTe IMpOCTaBiageTcss wmrami "JleKapCTBEHHBIN
Ipenapar OTHyLIEH" U PEeLenT BO3BPAILaeTCs JINLLY.

EnvHOBpEMEHHBIN OTITYCK JIEKapCTBEHHOIO IIpernapara 1o peLenTy, BBIIIUCAHHOMY Ha PELENTYPHOM
omanke popmer N 107-1/y co cpokOM IEUCTBHUS JO OJHOTO T'0Jla, B KOTOPOM YKa3aHbl MEPUOBI U
KOJIMYECTBO OTITYCKa JIEKAPCTBEHHOTO TpernapaTa (B KKl MEPUOM), MOIMYCKAETCS TOIBKO IO
COTJIACOBAHUIO C MEIUIIMHCKAM PaOOTHHKOM, BBITTCABIITNM PEIICTIT.

17. Ilpu oTirycke JIeKapcTBEHHBIX MPENapaToB MO PELENTy, BHIMUCAHHOMY Ha PELENTYPHOM OJlaHKe
dopmbl N 148-1/y-04(i1), 3amoaTHEHHBIN KOPEIIOK TAaKOTO perenTa rnepeaaetcs hapMareBTUIeCKUM
paboTHHUKOM JUILY, TpUOOpeTaroIeMy (TOIy4aroleMy) JeKapCTBEHHBIE MTPeraparhl.

18. Ocratorcss M XpaHsATcs y CyObEKTa PO3HUYHOM TOPTOBIM penentsl (C  OTMETKOM
"JlexapCcTBEHHBIN TIpenapar OTIyIIeH") Ha:

1) nexapcTBEeHHBIE TpenapaThl, OTIyCKaeMble OECIUIaTHO MIIM CO CKUJIKOH, - B TEUCHUE TPEX JIET;

2) nexapcTBEHHBbIE NpenapaTsl, oTHOcsmuecss nmo ATX K aHTHUICHUXOTHYECKHM CpeacTBaM (KOA
NO5A), ankcumonmutukam (komx NOSB), cHoTBOpHBIM M cematuBHBIM cpeactBam (kox NO5SC),
antugenpeccanTam (kox NO6A) um He mojanexalive MNPeAMETHO-KOJIUYECTBEHHOMY YYeTy, - B
TEYEHHUE TPEX MECSIIEB.

19. Peuentel, He yka3aHHble B nyHKTe 18 Hactosmux IIpaBui, oTMeuaroTcs IITaMIIOM
"JlekapCTBEHHBIN mpenapaT OTMYIIEH" W BO3BpAlAIOTCS JIMILY, MOJYYUBIIEMY JIEKAPCTBEHHBIN
npemnapar.

20. Peuentsl, BEIIMCAHHBIE ¢ HApyLIEHUEM NpaBuil <10>, perucTpupyroTcs B )KypHajie, B KOTOPOM
YKa3bIBalOTCA BBISIBJICHHBbIC HapylleHHs B opopmileHHMH peuenta, ¢haMuius, UMs, OTYECTBO (TpU
HAJIMYMK) MEAMLIMHCKOTO pabOOTHHKA, BBIMMCABILETO pPELENT, HAaMMEHOBAHHWE MEIUIIMHCKOM
OpraHU3alu, TPUHATHIE MEPbI, OTMEYAIOTCs ITaMnoM "Penent HeaeicTBUTENEH" M BO3BPAIIAIOTCS
vy, npenactaBuBmeMy petent. O QaxkTax HapylIeHUs HpaBUI OQOPMIICHHS PELENTOB CyOBEKT
PO3HMYHON  TOProBiAM  WHGOPMHUPYET  PYKOBOJIWUTENS  COOTBETCTBYIOIIEH  MEIUIIMHCKOU
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OpraHu3aIiy.

<10> Hoanynkt 5.2.179 INonoxenus o Munuctepcte (CoOpanue 3akoHonaTenscTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

21. B 000co0ieHHOM MOApa3fAeIeHUH MEAMLMHCKOW OpraHM3aluu JOJDKHBI OBITh 00ECIIeUeHBI
YCIIOBHS COXPAaHHOCTH OCTABJICHHBIX Ha XpaHEHHUE PELETITOB Ha JIEKAPCTBEHHbIE CPE/ICTBA.

Peuentel Ha JE€KapCTBEHHBIE CPEACTBA, MOJUIEKAIIME IPEIMETHO-KOIMYECTBEHHOMY Y4ETY,
JIEKapCTBEHHBIE CPE/ICTBA, OTIyCKAaeMble OECIIATHO WJIM CO CKHMJIKOHM, €KEMECSYHO MepefaroTcs U3
000COOJICHHBIX MMOJpa3/IeeHuii MEIWLUMHCKUX OpraHu3aliii B MEIUIIMHCKHAE OpraHU3alluH,
CTPYKTYPHBIMH NOJIPA3/ICICHUSIMHA KOTOPBIX OHM SIBIISIFOTCSA, JUISl TOCIEAYOIIErO XPaHEHHU .

