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TIpaBHJ OTNYCKA JIEKAPCTBEHHLIX NPenapaTos AJisi MEAHUAHCKOro NPHMECHEHHS
aANTEe4YHbIMH OPraHN3ANHUSAMHE, HHIHBHAYAJIbHbLIMH NPeINPHHAMATENAMH, HMEIOIIHMH
JHIEH3HIO HA ocyllecTBIeHHe (PapMaNeBTHIECKOH ReATeIbHOCTH, MEIHITHHCKAMM
OpraHH3alHsMH, HMEIOIMHAMM JIMIEH3HIO HAa OCYIleCTBICHHE dapmaneBTHYECKO#
eSITeILHOCTH, H HX 060C06/1eHHBIMH NOApa3eIeHHsAMH (amMOy 1aTOPHAMH,
denbamepcKHMHE M (heJIbIIepCKo-aKyLIePCKHMH NYHKTaMH, HeHTPaMH
(oTaenennsiMu) o6umeii BpaueGHoi (ceMelinoii) NPaKTHKH), PACNOJI0KeHHbLIMH B
ceJIbCKHX MOCEJEHHSX, B KOTOPBIX OTCYTCTBYIOT anTe4Hbie OPranu3alMH, 3 TAKKe
IIpaBHJ OTIHYCKA HAPKOTHYECKHX CPEACTB H IICHXOTPONHBIX BEIIECTB,
3aperncTPHPOBAHHBIX B KA4eCTBE JIEKAPCTBEHHBIX NPeNapaToB A1 MEAHUHHCKOTO
NpHMEHEeHH s, JIEKAPCTBEHHBIX NPenapaToB /sl MEAHIHHCKOr0 MPUMEHEHH T,
coepKAMHAX HAPKOTHYECKHE CPEACTBA H IICHXOTPONHbIE BEEeCTBA B TOM HHCIE
IopsaKa OTIHycKAa ANTeYHLIMH OPraHA3AHAMHA HMMYHOGHOIOTHECKHX
JIeKapCTBEHHBIX NPENapaToB

B COOTBETCTBHH C MyHKTaMH 2 ¥ 3 cTaThu 55 DeepalbHOro 3aK0Ha OT 12 anpesns
2010 . Ne 61-®3 «O6 obpamenun nexapcTBeHHBIX —cpencte» (Cobpanue
sakoHozarenscTBa Poccuiickoit ®epeparun, 2010, Ne 16, cr. 1815; 2013, Ne 48, ct. 6165;
2016, Ne 27, c1. 4238), ¢ mogmyHkTamu 5.2.165, 5.2.169 u 5.2.183 nynxTa 5 [lonoxeHus
o MuHucrepcTBe 3apaBooxpaHeHus Poccuiickoit Denepaiuy, yTBEPXKIEHHOIO
niocranoBieHueM IIpasurenscrsa Poccuiickolt @enepanuu ot 19 mrons 2012 r. Ne 608
(Cobpanue 3aKOHOIATENBCTBA Poccuiickoit ®enepanunu, 2012, Ne 26, cr. 3526; 2014,
Ne 37, ct. 4969; 2017, Ne 33, ct. 5202), np K a3 BI B 2 IO:

1. YTBepauTh:

IIpaBuia OTITyCKa JIEKapCTBEHHBIX MPENapaToB HJid MEJUIMHCKOro TpUMEHCHHA
aNTeYHbIMH OPTaHM3ALUSMK, WHIAMBHAYATbHBIMU IPEINPHHUMATEIIMH, HMEIOMINMHU
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JHMLIEH3UIO Ha OCYIIECTBICHHE (DapMalleBTUUECKON eATENbHOCTH, MEIUIMHCKUMHU
OpraHM3allUsiMH, HMEIOIUMH JIMLEH3UI0O Ha OCYLIECTBIIEHHe (apMalleBTHIECKOH
JEATENBHOCTH, M HMX 000COONEeHHBIMH  moapasfeieHusIMu  (aMOyIaTOpUAMH,
¢enpamepcKAME U (eNbAIIEePCKO-aKyIEPCKAMH ITyHKTaMH, [EHTpaMH (OTAEICHUSIMH )
obmel Bpaye6HOM (ceMeifHO) MPaKTUKH), PACIIONIOKEHHBIMU B CEIbCKHUX ITOCENICHHSIX,
B KOTOPBIX OTCYTCTBYIOT anTe4YHble OpraHM3aIMy COMIacHO mpriokeHue Ne 1 (manee —
IIpaBwIa);

