[Tpuka3 MunucrepcrBa 3apaBooxpanerus PO ot 24 Hos6ps 2021 r. N 1093n
" O06 yrBepxxaenuu [lpaBui oTmycka JeKapCTBEHHBIX IIPENapaToB Il MEIUIIMHCKOTO IPUMEHEHUS
anTEeYHBIMHU OpTraHU3aLUAMH, UHAUBUY ATHHBIMH IPEIIPUHUMATEISIMH, UIMEIOITUMH JTUILIEH3UIO Ha
oCyIIecTBIIeHHE (DapMalleBTUUECKOM NEesITeIbHOCTH, MEIUIIUHCKUMH OPTaHU3aLUsIMH, UMEIOIINMHU
JIMIIEH3UIO HA OCYLIECTBICHHE (hapMalleBTHUECKON JAEATEIILHOCTH, U UX 000COOICHHBIMU
nojpasaeneHusiMu (aMOynaTopusiMu, (esbANIePCKUME U (eTbAIIePCKO-aKyIIePCKUMHU ITYHKTaMU,
teHTpamu (OTACICHUIMH) 001Iei BpaueOHOM (CeMEWHOI) IPAKTUKH), PACIIONIOKEHHBIMH B CEIbCKUX
MIOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIC OpraHU3alluy, a Takke [IpaBui oTmycka HApKOTUYECKUX
CPEACTB U IICUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX MPETapaToB s
MEJIULIMHCKOTO MPUMEHEHHS], JIEKAPCTBEHHBIX MPENapaToB sl MEAUIMHCKOTO MPUMEHEHHS, COJACPIKALITIX
HapKOTHUYECKUE CPEJICTBA U NICUXOTPOITHBIE BelecTBa B TOM uncie [lopsaka oTmycka anTe4HbIMU
OpraHMu3alUsAMU UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MpenapaToB”

B cootBercTBuM ¢ myHkTamu 2 U 3 craThM 955 PenepanbHoro 3akona ot 12 ampens 2010 r.
N 61-®3 "OO6 oOpamenun jnekapcTBeHHbIX cpeactB” (CoOpaHue 3akoHOJATeNbCTBa Poccuiickoit
®denepanunn, 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 Munucrepctse 3apaBooxpaneHus Poccuiickoir deneparuy,
yTBepKJIEHHOro nocraHoBineHueM IIpaBurenscrBa Poccuiickoit @enepanun ot 19 urons 2012 r. N 608
(Cobpanwue 3axkonogarenscTBa Poccuiickoit @enepanuu, 2012, N 26, cr. 3526; 2014, N 37, ct. 4969; 2017,
N 33, ct. 5202), npuka3biBaro:

1. YTBepauTh:

[IpaBuna oTmycka JEKapCTBEHHBIX MPENapaToB Il MEIUIMHCKOrO IPUMEHEHHUS alTe4YHbIMU
OpraHM3alUsAMH, WHIUBUIYAJTbHBIMU MPEIIPUHUMATENSAMHU, UMEIOIMMH JIMIEH3HIO Ha OCYLIECTBICHHE
(bapManeBTUUECKOW JAEATENIbHOCTH, MEIUIIMHCKAMHU OpraHu3alisM{, HMEIOUIMMU JIMIEH3UI0 Ha
OCYyILIECTBJIEHHE  (hapMalleBTUYECKON JESITEeNbHOCTH, M HUX O00O0COOJIEHHBIMH  MOApa3AeIeHUIMU
(amOynaTopusmMu, GerabImepcKuMi U (ebaIIepcKo-aKyIIepCKIMU ITyHKTaMH, IIEHTpamMu (OTIACICHUSMH)
oOmeil BpayeOHOH (CeMeifHOi) MpaKTUKHU), PACIONIOKEHHBIMU B CEJIBCKUX MOCEICHUSAX, B KOTOPBIX
OTCYTCTBYIOT allTE€YHbIC OpraHu3aluu cornacHo npuwioxkerune N 1 (nanee - mpasuna);

[IpaBuna OTmycka HapKOTMYECKUX CPEICTB M IICUXOTPOIHBIX BEILECTB, 3aperMCTPUPOBAHHBIX B
Ka4yecTBe JIEKApCTBEHHBIX MPENnapaToB Uil MEIUIIMHCKOTO IPUMEHEHHS, JIEKAPCTBEHHBIX MpenapaToB JUIs
MEIUIUHCKOTO TPUMEHEHHUs, COJAEP)KAIIUX HAPKOTHYECKHE CPEeICTBA M ICHXOTPOITHBIE BEIIECTBA
coriacHo nmpuinoxkeHuto N 2;

[Topsimox oTmycka anTeYHbIMH OpraHU3alMsIMH  HMMMYHOOHOJIOTMUECKUX  JIEKapCTBEHHBIX
IpernaparoB corjacHo npuioxxenuto N 3.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

nprka3 MUHUCTEPCTBA 3PaBOOXPAHEHHSI U COLMANIbHOTO pa3BuTus Poccuiickoit @enepanuu ot 26
arycta 2010 r. N 7351 "OO6 yrtBepxknenun IIpaBua OTHycka JIEKapCTBEHHBIX IIpenapaToB s
MEIUIUHCKOTO  NPUMEHEHHS  MEIUIMHCKUMHU  OpraHu3alisMM, HMEIOUIMMU  JIMIEH3UI0  Ha
(apMaLeBTHYECKYIO JAEATENBHOCTh, W HUX O0OCOOJCHHBIMH MOJpa3ieieHusIMU  (aMOyIaTopusiMu,
(enpamepckumMu 1 (GenbamepcKo-aKymepcKUMI MyHKTaMy, IEHTpaMu (OTAeNeHUsIME) 001eH BpauyeOHO
(cemeliHOMN) TPAKTUKH), PACMOIOKEHHBIMU B CEIIbCKHX IOCEICHUSAX, B KOTOPBIX OTCYTCTBYIOT anTeyHbIE
opranmzauuu’” (3apeructpupoBaH MuHucTepcTBOoM Ioctuiu Poccuiickoit ®depepamyu 28 ceHTAOps
2010 r., peructpanuonnsiii N 18575);

npuka3 MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanun ot 11 urons 2017 r. N 403n
"O6 ytBepxaenun [IpaBui oTmycka JeKapCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO IPUMEHEHHUS, B TOM
qyuciae  MMMYHOOMOJIOTMYECKMX  JIGKAPCTBEHHBIX  IPEmapaToB,  alTeUYHbIMH  OpPraHU3aLUsIMY,
WH/IMBUyaJbHBIMU MPEAPUHUMATENAMH, UMEIOLIMMH JIMIEH3HIO Ha (apMaleBTUUECKYIO JIeITeIbHOCTD
(3apeructpupoBan MuHuctepctBoM roctuiimun  Poccuiickoit  ®enepanmu 8 centsops 2017 r.,
peructparrionnsiii N 48125);



npuka3 MunucrepcTBa 31paBooxpanenust Poccuiickoit @enepanuu ot 7 utong 2020 r. N 683u "O
BHECEHHM M3MeHeHul B IIpaBuiia oTmycka JeKapCTBEHHBIX MPEnapaToB Ui MEIUIIMHCKOTO TPUMEHEHHU,
B TOM YHCJIE€ HUMMYHOOHOJOTHUECKUX JICKAPCTBEHHBIX IMPENaparoB, anTEYHbIMU OpPraHU3ALUSIMH,
WHIMBHTyaJbHBIMH TPEINPUHUMATEISIMU, UMEIOIUMH JIMIICH3HMIO Ha (DapMaleBTUUECKYIO IEeSITEIbHOCTD,
yTBepKJIeHHbIE IPUKa30M MuHUCTEepCTBa 3ApaBooxpanenus Poccuiickoit @enepanun ot 11 urons 2017 r.
N 403u" (3apeructpupoBan MunuctepcrBoM toctuiinu Poccuiickoit ®eneparuun 14 oxtsiops 2020 r.,
peructparonnbiii N 60370).

3. Hactosmmii mpuka3 Bctynaet B cuiy ¢ 1 mapra 2022 r. u peiictByer no 1 mapra 2028 r., 3a
UCKJIIOueHHeM IyHKTa 12 IIpaBui oTImycKka JeKapCTBEHHBIX NMPEnapaToB sl MEIUIIMHCKOTO TPUMEHEHHUS
anTEYHBIMU OpPraHU3aLMsAMM, WHIUBHIYyaJbHBIMH MpPEIIPUHUMATEISIMUA, HMEIOIIMMHU JIMIIEH3UI0 Ha
OCyIIECTBIICHUE (apMalleBTUYECKON JAEATENIbHOCTH, MEIUIMHCKUMHU OpraHU3alusIMH, HMEIOIUMHU
JTUIECH3UI0O HAa  OCYNIECTBICHHE  (apMaleBTUUYECKOW  JIEATEIBHOCTH, U UX 000COOJIEHHBIMU
nozapaszzaeneHusiMu  (amOysnaropusiMu, (QelbIIIepCKUMUA U (eNbANICPCKO-aKyIIEPCKUMU  [TyHKTaMH,
HeHTpamMu (OTIeNIeHUsIMH) 0O0IIel BpaueOHO# (CeMeiHOW) MPAKTHUKH), PAaCIOJIOKCHHBIMU B CEIILCKUX
MIOCEJICHUAX, B KOTOPHIX OTCYTCTBYIOT alTE€YHbIC OPraHU3ALUH, YTBEPKIECHHBIX HACTOSIIUM IMPUKA30M,
KOTOpBIH BeTynaeT B cuity ¢ 1 mapta 2022 r. u neiictByer 10 1 centsOps 2022 rona.

