[Tpuka3 Munucrepctsa 3apaBooxpanerus PO ot 24 nos6ps 2021 r. N 10931 "O6 yrBepxnenun [IpaBun
OTITyCKa JIEKApCTBEHHBIX IIPENapaToB il MEIUIIUHCKOTO PUMEHEHNUS allTeYHbIMUA OPTaHU3aLUSIMH,
WH/IMBHTyaJbHBIMH MTPEANPUHUMATESIMU, UMEIOLIMMH JIUIIEH3UIO HA OCYIIECTBICHUE (hapMalleBTHIECKOM
JEATeNbHOCTH, MEIMIMHCKMMHU OPTaHU3AIUSIMH, UMEIOLTUMHU JIUICH3UIO HA OCYIIECTBICHHUE
(apMaLeBTHYECKOI NEeSITEILHOCTH, K UX 000COOJICHHBIMY MOIpa3eieHusIMU (aMOyIaTopHsIMH,
¢denpamepckumMu 1 (eNbAnIepCKO-aKyepCKUMH TyHKTaMu, IIEHTpaMHu (OTIeNIeHUsIME) 001Iel BpayeOHOM
(ceMeliHOM) MMPAKTUKH), PACTIONIOKEHHBIMU B CEJILCKHUX MOCEICHHSX, B KOTOPBIX OTCYTCTBYIOT allTCYHBIC
opraHm3anu, a TaKke [IpaBui OTIycka HAPKOTUYECKHUX CPEJCTB H... " (C M3MEHEHUSAMH U
JIOTIOJTHCHUSIMU )

(TOKYMEHT He JICUCTBYET)

B cootBerctBUM ¢ myHkTamu 2 U 3 craThM 955 PenepanbHoro 3akona ot 12 ampenst 2010 r.
N 61-®3 "OO0 oOpamenun jnekapcTBeHHbIX cpeactB” (CoOpaHue 3akoHOIATeNbCTBa Poccuiickoit
denepannn, 2010, N 16, cr. 1815; 2013, N 48, cr. 6165; 2016, N 27, ct. 4238), ¢ moamyHkTamu 5.2.165,
5.2.169 u 5.2.183 nynkra 5 Ilonoxenuss o Munucrepcte 3apaBooxpanHeHuss Poccuiickoir deneparyy,
yTBepKJIeHHOro nocraHoBneHueM IIpaBurenscrBa Poccuiickoii @enepanun ot 19 urons 2012 r. N 608
(Cobpanme 3axkonogarenscTBa Poccuiickoit @eneparun, 2012, N 26, ct. 3526; 2014, N 37, ct. 4969; 2017,
N 33, ct. 5202), npuka3biBaro:

1. YTBepauTs:

[IpaBuna oTmycka JEKapCTBEHHBIX IPENapaToB Il MEIUIMHCKOIO IPUMEHEHHUS anTe4YHbIMU
OpraHM3alUsAMH, WHIUBUIYaJTbHBIMH MPEINPUHUMATENSAMU, UMEIOIMMH JIMIEH3HIO Ha OCYIIECTBICHHE
(bapManeBTUUECKONW JAEATENIbHOCTH, MEIUIIMHCKAMHU OpraHu3alisM{, HMMEIOUIMMU JIMIEH3UI0 Ha
OCYyILECTBJIEHUE  (hapMalleBTUYECKONH JESITEeNbHOCTH, M HUX O000COOJIEHHBIMH  MOApa3AeIeHUIMU
(amOynaTopusiMu, GeabIImepCKUMH U (ebAIIepCKO-aKyIIepCKIMU ITyHKTaMH, IIEHTpaMu (OTIACICHUSMH)
oOmeil BpayeOHOH (CeMeifHO#) MpaKTHUKU), PACIONOKEHHBIMH B CEJIbCKUX MOCENCHUSAX, B KOTOPBIX
OTCYTCTBYIOT allTE€YHbIC OpraHu3anuu cornacHo npuioxkenne N 1 (nanee - npasuna);

[IpaBuna OTmycka HapKOTMYECKUX CPEJCTB M IICUXOTPOIHBIX BEIIECTB, 3aperMCTPUPOBAHHBIX B
Ka4yecTBe JIEKApCTBEHHBIX MPENnapaToB Uil MEIUIIMHCKOTO IPUMEHEHHS, JIEKAPCTBEHHBIX MpenapaToB JUIs
MEIUIUHCKOTO TPUMEHEHHUs, COAEP)KAIIMX HAPKOTHYECKHUE CPEICTBA M TMCHXOTPOITHBIE BEIECTBA
coriacHo nmpuinoxkenuto N 2;

[Topsimok oTmycka anTeYHbIMH OpraHU3alMsIMH  HMMYHOOHOJIOTHUECKUX  JIEKApCTBEHHBIX
[pernaparoB corjacHo npuioxxenuto N 3.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

nprka3 MUHUCTEPCTBA 3IPaBOOXPAHEHHSI U COLMaTIbHOTO pa3BuTus Poccuiickoit @enepanuu ot 26
arycta 2010 r. N 7351 "OO06 yrtBepxknenun IIpaBua OTHycka JIEKapCTBEHHBIX IIpenapaToB s
MEIUIUHCKOTO  NPUMEHEHHS  MEIUIMHCKUMU  OpraHu3alMsMM, HMEIOUIMMH  JIMIEH3UI0  Ha
(apMaLeBTHYECKYIO JAEATEIBHOCTh, W HUX O0OCOOJCHHBIMH TOJpa3ieieHussMU  (aMOyIaTopusiMu,
(enpamepckuMu 1 (enbamepcKo-aKymepcKUMI MyHKTaMy, EHTpaMu (OTAeNeHUsIME) 001l BpauyeOHO
(cemeliHOM) TPAKTUKHU), PACMOI0KEHHBIMU B CEIIbCKHX IOCEICHHUSAX, B KOTOPBIX OTCYTCTBYIOT anTeUHbIC
opranmzauuu’ (3apeructpupoBaH MuHucTepcTBOM Ioctuiu Poccuiickoit ®Depepamyu 28 ceHTAOps
2010 r., peructpanuonnsiii N 18575);

npuka3 MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanun ot 11 urons 2017 r. N 403n
"O06 yTtBepxaenun [IpaBui oTmycka JeKapCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO IPUMEHEHHUS, B TOM
Yyuciae  MMMYHOOMOJIOTMYECKMX  JIGKAPCTBEHHBIX  IPEnapaToB,  alTeUYHbIMU  OpPraHU3aLUsIMH,
WH/IMBUyaJIbHBIMU MPEAPUHUMATENAMH, UMEIOLIMMHU JIMIECH3HUIO Ha (apMaleBTUUECKYIO I TeTbHOCTD
(3apeructpupoBan MuHnuctepctBoM roctuiimu  Poccuiickoit ®enepanmu 8 centsops 2017 r.,
peructparrionnbiii N 48125);

npuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit @denepauuu ot 7 utong 2020 r. N 683n "O
BHECEHMU M3MeHeHu B IIpaBuiia oTmycka JeKapCTBEHHBIX MPENapaTroB Ul MEIUIMHCKOTO MPUMEHEHMU,



B TOM YHCJIE€ HUMMYHOOHOJOTHMUECKUX JICKAPCTBEHHBIX IMPENaparoB, AaNTEYHbIMU OpPraHU3ALUSIMH,
WHIUBUTyaJbHBIMHA PEINPUHUMATEIISIMU, UMEIOIIUMH JIMIICH3HUIO Ha (DapMaleBTHYECKYIO IEeSITeIbHOCTD,
yTBEpKJICHHbIE IPUKa30M MuHUCTEpCTBa 3/1paBooxpaneHust Poccuiickoit @enepanun ot 11 urons 2017 r.
N 403u" (3apeructpupoBan MunuctepcTBoM toctuiiuu Poccuiickoit ®enepanun 14 oxtsiops 2020 r.,
perucrpanuonssiii N 60370).

3. Hacrosmmii mpuka3 Bctynaer B cuiy ¢ 1 mapra 2022 r. u peiictByer no 1 mapra 2028 r., 3a
UCKJIIOueHHeM IyHKTa 12 [IpaBuit oTImycKa JeKapCTBEHHbIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHHUS
anTEYHBIMU OpPraHU3aLUsAMM, WHIUBHIYaJbHBIMH MPEIIPUHUMATEISIMA, HMEIOIIMMHU JIMIIEH3UI0 Ha
OCYyILIECTBIICHUE (apMalleBTUYECKON JAEATENIbHOCTH, MEIUIMHCKUMU OpraHU3alusMH, HMEIOIUMU
JTUIEH3UI0O HAa  OCYNIECTBICHHE  (PapMaleBTUYECKOW  JIEATEIBHOCTH, U UX 000COOJIEHHBIMU
nozapaszzaeneHusiMu  (amOynartopusiMu,  (QelbIIIEpCKUMUA U (ENBANICPCKO-aKyIIePCKUMU  [TYHKTaMH,
HeHTpamMu (OTIeNIeHUsIMH) 0O0IIel BpaueOHOM (CeMeHHON) MPAKTHUKH), PACIOJIOKCHHBIMU B CEIILCKUX
MOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIC OPraHM3ALUH, YTBEPKIECHHBIX HACTOSIIUM IPUKA30M,
KOTOpBIH BcTynaeT B cuiy ¢ 1 mapta 2022 r. u neiictByer 1o 1 centsOpst 2022 rona.

