<16> Ilocrtanosnenune IIpaBurennbctBa Poccuiickoit @eneparuu ot S5 masg 2018 r. N 555 "O
€IMHOM ToCcyIapcTBEHHON HH(OpMAIMOHHOW cucteMe B chepe 3apaBooxpanenus’ (Cobpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 2018, N 20, ct. 2849; 2021, N 25, ct. 4814).

Texnnueckune TpeOoBaHHA K MHOOPMAIMOHHOMY OOMEHY MEX[Iy anTeuyHOW OpraHu3alued H
CHCTEMOH, B TOM 4Hcle TpeOoBaHMA K HACHTU(UKAIMM perenta B (GopMe 3IEKTPOHHOIO
JOKYMEHTa U JIMLA, OOpaTUBIIETOCs 3a OTITyCKOM Jie3apeructpupoBanHo B Muniocre Poccun 30
HOs10pst 2021 1. N 66142

MHUHHUCTEPCTBO 3IPABOOXPAHEHUSA
POCCUMCKOHN ®EJEPALINA

ITPUKA3
ot 24 Hos10pa 2021 . N 1093

OB YTBEPXXJEHUU TPABUJI OTITYCKA
JEKAPCTBEHHBIX IIPEITAPATOB J1JI51
MEJUIIMHCKOI'O IPUMEHEHUS AITEYHBIMHU
OPTAHM3ALIMSIMU, UHINBUIYAJIbHBIMU
NPEJANNPUHUMATEJISIMA, UMEIOILIUMHA
JULEH3UIO HA OCYIIECTBJIEHUE
®APMAIEBTUYECKOH JESATEJIBHOCTH,
MEJUIIMHCKUMU OPTAHU3ALIUSIMU,
UMEIOIIUMHU JUMIIEH3UIO HA OCYIECTBJIEHUE
®APMAIEBTUUYECKOH JEATEJIBHOCTHU, U UX
OBOCOBJIEHHBIMHU MMOJPA3AEJEHUSMU
(AMBYJIATOPUSIMHU, ®EJBIAIEPCKUMHU U
®EJBIINEPCKO-AKYIIEPCKUMMU IYHKTAMMN,
IHEHTPAMMU (OTAEJEHUSIMHA) OBIIIEA BPAYUEBHOHN
(CEMEHHOMW) MTPAKTUKH), PACIOJIO)KEHHBIMU B



CEJBbCKHUX NOCEJIEHHUAX, B KOTOPbBIX
OTCYTCTBYIOT AIITEYHBIE OPTAHU3ALIUU, A
TAKXE TPABUJI OTITYCKA HAPKOTHYECKUX

CPEACTB U ICUXOTPOIIHBIX BEHIECTB,
SJAPETUCTPUPOBAHHBIX B KAYUECTBE
JIEKAPCTBEHHBIX ITPEITAPATOB J1JIA

MEAUIIUHCKOI'O ITIPUMEHEHUA,
JIEKAPCTBEHHBIX ITPEITAPATOB JJIA
MEIULHAHCKOI'O IPUMEHEHUSA, COAEP/KAILIIUX
HAPKOTHYECKHUE CPEACTBA U IICUXOTPOIIHBIE
BEHIECTBA B TOM YUCIJIE ITOPAAKA OTITYCKA
AIITEYHBIMHA OPTAHUSALIUAMU
NUMMYHOBHOJJIOI'MYECKUX JIEKAPCTBEHHbIX
ITPEITAPATOB

B coorBerctBuM ¢ myHKTamu 2 u 3 ctatbu 55 PenepanbHoro 3akoHa or 12 ampens 2010 . N
61-®3 "O6 obpamenun nexkapcTBeHHBIX cpenacTB" (CoOpanne 3akoHOAarenbcTBa Poccuiickoi
Oenepanuu, 2010, N 16, ct. 1815; 2013, N 48, ct. 6165; 2016, N 27, ct1. 4238), ¢ moANyHKTaMH
5.2.165, 5.2.169 u 5.2.183 nynkra 5 IlomoxxeHuss o MuUHUCTEPCTBE 3IpaBOOXpPaHEHMSI
Poccuiickoit  @epepanuu, yTBepKIeHHOro mnoctaHoBieHrueM IIpaButenbctBa Poccuiickoit
Oenepamuu ot 19 urons 2012 . N 608 (Cobpanue 3akoHonarensctBa Poccuiickoit deneparnumy,
2012, N 26, ct1. 3526; 2014, N 37, cT. 4969; 2017, N 33, cT. 5202), npuka3biBaro:

1. YTBepauTs:

[IpaBuna oTmycka JI€KapCTBEHHBIX MPENaparoB Ui MEAMIIMHCKOTO MPUMEHEHHUS anTeYHbIMU
OpraHM3alysIMK, WHAUBUAYAIbHBIMU MPEANPUHUMATEISIMH, HMMCIOIIMMU JIMICH3UIO Ha
OCyIleCTBIICHHE  (hapMaleBTUUECKON  JEATETbHOCTH, MEIUIMHCKUMU  OpraHU3alMsIMHU,
UMEIOLIUMH  JIMIIEH3UI0 Ha OCYUIECTBICHHE (DapMalleBTUYECKOW NIEATENbHOCTH, U HUX
000CO0IEHHBIMUI MoJipa3aeIeHUsIMU (ambymnaropusimu, (henpamepCKuMu u
(benpaImepcKo-aKymepCcKUMH  MYHKTaMHu, IeHTpaMu  (OTACJIICHUsIMH) OOIIel  BpaueOHOM
(cemeifHOI) MPaKTUKH), PACIIONOKEHHBIMU B CEIBCKUX TMOCEJICHHSX, B KOTOPHIX OTCYTCTBYIOT
anTeuHbIe OpraHu3aluu, cortacHo npuwiokenue N 1 (nanee - mpaBuia);

HpaBI/IJ'Ia OTITyCKa HAPKOTHUYCCKHUX CPECACTB U ICHUXOTPOIIHBIX BCUICCTB, 3aPCTUCTPUPOBAHHLIX B
Ka4CCTBC JICKAPCTBCHHLIX MPCHaparoB AjId MCOAULNUHCKOIO TIPUMCHCHUA, JICKAPCTBCHHBIX
mnmpenaparoB Mjiid MCEIUOHUHCKOTO MNPHUMEHCHHA, COACPKAIIUX HAPKOTHUYCCKHUE CpCACTBA U
MCHUXOTPOITHBIC BEHICCTBA, COITIACHO IMPUIOKCHHUIO N 2;

HOprI[OK OTIIyCKa AallTCYHbBIMHU OpraHu3alusaIMnu I/IMMYHO6I/IOJ'IOFI/I‘ICCKI/IX JICKaAPCTBCHHBIX
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MpenaparoB COMIACHO MPHIOKEeHHIO N 3.
2. [Tpu3Harh yTpaTUuBIIUMHU CHITY:

npuka3 MuHHCTEpPCTBA 3APaBOOXPAHEHUs U COLMAIIBHOTO pa3BuTus Poccuiickoit Peaepannn 0T
26 aBrycta 2010 . N 7351 "OG0 yTtBepxkaennn [IpaBuit oTmycka JIeKapCTBEHHBIX TPETapaToB s
MEAMIMHCKOTO TPUMEHEHUS MEIULMHCKMMM OpraHu3alusM{, HMEIOUIMMH JIMIEH3UI0 Ha
(hapMaLeBTUUECKYIO AESITEIbHOCTb, U UX 000COOIEHHBIMH MOApa3ieIeHUsIMH (aMOyIaTopusiMu,
denpamepckuMu U (penpAImepcKo-aKyepcKuMU MyHKTaMU, HEHTpaMu (OTIEICHHUSIMH) 001ei
BpaueOHON (CeMEHHO) MPaKTUKH), PACIOIIOKEHHBIMA B CEIBCKUX TOCENECHUSX, B KOTOPBIX
OTCYTCTBYIOT alT€YHbIE oOpraHu3anuu" (3aperucTpupoBaH MMHHCTEPCTBOM  FOCTHUIIUU
Poccuiickoit denepannu 28 centsiops 2010 ., peructpanuonssiii N 18575);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepaunu ot 11 mrons 2017 ©. N 403u
"O6 ytBepxkaeHun IlpaBui OTmycKa JIEKapCTBEHHBIX NpenaparoB Uil MEIMIUHCKOIO
MIPUMEHEHUS, B TOM 4YHCIIE UMMYHOOHOJIOIMYECKUX JEKApCTBEHHBIX MPENaparoB, alTeYHbBIMU
OpraHu3alysIMM, WHAUBUIYAJIbHBIMM HPEANPUHUMATEIIMH, HUMEIOIUMH JIMLIEH3UI0 Ha
(bapManeBTHYECKYIO JesITeIbHOCT" (3aperucTpupoBaH MUHUCTEPCTBOM roCcTULIMN Poccuiickoit
Oenepaunu 8 centsadbps 2017 r., peructpaunonusiii N 48125);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepannn ot 7 ntons 2020 . N 6831 "O
BHeCceHNHM w3MeHeHWi B [IpaBmia oTmycka JIeKapCTBEHHBIX IpENapaTroB Ui METUIIMHCKOTO
NPUMEHEHHS, B TOM 4YHCIE MMMYHOOMOJIIOTHYECKHUX JIEKaPCTBEHHBIX IMPENapaToB, alTEUYHbIMU
OpraHu3alMsIMHM, WHAWBHIYaJIbHBIMH MNPEANPUHUMATEISIMH, HWMCIOIIUMH JIMIECH3UI0 Ha
(bapMaleBTUYECKYIO JIeATENbHOCTh, YTBEPKICHHbIE TPHKa30M MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickont @enepanuu ot 11 wmrons 2017 . N 403n" (3apeructpupoBan MuHHCTEPCTBOM
tocturu Poccuiickoit @enepanun 14 oxtsiops 2020 r., peructparmonssii N 60370).