Munuctp M.A. Mypaiiiko

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



IIpunoxenne N 1

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHS
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1093u

IIpaBuia oTnycka jJJeKapcTBEHHBIX NPenapaToB AJs MeIMIHHCKOT0 IPUMeHeHUsl

. O0mmue Tpe0OBaHMSA K OTIYCKY JIEKAPCTBEHHBIX NIPENApPaTOB 1JIs1 MeIMIMHCKOr0 IPUMeHECHHS

1. OTmyck JIeKapCTBEHHBIX TPENapaToB Ul MEJUIMHCKOTO IPUMEHEHHUs (Iajiee - JeKapCTBEHHbIC
npenaparbl) OCYLICCTBIISCTCS aNTCYHBIMU OPraHU3alUsIMH ¥ WHAMBUIYAIbHBIMH TPEANPUHUMATEISIMH,
UMCIOLIMMY  JIMLEH3MI0O Ha (PAapMaleBTUYECKYI0 JESITEIbHOCTh, MEIUIMHCKMMHU OpraHU3alUsIMH,
UMCIOLIMMH JIMICH3UIO0 Ha (PapMaleBTUYECKYIO NESTEbHOCTh, U UX 000COOJIICHHBIMHU TO/Pa3IeICHUSIMHU
(amOynaTopusiMu, QeabIIIepCKUMH U (ebIIIePCKO-aKyIIePCKIUMHU ITyHKTaMH, IEHTpamMu (OTACICHUSIMHN)
oOmeir BpayeOHO# (CeMEiHOI) MPAaKTUKH), PACIOIOXKCHHBIMH B CEJIbCKUX MOCEICHUSAX, B KOTOPBIX
OTCYTCTBYIOT aNTeYHbIE OpPraHKU3aIuy (ajee - CyOheKTsl PO3HUUHOM TOprosiu), 6e3 perenta® u (uam) o
pellenTy Ha JeKapCTBEHHbIH mpenapar, opopMIEHHOMY > MEIUIMHCKUMU paboTHUKAaMH (ajiee - penenr),
a TaKKe M0 TPeOOBAHUIO MEIUIMHCKON OpraHU3aluy 11 ANTe4HOM OpraHu3alum.

2. OTmycK JIeKapCTBEHHBIX MpenapaToB 0e3 perenToB OCYIIECTBISCTCS:

1) anTekamu, OCYIIECTBISIOUIMMU PO3HUYHYIO TOPTOBIIO (OTIYCK) JICKAPCTBEHHBIX IPEIapaToB
HACEJICHUIO, M alTeKaMU KaK CTPYKTYPHBIMH MOApa3/eICHHSMU MEAWMIMHCKOW opraHu3anuu (nanee -
arTeKu);

2) anTeyHbIMH NYHKTaMH, B TOM YHCJIE KaK CTPYKTYPHBIMU TOJAPa3ICICHHSIMU MEIHIUHCKOM
OpraHM3anuu (Janee - anTeuHble MyHKTHI);

3) anTeyHBIMH KHOCKAMH;

4) WHIWBUAYaTbHBIMH NPEANPUHUMATENSIMH, WMEIONIMMHU JIMICH3HI0O Ha (hapMaleBTHYECKYIO
JeATeNbHOCTD (1aee - MHIUBHYJIbHBIN PEANPHHAMATEIb);

5) MEIMIMHCKMMU OpraHU3alUsIMH, HMEIOIUMHE JTHIEH3HUIO Ha (hapMalleBTHYECKYIO IESTEIbHOCTB,
u ux 000C00IeHHBIMU HoApa3/ieeHUSIMH (amOynaropusimu, (benpamepcKkumMu "
(enpaIepcko-akymepcKUMH  ITyHKTaMH, LeHTpaMu (OTAeNeHHsMHU) o0meid BpaueOHOW (ceMeitHOi)
NPaKTHKH), PACTIONIOKEHHBIMU B CEIbCKUX MOCEICHHUSAX, B KOTOPBIX OTCYTCTBYIOT alITEYHBIC OpraHU3aINN
(aslee COOTBETCTBEHHO - MEIMIMHCKUE OpraHU3alliH, 000COOJEHHBIE MOIpPA3JEeNICHUs] MEIUIIMHCKUX
OpraHu3anuii), IepevyeHb KOTOPBIX YTBEPKIACTCS OpraHaMH WCIIOJIHUTEIBHOW BIAcTH CyObeKTa
Poccuiickoit deneparuu *.

3. OTmycK JIeKapCTBEHHBIX NPENapaToB M0 PEeLenTaM OCYIIECTBISCTCS:

1) anrekamy,

2) anTeYyHBIMH ITYHKTaMHU,;

3) MHAMBUAYATBHBIMH NPEANPUHUMATENSIMH (32 UCKIIIOYEHUEM OTITYyCKa HAPKOTHUYECKHUX CPEACTB U
NICUXOTPOITHBIX BEIIECTB, BKIIOUCHHBIX B MEPEYeHb HAPKOTHUYECKHX CPEICTB, IICUXOTPOITHBIX BEIECTB U
MX TIPEKypCOpoB, MOMNEKAIIMX KOHTpono B Poccuiickoif @enepamuu® (manee COOTBETCTBEHHO -
[Tepeuenb, HAPKOTHYECKHE M MICHXOTPOITHBIC JICKAPCTBEHHBIE TIPETIAPaThI);

4) MEIMIMHCKAMH OpraHu3alisiMd W O0OOCOOJICHHBIMH TOJPA3JACICHUSMH MEJULIUHCKHX
OpraHu3anuu.

4, Tlo penentaM, BHIMMCAHHBIM Ha pellenTypHbIX Oiankax popmsl N 148-1/y-88, ormyckarorcs ®
JICKapCTBEHHBIC Npernaparhl, BKIIOYCHHBIE B MNEPEUCHb JICKAPCTBEHHBIX CPEACTB U MEIHIIMHCKOTO
NPUMEHEHHs, TOISKAIIUX MPEAMETHO-KOJINYECTBEHHOMY yueTy (nasiee - JIeKapCTBEHHBIC MpEraparthl,
BKJIFOUEHHbIE B nepedens 1IKY) 7.

VKa3aHHBIC JIGKapPCTBCHHBIC Ipenaparbl, MpeJHa3HaYeHHbIC IS TPaXKJIaH, UMEIOIMX NpaBO Ha



MOJIyYeHHE JIEKapCTBEHHBIX IPENaparoB, OTIYCKAEMBIX OECIIATHO MM CO CKUIKOW, OTIYCKAIOTCS MpHU
NpEeABSIBICHUH PEIENTa, BHIMMCAHHOTO Ha peuentypHoMm Onanke ¢opmer N 148-1/y-88, u penenra,
BBIITMCAHHOTO Ha perentypHoM onanke Gopmbl N 148-1/y-04(i).

5. Ilo peuenram, BBIMUCAHHBIM Ha peuentypHbix Onankax ¢opmbr N 148-1/y-04(x1), oTmyckarorcst
JIEKapCTBEHHBIE IIPeraparhl, BHIMHMCHIBAEMbIE I'pakJaHaM, MUMEIOIUM MpaBO Ha OECIUIaTHOE MOJIyYeHHE
JICKAPCTBEHHBIX IpENapaToB WM MOJy4YEeHUE JICKAPCTBEHHBIX IIPENapaToB CO CKHUIKOW (manee -
JIEKapCTBEHHBIC MIPenaparkl, OTIYCKaeMble OECILIATHO WU CO CKHUIKOH).

6. ITo peuenrtam, BeIMCaHHBIM Ha pelenTypHbIX Onankax Gopmbl N 107-1/y, oTmyckaroTcst HHbIE
JIeKapCTBEHHbIE TpenapaThl, HE yKa3aHHble B MyHKTe 4 Hacrosumux IIpaBui, M 3a HCKIIOUYEHUEM
JIEKapCTBEHHBIX IPENapaToB, OTIYCKaEMbIX 0€3 peLenTa.