22. Ilpm otmycke JIEKapCTBEHHOTO Tipemapara (apManeBTHUYECKUi pabOTHUK WM PaOOTHHK
MEIUIUHCKOW opraHu3anuu (000COOJIEHHOr0 MOApAa3/eNeHusl MEIUIMHCKONH OpraHu3alim)
uHpopMuUpyeT U0, MpruodpeTatroiiee (ToryJaromiee) JeKapCTBEHHBIN MpernaparT, 0 PeKHUME B 103aX
Cro IMmpucma, IpaBUIaX XpPaHCHUA B JOMAIIHUX YCIOBUAX, O B3aHMOHeﬁCTBHH C Jpyrumu
JICKapCTBEHHBIMH ITpETapaTaMH.

23. Ilpu otmycke JEKapCTBEHHOTO IIpernapara (apMaleBTUYeCKuid paOOTHUK WM pabOTHUK
MEIUIIMHCKOW opraHu3anuu (000COOJEHHOTO MOapa3AeeHUs] MEIUIMHCKOW OpraHu3aliu) He
BIIPAaBE TNPEJOCTABISATh HEJOCTOBEPHYIO H (WIM) HEMONHY0 HWHQOpPMANMIO O HAIWYUH
JICKapPCTBCHHBIX IMPEIapaToB, BKIOYAs JICKAPCTBCHHBIC IpEnaparbl, WMEIONIUE OJMHAKOBOE
MEXIyHApOJAHOE HEMATEeHTOBAaHHOEC HAMMEHOBAHHME, B TOM YHCIE CKPbIBaTh WH(GOPMAIUIO O
HAJIMYUH JICKAPCTBEHHBIX MPENapaToB, HMEIOIIUX 00Jiee HU3KYIO eHy <1 1>

<11> Cratps 74 ®enepanbrnoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHBI
3mopoBbsi TpaxkaaH B Poccuiickoit ®enepanuu" (CoOpanue 3akoHOmaTenbcTBa Poccuiickoi
Oeneparnum, 2011, N 48, ct. 6724, 2013, N 48, c1. 6165) (nanee - @enepanbHbiii 3akoH N 323-D3).

24. 3ampemnaeTcss OTHYCK (ambcUPUIIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpadaKTHBIX
JIEKapCTBEHHBIX IIpenapaToB <12>.

<12> Crarps 57 ®enepanproro 3akoHa N 61-O3 (Cobpanue 3akoHOmATENhCTBA Poccuiickoi
®epnepauun, 2010, N 16, ct. 1815).

25. OTmyck 3THIIOBOTO CIHMPTa MPOU3BOJUTCS IO PELENTY C YyYETOM YCTaHOBJICHHBIX TPeOOBaHUH K
00BbEMY Tapbl, YIAaKOBKE U KOMIUIEKTHOCTH JIEKapPCTBEHHBIX IpenapaTos <13>.

<13> Yacte 4.1 crateum 45 @enepanpHoro 3akoHa N 61-O3 (CobpanHue 3aKOHOIATENHCTBA
Poccuiickoit ®deneparuu, 2010, N 16, crt. 1815; 2015, N 51, cr. 7245), mocraHoBIeHHE
[IpaBurensctBa Poccuiickoit @enepaunu ot 23 mrons 2016 r. N 716 "O nopsinke GpopMupoBaHus
NepeyHsl JIEKapCTBEHHBIX MpPernapaToB JJiI MEIUIMHCKOTO MPUMEHEHUS, B OTHOIICHHWU KOTOPBIX
yCTaHABIMBAIOTCA TpeOoBaHUS K 0O0BEMy Tapbl, YIAKOBKE M KOMIUICKTHOCTH, TIEPEUHS
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JEKapCTBEHHBIX TIPEMapaToB Uil BETEPUHAPHOTO MPUMEHEHHsS, B OTHONIEHHMH KOTOPBIX
YCTaHABJIMBAIOTCS TpeOOBaHUS K 00BEMY Tapbl, U ompezeneHus Takux Tpedoanmii" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2016, N 31, ct. 5030).

JlexapcTBEHHBIE IIpemapaThl, COAEPIKALME STUIOBBIM CHOUPT, B TOM YMCJIE H3TOTOBIEHHBIE II0
peuenty CcyOBbEKTOM PpO3HUYHON TOProBIM, HUMEIOUIMM JIMIEH3UWI0 Ha (apMaleBTUYECKYIO
JEATEIIBHOCTh C IIPAaBOM H3TOTOBJIEHUS JIEKAPCTBEHHBIX IPENapaToB, OTIIYCKAIOTCA € Y4ETOM
YCTaHOBJICHHBIX TpeOOBaHUN K OOBbEMY Tapbl, YMNAKOBKE M KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
IIPEnapaToB.

26. 3ampemaercss pa3AeibHBIA  OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOMSIIMX B COCTaB
JIEKapCTBEHHOTO TIperapara, U3roTaBInBaeMOro CyObeKTOM PO3SHIUYHON TOPTOBIIH.