Munuctp M.A. Mypaiiko

3apeructpupoBano B Munrocte PD 30 nosiOps 2021 r.
Perucrpaunonnsiii N 66142

IIpunoxenne N 1

K [IpyKa3y MHHHCTEpPCTBA 3APaBOOXPAHECHHS
Poccuiickoit @exepannu

ot 24 nHosops 2021 r. N 1093u

IIpaBuia oTnycka jJeKapcTBEHHBIX MPenapaToB A MeIMIHHCKOT0 IPUMeHeHusl

. O0mme Tpe0OBaHMSA K OTIYCKY JIEKAPCTBEHHBIX NIPENApPaTOB JJIs1 MeIMIMHCKOr0 NPUMeHEHHS

1. OTmmyck JIeKapCTBEHHBIX TPENapaToB Uil MEJUIMHCKOTO IPUMEHEHHs (Iajiee - JeKapCTBEHHbIC
npenaparbl) OCYLICCTBIISCTCS aNTCYHBIMU OPraHU3alUsIMH ¥ WHAMBUIYaJIbHBIMH TPEANPUHUMATEISIMH,
UMCIOLIMMHU JIMLEH3MI0O Ha (PapMaleBTUYECKYI0 JESITEIbHOCTh, MEIUIMHCKMMHU OpraHU3alUsIMH,
UMCIOLIMMU JIMICH3UIO0 Ha (PapMaleBTUYECKYIO JESTEIbHOCTh, U UX 000COOJICHHBIMHU TO/IPa3/IeICHUSIMHU
(amOynaTopusiMu, GeabIIIEepCKUMH U (ebIIIepPCKO-aKyIIePCKHUMHU ITyHKTaMH, IEHTpamMu (OTACICHUSIMH)
o0meil BpaueOHO# (CeMEiHOI) MPAaKTUKHU), PACIOJOXKCHHBIMH B CEJIbCKUX MOCEICHUSAX, B KOTOPBIX
OTCYTCTBYIOT aNTeUYHbIE OpPraHKu3aIMy (ajee - CyOheKTsl POSHUUHOM TOprosiu), 6e3 perenta® n (uam) mo
pellenTy Ha JeKapCTBEHHbIH mpenapar, opOopMIEHHOMY > MEIUIMHCKUMU paboTHUKAaMU (ajiee - pelenr),
a TaKKe Mo TPeOOBAHMI0 MEIUIMHCKON OpraHU3aluy ° I aNTe4HOM OpraHu3alum.

2. OTmycK JIeKapCTBEHHBIX MpernapaToB 0e3 perenToB OCYIIECTBISECTCS:

1) anTekamu, OCYIIECTBISIOUIMMU PO3HUYHYIO TOPTOBIIO (OTIYCK) JICKAPCTBEHHBIX MPEIapaToB
HACEJICHUIO, M alTeKaMH KaK CTPYKTYPHBIMH MNOApa3/elIeHHSIMU MEAWIMHCKOW opraHu3anuu (manee -
arTeKu);

2) anTeyHBIMH NYHKTaMH, B TOM YHCJIE€ KaK CTPYKTYPHBIMH TOJApa3ICICHHSIMU MEIHIUHCKOM
OpraHM3anuu (1anee - anTeuHbIe MyHKTHI);

3) anTeYHBIMH KHOCKAMH;

4) WHIWBUAYaTbHBIMU NPEANPUHUMATENSIMH, WMCIOUIMMHU JIMICH3HI0O Ha (hapMaleBTHYECKYIO
JeATeNLHOCTD (J1aee - HHIUBHIYJIbHBIN PEANPHHAMATEIb);

5) MEIMIMHCKMMU OpraHU3alMsIMH, MMEIOIUMHE JTHLECH3HIO Ha (hapMalleBTHYECKYIO IESITEIbHOCTD,



u ux 000c00IEeHHBIMU NoJipa3AesICHUsIMU (amOynaropusimu, GbenpamepckuMu u
(beNbImepcKo-aKyepcKUMH  IIYHKTaMH, IeHTpaMu (OTIAeNICHUsIMH) o0mIei BpadeOHOU (ceMeiHOi)
NPAKTHKH), PACTIONIOKEHHBIMU B CEIbCKUX MOCEICHHUSIX, B KOTOPBIX OTCYTCTBYIOT alITEYHbIC OpraHU3aINN
(manee COOTBETCTBEHHO - MEIUIMHCKHE OpTaHU3alid, OOOCOOJICHHBIE MOJAPA3JCIICHUs METUITUHCKUX
OpraHM3aluii), NepeueHb KOTOPBIX YTBEPXKIACTCS OpraHaMU WCIIOJHHUTEIBHONH BIACTH CyObeKTa
Poccuiickoii deneparuu *.

3. OTmycK JIeKapCTBEHHBIX MPENapaToB M0 PeLenTaM OCYIECTBIIACTCS

1) anrekamu,

2) anTeYyHBIMH ITYHKTaMHU,;

3) MHAMBUAYATbHBIMH PEAIPUHIUMATEISIMH (32 UCKIIIOYEHUEM OTITYCKa HAPKOTHUYECKHUX CPEACTB U
MICUXOTPOITHBIX BEIIECTB, BKIIOYCHHBIX B MepeUYeHb HAPKOTHUYECKUX CPEACTB, MCUXOTPOIHBIX BELIECTB U
MX IIPEKypcopoB, MOMNEXKAIIMX KOHTpoio B Poccuiickoii ®enepamuu® (nanee COOTBETCTBEHHO -
[TepeueHb, HAPKOTHYECKHIE U MICUXOTPOITHBIC JIEKAPCTBEHHBIE TIPETIApaThI);

4) MEIMIMHCKAMH OpraHu3alusIMd W OOOCOOJICHHBIMH IOJPA3JICICHUSMH MEIUIIUHCKHX
Opra”u3alui.

4. Tlo peuentaM, BHIMMCAHHBIM Ha pellenTypHbIX Oankax popmsr N 148-1/y-88, ormyckarorcs ®
JIeKapCTBEHHbIE IIperaparhbl, BKIIOYEHHbIE B IEpEUEHb JICKAPCTBEHHBIX CPEACTB U MEAUIIMHCKOIO
NPUMEHEHUs, MOJISKAIIUX MPEAMETHO-KOJINYECTBEHHOMY yueTy (najiee - JIeKapCTBEHHBIC Iperaparhl,
BKJIIOUEHHBIE B nepedens [TKY) 7.

VYKa3zaHHBIE JIEKAPCTBEHHBIE Mpernaparhl, NpeAHa3HAYeHHbIE AJs TPakJaH, MUMEIOIIMX NpaBO Ha
MOJIyYeHHE JIEKapCTBEHHBIX IPENaparoB, OTIyCKaeMBbIX OECIJIaTHO MM CO CKUAKOW, OTIYCKAIOTCS MpU
NpEeIBSIBICHHN PEIlenTa, BHIMMCAHHOTO Ha penentypHoMm Onanke ¢opmer N 148-1/y-88, u peuenra,
BBIITMCAHHOTO Ha perentypHoM onanke Gopmbl N 148-1/y-04(x).

5. Ilo peuenrtam, BBIMUCAHHBIM Ha penentypHbix Onankax ¢gopmbr N 148-1/y-04(x1), oTmyckarorcst
JIeKapCTBEHHbIE Iperaparthl, BHIMHUChIBAEMbIE I'paXJaHaM, MMEIOIIUM MpaBo Ha OECIUIaTHOE MOJIydyeHHe
JICKaPCTBEHHBIX IperapaToB WM MOJy4YEeHUE JICKApCTBEHHBIX IIPENapaToB CO CKHUIKOW (manee -
JIEKapCTBEHHBIEC IIPenaparkl, OTIyCKaeMble OECIIATHO MM CO CKUIKOH).

6. ITo peuenrtam, BeIMCaHHBIM Ha pelentypHbIx Onankax ¢gopmsr N 107-1/y, oTmyckaroTcst HHbIE
JIeKapCTBEHHbIE TpenapaThl, HE yKa3aHHble B NyHKTe 4 Hacrosmux IIpaBui, M 3a HCKIIOUEHUEM
JIEKapCTBEHHBIX IPENapaToB, OTIYCKaeMbIX 0€3 peLenTa.