3. Hacrosmuii npuka3 Bcrynaer B cuily ¢ 1 mapra 2022 r. u aeiictByet 1o 1 mapra 2028 r, 3a
uckirodeHneM myHkta 12 [IpaBui oTIycka JEKapCTBEHHBIX IPENaparoB IS MEIMIIUMHCKOTO
IPUMEHEHHUsS  aNTE€YHbIMM  OpPraHM3ALMsAMH, HMHIUBUAYAJIbHBIMH  MPEANPUHUMATEISIMH,
MMEIOIIMMU JIMIEH3UIO Ha OCYILECTBICHUE (apMalleBTUUECKONW NEATETbHOCTH, MEIUIIMTHCKIMU
OpTaHU3aIMsIMHA, IMEIOIIMMH JIMIICH3HIO Ha OCYIIECTBICHNE (PapMaleBTHUECKON NeATEILHOCTH,
U uX O000COONEHHBIMU  MOApa3AeNeHUusIMU  (aMmOyrnaTtopusiMu,  (QeNbIUIEpCKUMU U
(benpamepcKo-akyIepCKUMHA ~ ITYHKTaMH, IICHTpaMu  (OTHEJICHHUSIMH) O0Ommell  BpadeOHO
(ceMelHOMN) MPaKTUKH), PACIOJIOKEHHBIMH B CEIbCKUX MOCEIEHUSAX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OPraHMU3alUH, YTBEPKACHHBIX HACTOSAIIMM IMPHKAa30M, KOTOPbIM BCTymaeT B cuiy ¢ 1
Mmapta 2022 r. u pevictByer a0 1 centsopsa 2022 rona.

Munucmp

M.A. MYPALIIKO

Ipunoowcenue N 1

K npuxazy Munucmepcmea 30pagooxpaHenuis.
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Poccuiickou @edepayuu

om 24 nosops 2021 2. N 1093H

ITPABUJIA

OTIIYCKA JIEKAPCTBEHHbIX IPEITAPATOB 1JIAA
MEIULHUAHCKOI'O IPUMEHEHUA

I. O0mue TpedOBaHUA K OTILYCKY JIEKAPCTBEHHBIX NMPENapaToB AJsi
MEIUIUHCKOI0 PUMEHEeHU

1. Ornyck JIeKapCTBEHHBIX MpENaparoB JUIsl MEIUIMHCKOIO NPUMEHEHHus (Janee -
JICKapCTBEHHBIC npenaparsl) OCYIIECTBIIICTCS anTeYHBIMA OpraHHU3aIUsIMHU "
WHAUBUAYATbHBIMU TPEANPUHUMATENIMUA, WMEIONIMMH JIMLEH3UI0 Ha (papMarieBTUYECKyIo
NEeSTENIbHOCTh, MEAUIIMHCKIME OPTaHU3aIUsIMU, UMEIONUMU JTUICH3UIO Ha apMaIieBTHIECKYIO
NEeSATEILHOCTh, U UX 000COOJEHHBIMU TTOpa3aeiacHUsIMU (aMOynaTopusiMu, HeTbIIIepCKUMU U
(benpamepcKo-akKyepCKUMU ~ ITyHKTaMH, IIeHTpaMu  (OTHEJCHHsIMH) 0oOmeil  BpaueOHO
(ceMeifHOM) MPaKTUKH), PACIIONIOKEHHBIMUA B CEIBCKUX IMOCEJICHHIX, B KOTOPBIX OTCYTCTBYIOT
anTeUHbIE OpPTaHM3alnu (J1anee - CyObeKThl PO3HUYHOW TOProBin), 6e3 perenTta <I1> u (Uiau) mo
perenTty Ha JIeKapCTBEHHBIH mpemapar, O0GOpPMICHHOMY <2> MEIUIIMHCKUMH pPaOOTHHKAMH
(mamee - pement), a Takke MO TPEOOBAHWUIO METUIIMHCKON OpraHW3anuud <3> I anTeYHON
OpraHu3aIii.

n_.n

<1> Hoanyskr "u" nmyHkra 5 yactu 4 crareu 18, moamyHkT "K" myHkra 1 yactu 1 crareu 33
®enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®D3 "O6 obpareHNH JeKapCTBEHHBIX CpeCTB"
(CoOpanne 3akoHomarenbcTBa Poccuiickoit ®enepauuu, 2010, N 16, ct. 1815) (mamee -
®enepanbHblil 3akoH N 61-D3).

<2> llogmynkr 5.2.179 [Ilonoxenus o MuHucrepctBe 3apaBooxpaHeHus Pocculickoi
@enepanny, yTBEpKAECHHOTO noctaHoBieHueM [IpaBurtenscrBa Poccuiickoit denepanuu ot 19
utoHs 2012 . N 608 (Cobpanue 3akoHomarenbctBa Poccuiickoit @enepamum, 2012, N 26, crT.
3526; 2017, N 52, ct. 8131) (manee - [Tonoxxenue o MuHUCTEpPCTBE).

<3> Ilyskr 54 crarbu 4 @enepanpHoro 3akoHa N 61-D3 (Cobpanme 3aKOHOJATEIIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456).

2. OTHyCK JICKAPCTBCHHBIX IMIPCIIapaToB oe3 PCUCIITOB OCYIICCTBIIACTCA:

1) anTexkaMu, OCYIIECTBISIONIMMHI POSHUYHYIO TOPTOBIIO (OTIYCK) JIEKAPCTBEHHBIX IPENapaToB
HACEJICHUI0, M aNTeKaMH KaK CTPYKTYPHBIMH MOApa3AeICHUSIMH MEIUIIMHCKON OpraHu3alun
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(manee - anTexun);

2) anTeYHbIMH IMyHKTaMH, B TOM YHCJIE€ KaK CTPYKTYPHBIMH TOIPA3ACICHUSIMHU MEIUITUTHCKOM
OpraHu3aluy (Jajee - alTeYHble MyHKTHI);

3) aAlITCYHBIMH KMOCKaMU,

4) MHIUBUIYAIbHBIMUA TPEINPUHUMATEISIMU, UMEIONIUMHU JIMIICH3UI0 Ha (hapMaleBTUYECKYIO
NEeATEIBLHOCTH (J1aiee - MHANBUAYATbHBIN IPEIITPUHUMATEIb);

5) MEOUIMHCKUMHU  OpTraHW3alUsIMH, HWMEIONUMHU JIUICH3WI0 Ha  (apMareBTUICCKYIO
JeSITeTbHOCTh, U MX 000COOJNICHHBIMH TOIPA3ICICHUSIMH (aMOyIaTopusiMu, (HebaIIepCKUMH |
(benpamepcKo-aKyepCKUMHA ~ IIYHKTaMH, IIeHTpaMu  (OTHEJICHHsIMH) 0Ommell  BpadeOHO
(ceMeifHOM) MPaKTUKH), PACIIOIOKECHHBIMUA B CEIBCKUX IMOCEICHHIX, B KOTOPHIX OTCYTCTBYIOT
anTeYyHbIe OPTraHU3aIUK (Jajiee COOTBETCTBECHHO - MEIUIIMHCKUE OpPTaHU3aIluK, 000CO0ICHHbIE
MOJpA3ICICHIS] MEIUITMHCKUX OpTaHW3aIfii), MEepeYeHb KOTOPBIX YTBEPKIACTCS OpraHaMu
WCIIOJTHUTENILHOM BIacTH cyobekTa Poccuiickoit deneparmm <4>.

<4> Yactb 5 crateu 55 depepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOIATENHCTBA
Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; 2020, N 14, cT. 2035).

3. OTmyck JeKapCTBEHHBIX MPENapaToB MO PELenTaM OCYIIEeCTBISIETCS:
1) anrekamu;
2) anTeYHBIMH ITyHKTaMH;

3) MHAMBUIYaILHBIMY MPEANPUHUMATEISIME (32 UCKITIOYCHUEM OTITYCKa HAPKOTUYECKUX CPEACTB
Y TICUXOTPONHBIX BEIIECTB, BKIIOUEHHBIX B MEPEUYCHb HAPKOTUYECKUX CPEACTB, MICUXOTPOITHBIX
BEIIECTB M MX MPEKYpPCOPOB, MOIJIeKalInX KoHTponto B Poccuiickoit denepanuu <5> (manee
COOTBETCTBEHHO - [lepeueHb, HAPKOTUYECKHUE U TICUXOTPOITHBIC JIEKAPCTBEHHBIE ITPETNaparhl);

<5> IlyHkr 2 crtarbu 2 ®enepanbHOro 3akoHa ot 8 sHBaps 1998 . N 3-03 "O HapKOTHUECKHX
cpeacTtBax M mcuxoTponHblx BemectBax" (CoOpanue 3akoHojarenbcTBa Poccuiickoit
®enepanun, 1998, N 2, ct. 219; 2016, N 27, ct. 4238) (nanee - ®enepanbubiii 3akoH N 3-D3).

4) METUIIMHCKUMHU OpTraHM3alMsIMH M OO0OCOONICHHBIMH IOIPA3ACICHUSIMU MEIUIIMHCKIX
OpraHu3aIuii.

4. Tlo peuenTtaM, BBIMMHCAHHBIM Ha peUENTypHBIX OiaHkax ¢opmbl N 148-1/y-88, ormyckarorcs
<6> JIeKapCTBCHHBIC IIpEenaparbl, BKIIOYECHHBIC B IIEPEUEHb JIEKAPCTBCHHBIX CPEICTB IS
MEIUIUHCKOTO MPUMEHEHHs, MOUIeKAIUX IPEIMETHO-KOJIMUYECTBEHHOMY Yy4eTy (xanee -
JIEKapCTBEHHBIE NpenapaThl, BKIIOYEHHbIE B iepeueHb [IKY) <7>.