IlpaBuna oTmycka HapKOTHYECKHX CpPEICTB M IICHXOTPOIHEBIX  BEIIECTB,
3apETMCTPHUPOBAHHBIX B Ka4ueCTBE JIEKAPCTBEHHBIX IIpenaparoB JjIsi MEAMLIMHCKOTO
IPUMEHEHHs, JIEKapCTBEHHBIX IpenapatoB Ui MEAMIMHCKOr0 IpHMEHEHHd,
colepKallluX HapKOTUYECKHE CpeACTBa M IICHUXOTpPOMNHBIE BEIIeCTBA COIJIaCHO
HIpHIOKEHUIO Ne 2;

Ilopsimox  OTHmycka anTeYHBIMH OpraHH3alMsIMH  HMMYHOOHMOJIOTMYECKHX
JIEKapCTBEHHBIX NPenapaToB COMNIaCHO MPHIIOKEHUIO Ne 3.

2. IIpu3HaTh yTpaTHUBIIUMH CHITY:

npuKa3 MuHHCTEpCTBa 3APAaBOOXPAHECHHUS U COIMAIIBHOTO pa3BuTHs Poccuiickoi
®eneparn ot 26 asrycta 2010 r. Ne 735H «O6 yrBepxaenuu IIpaBuin otirycka
JIEKAPCTBEHHBIX MPENapaToB JUIsl MEOWIMHCKOrO IPUMEHEHHS MEIUIMHCKHMH
OpraHM3alMsAMH, HMEIOIAMM JIMLIEH3UI0 Ha (apMalEeBTHYECKYIO IEATEIBHOCTS,
M uXx 000COONeHHBIMH TMoApasfelieHusMH  (aMOynaTopusiMu, (enbauepCKuMU
1 GeIBAMEPCKO-aKyIEPCKIMHU ITHKTAMH, LEHTpaMHd (OTASICHISIMH) o0meli BpaueOHOi
(ceMeiiHOM) NpPaKTUKH), PACMONOXKEHHBIMH B CEIBCKHX IIOCEIEHUIX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPTaHH3alUH» (3apETHCTPHPOBaAaH MHUHHCTEPCTBOM IOCTHLIMM
Poccuiickoit ®enepanyu 28 centsadps 2010 r., peructpamuonHsiit Ne 18575);

npuka3 MusnKcTepcTBa 31paBooxpaneHus Poccuiickoit ®@enepanun ot 11 wions
2017 r. Ne 403 «O6 ytBepxnaeHum IIpaBui OTIyCKa JICKQpCTBEHHBIX IIPENApaToB
IS MEAWIMHCKOTO NPMMEHEHHs, B TOM YHCIe MIMMyHOOHOJIOTMYECKHX JIEKapCTBEHHBIX
IIpenapaToB, anTeYHbIMH OPraHM3allUAMM, WUHAWBHUAYaIbHBIMH NPEANPHHAMATENIMH,
AMEIOIIAMH JIMIIEH3MI0 Ha (apMaleBTHYeCKylo [eATeNbHOCTE» (3aperiCTpHUpOBaH
MunucTepctBoM  focTHiuM  Poccmiickoit ®eneparmu 8  cemtsbps 2017 1,
perucTpauroHHbIH Ne 48125);