7. KoMOuHHpOBaHHbIE JEKAPCTBEHHBIE MPEnapaThl Al MEAUIIMHCKOTO IIPUMEHEHUS, COepKaIIe
KpOME MaJbIX KOJUYECTB HApPKOTHUYECKUX CPEJICTB, ICHUXOTPOIHBIX BEIECTB U HUX MPEKYypCOPOB Jpyrue
(apMakoIOru4YecKue aKTUBHBIC BEIIECTBA, OTIYCKAIOTCS AaNTeKaMHu, anTeuyHbIMU IyHKTaMUu U
WH/IMBUTyaJbHBIMH TPEINPUHUMATEIISIMU, UMEIOIMMH JIMIICH3HIO Ha (DapMaleBTUUECKYIO NEeSITeIbHOCTD,
10 pelentTaM, BHIIUCAHHBIM Ha pelentypHbeix 6mankax ¢gopm N 107-1/y u N 148-1/y-88 8 xpome Tex
JIEKapCTBEHHBIX MIPENapaToB, KOTOPHIE OTIIYCKAIOTCS Oe3 perenTa.

8. Ilo pementam B ¢opMe 5>IEKTPOHHOIO JOKyMEHTa C HCIIOJIb30BAaHUEM YCUIICHHOM
KBaTM(UIIMPOBAHHON HJIEKTPOHHOW TOANUCH MEIMIMHCKOro paboTHUKa (nanee - peuent B Qopme
ANIEKTPOHHOTO JJOKYMEHTA) OTITyCKAalOTCS BCE JICKAPCTBEHHBIC Mperaparhl, yKa3aHHbIe B MyHKTax 4, 5, 6, 7
Hactosmux [Ipasuit.

9. MenuuuHCKHE OpraHu3alid U 000COOJEHHbIE MOApa3AeieHUs MEIUIMHCKUX OpraHu3alui
TaKXe MOTYT OTITyCKaTh:

1) nexapcTBeHHBIE INpenaparThbl, BKIOYeHHbIe B nepeueHb [IKY, BbINHMcaHHBIE Ha peLENTYpPHBIX
onankax ¢popmbl N 148-1/y-88;

2) JeKapCcTBEHHBIC IIpenaparbl, BKIIOYEHHbIe B llepeyeHp JEeKapCTBEHHBIX IpenapaTos,
OTIyCKaeMbIX 10 penentam Bpauda (¢enpamiepa) NpU OKa3aHWU JIOTIOJHHUTEIBHOM OecIuIaTHOM
MEJIMLMHCKOW TOMOIIM OTAEIAbHBIM KaTeropusM Tpak[JaH, HMEIOUMM IpaBO Ha MOJy4YeHHE
rOCYJapCTBEHHON COLIMAIBHOM TOMOIIM, a TakXKe HWHbIE JICKApCTBEHHbIE CPEACTBA, OTIIyCKaeMble
OecIIaTHO WJIM CO CKUAKOH, BBINMCAHHBIE HA pelenTypHbIX OnaHkax Gopmsl N 148-1/y-04 ().

10. Otmyck ekapcTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MMyHKTax 4, 5, 6, 7 Hacrosmux [pasun,
B COOTBETCTBUU C HHCTPYKIMSAMU MO UX METUIIMHCKOMY IPUMEHEHUIO OCYIIECTBIAETCS 0€3 PeLenToB.

11. Otnyck JlekapCcTBEHHBIX MPENapaToB OCYIIECTBIISECTCS B TEUEHHE YKAa3aHHOTO B PELENTe CPOoKa
ero JeicTBHs Ipy OOPAIEHNH JIMIA K CyOBEKTY PO3ZHUYHOM TOPTOBJIH.

12. Vrpatun cuny ¢ 1 cenrabps 2022 r. - Ilpuka3 MunucrepcrBa 3apaBooxpaHenus PO ot 24
Hos0psa 2021 r. N 1093u

13. JlekapcTBeHHbIE Ipenaparbl OTIYCKAIOTCS B KOJHMYECTBE, YyKa3aHHOM B peLente, 3a
UCKIIIOUECHHEM CITy4aeB, KOTJa /Ul JIEKapCTBEHHOI'0 IpenapaTa yCTaHOBJIEHO KOJIMYECTBO, KOTOPOE MOXKET
ObITH BBIHMCAHO B OJJHOM PElEenTe, WK Kype JeueHus °.

[Ipy mnpenbsBIEHUM pelenta ¢ MPEBBILICHUEM HOPEAEIbHO  JOMyCTUMOrO  KOJIMYECTBA
JIEKapCTBEHHOT'O Ipernapara, KOTOpPOE€ MOXKET ObITh BBIIMCAHO B OJHOM peuente, (apManeBTUYECKUN
paOoTHUK HHPOPMHPYET 00 3TOM JIMIIO, MPEICTaBHBILEE PELENT, PYKOBOAUTENS COOTBETCTBYIOLIEH
MEJULMHCKOW OpraHu3alui U OTIYCKAET YKa3aHHOMY JIMIy YCTAHOBJIEHHOE COOTBETCTBEHHO IPEIEIbHO
JIOITyCTUMOE KOJIMYECTBO JIEKAPCTBEHHOI'O Mpernapara, KOTOpoe MOXKET ObITh BBIITUCAHO B OJJHOM peLenTe
C MPOCTaBJICHUEM COOTBETCTBYIOIIEH OTMETKH B pPeLEITe.

[Ipyu Hamuuuu y cyObeKTa PO3HUYHOM TOProOBIM JICKAPCTBEHHOIO Ipernapara C J03UPOBKOH,
OTJMYHOW OT JO3MPOBKH JIEKAPCTBEHHOIO Ipernapara, YKa3aHHOW B pelenTe, OTIYCK HMMEIOLIerocs
JIEKapCTBEHHOT'O Ipernapara JIOIMyCKaeTcs, €cid JA03MPOBKAa TaKOIro JIEKAPCTBEHHOI'O Mpernapara MEHbIIe
JIO3UPOBKH, YKa3aHHOM B peuente. B Takom ciydae OCyIIECTBISIETCS IEpecdyeT KOJMYECTBA
JIEKapCTBEHHOTO Mpernapara ¢ yueToM Kypca JISUeHHUs], YKa3aHHOTO B peLenTe.

B cnydae ecnm 103MpoBKa JIEKApCTBEHHOIO Mperapara, MMEIOLIErocss y cyObeKTa PO3HUYHOM



TOPIOBJIM, TMPEBBIIIAET JO3MPOBKY JICKAPCTBEHHOTO IIperapara, yKa3aHHYIO B peLenTe, peueHue o0
OTIIyCKE JIEKAPCTBEHHOT'O IIpernapara C TakoW JO3MPOBKOM TNPUHUMACT MEAMLMHCKUN pabOTHUK,
BBIMMCABILIHI PELENT.

14. Ornyck nekapcTBEHHOro Ipenapara OCYIIECTBISETCS B IEPBUYHOM U BTOPUYHOM
(MOTPeOUTENBCKOM) YNAaKOBKaX, MapKHPOBKAa KOTOPBIX JOJDKHA OTBeyaTh TpeOOBaHHSIM CTaThbu 46
®enepanpaoro 3akona N 61-d3 (Cobpanue 3akonomatenbcTBa Poccuiickoit ®@enepanuu, 2010, N 16,
cr. 1815; 2014, N 52, cr. 7540), a ynakoBKa Juii HApKOTHYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenaparoB cnucka |l - TpeboBanusm nynkra 3 crateu 27 PenepanbHoro 3akona N 3-d3 (Cobpanue
3akoHoJaTeabcTBa Poccuiickoit @enepanunu, 1998, N 2, ct. 219; 2016, N 15, cr. 2052).

15. [lpu ormycke JEKapCTBEHHBIX MpenapaToB MO peUenty, opopMICHHOMY Ha pelenTypHOM
OnmaHke Ha OyMakHOM HocHUTene, (GapMaleBTUUYEeCKUi paOOTHUK MPOCTaBISET OTMETKY Ha peuente o0
OTIyCKE JIEKApCTBEHHOTO Ipemnapara ''JlekapcTBeHHbIH Mpenapar OTIyLIEH U ¢ yKa3aHHEM:

1) HamMmeHOBaHMs anTe4Hoi opranusanuu (pamwimu, wuMeHw, otdecTBa (IPU HAIUYHH)
WHJIUBULy ATBHOTO TIPEATPUHUMATEIIS);

2) TOProBOro HaMMEHOBaHHS (32 HCKIIOYCHUEM JICKQPCTBEHHBIX IPENapaToB, U3rOTOBJICHHBIX B
anTeYyHOW OpraHMU3aliK), JO3UPOBKHU U KOJIMYECTBA OTITYLICHHOIO JIEKAPCTBEHHOT'O Mpernapara;

3) dpaMuium, uMeHH, oTyecTBa (PU HAJTMYMK) MEAMIIMHCKOTO paOOTHHUKA B CIyYasiX, yKa3aHHBIX B
a03are yeTBepToM ImyHKTa 13 1 ab3aine Tperbem nmyHkra 16 Hacrosimux [TpaBun;

4) peKBU3UTOB JTOKYMEHTA, YIAOCTOBEPSIOIIETO JIMYHOCTh JIMIA, MOJYYHMBIICTO JIEKAPCTBEHHBIN
npernapar, B ciydae, yka3aHHOM B IyHKTe 28 HacTosauux [Ipasun;

5) ¢amunuu, umenu, oryectBa (Mpu HanMM4uu) (HapMalleBTUUECKOTO PAaOOTHUKA, OTITYCTHUBILETO
JIEKapCTBEHHBIH Mpenapar, ¥ ero NoIHCH;

6) maThl OTITyCKa JIEKapCTBEHHOTO MpernapaTa.