27. 3ampemiaercs OTHYCK CYOBEKTOM PpO3HHYHOM TOProBIM 10 pELEenTaM BETEPHHAPHBIX
OpraHu3aIMi:

1) nexapcTBEHHBIX IIPENapaToOB, BKIOUEHHBIX B iepedeHb [IKY;
2) 1eKapCTBEHHBIX MPEMapaToB, OTITYCKAEMBIX OECIIIIATHO UM CO CKUIKOM;

3) nmeKkapCTBEHHBIX MpernapaToB, OTHOCIMMXCA M0 ATX K aHTHINCHUXOTHYECKUM CpelncTBaMm (KO
NO5A), askcuonutukam (kox NOS5B), cHoTBopHBIM U cematuBHBIM cpeactBam (kox NO5SC),
antuaenpeccanTam (koa NO6A) u He BKITIOUEHHBIX B mepeueHb [1IKY.

I1. TpeGoBaHMs K OTIYCKY JIEKAPCTBEHHBIX MPENapaToB 10
TPeOOBAHMI0O MEAUMIIUHCKON OPraHu3aluu

28. Jlns oOecrieueHus 1e4eOHOTO MpoIecca B MEAUITMHCKON OpraHu3aIii anTeYHOW OpTraHu3aIeH,
SIBJISIFOLLENCS CTPYKTYPHBIM IOAPA3JEICHUEM TaKOW MEIULIMHCKOM OpPraHU3alliy, OCYILECTBISACTCA
OTMYCK JHOO HW3TOTOBJICHHE M OTITYCK JIGKAPCTBEHHBIX IPENapaToB Ha OCHOBAHUM TPEOOBAHUS
MG,Z[HL[HHCKOﬁ OpFaHI/IBaI_[I/II/I, BBIIIMCAHHOT'O YHOHHOMO‘-IGHHBIM MCAUITUHCKHUM paGOTHI/IKOM (;[anee -
TpeOOBaHNE MEAUITUHCKON OpTaHU3aINH ).

MeaunuHcKas OpraHu3anusl BIpPaBe OOpPATUTHCS B CTOPOHHIOK AaNTEYHYI OPTraHU3alHI0 IPU
OTCYTCTBHM aIllTEYHOW OpraHu3aluu, SBIAIONIEHCS CTPYKTYPHBIM TMOApPa3/IeICHHEM TaKou
MEJIULIMHCKON OpraHu3aluH.

.HeKapCTBeHHBIC HpenapaTLI, HN3IrOTOBJICHHBIC aAIITCUHBIMU OpFaHI/ISaI_II/IHMI/I JJIs ueneﬁ nux OTHyCKa
1o TpeOOBAHUAM MEIUIIMHCKUX OPTaHU3alliid, TOCYAapCTBEHHOW PErUCTPAIMK HE MOJIexKaT <14>,

<14> IlyskT 1 yactu 5 crateu 13 @enepanbHoro 3akona N 61-O3 (CobpaHue 3aKOHOJATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, cT. 1815).

29. Xpanenue TpeOOBaHUN MEAMIIMHCKOW OpPraHU3alllH, MO KOTOPBIM OTITYIIEHBI JIEKApCTBEHHBIC
Ipenaparsl, OCYIIECTBIISIETCS allTEYHOM OpraHU3alMed B COOTBETCTBUM C IIyHKTOM 18 Hacrosiero
[Topsiaka.

30. HapymieHue NEepBHUYHOM YIMAKOBKM JICKAPCTBEHHOTO TIpenapara NpU €ro OTIYCKe II0
TpeOOBAHUIO MEIUIIMHCKOW OpraHu3alMy [JOIMYyCKAeTCs amnTeYHOM OpraHu3aluel, HMEoLeH
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JUIEH3UI0 Ha (apMaleBTHUECKYIO0 JEeSATEJbHOCTh C TPaBOM HU3TOTOBJIEHMS JIEKAPCTBEHHBIX
npenaparoB. B TakoM ciydae OTIYCK JIEKapCTBEHHOI'O Ipenapara OCYLIECTBISIETCS B YINAKOBKE
<15> ¢ mpenocraBieHUEM HMHCTPYKIUH (KOMUM MHCTPYKIHMH) MO NPUMEHEHHUIO OTIIyCKaeMOro
JIEKapCTBEHHOTI'O Iperapara.

<15> Ilpuka3z MunzapaBa Poccun ot 26 oktsa6ps 2015 r. N 7518 "OO yTBepkKIACHHH IMPaBHII
M3TOTOBJIEHHSI U OTIIyCKa JIEKAPCTBEHHBIX MPENapaToB AJI MEJUILIMHCKOTO IPUMEHEHUS allTEUHBIMU
OpraHu3alusM{, HHIWBUAYAJIbHBIMU  MPEANPUHUMATENAMH, HUMEKOIIMMH  JIMIEH3UI0  Ha
(dapMaleBTUYECKyI0 JesTeIbHOCTh" (3aperucTpupoBaH MHHHCTEPCTBOM IocTHIMU Poccuiickoi
Oenepannu 21 anpens 2016 r., peructparmorssiii N 41897).

