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TIpaBHJ OTIYCKA JIEKAPCTBEHHBIX NPEeNapaToB A/l MEAHUHHCKOTO NPHMEHEHHS
aANTeYHbIMH OPraHA3ANMSMHE, HHIHBHIYaJbHBIMHA NPeJINPHHAMATEIIMH, HMEIOIIAMH
JHUEH3HIO HA ocylecTBIeHHe (papMaleBTHYeCKOH 1eATeIbHOCTH, MEAHIIHHCKHMH
OpraHu3anHsIMH, HMEIOIHMH JHIEH3HIO HA OCYIIECTBICHHE dapMaLeBTHYECKOH
esiTeLHOCTH, H HX 060C00/IeHALIMH NOAPa3/ieJeHHsIMH (aMOYJIaTOPHSIMH,
deapamepcKuMH H (esIbAIEPCKO-aKYIEPCKHMH NyHKTAMH, HEHTPaMu
(oTaenenusiMu) obueii BpaueGHoi (cemeitHOMH) NPaKTHKH), Pacnojio)keHHbIMH B
ceJIbCKHX MOCEJICHHAX, B KOTOPBIX OTCYTCTBYIOT aNiTe4Hbie OPraHH3alHH, a TAKIKE
IpaBuji 0TNYCKa HAPKOTHYECKHX CPEJCTB H MICHXOTPONHBLIX BEINECTB,
3aperncTPHPOBAHHLIX B KA4eCTBe JeKaPCTBEHHBIX NpenapaToB AJIs MEHIHHCKOTO
NpHMeHeHH s, JJeKAPCTBeHHbIX NPEnapaToB AJIsi MEHIHHCKOTO NPUMEHEHH ,
coJepKANIMX HAPKOTHYECKHE CPEICTBA H NCHXOTPONHbIE BEIeCTBA B TOM HC.1€
IMopsaka oTHycKa aNTeYHLIMH OPraHH3AIMAMHA HMMYHOOHOJIOrHYECKHX
JIeKAPCTBEHHBIX NPenapaToB

B COOTBETCTBHHM C MyHKTamu 2 1 3 cTathh 55 DenepanpHOro 3akoHa ot 12 anpeins
2010 T. Ne 61-®3 «0O06 oOpameHur JIEKapCTBEHHBIX CPEICTB> (Cobpanue
3axoHONaTeNbcTBa Poccuiickoit @enepauny, 2010, Ne 16, ct. 1815; 2013, Ne 48, cT. 6165;
2016, Ne 27, c1. 4238), ¢ moamyHkTamu 5.2.165, 5.2.169 u 5.2.183 mynkta 5 IlonoxeHus
o MununcTepcTBe 3apaBooxpaHeHus —Poccuiickoi depepaliid, YTBEPXKICHHOIO
noctaHoBiIeHueM IIpaBurenscTBa Poccuiickon depepanuu ot 19 MIOHS 2012 r. Ne 608
(CoGpanme 3aKOHOATENbCTBA Poccuiickor ®epepanuy, 2012, Ne 26, cr. 3526; 2014,
Ne 37, ct. 4969; 2017, Ne 33, ct1. 5202), tpru K a3 B B 2 10:

1. YTBepaUTH:

[IpaBuna OTMycKa JIEKapCTBEHHBIX TPENaparoB [l MEJULMHCKOro NpUMEHCHHA
aNTEYHBIMMA OPTaHM3ALHMAMY, HHIUBIIYATbHBIMA MPEINPUHUMATEIAMH, HMEIOIIHIMH
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JHMLEH3UI0 HAa OCYIIECTBICHUE (hapMalleBTUIECKOH AEATENbHOCTH, MEIUIIMHCKAMH
OpraHM3alMsMK, HMEIOIUMH JIMIECH3MI0O Ha OCYIIecTBIeHHE (apMaleBTHIECKOU
HEATENBHOCTH, W HMX 000COONEHHBIMH moApasfeneHusMH  (aMOylnaTopusMu,
GenpamepcKUM U QebaIepcKo-aKyIepCKAMH IyHKTaMH, eHTpaMHu (OTAeICHUIMH)
obmel BpaueOHOMN (ceMeWHON) MPaKTHKHU), PACTIOJIOKEHHBIMU B CEIbCKHUX IOCETIECHHSIX,
B KOTOPBIX OTCYTCTBYIOT allT€4HbIe OpraHu3alldu corjiacHo mpuiioxkeHue Ne 1 (namee —
IpaBUiia);

IlpaBuna oTmycka HapKOTHYECKHX CpPEOCTB U IICUXOTPOIHBIX  BEILIECTB,
3apETHCTPUPOBAHHBEIX B Ka4yecTBE JIEKAPCTBEHHBIX IIPENapaToB AN MEAMLIMHCKOTO
NPUMEHEHHs, JIEKApCTBEHHBIX IIpenaparoB Ui  MEIUIMHCKOr0  IPUMEHEHMs,
COZepXalllUX HapKOTUYECKHEe CpecTBa U IICUXOTPOIIHBIE BEIIeCTBa COMIACHO
IpUIIOKEeHHIO Ne 2;

Ilopsimox  oTmycka anTeYHBIMH  OpraHU3allMsIMH  MMMYHOOHOJIOIMYECKUX
JIEKapCTBEHHBIX NPENapaToB COrNAaCHO MpuiokeHuto Ne 3.

2. Ilpu3Hath yTpaTUBLUINMH CUITY:

npuka3 MuHHCTEpCTBA 34paBOOXPAaHEHHS U COIMAIBHOrO pasBUTHs Poccuiickoii
®enepauuu ot 26 aerycra 2010 r. Ne 735H «OO6 yrtBepxnenun IIpaBun otmycka
JICKQpPCTBEHHBIX IpenapaToB M MEOUIMHCKOrO0 IPHMEHEHHS MEIUIUHCKUMH
OpraHW3alMsMH, HWMEIOLIMMH JIMIEH3UI0 Ha (apManeBTHUYECKYIO JeATENILHOCTE,
U HX 000COOIEHHBIME IIOApa3feneHusMH  (aMOynaToOpHUsMH, (QelbIIIepCKUMU
1 GeNpIMEpCKO-aKy IEPCKMMH IyHKTaMH, LEeHTpaMu (OTIeNeHIIMH) obmmeli Bpa1eOHOM
(ceMeiiHOl) MPaKTUKH), pACMOJOXXEHHBIMH B CENBCKHX IIOCENICHHAX, B KOTOPBIX
OTCYTCTBYIOT allTe€YHble OpraHU3aluH» (3aperucTpupoBaH MHMHHCTEPCTBOM IOCTHLIMH
Poccuiickoii ®enepanuu 28 cents6ps 2010 r., peructpanuorHsiit Ne 18575);

TIpHKa3 MuHHCTepCTBa 37paBooxpaneHus Poccuiickoit ®enepanun ot 11 Hions
2017 r. Ne 4031 «O6 ytBepxnaeHuu IIpaBun oTmycka JIeKapCTBEHHBIX MNPEIApaToOB
I METUIMHCKOTO NPHMEHEHHs, B TOM HHCIIe HIMMYyHOOHOJIOTHYECKUX JICKapCTBEHHBIX
IIpenaparoB, anTeYHBIMHA OPraHM3alWAMH, HWHIWBHIYalbHBIMH IPEANPAHAMATEIAMH,
MMEIOIIMMH JTMLEH3MI0O Ha ()apMalleBTHYECKYIO MACeSTENBHOCTE» (3aperHCTpUpOBaH
MuHuCTepcTBOM — focTHIMH  Poccmiickoit  ®exepanuu 8  CeHTSOps 2017 r,
peructpaiuoHHbI Ne 48125);

npuka3 MuHHCTepCTBa 31paBooxpaHeHus: Poccuiickodt ®enepauuu oT 7 HIOJA
2020 r. Ne 6834 «O BHecenuum u3MeHeHMH B IIpaBuia OTIyCKa JIE€KapCTBEHHBIX
[IperapaToB sl MEIUIMHCKOrO MNPUMEHEHHS, B TOM YMCIE MMMYHOOMOIOTHYECKHX
JIeKapCTBEHHBIX  IMpeMapaToB, aNTeYHBIMH  OpraHM3alusMM, HHIUBHIYaIbHBIMU
NpeANPHUHUMATENISIMH, MMEIOIUMH JIHIEH3HNI0 Ha (hapMaleBTHYeCKYIO AeATENbHOCTD,
YTBEpXKJICHHBIE TPMKa30M MHHHCTePCTBA 31paBooxXpaHenus Poccuiickoi ®egepauyu OT
11 mrona 2017 r. Ne 403m» (3aperucTpupoBan MumnucrepcTBoM focTunuu Poccuiickoi
®enepamuu 14 oxta6ps 2020 r., peructpannonHsli Ne 60370).
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3. Hacrosimuif mpuka3 BcTymaeT B cwiy ¢ 1 Mapra 2022 r. W OEHCTBYeT
go 1 mapra 2028 r., 3a uckmoueHueM myHkTa 12 IlpaBui oTmycka JieKapCTBEHHBIX
IpernaparoB  JUIA  MEAWIMHCKOTO TNPUMEHEHHWS  aNTeYHBIMM  OpraHH3alllsiIMHy,
MHIAMBHIYAIGHBIMH TIPEANPHHUMATEISIMYA, UMEIOMMMH JIMLIEH3HIO Ha OCYIIECTBIICHUES
(apManeBTHIECKON [esATEeNbHOCTH, MEIULMHCKAMHM OpraHH3allMsAMH, HMEIOMUMH
JIULIEH3HIO Ha OCYIIeCTRIeHHe (hapMalleBTHUECKOH AesATeIBHOCTH, U MX 060COOIEHHBIMA
nonpaszieneHuaMu (aMOynaToprsaMu, (enbImepcKuMH U (QelbAIepCKO-aKyIIepCKUMU
MyHKTaMH{, LEeHTpaMu (OTHeeHusiMH) oOwmedl BpaueOHOH (ceMelHOM) NpaKkTUKH),
PacroIOKEHHBIMA B CENBCKUX IOCENCHHAX, B KOTOPHIX OTCYTCTBYIOT AaNTCUHBIE
OpraHu3alliy, YTBEPXICHHBIX HACTOSIIMM IPUKAa30M, KOTOPBIH BCTynmaeT B CHIY
¢ 1 mapra 2022 r. u geiictyer 0 1 ceHTa6psa 2022 roza.