7. KoMOuHHpOBaHHbIE JIEKAPCTBEHHBIE MpenapaThl A1l MEAUIMHCKOTO PUMEHEHUS, COepIKalIIie
KpOME MaJbIX KOJUYECTB HAPKOTHMUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYypCOPOB Jpyrue
(apMakoJIOTHUYECKUE AKTUBHBIE BEIECTBA, OTIYCKAIOTCS aNnTeKaMHu, anTeYyHbIMU IyHKTaMu U
WH/MBUTyaJ bHBIMU NPEINPUHUMATENISIMU, UMEIOIMMH JIMIIEH3HUIO Ha (DapMaleBTHYECKYIO NeSITeIbHOCTD,
10 pelenTaM, BHIIUCAHHBIM Ha pelentypHbx 6mankax ¢gopm N 107-1/y u N 148-1/y-88 8 kpome Tex
JIEKapCTBEHHBIX MIPENapaToB, KOTOPbIE OTITYCKAIOTCA O€3 perenTa.

8. Ilo pementam B ¢opMe 5>IEKTPOHHOIO JOKyMEHTAa C HCIOJIb30BAaHUEM YCUJICHHOM
KBaTM(UIIMPOBAHHOHN HJIEKTPOHHOW TOANUCH MEIUIMHCKOro paboTHUKa (naiee - peuent B Qopme
ANIEKTPOHHOT'O JIOKYMEHTA) OTITyCKAIOTCs BCE JIEKAPCTBEHHBIE ITpenaparhl, yKa3aHHbIe B MyHKTax 4, 5, 6, 7
Hactosmux [Ipasui.

9. MenunuHcKHe OpraHu3alMd W 000COOJEHHbIE MOApa3ACiCHUs MEAMLIMHCKUX OpraHu3alui
TaKXe MOT'YT OTITyCKaTh:

1) nexapcTBeHHbBIE INpenaparbl, BKIOUeHHbIe B nepeueHb [IKY, BbInmcaHHbIE Ha peLENTYpPHBIX
onankax ¢popmbl N 148-1/y-88;

2) JeKapCTBEHHBIC IIpenaparbl, BKIIOYEHHbIe B llepeyeHp JeKapCTBEHHBIX IPENapaTos,
OTHYCKaeMbIX TO penentaMm Bpada (denpamepa) mnpu OKa3aHUM JIOTOJHHUTEILHOW —OecCIUIaTHOM
MEJULMHCKOW TOMOIIM OTAEIbHBIM KaTeropusM Tpak[aH, HMEIOUMM IpaBO Ha MOJy4YeHHE
rOCYJapCTBEHHOM COLIMAJIbHOM IOMOLIM, a TakKXe HHbIE JIeKapCTBEHHbIE CPEJACTBA, OTIIyCKaeMble
OecrIaTHO WJIM CO CKUAKOH, BHINMCAHHBIE HA perenTypHbix Onankax Gopmsl N 148-1/y-04 ().

10. Otmyck JekapcTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 4, 5, 6, 7 Hacrosmux [pasun,



B COOTBETCTBUU C MHCTPYKIMSAMU IO UX METUIIMTHCKOMY IPUMEHEHHIO OCYIIECTBISAETCS 0€3 PeLenToB.

11. Otmyck JiekapcTBEHHBIX MPENapaToB OCYIIECTBIIAETCS B TEUEHHE YKa3aHHOTO B PELENTE CPOKa
€ro JICUCTBHSI TP OOPAIICHUH JTUIIA K CYOBEKTY POSHHUYHOUW TOPTOBIIH.

12. Vrpatun cuny ¢ 1 cenrsabps 2022 r. - Ilpuka3 MunuctepctBa 3apaBooxpaHenus PO or 24
Hos0ps 2021 r. N 1093n

13. JlekapcTBeHHBIE TMpemapaThl OTIYCKAIOTCS B KOJIHYECTBE, YKa3aHHOM B peLenTe, 3a
HCKJTIOUEHHEM CITy4aeB, KOTJa /sl ISKapCTBEHHOT'0 IpenapaTa yCTaHOBJIEHO KOJIMYECTBO, KOTOPOE MOXKET
OBITH BBITICAHO B OJHOM PEILenTe, MK Kypc nedenns .

[Ipy mpenbsBICHUM peLenTa C MPEBBIIICHUEM NPEISIbHO JOMYCTUMOrO  KOJIWYEeCTBA
JIEKapCTBEHHOTO Mperapara, KOTOpOe MOXKET OBbITh BHIIMCAHO B OJHOM perente, (hapmareBTHUECKUN
paboTHUK HHPOPMHPYET 00 STOM JIMIO, MPEICTABHBILEE PELENT, PYKOBOAUTENS COOTBETCTBYIOLICH
MEIMLMHCKONW OpraHu3aluy U OTIIYCKAeT YKa3aHHOMY JIMIy YCTAHOBJIEHHOE COOTBETCTBEHHO IPEIEIbHO
JOMYCTUMOE KOJIMYECTBO JIEKAPCTBEHHOI'O Mperapara, KOTOPOe MOXKET OBITh BBIIMCAHO B OHOM PELENTE
C MPOCTABJIEHUEM COOTBETCTBYIOIIEH OTMETKH B PELIETITE.

[Ipyu Hamuuuu y cyObeKTa PO3HUYHOM TOPrOBIM JICKAPCTBEHHOIO IIpernapara C J03UPOBKOH,
OTJIMYHON OT JO3UPOBKM JIEKAPCTBEHHOrO IIperapara, yKa3aHHOW B peLenTe, OTIYCK HMEIOIIErocs
JICKapCTBEHHOTO Iperapara JIOIMyCKaeTcs, eciau J03WPOBKA TAKOTO JIEKAPCTBEHHOIO Ipernapara MEHbLIe
JO3MPOBKH, YKa3aHHOW B peuente. B TakoM cilyyae OCYIIECTBISETCS MEpecdyeT KOJIMYecTBa
JIEKapCTBEHHOTO MpenapaTa ¢ y4eToM Kypca JISUeHHUs], YKa3aHHOTO B pPeLenTe.

B cinydae ecnu 103MpoOBKa JIEKapCTBEHHOIO MpernapaTta, MMEIOLIErocss y CyOBbeKTa PO3HUYHOM
TOPIOBJIM, MPEBBIIIAET JO3MPOBKY JIEKAPCTBEHHOIO IIpernapara, yKa3aHHYIO B pelenTe, peueHue o6
OTITyCKE JIGKAPCTBEHHOTO Tpernapara ¢ TaKoW JO3MPOBKOW NPUHUMAET MEIUIMHCKHNA pabOTHHK,
BBITIMCABIIUN PELICTIT.

14. Ortmyck JeKapCcTBEHHOrO Tpernapara OCYIIECTBISETCS B TEPBUYHOW W BTOPUYHOMN
(MOTpeOUTENBCKOI) yIMaKOBKaxX, MapKHPOBKa KOTOPBIX JIOJDKHA OTBEYaTh TpeOOBaHHSAM crTaThu 46
®enepanpraoro 3akona N 61-d3 (Cobpanue 3akonomatenscTBa Poccuiickoit ®@enepanuu, 2010, N 16,
cr. 1815; 2014, N 52, cr. 7540), a ymakoBKa Jyii HAPKOTUYECKMX W TCUXOTPOIHBIX JICKAPCTBEHHBIX
npenaparoB cnucka Il - tpeboBanusm nynkra 3 crateu 27 PenepanbHoro 3akona N 3-®3 (CoOpanue
3akoHoJaTenbcTBa Poccuiickoit @enepanuu, 1998, N 2, ct. 219; 2016, N 15, cr. 2052).

15. Ilpu ormycke JeKapCTBEHHBIX MpEnaparoB MO perenty, oGopMIECHHOMY Ha PEIenTypHOM
OnmaHke Ha OyMakHOM HocuTene, (gapMaleBTHUYeCKUi pabOTHUK MPOCTaBIsET OTMETKY Ha perente o0
OTITyCKe JIEKApCTBEHHOTO npenapara ''JlekapcTBeHHBIN Mpenapar OTHYIICH U C YKa3aHHEM:

1) HamMeHOBaHMs anTe4Hoi opranusanuu (pamwnmu, wuMeHw, otdecTBa (NPU HAITUYHH)
WH/IMBUy ATBHOTO MPEAIPUHUMATEIISN);

2) TOProBOro HaMMEHOBaHHs (32 UCKIIFOUCHHEM JIEKAPCTBEHHBIX IMPENapaToB, W3TOTOBJICHHBIX B
anTEeYHOM OpraHU3aIliy), TO3UPOBKHU U KOJUYECTBA OTITYIIIEHHOT'O JICKAPCTBEHHOTO Mperapara,

3) dbamuiuyu, UMEHH, oT4yecTBa (MPU HAJIMYUHU) MEAUIIMHCKOTO paOOTHUKA B CIIydasiX, yKa3aHHBIX B
a03awe yeTBepToM IyHKTa 13 1 ab3ane TperbeM nmyHkTa 16 Hacrosiux [IpaBun;

4) PEeKBU3UTOB JIOKYMEHTA, YIOCTOBEPSIOIICTO JIMYHOCTh JIMIIA, MOJIyYUBIIETO JICKApCTBEHHBIM
mpemnapar, B ciiydae, ykazaHHOM B IyHKTe 28 HacTosmux [IpaBun,

5) ¢dbamunum, umeHu, otyectBa (IpU HATMUYWHU) (apMalEeBTUYECKOTO PAaOOTHHKA, OTITYCTHUBIICTO
JIEKapCTBEHHBIN Mpemnapar, U ero MoAnucH;

6) maThl OTITyCKa JICKAPCTBEHHOTO IMperapara.