16. Ilpu oTmycke JEKapCTBEHHBIX MpPENapaToB IO pEIENnTy, BBITUCAHHOMY Ha pelenTypHOM
onanke ¢gopmbr N 107-1/y co cpokoM AEWCTBHS IO OJHOTO TroJia, B KOTOPOM YyKa3aHbl MEPUOIBI U
KOJIMYECTBO OTIyCKa JIEKApPCTBEHHOrO mpernapara (B KaKAbI IMEPUOJ), PELENnT BO3BpAIlaeTCs JIUILY,
npruoOpeTarolieMy JIeKapCTBEHHBIN Mpernapar, ¢ OTMETKOM, coJepiKalleil CBeeHus], yKa3aHHbIE B MTyHKTE
15 nacrosmux [pasu.

[Tpu ouepenHoM OOpaIeHWH JIMIA K CYOBEKTYy PO3HMYHOM TOPrOBIM C JQHHBIM pELENTOM
YUUTBIBAIOTCS OTMETKU O TpPEIbIAyLIeM OTIYCKE JEKapCTBEHHOro Ipernapara Mo TakoMy pelenTy U B
cillydyae MPHOOpPETeHMs JIMLOM  KOJMYECTBA  JIGKAPCTBEHHOI'O  Iperapara, COOTBETCTBYIOIIETO
MaKCHUMaJIbHOMY KOJMYECTBY, YKa3aHHOMY MEAULMHCKUM paOOTHUKOM B pelenTe, a TAKKe M0 UCTEUCHUU
CpoKa JIeHCTBHS pelenTa, Ha peuente npocrasisercss mramn 'JlekapcTBeHHBIH HpenapaT OTIYIIEH |
peLenT BO3BpaIaeTCs JIUILY.

EnvHOBpeMEeHHBI OTHYCK JIEKapCTBEHHOIO IMpernapara [0 pelenty, BBIIUCAHHOMY Ha
peuentypHoMm Onanke ¢Gopmbr N 107-1/y co cpokom ACHCTBUSL O OJHOTO T0/a, B KOTOPOM YKa3aHBI
NEePHO/bl M KOJIMYECTBO OTITYCKa JIGKAPCTBEHHOTrO mpenapara (B KaXIblil MEpPUOJ), JOMYCKAeTCsl TOJIBKO
10 COTJIACOBAHUIO C MEUIIMHCKUM PaOOTHUKOM, BHITUCABIIUM PELICTIT.

17. Ilpu oTmycke JEKapCTBEHHBIX MpENapaToB IO pELENTy, BBITUCAHHOMY Ha pelenTypHOM
Oonanke ¢opmer N 148-1/y-04(;1), 3amoNHEHHBIH  KOPEIIOK TaKOro peuenra IepeaaeTrcs
(apmaLeBTHYECKUM paOOTHUKOM JIUILY, IpHOOpeTarneMy (MoTydaromemMy) JeKapCTBEHHbIE MTpenaparsl.

18. Ocratorcs u XpaHsATca y CyObEKTa pPO3HMYHOM TOPrOBIM penentsl (¢ OTMETKOi
"JlekapCTBEHHBIH Mpenapar OTIyIIeH'") Ha'

1) nexapcTBEHHbIEC IpENapaThl, OTIyCKaeMble OECIIIIATHO MU CO CKUAKOIA, - B TEUCHHE TPEX JIET;

2) JeKapCTBEHHBbIE Ipernaparhl, oTHocsmuecs Mo ATX K aHTHIICUXOTHYECKHM cpeiacTtBaM (Kox
N 05A), ankcuonurukam (kom N 05B), cHorBopHbIM u cematuBHbIM cpeactBam (kogq N 05C),
antuaenpeccanTaM (kog N 06A) u He mojyieKalme NPeIMETHO- KOJMUECTBEHHOMY YUeTy, - B TCUCHHE
TPEX MEeCSAIEB.

19. Penentsl, He yka3zaHHble B nyHKTe 18 Hacrosmux I[IpaBui, oTMedaroTCs ILITaAMIIOM
"JlekapCTBEHHBIN MpenapaT OTHYyIIeH" U BO3BPAIIAIOTCS JIMIY, OTYYHUBILEMY JIEKapCTBEHHBIN Mpenapar.



20. Peuentsl, BHIIMCAHHBIE C HAPYIIEHHEM IIPABUI X', perHCTPUPYIOTCA B KypHaie, B KOTOPOM
YKa3bIBAIOTCS BISBJICHHBIC HAPYIICHHS B OpopMIIeHHH perenta, paMuus, uMs, oT4ecTBO (IIpH HATUYUH)
MEIUIUHCKOTO paOOTHHKA, BBIIMCABIIETO PELENT, HAMMEHOBAaHNE MEIUIIMHCKON OpraHu3aluu, MpUHAThIE
MEpbl, OTMEYAIOTCS IUTAaMIOM 'PenenT HENEHCTBUTENEH' W BO3BpAILAIOTCS JIUIY, NPEICTaBUBIIEMY
peuent. O (¢akrax HapylmeHUs NpaBWI OG(OPMIIEHUS pPELENTOB CYyOBEKT PO3HUYHOW TOPTOBIH
UHPOPMHUPYET PYKOBOJUTEIS COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHU3aity.

21. B 0060co0neHHOM MOapa3ieleHHH MEIWIIMHCKON OpraHu3alyy JOJKHBI OBITh OOECIIeueHBI
YCIIOBHSI COXPAHHOCTHU OCTaBJICHHBIX HA XpaHEHUE PELIENTOB Ha JICKApCTBEHHBIE CPEJICTBA.

PeniennTbl Ha JIEKapCTBEHHBIC CPEACTBA, MOAJEKAIIME NPEAMETHO-KOIUYECTBEHHOMY Y4YeTy,
JICKapCTBEHHbIE CPEJICTBA, OTIyCKaeMble OECIUIATHO WM CO CKUAKOH, €XEMECSAYHO MepelaroTcs U3
000COOJNIEHHBIX  MOApA3JeNeHU  MEIUIMHCKUX  OpraHM3aluii B MEIUIMHCKHE  OpraHU3allHH,
CTPYKTYPHBIMH HOJIPA3JICIIEHUSIMH KOTOPBIX OHM SIBIISIFOTCS, ISl TIOCJIEIYIOLIETO XPaHEHHUS.

22. Ilpm oTmycke JeKapCTBEHHOTO Ipenaparta (apmaneBTUYeCKUld paOOTHUK WM pabOTHUK
MEIUIMHCKOW opraHu3anuy (000CcOoOICHHOTO MOAPA3ASICHNs METUIIMHCKOW OpraHu3alui) HHPOPMUPYET
auno, npuodperaromiee (Moydaromiee) JIGKapCTBEHHBIM Ipenapar, O peXHMe W J03aX €ro IpHema,
IpaBUiaxX XpaHEHHWsS B JIOMAIIHUX YCJIOBUSX, O B3aUMOJCHCTBUM C JPYTMMHU JI€KapCTBEHHBIMU
npernaparam.

23. Ilpum oTmycke JeKapCTBEHHOro Ipenaparta (apmaneBTUYeCKUd paOOTHUK WM pabOTHUK
MEIUIIMHCKOW opraHu3anuu (000COOIEHHOTO TOApa3/elieHHss MEIUIIMHCKONW OpraHW3alliy) HE BIpPaBe
NPEJOCTaBIATh HEJIOCTOBEPHYIO M (WJIM) HEMONHYI HMH(OpMANMI0 O HAJIWYUU JIEKaPCTBEHHBIX
npenapaToB, BKJIIOYas JIEKApCTBEHHbIE IMperaparhl, MMEIOLUIME OJMHAKOBOE  MEXIyHapoJHOE
HENaTeHTOBAHHOE HAUMEHOBAHHME, B TOM YHCJE CKPbIBATh MH(POPMALMIO O HAJIMYUM JIEKAPCTBEHHBIX
TIpenapaToB, UMEIOIMX Oojee HU3KYIO HeHy .