MuHnuctp M.A. Mypamiko




IIpunoxxenue Ne 1
K IIpuKa3zy MuHHCTepCTBa 34paBOOXpPaHEHIS]

occuiickop Penepanuu
oT W/ » éﬁﬂzd% 2021 1. Ne /ﬂf%y

IIpaBnaa
OTIYCKA JIeKAPCTBEHHbIX NPeNapaToB AJisl MeJHIHHCKOro NpuMeHEeHHs

I. O6mue TpeGoBaHMS K OTIYCKY JIEKAPCTBEHHBIX MPEIapaToB
1Tl MEIULIUHCKOTO IPUMEHEHNUS

1. OToyck JeKapCTBEHHBIX IpernaparoB Ui MEJUIIMHCKOI'O MpHUMEHEHus (fajiee —
JIEKapCTBEHHBIE  TPEMapaThl) OCYIIECTBISIETCS  alT€YHBIMH  OpraHM3alusAMU U
HHIWBHIYAJIbHBIMY MpeANPHHUMATESIMUA, UMEIOIINMU JTHLEH3UIO Ha (apMalleBTHYECKYIO
HEeATEIbHOCTh,  MENWIMHCKAMH  OpraHM3alMsM{, UMEIOMMMH  JIULCH3WIO  Ha
(bapMaleBTUYECKYI0  JEeSTeNbHOCTh, M HMX 000COONEHHBIMH  INOAPAa3ACICHUSIMH
(ambynaropusimMu, GeNnpIIepPCKUMHA U (PeNbAIIePCKO-aKyLIEPCKUMU IIyHKTaMH, LIEHTpaMH
(oTmeneHusIMK) oOIell BpaueOHO# (ceMeiiHOl) TPaKTUKM), pacIlONIOKEHHBIMU B CENBCKHUX
IIOCENIEHUSX, B KOTOPHIX OTCYTCTBYIOT AanTE€YHble OpraHu3aluM (Janee — CyOBEKTHI
pO3HMYHOH Toprosmu), 6e3 pementa' W (WIK) MO peliENTy Ha JEKAPCTBEHHBIM Ipenapar,
oopMIEHHOMY? MEJUIIMHCKUMH pabOTHHKAMH (aliee — PeLienT), a TAkKe [0 TPeGOBaHUIO
MeIUIHHCKON OpraHuM3aliy’ ISl AlITEYHOM OpraHU3aIvHy.

2. OTmycK JieKapCTBEHHBIX IIpenaparoB 0e3 peLielITOB OCYIECTBIICTCA:

1) anTekaMu, OCYIIECTBIAIONIMME PO3HUYHYIO TOProBIIO (OTIYCK) JIEKapCTBEHHBIX
IIperapaToB HACEJICHHIO, U alfTeKaMU KaK CTPYKTYpHBIMH NOAPa3ACICHUAMH MEIUIIMHCKOM
OpraHu3aluy (gajiee — anTekn);

2) anTe4YHBIMH MYHKTaMH, B TOM YHCII€ KaK CTPYKTYPHBIMH IOApa3elcHUIMHU
MeIUIHCKON OpraHu3aliy (Jlajee — alTevHble IMyHKTHI);

3) anTeYHBIMU KHOCKaMU;

4) MHAUBHIYATHHBIMU IpeanpuHAMATENIMH, HUMEIOLINMHU JULICH3HUIO
Ha (apMaleBTHYECKYIO IeITeNBHOCTH (ajiee — MHAWBUIYaJIbHBIH [IPpeANPHHUMATETD);

! Tlomnyukt «u» myHkta 5 wactu 4 crtateu 18, moAmyHKT «k» HyHKTa 1 dactd 1 crated 33 DeaepanbHOrO 3aKoHa
ot 12 ampena 2010 r. Ne 61-®3 «O6 oOpaiueHHH JekapcTBEHHBIX cpenctB» (CobpaHme 3akoHonaTeNnscTBa Poccuiickoit
®enepammy, 2010, Ne 16, cr. 1815) (nanee — OenepanbHelit 3akoH Ne 61-D3).

2[Moamyskt 5.2.179 TlomoxeHus o MuHHCTepcTBe 3ApaBooXpaHeHMsA Poccmiickoii Peepalmu, YTBEPKICHHOTO
nocraHopiieHreM [lpasutenncrea Poccuiickoii ®emepamnu or 19 miona 2012 r. Ne 608 (Cobpanue 3akOHOZATENBCTBA
Poccuiickoit ®enepariun, 2012, Ne 26, ct. 3526; 2017, Ne 52, ct. 8131) (manee — INonoxxeHne 0 MUHHCTEPCTBE).

3 ynkt 54 crateu 4 GenepansHoro 3akoHa Ne 61-@3 (CoGpatue 3akoHOnaTeIbCTBA Poccuiickoit denepamny, 2010, Ne 16, cT.
1815; 2019, Ne 31, cT. 4456).
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5) MEIUIMHCKHMH OPraHH3alMsIMU, IMEIOIIAMH JHUIEH3UIO Ha (apMalleBTUIECKYIO
NEeATeNbHOCTE, H WX  000COOJEHHBIMH  TOApasfeleHUusMH  (aMOyJIaTOpHSMH,
denpAmEepcKUMHE U (eNbAIMepPCKO-aKyIEpCKUMY ITyHKTAMH, LIEHTpaMu (OTHENeHUSIMH)
o6mieli BpaueOHOM (ceMeitHOH) MpakTHKHM), PACHOIOKEHHBEIMU B CEIBCKUX IMOCEICHHX,
B KOTOPBIX OTCYTCTBYIOT allT€9YHBIe OpraHU3aINHY (fanee COOTBETCTBEHHO — MEIUIIMHCKHUE
OpraHu3auuu, 000COOIEHHBIE MOApa3feNeHus MEIUIIMHCKHX OpraHW3alyii), [epeYcHb
KOTOPHIX YTBEP)KOAETCS OpraHaMH HCIIONHUTENBHOM BiacTH cyObexta Poccuiickoit
deneparun’,

3. OTmyck JieKapCTBEHHBIX IIPENaparoB 10 penenTaM OCyIeCTBIIAETC:

1) antekamuy;

2) anTeYHBIMHU IIYHKTaMU;

3) HHOUBUAYAIGHBIME  TIpEANPUHUMATENSIMHA (32  HUCKIIOYCHHEM  OTIIyCKa
HApKOTHYECKUX CPEACTB U ICHXOTPONHBIX BENECTB, BKIIOUEHHBEIX B IIEpEUCHb
HApKOTHYECKUX CPEACTB, MCHUXOTPOITHBIX BEIIECTB U HMX IPEKypCOpPOB, IOJIEKAIIMX
KOHTpomo B Poccuiickoii ®emepanum’ (manee coorseTcTBeHHO — Ilepedens,
HApKOTHYECKHE M IICHXOTPOIHEIE JIEKApCTBEHHBIE IPENIapaThl);

4) METUIIMHCKAMH ~ OpraHM3alusaIMU H  O0OCOONEHHBIMH  MOApa3AcICHUAMU
MEIULIMHCKUX OpraHU3alui.

4. Ilo peuenTtaM, BHITACAHHBIM Ha pelenTypHBIX OnmaHkax dopmer Ne 148-1/y-88,
OTIYCKAIOTCA® JTeKapCTBEHHBIE MPENapaTsl, BKIIOYEHHBIE B IEepPeueHb JeKapCTBEHHBIX
CPEeACTB JUIS MEIWLIMHCKOTO TMPHMEHEHUs, IOIeXAIINX MPEeIMETHO-KOINYECTBEHHOMY
yueTy (Hanee — leKapCcTBEHHBIE PENApaTH, BKIIIOYEHHEIE B Mepedyens [IKY)'.

Vka3aHHble IEKapCTBEHHBIE IpeNapaThl, IpeJHa3HaYeHHbIE I IPakKaH, HMEIOLIUX
IpaBO Ha IOJNy4YeHHe JIeKapCTBEHHBIX IIPeNapaToB, OTIyCKAeMBIX OECIIaTHO WM CO
CKHIKOM, OTIIYCKAIOTCA TPH IMPEABSBICHUM PpELENTa, BHIIMCAHHOIO Ha pPELENTYPHOM
6nanxe Gopmel Ne 148-1/y-88, 1 pelienTa, BEIMUCAHHOTO Ha PELENITYpHOM GaHKe GOpPMBI
Ne 148-1/y-04(x).

5. Tlo pemenTaMm, BEIIMCAHHBIM Ha pelenTypHBIX 6iaHkax ¢opMsl Ne 148-1/y-04(i),
OTILyCKAIOTCS JIEKAPCTBEHHBIE IIpeTapaThl, BEIIMChIBAEMbIe IPakjaHaM, HMEIOIUM MIPaBo
Ha OecIuiaTHOe IOJTyYeHHe JIeKAapCTBEHHBIX IIPENapaToB WK IONyYeHHE JeKapCTBEHHBIX
HpenaparoB cO CKHIKOM (Jajiee — JieKapCTBEHHBIE Ipenaparhl, OTIlyCKaeMble OeCIIaTHO
HJIH CO CKUAKOI ).