16. [Ipu oTmycke JEKapCTBEHHBIX MpENapaToB IO PELENTy, BHIMHCAHHOMY Ha pElENnTYypPHOM
onanke ¢Gopmbr N 107-1/y co cpokoMm AEHCTBHS IO OJHOTO TrojJia, B KOTOPOM YyKa3aHbl MEPUOJIBI U
KOJIMYECTBO OTIIyCKa JIEKAPCTBEHHOIrO mpemnapara (B KaXblid MEPHOM), PEUEHT BO3BpAIlaeTCs JIUILY,
npruoOpeTarolieMy JIeKapCTBEHHBIN Mpenapar, ¢ OTMETKOM, coJiep Kalleil CBeIeHus], yKa3aHHbIE B MTYHKTE
15 nacrosmux [pasu.

[Tpu ouepenHOM OOpaIleHWH JIMIA K CYOBEKTYy PO3HMYHOM TOPrOBIM C JIAHHBIM pPEIENTOM
VUUTHIBAIOTCS OTMETKU O TPEAbIAYIIEM OTIyCKe JIEKapCTBEHHOrO IperapaTa Mo TaKoMy peLenTy U B



cllyyae TMPHOOpPETEHUS JIMIOM  KOJMYECTBAa JIEKAPCTBEHHOI'O  Mpemapara, COOTBETCTBYIOILETO
MaKCHUMAaJIbHOMY KOJMYECTBY, YKa3aHHOMY MEAULMHCKUM pPaOOTHHKOM B pELENTe, a TAKKE M0 UCTEUCHUHU
CpoKa AEWCTBUsI pelenTa, Ha pelenTe MpocTaBiseTrcs mramin 'JIeKapCTBEHHBIM Npenapar OTHYIIEH' U
peLenT BO3BPAIAETCs JIUILY.

EnvHOBpeMeHHBI OTHYCK JIEKapCTBEHHOI'O IIperapara [0 pelenTy, BBITUCAHHOMY Ha
peuentypHoMm Omanke ¢Gopmbr N 107-1/y co cpokom AEWCTBUS 10 OJHOTO T0Ja, B KOTOPOM YKa3aHbI
NEepPUOAbl M KOJIMYECTBO OTITyCKa JIGKAPCTBEHHOTrO mpenapara (B KaXIblil MEpPUON), JOMYCKACTCs TOJIBKO
10 COTJIACOBAHMIO C METUIIMHCKAM PaOOTHUKOM, BHIITUCABILIUM PELICTIT.

17. Ilpu oTmycke JEKapCTBEHHBIX NPENapaToB IO pEIENTy, BBITUCAHHOMY Ha pELEenTypHOM
Oonanke ¢opmbr N 148-1/y-04(:1), 3amoNHEHHBI  KOPEIIOK TaKOro pelenrta IepeaaeTcs
(apmManeBTHYECKUM PaOOTHUKOM JIMILY, PHOOpeTaromeMy (MoTy4arolieMy) JIeKapCTBEHHbIE MTpenaparh.

18. Ocratorcs W XpaHsTcs y CyObEKTa pO3HHYHOW TOPrOBIM peuentbl (C OTMETKOM
"JlekapCTBEHHBIN Mpenapar OTIYIIEH ") Ha'

1) nexapcTBEHHbIEC IpENapaThl, OTIyCKaeMble OSCIIIATHO WIIK CO CKUAKOI, - B TCUCHHE TPEX JIET;

2) JeKapCTBEHHbIC Ipernaparhl, oTHocsmuecs mo ATX K aHTHIICUXOTHYECKHM cpeiactBaM (Kox
NO5A), ankcuonutukam (kox NO5B), cHotBOopHBIM U cematuBHBIM cpenctBam  (kom  NO5SC),
antugenpeccantam (kog NOGA) u He mojyIeKalHe NPEAMETHO- KOJMYECTBEHHOMY YYETy, - B TCUCHHUE
TPEX MeCsIEB.

19. Penentsl, He yka3zaHHble B myHKTe 18 Hacrosmux [IpaBun, oTMedaroTCs IITAMIIOM
"JIekapCTBEHHBIN MpenapaTr OTHYIIeH" U BO3BPAIAIOTCS JIMILY, OJYYHBIIEMY JIEKAPCTBEHHBIH Mpenapar.

20. Peuentsl, BHIIMCAHHBIE C HAPYIIEHHEM NPaBUI X, perncTpUpYIOTCA B KypHaie, B KOTOPOM
YKa3bIBAIOTCS BHISBJICHHBIC HapyIIEHHUs B opopMileHHH perenta, GaMuius, uMsi, 0T4ecTBO (IIpH HAJTMYHH)
MEJUIUHCKOT0 pabOTHHKA, BBIIMCABILIErO PELENT, HAMMEHOBAaHHE MEAUIIMHCKON OpraHu3aluu, NpHUHAThIE
Mepbl, OTMeHaloTcs ITamrnoMm ''Pernent HeneilcTBuTeneH" W BO3BpAILAIOTCS JIMILY, MPEACTaBUBILEMY
peuent. O (¢akrax HapylmeHUs NpaBWwil OG(OPMIICHUS pPELENTOB CyOBEKT PO3HUYHOW TOPTOBIH
UHPOPMHUPYET PYKOBOJUTEIS COOTBETCTBYIOIIEH METUIIMHCKON OpraHu3aluy.

21. B 006oco0ieHHOM MoApa3feieHnd MEIUIIMHCKOM OpraHu3aliy JOJDKHBI OBITH 0OecredeHbl
YCIIOBHSI COXPAHHOCTHU OCTaBJIEHHBIX HA XPAHEHHUE PELIENTOB Ha JIKapCTBEHHbBIE CPEJICTBA.

PeniennTbl Ha JeKapCTBEHHBIE CPEJCTBA, MOAJEKAIINE NPEAMETHO-KOJUUYECTBEHHOMY YYeTy,
JIEKapCTBEHHbIE CPEJICTBA, OTIyCKaeMble OECIIaTHO WJIM CO CKUAKOH, €XEeMeCAYyHO NepelaloTcs u3
000COOJEHHBIX  MOAPA3JCIEHU  MEIUIMHCKUX  OpraHu3aluid B MEAWIMHCKHE  OpraHu3aIuH,
CTPYKTYPHBIMH MOJIPa3/ICTICHUSIMHI KOTOPBIX OHU SBIISIOTCS, [UI MOCIETYIOIET0 XpaHEHHUS.

22. Ilpm oTmycke JEeKapCTBEHHOTo Ipemnapara (apmaneBTUYeCKUH paOOTHUK WM pabOTHUK
MEIUIIMHCKOW opraHu3anuy (000COOICHHOTO MOAPa3AeNICHNsI METUIIMHCKOW OpTaHM3alui) HHPOPMUPYET
auno, npuodperaromiee (Moydaromiee) JIEKapCTBEHHBIH Ipemapar, O peXHMe W J03aX €ro IpHema,
NpaBUiIax XpaHEHHWs B JIOMAIIHUX YCJIOBUSX, O B3aUMOJCHCTBUM C JPYIMMHU JI€KapCTBEHHBIMH
npenaparam.

23. Ilpm oTmycke JeKapCTBEHHOro Ipemnapara (apmaneBTUYeCKUH paOOTHUK WM pPaOOTHUK
MEIUIMHCKOW opranu3anuu (000coOIEHHOTO TOApa3/eNieHHs MEIUIIMHCKONW OpraHW3allii) HE BIpaBe
NPEJOCTaBIATh HENOCTOBEPHYIO M (WJIM) HENONHYH HMH()OpMANMI0 O HAJIMYUU JIEKAPCTBEHHBIX
IpenapaToB, BKJIIOYas JICKApCTBEHHbIE IperapaThl, MMEIOLUIME OJMHAKOBOE  MEXIyHapoJHOE
HENaTeHTOBAaHHOE HAUMEHOBaHME, B TOM 4YMCJIE CKPbIBaTh MH(MOPMALMIO O HAIMYUM JICKAPCTBEHHBIX
IIpenapaToB, UMEIOIMX Oojlee HU3KYIO HeHy .