24. 3ampemaercs OTHYCK (albCUPHUIUPOBAHHBIX, HEIOOPOKAYECTBEHHBIX M KOHTpa(aKTHBIX
JIleKapCTBEHHBIX Mpenapatos 2,

25. OTIycK 3TUJIOBOrO CIHMPTa MPOU3BOIUTCS MO PELENTY C YYETOM YCTaHOBJIEHHBIX TPeOOBaHMIA
K 00beMy Taphl, yHaKOBKE U KOMIUIEKTHOCTH JIEKapCTBEHHbIX Hpenaparos 12,

JlekapcTBeHHbIE Mpernaparhl, COJAEpXKAlle STUIOBBIM CIUPT, B TOM YHCJIE H3TOTOBJIEHHBIE IO
peuenTy cyObeKTOM pO3HHUYHOW TOPTOBIIM, UMEIOIINM JIMIICH3HUIO Ha (papMalleBTUUYECKYIO JESITeIbHOCTD C
[IPaBOM H3rOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB, OTIYCKAIOTCSA ¢ YUETOM YCTaHOBJIEHHBIX TpEeOOBaHUN
K 00BbEMY Taphbl, YIIAKOBKE M KOMIUIEKTHOCTH JICKAPCTBEHHBIX IIPENapaToB.

26. 3anpemaercst pa3feibHBIA OTHYCK JIGKAPCTBEHHBIX CPEICTB, BXOISIIUX B COCTaB
JIEKapCTBEHHOT0 MpenapaTa, U3roTaBJIMBaeMOro CyObeKTOM PO3ZHUYHOM TOPTrOBJIH.

27. 3anpemaeTrcss OTIYCK CYObEKTOM PO3HUYHOH TOProBIM IO pelentaM BEeTepUHAPHBIX
OpraHu3alui:

1) nexapCTBEHHBIX MPEMAapaTOB, BKIOYEHHBIX B iepeueHb [1KY;

2) NeKapCTBEHHBIX NPEMapaToB, OTIYCKAEMbIX OSCIIIATHO WU CO CKUAKOIA;

3) NneKapCTBEHHBIX IMpenapaToB, oTHOcAMMXCA M0 ATX K aHTHIICUXOTHYECKUM cpeacTBaM (Kox
N 05A), ankcuonutukam (kom N 05B), cHoTBOopHBIM W cematuBHbIM cpenctBam (kog N 05 C),
antuzenpeccantam (kox N 06A) u He BKiIrOUEHHBIX B niepedeHs 1KY,

Il. TpeGoBaHus K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB M0 TPeGOBAHNIO MeANLMHCKOM
OpraHu3auuu

28. Jlna oOecrmedyeHust JedeOHOro mporecca B MEAUIMHCKOW OpPraHM3alUM  anTeYHOH
OpraHu3anuel, SBISIOMECHCS CTPYKTYPHBIM IIOJAPA3JCICHUEM TaKOW MEIMLIUHCKON OpraHU3aIiH,
OCYIIECTBIISIETCST OTHYCK JHOO HM3rOTOBJICHWE W OTIYCK JICKAPCTBEHHBIX IPENapaToB Ha OCHOBAHUU
TpeOOBaHMsI MEIUIIMHCKOW OpPTraHW3alUH, BBIMMCAHHOTO YIMOJHOMOYEHHBIM MEAWIMHCKAM PaOOTHHUKOM
(manee - TpeOOBaHKME MEIULIMHCKON OpraHU3alin).



MenunuHckass OpraHu3anys BIpaBe OOpaTUTHCS B CTOPOHHIOI ANTEYHYIO OPraHU3aluio IpH
OTCYTCTBHMM aIlITEYHOM OpraHU3aLMHM, SBIIOLICHCS CTPYKTYPHBIM IOAPA3JCICHUEM TaKOH MEIULUHCKOU
OpraHU3aLuu.

JlexapcTBeHHBIE IIpenapaTsl, U3TOTOBJIICHHBIEC allTEYHBIMU OpraHU3aLUAMU I LEJIeH UX OTIIyCKa
10 Tpe6OBaHKAM MEIUIMHCKUX OPraHU3allii, FOCYIapCTBEHHON PerncTpaluy He mojiexar 4,

29. XpaneHnue TpeOOBaHUN MEIUIIMHCKON OpraHU3alMy, 0 KOTOPHIM OTITYIIEHBI JEKapCTBEHHBIE
npenapaThl, OCYLIECTBIISETCS anTeYyHOW OpraHu3alnueidl B COOTBETCTBMM C IMyHKTOM 18 HacTosmiero
Ilopsinka.

30. Hapymenue nepBUYHON YMAaKOBKM JIGKAPCTBEHHOI'O TIpenapaTa HpU €ro OTIYCKe II0
TpeOOBaHUIO METUITMHCKON OpPraHM3aIlK JIOYCKAETCs allTeYHON OpraHU3alieil, IMEIOIIel TUIICH3UI0 Ha
(apMaIieBTUYECKYIO IEeSTEIBHOCTD C IPABOM M3TOTOBJICHUS JIGKAPCTBEHHBIX MpernapaToB. B TakoMm ciryuae
OTITYCK JIEKAPCTBEHHOrO IpENapara OCYIIECTBISETCS B YHAaKOBKe® ¢ IIpeIoCTaBIeHMEM HHCTPYKIMH
(KOIMH MHCTPYKIIMHU) [0 MPUMEHEHHIO OTITYCKAaeMOT'0 JICKAPCTBEHHOTO Ipenapara.

I111. OcoGenHocTH O0TIYCKA JIeKAPCTBEHHBIX MPeNapaToB 10 peuentaM B (popMe 31eKTPOHHOI0
AOKYMEHTa

31. Otmyck JeKapCTBEHHBIX IpenapaToB IO penentaMm B (OpME 3JIEKTPOHHOIO JOKYMEHTa
OCYIIECTBIISICTCS aNTEeKaMH, AaNTeUYHbBIMH MYHKTAMH W WHAWBHIYaIbHBIMH MPEINPUHUMATEISIMH,
yKa3aHHBIMHM B MYHKTe 2 HacTosumx lIpaBui, pacnosoXeHHbIMH Ha TeppUTOpuu cyObekTa Poccuiickoit
@denepanyu, B KOTOpoM odopmiieH pelent B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, B Ciy4ae MPUHSITHS
YIOJTHOMOYEHHBIM OpraHoM cyOnekTa Poccuiickoit ®deneparyii B COOTBETCTBUU C MyHKTOM 4 ctaThu 6
®enepanpaoro 3akona N 61-d3 (Cobpanue 3akonomatenbcTBa Poccuiickoit @enepanuu, 2010, N 16,
cr. 1815; 2019, N 52, cr. 7793) pemieHusi 00 UCIONB30BAHUU HAa TEPPUTOPHH CyOBeKTa Poccuiickoi
@denepanu Hapsily € peLeNTaMyd Ha JEKapCTBEHHBIE Mpemaparhl, O(QOpMIECHHBIMA Ha OyMaKHOM
HOCHUTEJIE, PEILECNTOB Ha JIEKapCTBEHHBIE TMpemnapaThl, CPOPMUPOBAHHBIX B (OpME DIEKTPOHHBIX
JOKYMEHTOB ([1aJiee - pelieHre YIoJTHOMOUYSHHOTO oprana cyobekta Poccuiickoii deneparum).

32. AnTedHble OpraHU3alMK JTOJDKHBI MMETh MOAKII0UEHHE K TOCYAapCTBEHHOW HHPOPMAIIMOHHOM
cucteMe B cepe 3apaBooXpaHeHHs cyObekta Poccumiickoit Menepamun® (manee - cucrema), xotopoe
o0ecrnieurBaeTcsl yIOJTHOMOYEHHBIM OPraHOM BIIacTH cyObekTa Poccuiickoit @eneparuu.

TexHuueckue TpeOoBaHUs K HHPOpPMAIIMOHHOMY OOMEHY MEXIy anTeuHOW opraHu3anueid u
CUCTEMOH, B TOM 4YHcCIlie TpeOOBaHUs K HACHTU(UKAMU pelenta B (GopMe 3JMEKTPOHHOTO TOKYMEHTa U
71, oOpaTUBIIETOCs 32 OTIYCKOM JIEKApPCTBEHHBIX MPENapaToB MO TaKUM pEIenTaM, YCTaHaBIUBAIOTCS
pelIeHreM yIoJTHOMOYEHHOTO oprana cyonrekTta Poccuiickoit denepanuu.

33. Ormyck JEeKapCTBEHHBIX IMpEnapaToB IO peuentamM B (GopMe 3IEKTPOHHOTO JTOKyMEHTa
OCYIIECTBIISIETCSl JIMILy, YKa3aHHOMY B pelente Ju00 ero 3aKOHHOMY IMpeACTaBUTENI0, OO IHILY,
KOTOpOE JIUI0, YKa3aHHOE B PEIeNTe, WIH €ro 3aKOHHBIN MPEICTaBUTENh YIOJIHOMOYIINA HA TIONy4YeHUE
JIEKapCTBEHHBIX MPENapaToB.