npuka3 MumnucTepcTBa 3apaBooxpaHenus Poccuiickodt ®enepauuyu oT 7 HIONA
2020 r. Ne 683 «O BHecenuu wu3meHeHHH B IIpaBuia OTHyCKa JE€KapCTBEHHBIX
IIpenapaToB JUIi MEIUIMHCKOIO MNPUMEHCHHs, B TOM YHCIE MMMYHOOMOIOTHYECKHX
JEKAPCTBEHHBIX  INPENapaToB, aNTeYHBIMH  OpraHU3alMsiIMH, HHIUBHIYalbHBIMU
NpeANPUHAMATEISIMY, MMEIOMNMH JIMIECH3HIO Ha (apMaleBTHYCCKylO NeATENbHOCT,
yTBepK/IEHHEIE PUKa30oM MHUHHCTEpCTBA 37paBooXpanenus Poccuiickoi ®enepauuu OT
11 mroms 2017 r. Ne 403n» (3aperucTpupoBan MunmcTepcTBOM IocTHIME Poccuiickoi
deneparmuu 14 oxtabps 2020 r., peructpaunonHbii Ne 60370).
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3. Hacrosammii mpuka3s BCTymaeT B cwiy ¢ 1 Mapra 2022 r. ¥ HEHCTBYeT
no 1 mapra 2028 r., 3a uckmodeHueM myHkTa 12 IlpaBun oTmycka JieKapCTBEHHBIX
NpernaparoB Ui  MEOWIUHCKOTO TPHUMEHEHHs  alTeYHBIMM  OpraHU3alUsIMY,
HHIUBHAYAIBHEIMH TIpEANPUHUMATENSIMU, UMEIONIMMH JIMLEH3UIO Ha OCYILIECTBIICHUE
(dapMalleBTUYECKOM [eATEILHOCTH, MEOUIMHCKAMHM OpPraHH3alHAMH, HMEIOIUMH
JIMLEH3MIO Ha OCYLIECTBICHHE (HhapMalleBTUUECKOI AeATENBHOCTH, B HX 060CO0I€HHBIMU
noxpaszieieHusMHu (aMOynaTopusaiMu, GenpAmepCKAMH U GenbAIIepCKO-aKyIepCKUMU
IYHKTAMM, IEHTpaMM (OTHeleHMsiMM) OOImIeii . BpaueOHOH (ceMelHOM) NpaKTHKK),
PacIOIOKEHHBIMH B CENbCKHX IIOCENEHHAX, B KOTOPHIX OTCYTCTBYIOT aITE€4HBIC
OpraHM3alliM, YTBEPXKACHHBIX HACTOSAIIMM INPHKAa30M, KOTOPBIM BCTynaeT B CHIY
¢ 1 mapta 2022 r. u zeiictByer 1o 1 cenTa6pa 2022 roxa.

Munuctp - M.A. Mypauiko




IIpunoxenue Ne 1
K npuka3zy MuHucTEepcTBa 3ApaBOOXpaHEHUS

occuiickoj Denepanuu
oT W/ » MQZ(Z ?% 2021 1. Ne /ﬂ,é !f’ 4

IIpaBnaa
OTIYCKA JIeKAPCTBEHHBIX MPenapaToB AJ MeAHIHHCKOro NpHMeHeHHs

I. OGmue TpeOoBaHuUS K OTIyCKY JIEKApCTBEHHBIX IIpEIapaToB
IUTSL METUITHHCKOTO IIPUMEHEHUS

1. OTIyck JIeKapCTBEHHBIX IpPENapaToB Ui MEIUIIMHCKOTO MpPUMEHEHHus (nanee —
JIEKapCTBEHHBIE  INpemapaTthl) OCYIIeCTBISIETCS  aNTeYHBIMH  OpraHM3alMsiMH U
HHIWBAAYAIBHBIMH IIPEOIPHHAMATEISIMI, HMEIOIIUMH JIMLEH3MIO Ha (apMalleBTHYECKYIO
HIEeATEIBHOCTh, MEOUIIMHCKMMM  OpraHu3alMsMH, HMEIOMMMH  JIUICH3HI0  Ha
(GapMaleBTHYECKYI0  HEATENbHOCTh, M KX 000COOJICHHBIMH  NOApa3AcICHUAMHU
(amOynatopusmu, denpANIepCKUMHE U (elbAlIEepCKO-aKyIEpCKUMHU IyHKTaMH, LIEHTPaMU
(oTmeneHuAMHU) oO1elt BpaueOHO (CeMeHHOI) IPAKTHKH ), PACIIONIOKEHHBIMU B CEJIBCKUX
IIOCEJIEHMAX, B KOTOPBIX OTCYTCTBYIOT aIlTeUHBle OpraHu3aluHu (Jajee — CyOBEKTEHI
pO3HHMYHOI Toprosnu), 6e3 penenrta' U (WIK) MO pelENTy Ha JIEKAPCTBEHHBIN Mpenapar,
o(opMIEHHOMY? METUIIMHCKAME PaGOTHUKaMH ([ajiee — PeLenT), a TakoKe [0 TpeGOBaHUIO
MEAMIHHCKON OpraHu3alyy’ /IS allTeYHON OpPraHu3alHH.