24. 3ampemaercs OTHYCK (albCUPUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JleKapCTBEHHBIX Mpenaparos 2,

25. OTIycK 3TUJIOBOrO CHHMPTa MPOU3BOIUTCS MO PELENTy C YYETOM YCTaHOBJIEHHBIX TPeOOBaHMIA
K 00bEeMyY Taphl, yIaKOBKE U KOMILUIEKTHOCTH JIEKapCTBEHHbIX Mpenapartos 12,

JlekapcTBeHHbIE Mpenaparhl, COJAEp)KAllMe ATUIOBBIM CIUPT, B TOM YHCJIE W3TOTOBJICHHBIE IO
pelenTy cyObeKTOM pO3HHUYHON TOPTOBIIM, UMEIOIIUM JIMIICH3UIO Ha (papMalleBTUYECKYIO JESTEIbHOCTD C
IPaBOM M3rOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB, OTIYCKAIOTCSA ¢ yUeTOM YCTaHOBJIEHHBIX TpPEOOBaHUH



K 00bEMY Taphbl, YIIAKOBKE H KOMIUIEKTHOCTH JICKAPCTBEHHBIX MTPEMapaToB.

26. 3ampemaercs pasleibHBI  OTHYCK JICKQPCTBEHHBIX CPEACTB, BXOAAIIMX B COCTaB
JIEKapCTBEHHOTO Iperapara, H3roTaBIMBacMOro CyObeKTOM PO3ZHUYHON TOPTOBIIH.

27. 3ampemiaercs OTIYCK CYOBEKTOM pPO3HMYHON TOPrOBIM IO pELENTaM BETEPHHAPHBIX
OpraHu3aIui:

1) nexapCTBEHHBIX MPEMAPATOB, BKIIOYCHHBIX B iepeucHb [1KY;

2) NeKapCTBEHHBIX NPEMapaToB, OTIYCKAEMbIX OSCIIATHO WU CO CKUAKOM;

3) NeKapCTBEHHBIX IMpenapaToB, oTHOcAMMXCA M0 ATX K aHTHIICMXOTHYECKUM cpeacTBaM (Ko
NO5A), ankcuonutukam (komx NO5B), cHotBopHBIM U cematuBHBIM cpenctBam  (kog NO5  C),
antunenpeccanram (kox NO6A) u He BKiIrOueHHBIX B niepeueHb [TKY.

1. Tpe6oBaHus K OTIYCKY JIeKAPCTBEHHBIX MPENapaToB M0 TPeOOBAHNIO MeAULIMHCKOI
OpraHu3anuu

28. Jlns obecredeHust JiedueOHOro Impolecca B MEIUIMHCKONW OpraHu3al  arTedyHOM
OpraHu3alnuey, SBIAIOLIEHCS CTPYKTYPHBIM IIOAPA3ACICHUEM TAaKOM MEJULUHCKOW OpraHu3aluiy,
OCYILIECTBIIICTCSI OTIYCK JMOO HM3rOTOBJIEHHE M OTIIYCK JICKAPCTBEHHBIX MpEnapaToB Ha OCHOBAHUU
TpeOOBaHUS MEAMLMHCKOW OpPraHM3alliy, BBITUCAHHOTO YHOJHOMOYEHHBIM MEIUIIMHCKUM PaOOTHHUKOM
(manee - TpeOOBaHME MEIUIIMHCKON OpraHU3aIin).

MenunuHckass OpraHu3anysl BIpaBe OOpPaTUTHCS B CTOPOHHIOK ANTEYHYIO OPraHU3aldio IpH
OTCYTCTBHMM aIlITEYHOW OpPraHU3aLMM, SBISAIOLIECHCS CTPYKTYPHBIM IOAPA3JCICHUEM TaKOH MEIULUHCKOU
OpraHU3aLuHu.

JlexapcTBeHHBIE Ipenaparsl, U3TOTOBJICHHBIC allTEYHBIMU OpraHU3alUAMU I LEJIeH UX OTIIyCKa
10 Tpe6OBaHKAM MEIUIMHCKHX OPraHU3allHii, FOCYIapCTBEHHON perucTpaluy He mojiexar 4,

29. XpaHeHnue TpeOOBaHUN MEIUIIMHCKON OpraHU3alMy, 0 KOTOPHIM OTIIYIIEHbI JEKapCTBEHHBIE
npernapaThl, OCYLIECTBIISECTCS anTeYyHOW OpraHuzalueidl B COOTBETCTBMM C IMyHKTOM 18 HacTosiero
[Topsinka.

30. Hapymenune nepBUYHON YMAKOBKM JIEKAPCTBEHHOI'O TpenapaTa IpU €ro OTIYCKe II0
TpeOOBAaHUIO MEAULIMHCKOM OpraHU3alluy JOMYCKAETCs alTeYHO OpraHu3aiyen, MMeroei JIUIEeH3HI0 Ha
(bapMareBTUYECKYIO IEeSTEIbHOCTD C IPABOM M3TOTOBJICHUS JIEKAPCTBEHHBIX MpenapaToB. B TakoMm ciryuae
OTIYCK JIEKapPCTBEHHOrO Mpenapara OCYyIIECTBISETCS B YHaKOBKe'® ¢ IIpeoCcTaBiIeHMEM HHCTPYKIMH
(KOIMH MHCTPYKIIMHU) IO MPUMEHEHHIO OTITYCKAaeMOT0 JICKAPCTBEHHOTO ITpenapara.

I11. OcoGenHoCTH O0TIYCKA JIeKAPCTBEHHBIX MPeNapaToB 10 peuentaM B (popMe 31eKTPOHHOT 0
AOKYMEHTa

31. Ormyck JeKapCcTBEHHBIX MpENapaToB IO peuentaM B ¢GopMe 3IEKTPOHHOTO JTOKyMEHTa
OCYIIECTBIISICTCS aNTeKaMH, AaNTeUYHbIMM MYyHKTAMH W HWHAWBHIYaIbHBIMH MPEINpPHHUMATEISIMH,
yKa3aHHBIMH B MyHKTEe 2 HacTosmmx [IpaBui, pacroyioxkeHHBIMU Ha TeppUTOpHH cyObekTa Poccuiickoit
@denepanuu, B KOTOpoM odopmiieH pelenT B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, B Cily4ae MPUHITHS
YIOJTHOMOYEHHBIM OpraHoM cyObekTa Poccuiickoit ®denepanyii B COOTBETCTBUU C MyHKTOM 4 ctaThu 6
®enepanpraoro 3akona N 61-d3 (Cobpanue 3akonomatenbcTBa Poccuiickoir ®@enepanuu, 2010, N 16,
cr. 1815; 2019, N 52, cr. 7793) pemieHusi 00 UCIONB30BAaHUU Ha TEPPUTOPHH CyOBekTa Poccuiickoi
@denepanuu Hapsily € peLENTaMyd Ha JEKapCTBEHHBIE Mpemnaparhl, O(GOpMICHHBIMA Ha OyMaKHOM
HOCHUTEJIE, PELENTOB Ha JIEKaPCTBEHHBIE TMpemnapaThl, CPOPMUPOBAHHBIX B (OpME SICKTPOHHBIX
JIOKYMEHTOB (J1asiee - penieHue yrmoJHOMOUEHHOro opraHa cyonsekTa Poccuiickoit @enepanun).

32. AnTedHble OpraHU3aluy JTOJLDKHBI MMETh MOJAKII0UEHHE K TOCYAapCTBEHHOW HH(POPMAIIMOHHOM
cucteMe B cepe 3apaBooXpaHeHus cyObekta Poccuiickoit ®enepanun® (manee - cucrema), xotopoe



obecreynBaeTcsl yIoJIHOMOUYEHHBIM OpraHoM BiiacTu cyObekTa Poccuiickoii deneparui.

Texuuueckue TpeOoBaHUS K HMH()OPMALMOHHOMY OOMEHY MEXIy anTeYyHOM OpraHu3anueil u
CHCTEMOM, B TOM 4uclie TpeOOBaHUS K WIACHTU(DHUKAIMU peuenta B (opMe 3JIEKTPOHHOrO JOKYMEHTa U
7M1, oOpaTUBILErocs 3a OTIIYCKOM JIEKAPCTBEHHBIX MPEMapaToB MO TAKUM peLenTaM, yCTaHABIUBAIOTCS
peleHreM YIIOJIHOMOYEHHOTo oprana cyobekra Poccuiickoit deneparyu.

33. Otmyck JeKapCTBEHHBIX IpenapaToB IO penentaMm B (OpME 3JIEKTPOHHOIO JOKYMEHTa
OCYILECTBIISICTCS JIMIlY, YKa3aHHOMY B peLenTe JMOO ero 3aKOHHOMY MpEeJCTaBUTENI0, JUOO IHILY,
KOTOpOE JIMIO, YKa3aHHOE B pELenTe, WIN €ro 3aKOHHBIA MPEICTaBUTENb YHIOJIHOMOYMIN HA MOJyYeHHE
JIEKapCTBEHHBIX IPENapaToB.

! oamynkr "4" mynkra 5 wactn 4 cratey 18, noamynkr "k mynkra 1 wactu 1 crateu 33 MeepanbHoro 3akona ot 12
ampenst 2010 r. N 61-®3 "O6 obpauiennn nekapctBennbix cpeacts” (Cobpanue 3akonoqaTensctBa Poccuiickoit deneparum,
2010, N 16, cr. 1815) (manee - enepanbusbii 3axkon N 61-D3).