6.Tlo penentaM, BHIMCAaHHBIM Ha PEHENTYpHBIX Onankax Qopmel Ne 107-1/y,
OTIIYCKAIOTCH UHEBIE JIEKAPCTBEHHBIE IIpENapaThl, HE yKa3aHHbIE B NyHKTE 4 HaCTOAIIMX
ITpaBui, ¥ 3a HCKIIOYEHNEM JISKAPCTBEHHBIX IIPEIapaToB, OTITyCKaeMBIX 0€3 pelenTa.

4 Yactp 5 craThu 55 ®enepansHoro 3akona Ne 61-03 (Cobpanue 3axoHomaTenscTBa Poccuitckoii ®enepauuy, 2010, Ne 16,
cT. 1815; 2020, Ne 14, c1. 2035).

3 Tlynxr 2 craten 2 ®enepansHoro 3akoHa ot § sHBapa 1998 r. Ne 3-03 «O HapKkOTHYECKHMX CPSACTBAX M IICUXOTPOIHBIX
Bemectrax» (Cobpanne 3akoHomarenbcTBa Poccuiickoit ®enepammn, 1998, Ne 2, cr. 219; 2016, Ne 27, cr. 4238) (nasnee —
OepepayibHbIN 3aK0H Ne 3-D3).

¢ Tlommymkr 5.2.179 Ilonoxenus o Muuucrepctee (CoGpanme 3akoHOnarenbcTBa Poccmiickoit ®enepauuu, 2012,
Ne 26, c1. 3526; 2017, Ne 52, c1. 8131). '

"IMommyskt 5.2.171(1) Tlonoxenus o Munucrepctse (Cobparme 3akoHOAaTenbcTBa Poccmiickodt ®enepaumu, 2012,
Ne 26, cT. 3526; 2013, Ne 16, cT. 1970).




7. KomOuHMpOBaHHEIE IEKapCTBEHHBIE IIPENapaThl A1 MEAUIIMHCKOTO IPUMEHEHH S,
cofiepXKalIre KpoMe MallbIX KOJMYECTB HAPKOTHUECKUX CPEACTB, IICHXOTPOIHEIX BEIIECTB
U HX TPEKypCOpPOB Apyrue (papMakoIOTHYECKHE AKTHBHBIE BEILECTBA, OTIIYCKAIOTCSA
arTeKaMu, aTEYHBIMH ITYHKTaMH 1 HHAUBUAYaJIbHBIMU [IpEANPHHUMATEISIMH, UIMEIOIUMH
JHUIIEH3WI0 Ha (apMalleBTUYECKYI0 MAESITEIbHOCTh, IIO pELENTaM, BBIIHCAHHBIM Ha
pelenTypHEIX Gnankax gopm Ne 107-1/y u Ne 148-1/y-88%, xpoMme Tex NekapCTBEHHBIX
IperapaToB, KOTOpEIE OTITycKaloTcs 63 perenra.

8. ITo penernTaM B popMe 3IEKTPOHHOIO JOKYMEHTA C MCIIONb30BaHUEM YCHICHHOM

KBATH(PUIMPOBAHHOM 3JIEKTPOHHON MOJMUCH METUIUHCKOro paboTHHKA (Janee — peLenT
B (opMe DJIIEKTPOHHOTO JOKYMEHTa) OTIIyCKAlOTCS BCE JIEKAPCTBEHHBIE IIPENaparsl,
yKa3aHHBIE B MyHKTax 4, 5, 6, 7 HacTosuux IIpasui.

9. MenuIMHCKHE OpraHu3alvd H 000co0ieHHble MOApa3JeNicHus] MEIUIMHCKUX
OpraHu3alfil TaKkKe MOI'YT OTIIyCKaTh:

1) mexapcTBeHHbIe Mpemnaparthl, BKIOYeHHBle B nepedeHb IIKY, BemucaHHBIE Ha
pelienTypHbIX Onankax GopMmsl Ne 148-1/y-88;

2) NeKapCTBEHHbIE TpenapaThl, BKIIOYeHHBle B IlepedeHp JIeKapCTBEHHBIX
IpemnaparoB, OTIyCKaeMBEIX MO pelentaM Bpada (denbimepa) IIpH  OKa3saHHMH
JIOIIOJIHMTEILHOM OECIUIaTHON MeIUIMHCKON MOMOIIM OTAEIBHBIM KaTerOpHsM IpaKaaH,
HUMEIONIMM TIPaBO Ha IOJydYeHHe roCyJapCTBEHHON COLMAIBHOM MOMOILH, a TaKXKe HHEIE
JIEKapCTBEHHBIE CPENCTBa, OTIyCKaeMble OECINaTHO MM CO CKHAKOH, BBHIMCAHHBIE Ha
perentypHbIx Gnankax Gopmsl Ne 148-1/y-04(1).

10. Otnyck JIeKapCTBEHHBIX TpemapaTtoB, He YKa3saHHBIX B IyHKTax 4, 5, 6, 7
HacTosmwx [IpaBui, B COOTBETCTBHHU C HHCTPYKIHUAMH 110 UX MEAULIMHCKOMY IIPUMEHEHHIO
OCYIIECTBIISIETCS 0€3 pelenToB.

11. OtmycK JIeKapCTBEHHBIX IPENapaToB OCYLIECTBIAETCS B TEYECHHE YKAa3aHHOIO
B pellenTe CpoKa ero AeicTBUA NpH 0OpaIleHuH JULA K CyObeKTy pO3HHYHON TOPTOBIIH.

12.B ciaydae OTCYTCTBHSA y CyOBeKTa pPO3HMYHOM TOPIOBIH JIEKapCTBEHHOIO
npenapara, yKa3aHHOTO B peliernTe, Ipy o0palleHHuH JIHIa K CyObeKTy PO3HUYHOM TOPTOBIIH
pElIENT MPUHUMAETCS Ha OOCIY)XHMBaHHE B CIICHYIOLIME CPOKH (Hajlee — OTCPOYECHHOE
obciTyXuBaHHUE):

1) petienit ¢ mMOMETKOM «statim» (HEMEIJIEHHO) OOCIIy)XHMBAeTCI B TEUYCHHE OIHOTO
pabouero JHs O THS oOpalleHus JIUNa K CyObeKTy PO3HMYHOM TOPrOBIIY,

2) pelenT ¢ MOMETKOM «Cito» (cpovHO) 06CTyXKUBaeTcs B TeUeHHE ABYX paboumx
IHel co IHA oOpalleHus TUIa K CyOBeKTy pO3HHYHOM TOPIOBIIY,

3) pelenT Ha JIeKapCTBEHHBIH Ipernapar, BXOAAIMHA B MUHMMAJIBHEIA aCCOPTUMEHT
NeKapCTBEHHBIX  [peraparoB Ui MEIUIHMHCKOTO IPUMEHEHMs, HEOOXOAUMBIX
IS OKa3aHUS MEJHITMHCKOM HoMOIK®, 00CIIy)KUBaeTCs B TEUEHHE IIATH pabodux JHeH co
AHA OOpalleHHs JUIa K CyOBEKTy POSHMYHOH TOPTOBIM; PELIENT Ha JIeKapCTBEHHBIH
npenapar, BXOIAIIMA B MUHUMAJIBHBIN aCCOPTHMEHT JIEKADCTBEHHBIX IMPENapaToB VIt

8 Yactp 6 cTathu 55 DenepanbHoro 3akona Ne 61-®@3 (Cobpanue 3akoHOxaTeNnbcTBa Poccuiickoii ®enepanmy, 2010, Ne 16,
cr. 1815; 2013, Ne 48, cT. 6165).
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MeIUIIMHCKOT0 MTPUMEHEHH, OTITyCKaeMBIit OeCIIaTHO WU CO CKUAKOH, 00CITy>)KUBAeTCS B
TEUEeHHE IBYX pabouux qHel co qHS oOpalieHus JIuia K cCyObeKTy pO3HUYHOU TOPrOBIIH;

4) peuenT Ha JIEKApPCTBEHHBIA IpemapaT, He BXOASAIMIUNA B MHHUMAJIbHBIN
ACCOPTHUMEHT  JIEKAPCTBEHHBIX  IIPENapaToB JUIS  MEQUIMHCKOrO  IPHMEHEHH,
HeOOXOAMMBIX I OKa3aHUS MEIUIIMHCKOW IMOMOIIH, OOCIy)XUBAaeTCA B T€YECHUE AECATH
pabounx nmHE#H co IHSA oOpalleHHs THULA K CyOBEKTY PO3HHYHON TOPrOBIM; PELENT Ha
JIeKapCTBEHHBIN MpernapaT, He BXOAAMUNA B MUHUMAIIBHBIM aCCOPTUMEHT JIEKaPCTBEHHBIX
IIpenapaToB MJIS MEJUIIMHCKOTO MPUMEHEHU s, HEOOXOAUMBIX JUIS OKa3aHHs MEAUIUHCKON
IIOMOIITH, OTITyCKaeMbI OecIIaTHO WM CO CKHUIKOW, OOCIYXHBaeTcsi B TE€YEHHE CEMHU
pabounx mHeH co AHA 0OpallleHus Jula K CyObeKTy pO3HHYHON TOPrOBIIH;

5) pelienTsl Ha JIeKapCTBEHHBIE MpeNapaThl, Ha3HaJaeMble [0 PeImeHHI0 BpadeOHOoH
KOMHKCCHH, 00CITy>KMBAIOTCS B T€UEHHE eCATH pabouux AHel co AHA oOpallleHHs JHIa K
CyOBEKTY pO3HHUYHOI TOPTOBIIH.

3ampemaeTcs OTIyCKaTh JIeKapCTBEHHBIE MpenapaThl MO pelenTaMm € HCTEKIIUM
CpPOKOM JeHCTBHS, 32 MCKIIOYEHHEeM CIydas, KOrJa CpoK AEHCTBHA pelelnTa HCTEK
B IIEpUO]T HAXOXKACHHS €r0 Ha OTCPOYECHHOM OOCITyKUBaHHUH.