<6> [loanyHKT 5.2.179 Tlonoxenust o Munuctepcrse (CoOpanue 3akoHOIaTEIbCTBA Poccuiickoit
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®enepanuu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

<7> Hoamyskr 5.2.171(1) Ilonoxenuss o MunucrepctBe (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

VYka3zaHHbIE JIEKAPCTBEHHBIC TpeEnaparbl, MpeIHa3HAYCHHbIC ISl TPAKIaH, UMCIOIIUX MPaBO Ha
MOJyYEHHUE JIEKAPCTBEHHBIX MPEMaparoB, OTMYCKAEMbIX OECIUIATHO WM CO  CKHIKOM,
OTITYCKAIOTCS MPH TPEIBSIBICHUN PEIeNTa, BBIMHCAHHOTO Ha perentypHoM Omanke (hopmbl N
148-1/y-88, u penenta, BRITUCAHHOTO Ha perienTypHoM OnaHke ¢popmbl N 148-1/y-04(i).

5. Ilo pemnentam, BBHIMMCAHHBIM Ha pelenTypHbIX OnaHkax Gopmbr N 148-1/y-04(x),
OTIYCKAIOTCSl JICKAPCTBEHHBIC MpEnaparhl, BHINKACHIBAEMBIC TPaXKAaHAM, UMEIOIIMM IPaBO Ha
OecrulaTHOE TIONMYYECHHE JIEKApPCTBEHHBIX IIPENaparoB WM IIOMYYCHHE JIEKaPCTBEHHBIX
IpernapaToB CO CKUIKOW (Jajiee - JIeKapCTBEHHBIE MPEnapaThl, OTIyCKaeMble OECIUIaTHO UIIH CO
CKHJIKOH).

6. Ilo peuenTtam, BBIMMCAHHBIM Ha peleNnTypHbIX OnaHkax ¢opmbel N 107-1/y, oTmyckaroTcs
UHBbIE JIEKApCTBEHHBIE IIpenaparbl, HE YyKa3aHHble B NyHKTe 4 Hacrosmux IlpaBun, u 3a
UCKJIFOYEHHEM JIEKaPCTBEHHBIX MIPENapaToB, OTIYCKAaeMbIX 0e3 perenrTa.

7. KoMOMHHMpOBaHHBIC JICKAPCTBEHHBIC TMpermaparbl IS  MEAMIIMHCKOTO MPUMEHCHHS,
cozep Kalre KpoMe MaJIbIX KOJMYECTB HAPKOTHYECKUX CPEICTB, ICHXOTPOIHBIX BEIIECTB U UX
NPEeKypcopoB Jpyrue (HapMakoJIOTMYCCKUE aKTHBHBIC BEIIECTBA, OTIYCKAIOTCS anTeKaMH,
anTeYHBIMA TMYHKTAMH W WHIMBHIYaJbHBIMH MPEAMPUHAMATEISIMA, UMCIOIIUMH JINICH3UIO Ha
(bapMaIeBTHIECKY0 JeSTeIbHOCTh, MO PpEIeNnTaM, BBIMHCAHHBIM Ha PELENTYPHBIX OJaHKax
dopm N 107-1/y m N _148-1/y-88 <8>, kpome TeX JEKapCTBEHHBIX IPEHApaToOB, KOTOpPHIE
OTITYCKAarOTCs O€3 perenTa.

<8> Yactp 6 cratbu 55 denepanpHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOIATENHCTBA
Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165).

8. ITlo pementam B (¢dopMe DSIEKTPOHHOTO JOKYMEHTa C HCIIOJIb30BAaHUEM YCHIICHHOM
KBATU(HUIIMPOBAHHOM D3JIEKTPOHHOM TMOAMUCH MEIUIIMHCKOTO pabOTHHMKA (Jayiee - perent B
(dbopMe PIEKTPOHHOTO JOKYMEHTa) OTIYCKAIOTCS BCE JICKApPCTBEHHBIE Mpernaparhl, YKa3aHHBIE B
nyHkrax 4, 5, 6, 7 nacrosmux [IpaBui.

9. MeaumuHcKue opraHu3anv " 000Cc00ICHHBIC noapasacJICHUs MCOULUHCKUX OpFaHI/I3aI_II/II71
TAKKC MOT'YT OTITYCKaThb:

1) nekapcTBeHHBIC TpenapaThl, BKIOUCHHbIC B TiepeueHb [1KY, BbIMMCaHHBIC HA PELENTYPHBIX
onmankax popmber N 148-1/y-88;

2) JexkapCTBEHHBIE IMpemaparhl, BKJIIOUEHHbIE B llepedeHb IEKapCTBEHHBIX MPENaparos,
OTITyCKaeMBIX IO perentaM Bpada (Qenpaniepa) Mpu OKa3aHUH JOMOJHUTEILHOW OecIiaTHON
MEAMIIMHCKOM TOMOIIM OTAEIbHBIM KAaTETOpHsIM TpaxkJaH, MMEIOLIUM IPaBO HA MOIy4YeHUE
rOCyJapCTBEHHOM COIMAIBLHOM MOMOIIH, a TAKKE UHbIE JIEKAPCTBEHHBIE CPEJICTBA, OTITYCKAEMbIE
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OecIUIaTHO WIIM CO CKUJIKOM, BBIITMCAHHbIE HA pelenTypHbIX OnaHkax ¢popmbl N 148-1/y-04(1).

10. Otmyck JieKapCTBEHHBIX MpenaparoB, HE YyKa3aHHbIX B MNyHKTax 4, 5, 6, 7 HacTOAIIMX
[IpaBus, B COOTBETCTBUH C UHCTPYKLUUSAMH MO UX MEAUIIMHCKOMY IPUMEHEHUIO OCYIIECTBISIETCS
0e3 perenToB.

11. OTnyck neKapCTBEHHBIX IPENaparoB OCYIIECTBISETCS B TEUYEHUE YKAa3aHHOIO B pPELIENTE
CpOKa €ro JIeHCTBUS Npu 00pallleHnH JIULa K CyObEeKTy pO3ZHUYHON TOPTOBIIH.

12. B ciyuae oOTCyTCTBHS Yy CyOBEKTa PO3HMYHOW TOPrOBIM JIEKAPCTBEHHOIO Mperapara,
YKa3aHHOTO B pelente, Npu oOpalleHHH Juna K CyObeKTy pPO3HUYHOW TOPIOBIM pEeLEenT
NPUHUMAETCs Ha 00CTy)KMBaHUE B CIEIYIOLINE CPOKH (Jajiee - OTCPOUEHHOE 00CITyKUBAHHE):

1) peuent ¢ moMeTkoi "statim" (HeMeMIEHHO) 0OCITYKUBAETCSA B TEUCHHUE OJHOTO PAOO0YETo JTHSA
CO JHS OOpAIICHHUS JIHIIA K CYOBEKTY PO3HHYHOW TOPTOBIIH;

2) peuent ¢ moMeTKou "cito" (CpOUHO) OOCITYyKMBAETCA B TEYCHHE ABYX paOOYMX JHEH CO JTHS
oOpalieHus Jiuia K cyObeKTy POSHUYHOM TOPTOBIIH;

3) peuent Ha JIEKapCTBEHHBIM IMpemapar, BXOIAMIMA B MHUHHUMAJIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX MpenaparoB JIi MEAULUHCKOTO NPUMEHEHUs, HEOOXOAMMBIX Ul OKa3aHUs
MEIUITUHCKON TIoMOITH <8>, 00CITy)KUBAeTCsA B TEUEHHE IATH pabounX JAHEH CO JHS 0OpalieHus
JMIa K CyOBEKTY PO3HMYHOM TOPIOBIIM; PELENT Ha JICKApCTBEHHBIM Hpenapar, BXOAAIIMN B
MUHHUMAJIBHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX IIpEnaparoB Uil MEIULUHCKOIO IPUMEHEHHs,
OTITyCKaeMbI OCCIUIATHO WJIM CO CKHIKOW, OOCTY)KHUBAETCS B TCUCHHE JIByX pabOYMX ITHEH CO
THsI 0OpaleHust 1A K CyObeKTY pO3HUUHONW TOProBIIH;

4) peuent Ha JEKapCTBEHHBIM Impenapar, HE BXOIAUIMM B MHMHUMAJIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX MpenaparoB I MEAWLUHCKOTO NPUMEHEHUs, HEOOXOAMMBIX Ul OKa3aHUs
MEIUIIUHCKOM MOMOIIHM, 0OCTYKMBAETCSl B TEUCHHUE JECATH pabouyMx JAHEH co JHS oOpalieHus
muna K cyObeKTy pO3HHYHON TOPTOBIIM; pELEnT Ha JIEKapCTBEHHBIN Mpenapar, He BXOAAIIUN B
MUHHMAJIbHBII aCCOPTUMEHT JIEKapCTBEHHBIX MPENapaToB JIsi MEAUIUHCKOTO NPUMEHEHUs,
HEOOXOIMMBIX ISl OKa3aHUSI MEIUIUHCKON MOMOIIH, OTITYCKaeMBbIi O€CIIIIaTHO MIIA CO CKUIKOM,
00CITy’)KMBAeTCsl B TCUCHUE CEMHU pabOuuX JTHEH CO THS 0OpaIlleHUs JUIa K CYOBEKTY pOSHUYHON
TOPTOBIIY;

5) peuenTsl Ha JIEKAPCTBEHHBIE IPENapaThl, Ha3HAYAE€Mble 110 PELICHUI0 BpauyeOHOW KOMHUCCHH,
OOCITy’)KMBAIOTCSI B TEUEHHE JecsATH pabouux AHEH co AHA oOpalleHus Juua K CyObeKTy
PO3HUYHOUN TOPTOBIIH.