! Mopnyuxr "4" nmynkra 5 yactu 4 cratbu 18, noanynxr "k" nynxra 1 yactu 1 ctateu 33 DeepadbHOrO 3aKoHa OT 12
ampest 2010 r. N 61-®3 "O6 obpauiennn nekapcrennbix cpeacts” (Cobpanue 3akonoatensctBa Poccuiickoit Depeparum,
2010, N 16, cr. 1815) (manee - ®enepanpubiii 3akou N 61-D3).

2 Momnynkr 5.2.179 ITonoxenus o MuHucTepcTBe 3apaBooxpaHeHus Poccuiickoif ®ejepaluu, yTBEp K IEHHOIO
nocraHoBieHueM IlpaButensctBa Poccmiickoit ®enepamnu ot 19 mroms 2012 r. N 608 (Cobpanue 3aKOHOAATENHCTBA
Poccutickoit demeparnm, 2012, N 26, ct. 3526; 2017, N 52, ct. 8131) (manee - [Tonoxkenre 0 MUHHCTEPCTBE).

3 TIynkr 54 crateu 4 ®@epepanbHoro 3akoHa N 61-®3 (Cobpanue 3axoHonaTenscTa Poccuiickoit @epepanuu, 2010,
N 16, cr. 1815; 2019, N 31, ct. 4456).

4 Yactp 5 crathu 55 @epepanbhoro 3akona N 61-®3 (Cobpanue 3akoHomarenbcTsa Poccuiickoit ®@enepanuu, 2010,
N 16, ct. 1815; 2020, N 14, ct. 2035).

5 Mynkr 2 craten 2 DenepanbHoro 3akoHa oT 8 suBaps 1998 r. N 3-®3 "O HapKOTMYECKUX CPEACTBAX U
ncuxoTponHbix Bemectsax' (CoOpanue 3akoHOMaTebcTBa Poccniickoit denepanmm, 1998, N 2, cr. 219; 2016, N 27, cr. 4238)



(manee -denepanbhsbiil 3akoH N 3-D3).

6 Moanyukr 5.2.179 Tonoxenus o MunwnctepctBe (Cobpanue 3akoHomaTenberBa Poccuiickoit @eneparmu, 2012,
N 26, ct. 3526; 2017, N 52, cr. 8131).

7 Moanysxkr 5.2.171(1) IMomoxernus o Munucrepctee (Cobpanune 3akoHomaTenscra Poccuiickoit denepanun, 2012,
N 26, ct. 3526; 2013, N 16, cr. 1970).

8 Yacts 6 cTathu 55 ®enepansroro 3akona N 61-d3 (Cobpanue 3akoHomarenscTBa Poccuiickoit Meneparmn, 2010,
N 16, ct. 1815; 2013, N 48, cr. 6165).

9 IMoanysukr 5.2.177 Tonoxenus o MunmnctepctBe (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparmu, 2012,
N 26, ct. 3526; 2015, N 23, ct. 3333).

10 IMoanyukr 5.2.179 Tonoxkenuss o Munncrepctse (CoOpanne 3akoHomatenbeTBa Poccuiickoit denepanim, 2012,
N 26, ct. 3526; 2017, N 52, ct. 8131).

11 Crartps 74 ®enepanbroro 3akona ot 21 Hosops 2011 r. N 323-®3 "O6 ocHOBaX OXpaHbI 30POBbS TPAKIAH B
Poccutickoit ®enepammu’ (Cobpanre 3akoHomaTenscTBa Poccuiickoit ®eneparmu, 2011, N 48, cr. 6724, 2013, N 48, cr. 6165)
(manee - @enepansusbii 3akon N 323-03).

12 Crartpsa 57 Oenepansroro 3akona N 61-®3 (Cobpanne 3akoHOmarenscTBa Poccuiickoit @exeparmu, 2010, N 16,
cr. 1815).

13 Yacte 4.1 crathu 45 ®enepansroro 3akona N 61-®3 (Cobpanne 3akoHomaTenbcTBa Poceniickoit denepartwn, 2010,
N 16, ct. 1815; 2015, N 51, ct. 7245), nocranosnenwue Ipasurensctea Poccuiickoit Oemeparmu ot 23 mrons 2016 . N 716 "O
mopsiake (OPMHUPOBAHUS TEPEUHS JICKAPCTBCHHBIX TPENapaToB IS MEIUIIMHCKOTO MPUMEHCHHs, B OTHOIICHHH KOTOPBIX
YCTaHaBIMBAIOTCA TpeOOBaHUS K OOBEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, TIEPEYHS JICKAPCTBEHHBIX NpPENapaToB IS
BETEPUHAPHOTO MPHMEHEHHs], B OTHOIICHWH KOTOPHIX YCTAHABJIMBAIOTCS TPEOOBaHMS K 00BEMY Taphl, U OTPEACICHUS TaKIX
TpeboBanuit” (Cobpanwe 3akoHOmaTenbcTBa Poceuiickoit ®enepanuu, 2016, N 31, cr. 5030).

14 Tlymkr 1 wactm 5 cratem 13 ®enepanbHoro 3akona N 61-®3 (CoGpanue 3aKoHOmaTeNbcTBa Poccuiickoit
®eneparmn, 2010, N 16, cr. 1815).

15 TIpukas Munsapasa Poccuu ot 26 okrsops 2015 . N 751n "OG yTBepKI€HHH TIPABUI U3TOTOBJIEHHS W OTITyCKa
JMIEKApPCTBEHHBIX ITIPEMapaToB Ui MEAUIIMHCKOTO TPHUMEHEHHUS aNTeYHBIMH  OpTaHW3aldsMH, WHIVBHIyaJbHBIMH
TPENPUHAMATENIAMHA, MMEIOIIAMHA JINIEH3UI0 Ha (hapMaIleBTHUYECKYIO JIESITEIBHOCTE' (3aperucTpupoBal MHUHHCTEPCTBOM
foctunmn Poceuiickoit @eneparmu 21 anpens 2016 r., peructpannonnsit N 41897).

18 TTocranoBneHue IIpasutensctBa Poccuiickoit @enepanun ot 5 mas 2018 r. N 555 "O emmHO# rocymapcTBEHHOM
uH(OpMannOHHO# cucteme B chepe 3mpaBooxpaneHus (Cobpanue 3akoHomatensctBa Poccuiickoit ®enepannn, 2018, N 20,
cT. 2849; 2021, N 25, ct. 4814).




Ipuioxenne N 2

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1093u

[MpaBuia
OTIIyCKA HAPKOTHYECKHUX CPEACTB U ICUXOTPONHBIX BeUIECTB, 3APEeriCTPHPOBAHHBIX B KayecTBe
JIEKAPCTBEHHBIX NPenapaToB JJIs MeIHIMHCKOI0 IPUMEHEHHU, JIEKAPCTBEHHbIX NPENnapaToB 1/
MEIMIMHCKOr0 NIPUMEHEHHs, COJePKALUX HAPKOTHYECKHE CPEeICTBA H IICHXOTPOIHBIE BellecTBa

1. Ornyck HapKOTHYECKHX M TICUXOTPONHBIX JIEKAPCTBEHHBIX IpPENapaToB [0 peLenTam
OCYILECTBIISIETCSl aNTeKaMM, aNTeYHbIMU ITyHKTaMH, MEIUIMHCKAMHU OpPraHM3alUsMH, 000COOJICHHBIMH
MOJIPA3/ICIEHUSIMI MEAMLIMHCKUX OpTaHU3alfii, UMEIOUIMMHU JIMIEH3UIO Ha JESITEeIbHOCTh MO 00OpOTY
HapKOTHYECKUX CPEJICTB, ICHXOTPOIHBIX BEIIECTB W HUX MPEKypCcoOpoB, KyJIbTHBHPOBAHUIO
HApKOCOAepKAIUX pacTeHuid. [lepedeHh MEIUIIMHCKUX OpPTaHM3aluii ¥ 000COOJICHHBIX MOJpa3AeieHU
MEIUIUHCKUX OpraHu3alii, MepedeHb HAPKOTUYECKUX JICKAPCTBEHHBIX MPEMapaToB U ICUXOTPOIHBIX
JICKapCTBEHHBIX MpPEnapaToB, OTIYCK KOTOPBIX (PU3NYECKUM JIMI[AaM MOXET OCYIIECTBISATHCS yKa3aHHBIMU
MEIUIUHCKUMH OpPraHu3alisIMU U UX 000COOJIEHHBIMU IO/PA3/ICICHUSIMH, YCTAaHABIMBAIOTCS OpraHaMH
HCTIOJTHUTENBHOM BiacTu cyObekToB Poccuiickoit deneparumn L

2. Tlo peuenTaM, BBHIMMCAHHBLIM Ha pelenTypHbX Omankax dopmbr N 107/y-HII?, ormyckarorcs
HapKOTHUYECKUE M TICUXOTPOIHBIC JIEKAapCTBEHHbIE INpenaparbl, BHeCEHHbIE B CHHMCOK HapKOTHYECKHX
CPeACTB M ICUXOTPOIHBIX BEIIECTB, 000pOT KOTOphix B Poccuiickoit dexepanuu OrpaHudYeH U B
OTHOLIEHUHM KOTOPBIX YCTaHABIMBAIOTCS MEpbl KOHTPOJS B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu U MeXAyHapoIHbIMU jgoroBopamu Poccuiickoit ®enepanmu (crimcok 1),
[lepeunst (manmee - HApKOTUYECKHE W IICHXOTPOIHBIC JIEKapCTBEHHBIe mpenaparel crucka Il), 3a
HCKJTIOUEHHEM HAapKOTHYECKUX U MCHUXOTPOIHBIX JICKAPCTBEHHBIX MPENapaToB B BHJIE TPaHCIEPMaIbHbIX
TEpareBTUUECKUX CUCTEM W JIEKAPCTBEHHBIX IPENapaToB, COAEPKAIIMX HAPKOTUYECKOE CPEJICTBO B
COYETAaHHH C AaHTArOHUCTOM OIMHOUAHBIX PELENTOPOB.