OTmyck JeKapCTBEHHOro IipellapaTa MO HaXOASMIEMyCs Ha OTCPOYEHHOM
OOCIy)XHBAaHHH pELENTy C MCTEKIIAM CpPOKOM MIEHCTBHS OCYIIECTBIieTcs Oe3 ero
niepeodopmiieHus B TedeHue 90 qHel co NHSA UCTeYeHUS CpOKa ACHCTBUS TaKOro peLenTa.

13. JlekapcTBeHHBIE MTpeNapaThl OTITYCKAIOTCS B KOJIMUECTBE, YKa3aHHOM B peLenTe,
3a HCKIIOYEHHEM ClIydaeB, Korja [ JIEKapCTBEHHOro IIpenapara yCTaHOBJIEHO
KOJHNYECTBO, KOTOPOE MOXKET GBITH BBIIECAHO B OJHOM PELENTE, WK KYPC JTEUEHHS .

Ipu npenbABIEHUM peLienTa C IPEBbIIEHUEM IIPENEIIBHO JOMYCTUMOIO KOJIN4YECTBA
JIEKapCTBEHHOI'0 TMpemapara, KOTOpoe MOXeT OBITh BBIMUCAHO B OOHOM DELENTe,
dapMalieBTHUECKHit pabOTHUK HHGOPMHUPYET 00 3TOM JHMIO, NpeACTaBUBINEE DEIEIIT,
PYKOBOAMTENS COOTBETCTBYIOIIEH MEIUIIMHCKOH OpraHM3aluy M OTIyCKAaeT yKa3aHHOMY
JMIly  YCTAQHOBJIEGHHOE€  COOTBETCTBEHHO IIPENENBHO  JOMyCTHMOE  KOJIMYECTBO
JIEKapCTBEHHOTO TIpemapaTa, KOTOpOe MOJXKET OBITh BEIIMCAaHO B ONHOM peELENnTe ¢
IIPOCTaBIIEHHEM COOTBETCTBYIOIIEH OTMETKH B peLieNTe.

IMpy Hamuuum y cyObekTa pPO3HHMYHON TOPIOBIM JIEKapCTBEHHOIO IMperapara
C JO3UPOBKOH, OTJIMYHOM OT JO3UPOBKHM JICKapCTBEHHOro IIperapara, YyKa3aHHOM
B pelleNTe, OTMYCK MMEIOLIerocs JEKapCTBEHHOIO IIpemapara JMOIyCKAaeTCs, €CIH
JO3MPOBKA TAaKOTO JIEKAPCTBEHHOIO IIperapaTra MEHbIIe JO3HPOBKH, YKa3aHHOH
B pellenire. B TakoM cilydae OCYIIECTBISETCS IEPECYET KOJNMYECTBA JIEKAPCTBEHHOIO
Iperapara ¢ y4eToM Kypca JIedeHus, YKa3aHHOTO B PELIENTE.

B ciydae eciv J03MPOBKA JIEKAPCTBEHHOrO Ipemnapara, UMelomerocs y cy6beKra
PO3HUYHOM TOPIOBIH, MPEBHIIACT NO3MPOBKY JIEKAPCTBEHHOIO IIpelapara, yKa3aHHYIO
B pelleNTe, pemieHHe 00 OTIycKe JIEKapCTBEHHOIo Iperapara ¢ TaKOH J03HPOBKOM
IPUHAMAET MEIULUHCKUN paOOTHHK, BBITHCABIINN PELEIT.

 TMoamynkr 5.2.177 Tonoxenms o Munmnctepcte (Cobpanme 3akoHojatenbciBa Poccuiickoit ®egpepamun, 2012,
Ne 26, c¢T. 3526; 2015, Ne 23, cr. 3333).




14. OTIyck  JIeKapCTBEHHOT'O  IIperapara OCYIIECTBIAETCS B IIEPBUYHOM
U BTOPUYHOH (IMOTpeOUTENhCKON) yIIaKoBKaX, MapKHUpPOBKa KOTOPBHIX JOJDKHA OTBEYATh
TpeGoBauuaM cTaThu 46 ®Denepansnoro 3akoHa Ne 61-O3 (CobpaHre 3aKOHO/ATENLCTBA
Poccuiickoit ®eneparmu, 2010, Ne 16, ct. 1815; 2014, Ne 52, cr. 7540), a ynakoBka 1jis
HapKOTHYECKHMX M ICHXOTPOMHEIX JIeKapCTBEHHBIX NpenaparoB ciucka Il — tpeGoBanusam
nyukta 3 crateu 27 ®enepanpHoro 3akoHa Ne 3-@3 (Cobpanue 3aKOHOAATENbCTBA
Poccwiickoit ®epepaiun, 1998, Ne 2, ct. 219; 2016, Ne 15, ct. 2052).

15.IIpu OTIycKe JIEKApCTBEHHBIX IPENapaTtoB IO peLenty, OQOpMIECHHOMY
Ha peLenTypHoM OllaHKe Ha OyMaXXHOM HOcHTeNe, (apMaleBTHUeCKui pabOTHHK
IpOCTaBIAET OTMETKy Ha penenre o0 OTIyCKe JIEKapCTBEHHOro Ipernapara
«JlexkapcTBEHHBIH Npenapar OTMYIICH» U C YKa3aHHEM:

1) HauMeHOBaHMs AaNTeYHOM opraHu3anuu ((paMWiInK, HMEHH, OT4ecTBa (IIpH
HAITHYUK ) HHIUBUIYaJIBHOTO MPEeAIpHHIMATENL);

2) TOProBOoro HAaWMEHOBAaHHSA (3a HCKIIOYEHHEM JICKAPCTBEHHBIX IpENaparos,
M3rOTOBIEHHEIX B AaNTEYHOW OpraHHU3allid), JO3HPOBKM M KONHUYECTBA OTIIYLICHHOI'O
JIeKapCTBEHHOTO IIpenapara;

3) paMunMK, WMEHH, OT4YecTBa (IpH HAIWYHWH) MEAMIMHCKOro paboTHHKa
B CIydasx, yKa3aHHBIX B a03alle 4eTBepTOM IIyHKTa 13 u ab3ame TpeTbeM IIyHKTa 16
Hacroamux [IpaBumn;

4) peKBU3UTOB JIOKYMEHTa, YJIOCTOBEPSIOILEr0 JHYHOCTh JIMIA, IOJYYHMBIIETO
JIeKapCTBEHHBIH Mpenapar, B ciIyyae, yka3aHHOM B IIyHKTe 28 HacToamux IIpaBui,

5) bamMunuM, WMeHH, OTHecTBa (IpH Hanu4uM) ¢apMaleBTHYECKOro paboTHHKA,
OTIIYCTHBIIETO JEKapCTBEHHBIH Npenapar, U €ro MOIKCH;

6) IaThl OTIIyCKa JIEKAPCTBEHHOTO IIpelapara.

16.TIpu oOTImyCcKe JIEKApCTBEHHBIX IMpENaparoB IO pPELENTy, BBIITHCAHHOMY
Ha penentypHom Omanke ¢opmbl Ne 107-1/y co cpokom JeHcTBHA A0 OXHOTO roOja,
B KOTOPOM VKa3aHBl TIEpHOAbI W KOJIMYECTBO OTIIyCKa JIEKApCTBEHHOIO Iperapara
(B Kamblil MEPHOX), pelenT BO3BPAINAeTCs JHUITy, NPHOOPETArOIEMY JIEKApCTBEHHBIN
npenapar, ¢ OTMETKOM, colepkamiell CBeNeHHsS, YKa3aHHBIE B IIyHKTE 15 HACTOAIINX
IIpaBu.

IIpu odepenHoM oOpalieHHH JMna K CyOBEKTY PO3HHYHOM TOPIOBIM C JAHHBIM
PELIENITOM YUHUTHIBAIOTCS OTMETKH O IIpeABbIAyILEM OTITyCKe JIEKAPCTBEHHOTO MpernapaTa no
TAKOMY pELENTy M B Cly4ae IpHOOpEeTeHHs JIHMIOM KOJIMYECTBA JIEKAPCTBEHHOIO
Ipenapara, COOTBETCTBYIOIIET0 MaKCUMAIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM
paGOTHHKOM B pelienTe, a TaKkxkKe 10 UCTEYEHHH CPOKa JEHCTBHUS DELENTa, Ha pelernTe
npocTapisiercss mramn «JIekapcTBeHHBIN IpenapaT OTIYINEH» M PELENT BO3BpallaeTcs
VLY.

EnuHOBpeMEHHEBIH OTITYCK JIEKAPCTBEHHOTO IIpenapaTta II0 PENEnTy, BhITHCAHHOMY
Ha peuentypHoMm Onanke ¢opmel Ne 107-1/y co cpokoM [eHcCTBHA OO ORHOrO ToOna,
B KOTOPOM YKa3aHBl MEPHOABI W KOJIMYECTBO OTIIyCKa JIEKapCTBEHHOI'O IIpenapara
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(B KaXABIH MEPHO), JOMyCKaeTCs TOIBKO IO COrTIACOBAHUIO C MEAUIIMHCKUM pabOTHHUKOM,
BEITIMCABIIAM PELIENT.

17.Tlpu oTmycke JIeKapCTBEHHBIX IpPENapaToB IO pELENTy, BHIIHMCAHHOMY
Ha pernientypHoM Oanke Gpopmbl Ne 148-1/y-04(i1), 3am1oHEeHHBIN KOPELIOK TaKOTO pelenTa
nepenaeTcs ¢apMaleBTHUYECKUM PabOTHHKOM JIHIy, pHoOpeTaromeMy (IMOJIy4aromeMy)
JIEeKapCTBEHHBIE IIperapaThl.