3anpeiiaercsd OTIYCKAaTh JIEKAPCTBEHHBIE IMpenaparbl IO peUenTaM C HCTEKIIMM CPOKOM
JEUCTBUSA, 32 UCKIIOYEHUEM ClTydasi, KOTAa CPOK AEHCTBUS PELENTAa UCTEK B IEPUOJL HAXOKICHUS
€ro Ha OTCPOYEHHOM OOCITY)KHBaHUH.

OTmyck JEeKapCTBEHHOTO IIperapara MO HaxOIMIIeMycss Ha OTCPOYCHHOM OOCITYKUBaHHU
peLenTy ¢ UCTEKIIMM CPOKOM JEHCTBHS OCYIIECTBISETCA 0e3 ero mepeoopMIIeHHs B TCUCHUE
90 nHeli co JHS UCTEYEHMsI CpOKa IEHCTBUS TAKOI'O pELENTa.

Ilynkm 12 Ilpasun oeiicmeoean oo 01.09.2022 (nynkm 3).

13. JlexapcTBeHHbIE Npenaparbl OTIYCKAIOTCS B KOJMYECTBE, YKAa3aHHOM B pelente, 3a
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HCKIIIOUEHUEM CJIy4aeB, KOIAa Ui JIEKapCTBEHHOIO IIperapara YCTaHOBJICHO KOJIMYECTBO,
KOTOPOE MOXKET OBITh BHIMMMCAHO B OJHOM PELENTE, U KYpC JIeUeHUs <9>.

<9> MoanyHkT 5.2.177 Tlonoxenust o Munucteperse (CoOpanue 3akoHOIaTENbCTBA Poccuiickoii
®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333).

IIpy mnpenbsBIeHUM peLENTa € MPEBBIILIEHUEM MPEACIbHO JTOIYCTUMOIO KOJIMYECTBA
JIEKapCTBEHHOIO IIpernapara, KOTOPO€ MOXET ObIThb BBIMMCAHO B OJHOM  pEIeNTe,
¢dapmaneBTuueckuii  pabOTHUK HH(pOpMuUpyeT 00 53TOM JMIO, THPEACTaBUBIIEE PpELEeNT,
PYKOBOJMTENS COOTBETCTBYIOLIEH MEIUIIMHCKONW OpraHM3allMi U OTIYCKAaeT yKa3aHHOMY JIMILY
YCTaHOBJICHHOE COOTBETCTBEHHO IMPEIENBbHO JOIMYCTHMOE KOJIMYECTBO JIEKAPCTBEHHOTO
npernapara, KOTOpOE€ MOXET OBITh BBIIMCAHO B OJHOM pelente ¢ MpOoCTaBlICHUEM
COOTBETCTBYIOLIEH OTMETKH B pPELIEIITE.

IIpu Hanuuum y cyObEKTa PO3HHUYHOW TOPTOBIM JIEKAPCTBEHHOIO Ipernapara ¢ JI03UPOBKOM,
OTIIMYHOM OT JIO3UPOBKHM JIEKApPCTBEHHOIO IIpernapara, yKa3aHHOM B pelente, OTIYCK
UMEIOILErocsl  JIGKApCTBEHHOI'O  Ipemapara  JONYyCKAaeTcs, €ClIM  JO3MPOBKAa  TaKOro
JIEKapCTBEHHOI'O IIpernapara MEHbIIE J03MPOBKH, yKa3aHHOW B peunente. B Takom ciydae
OCYUIECTBIIIETCA IEpecUeT KOJIMYECTBa JIEKApCTBEHHOrO Ipernapara ¢ y4eToM Kypca JeueHus,
yKa3aHHOTO B peLenTe.

B cnyuae ecnu no3MpoBKa JEKapCTBEHHOTO IpernapaTra, UMEIOMIErocs y cyObeKTa pO3HUYHOU
TOPTOBJIM, TPEBBIIIAET JO3UPOBKY JIEKAPCTBEHHOTO Mpenapara, yKa3aHHyl0 B peleNnTe, pelieHue
00 OTmycke JIEKapCTBEHHOTO IIpermapara ¢ TaKOW JO3MPOBKOW TPHHUMAET MEIUITUHCKUN
pabOTHHK, BHINKMCABIINI PELEHT.

14. Ormyck JEKapCTBEHHOTO TIpernapara OCYIIECTBISICTCS B IEPBUYHON W BTOPUYHOM
(mOTpEeOUTENBCKON) YITaKOBKaX, MapKUPOBKA KOTOPBIX JO0DKHA OTBEYATh TPEOOBaHUSAM CTAaThu 46
®enepanbroro 3akoHa N 61-03 (CobOpanue 3akononarenbctBa Poccuiickoit ®eneparyu, 2010,
N 16, ct. 1815; 2014, N 52, ct. 7540), a ynmakoBKa aJii HAPKOTUYECKUX U TICUXOTPOITHBIX
JIEKapCTBEHHBIX TpenaparoB crnucka Il - TpeboBanusM myHkTa 3 cratbu 27 DenepalibHOTO
3akoHa N 3-O3 (Cobpanme 3akoHomarenbcTBa Poccuiickoit ®enepanuu, 1998, N 2, ct. 219;
2016, N 15, ct. 2052).

15. Ilpu ormycke JIEKapCTBEHHBIX IPENaparoB IO PeLenTy, 0(GOpMIEHHOMY Ha pEIeNnTypHOM
OnmaHke Ha OyMa)KHOM HocuTene, (apMaleBTUYECKUN pPaOOTHHUK MPOCTABISIET OTMETKY Ha
peuente o0 OTIycKe JIEKAPCTBEHHOTO mpemnapara "JlekapCTBEHHBIH mpenapar OTImymieH" U C
yKa3aHUEM:

1) HauMeHOBaHUS anTeyHOW opraHuzanuu (pamMuIvyd, HWMEHH, OT4YecTBa (NPU HATHYUH)
WHIWNBUIYAIBHOTO MPEANPUHUMATEIIS ),

2) TOpProBOro HaMMEHOBaHUs (32 MCKIIOYEHHEM JIEKApCTBEHHBIX MPENapaToB, U3TOTOBICHHBIX B
anTeYHON OpraHU3aIMH), JO3UPOBKU U KOJMYECTBA OTMYILEHHOTO JICKAPCTBEHHOTO Mpernapara;

3) paMunuu, nmeHH, oTdyecTBa (IPU HAIMYMN) MEULIIMHCKOTO pabOTHUKA B CIIy4asX, yKa3aHHBIX
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B ab3aue yeTBepToM MyHKTa 13 1 ab3are TpeTbeM nmyHkTa 16 Hactosmux [IpaBu;

4) pPEeKBU3UTOB IOKYMEHTA, YIOCTOBEPSAIOLIETO JUYHOCTD JIUIA, MOJYUYHBILETO JIEKAPCTBEHHBIN
IIpernapar, B ciy4ae, yKka3aHHOM B IyHKTe 28 Hactoamux [Ipasu;

5) damunuu, UMEHH, OoT4YeCTBa (IIPU HAIWYWH) (papMalleBTHUECKOTO paOOTHHUKA, OTIYCTHBIIIETO
JIEKapCTBEHHBIN Mpenapar, ¥ ero NOIHCH;

6) AaThl OTIyCKa JIEKApCTBEHHOTO IMperapara.

16. Tlpu ormycke JEKapCTBEHHBIX MPEMaparoB MO PEIENTY, BHIMUCAHHOMY Ha PELENTYpPHOM
omanke ¢popmbl N _107-1/y co cpokoM ACHCTBHUS A0 OJHOTO roja, B KOTOPOM YKa3aHbI IEPHOIBI U
KOJIMYECTBO OTIIyCKa JIEKAPCTBEHHOTO Mpemnapara (B KaKIbli MEepHoAa), peUenT BO3BPAIAETCA
JUILy, NPUOOpPETaoIIeMy JIEKapCTBEHHBIN Ipenapar, ¢ OTMETKOW, cojepiallel CBEeIeHUs,
yKa3aHHbIE B TyHKTe 15 HacTosmux [IpaBu.

[Ipn ouepenHoMm oOpamieHHH JUIA K CyObEKTy PO3HUYHOW TOPrOBIM C JaHHBIM PELENTOM
YUUTBHIBAIOTCS OTMETKH O MPEIBIAYIIEM OTIYCKE JIEKapCTBEHHOTO Mpenapara o TakoMy perenTy
U B ClIy4ae MPHOOPETEHHUs JHMIIOM KOJMYECTBA JICKAPCTBEHHOTO Mpenapara, COOTBETCTBYIOIETO
MaKCUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEIUIIMHCKUM paOOTHUKOM B pELENTe, a Takke IO
HMCTEUCHUN CpOKa JEHCTBUSI pElenTa, Ha PELENnTe NpOoCTaBisieTcss wTamin 'JleKapCTBEHHbIN
rpenapar OTIyIeH" 1 petenT BO3BPaIaeTCs JTUILY.

EnunoBpeMeHHBIM OTHYCK JIEKAPCTBEHHOIO IIpemapara IO peLeNTy, BBIIUCAHHOMY Ha
perientypaom Onanke ¢opmbl N _107-1/y co CpoKOM AEWCTBHS IO OIHOTO Troja, B KOTOPOM
yKa3aHbl MEPHUOMAbI U KOJIWYECTBO OTIIYCKA JIEKAPCTBEHHOIO Mpemnaparta (B KaxAblid MepHo),
AO0IMYCKACTCA TOJIBKO IO COITIACOBAHHUIO C MCOAULIMHCKHUM paGOTHI/IKOM, BBIITMCABIINM PCLCIIT.