2 Toamynkr 5.2.179 Tlonoskenuss 0 MHUHHCTEPCTBE 37IpaBOOXpaHeHHs Poccuiickoil Mejepanuy, yTBEPKIEHHOTO
nocraHoBieHueM IlpaButensctBa Poccmiickoit ®enepammu ot 19 mroms 2012 r. N 608 (Cobpanue 3aKOHOAATENBCTBA
Poccwmiickoii ®enepanun, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131) (nanee - ITonoxenue 0 MuHHCTEPCTBE).

8 IMyukr 54 craten 4 ®@enepansraoro 3akona N 61-03 (Cobpanne 3akoHomaTenscTBa Poccuniickoit @eneparmu, 2010,
N 16, ct. 1815; 2019, N 31, ct. 4456).

4 Yactp 5 craten 55 ®enepansroro 3akona N 61-d3 (Cobpanne 3akoHomarenscTBa Poccniickoit Meneparmn, 2010,
N 16, ct. 1815; 2020, N 14, ct. 2035).

5 TMymkr 2 cratbn 2 @enmepansHoro 3akona or 8 smeaps 1998 1. N 3-®3 "O HapKOTHYECKHX CPEJICTBAX H
ncuxoTponHeix Bemectsax' (CoOpanue 3akoHOMaTenbCTBAa Poccniickoit denepanmu, 1998, N 2, ct. 219; 2016, N 27, cr. 4238)
(manee -®enepanpubiii 3akon N 3-D3).

6 IMoanysukr 5.2.179 Tonoxenus o MunmncrepctBe (Cobpanue 3akoHomaTenbcTBa Poccmiickoit Peneparmu, 2012,
N 26, ct. 3526; 2017, N 52, cr. 8131).

7 IMoanynkr 5.2.171(1) TMomoxenus o Munuctepcte (Cobpanue 3akoHomarenscTa Poccuiickoit deneparim, 2012,
N 26, ct. 3526; 2013, N 16, ct. 1970).

8 Yacte 6 cTathu 55 ®enepansroro 3akona N 61-d3 (Cobpanme 3akoHomarenscTBa Poccniickoit @eneparmn, 2010,
N 16, ct. 1815; 2013, N 48, ct. 6165).

9 Hoamyukr 5.2.177 Tlonoxkenus o Munuctepctee (Cobpanne 3akoHomatenscTBa Poccuiickoit Menmeparmun, 2012,
N 26, ct. 3526; 2015, N 23, ct. 3333).

10 Hoamyukr 5.2.179 Tlonoxennss o Mununcrepcte (CoOpanue 3akoHomatenbeTBa Poccuiickoit denmepanim, 2012,
N 26, ct. 3526; 2017, N 52, ct. 8131).

11 Crarbs 74 ®enepanbioro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHOBax OXpaHbI 370POBbs TPAKIAH B
Poccuiickoit @eneparmu’ (Cobpanue 3akoHomaTeNnscTBa Poccuiickoit ®eneparmu, 2011, N 48, cr. 6724, 2013, N 48, cr. 6165)
(manee - ®enepanpubiit 3akoH N 323-D3).

12 Crarpa 57 denepanbHoro 3akona N 61-®3 (Cobpanue 3akoHonaTensctsa Poccuiickoit ®epepauuu, 2010, N 16,
cr. 1815).

13 Yacre 4.1 cratbu 45 ®enepanshoro 3akona N 61-03 (Cobpanue 3akoHonaTenscTBa Poccuiickoit enepauuu, 2010,
N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosienne IIpasurensctBa Poccuiickoit demeparmu ot 23 mronst 2016 . N 716 "O
nopsiike (OPMHUPOBAHKS TEPEUHs JIEKAPCTBEHHBIX MPEMapaToB JJisi MEIUIIMHCKOTO MPUMEHEHHS, B OTHOILICHHH KOTOPBIX
YCTaHABIHMBAIOTCS TPeOOBaHUS K OOBEMY Taphl, YIHAKOBKE M KOMIUICKTHOCTH, TEPEUYHS JEKAPCTBCHHBIX IMPEHapaToB JUis
BETEPHUHAPHOTO MPUMEHEHHS, B OTHOIICHUH KOTOPHIX YCTAHABJIMBAIOTCS TPEOOBAHUS K OOBEMY TAphl, M OMPEICICHUS TAKUX
tpeboBanuii” (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu, 2016, N 31, cr. 5030).

14 TMymkr 1 wactu 5 craten 13 ®epmepansHoro 3akona N 61-@3 (CoOpanue 3akoHonaTenbcTBa Poccuiickoil
®enepannn, 2010, N 16, ct. 1815).

15 MTpuxas Munszapasa Poccuu ot 26 oxts6ps 2015 r. N 7511 "O6 yTBep:KI€HUM NPaBUI U3TOTOBJIEHUS M OTIIYCKa
JIEKApCTBEHHBIX MpPENaparoB s MEJUIMHCKOTO TNPUMEHEHHS aNTeYHbIMH  OpPraHM3allUsIMH, WHAUBHUIYaTbHBIMH
MPEANPHHAMATENSIMH, MMEIOIIAMH JIMIIEH3UI0 Ha (hapMaIleBTHUECKYIO JESTENBHOCTE (3aperucTpiupoBaH MUHHCTEPCTBOM
rocturmu Poccuiickoit ®enepanun 21 amperst 2016 r., peructpannonnsii N 41897).

16 TocTanosnenue ITpaButensctBa Poccuiickoil ®enepanun ot 5 mas 2018 r. N 555 "O eauHOii rocyaapcTBeHHON
HHPOPMAIMOHHOM crucTeMe B chepe 3apaBooxpanenus’” (Cobpanue 3akoHomarensctBa Poccuiickoit demeparim, 2018, N 20,
cr. 2849; 2021, N 25, ct. 4814).

B3amen cwm. [IpaBuna, yrBepkaeHHbIe mpukazoM Munzapasa Poccuu ot 7 mapta 2025 r. N 100H



Ipuioxenne N 2

K npuka3sy MHHHCTEpPCTBA 31PaBOOXPaHeHHUs
Poccuiickoit @enepannu

ot 24 nHosops 2021 r. N 1093n

IIpaBuia
OTIIyCKA HAPKOTHYECKHUX CPEACTB U ICUXOTPONHBIX BeUIECTB, 3APEeriCTPHPOBAHHBIX B KayecTBe
JIEKAPCTBEHHBIX NPenapaToB AJIs MeIUIMHCKOI0 IPUMEHEHHU, JIEKAPCTBEHHbIX NPENapaToB 1/
MeIMIMHCKOr0 NIPUMEHEHHs, COAePKALUX HAPKOTHYECKHE CPEeICTBA H IICHXOTPOIHBIE BellecTBa

1. Ornyck HapKOTMYECKHX M TICUXOTPONHBIX JIEKAPCTBEHHBIX IpPENapaToB IO peLenTam
OCYILECTBIISICTCSl aNTeKaMM, aNTeYHbIMU ITyYHKTaMH, MEIUIMHCKAMHU OpPraHM3alUsMH, 000COOJICHHBIMH
MOJIPA3/ICIEHUSIMI MEAMLIMHCKUX OPTaHU3alfii, UMEIOUIMMHU JIMIEH3UIO Ha JESITEeIbHOCTh MO 00OpOTY
HAapKOTHYECKUX  CPEJICTB, ICHXOTPOIHBIX BEIIECTB W HUX MPEKypCcoOpoB, KYyJIbTHBHPOBAHUIO
HApKOCOAepKAUX pacTeHuid. [lepedeHh MEIUIIMHCKUX OpPTaHMU3aluidi U 000COOJICHHBIX MOJpa3AeiieHU
MEIUIUHCKUX OpraHu3alMii, MepedeHb HAPKOTUYECKHUX JICKAPCTBEHHBIX MPEMapaToB U ICUXOTPOIHBIX
JICKapCTBEHHBIX MpPEnapaToB, OTIYCK KOTOPBIX (PU3NUECKUM JIMI[AM MOXET OCYIIECTBISATHCS yKa3aHHBIMU
MEJIUIUHCKUMH OpPraHu3alisIMU U UX 000COOJIEHHBIMU IO/Pa3/ICICHUSIMH, YCTAaHABIMBAIOTCS OpraHaMH
UCTIOJTHUTENBHOH BiacTu cyObekToB Poccuiickoit deneparumn L

2. Tlo peuenTaM, BBIMMCAHHBLIM Ha pelenTypHbIX Omankax dopmbr N 107/y-HII?, ormyckarorcs
HapKOTHYECKUE M TICUXOTPOIHBIC JIEKAapCTBEHHbIE Ipenaparbl, BHeCeHHbIe B CHHMCOK HapKOTHYECKHX
CPeACTB M ICUXOTPOIHBIX BEIIECTB, 000pOT KOTOphix B Poccuiickoit dexepanuu OrpaHudYeH U B
OTHOLIEHUM KOTOPBIX YCTaHABIMBAIOTCS MeEpbl KOHTPOJS B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu ¥ MeXAyHapoIHBIMU jgoroBopamu Poccuiickoit ®enepanmu (crmcok 1),
[lepeunst (manmee - HApKOTUYECKHE M IICHMXOTPOIHBIC JIEKapCTBEHHBIe mpenaparel crucka Il), 3a
UCKJTIOUEHHEM HAapKOTHYECKUX U MCHUXOTPOIHBIX JICKAPCTBEHHBIX MPENapaToB B BHJIE TPaHCIEPMaIbHbIX
TEpaneBTUUECKUX CUCTEM W JIEKAPCTBEHHBIX IPENapaToB, COAEPKAIIMX HAPKOTUYECKOE CPEJICTBO B
COYETaHHH C AaHTArOHUCTOM OIHOUIHBIX PELENTOPOB.