18. Ocrarorcs ¥ XpaHATCH y CyOBeKTa pOZHUYHOM TOPTrOBIU peLEnTHl (C OTMETKOM
«JlexapcTBEeHHBIH Tpenapar OTITyIIEH)») Ha:

1) nekapcTBeHHBIE TpemapaThl, OTIycKaeMble O€CIUIaTHO MM CO CKHMIKOM, —
B TEUEHHE TPEX JIET;

2) nexkapCTBeHHBIE Ipenapathl, oTHocAmmuecs Mo ATX K aHTHIICHXOTHYECKMM
cpeactBaM (kox NOS5SA), ankcuonmutukaM (kon NO5B), CHOTBOpDHEIM M CEAATHBHBIM
cpeacteaM (kox NO5C), antunenpeccantam (kox NO6A) u He moiiexariye IpeaMeTHo-
KOJIMYECTBEHHOMY Y4eTy, — B T€HEHHE TPEX MECSIIEB.

19. Peuenthl, He yka3zaHHble B IyHKTe 18 Hactosmux IlpaBui, oTMedaroTCs
mrraMiioM «JIekapCTBEHHBIH TMpernapaT OTITyIIeH» W BO3BPAILAIOTCs JIUIY, OIy4YUBILIEMY
JieKapCTBeHHBIN Ipemnapar.

20. PenenThl, BHIMUCAHHBIE C HAPYLICHAEM IIPABHII' ), PETMCTPUPYIOTCA B JKypHAJIE, B
KOTOPOM YKa3bIBalOTCS BBISBJICHHBIE HAapyIIeHUs B 0pOpMIICHUN perenTa, GpaMumms, UM,
oT4ecTBO (IIpM HAJWUYHMH) MEAULIHMHCKOro pabOTHHKA, BBIIHCABIIETO  PELEIT,
HAapMEHOBaHNEe MEIOWIIMHCKOW OpraHW3alyM, MPUHATHIE MEpHl, OTMEYAIOTCs IITaMIIOM
«Penent HeneiicTBUTENIEH» U BO3BpAIAIOTCS JIMLY, NpeAcTaBuBIIeMy petent. O daxrax
HapyIlIeHus IPaBUl OPOPMIIEHHS PELIeNITOB CYOBEKT POSHUUHON TOProBIKM HHPOPMHUPYET
PYKOBOAMTENS COOTBETCTBYIOIIEH MEUIIMHCKOM OpraHU3alyy.

21. B 060co61eHHOM MOpa3ielleHu! MEeIUIMHCKON OpraHu3aliy JOJDKHBEI OBITH
o0ecrieyeHBl  YCJIOBHS  COXPaHHOCTH  OCTAaBIIEHHBIX HA  XpaHEHHE  PELENTOB
Ha JIeKapCTBEHHBIE CPEICTBA.

PerenTs!l Ha JIeKAPCTBEHHBIEC CPEIICTBA, MOJIEKAIINE [TPEAMETHO-KOIMYECTBEHHOMY
y4eTy, JIeKapCTBEHHEIE CPENICTBA, OTITyCKaeMble OECIINAaTHO UK CO CKMIKOM, EXXEMECAYHO
mepeqaloTcs W3 000COONEHHBIX  INOApa3feleHud  MeJUIMHCKMX  OpraHu3alMi
B MEIUI[HHCKHE OpPTraHU3aIMH, CTPYKTYPHBIMU [TOJIpa3IeNeHUIMU KOTOPBIX OHH SBIISIOTCS,
VTS TIOCJIEYFOIIeTO XpaHEeHHUS.

22. Tlpu oTmycke JeKapCTBEHHOTO mpemnapara (apMareBTHIecKui pabOTHHK HIIH
pabOTHUK METULUHCKONH opraHu3aiuu (060COOIEHHOro MOApa3/IeNeHUsl MEeIUIMHCKOM
opraHu3anuu) WHGOPMHPYET JHUIO, NpHoOperaromiee (Iodydaroliee) JIeKapCTBEHHBIN
Ipenapar, 0 peXXuMe | J103aX ero mpueMa, NpaBUlax XpaHEHHs B JOMAIIHMX yCIOBHSX,
0 B3aUMOJIEHCTBHHU C APYTUMH JIEKAPCTBEHHBIMH IIpeIIapaTaMH.

O Tomgmynkr 5.2.179 Tlonoxenus o MunucrepctBe (CoGpaHne 3akoHomaTenhcTBa Poccuiickoii ®Penepanwu, 2012,
Ne 26, ct. 3526; 2017, Ne 52, c1. 8131).
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23. TIpu oTmycke JIeKapCTBEHHOro Ipemnapara (apManeBTHUeCKuil pabOTHUK HIIH
paGOTHUK MeTUIUHCKOH opraHm3auuu (000CO0JIeHHOrO MOApasfeieHHs MeIUIMHCKON
OpraHHW3all{K) He BIpaBe IPeJOCTaBIATh HEJOCTOBEPHYIO U (MIH) HEMONHYIO HH(OPMALIHIO
O HAJIMYHH JIEKAPCTBEHHBIX IPENaparoB, BKIIOYAs JeKapCTBEHHbIE NPENapaTsl, HMEIOIIUe
OIMHAKOBOE MEKIyHapOIHOE HEMATeHTOBAHHOE HalMEHOBaHUe,
B TOM YHKCJI€ CKPHIBaTh HH(YOPMALIUIO O HAIWYUY JIEKAPCTBEHHBIX NIPENapaToB, HMEIOIINX
Gosee HU3KYIO IieHy' .

24. 3anpemaercs  oTmyck  (GansCHQUIMPOBAHHBIX,  HEJOOPOKAa4EeCTBEHHBIX
1 KOHTPa(aKTHBIX JEKapCTBEHHBIX MPENapaTos 2.

25. OTIIyCK 3THUIIOBOTO CIIAPTA [IPOM3BOAUTCS 11O PELENTY C y4eTOM YCTaHOBJIEHHBIX
TpeGoBaHuii K 06BeMy Taphl, YIIAKOBKE H KOMILTIEKTHOCTH JIEKAPCTBEHHBIX MPenapaToB’?.

JlexapcTBEeHHBIE IIpemapaThl, COAEpXAmue OTUIIOBBI CHUPT, B TOM YHCIE
U3TOTOBJIEHHBIE II0 PELENTY CyOBEKTOM PO3HHYHOM TOPTOBIM, WMEIOIIUM JIHIECH3HIO
Ha (GapMaleBTUYECKYI0 JEATeBHOCTh C IPaBOM H3TOTOBICHHS JIEKAPCTBEHHBIX
IpenapaToB, OTIYCKAIOTCS C Y4YeTOM YCTaHOBJIEHHBIX TpeOoBaHUH K 00BEMY Taphl,
YIIAKOBKe U KOMILJIEKTHOCTH JIEKapCTBEHHBIX IIpeNapaToB.

26. 3anpemaercs pasfeNbHBI OTIYCK JIEKAPCTBEHHBIX CPEACTB, BXOMIIHX
B COCTaB JIEKAPCTBEHHOTO IIperapara, W3rOTaBIMBaeMOIo CyOBEKTOM PpO3HHUYHOH
TOPTOBJIH.

27.3ampemaercs OTIOYCK CYOBEKTOM pO3HMYHOM TOProBIM IO pelenTaMm
BeTEepUHAPHBIX OpraHU3allnii:

1) NeKapCTBEHHBIX MpenapaToB, BKIIOUYEHHBIX B niepedyeHs IIKY;
2) IeKapCTBEHHBIX MPENapaToB, OTITyCKaeMBbIX O€CILUIaTHO HITH CO CKHUAKOM;

3) IeKapCcTBEHHBIX IpemapaTtoB, oTHocAmuxcs no ATX k aHTUICHXOTHYECKHM
cpeactBaM (kom NOS5SA), anxcmonuthkam (kox NO5SB), CHOTBODHEIM M CENATHBHBIM
cpeactBam  (kom NOSC), antunenpeccantam (kox NO6A) u  He BKIIOYEHHBIX
B nepeueHs [1IKY.

I1. TpeGoBaHus K OTITYCKY JIEKapCTBEHHBIX NPEIapaToB
o TpeGOBaHHUIO MEAUIIMHCKOM OpraHu3aliu

28. Jlng obecredeHuns iede6GHOro mpoliecca B METUILIMTHCKON OpraHU3alliH allTeYHOM
OpraHu3anyeii, SBISIOIIEHCS CTPYKTYpHBIM NOApas[elieHHeM TaKoH MeTULMHCKOM

U Cratea 74 ®epepanshoro 3akoHa oT 21 Hosbpsa 2011 r. Ne 323-@3 «O6 oCHOBax OXpaHbl 3A0POBBS TpaXIaH
B Poccuiickoit ®enepamun» (Cobpanue 3akoHomarenscrBa Poccuiickoit ®enepaunu, 2011, Ne 48, ct. 6724, 2013, Ne 43,
cT. 6165) (nanee — ®emepanpuslit 3akoH Ne 323-D3).

12 Crates 57 ®enepamsHoro 3akoHa Ne 61-®3 (CoGpaxue 3akoHomatenbcTBa Poccmiickoii ®enepamum, 2010, Ne 16,
ct. 1815).

3 Yacrp 4.1 ctaten 45 @epepanbHoro 3akona Ne 61-03 (Cobpanue 3akoHonaTenbcTBa Poccumiickoit Penepamun, 2010, Ne 16,
ct. 1815; 2015, Ne 51, c1. 7245), nocranosnenue Ilpasutenscrea Poccuiickoit @emepamyu ot 23 momt 2016 r. Ne 716 «O
nopaake (GOpPMHPOBAHUS IEPETHS JEKAPCTBEHHBIX NPENApPaTOB [ MEIULMHCKOrO MPHUMEHEHNH, B OTHOINEHHH KOTOPBIX
YCTaHABIMBAKOTCA TpeGoBaHUA K OOBbEMY Taphl, YNAKOBKE M KOMILIEKTHOCTH, MEPEYHA JIEKAPCTBEHHLIX MpenapaToB A
BETEPMHAPHOTO NMPUMEHEHH, B OTHOIICHHY KOTOPHIX YCTaHABIMBAIOTCA TpeGOBaHMA K 00BEMy Tapel, H ONMPeeIeHUs TaKuX
tpe6oanuii» (Cobpanue 3akoHOAaTebCTBA Poccniickoit @eneparmy, 2016, Ne 31, ¢1. 5030).