2. OTImycK JIeKapCTBEHHBIX MpenapaToB 6e3 pelenToB OCYIeCTBIAETCS:

1) anTekaMH, OCYIIECTBISIONIMMH PO3HUYHYIO TOProBIIO (OTIYCK) JIEKapCTBEHHBIX
IperapaToB HaceJIeHHUIO, M allTeKaMH KaK CTPYKTYPHBIMH MOAPa3AEICHUIMHE METUIIMHCKOM
OpraHM3aIyH (fajiee — anTeku);

2) anTeYHBIMH IIyHKTaMH, B TOM 4YHCJI€ KaK CTPYKTYPHBIMH IOIpPa3JeCHHIMU
MeIHLIHCKOM OpraHu3aluy (Jajiee — aTedHbIe ITyHKTHI);

3) anTeYHBIMU KHOCKaMHU;

4) HHAMBUIYATEHBIMI IIpeanpUHAMATESIMH, HUMEIOIIMMHU JTULICH3HUIO
Ha (apMaleBTHYECKYIO AeATENbHOCTD (ajiee — MHAWBHAYAIBHBIN IIPEANPUHIMATEND);

! Moanyukr «u» myHkra 5 gactd 4 craThd 18, HOANYHKT «k» myHKTa 1 dactd 1 cratem 33 QelepanbHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 «OG6 obpameHnu JeKapcTBeHHBIX cpeacTB» (CobpaHue 3aKOHONATENBCTBA Poccuitckoit
®enepamuy, 2010, Ne 16, ct. 1815) (nanee — GenepanbHelii 3akon Ne 61-D3).

2TloamyekT 5.2.179 TlonoxeHus o MunucTepcTBe 3ApaBooxpaHenus Poccuiickolt Pemepalli, YTBEPKAESHHOIO
nocraHosnenueM IIpasurenscrsa Poccuiickoit @enepaunn ot 19 monHa 2012 r. Ne 608 (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®enepanun, 2012, Ne 26, ct. 3526; 2017, Ne 52, ct. 8131) (manee — INonoxenne 0 MUHHCTEPCTBE).

3 IMynkr 54 crateu 4 @enepansHoro 3akoHa Ne 61-03 (Cobpanue 3akoHonaTeNnbcTBa Poccuiickoit ®enepamuy, 2010, Ne 16, cT.
1815; 2019, Ne 31, ct. 4456).
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5) MEOMIMHCKMMH OPraHU3alUsIME, HMEIOLIMMH JULEH3HIO Ha (apMaleBTHIECKYIO
JEeATeNBHOCTh, M WX  000COONEHHBIMH  ToApa3feneHusMH  (aMOynaTopusMH,
denpamepckuMy M GeNpAIIepCKO-aKyIEPCKAMU ITyHKTaMH, IeHTpaMH (OTAeNCHHAMM)
o01eit BpayeOHOM (ceMeifHOM) MPaKTUKH), PAacHONIOKEHHBIMHA B CEJIBCKHX INOCEICHHAX,
B KOTOPBIX OTCYTCTBYIOT allTeYHbIe OpraHu3aluy (Jajee COOTBETCTBEHHO — MEAMIIMHCKHE
OpraHM3auud, 000COOJIEeHHble MOApa3fieieHHs] MEAWLUHCKUX OpraHu3alyii), IepedeHb
KOTOpPBIX YTBEP)KHAEeTCH OpraHaMH HCIOJIHHTENbHOH BiacTu cyOwpekTa Poccuiickoin
®enepauun’.

3. Ormyck JeKapCTBEHHBIX MIPENaparoB 10 PeNenTaM OCyIIeCTBIIACTC:

1) anTekamu;

2) anTeYHBIMH ITyHKTaMU;

3) HHOUBHUAYQJIBGHBIMH  HpEANpUHUMATENIMA (32 HCKIIOYCHHEM  OTIIyCKa
HApKOTHYECKMX CPEICTB U IICHXOTPONHBIX BEIIECTB, BKJIIOYEHHBIX B II€pEYEHb
HApKOTHYECKHUX CPEICTB, TMCHUXOTPOIHBIX BEIECTB M HX IPEKYPCOpPOB, MOAJEKAIIUX
KOHTpomo B Poccuiickoii ®enmepauun’ (mamee coorBercTBeHHO — IlepedeHs,
HapKOTHYECKHE U IICHXOTPOITHBIE JIEKAPCTBEHHEIE IIPENapaThl);

4) METUITUHCKUMHA  OpraHM3allussMd B O0OCOONEHHBIMH  OIAPA3AEICHUAMH
MEAULIMHCKUX OpraHU3aIHii.

4. Ilo perertaM, BHITMCAaHHBIM Ha peLeNTYpHBIX OnaHkax ¢opmel Ne 148-1/y-88,
OTIYCKAIOTCA® ITeKapCTBEHHBIE MpENapaTsl, BKIIOYEHHBIE B IIepedeHb JIeKapCTBEHHBIX
CPeACTB IJI1 MEOHIMHCKOrO IpPHUMEHEHUs, MOUIeKAIIUX MPEIMETHO-KOJIHUYECTBEHHOMY
yueTy (fanee — IeKapcTBEHHEIE MPETapaThl, BKIIOYeHHbIE B nepedens [IKY)'.