3. TTo penentam, BHIMUCAHHBIM Ha PELENTYpHBIX Onankax dpopmbl N 148-1/y-88, otmyckarores *:

1) mcuxoTpOoNHbBIE JIEKapCTBEHHBIE IMpenapaThl, BHeCEHHbIE B CITMCOK TICHXOTPOITHBIX BEIIECTB,
obopor KoTopbix B Poccuiickoit ®enepanuu OrpaHuueH M B OTHOIIEHHMH KOTOPBIX JIOIYCKAaeTCs
HCKITIOUEHHE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu u
MEKIyHapoaHbIMU JoroBopamu Poccuiickoit @eneparmu (crmcok I11), Tlepeuns (manee - ncuXxoTpoIHbIE
JeKapcTBeHHbIE npenapatsl ciucka 11);

2) HAapKOTHYECKHME W TICHXOTpOIIHBIE JIEKapCTBEHHbIC Tpemaparsl comcka |l B Buge
TPaHCAEPMATIBHBIX TEPANIEBTUUECKUX CUCTEM M JIEKAPCTBEHHBIE MPENapaThl, COAEPIKaIINe HAPKOTUIECKOE
CPEACTBO B COUYETAHUU C AHTAaTOHUCTOM ONHMOMUIHBIX PELIENITOPOB;

3) JeKapCcTBEHHBIC IperapaThl, M3rOTAaBIMBAaEMbIe M0 PELENTy Ha JIGKAPCTBEHHBIH Ipernapar H
cojiepKallie HApKOTUYECKOE CPEICTBO MJIM TICUXOTPOITHOE BEIleCcTBO, BHeceHHOE B ciucok |l Tlepeuns, u
npyrue ¢dpapMakoJOTHUYeCKUe aKTHBHbBIE BEIECTBA B J103€, HE MPEBBILIAIOIIEH BBICIIYIO Pa30BYIO 103y, U
IPU YCIOBUH, YTO 3TOT KOMOMHHPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT He SBISIETCS HAPKOTUYECKUM WU
MICUXOTPOITHBIM JIEKAPCTBEHHBIM IpenapaToM crucka |l.

4. Tlpu oTmycke HapKOTHYECKOrO0 M INCHXOTPOIHOIO JICKapCTBEHHOro mpemnapara cnucka Il Ha
perienTe 00 OTIyCKe JEKapCTBEHHOTr 0 MpernapaTa IpoCTaBiseTcs Me4arh aTeKH UM allTeYHOro MyHKTa, B
KOTOpPOH YKa3aHO UX IOJIHO€ HAaMMEHOBaHUe (IIPH HAJTMYUH [1€YATH).

5. Ocrarorcsi W XpaHATCS y CyObEKTa pO3HMYHOM TOPrOBIM pernentsl (C  OTMETKOH
"JlekapCTBEHHBIN Mpenapar OTIYyIIeH"") Ha'



1) HapKOTHYECKME W TCHXOTpOIIHBIC JIEKAPCTBEHHBIC Mpenaparbl crucka |, mcuxorpomHbie
JeKapcTBEHHbIE npenapartsl cnucka |1l - B Teuenue nsatu ner;,

2) KOMOMHMPOBAaHHBIC JICKAPCTBEHHBIC MPEMapaThl, COACPIKAIINE HAPKOTHYECKHE CPEACTBA HIIH
IICUXOTPOIIHbIE BellecTBa, BHeceHHble B cnucku |l wm |1l Ilepeuns, u3roroBieHHBIE B aNTE4HOUN
OpraHu3alliy, JIEKapCTBEHHbIC Iperaparhl, MOJUICKALIUE IMPEIMETHO-KOJMUYECTBEHHOMY YYeTy, - B
TEUYEHHUE TPEX JIeT.

VYKa3zaHHBIE JIEKAPCTBEHHbIE Mpernaparhl, NpeAHa3HAYCHHbIC AJs TPakJaH, MUMEIOUIMX NpaBO Ha
MOJIyYeHHE JIEKaPCTBEHHBIX IPENaparoB, OTIYCKAEMBIX OECIIATHO MM CO CKUAKOW, OTIYCKAIOTCS MpU
NpEeABSIBICHUN PELENTa, BBIMMCAHHOTO Ha peuentypHoMm Onanke ¢opmer N 148-1/y-88, u peuenra,
BBIITMCAHHOTO Ha perentypHoM osanke Gopmbl N 148-1/y-04(i).

6. OTmycKk HApKOTMYECKMX M TIICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISAECTCS
(apManeBTHUECKUMH M MEIUIUHCKUMU paOOTHUKAMH, 3aHUMAIOIIUMH JOJDKHOCTH, BKJIIOUYEHHBIC B
NepevYeHb JOJDKHOCTEH (papMaleBTUUYECKUX M MEIUIMHCKUX PAOOTHUKOB B OpPraHMU3aLHUAX, KOTOPBIM
IPEJOCTABICHO TMPABO OTIYCKa HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENaparoB M ICHUXOTPOMHBIX
JIEKAPCTBEHHBIX MPenapaTtoB GU3MYeCKUM Juiam *,

7. HapxoTuueckue W TCHXOTPOIHbIC JIEKapCTBEHHbIE Ipernaparhl cnucka ll, 3a uckmoueHnem
JICKApCTBEHHBIX TMpernaparoB B BUJE IUIACTBIPEH U JIGKAPCTBEHHBIX IpENapaToB, COJEpKAIIUX
HapKOTHUYECKOE CPEJCTBO B COYETAaHUM C AHTArOHUCTOM OIMOMIHBIX PELENTOPOB, OTIYCKAIOTCA MpU
NpEIbIBICHUH JTOKYMEHTA, YOCTOBEPSIOIIETO JUYHOCTb, JIMILY, YKa3aHHOMY B pEIENTe, €ro 3aKOHHOMY
TpeNCTABUTENI0® WM IHIy, HMelomeMy O(OPMIEHHYI0O B COOTBETCTBHH C 3aKOHOJATENbCTBOM
Poccuiickoit denepannu AOBEPEHHOCTh HA MPAaBO MOJMYYEHUS TaKUX HAPKOTHMUYECKUX M TCUXOTPOMHBIX
JIEKapCTBEHHBIX IPENapaToB.

[Tpu HEBO3MOXXHOCTH O(pOpMIICHHS MHKYpaOeIbHBIMU OOJIBHBIMU Ha 3aBEPILAIOIIEM JTale KU3HU
JIOBEPEHHOCTH Ha MPaBO MOJyYEHHs yKa3aHHbBIX B ab3alle MepBOM HACTOSIIEro IMMyHKTa HAPKOTHUYECKUX U
NICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB TaKhe JIEKapCTBEHHBIE NpenapaThl OTIYCKAIOTCS HHBIM
JMIaM, OCYIIECTBISIOIMIMM YXOJ 3a HUMH, 0IpPU TPEABbIBICHUU OJHOBPEMEHHO C pElenToM Ha
JIEKapCTBEHHBIHN Ipenapar JOKyMEHTa, yJOCTOBEPSIOIIEro JUYHOCTh, U JOKYMEHTa, MOATBEPKIAIOIEro
MHKypaOelnbHOE COCTOSIHME OOJBHOTO, COJEpKAaIlero CBEISHHs O JUIe, KOTOpOoe IOoJydyaer
JIEKapCTBEHHBIE Tpernapathl mo peuenty (pamumus, ums, ortdecTBo (pu HanW4uu), BUJ, cepus U (HiH)
HOMEp JOKYMEHTa, yIOCTOBEPSIONIEr0 JHYHOCTB), 3aBEPEHHOrO MOANUCHIO M MEYaThI0 MEIUIIMHCKOTO
pabOTHUKA, a TAaKXKe MeYaThi0 MEIUIIMHCKON OpraHu3altu.

JIOKyMeHT, TNOATBEPXKIAIOMUNA HHKYpaOelbHOE COCTOSIHUE OOJIBHOTO, OCTaeTcs B aNTEYHOH
OpraHU3aLuH.