II1. Oco0eHHOCTH OTIIYyCKA JIEKAPCTBEHHBIX MPENapaToB Mo peuentam
B (popMe 3JIEKTPOHHOI0 JOKYMEHTA

31. Ornmyck JeKapCTBEHHBIX TIpemaparoB IO penentaM B ¢GopMe 3JIEKTPOHHOTO JOKyMEHTa
OCYILIECTBIISIETCSl ANTEKaMH, alTEYHbIMU IyHKTAaMM W WHIUMBUIYaJbHBIMU IpEANPUHUMATEISIMH,
yKa3aHHBIMH B MyHKTe 2 Hacrosmux [IpaBui, pacroyio)KeHHBIMH Ha TEPPUTOpPUM CyOBEKTa
Poccuiickoit @eneparun, B KOTOpoM O(GOpMIIEH perent B (opMe 3JIeKTPOHHOTO JOKYMEHTa, B
Clydyae MPUHSATHS YIIOJTHOMOYEHHBIM OpraHoM cyOnekTa Poccuiickoit deaepannu B COOTBETCTBUU C
nyHKToM 4 crath 6 DenepanbHoro 3akoHa N 61-O3 (Cobpanue 3akoHoaarenbecTBa Poccuiickoit
Oenepannn, 2010, N 16, ct. 1815; 2019, N 52, ct. 7793) pemenuss 00 WCIOIH30BaHUM Ha
Tepputopun cyobekta Poccuiickoit @enepanuu Hapsay C peLenTaMd Ha JIeKapCTBEHHBIC
npenaparsl, 0pOpMIIEHHBIMU Ha OyMa)KHOM HOCHTENE, PELENTOB Ha JIEKaPCTBEHHBIE Mpenaparsl,
c(OpMHPOBAHHBIX B (pOopMe SIEKTPOHHBIX JOKYMEHTOB (Jajee - pelleHHe YIOJIHOMOYEHHOTO
oprana cyowsekTa Poccuiickoit @enepanun).

32. AnTeuyHble OpraHM3alMy JOJKHBI UMETh MOJAKIIOYEHNE K TOCy1apCTBEHHONH MH(DOPMAITMOHHON
cucrteMe B chepe 3apaBooxpaHeHus: cyobekTa Poccuiickoit denepanun <16> (manee - cucrema),
KOTOpOe 00ecreunBaeTcs yIOIHOMOYEHHBIM OPraHoOM BiacTu cyobekTa Poccuiickoii @eneparui.

<16> IlocranoBnenue IIpaBurenscTBa Poccuiickoit ®enepannu ot S mas 2018 r. N 555 "O equnoi
roCy/IapCTBEHHOW HWHQpOpPMAIIMOHHON cucteme B chepe 3apaBooxpanenus” (CobOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct1. 4814).

TexHuueckue TpeOOBaHUS K HH(POPMAIMOHHOMY OOMEHY MEXIy anTeYHOH OpraHu3auuei u
CHCTEMOM, B TOM 4HCJIe TPeOOBaHUS K HICHTU(HUKALNY perenTa B popMe 3JIEKTPOHHOTO JOKYMEHTa
U Jmna, oOpaTWBLIErocs 3a OTIYCKOM JIEKAPCTBEHHBIX IIPEMapaToB IO TaKUM peIernTam,
YCTaHABIMBAIOTCS PEIICHUEM YITOJTHOMOYEHHOTO opraHa cyorekra Poccuiickoit deneparumn.

33. Ormyck JIeKapCTBEHHBIX IIpernapaTroB IO perentam B (opMe 3JIEKTPOHHOTO JOKyMEHTa
OCYILECTBIISICTCS JIMIlY, YKa3aHHOMY B pelenTe, JU00 ero 3aKOHHOMY MpeACTaBUTEN0, 100 JHLly,
KOTOpOE€ JIMIIO, YKa3aHHOE B pELENTe, WIN €ro 3aKOHHBIA MPEACTaBUTEIb YHNOJHOMOYWINM Ha
HOJIyYEHHE JIEKAPCTBEHHBIX MPENapaToB.

Ipunoowcenue N 2
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K npuxasy Munucmepcmea 30pasooxpaHenuisl
Poccuiicxoii @edepayuu

om 24 noaops 2021 2. N 1093n

IHPABUJIA

OTITYCKA HAPKOTHYECKHUX CPEACTB U
IHCUXOTPOIIHbIX BEHLIECTB,
SAPETUCTPUPOBAHHLIX B KAYECTBE
JIEKAPCTBEHHBIX ITPEITAPATOB JJIA
MEINLHAHCKOI'O IPUMEHEHMNA, IEKAPCTBEHHDBIX
HPEHHAPATOB JIJId MEJUIIUHCKOI'O ITIPUMEHEHMUA],
COAEPKAIINUX HAPKOTHUYECKHUE CPEACTBA U
IHCUXOTPOIIHBIE BEIIIECTBA