Yka3auHble JTIeKapCTBEHHBIE IpenapaThl, IpeAHa3Ha4eHHbIe I TPaKAaH, HMEIOIIMX
IpaBO Ha IOJydYeHHE JIEKapCTBEHHBIX IPENapaToB, OTIYCKAacMBIX OECIUIATHO WM CO
CKH/IKOM, OTIIyCKAIOTCS TNpH IPEABSBICHUHM pELeNTa, BBIINCAHHOTO Ha PpeleNnTypHOM
6nanke Gopmer Ne 148-1/y-88, u pelenta, BEIIMCAHHOTO Ha pelienTypHOM 61anke GopMel
Ne 148-1/y-04(51).

5. Io perenram, BEIIIMCAHHBIM Ha peIenTypHbIX OaHkax (opMel Ne 148-1/y-04(i),
OTIIyCKAIOTCS JIEKAPCTBEHHBIE IIpEeTapaThl, BEIKMCHIBAEMBIE IPaX/JaHaM, HMEIONIMM IPaBoO
Ha OeCIUIaTHOE TIONyYeHHE JIEKapPCTBEHHBIX IIPENapaToB HIIM I10JIyYeHHE JIEKApCTBEHHBIX
HpenapaTtoB CO CKMAKOM (ajee — JIeKapCTBEHHbIE Ipenaparsl, OTIyckaeMble OecIaTHO
HJTH CO CKHUJIKOM).

6.Tlo peuenrtaM, BBEIIMCAaHHEIM Ha PEHENTYpHBIX OnaHkax ¢opmel Ne 107-17y,
OTIIYCKAIOTCS MHEIE JIEKAPCTBEHHBIE Iperaparhl, He yKa3aHHbIE B IIyHKTE 4 HaCTOAIIMX
IMpaBui, ¥ 3a HCKITIOYEHUEM JIEKAPCTBEHHBIX [IPENapaToB, OTIyCKaeMbIX 6e3 perenTa.

4 Yacrp 5 ctathu 55 ®enepansHoro 3akoHa Ne 61-d3 (CoGpanue 3akoHonaTenscTBa Poccuiickoii ®eaepanuy, 2010, Ne 16,
ct. 1815; 2020, Ne 14, ct. 2035).

5 TTynxr 2 craTen 2 denepansHoro 3akoHa oT 8 sHBapsa 1998 r. Ne 3-03 «O HapKOTHYECKHX CPeACTBAX M MCUXOTPOMHBIX
pemecTBax» (Cobpanue 3akoHonatenscTsa Poccuiickoit ®enepamun, 1998, Ne 2, cr. 219; 2016, Ne 27, cr. 4238) (manee —
®epnepansublit 3aK0H Ne 3-03).

6 Tlommynkr 5.2.179 IlonoxeHus o MmuuuctepctBe (CoGpaHne 3akoHozatenbcTBa Poccuiickolt ®epepaumu, 2012,
Ne 26, ct. 3526; 2017, Ne 52, ct. 8131). '

"Mommyskt 5.2.171(1) Ionoxenus o Munncrepctee (CobGpamme 3akoHomatenscTBa Poccmiickod ®enepaumu, 2012,
Ne 26, cT. 3526; 2013, Ne 16, c1. 1970).




7. KoMOHHHpOBaHHBIE JIEKAPCTBEHHBIE IIpenapaThl A1 MEAALMHCKOTO IPUMEHEHHS,
cojiepKalnie KpoMe MaJIbIX KOJIHYECTB HApKOTHYECKUX CPEACTB, ICHXOTPOINHBIX BEIIECTB
U HMX TPEeKypcopoB Apyrue (apMakoJOTHYEeCKHE AKTUBHBIE BEILIECTBA, OTIIYCKAaKOTCH
anTeKaMH, alITEYHBIMH ITYHKTaMHU U HHAUBUIY AIbHBIMH [TPEANPUHUMATEISIMH, UMEIOIIHMHU
JHIEH3NI0 Ha (apMaLleBTUYECKyIO HEeATEIbHOCTh, IIO pEleNTaM, BBIMMCAHHBIM Ha
perenTyprbIx 61ankax dopm Ne 107-1/y u Ne 148-1/y-88%, kpome Tex leKapCTBEHHBIX
TpernapaToB, KOTOPhIE OTIIycKaloTcs 6e3 pelenTa.