17. Tlpu oTmycke JeKapCTBEHHBIX MpENaparoB IO PELENTy, BHIMUCAHHOMY Ha pelenTypHOM
O6manke ¢opmbl N __148-1/y-04(x1), 3amoNHEHHBIH KOPEUIOK TAaKOro perenta MepeaaeTcs
(dhapmareBTHYeCKUM PAOOTHUKOM JIMIly, TpHoOpeTaronieMy (TMOTydareMy) JeKapCTBEHHbBIS
mpemnaparsl.

18. Ocratorcst U XpaHsATcs y CyObeKTa pPO3HUYHOM TOPIOBIM peuentsl (C OTMETKON
"JlexkapcTBEHHBIH MpenapaT oTHyieH") Ha:

1) nekapcTBEHHBIE TIPEMapaThl, OTIYCKaeMble OECIIATHO UK CO CKUIKOMU, - B TEUCHUE TPEX JIET;

2) nexapcTBEHHBIE INpenaparsl, oTHocAmmecs no ATX K aHTUIICUXOTHYECKUM CPEACTBaM (KOI
NO5A), ankcuonutukam (koq NOSB), cHoTBOpHBIM M cemaTuBHBIM cpenactBam (kog NOSC),
a"tugenpeccantaM (ko NO6A) u He mojiexaliue NpeIMeTHO-KOIMYECTBEHHOMY YyYeTy, - B
TEUEHHE TPEX MECSLEB.

19. Peuentsl, He yka3aHHble B myHKTe 18 Hactosmux IlpaBui, oTmeuaroTcst MmITaMIoMm
"JlexapcTBEHHBIN Npenapar OTHYLIEH" W BO3BPAIIAIOTCS JIMLY, MOITYYUBIIEMY JEKapCTBEHHBIN
npemnapar.

20. Penentsl, BbIIMCAHHbIE C HapylmleHHMEM mpaBui <10>, perucTpupyrorcs B XKypHaie, B
KOTOPOM YKa3bIBalOTCS BBISBICHHbIC HapylIeHUs B O(OpMIIEHUHM perenra, Gamuius, HMs,
OT4eCTBO (IIPU HAJIMYUHM) MEAMLMHCKOTO pPAaOOTHMKA, BBIMHMCABIIETO PELENT, HaMMEHOBAaHUE
MEAMIIMHCKOM  opraHu3aluu, [pUHATBIE  Mepbl, OTMevaroTcs  mramnoM  'Penent
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HeeHCTBUTENEeH" M BO3BpAIIAIOTCS JIMILY, mpencTaBuBiieMy perent. O ¢dakrax HapyumieHHs
npaBwil OQOPMIICHHUSI PELENTOB CYObEKT PO3HUYHOW TOPrOBIM HH(OPMUPYET PYKOBOIUTEIS
COOTBETCTBYIOLIEH MEIUIIMHCKON OpraHU3aliH.

<10> [Ilommynkr 5.2.179 Tlonmoxenuss o MunuctepctBe (CoOpaHue 3aKOHOAATEIHCTBA
Poccutiickoit @enepanuu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

21. B 00ocobneHHOM TIOpa3AeICHHH MEIUITMHCKON OpraHU3aiy JOHKHBI OBITH 00CCIICYCHBI
YCIIOBUSI COXPAHHOCTH OCTABJICHHBIX Ha XpaHEHHE PEIENTOB Ha JIEKAPCTBEHHBIE CPEIICTBA.

PenenTel Ha J€KapCTBEHHbBIE CPEACTBA, MOAJEKAIIUE MNPEIMETHO-KOJIMUYECTBEHHOMY YUETY,
JIEKapCTBEHHBIE CPEICTBA, OTIMYCKaeMbIe OECIUIaTHO WM CO CKUAKOM, €KEMECSYHO MEePEeNatoTCs
13 000COOJCHHBIX TMOAPa3/ICICHUN METUIIMHCKUX OpPTraHU3alfii B MEIUIIMHCKHAE OpraHU3alluH,
CTPYKTYPHBIMHU MOJPA3/IEICHUSIMU KOTOPBIX OHH SIBIISIOTCA, JJIs TOCIEAYIONIEr0 XpaHEeHHUS.

22. Ilpu oTmycke JIeKapCTBEHHOTO Tpernapara (apmareBTHUECKHi pabOTHUK WM PaOOTHHK
MEIUITMHCKON opranm3anuu (000COOICHHOTO TOAPA3ACICHUs] MEIUIIMHCKONW OpTraHU3aIlHH )
uH(pOPMUPYET NHUI0, MpHOOpeTaromiee (MOoMyJarolee) JIeKapCTBEHHBIA Mperapar, 0 peKuMe U
7103aX €ro Mpuema, MpaBuUjlaxX XPaHCHHs B JOMAIIHUX YCIIOBHUSAX, O B3AaMMOJCUCTBUU C APYyTUMU
JICKapPCTBEHHBIMU MpenapaTaMu.

23. Ilpu oTmycke JeKapCTBEHHOTO Tpernapara (apMmareBTHUSCKH PabOTHHK WM PabOTHHK
MEIUIIUHCKOW opraHu3anuu (000COOJICHHOTO TOApa3ACICHUS MEIUIIMHCKOW OpraHM3alluu) He
BIIpaBe TPEAOCTABISATh HEAOCTOBEPHYI0 M (WJIM) HEMOJIHYI0 HWH(POPMALMIO O HAIUYHH
JICKApCTBEHHBIX TPETaparoB, BKJIOYas JICKAPCTBEHHBIC IpENapaTrhl, MMEIOIINE OIUHAKOBOE
MEXyHapOJHOE HEMATCHTOBAHHOEC HAaWMCHOBAaHHE, B TOM 4YHCIE CKPbIBaTh MH()OpMAIHIO O
HaJIMYUU JIEKAPCTBEHHBIX MPENaparoB, UMEIOLUX 0ojiee HU3KYIO eHy <11>.

<11> Crartpsa 74 ®enepanproro 3akoHa oT 21 HosiOps 2011 . N 323-®d3 "O6 ocHoBax OXpaHbl
3mopoBhsi TpaknaH B Poccuiickoit ®enepanuu" (CoOpanue 3akoHomarenbcTBa Poccuiickoii
O®enepanun, 2011, N 48, cr. 6724, 2013, N 48, ct. 6165) (nanee - denepanbHbiii 3akoH N
323-d3).

24. 3ampemaeTcss OTHYCK (GanbCUUIIUPOBAHHBIX, HETOOPOKAYECTBEHHBIX W KOHTpa(aKTHBIX
JIEKapCTBEHHBIX IIpenapaToB <12>.

<12> Crarea 57 ®epepanbHoro 3akoHa N 61-®3 (Cobpanue 3akoHomarenbcTBa Poccuiickoit
®enepanun, 2010, N 16, ct. 1815).

25. Otmyck STWIOBOIO CIHPTAa MPOU3BOJUTCS IO PELENTy € YYETOM YCTAHOBIIECHHBIX
TpeOOBaHUH K 00BEMY Taphl, yIIAKOBKE U KOMILJIEKTHOCTH JIEKAPCTBEHHBIX MpenaparoB <13>.
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<13> Yacte 4.1 cratbu 45 DepepanbHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®@epepauun, 2010, N 16, cr. 1815; 2015, N 51, ct. 7245), nocraHoBlieHUE
[IpaButensctBa Poccuiickoit ®enepannu ot 23 uronsg 2016 & N 716 "O nopsiake GopMupoBaHUs
MepeyHs JIEKApCTBEHHBIX MPEnapaToB JUIsl MEAULIMHCKOTO MPUMEHEHHS], B OTHOILIEHUN KOTOPBIX
YCTaHABIMBAIOTCA TpeOOBaHUS K OOBEMY Taphl, YIAKOBKE M KOMIUICKTHOCTH, TIEPEUHS
JIEKapCTBEHHBIX MpENaparoB /s BETEPUHAPHOTO TMPUMEHEHHUS, B OTHOIIEHHWU KOTOPBIX
yCTaHABIMBAIOTCS TpeOOBaHUS K 00bEMY Taphbl, U omnpeaeneHus Takux Tpedoanuii”" (Cobpanue
3akoHonarenbcTBa Poccutickoit deneparuu, 2016, N 31, ct. 5030).

JlexapcTBeHHbIE Tpenaparbl, COAEp KAllUe TUIOBBIA CHUPT, B TOM YMCIE H3TOTOBJIEHHBIE IO
perenty cyObeKTOM pPO3HHYHOM TOPTrOBIM, UMEIOUIMM JHUIEH3UI0 Ha (apMaleBTHUECKYIO
NEeSATEIbHOCTh C MPABOM HM3TOTOBJICHHS JIEKAPCTBEHHBIX IPENApaToB, OTIYCKAIOTCS C YUETOM
YCTAHOBJICHHBIX TPEOOBaHWII K 00BEMY Taphl, YIMAKOBKE W KOMIUJICKTHOCTH JIEKAPCTBEHHBIX
Mpemnaparos.

26. 3ampemiaeTcs pa3ACbHBIA OTMYCK JICKAPCTBEHHBIX CPEACTB, BXOMANIMX B COCTaB
JIEKapCTBEHHOTO Mpemnapara, U3roTaBIuBAEMOro CyObeKTOM PO3HUYHON TOPTOBIH.