1. Ormyck HapKOTHYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENaparoB IO peuenTam
OCYLIECCTBIISICTCS. ~ ANTEKaMH, AaNTCYHBIMM  IYHKTaMH, MEIUIMHCKUMH  OpPraHM3alMsIMH,
000COOJICHHBIMU TIOJPA3CICHUSIMH MEAUIMHCKUX OpraHU3alfii, MMEIOUIMMH JIMLEH3UI0 Ha
JESITEIbHOCTh IO 000POTY HAPKOTUYECKUX CPEACTB, MCUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB,
KYJbTUBUPOBAHUIO HAPKOCOAEp)KAUX pacTeHud. IlepedeHb MEIMLIMHCKUX OpraHu3aluid U
000COOJIEHHBIX  MOJpPA3JeIeHUl  MEOULIMHCKUX  OpraHM3alui, IepedeHb  HapKOTHYECKUX
JIEKapCTBEHHBIX IPENaparoB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, OTIYCK KOTOPBIX
(U3NYECKUM JIMLAM MOXKET OCYLIECTBIATHCS YKa3aHHBIMU MEIUIMHCKMMU OpPraHU3alUsIMH U UX
000COOJICHHBIMH  TTOAPA3ACICHUSIMU, YCTAHABIMBAIOTCS OpraHaMU HWCIOJIHUTENBHOM BIIACTH
cyonsekToB Poccuiickoit ®denepanun <1>.

<1> IlyHnkr 1 crateu 25 ®denepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O HapkoTHUECKHX
cpencTBax M NcuxoTpornHbiXx BemecTBax" (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanuu,
1998, N 2, ct1. 219; 2016, N 1, cT. 28).

2. Ilo penenitam, BBIMHUCAHHBIM Ha perienTypHbIX OnaHkax dopmbl N 107/y-HIT <2>, oTmyckaroTcs
HApPKOTUYECKWE W TICHXOTPOMHBIE JIGKAPCTBEHHBIE IMpemnapaThl, BHeceHHble B CHucok
HApKOTHYECKUX CPEJCTB M ICHXOTPOITHBIX BEIIECTB, 000POT KOTOphIX B Poccuiickoit deneparuu
OTPaHWYEH W B OTHOIICHWM KOTOPBIX YCTAaHABIMBAIOTCS MEPHl KOHTPOJS B COOTBETCTBHH C
3aKOHOJAaTeNbCTBOM Poccuiickoit ®enepaurii U MEXIyHApOAHBIMH JoroBopamu Poccuiickoit
@enepanuu (cnucok II), Ilepeuns (nasee - HAPKOTUYECKHE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIE
npenapatsl cnucka Il), 3a HCKiIIOUeHHEM HApKOTUYECKHMX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX
MpernapaToB B BHUJIE TPAHCIACPMATBHBIX TEPANIEBTUYCCKUX CHUCTEM M JICKAPCTBEHHBIX IPENapaTos,
coJlepsKalliuX HapKOTUYECKOE CPEICTBO B COYETAHUM C aHTArOHUCTOM OIHMOHMIHBIX PELIETITOPOB.

<2> Ilognyskt 5.2.178 myHkra 5 ITlonoxenus o MuHuctepcTBe 3apaBooxpaHeHus Poccuiickoit
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®denepanun, yTBEpKICHHOro mnocrtaHoBieHuem IIpaBurenbctBa Poccuiickoit Penepanuu ot 19
utons 2012 r. N 608 (Cobpanue 3akonogarenscTBa Poccuiickoii denepanuu, 2012, N 26, ct. 3526;
2017, N 52, ct. 8131) (manee - [Tonoxxenue o MUHHCTEPCTBE).

3. Ilo peneniTam, BHINMCAHHBIM Ha pelienTypHbIX Oiankax gopmel N 148-1/y-88, ornyckatorcest <3>:

<3> [oanyHkKT 5.2.179 Tlonoxenuss o Munuctepcre (CobOpanue 3akoHOmaTeasCcTBa Poccuiickoi
®epnepauun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131).

1) ncUXOTpomnHBIE JIEKApCTBEHHBIE IpernapaThl, BHeCEHHbIE B CHIMCOK IICUXOTPOIIHBIX BELIECTB,
obopot koTophix B Poccuiickoit denepanuu OrpaHUYEH W B OTHOIIEHWUU KOTOPBIX JOMYCKAETCS
UCKIIIOYEHHE HEKOTOPBIX MEp KOHTpPOJISI B COOTBETCTBHM C 3aKOHOJIATEILCTBOM Poccuiickon
Oenepannn 1 MeXAyHapoaHBIMU noroBopamu Poccuiickoit ®enepanun (crmcok III), IMepeuns
(mayee - ICUXOTPOIHBIE JIEKapCTBEHHBIE MpenapaTsl criucka I1I);

2) HapKOTMYECKHE U IICUXOTPOIIHBIE JIEKapCTBEHHbIE Inpemaparsl cnucka [l B Buze
TPAaHCACPMAJIBHBIX TEPANEeBTUUYECKUX CHUCTEM M JIEKapCTBEHHbIE MPENapaThbl, COAEpKaIne
HapKOTUYECKOE CPEICTBO B COYETAHUM C AHTATOHUCTOM ONHOMIHBIX PELIETITOPOB;