3. Tlo penentam, BHIMUCAHHBIM Ha PELENTYpHBIX Onankax ¢popmbl N 148-1/y-88, otmyckarores *:

1) mcuxoTpONHbBIE JIEKapCTBEHHBIE MpenapaThl, BHeCEHHbIE B CITMCOK TICHXOTPOITHBIX BEIIECTB,
obopor KoTopbix B Poccuiickoit ®enepanuu OrpaHuueH M B OTHOIIEHHMH KOTOPBIX JIOIYCKAaeTCs
UCKITIOUEHHE HEKOTOPBIX MEp KOHTPOJIS B COOTBETCTBUU C 3aKOHOAATeNbCcTBOM Poccuiickoit denepanuu u
MEKIyHapoaHbIMU JoroBopamu Poccuiickoit @eneparnmu (crmcok I11), Tlepeuns (manee - ncuXoTpoITHbIE
JeKapcTBeHHbIEe penapatsl ciucka 11);

2) HAapKOTHYECKHME W TICHXOTpOIIHBIC JIEKapCTBEHHbIE Tpemaparsl coucka |l B Buae
TPaHCAEPMAIIBHBIX TEPANIeBTUUECKUX CUCTEM M JIEKAPCTBEHHBIE MTPENapaThl, COAEPIKaIINe HAPKOTUIECKOE
CPEACTBO B COUYETAHUU C AaHTAaTOHUCTOM OIHMOUIHBIX PELIETITOPOB;

3) JeKapCTBEHHBIC IperapaThl, M3rOTABIMBAaEMbIe M0 PELENTy Ha JIGKAPCTBCHHBIH Ipernapar H
cojiepKallre HApKOTUYECKOE CPEICTBO MJIM TICUXOTPOITHOE BEIlecTBO, BHeceHHOE B ciucok |l Tlepeuns, u
apyrue ¢GpapMakoJOTHUYecKue aKTHBHbBIE BEIECTBA B J103€, HE MPEBBILIAIOIIEH BBICIIYIO PAa30BYIO J103Y, U
IPU yCIOBUH, YTO 3TOT KOMOMHHUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT He SBISIETCS HAPKOTUYECKUM WU
MICUXOTPOITHBIM JIEKAPCTBEHHBIM IpenapaToM crucka |l.

4. Tlpu oTmycke HapKOTHYECKOIO0 M INCHXOTPOIHOIO JICKapCTBEHHOro mpenapara cnucka Il Ha
peuienTe 00 OTIyCKe JEKapCTBEHHOT 0 MpernapaTa IpoCTaBIseTcs MMe4aTh anTeKH UM allTeYHOro IMyHKTa, B
KOTOPOH YKa3aHO UX IOJIHO€ HAMMEHOBaHUE (IIPH HAJTMYUH [1€YATH).

5. OcraroTcsi W XpaHATCS y CyYOBEKTa pO3HMYHOM TOPrOBIM pernentsl (C  OTMETKOH
"JlekapCTBEHHBIH Mpenapar OTIYyIIeH'") Ha'

1) HapKOTHMYECKME W TCHXOTpOIIHBIC JIEKapCTBEHHBIE mpemnaparbl crnucka |, mcuxorponHbie
JieKapCTBeHHbIe npemnapatsl criucka 1l - B redenue nartu e,



2) KOMOMHMPOBAaHHBIC JICKAPCTBEHHBIC MPEMapaThl, COJACPIKAIINE HAPKOTHYECKHE CPEACTBA HIIH
IICUXOTPOIIHbIE BelecTBa, BHeceHHble B cnucku |l wm Il Ilepeuns, u3roroBieHHBIE B aNTE4YHON
OpraHu3alliy, JIEKapCTBEHHbIC Iperaparhl, MOJUICKALIUE IPEIMETHO-KOJMUYECTBEHHOMY YYeTy, - B
TEUYEHHUE TPEeX JIeT.

VYKa3zaHHBIE JIEKAPCTBEHHbIC MpernapaThl, NpeAHa3HAaYeHHbIC AJs TPak[JaH, MUMEIOUIMX NpaBO Ha
MOJIyYeHHE JIEKapCTBEHHBIX IPENaparoB, OTIYCKAEMBIX OECIUIATHO MJIM CO CKUAKOW, OTIYCKAIOTCS MpU
NpeABbSIBICHUH PEIENTa, BHIMMCAHHOTO Ha peuentypHoMm Onanke ¢opmer N 148-1/y-88, u peuenra,
BBIITMCAHHOTO Ha penentypHoM oianke Gopmbl N 148-1/y-04(i).

6. OTmycKk HApKOTMYECKMX M TIICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISACTCS
(bapManeBTHUECKUMH M MEIUIMHCKUMU pabOTHHKAMHU, 3aHUMAIOIIUMH JOJDKHOCTH, BKJIIOUYEHHBIC B
NepeyYeHb JIOJDKHOCTEH (papMaleBTUUYECKUX M MEIUIMHCKUX PAOOTHUKOB B OpPraHMU3aLHUAX, KOTOPBIM
NPEJOCTABICHO TMPABO OTIYCKa HAPKOTUYECKUX JIGKAPCTBEHHBIX MPENaparoB M ICHUXOTPOMHBIX
JIEKAPCTBEHHBIX MPENapaTtoB GU3MYECKUM JIuIaM *,

7. HapkoTuueckue W TCHUXOTPOIHBIE JIEKapCTBEHHbIE Iperaparhl cnucka ll, 3a uckmoueHnem
JICKApCTBEHHBIX IpernaparoB B BUJE IUIACTBIPEH M JIGKAPCTBEHHBIX IPENapaToB, COJEpKAIIUX
HapKOTHYECKOE CPEJCTBO B COYETAHUH C AHTArOHHUCTOM OIMOMIHBIX PELENTOPOB, OTIYCKAIOTCA HpU
NPEIbIABICHUH JTOKYMEHTA, YOCTOBEPSIOIIETO JUYHOCTD, JIMILY, YKa3aHHOMY B pEIENTe, €ro 3aKOHHOMY
TPENCTABUTENI0® WM IHIy, HMelomleMy O(OPMJIEHHYI0O B COOTBETCTBHH C 3aKOHOJATENbCTBOM
Poccuiickoit @enepannu AOBEPEHHOCTh HA MPAaBO MOJMYYEHHUS TaKUX HAPKOTHMUYECKUX M TICUXOTPOMHBIX
JIeKapCTBEHHBIX IPENapaToB.

[Tpu HEBO3MOXKHOCTH O(pOpMIICHHS MHKYpaOeIbHBIMU OOJIBHBIMU Ha 3aBEPILIAIOIIEM 3Tale KU3HU
JIOBEPEHHOCTH Ha TMPaBO MOJyUYEHHs yKa3aHHbBIX B ab3alle MepBOM HACTOSIIErO IMMyHKTa HAPKOTHUYECKUX U
NICUXOTPOITHBIX JIEKAPCTBEHHBIX IpENapaToB TaKUe JIEKapCTBEHHBbIE NpenapaThl OTIYCKAIOTCS HHBIM
JMIaM, OCYIIECTBISIOIMIMM YXOJ 3a HUMH, IpPU TPEABbIBICHUU OJHOBPEMEHHO C pEIenToM Ha
JIEKapCTBEHHBIHN Ipenapar JOKyMEHTa, yJOCTOBEPSIOIIEro JUYHOCTh, U JOKYMEHTA, MOATBEPKIAIOIEro
MHKypaOelnbHOE COCTOSIHME OOJBHOTO, COJEpKAaIlero CBEIEHHs O JUIe, KOTOpOoe IOoJydyaer
JIEKapCTBEHHBIE Tpernapathl o peuenty (pamunus, ums, otdecTBo (pu HanW4uM), BUJ, cepus U (HiH)
HOMEp JOKYMEHTa, yIOCTOBEPSIONIEr0 JHYHOCTB), 3aBEPEHHOr0 MOANUCHIO M MEYaThI0 METUIIMHCKOTO
pabOTHUKA, a TAaKXKe MeYaThi0 MEIUIIMHCKON OpraHu3allu.