27. 3ampemniaeTcsi OTIMYCK CYOBEKTOM PO3HUYHOM TOPTOBIM TI0 PEIENTaM BETECPHUHAPHBIX
OpraHu3aLui:

1) nexapcTBEHHBIX IPENapaToB, BKIOUEHHBIX B niepeueHb [1KY;
2) neKapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OECIIaTHO MM CO CKUIKOI;

3) nexapcTBEHHBIX MpenapaToB, oTHOCAMUXCA M0 ATX K aHTHUICUXOTHYECKUM CpelcTBaM (KOI
NO5A), ankcuonutukaMm (koa NO5SB), cHoTBOpHBIM U cematuBHBIM cpenctBaMm (kox NOS5SC),
anTtunaenpeccantam (ko NO6A) 1 He BKITIOYEeHHBIX B iepedeHsb [TKY.

I1. TpeGoBaHusi K OTIIYCKY JIEKAPCTBEHHBIX NPENapaToB 10
TPe0OOBAHMIO MEAULMHCKON OPraHu3aluu

28. Jlns oOecneyeHus JieueOHOTO Tpolecca B MEIUIIMHCKONW OpraHM3aluy  arnTeqyHOU
OpraHu3alMen, IBIAIOIENCS CTPYKTYPHBIM MOAPA3AEICHUEM TaKOW MEIUIIMHCKOW OpraHu3alni,
OCYIIECTBIICTCA OTMYCK JIMOO M3rOTOBJICHHE M OTIYCK JIEKAPCTBEHHBIX IIperaparoB Ha
OCHOBaHHH Tpe6OBaHI/IH MGI[HHI/IHCKOﬁ oprann3alny, BbIIIMCAHHOTO  YIIOJIHOMOYCHHBIM
MEAMIIMHCKUM paOOTHUKOM (J1ajee - TpeboBaHue MEAUIIMHCKON OpraHu3alum).

MeaunuHckass opraHu3aiusi BIpaBe OOpPaTHTHCS B CTOPOHHIOI ANTEUYHYIO OPTaHHU3AIUI0 MPU
OTCYTCTBUM aNTE€YHON OpraHu3alyu, SBISIIOMICHCS CTPYKTYPHBIM TOAPA3ACIICHUEM TaKoH
MEIUIIMHCKON OpraHu3alyu.

JlexapcTBeHHBIE NTpenapaThl, U3rOTOBICHHBIE AITEYHBIMU OPTaHU3ALMAMH JUI LEJIEH X OTIIyCKa
no TpeOOBaHMUAM MEAMLMHCKUX OpPraHMU3alUi, TOCYJapCTBEHHOM pPErucTpaluyd He MOMAJeKar
<14>.
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<14> IlyskT 1 vactu 5 crareu 13 denepanpHoro 3akoHa N 61-O3 (Cobpanue 3ak0OHOAATEIbCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815).

29. Xpanenue TpeOOBaHMI MEAUIIMHCKON OpraHu3allii, 0 KOTOPBIM OTITYIIICHBI JICKAPCTBEHHBIC
Mpenaparbl, OCYIIECTBIAECTCA AaNTEeYHOW OpraHu3aled B COOTBETCTBUM C IIYHKTOM 18
Hacrosiero [Topsiaka.

30. HapymieHnue nepBUYHON YHAKOBKM JIEKAPCTBEHHOIO Mpernapara MpH €ro OTIYCKe II0
TpeOOBAHUIO MEIUIMHCKOM OpraHM3aluy JOMyCKaeTcs anTeyHOM OpraHu3aluei, hMeroren
JUIEH3UI0 Ha (hapMaleBTUUECKYIO JEATEIBHOCTh C TPAaBOM H3TOTOBJICHUS JIEKAPCTBEHHBIX
IpenaparoB. B Takom ciy4ae OTICK JIEKAPCTBEHHOTO Ipenapara OCYIIECTBISETCS B YIIAKOBKE
<15> ¢ mpenocTaBieHHEM WHCTPYKUMHU (KOMMM MHCTPYKLHHU) MO NMPUMEHEHHUIO OTIIyCKaeMOro
JIEKapCTBEHHOTO IIpenapara.

<15> Ilpuka3z MunzapaBa Poccun ot 26 okts6ps 2015 ©. N 7511 "OO0 yTBepKICHUH TPABUI
U3TOTOBJIEHUS W OTIyCKa JIEKAPCTBEHHBIX IIPENaparoB il MEJUIMHCKOIO IPUMEHEHUs
anTEeYHbIMU OpraHU3aLMUSAMU, UHAUBUAYAIbHBIMU MPEAIPUHUMATEISIMU, UMEIOIMMHU JIULIEH3UIO
Ha (apMalleBTUYECKYI0 JESATENbHOCTH"  (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTHIIMH
Poccuiickoit ®enepannn 21 anpenst 2016 r., peructpaunonssiii N 41897).

I1. Oco0eHHOCTH OTIIYCKA JIEKAPCTBEHHbIX MPENaparos 1o
penentam B (popMe 3JIEKTPOHHOIO JOKYMEHTA

31. OTnyck neKapCTBEHHBIX IMpemapaToB IO perentaM B (opMe 3IEKTPOHHOTO JAOKyMEHTa
OCYLIECTBJIIETCS alTeKaMM, allTeYHBIMU ITYHKTaMU U UHAMBUYAJIbHBIMH MIPEIITPUHUMATENISMH,
yKa3aHHbIMH B IMyHKTe 2 HacTtosmmx [IpaBui, pacnojioXeHHBIMH Ha TEPPUTOPHH CyObeKTa
Poccuiickoit denepanuu, B KOTOpoM ohopMIIeH peuent B (opMe 3IEKTPOHHOTO JOKYMEHTa, B
cllydae MpPHUHATHS YIOJHOMOYEHHBIM oOpraHoM cyOwbekra Poccuiickoii ®enepauuu B
COOTBETCTBMM ¢ NyHKTOM 4 crarbm 6 @DenepanbHoro 3akoHa N 61-03 (CobOpanue
3akoHonarenbctBa Poccuiickoir ®denepanuu, 2010, N 16, cr. 1815; 2019, N 52, ct. 7793)
pelieHrs 00 HCIONIb30BaHUU Ha TeppuTopuM cyobekra Poccuiickoit denepauuu Hapsgy c
perenTaMu Ha JIEKapCTBEHHBIE MpenapaTsl, 0OPMICHHBIMU Ha OyMa)KHOM HOCHUTEJNE, PELETOB
Ha JICKapCTBEHHBIE Tpemnaparbl, CGOPMUPOBAHHBIX B (POpME NIEKTPOHHBIX JOKYMEHTOB (Jajee -
peleHne yrmoTHOMOYEHHOTO opraHa cyobrekta Poccutickoit deneparun).

32. AnTeuHble OpraHu3alMd  JOKHBI HMMETh  MOJAKIIOUYEHHE K  TOCYJapCTBEHHOM
nH(popMaImoHHOM cucTteMe B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickort @eneparun <16>
(manmee - cucreMa), KOTOpOE€ OOECIEUMBACTCS YMOJTHOMOYEHHBIM OPTraHOM BIIACTH CyOBEKTa
Poccuiickoit @enepanuu.

KapCTBEHHBIX MPEMapaToB MO TAaKUM peleNnTaM, yCTAHABIUBAIOTCS PEIICHUEM YIIOJTHOMOUYEHHOTO
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oprana cyobekra Poccuiickoit ®denepannu.

33. OTnyck JeKapCTBEHHBIX IMpernaparoB IO penentaM B (opMe 3JIeKTPOHHOTO JOKyMEHTa
OCYILECTBIIACTCS JIUILY, YKa3aHHOMY B peLenTe, JMOO ero 3aKOHHOMY NpeACTaBUTENO0, OO0
JIUILY, KOTOPOE JIMIIO, YKa3aHHOE B PELENTe, UM €r0 3aKOHHBIN MPeICTaBUTENb YIIOTHOMOYMIN
Ha MOJIyYeHHE JIEKAPCTBEHHBIX IPEMapaToB.

Ipunoowcenue N 2
K npuxazy Munucmepcmea 30pagooxpanenuis.
Poccuiickou ®edepayuu

om 24 nosops 2021 2. N 1093H

ITPABUJIA

OTIMYCKA HAPKOTUYECKHMX CPEJICTB M
IICUXOTPOITHBIX BELIECTB,
3APETICTPUPOBAHHBIX B KAYECTBE
JEKAPCTBEHHBIX IPENAPATOB JJISI
MEJULIMHCKOI'O MPUMEHEHUS,
JEKAPCTBEHHBIX IPEAPATOB JJISI
MEJULMHCKOI'O MPUMEHEHUWS, COAEPKAILLIUX
HAPKOTHUYECKHUE CPEJICTBA U ICUXOTPOIHBIE
BEILIECTBA

I. OTmyck HapKOTHYECKHX M TICHUXOTPOMHBIX JIEKAPCTBEHHBIX IMPENaparoB IO perenTam
OCYILIECTBIIACTCSl  alNTE€KaMH, AaNTEUYHbIMU MYHKTaMH, MEIWLUHUHCKUMU OpraHU3aLMIMH,
000COOJICHHBIMH TIOAPA3JICIICHUSIMA MEIUIIMHCKAX OpPTaHW3aIiii, UMCIONIMMH JIMIIEH3UIO Ha
NEeSATEILHOCTH TI0 000POTY HAPKOTUYECKHUX CPEICTB, IICHXOTPOIHBIX BEIIECTB M UX ITPEKYPCOPOB,
KYJIbTUBUPOBAaHUIO HAPKOCOAEpPKAIIMX pacTeHud. llepedyeHb MEOUUMHCKHUX OpraHu3auud |
000COOJICHHBIX TOJPA3NEICHUA MEIUIIMHCKUX OpTaHW3alHid, IMepeYeHh HAPKOTHYECKHUX
JICKApCTBEHHBIX IPENapaToB M TCUXOTPOIMHBIX JIEKAPCTBEHHBIX MPENAPATOB, OTIMYCK KOTOPBIX
(U3MYECKUM JIHIIAM MOXET OCYIIECTBISTHCS YKa3aHHBIMU METUITUHCKAMU OPTaHU3AIMSIMHI U UX
000COOJIEHHBIMU  TIOJIPA3CIICHUSIMU, YCTAHABIMBAIOTCS OpPraHaMU WCIIOJIHUTEIBHONW BIACTH
cyonsekToB Poccuiickoii @eneparun <1>.