3) nexkapcTBEHHbIE Mpernaparbl, U3rOTaBIMBacMble MO PELENTy Ha JEKapCTBEHHBIN Npernapar u
cojiepXkalife HapKOTHYECKOE CPEICTBO WMIIM TCHUXOTPOIHOE BEIIECTBO, BHECEHHOE B crucok I
[lepeuns, u apyrue papMakoIOrHUYeCKHe aKTHBHBIE BEIIECTBA B J]03€, HE MPEBBIIIAONIEH BBICIIYIO
pa3oBy0 103y, W MpPH YCIOBHH, YTO 3TOT KOMOWHHPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar He
SBJISIETCS HAPKOTUYECKUM I ICUXOTPOIHBIM JIEKApCTBEHHBIM Ipenapatom crucka II.

4. Ilpu oTmycke HApKOTHYECKOTO M TICUXOTPOIHOrO JIEKApCTBEHHOro Tmpemapara cnucka Il Ha
perienTe 00 OTIyCKE JIEKAPCTBEHHOTO MperapaTa MPOCTABISETCS MeYaTh anTeKH WA alTEeYHOTo
MyHKTa, B KOTOPOIl YKa3aHO UX MOJIHOE HAMMEHOBaHUE (IIPU HATMYUU [T€YaTH).

5. OcraroTest U XpaHsaTcs y cyObeKTa pO3HHYHON TOPTOBIIM PELenThl (C 0TMeTKON "JlekapcTBeHHBIN
npenapar oTmyIieH") Ha:

1) HapkoTMuYECKHME M IICHUXOTPOIIHBbIE JIEKAPCTBEHHBbIE mpemnaparsl cnucka II, mcuxoTrponHsle
JIeKapcTBEeHHbIE IIpenapartsl cnucka III - B Teuenue nsatu ner;

2) KOMOMHHMPOBAHHbIE JIEKAPCTBEHHBIE IpENaparhl, COJEpKalllue HAPKOTHUYECKHE CPEACTBA WM
IICUXOTPOIHbIE BemecTBa, BHeceHHble B cnucku II u III Ilepedns, M3roTOBICHHBIE B aNTE4YHOU
OpraHM3alyy, JIEKapCTBECHHBIC IIPENapaTsl, OUICKALINE IPEAMETHO-KOJIMNYECTBEHHOMY YYETY, - B
TEYEHUE TPEX JIET.

VYkazaHHbIE JIGKAPCTBEHHBIE NpENapaThl, MpeAHAa3HAYCHHBIC I TPaKIaH, UMEIOIMX IpaBO Ha
HOJTy4eHHE JIEKapPCTBEHHBIX MPENapaToB, OTITYCKAEMbIX OECIIaTHO WIJIM CO CKHUIKOH, OTITyCKAIOTCS
0Py TPEAbSBICHUM DPELENTa, BBIMMCAHHOTO Ha peuentypHoMm Onanke ¢opmbl N 148-1/y-88, u
perenTa, BEIMMCAHHOTO Ha perenTypHoM Osanke ¢popmbl N 148-1/y-04(i).

6. OTmyck HapKOTMYECKHX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IPENApaTOB OCYILIECTBIISIETCA
(bapMaleBTUYECKMMH U MEJUIIMHCKUMU paOOTHUKAMH, 3aHUMAIOIUMH JOJKHOCTH, BKIIOUECHHBIE B
nepeveHb JODKHOCTEH (hapMaleBTHUECKUX U METUIIMHCKIX PAa0OOTHHUKOB B OPTaHU3AIUAX, KOTOPhIM
MPEAOCTABJICHO IIPaBO OTIIYCKa HAPKOTHYCCKHMX JICKAPCTBCHHBIX IIPEIapaTOB M IICUXOTPOIHBIX
JIeKapCTBEHHBIX NpenapaToB (PU3NYECKUM JHLaM <4>.
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<4> [NoanyHKT 5.2.176 Tlonoxenuss o Munuctepcre (CobOpanue 3akoHOmaTeascTBa Poccuiickoi
®epnepaunn, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

7. HapkoTudeckue M IICUXOTPOIIHBIE JICKAPCTBEHHbIE Ipernaparel cnucka II, 3a uckirodeHuem
JICKapCTBEHHBIX MPEMNAapaTOB B BHUJAE IUIACTBIPEH M JIEKAPCTBEHHBIX IPENApaToB, COAEPIKAIIUX
HapKOTUYECKOE CPEICTBO B COYETAHUM C AaHTArOHUCTOM ONHMOUAHBIX PELIENTOPOB, OTIIYCKAIOTCA IIPU
IPEIBABICHUN JOKYMEHTA, YAOCTOBEPSAIOIIErO JWYHOCTh, JIMIY, yYKa3aHHOMY B peLentTe, €ro
3aKOHHOMY TMPEACTaBUTENI0 <5> WM MLy, HUMEImeMy O(QOPMICHHYIO B COOTBETCTBUHU C
3aKOHOJATeNbCTBOM Poccuiickoit dexepanuu  TOBEPEHHOCTh HA MPaBO MOJYYEHUS TaKUX
HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.