JIOKyMeHT, TOATBEP)KJAIOMUNA HHKYpaOelIbHOE COCTOSIHHE OOJIBHOTO, OCTaeTcs B alTEeYHOH
OpraHM3aLuH.

8. Hapkoruyeckue W TICHXOTPONHBIC JIGKapCTBEHHBIE mpemnapaTbl cnmcka |l (3a uckimoyeHnem
JIEKapCTBEHHBIX MpernaparoB B BUJE IUIACTBIpEH M JIGKAPCTBEHHBIX IpENapaToB, COJAEpMKAIIUX
HApKOTHUYECKOE CPE/ICTBO B COYCTAHHH C aHTarOHHCTOM OIMHOUIHBIX PEIENTOPOB), IpeIHA3HAYCHHBIC IS
rpaxJaH, MMEIOUIMX NpaBO Ha OecIJIaTHOE IOJIyueHHE JIEKapCTBEHHBIX IPENapaToB WM MOJy4YeHUE
JIEKApCTBEHHBIX MPENapaTroB CO CKUIKOM, OTIYCKAIOTCS IMPH NPEIbSIBICHUU PELENTa, BHIMMCAHHOIO Ha
peuentypHoM Onanke gopmer N 107/y-HII, u peuenTa, BBIMMCAHHOIO Ha PELENTYpHOM OJaHKe (HOpPMBI
N 148-1/y-04(x).

9. Ilocne oTmycka HAPKOTHYECKUX U MICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka |1, B Tom
YuciIe B BUJE TPAHCACPMAIIBHBIX TEPANEBTUUECKUX CHUCTEM U JIEKApPCTBEHHBIX MPENapaToB, COASpKALIUX
HapKOTHYECKOE CpPEACTBO B COYETAHMM C AHTAarOHUCTOM OINMOMIHBIX PELENTOPOB, NCHUXOTPOIHBIX
JIeKapCTBEHHbIX MpenaparoB coucka |l nuiyy, nomyuuBlmieMy JeKapCTBEHHbIH mpemnapar, BblIaeTcs
CUTHATYpa C JKEJITOH MoJIOCOi B BepXHEl yacTW M HaJMMChIO YepHbIM wpudrom Ha Hell "Curnarypa”, B
KOTOPOl YKa3bIBAIOTCSL:

1) HauMeHOBaHHME W aJpec MECTOHAXOXKJICHMS aNTeKH, aNTeYHOro ITYHKTa, MEIUIIMHCKOW
OpraHuzanuu, 000Co6JIEHHOTO MOAPa3/IeICHHUs MEAULIMHCKONW OpraHn3alluy;

2) HOMEp U JlaTa BBIITUCAHHOT'O PELeNTa;

3) dbamunms, ums, oTyecTBO (NPU HAJTMYKMM) JIMIA, U KOTOPOTO MpEAHA3HAUEH JICKApCTBEHHBIH
npernapar, ero Bo3pacr;,

4) HOMep MEAMIIMHCKOM KapThl MAlMEHTa, MOTYYaIOIero MEIUINHCKYIO TIOMOIIb B aMOYITaTOPHBIX



YCIOBHSIX, JUISI KOTOPOT'O MpeAHa3HauYeH JeKapCTBEHHBIN penapar;,

5) damunust, ©Ms1, OTYECTBO (IIPU HATMYWH) MEIUIIMHCKOTO PAa0OTHUKA, BBIMHMCABILETO PEICHT, €ro
KOHTaKTHBIN TenedoH 1100 TenedhoH MEAUIMHCKONW OpraHU3aIui;

6) comepxaHue perenTa Ha JJATHHCKOM SI3bIKE UIIM PYCCKOM SI3BIKE;

7) damumiusi, uMsi, 0TYeCTBO (IPU HATMYHMU) U TOANUCH (HapMAIIEBTUYECKOTO MIIM MEIHIMHCKOTO
paOOTHUKA, OTIYCTHUBILETO JIKAPCTBEHHBIN Mpenapar;

8) mara oTmycka JeKapcTBEHHOTO Ipernapara.

10. 3ampemaercs OTHYCK CYOBEKTOM PO3HUYHON TOPrOBIM IO peElenTtaM BETEPUHAPHBIX
OpraHu3aluil HAPKOTUYECKUX U TICUXOTPOIMHBIX JEKAPCTBEHHBIX MPENapaToB.

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

2 TMommymkr 5.2.178 nynkta 5 Ilonoxkenns o MuHHCTEpCTBE 3/paBoOXpaHeHHs Poccumiickoii ®eneparu,
YTBEpIKICHHOrO TocTaHoBiaeHueM IlpaBurenscrBa Poccuiickoit ®emepampu ot 19 mroms 2012 r. N 608 (Cobpanue
3aKoHOAaTeNnbcTBa Poccmiickoit ®emepanmm, 2012, N 26, cr. 3526; 2017, N 52, cr. 8131) (manmee - IlomokeHne o
MunucTEpCTBE).

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

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

5 B oOTHOWIGHWH JHIA, ykazanHoro B wacth 2 cratem 20 ®emepamsHoro 3akoma N 323-03 (CobGpanue
3aKkoHOaTenbcTBa Poccuiickoit demepanum, 2011, N 48, c1. 6724).




Ipuioxenne N 3

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
Poccuiickoit @exepannu

ot 24 nosops 2021 r. N 1093u

IHopsanok
OTIYCKA aNTeYHbIMH OPraHu3alusiMi HMMYHOOHO0JIOTHYECKHX JIEKAPCTBEHHBIX NIPENapaToB

1. OTnyck UMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB OCYIICCTBISETCS AanTeYHBIMU
OpraHu3alUsMd W  WHIUBUAYAIbHBIMU  TPEANPUHUMATENSIMH,  UMEIONIUMHU  JUIEH3UWI0  Ha
(dbapManeBTHUECKYI0 JIEATeIbHOCTh, MEAUIMUHCKUMH OpPTaHM3aIUsIMH, HWMEIOIUMH JUIECH3UI0 Ha
(bapMaIieBTHUYECKYI0 JICATEIbHOCTh, W HMX O00OCOOJICHHBIMU TMOJpa3/eiCHUusAMU (aMOyIaToOpHsIMH,
¢benpamepckuMu 1 (enbamepcKo-aKymepCKUMU yHKTaMy, IEHTpaMu (OTAeNeHUsIME) 0011 BpaueOHOI
(ceMeitHOM) MPAKTHKH), PACIIOIOKEHHBIMH B CEJILCKUX MMOCEJICHUSX, B KOTOPHIX OTCYTCTBYIOT allTCUHBIC
opranusaiuu, Oe3 perenrta W (WiM) [0 pEUENTy Ha JIGKAPCTBEHHBIM Mpernapar, O(QpOPMICHHOMY
MEIUIUHCKUMH PabOTHUKAMU (aiee - perernr).

2. Ilpu oTmycke UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Mperapara Ha PelenTe Wik KOPEeIlIke
pelienTa, KOTOpBIA OCTaeTcs y Juia, mnpuobperaromiero (MOIydaroniero) JIeKapCTBEHHBINM Mpernapar,
YKa3bIBACTCSl TOYHOE BpeMsl (B 4acaXx U MHUHYTaX) OTITyCKa JICKAPCTBEHHOTO Mperapara.

3. Ormyck UMMYHOOHMOJOTHYECKOrO0 JIEKAPCTBEHHOTO IIpermapaTa OCYIIECTBISETCS JIUILY,
npuoOperatorieMy (MojydaroiieMy) JCKapCTBEHHBIM Mpernapar, MpH HaJUYUKd Yy HEro CIEIHabHOTO
TEPMOKOHTEHHEPA, B KOTOPBIN TTOMEIIAeTCs JIGKAPCTBEHHBIN Mpenapar, Uid BO3MOXKHOCTH MPHOOpETEHUS
B aNTEYHOW OpraHM3allid HEOOXOMUMBIX CPEICTB JJIsi TPAHCHOPTUPOBKH  (TEPMOKOHTEHHED,
XJ1a7I03JIEMEHTHI).

4. Jlumy, mpuoOpeTIieMy HMMYHOOHMOJIOTMYECKUN JIEKapCTBEHHBIM IMpenapar, pa3bsCHAETCS
HEOOXOJMMOCTh JOCTABKH JIEKAPCTBEHHOI'O TMpernapaTta B MEAMIMHCKYIO OpraHW3alMi0 B CPOKH, HE
MPEBBILIAIONINE CPOKU TMOJAJEpKaHusl pabodeil TeMIeparypbl CPeICTB TPAHCHIOPTHUPOBKH, YKa3aHHBIE B
WHCTPYKIIHH.