8. Hapkoruyeckue W IICHXOTPONHBIE JIGKapCTBEHHBbIE mpemnapaTbl cnmcka |l (3a uckimodeHnem
JIEKapCTBEHHBIX MpernaparoB B BUJE IUIACTBIpEH U JIEKAPCTBEHHBIX IpENapaToB, COJAEpXKAIIUX
HApKOTUYECKOE CPE/ICTBO B COUYCTAHHH C aHTarOHHCTOM OIMHOUIHBIX PEIENTOPOB), IpeIHA3HAYCHHBIC IS
rpaxJaH, MMEIOIIMX NpaBO Ha OECIJIaTHOE IOJIyueHHE JIEKapCTBEHHBIX IPENapaToB WM MOJy4YeHUE
JIEKapCTBEHHBIX IPENapaTroB CO CKUIKOM, OTIYCKAIOTCS MPH MPEIbsIBICHUU PELENTa, BHIMMCAHHOIO Ha
peuentypHoM Onanke gopmer N 107/y-HII, u peuenTa, BBIMMCAHHOIO Ha PELENTYypHOM OjaHKe (HOpPMBI
N 148-1/y-04(x).

9. Ilocne oTmycka HAPKOTHYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka |1, B Tom
YuCie B BUJE TPAHCACPMAIIBHBIX TEPANEBTUUECKUX CHUCTEM U JIEKAPCTBEHHBIX MPENapaToB, COACpKALIUX
HapKOTMYECKOE CpPEACTBO B COYETAHMHM C AHTAarOHUCTOM ONMOMIHBIX PELENTOPOB, NCHUXOTPOIHBIX
JIeKapCTBeHHbIX MpenaparoB coucka |l nuiyy, nomyuuBlmieMy JeKapCTBEHHbIH mpemnapar, BblIaeTCs
CUTHATYpa C JKEJITOH M0JIOCOI B BepXHEl yacTH M HAJMMChIO YepHbIM wpudrom Ha Hell "Curnarypa”, B
KOTOPOl YKa3bIBAIOTCS:

1) HauMeHOBaHHME W aJpec MECTOHAXOXKJICHMS aNTeKH, anTeYHOro ITyHKTa, MEIUIIMHCKOW
OpraHuzanum, 000co0JIEHHOTO MOApa3/IeICHUSI MEAULIMHCKONW OpraHn3aluy;

2) HOMEp U J1aTa BBIITUCAHHOTO PELeNTa;

3) dbamunms, ums, oTyecTBO (MPU HAJIMYKMM) JIMIA, U KOTOPOTO MpEAHA3HAYEH JICKApCTBEHHBIH



npemnapar, ero Bo3pacr,

4) HOMep MEIMIIMHCKOM KapThl NAIIMEHTA, MOJYYaOIIero MEIUINHCKYIO TIOMOIIb B aMOYITaTOPHBIX
YCIIOBHUSAX, JUI KOTOPOTO MpeiHa3HauYeH JIGKapCTBEHHBIN Mpenapar;

5) damunust, ©Ms, 0TYECTBO (IIPU HATMYUH) MEIUIIMHCKOTO PAa0OTHUKA, BBIMHCABILETO PEIEHT, €ro
KOHTaKTHBIN TenedoH 1100 TenedoH MEAUIMHCKONW OpraHU3aIii;

6) comepxaHue perenTa Ha JJATHHCKOM SI3bIKE UIIM PYCCKOM SI3BIKE;

7) damumnusi, uMsi, 0T4eCTBO (IPU HATMYHMU) U TOANUCH (HapMAIIEBTUYECKOTO MIIM MEIHIMHCKOTO
pabOTHHUKA, OTIYCTHUBILETO JIEKAPCTBEHHBIN Mpenapar;

8) mara oTmycka JeKapcTBEHHOTO Ipernapara.

10. 3ampemaercs OTIYCK CYOBEKTOM PO3HHYHON TOPrOBIM IO peElenTtaM BETepPUHAPHBIX
OpraHu3aluil HAPKOTUYECKUX U TICUXOTPOIMHBIX JEKAPCTBEHHBIX MPENapaToB.

! Tlynkr 1 cratem 25 @enepanbHoro 3akona or 8 smBaps 1998 r. N 3-®3 "O HapKOTHYECKHX CPEACTBAX M
ncuXoTponHbIX Berectsax' (Cobpanue 3akoHOMaTeNbCTBA Poccuiickoit @exepanun, 1998, N 2, ct. 219; 2016, N 1, ct. 28).

2 TMommymkr 5.2.178 nynxta 5 Ilonoskenns o MuHHCTEpCTBe 3/paBoOXpaHeHHs Poccumiickoii ®eneparu,
YTBEpIKACHHOTO TocTaHoBieHueM IlpaBurenscrBa Poccuiickoit ®emepampu ot 19 mroms 2012 r. N 608 (Cobpanue
3akoHOnaTenbcTBa Poccmiickoit ®emeparmu, 2012, N 26, cr. 3526; 2017, N 52, cr. 8131) (manee - Ilomokenue o
MuHuCTEPCTBE).

8 IMoanyskr 5.2.179 Tlonoxenus o MunmnctepctBe (Cobpanue 3akoHomaTenbcTBa Poccmiickoit ®eneparmu, 2012,
N 26, ct. 3526; 2017, N 52, ct. 8131).

4 IMoanyskr 5.2.176 Tomoxenus o MunwnctepctBe (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparmu, 2012,
N 26, ct. 3526; 2015, N 23, ct. 3333).

> B orHomenun Jmua, ykasanHoro B uactd 2 crtaten 20 ®enmepambhoro 3akoma N 323-®3 (CobGpanue
3aKkoHOaTenbcTBa Poccuiickoit demepanum, 2011, N 48, ct. 6724).

B3amen cm. [lopsinok, yTBepxkaeHHbIe Tpruka3zoM Munsapasa Poccun ot 7 mapta 2025 r. N 100H

Ipuioxenne N 3

K npuka3sy MHHHCTEPCTBA 31PaABOOXPaHEHHUS
Poccuiickoit @enepannu

ot 24 nosops 2021 r. N 1093u

IHopsanok
OTIIYCKA aNTeYHbIMH OPraHu3alusiMi HMMYHOOHO0JIOTHYECKHX JIEKAPCTBEHHBIX NIPENAapaToB

1. OTnyck UMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB OCYIICCTBISETCS anTeYHBIMU
OpraHu3alUsIMd W  WHIUBUAYATbHBIMU  TPEANPUHUMATENSIMH,  UMEIOUIUMHU  JUIEH3UWI0  Ha
(dapManeBTHUECKyI0 JEATeIbHOCTh, MEAULIMUHCKUMH OpTaHM3aIUsIMH, HWMEIOIUMH JUIECH3UI0 Ha
(bapMaIeBTHUECKYI0 JICATEIbHOCTh, M HMX O00OCOOJICHHBIMU TMOJpa3/eiCHUsAMU (aMOyIaTOpHsIMH,
¢benpamepckuMu 1 (enbamepeKo-aKymepCKUMU MyHKTaMy, IEHTpaMu (OTAeNeHUsIME) 00ILeH BpaueOHOI
(ceMeitHOM) MPAKTHKH), PACIIOIOKEHHBIMH B CEJILCKUX MMOCEJICHUSX, B KOTOPHIX OTCYTCTBYIOT alTCUHBIC
opranusaiuu, 0Oe3 perenrta W (WiM) [0 pEUENTy HAa JIGKAPCTBEHHBIM IMpernapar, O(QpOPMICHHOMY
MEIUIUHCKUMH PabOTHUKAMU (aiee - perernr).

2. Ilpu oTmycke UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tperapara Ha PelenTe Wik KOPEelIke
pelienTa, KOTOpBIA OCTaeTcs y Juia, mnpuobperaromiero (MOIydaroniero) JIeKapCTBEHHBINM Mpenapar,
YKa3bIBACTCSl TOYHOE BpeMsl (B Yacax U MHUHYTaX) OTITyCKa JICKAPCTBEHHOTO Mperapara.

3. Ormyck UMMYHOOHMOJOTHYECKOTO JIEKAPCTBEHHOTO IIperapaTa OCYIIECTBISETCS JIUILY,
npuoOperatonieMy (MojydaroiiemMy) JCKapCTBEHHBIM Mpernapar, MpH HAJUYUKd Yy HEro CIeIHabHOTO



TEPMOKOHTEHHEpa, B KOTOPHIN MOMEIIAETCS JIEKAPCTBEHHBIN Mpenapar, Wi BO3MOXHOCTH MPUOOPETEHHS
B aNTEYHOW OpraHW3alUul HEOOXOJMMBIX CPEICTB Uil  TPAHCIOPTUPOBKU  (TEPMOKOHTEHHED,
XJIa/I03JICMEHTBI).

4. Jluny, mpuoOperiieMy HMMYHOOHOJOTHMYECKHM JIEKAaPCTBEHHBIH IMpernapar, pa3biCHACTCS
HEOOXOMMOCTh JIOCTaBKHM JICKAPCTBEHHOTO Ipernapara B MEIUIMHCKYIO OpPTraHU3al[Mi0 B CPOKH, He
NPEBBIIIAIONIME CPOKU TMOJJCpKaHUs padoyeil TemmepaTypbl CPEICTB TPAHCIIOPTUPOBKH, YKa3aHHBIC B
UHCTPYKLUH.