<5> B OTHOWIEHUM JIMIA, yKa3aHHOro B yactu 2 ctatbu 20 depepanbHoro 3akoHa N 323-D3
(Cobpanme 3akononarenscTBa Poccuiickoit @enepamuu, 2011, N 48, ct. 6724).

[Tpu HEeBO3MOXKHOCTH O(OpPMIIEHUSI UHKYpaOeIbHbIMU OOJIBHBIMHU Ha 3aBEpUIAIOIIEM 3Tarle >KU3HU
JOBEPEHHOCTH Ha TMPaBO TMONYYCHHs] YKa3aHHBIX B ab3ale MMepBOM HACTOSIIETO0 IMyHKTA
HAapKOTUYECKUX U TICUXOTPOIHBIX JEKAPCTBEHHBIX MpENapaToB TaKUE JIEKAPCTBEHHbIE MpenapaThl
OTIYCKAIOTCSI HHBIM JIUI[AM, OCYLIECTBIISIOIIUM YXO/I 38 HUMU, IIPU NMPEbIBICHUN OJHOBPEMEHHO C
pelenToM Ha JIEKapCTBEHHBIN Npemnapar JOKyMEHTa, YJIOCTOBEPSIONIEr0 JUYHOCTh, U JIOKYMEHTa,
MOJTBEPXKJIAIONIETO HWHKYpaOeIbHOE COCTOSIHHE OOJBHOTO, COJEpPIKAIIEero CBEIACHHS O JIHIIE,
KOTOpO€ TOJyyaeT JIeKapCTBEHHbIE MpemapaThl Mo peuenty (pamunus, uMs, OT4EeCTBO (IIpH
HaJIU4MM), BUI, cepusi U (UJIM) HOMEpP JOKYMEHTA, YJOCTOBEPSAIOIIETr0 JIMYHOCTh), 3aBEPEHHOIO
MOJIMKUCHIO U TI€YaThI0 METUIIMHCKOTO pabOTHUKA, a TAKXKE MEYaThi0 METUIIMHCKON OpraHU3allHu.

JIOKyMEHT, TMOATBEPXKAAOIINNA WHKYpaOEIbHOE COCTOSIHHE OOJBHOTO, OCTaeTCss B aANTEYHOU
OpraHu3aluu.

8. HapkoTuueckne W TCHXOTPOIHBIC JIEKApCTBEHHBIC mMpemaparhl crucka Il (3a uckimoueHuem
JIEKapCTBEHHBIX TpenapaToB B BHJE IUIACTHIPEH M JIEKAPCTBEHHBIX IPENaparoB, COJEpKAIIUX
HAapKOTUYECKOE CpPEJACTBO B  COYETAHMM C  AHTAarOHUCTOM  ONHOUJHBIX  PELENTOPOB),
npeHa3HauYeHHbIE JUIS Tpa)KI1aH, MMEIOUIMX NpaBO Ha OecIIaTHOE IOJIyuYeHHe JIEKapCTBEHHBIX
IpernapaToB WM [OJIy4€HHE JICKapCTBEHHBIX MPENnaparoB €O CKUIKOM, OTIyCKAIOTCS MpH
NpeIbABICHUH PEIETiTa, BHIIMCAHHOTO Ha peuentypHoM Omanke Gopmbl N 107/y-HII, u peuenra,
BBITTMCAHHOTO Ha perienTypHoM Osanke ¢popmbl N 148-1/y-04(x).

9. Ilocne oTnycka HAPKOTUUYECKUX U IICUXOTPOIHBIX JEKApPCTBEHHBIX IpenaparoB crnucka I, B Tom
YHuClIe B BHJAE TPAHCACPMAIBHBIX TEPANEBTUYECKMX CHCTEM M JICKAPCTBEHHBIX IIPENaparos,
CoJIepKalluX HApKOTUYECKOE CPEACTBO B COYETAHWM C AHTAarOHUCTOM OIMOMJIHBIX PELENTOPOB,
MICUXOTPONHBIX JIEKAPCTBEHHBIX TpemnaparoB cnucka [II nuny, momyuuBIieMy JeKapCTBEHHBIN
[penapar, BBIJACTCS CUTHATypa C JKEITOM IOJOCOM B BEPXHEW YacTU U HAMIUCBIO YEPHBIM
mpudTom Ha Hel "Curnatypa', B KOTOpOH yKa3bIBAIOTCS:

1) HamMeHOBaHWE | aJapec MECTOHAXOXKJEHUS aNTeKH, AaNTeYHOrO0 TYHKTa, MEIUIIMHCKON
OpraHu3aiuu, 000co0ICHHOTO MOIpa3AeiCHUs] MEIUIIMHCKON OpraHU3allHH;

2) HOMep M J1aTa BBIMHCAHHOTO PELETa;

3) dbammus, uMsi, OTYECTBO (MIPU HAIMYMM) JIUIA, I KOTOPOTO TMpeaHa3HaueH JIEKapCTBEHHBIN
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npemnapar, ero Bo3pacr;