8. ITo peuentam B GopMe 37IEKTPOHHOTO JOKYMEHTA C MCIIONB30BaHUEM YCHICHHOM

KBATM(QUIUPOBAHHON SJIEKTPOHHOM IMOAIIMCH MEIUIMHCKOro paboTHHKA (Hajee — perent
B (opMe 3JIEeKTPOHHOTO JOKYMEHTa) OTIyCKAarOTCsA BCE€ JIEKapCTBEHHBIE IpenapaThl,
yKa3aHHBIE B IyHKTax 4, 5, 6, 7 HacToamux IIpasur.

9. MeaMUMHCKHE OpraHU3allid U 000COOIeHHBIE MOApa3AeICHUs MEIUIMHCKHX
OpraHM3alliif TaKkKe MOT'YT OTIIyCKaTh:

1) mexapcTBeHHBIE Tpenaparthl, BKIOYeHHBIE B IepedeHb 1IKY, BeimucaHHBIE Ha
petienTypHBIX Onankax Gopmsl Ne 148-1/y-88;

2) neKapCTBeHHBIE TMpenapathl, BKIIOUeHHble B [lepedeHp JIeKapCTBEHHBIX
IpenapartoB, OTIyCKaeMBIX MO pelentaM Bpada (denbamepa) IpH  OKa3aHMU
IOIIOJIHATEILHON OeCIUTaTHOM MEIUIMHCKOM ITOMOIIM OTAEIbHBIM KaTe€rOpHsM Ipa)<aaH,
HMMEIOIUM TIPaBO Ha MOJyYeHHe roCyJapCTBEHHOH COIMAbHON MOMOIIH, a TaKKe HHBIE
JIeKapCTBEHHBIE CPEACTBa, OTIyCKaeMble OECIIaTHO WM CO CKHIKOH, BEINMCAHHBIE HA
peuentypHeix Onankax hopmsel Ne 148-1/y-04(m).

10. Otnyck JieKapCTBEHHBIX IpenapaToB, HEe yKa3aHHBIX B IyHKTax 4, 5, 6, 7
HacTosmux [IpaBu, B COOTBETCTBUM C HHCTPYKIMAMM 110 KX METUIIMHCKOMY MPHMEHEHHIO
oCymecTBisieTcs 6e3 pelenToB.

11. OTmyck JieKapCTBEHHBIX IPenapaToB OCYIIECTBIAECTCS B TEYCHHE YKA3aHHOI'O
B pelETITe CPOKa ero AeHCTBUSA NP 00paleHHH JTHIA K CyOBEKTY PO3HUYHON TOPTOBIIY.

12. B cimy4ae OTCYTCTBHS y CyOBEKTa PO3HHYHOH TOPrOBJIM JIEKAPCTBEHHOIO
npemnapara, yKa3aHHOT'O B peLienrTe, IpH 0OpalleHuH TuIa K CyOBeKTY PO3HUYHOM TOProBIH
PELIENT NPUHMMAETCd Ha OOCIY)XMBaHHE B CIEAYIOIUE CPOKH (fajliee — OTCPOYCHHOE
o6cITy)XMBaHHE):

1) petient ¢ moMeTKo# «statim» (HeMeIJIEHHO) OOCITyXUBAaeTCs B T€YEHHE OIHOIO
pabouero JHs co OHA oOpalleHus JIMLa K CyObeKTy PO3HUYHOM TOPrOBIIH,

2) pelenT ¢ MOMETKOH «Cito» (CpOo4HO) O0OCIyXXHMBaeTCs B Te4EHHE ABYX paboumx
IHeit co AHs oOpaleHus Iuia K CyOBeKTy pO3HUYHOM TOProBIIY,

3) peuienT Ha JIeKapCTBEHHBIH Ipenapar, BXOASIIUA B MUHEMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENaparoB Ui MEAWLIHHCKOro MpHMEHEHMd, HEOOXOAMMBIX
171 OKa3aHWsI MeAMIMHCKOM nomomu®, o6CmyXuBaeTcs B Te4eHUe II9TH pabodux aHeiH co
AHs oOpallleHus JHIA K CyOBeKTy POSHHYHOHW TOPTOBIM; PelleNT Ha JIeKapCTBEHHBIMH
IpenapaT, BXOASNIM B MUHUMAJBHBIA aCCOPTHMEHT JIEKApCTBEHHBIX IIpeNapaToB A

8 Yacrp 6 craTu 55 PenepanbHoro 3akoHa Ne 61-@3 (Cobpanue 3akoHOmaTenscTBa Poccuiickoit denepamuu, 2010, Ne 16,
cT. 1815; 2013, Ne 48, cT1. 6165).
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MeJAMIHUHCKOTO IMIPUMEHEHHs, OTIIyCKaeMBblid O€CIUIaTHO WIIH CO CKHIKOM, 00CITy)KUBAETCS B
TeYeHHe ABYX pabouux MHel co THA oOpalieHus Juia K CyObeKTy pO3HUYHOM TOproBIIH;