OpraHHU3alliH, OCYIIECTBIAETCS OTIYCK JHOO HM3rOTOBIEHHE H OTIYCK JEKAPCTBEHHBIX
TpeniapaToB Ha OCHOBAHMM TpeOOBAHUS MEIUUMHCKOW OpraHW3alliy, BBINHUCAHHOIO
YIIOJIHOMOYEHHBIM MEIHIIMHCKAM paboTHHKOM (Zanee — TpeboBaHHE MeIULMHCKOM
OpraHU3aIun ).

MenvuuHcKas OpraHu3alyisi BIIpaBe OOpaTHUTbCS B CTOPOHHIOI —aNTEYHYIO
OpPraHU3aIMI0 TPH OTCYTCTBUM aNTE4YHON OpraHM3allM, SBIIAIOIIEACS CTPYKTypHBIM
HoJpa3IeIeHreM TaKkod MeIUIUHCKON OpraHU3alluu.

JlekapcTBeHHBIE IpeHapaThl, M3TOTOBICHHBIE allTEYHBIMM  OpraHH3alUsIMH
IUISL LeNied UX OTIIYCKa 10 TpeOOBaHWAM MEAULUHCKUX OpTraHU3alMi, roCyAapCTBEHHON
perucTpanyy He momyexar! .

29. XpaHenrne TpeOOBaHHH MEAMIMHCKON OpPraHU3allMH, 10 KOTOPHIM OTIYIIEHBI
JIeKapCTBEHHBIE MpemapaThl, OCYIIECTBIAETCS AlTeYHOW OpraHu3alMedl B COOTBETCTBUHU
¢ myHkToM 18 HacTosmero Ilopsaxa.

30. Hapymenue nepBUYHON yNIaKOBKH JIEKapCTBEHHOIO TPEIapaTa IpH €ro OTIIyCKe
0 TpeOOBaHHIO MENUIUHCKON OpraHM3allid JAOMyCKAaeTCd aNTeYHOM OpraHu3allhei,
uMeIonIedl JHUIEH3UI0 Ha (apMaleBTUYECKYI0 ACATENBHOCTh C IPaBOM HM3TOTOBJICHHS
JIEKapCTBEHHBIX TIIperapaToB. B TakoM cilydae OTIIyCK JIEKapCTBEHHOIO IIpermapara
OCYIIIECTBIsAETCS B YHMAaKOBKe'> C NpemoCTaBIeHHEM HHCTPYKUMH (KOIMH HHCTPYKIIUM)
110 IPUMEHEHHUIO OTITyCKAaeMOT'0 JIEKApCTBEHHOTO Mperapara.

II1. OcobeHHOCTH OTIyCKa JIEKaPCTBEHHBIX NIPEIIapaToB
II0 perenTaM B popme 3IeKTPOHHOIO JOKYMEHTA

31. Ormyck JeKapCTBEHHBIX IIpemapaToB IO pelenTtaM B (opMe 3JIEKTPOHHOIO
JOKyMEHTa OCYILECTBISETCS AalTeKaMH, alTeYHbBIMHM IYHKTaMM H HHIAWBHIYAIbHBIMA
IpeNpUHUMATENSIMH, YKa3aHHBIMH B ITyHKTE 2 HacToAmuX [IpaBuii, pacnono)xeHHBIMA Ha
Tepputopun cyOosekra Poccuiickoit @enepannu, B KOTOPOM OQOPMIEH pelent
B (opMe 3JEeKTPOHHOrO JOKYMEHTa, B Cllydae IPHHATH] YIOJIHOMOYEHHBEIM OpPraHOM
cyb6bexTa Poccuiickoit @eepaiiyl B COOTBETCTBHH C IyHKTOM 4 CTaThu 6 DenepaabHOro
3axkoHa Ne 61-®3 (Cobpanue 3akoHoAatenscTBa Poccuiickoit ®enepanun, 2010, Ne 16, cr.
1815; 2019, Ne 52, ct. 7793) pemienuss 00 HMCIONB30BaHUH Ha TEPPUTOPHH CyOBEKTa
Poccuiickoii ®enmepanuu  HapsaAy ¢ peUenTaMH Ha JIEKapCTBEHHBIE IIperaparsl,
ohopMIIeHHBIMH Ha OyMaXHOM HOCHTENE, PELENTOB Ha JIEKapCTBEHHBIC Ipenaparsl,
chopMupoBaHHBEIX B (GOpMe 3IEKTPOHHBIX JOKYMEHTOB (Jajee —  peIIeHHe
YIIOJIHOMOYEHHOTO opraHa cyonrekra Poccuiickoii ®enepanun).

32. AnreyHble OpPraHHW3alMy JOJDKHBI MMETh NOAKIIOYEHHE K IOCYIapCTBEHHOM
nHPOPMAIMOHHOM cHcTeMe B cdepe 3ApaBooxpaHeHMs CyOwpekra Poccuiickoi

4 TIynkr 1 acta 5 crateu 13 @enepansHoro 3akoHa Ne 61-03 (Cobpanue 3akononatenscta Poccuiickoii @epepanun, 2010,
Ne 16, ct. 1815).

15 TIpukas Mumsgpasa Poccun ot 26 okTabps 2015 r. Ne 7518 «O6 yTBep:KACHMHM NpABMI U3rOTOBICHWSI M OTIYCKA
JEKApCTBEHHBIX TPENapaToB i MEJUIMHCKOTO [MPMMEHEHHS AanTedHbIMH OpraHu3aliaMM, WHAMBHIYalbHBIMH
NpeINpHHAMATENSAMY, MMEIOMMMH JHUCH3HIO Ha (apMalleBTHUECKYIO NEATENLHOCTBY (3aperdcTpupoBaH MHHHCTEPCTBOM
foctunyH Poccmiickoii ®eneparmu 21 anpens 2016 r., perucTpaimoHHbIH Ne 41897).
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®enepamuu'® (nanee — cucreMa), KoTopoe 0GECIEUHUBAETCS YIIOTHOMOYEHHBIM OPTaHOM
BacTH cy0bekta Poccuiickoit @enepariui.

Texuudeckue TpeGoOBaHUA K HHPOPMAIMOHHOMY OOMEHY MEXOYy anTedHOH
opraHusanueit 1 cucTeMoi, B TOM 4ucie TpeOoBaHHs K UAeHTH(UKaUH penenta B popme
DJIEKTPOHHOTO JIOKYMEHTa M JIHIa, OOpaTUBIIErOCS 3a OTIYCKOM IEKapCTBEHHBIX
IIPEeNapaToB 110 TAKKM pellenTaM, YCTaHaBIHBAIOTCS pellleHHeM YIIOJTHOMOYEHHOTO OpraHa
cyonekra Poccuiickoii @exneparun.

33. Otmyck JiekapcTBEHHBIX IpPENapaToB IO pelnentam B QopMe 3IeKTPOHHOIO
IJOKyMEHTa OCYIIECTBISETCS JUIy, YKa3aHHOMY B pelente JuOO €ro 3aKOHHOMY
IpeACTAaBUTENIO, JTUOO JIUITY, KOTOPOE JIUIIO, yKa3aHHOE B pelenTe, WIM €ro 3aKOHHBIH
TIpEACTaBUTENb YIIOJIHOMOYMIN Ha MOJIyHeHUE JIeKapCTBEHHBIX MPenapaTos.

16 Tloctanosnenue [lpasurensctBa Poccuiickoit ®enepanum or 5 mat 2018 r. Ne 555 «O exmmHoli rocynapCTBEHHOM
uHpopMaUMOHHO# cucTeMe B cdepe 3apaBooxpaHeHms» (CoGpaHne 3akoHomaTenbcTBa Poccuiickoit ®enepammm, 2018, Ne 20,
cT. 2849; 2021, Ne 25, ct. 4814).




ITpunoxenue Ne 2
K IpuKa3sy MUHHCTEPCTBA 34paBOOXPaHEHUS

ccuiickoil ®enepanuu
oT «% 2021 r. Ne /// 7 4/

IIpaBuaa
OTNYCKA HAPKOTHYECKHX CPe/ICTB H NICHXOTPONHLIX BellleCTB, 3apPernCTPHPOBAHHBIX
B Ka4YeCTBe JIEKAPCTBEHHBIX NPenapaToB AJisi MeAHIHHCKOr0 IPHMeHEeHH s,
JIEKAPCTBEHHBIX NPeNapaToB AJIsl MEAHIIHHCKOTr0 NPHUMEHEHHS, COAePKAIHX
HAPKOTHYECKHE CPeJCTBAa H ICHXOTPONMHbIE BelleCTBA

1. OrImyck HapKOTHMYECKHX W IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB
[0 peLeNnTaM OCYIIECTBIAETCS AanTeKaMH, AalTeYHBIMU IIyHKTaMH, MEIUIUHCKUMU
OpraHW3amusIMi, 000COONEHHBIMH MOApPA3AEICHUSAMU MEIULUHCKUX OpraHU3alui,
UMEIOIUMH JIMICH3WIO Ha JAEATeNBHOCTh 10 000pOTy HapKOTUYECKUX CpPEICTB,
NICUXOTPOIHBIX BEMIECTB U MX HPEKYpPCOPOB, KyJIbTUBHPOBAaHUIO HAPKOCOAEPKAIIMX
pactenuii. [lepedeHp MEOMLMHCKUX OpraHW3alMii M 000COONEHHBIX HOApa3AeICHUN
MEAVIMHCKUX OpraHM3aliii, NepedeHb HAPKOTUYECKUX JIEKApCTBEHHBIX IIpelapaToB
U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IpeNaparoB, OTIMYCK KOTOPBIX (PH3MYECKHM JIHIAM
MOXXET OCYIIECTBIATHCS YKa3aHHBIMH MEAWLHAHCKHUMHM OpraHM3allisIMM U HX
060COOIEHHBIMU  TIOAPA3ACICHUSIMY, YCTAHABIMBAIOTCS OpraHaMH MCIIOIHUTENbHON
BIIacTH cy6nexToB Poccuiickoii ®enepanun’.