<1> IlyHkr 1 crarbu 25 ®@enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUECKHX
cpeactBax M ncuxorpomnHbix  BemlecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit


https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l159

®enepanun, 1998, N 2, ct. 219; 2016, N 1, cT. 28).

2. Ilo peuenTtam, BBIIMCAHHBIM Ha peUENTypHbIX Onmankax (opmel N_107/y-HIT <2>,
OTITYCKAIOTCS HApKOTUYECKHE M IICHUXOTPOINHBIE JIEKAPCTBEHHBIC IIpenaparbl, BHECEHHBIE B
Crnucok HapKOTUYECKHX CPEACTB U ICHUXOTPOIHBIX BELIECTB, 000pOT KOTOphIX B Poccuiickoit
@enepanud OrpaHUYeH M B OTHOIICHMM KOTOPBIX YCTaHABIMBAIOTCA MEpPBI KOHTPOJII B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Pocculickoii denepanuu U MEXIyHAPOIHBIMH I0TOBOPAMH
Poccuiickont ®@enepaunn (cnucok II), Ilepeuns (nmanee - HapKOTMYECKHME U IICUXOTPOIHBIE
JeKapCcTBEHHbIe mpemnaparbl cnucka II), 3a UCKIIOUEHHMEM HApPKOTMYECKUX M IMCUXOTPOIHBIX
JIEKapCTBEHHBIX IMPENapaTtoB B BHJE TPAHCAEPMAJIbHBIX TEPAllEBTUYECKUX CHCTEM U
JIEKAPCTBEHHBIX IIPENApaToB, COAEPXKAIIUX HAPKOTHUYECKOE CPEIACTBO B COYETAHUU C
AHTAarOHWCTOM OINHOUIHBIX PELIENTOPOB.

<2> Iloanyukr 5.2.178 nynkra 5 Ilonoxkennss o MuHucTepcTBe 3/paBooxpaneHust Poccuiickoit
@Denepanny, yTBEpKACHHOIO noctaHoBieHueM l[IpaBurenscrBa Poccuiickoit denepanuu ot 19
utoHs 2012 . N 608 (Cobpanue 3akoHomarenbctBa Poccuiickoit @enepammm, 2012, N 26, crT.
3526; 2017, N 52, ct. 8131) (manee - [Tonoxxenue o MuHUCTEpCTBE).

3. Ilo penenrtam, BBIMUCAHHBIM Ha pelenTypHbIX Onankax ¢gopmbl N 148-1/y-88, ormyckaroTcs
<3>-:

<3> [oanyHKT 5.2.179 Tlonoxenust o Munuctepcrse (CoOpanue 3akoHOmaTeNbCTBA Poccuiickoit
Oenepanuu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) mcuxoTpomnHbie JEKapCTBEHHBIE Mpernaparbl, BHeCeHHbIe B CIHCOK MCUXOTPOMHBIX BEIECTB,
00opoT koTopeIX B Poccuiickoit depepannu OrpaHUveH W B OTHOIICHUH KOTOPBIX JTOMYCKAeTCs
HCKJIIOYEHNE HEKOTOPBIX MEp KOHTPOJIA B COOTBETCTBHMM C 3aKOHOAATEIBCTBOM Poccuiickoit
denepannu U MEeXAYHApPOAHBIMU AoroBopamu Poccuiickoit @eneparun (cimcok III), [Mepeuns
(manee - ICUXOTPOIIHBIE JIEKAPCTBEHHbIE Npenaparsl criucka I11);

2) HApKOTUYCCKUEC U TICUXOTPOIHBIC JICKAPCTBCHHLIC TIIpC€Haparbl CIIMCKa I B Buzme
TPaHCACPMAJLHBIX TCPAINICBTUUCCKUX CHCTCM UMW JICKAPCTBCHHLIC MPCIIaparbl, COACPKAIIUC
HapKOTHYCCKOC CPCACTBO B COUCTAHUH C AaHTAI'OHUCTOM OITMOUIHBIX PCUCIITOPOB,

3) nexapcTBEHHBIE IMpemnapaThl, U3rOTaBIMBAEMbIE 10 PELENTY Ha JEKapCTBEHHBIN Mpenapar u
COZEpXKAIle HApPKOTHMYECKOE CPEACTBO WIM IICHXOTPOIIHOE BEIIECTBO, BHECEHHOE B CIUCOK [I
Ilepeuns, u apyrue QapMakoJIOTHUYECKHE AKTHUBHBIC BEIIECTBA B [J03€, HE IPEBBHIILAIONICH
BBICIIIYIO Pa30BYIO JI03Y, U IIPU YCIIOBUH, YTO ITOT KOMOMHHUPOBAHHBIH JIEKAPCTBEHHBIH Mpenapar
HE SBIIICTCS HAPKOTUYECKUM MIIU IICUXOTPOITHBIM JIEKAPCTBEHHBIM IpenaparoM crucka II.

4. Ilpu oTmycke HapKOTHYECKOTO M ICHXOTPOIHOIO JIEKapCTBEHHOro mpenapara cnucka Il Ha
peuente 00 OTITyCKE JIEKAPCTBEHHOI'O IIperapara MpoCTaBIAeTCs MedaTh alTeKd WU alTeYHOro
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IIyHKTa, B KOTOPOH YKa3aHO UX MTOJIHOE HAUMEHOBaHUE (IIPU HAJIUYUU NIEYATH).

5. OcratoTcst M XpaHATCAd Yy CyObEKTa pPO3HHYHOM TOProBiaM peuentsl (C OTMETKOH
"JlexapcTBEHHBIN NpenapaT OTHylLIeH") Ha:

1) HapkoTHMYeCKHE U ICUXOTPOIHBIC JIEKApCTBEHHBbIE Mpemnaparsl cnucka lI, mcuxorponHsle
JIEKapCTBEHHbIE npenaparsl cnucka Il - B Teuenue nsatu ser;

2) KOMOMHHUPOBAaHHbBIE JIEKAPCTBEHHBIE MPENapaThl, COAEPIKAINE HAPKOTUYECKHE CPEICTBA WIIN
IICUXOTPOIIHbIE BellecTBa, BHeCceHHbIe B ciucKu I u III Ilepeunsi, M3roToBIeHHBIE B anTEYHOU
OpraHu3alMH, JEKAPCTBEHHBIE MPENaparsl, MOAJIEKANIUE TPEIMETHO-KOIMYECTBEHHOMY YUETY, -
B T€UYEHUE TPEX JIET.

VKka3aHHbIe JICKApPCTBCHHBIC ITpE€Iaparbl, NPCAHA3HAYCHHBIC JIA I'paKaaH, UMCIOIIUX IMPaBO HaA
MOJYYCHHUE JIGKAPCTBEHHBIX IPEMaparoB, OTIMYCKAEMbIX OECIUIATHO WM CO CKHIKOM,
OTIYCKAIOTCSl TP TPEIBSIBICHUH PEIENTa, BBHIIMCAHHOTO Ha PelenTypHoM OnaHke Gpopmbl N
148-1/y-88, u penienTa, BHITUCAHHOTO Ha peLenTypHoM OmaHke ¢popmbl N 148-1/y-04(11).

6. OTnycKk HapKOTHUYECKHX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTroB OCYLIECTBISIETCS
(dapMalleBTHYECKUMU M MEAMIMHCKUMH  pabOTHHKaMH, 3aHUMAIOIIUMHU  JIOJKHOCTH,
BKJIIOUEHHBIE B TEpPEYCHb JOJDKHOCTEH (hapMalleBTUYECKHX M MEIUIMHCKHX PaOOTHUKOB B
OpraHM3alusIX, KOTOPbIM NPEJOCTABIEHO NPaBO OTIMYCKa HAPKOTUYECKUX JIEKapCTBEHHBIX
MIPernapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB PUINUECKUM JIULIAM <4>.

<4> [NoanyHKT 5.2.176 [Monoxenust o Munuctepcte (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
®enepauun, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

7. HapkoTnueckne M INCHXOTPOIHBIEC JIEKAPCTBEHHBIE Ipemnaparsl cnucka II, 3a uckimrodeHuem
JIEKapCTBEHHBIX NPENaparoB B BUJAE IUIACTBIPEH M JIEKAPCTBEHHBIX IPENaparoB, COACPIKALIUX
HapKOTUYECKOE CPEACTBO B COYETAHUU C AHTATOHKMCTOM ONHUOUIHBIX PELIENTOPOB, OTILYCKAKTCS
IIPU NIPEABIBICHUN TOKYMEHTA, YIOCTOBEPSIIOLIETO JIMYHOCTB, JIUILY, YKa3aHHOMY B PELIENTE, €r0
3aKOHHOMY TMpEJICTaBUTEN0 <5> WM JIMIy, UMEIoIeMy O(OPMIIEHHYIO B COOTBETCTBUM C
3akoHozmarenbCcTBOM Poccuiickont denepanuu TOBEPEHHOCTh HAa IPaBO IIOJYYEHUS TaKUX
HapKOTMYECKHUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX IPENapaToB.