4) HOMEp MEIUIIMHCKOM KapThl MAlMEHTAa, MOJYYalolero MEIUIUHCKYIO IIOMOIIb B aMOYJIaTOPHBIX
YCIIOBUSIX, JUIsl KOTOPOT'O MpeJHa3HAa4YeH JIEKapCTBEHHbIN Ipernapar;

5) dbamunus, uMs, 0OT4ECTBO (MPU HATMYKN) MEAUITUHCKOTO PabOTHHKA, BBITTMCABIIIETO PEIENT, €T0
KOHTAKTHBIN TenedoH 1100 TenedoH MeTUIIMHCKON OpraHu3aliy;

6) coaeprkaHue perenTa Ha JaTUHCKOM S3BIKE UJIM PYCCKOM SI3BIKE;

7) dbamunus, ums, OTYECTBO (IIPU HAIWYUHW) U TOAMHUCH (PapMarieBTUYECKOTO WM MEIUIIMHCKOTO
paboTHUKA, OTITYCTHBIIETO JEKAPCTBEHHEIH Mpenapar;

8) naTta OTITyCKa JIEKApCTBEHHOIO Ipernapara.

10. 3ampemiaercss OTMYCK CYOBEKTOM PO3HUYHOM TOPTOBIM TIO perenTaM BeTEPUHAPHBIX
opraHmauHﬁ HApPKOTUYCCKUX U IICUXOTPOIHBIX JICKAPCTBCHHBIX IPCIIaPaTOB.

Ilpunoscenue N 3
K npuxasy Munucmepcmea 30pasooxparenuis
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1093u

MOPSIJIOK

OTITYCKA AITEYHBIMUA OPI'AHU3ALUAMU
NUMMYHOBHOJJIOI'MYECKUX JIEKAPCTBEHHBIX
HHPEITAPATOB

1. Ortnyck MMMYyHOOHMOJOIMYECKMX JICKapCTBEHHBIX IPENapaToB OCYILIECTBISETCA AalTEeYHbIMU
OpraHu3alsIMH U WHIUBUAYAIGHBIMU NPEANPUHUMATENSAMH, HMEIOIMIMMHU JIMIEH3UIO Ha
(apMaleBTUYECKYIO AEATEIbHOCTh, MEAUIUHCKUMH OPraHU3ALUSAMH, UMEIOIIUMH JIMLEH3HIO Ha
(bapManeBTUYECKYIO0 JesTeIbHOCTh, U MX O0OCOOJICHHBIMU MOIpPA3JENCHUSIMH (aMOyJIaTOPHIMH,
benpamepckuMu U (PebaIepCKo-aKymepCKUMH TTyHKTaMU, I[EHTpaMu (OTACJICHUSIMH) OOIIeH
BpaueOHOM (CeMelHOW) MNpaKTHUKH), PACHOJOKEHHBIMH B CEIIBCKUX IIOCEJICHUAX, B KOTOPBIX
OTCYTCTBYIOT aNTeuyHble OpraHu3aluy, Oe3 peuenta u (WIKM) MO PELENTy Ha JEKapCTBEHHBIH
npenapar, opopMIEHHOMY MEAULIMHCKUMH paOOTHUKAMU (JlaJiee - PELenT).

2. IIpu ormycke MMMYHOOMOJIOTHYECKOIO JIEKApPCTBEHHOTO Mperapara Ha PeLenTe WIH KOpellKe
perernTa, KOTOpbIi ocTaeTcs y JHIa, MPHOOpETAIONIEero (MOIyJaroero) JeKapCTBEHHBIH Mpenapar,
yKa3bIBaeTCsl TOYHOE BpeMsl (B yacax U MHUHYTaX) OTITyCKa JIEKapCTBEHHOTO Mpernapara.

3. Ornyck MMMYyHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO TMpenapara OCYIIECTBISETCS JIUILLY,
npuobperaromieMy (ToJIydaroeMy) JeKapCTBEHHbII IpenapaT, NPy HaJIHYUH Y HErO CIeHUAIbHOTO
TEPMOKOHTEHHEpPA, B KOTOPBIM MOMEIIAETCS JICKAPCTBEHHBIM TMpenapaTr, WJIH BO3MOXHOCTH
npuoOpeTeHus B aNTEeYHOM OpraHu3alid HEOOXOIMMBIX CPEACTB s  TPAHCHOPTHPOBKH
(TEpMOKOHTEHWHED, XJIaJ0JIEMEHTHI).

4. Jluny, npuoOpeTmieMy HMMYHOOMOJIOTHYECKUN JIEKApCTBEHHBIM Mpemapar, pa3bsICHACTCS



HEO0OXO0JUMOCTh JOCTaBKH JICKAPCTBEHHOI'O Mpernapara B MEAUIMHCKYIO OpraHU3aluio B CPOKHU, HE
NPEBBIMIAIOIINE CPOKM TOJAEP)KaHUS pabodeld TemmepaTrypbl CpEeACTB  TPAHCHOPTHPOBKH,
yKa3aHHbIE B MHCTPYKIIUH.