2. Tlo penentaM, BEIIMCAHHEIM Ha PElENTYpHBIX G6naHkax gopmsr Ne 107/y-HIT,
OTITyCKAaIOTCS HAapKOTUYECKHE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPENapaThl, BHECEHHBIE
B CHHCOK HApKOTMYECKMX CpPEICTB M TIICHXOTPOIIHBIX BeIIECTB, OOOPOT KOTOPBIX
B Poccutickoit @enepamuyl OrpaHideH U B OTHOIICHUM KOTOPBIX YCTaHABIHBAIOTCS MEPHI
KOHTPOJIE B COOTBETCTBHHM C  3akoHomarenscTBOM  Poccuiickoii  ®Dengepanuu
U MEXIYHApOIHBIMH jaoroBopamu Poccuiickoit ®epepauuu (cnmcok II), Ilepeuns
(mamee — HapKOTHYECKHE M IICHXOTPONHBIE JIEKapCTBEHHBIE Ipenaparsl cmucka II),
3a UCKIIOYeHHEeM HApKOTHYECKHUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENAapaToOB B BHIE
TpaHCIEPMAJIBHBIX TEPANEBTHUYECKUX CUCTEM U JIEKAPCTBEHHBIX IIPENapaToB, COAEPKAIUX
HApKOTHUYECKOE CPEICTBO B COYETAHUM C AHTArOHHUCTOM OIHMOUIHBIX PELIENTOPOB.

3. o penemnraM, BEIIMCAHHBIM Ha peleNTYpHBIX OnaHkax ¢opmel Ne 148-1/y-88,

OTIYCKAIOTCS
1) IICHXOTpPOIHEIE JIEKAPCTBEHHBIE [IPENAPAaTh, BHeCEHHBIE B CIIMCOK IICHXOTPOIHBIX
BEIIECTB,  06OpPOT  KOTOpPeIX B  Poccuiickoit ~ @exmepauuu  OrpaHuyeH

! Tlynkr 1 cratem 25 @epepanbHoro 3akona ot 8 suBaps 1998 r. Ne 3-03 «O HapKOTHUECKHX CPEACTBAX M ICHXOTPOIHBIX
pemecTrax» (CoOpaHue 3akoHOAaTeNnbCTBa Poccuiickoli @eaepamuy, 1998, Ne 2, cr. 219; 2016, Ne 1, cT. 28).

2 MMoamyHkT 5.2.178 mynkta 5 IMonoxxenua o MunmMcTepcTBe 3ApaBooXpaHeHMs Poccuiickoli ®enepanum, yTBEPKIEHHOTO
nocraHoBieHMeM IlpasutensctBa Poccuiickoit @eneparmu ot 19 mrons 2012 1. Ne 608 (CoOpanme 3aKkOHOZATENHCTBA
Poccutickoit ®enepammn, 2012, Ne 26, c1. 3526; 2017, Ne 52, ct. 8131) (manee — ITonoxeHne 0 MHHHCTEPCTBE).

3 Hommymxt 5.2.179 TIomoxenms o Munnctepctee (CoGpaHue 3akoHomaTenbcTBa Poccuiickoit @enepamum, 2012,
Ne 26, ct. 3526; 2017, Ne 52, c1. 8131).




U B OTHOIIEHUHM KOTOPBIX [OIIyCKAaeTCsl MCKIIOYEHHE HEKOTOPBIX Mep KOHTPOIA
B COOTBETCTBHM C 3aKOHOAATeIbCTBOM Poccuiickoit Depepauuu U MeXIyHaApOAHBIMU
norosopamu Poccuiickoit @enepanyu (crucok III), Ilepeuns (manee — MCHXOTPOITHBIE
JeKapCcTBeHHBbIe IIpenapaThl crucka I11);

2) HapKOTHYECKUE U IICUXOTPOIIHbIEe JIeKapCTBEHHBIE Mpemaparkl circka Il B Bume
TPaHCAEPMAJIBHBIX TEpalleBTUUECKUX CUCTEM M JIEKApCTBEHHBIE IIpeTaparkl, COAEPKaLIe
HapKOTHYECKOE CPENCTBO B COYETAHUM C AHTATOHUCTOM OMHUOUAHBIX PELENTOPOB;

3) nekapCTBEHHbIE IpenapaThl, H3rOTAaBIMBAEMbIE O PELENTY Ha JIeKapCTBEHHBIN
penapar ¥ CoOIepXKallye HapKOTHYECKOE CpEICTBO WM IICHXOTPOIIHOE BEHIECTBO,
BHeceHHOe B cnucok I Ilepedns, u npyrue dapmakomorudeckue akTHBHBIE BEIIECTBA
B 03¢, He IMpeBHINAIOMEH BBICIIYIO pPa30BYKD J03y, U IpPH YCIOBHH, 4YTO 3TOT
KOMOWHUPOBAaHHBIA  JIEKAPCTBEHHBI  mperapar He  SBSIETCS  HApKOTHYECKUM
WJIY IICUXOTPOIHBIM JIEKAPCTBEHHBIM IpenapaTomM cnucka II.

4.1Ipu oTIIycke HapKOTHYECKOTO0 M ICHUXOTPOIHOIO JIEKapCTBEHHOIO IIpenapara
ciucka Il Ha perente 00 OTIycKke JEeKapCTBEHHOrO IpernapaTa HPOCTaBISETCS Ie4aTh
anTeKW WIM anTeYHOrO0 IMyHKTa, B KOTOPOM YKa3aHO HX IIOJIHO€ HaUMEHOBAaHUE
(TIpu HaTM4KH NIe9aTH).

5. OctaroTcss ¥ XpaHATCSA y CyObeKTa pO3HHYHOM TOPrOBIM PEUEITH (C OTMETKOM
«JlexapcTBEeHHEII Tpenapar OTIYIIEH)) Ha:

1) HapKOoTHYeCKHe ¥ TCHUXOTPOMHEBIE JIEKapCTBEHHBIE IIpernapaTsl cnucka I,
IICUXOTPOIIHBIE JIeKapCTBEHHBIE MpenapaThl ciucka [II — B Teuenue msatu ner;

2) KOMOMHUPOBAaHHBIE JIEKAPCTBEHHBIE IIPENapaThl, COAEp)Kalllie HApKOTHYECKHE
CpencTBa WIM IICHXOTpOIIHBIe BemiecTBa, BHeceHHble B cmucku Il u III Ilepedns,
WU3rOTOBJIEHHBIE B alTE€YHOM OpraHM3alliy, JICKapCTBEHHBIC Iperaparsl, ITOMJIEXKaIHe
IIPEeIMETHO-KOJMIECTBEHHOMY y4Y€eTy, — B TCUCHHUE TpeX JIeT.

Yka3aHHbIE JIeKapCTBEHHBIE NIPENapaThl, IpeAHA3HAYEHHBIE AJIs] IPaXKiaH, AMEIOIINX
IIpaBO Ha IIOJydeHHe JIEKApCTBEHHBIX IPEIapaToB, OTIIyCKaeMBIX O€CIUIaTHO WM CO
CKHIIKOM, OTITyCKAalIOTCA IIpH IpPENBSIBICHHH pPELENTa, BBINMCAHHOIO HAa PELIENTYPHOM
omanke hopMbr Ne 148-1/y-88, u pelienTa, BEIIUCAHHOTO Ha pelleNTypHOM OJ1aHKe GOpMBI
Ne 148-1/y-04(xn).

6. OTIlyCK HApKOTHYECKUX H IMCHUXOTPONHBIX JIEKAPCTBEHHBIX IIpErapaToB
OCYIIECTBIACTCS (hapMalleBTHYECKUMH U MEIULUHCKAMHU pabOTHHKAMH, 3aHUMAIOIUMU
JIOJDKHOCTH, BKIIIOYEHHBIE B TepedueHb AODKHOCTEHN (apMaleBTUUECKUX U MEANIMHCKUX
pabOTHUKOB B OpraHH3alMsIX, KOTOPHIM NPEAOCTABIECHO IPaBO OTIyCKa HAPKOTHYECKHX
JIEKApCTBEHHBIX IMPENapaToB U ICHXOTPOIHBIX JIEKApCTBEHHBIX IIPENapaToB (PU3HIECKAM
nunam?.

7. HapkoTHueckne © IICUXOTpPOIIHBIE JIEKapCTBEHHbIE IIpenapaTel cnucka II,
3a HMCKJIIOYEHHEM JIEKapCTBEHHBIX IPENaparoB B BHUIE IUIACTBIpEd U JIEKApCTBEHHBIX
IpernapaTroB, COAEPXKaIllMX HApKOTHYECKOE CPEACTBO B COYETaHHH C AHTarOHHUCTOM

‘Tlogmyukr 5.2.176 Tlomoxemuss o Munuctepcree (CoOpanme 3akoHomatensctBa Poccmiickoit ®eaepamum, 2012,
Ne 26, ct. 3526; 2015, Ne 23, ct. 3333).




OIMOMIHBIX PELEIITOPOB, OTIYCKAIOTCS IIPU IPEIBABICHUN JOKyMEHTA, yIOCTOBEPSIONIETO
JINYHOCTD, JIMIY, YKa3aHHOMY B pEIIElTe, €ro 3aKOHHOMY IPEACTABUTENIO° WM JIHILY,
uMeromeMy O(OPMIEHHYI0O B COOTBETCTBUH C 3aKOHOJATEIsCTBOM Poccuiickoii
@enepallud JOBEPEHHOCTh Ha MPaBO MOMYyYEHUS TaKHX HAPKOTHUECKUX M IICHXOTPOITHBIX
JIEeKapCTBEHHBIX MpEnaparoB.