4) peuent Ha JIEKAPCTBEHHBIA IpemapaT, He BXOASAIIMA B MHHUMAJIBHBIN
ACCOPTHMEHT  JIEKQpCTBEHHBIX IpenaparoB AN  MEAWLIMHCKOro  IPUMEHEHWs,
HEOOXOAMMEIX JJIS OKa3aHHUs MEIMIIMHCKOM ITOMOIIH, 0OCIy)XUBAeTCsA B TE€UYCHUE NECATU
pabGounx qHeW co nHs oOpalleHus JIULla K CyOBeKTy PO3HMYHOM TOPTOBIM; pPELENT Ha
JeKapCTBEHHBIN Ipernapar, He BXOASIIUNA B MHHUMAJIGHBIA aCCOPTUMEHT JIEKapCTBEHHBIX
TIPENapaToB ISl METUIIMHCKOrO MPUMEHEHN S, HEOOXOIUMBIX I OKa3aHUSA MEeIUIUMHCKON
[IOMOIIH, OTIIyCKaeMBIH OeCIUIaTHO WM CO CKHIKOMH, OOCIy>KMBaeTcsi B TEUCHHE CEMH
pabouunx AHel co AHS oOpalleHus Iula K CyObeKTy pO3HUYHON TOProBily;

5) pelienTsl Ha JeKapCTBEHHBIE MpeTapaThl, Ha3Ha4YaeMble IO PemICHHIO BpaueOHolM
KOMICCHH, O0CITy>XKHBAIOTCSA B T€YCHHE AECATH pabouux AHeH co JHA oOpallleHus JHna K
CyOBbeKTy PO3HUYHOMN TOPTOBIH.

3anpeniaeTcs OTIyCKaTh JIEKApPCTBEHHBIE MpemapaTsl IO pelenTtaM € HUCTEKIIHM
CpPOKOM JeicTBUS, 3a HCKIIOYCHHEM Clyd4as, KOrJa CpPOK HEHCTBHS DELENTa HCTEK
B TIEPUOJ] HAXOXKAECHHS €ro Ha OTCPOYEHHOM 0OCITyKMBaHUH.

OTmyck JleKapCTBEHHOro Ipemapara IO HaxoAsdImeMycsi Ha OTCPOYEHHOM
OOCIyXHMBaHHH PELENTY C HCTEKIIAM CpPOKOM JIeiCTBHS OCyIIecTBisieTcs ©Oe3 ero
niepeodopMiieHus B TeueHue 90 qHeit co IHA MCTeYeHUs CPOKa AEHCTBHS TaKOro pelenTa.

13. JlekapcTBeHHBIE MpeNapaThl OTITyCKAIOTCS B KOTUYECTBE, YKa3aHHOM B peLIeNTe,
3a HCKJIIOYEHHEM CJIy4yaeB, KOrja Uil JIEKapCTBEHHOro IIpernapara yCTaHOBJIEHO
KOJIMYECTBO, KOTOPOE MOYET GBITH BEIIMCAHO B OJIHOM DEIENTE, WK KypC JICYEHHS -

Ilpu ipeabsBIIEHUH peLenTa ¢ MPeBhIIeHHEM IIPEACIFHO JOIIYCTUMOIO KOJIHYECTBA
JIEKapCTBEHHOTO IMIpenapara, KOTOpO€ MOXeT OBITh BBIMHCAHO B OJHOM PEIEITE,
dapMaleBTHYECKHIT PabOTHHK HHGOpPMHUpYeT 00 3TOM JHMIO, NPEACTABHBIIEE DELENT,
PYKOBOZUTENS COOTBETCTBYIOIIEH MEIULMHCKON OpraHM3alik U OTIIyCKaeT yKa3aHHOMY
JMIly  YCTAaHOBJIEGHHOE  COOTBETCTBEHHO  IpENENbHO  JOMYCTHMOE  KOJIHYECTBO
JIEKapCTBEHHOTO IIpemapara, KOTOpPOe€ MOXXET OBITh BEIIHCAHO B OJHOM pENENTE C
MPOCTABJICHUEM COOTBETCTBYIOILIENM OTMETKH B PELEITE.