<5> B oTHOUIEHUHU JHIA, YKa3aHHOTro B yacTu 2 cratbu 20 PexnepanbHoro 3akona N 323-03
(CoOpanwme 3akoHonarenscTBa Poccutickoit @enepanmm, 2011, N 48, cT. 6724).

[Ipu HEBO3MOXHOCTH OGOpPMIICHUS] HMHKYpaOEIbHBIMH OOJHHBIMH Ha 3aBEpIIAIOIIEeM I3Tare
KU3HU JOBEPEHHOCTH Ha MPABO IMOJIYYEHHS YKa3aHHBIX B a03ale MepBOM HACTOSIIETO IMyHKTa
HapKOTMYECKMX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB TAaKUE JIEKApPCTBEHHBIE
Ipenaparbl OTIYCKAIOTCS MHBIM JIMLIaM, OCYLIECTBIISIIOIIMM YXOJ 3a HUMH, IPU NPEAbIBICHUU
OJHOBPEMEHHO C pELENTOM Ha JIEKApCTBEHHBIA Ipenapar JOKYMEHTa, YIOCTOBEPSIOLIETO
JUYHOCTb, M  JIOKYMEHTa, TIOATBEPXKAAIOLIETO HHKypaOeldbHOE COCTOSHHE OOJIBHOTO,
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COZIEPKAILET0 CBEIEHUS O JIMLE, KOTOPOE MOJIY4aeT JEKapCTBEHHBIE Ipenaparbl MO PELenTy
(pammnusg, ums, oTyecTBO (NPU HANW4YMM), BUA, cepuss U (WIK) HOMEpP [OKYMEHTa,
YAOCTOBEPSIOIIETO JIUYHOCTh), 3aBEPEHHOI0 MOJMHMCHIO U MEYaThi0 METUIIMHCKOTO pabOTHHUKA, a
TaKKe NIEYaTbl0 MEIULIMHCKON OpraHU3al|H.

JIOKyMEHT, MOATBEP:KIAIONIUN WHKYypaOeIbHOE COCTOSIHHE OOJNBHOTO, OCTAeTCs B amnTEYHON
OpraHM3aliu.

8. HapxoTuueckue M MCUXOTPOIHBIE JIEKAPCTBEHHBIE Mpemaparbl criucka I (3a uckimroueHuem
JIEKapCTBEHHBIX IPENapaTroB B BUJAE IJIACTBHIPEW U JIEKApCTBEHHBIX IPENapaTroB, COAEPIKAIIUX
HAapKOTHYECKOE CpEeICTBO B COYETAHMM C AQHTAarOHUCTOM ONHOUAHBIX  PELENTOPOB),
MpeIHa3HauYeHHbIC ISl TpaXkIaH, UMEIONINX MPaBO Ha OecIUiaTHOE MONyYeHHE JIeKapCTBEHHBIX
[IpernaparoB WIM MOJIY4YEHHE JIEKapCTBEHHBIX IPENaparoB CO CKUAKOH, OTIYCKAIOTCS INpU
MIPEABSBICHAN pEleNTa, BBIMUCAHHOTO Ha penentypHoM Omanke ¢dopmbl N 107/y-HII, u
pelienTa, BEIIMCAHHOTO Ha penenTtypHoM Onanke Gpopmer N 148-1/y-04(i).

9. Ilocne ormycka HapKOTMYECKHX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpernaparoB cnucka II, B
TOM YHCJIE B BHJIE TPaHCACPMAJbHBIX TEPANEBTUUECKUX CHUCTEM U JICKAPCTBEHHBIX MPEMapaToB,
COZIEpIKAIIUX HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTATOHUCTOM ONMHOMIHBIX PEIENTOPOB,
MICUXOTPOIHBIX JIEKAPCTBEHHBIX IpemnaparoB crucka Il nuiy, momyumBiieMy Ji€KapCTBEHHBIN
Mpernapar, BbIAAETCS CHUTHATypa C JKEJITOM MOJIOCOM B BEPXHEM YACTH M HAAIUCHIO YEPHBIM
mpudToM Ha Helt "Curnarypa', B KOTOPOH YKa3bIBAIOTCS:

1) HauMeHOBaHHME M aJapec MECTOHAXOXKJEHHUs anTeKH, alTEeYHOro MyHKTa, MEIUIIMHCKON
OpraHu3aIuu, 000COOICHHOTO MOAPa3ICICHUS MEIUITMHCKON OpTaHU3allnu;

2) HOMEp M JlaTa BBIITMCAHHOTO PELENTA;

3) pamunus, uMs, oTyecTBO (IIPU HAJIMYKM) JIMLA, U1 KOTOPOTo MpeAHa3HauYEH JIEKapCTBEHHBIN
Ipernapar, ero Bo3pacr;

4) HOMEp MEOUIIMHCKONM KapThl TMAalMeHTa, MOMYyYalollero MEAWIMHCKYI0 TIOMOINb B
aMOyJIaTOPHBIX YCIOBUSX, JJII KOTOPOTO MPEIHA3HAYCH JICKApPCTBEHHBIN Mpenapar;

5) damunus, ¥Ms, OTYECTBO (TMPH HAIWYMHU) MEAUIIMHCKOTO pabOTHHKA, BBIMMCABIIETO PELENT,
€ro KOHTaKTHBIN TerneoH InO0 TeaedoH MeTUIIMHCKOW OpTraHu3aIiig;

6) COACPIKAHUC PCUCIITA HA JIATUHCKOM A3bIKC UJIN PYCCKOM S3BIKEC;

7) bamunus, uMs1, OTYECTBO (MIPU HAIMYWHN) U TIOAMUCH (hapMaIieBTUYECKOTO M METUITMHCKOTO
paboTHHKA, OTIMYCTUBIIETO JIEKaPCTBEHHBIH Mpenapar;

8) nmara oTIycKa JIeKapCTBEHHOTO Tperapara.

10. 3ampemiaercss OTIYCK CYOBEKTOM pPO3HHYHOM TOProBIM MO pELENTaM BETEPHUHAPHBIX
OpTaHU3aIMii HAPKOTUIECKHUX M MICUXOTPOIHBIX JIEKAPCTBEHHBIX MPETIAPaTOB.

IIpunoowcenue N 3

K npuxazy Munucmepcmea 30pagooxpaHens
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Poccuiickou @edepayuu

om 24 nosops 2021 2. N 1093H

MOPSIIOK

OTIIYCKA AIITEYHBIMHU OPTAHU3AIIUAMUAU
NUMMYHOBHOJIOTMYECKUX JIEKAPCTBEHHbBIX
IHHPEITAPATOB

1. OTryck MMMYHOOHMOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB OCYIICCTBISICTCS alTeYHBIMU
OpraHM3alMsIMH U WHAWNBUAYAIBHBIMU TMPEANPUHUMATEISAMH, HMCIONIUMHU JIMICH3UIO Ha
(hapMareBTHIECKYIO IS TeIbHOCTh, MEAUIIMHCKUME OPTaHU3AIMSIMH, HMEIOIIMH JINTICH3UIO Ha
(bapMaIeBTHYECKYIO JESITeIbHOCTh, B UX 000COOJICHHBIMU MOIPA3ICIICHUSIME (aMOYIaTOPUSIMH,
denpamepckuMu 1 (penmpAImepCKo-aKyIepCKUMHU MTyHKTaMHU, [EHTpaMu (OTICICHHUSIME) O0IIei
BpaueOHON (CEMEWHOW) MPAKTHKH), PACHOJIOKEHHBIMH B CEIBCKUX TOCEICHHUSIX, B KOTOPHIX
OTCYTCTBYIOT allTE€UHble OpraHu3aluu, 0e3 perenta U (WIK) MO PELENTy Ha JEKapCTBEHHBIH
npemnapar, opOpMICHHOMY METUIIMHCKUMHU paOOTHUKAMU (JjaJiee - PEerenT).

2. Ilpu oTmmycke UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Mperapara Ha perenTe WiIh KOpelike
penenTa, KOTOpBI OCTaeTcs y Jula, MNpuoOperaroniero (MoJydaromiero) JeKapCTBEHHBIN
npernapar, yKa3blBaeTcsi TOYHOE BpeMmsi (B dYacax M MHHYTax) OTIYCKa JICKApCTBEHHOTO
mpermapara.

3. Otmyck HMMYHOOMOJOIMYECKOrO JIEKApCTBEHHOIO Ipenapara OCYIIECTBISETCS JIULLY,
npuobperaromemMy  (TMOJIydarolieMy) JICKapCTBEHHBIM Iperapar, Npd HAJIWYHUM Y HEro
CIELMAJIBbHOTO TEPMOKOHTEWHEpPA, B KOTOPBIM MOMEIIAETCs JIEKAPCTBEHHBIN Ipenapar, Win
BO3MO)KHOCTH HPUOOpPETEHUs] B ANTEYHOM OpraHM3alud HEOOXOJUMBIX CPEICTB  JUIs
TPaHCIOPTUPOBKHU (TEPMOKOHTEMHED, XJI1a103JIEMEHTHI).

4. Jluny, mpuoOpeTiieMy HMMYHOOMOJOTHMUECKUN JIEKapCTBEHHBIN Ipenapar, pa3bsiCHSETCS
HEOOXOIMMOCTh JIOCTABKH JICKAPCTBEHHOTO Iperapara B MEIUIIMHCKYIO OPraHU3aIHi0 B CPOKH,
HE NPEBBIIIAIOIINE CPOKU MOJJEpKaHUs pabodell Temrmeparypbl CPEICTB TPAHCIOPTHPOBKH,
yKa3aHHbIE B HHCTPYKIIHH.