IIpu HeBO3MOXHOCTU OPOPMIIEHH HHKYpabeTbHBIMKM 0OJIEHBIMU Ha 3aBEPIIAIOIIEM
aTamne )XU3HU JOBEPEHHOCTHU Ha IIPaBO NOJYUYeHH YKa3aHHEIX B ab3alle IIepBOM HACTOSIIETO
IIyHKTa HApKOTHYECKMX W ICHUXOTPONHBIX JIEKAPCTBEHHBIX IMpENapaToB TaKWe
JIeKapCTBEHHBIE penapaThl OTIYCKAIOTCS MHBIM JIMIIaM, OCYIIECTBISIOIIUM YXO/T 32 HUMH,
IIpH IIPEIBABICHIN OJHOBPEMEHHO C PEIENITOM Ha JIEKapCTBEHHBIN Mpernapar TOKyMeHTa,
YAOCTOBEPAIOIIEr0 JIMYHOCTh, M JOKyMEeHTa, TMOATBEP)KIAIOmEro HHKypabenpHOe
cocTosiHue O0NBHOTO, COlepXKAIllero CBEEH S O JUIlE, KOTOpOe MOJIydaeT JeKapCTBEHHBIE
mpenapartsl mo perenty (pamuius, uMs, oT4ecTBO (MIPH HANIWYHMM), BHUI, cepHs U (WIH)
HOMEp JOKyMEHTa, YJOCTOBEPSIOIIEro JMYHOCTD), 3aBEPEHHOr0 MOANKCHIO U MEYATHIO
MEIUIIMHCKOT0 pabOTHHKA, & TAKXKE I1eYaThI0 MEAUIIMHCKOW OpraHu3alHH.

JloKyMeHT, TOATBEpXKIAIONIMK HHKypabenbHOe COCTOSHHE OOJNBHOIO, OCTaeTcs
B anTE€4YHON OpraHU3alvH.

8. HapkoTuueckrne W TICUXOTPOIIHBIE JIeKapCTBEHHBbIE Ipenaparhl cmucka I
(32 HCKITIOYEHHEM JIeKApCTBEHHBIX IIPENapaToB B BUJAE IUIACTHIped K JIEKapCTBEHHBIX
IIpernapaToB, COAEPXKAIIUX HApKOTHYECKOE CpPEICTBO B COYETAaHHMH C aHTAaroHHUCTOM
OMMMOUAHBIX PELENTOpOB), IIpelHa3HaueHHble M TpaxiaH, HMEIONMX IpaBO Ha
OecIiaTHOE TIOJy4YeHHWE JIEKAPCTBEHHBIX IIPEMapaToB WM IONyYeHHE JIEKapCTBEHHBIX
IIpernapaToB CO CKUAKOW, OTIYCKAalOTCA NpHU MPEeAbABIEHUU pelenTa, BHIMMCAHHOTO Ha
peuentypHoM Onanke dhopmer Ne 107/y-HII, u peuenta, BHIIMCAaHHOIO Ha pelENTYPHOM
onanke popmer Ne 148-1/y-04(i).

9. Ilocie oTmycka HapKOTHUYECKHX U ICHUXOTPOIHBIX JIEKApPCTBEHHBIX IMPENaparoB
cuucka II, B TOM wumclie B BHAE TPAaHCACPMAIbHBIX TEPANEBTUUECKUX CHCTEM
M JIEKQpPCTBEHHBIX IIPErapaToB, COAEPXKANUX HAPKOTHYECKOE CpPEICTBO B COYETAaHUHU
C QHTAaroOHHCTOM OITHOMIHBLIX PEIeNTOPOB, IICHXOTPOIHBIX JIEKAPCTBEHHBIX INpEnaparoB
cuucka III muiy, nomyumBIIeMY JeKapCTBEHHBIN IIpemapaT, BBIAeTCS CHUTHATypa
C JKEJITOH MOJIOCOH B BepXHEH YaCTH U HAKUCHIO YepHBIM MIpU@TOM Ha Heil «Curnartypay,
B KOTOPOI1 YKa3bIBAIOTCS:

1) HauMeHOBaHHE W aApeC MECTOHAXOXJEHHUS aNTeKH, alTe4YHOro IIyHKTa,
MEIUIITHCKOM opraHu3anui, 000c00aeHHOr0 IoApa3AeNieHUs MEIULIMHCKON OPraHU3alHHY;

2) HOMep U JiaTa BHIIMCAHHOIO PELeNTa;

3) bammnus, UM, OTU4eCTBO (TMPH HAIWYHMM) JIMIA, AJS KOTOPOro IpeJHa3HaueH
JIeKapCTBEHHBIHN IIperapar, ero Bo3pacr;

4) HOMep METUITMHCKOM KapThl IMaIeHTa, MOJIy4arollero MEeJUIHUHCKYIO ITOMOIIb
B aMOyJIaTOPHBIX YCIIOBHSX, AJIS KOTOPOTo MpeJHa3HauYeH JIEKapCTBEHHBIH IIpenapar;

5 B OTHOLICHHHM II¥l[a, YKa3aHHOTO B 4acTu 2 cratbu 20 ®epepansHoro 3akoHa Ne 323-@3 (CobpaHne 3aKOHONATENHCTBA
Poccuiickoit denepanum, 2011, Ne 48, c1. 6724).
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5) pammins, uMs, OT4ecTBO (IIPM HAIWYMH) MEAHIMHCKOro paboTHMKA,
BBIMMCABIIETO pEIENT, €ro KOHTAKTHBIM TenepoH b0 TenedoH MeETUIMHCKOMN
OpraHu3aluy;

6) comepiKkaHme pelenTa Ha TaTHHCKOM SI3BIKE WIIM PyCCKOM S3BIKE,

7) bamuius, ©MsL, OTUYeCTBO (Y HAIMYHH) U NOANMCH (apMaleBTHYECKOro WU
MeIUITHHCKOT0 pabOTHUKA, OTIyCTUBILEIO JIEKAPCTBEHHBIN IIpeIapar;

8) maTa OTIyCKa JIEKapCTBEHHOTO IIpenapara.

10. 3anpemaercs OTIMycK CyOBEKTOM pPO3HMYHOH TOProBIM [0 peLentam
BETEPMHAPHBIX OpraHW3allii HApKOTHYECKMX M IICHMXOTPOIHBIX JIeKapCTBEHHBIX
IIpernapaTos.




[Tpunoxxenue Ne 3
K IpuKa3zy MUHHCTEpCTBA 30PaBOOXPAHEHH
Poccuiickoit @enepanun

oT «%)M@Z&/ Z% 2021 r. NQM//

Hopsagox
OTIYCKA ANTEYHBIMH OPraHH3aNHAMH HMMYHOOHO0JIOrHYECKHX
JIeKapCTBEeHHbIX NPENapaToB

1. OTmyck MMMYHOOHOJNIOTHYECKHUX JIEKapCTBEHHBIX IIPENapaToOB OCYIIECTBIIAETCS
allTeYHBIMM OPraHU3AlMAMH W HHAWBUAYATbHBIMU IPEANPHHHUMATEIAMH, HMEIOIIUMH
JMIEH3MI0O Ha (apMaleBTHIECKYI0 AeATelIbHOCTh, MEIULIMHCKUMH OpraHU3alusMH,
AMEIOIMMH JIMLEH3MI0 Ha (apMaleBTHYECKYIO NesATeNIbHOCTh, U HX 000COOJICHHBEIMU
noapasaeneHusamMu (aMOynaTtopusMu, (enpamepckuMu U GenbAlIepCKO-aKyepCKUMU
IlyHKTaMM, LeHTpaMi (OTAeleHusMH) oOmel BpadeOHOH (ceMelHOH) IIPaKTHKH),
PAaCIOJIOKEHHBIMI B CEIBCKUX IIOCENCHHAX, B KOTOPHIX OTCYTCTBYIOT anTeYHBIC
opraHmsanum, Oe3 petlenta W (WIM) IO peLENTy Ha JIEKAPCTBEHHBIA IIpemapar,
o(OpMIIEHHOMY MEAUIUHCKIMH PaOGOTHUKAMH ([ajiee — PELENT).

2. IIpu oTIycke UMMyHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Ipemnapara Ha perernTe

WIIH KOpEIIKe perieNTa, KOTOPBI OCTaeTcsl y JIMIa, IPHOOPETAIOMEro (IOJIyqalomero)
JNIeKapCTBEHHEIH IIperapar, yKasbBaeTcsi TO4HOe BpeMs (B Yacax M MHUHYTax) OTIIyCKa
JIEKapCTBEHHOTO Npernapara.

3. OTmyck MMMYHOOHOJIOTMYECKOro JIEKapCTBEHHOTO Ipemnapara OCyIIECTBISACTCA
nuIy, mpuobperaroineMy (IONydaromeMy) JI€KapCTBEHHBINM IpenapaTr, NpH HaIWIUU
y HEro CIELHAIbHOTO TEPMOKOHTEHHepa, B KOTOPHIM IIOMEIIAETCH JIeKapCTBEHHBIN
Tpenapar, WIM BO3MOXHOCTH IPHOOpETeHHS B aNTEYHOH OpraHM3allid HEOOXOAMUMBIX
CPEJICTB JUIs TPAHCIIOPTHPOBKY (TepMOKOHTEHHED, X/1a03A€MEHTHI).

4. Jluny, npHoOpermieMy HMMYHOOHONIOTMYECKHH JIEKapCTBEHHBINM Mpemapar,
pa3bsiCHAETCS HeoOXOAMMOCTh JOCTaBKM JEKAPCTBEHHOrO IMpernapara B MEIULIHHCKYIO
OpTaHM3alMIO B CPOKH, HE NPEBHIINAIOIINE CPOKU MOAepXKaHusa pabouedl TeMIepaTyphl
CPEeICTB TPaHCIIOPTUPOBKH, YKa3aHHbIE B HHCTPYKIIUH.