Ilpy Hamuuuu y cyObeKTa PpO3HHYHOM TOPrOBIM JIEKAPCTBEHHOIO IIperapara

C JO3WPOBKOH, OTAMYHOH OT JO3UPOBKH JIEKapCTBEHHOrO Ipelapara, yKasaHHON
B pemenre, OTIYCK HMEIOIIErocs JEKapCTBEHHOIO IIperapara JOIyCKaeTcs, €ClH
JO3MpPOBKa TAaKOro JIeKApCTBEHHOTO IIpenapaTa MeEHbIIe JO3HPOBKH, YKa3aHHOM
B perente. B TakoMm ciydae OCYIIECTBISETCS IEPECUYET KOIUYECTBA JIEKAPCTBEHHOIO
IIpernapara ¢ y4eToM Kypca JI€4eHH s, YKa3aHHOI'O B PELIETITE.

B ciyyae ecnu I03MPOBKA JEKapCTBEHHOIO Ipenapara, HMelomerocs y cybbekra
PO3HUYHON TOPIOBIH, IPEBHIIIACT JO3MPOBKY JIEKAPCTBEHHOrO IIpenapara, yKa3aHHYIO
B pelLenTe, peilieHHe 00 OTIyCKe JEeKapCTBEHHOro Ipemnapara ¢ TaKOH [03MPOBKOH
NPUHUMAET METUIIMHCKUH pabOTHHK, BBIMMCABIINH PELENT.

9 TMommyskt 5.2.177 Tlonoxkenus o MunuctepctBe (CoGpanme 3akoHOZaTenbcrBa Poccmiickoii ®emepamun, 2012,
Ne 26, cT. 3526; 2015, Ne 23, cT. 3333).




14. OTImyck  JIeKapCTBEHHOIO  Ipemapara OCYHIECTBISAETCS B  IEPBUYHOMH
M BTOpPHUYHOM (IOTpeOUTENBCKONH) YIIaKoBKaX, MapKUpPOBKa KOTOPBIX JOJDKHA OTBEYaTh
TpeGoBanusaM ctartbl 46 MenepansHoro 3akoHa Ne 61-@3 (Cobpanue 3aKOHOAATEILCTBA
Poccuiickoit ®enepannu, 2010, Ne 16, ct. 1815; 2014, Ne 52, ct. 7540), a ynakoBka Jyis
HApKOTHYECKUX M TICHXOTPONHBIX JIEKAPCTBEHHBIX NpenapaTtoB cnucka Il — tpeGoBanusam
nyukta 3 crateu 27 DepepampHoro 3akoHa Ne 3-O3 (Cobpanue 3aKOHOIATENLCTBA
Poccuiickoit @eneparmu, 1998, Ne 2, ct. 219; 2016, Ne 15, ct. 2052).

15.1Ipu OTImycKe JEKapCTBEHHBIX MPENapaToB MO peLenTty, O(OpMICHHOMY
Ha pelenTypHoM OnaHke Ha OymakKHOM HocuTene, ¢apMaleBTHYeCKHi paGoTHHK
NpPOCTAaBIjAeT OTMETKy Ha pemente o0 OTIycKke JIEKapCTBEHHOrO —Iperapara
«JIexapCTBEHHEIH Mpemnapar OTIYILEH» U C YKa3aHHEM:

1) HaMeHOBaHHA anTe4HoM opranu3anuu (pamuiny, HMEHH, oT4ecTBa (IpH
HAIMYHMH ) HHAVNBHAYAIBHOTO IIpeAIpHHAMATENA );

2) TOProBOro HAaWMEHOBaHMSA (32 HCKIIOYEHHEM JIEKapCTBEHHBIX IPENapaTos,
H3rOTOBJIEHHBIX B aNTE€4YHOW OpraHU3aliy), NO3UPOBKM M KONHYECTBA OTIIYIIEHHOIO
JIeKapCTBEHHOT'O Iperapara;

3) bamunuy, WMEeHH, OT4decTBa (NPH HATWYMHM) MEIOMITMHCKOTOo pabOTHHKA
B CIy4asx, yKa3aHHbIX B a03ale deTBeproM IyHKTa 13 u ab3ame TpeTrbeM IyHKTa 16
Hacroamux IIpaBu;

4) peKBU3UTOB JOKYMEHTa, YIOCTOBEPSIOLIETO JHYHOCTh JIMI@A, IOJYYHBIIETO
JeKapCTBEHHBIi IIpenapar, B cIy4ae, yKa3aHHOM B IyHKTe 28 HacTosmmx IIpaBui,

5) bamunuu, uMeHH, OoT4ecTBa (U HANWYHHM) (apMalleBTUYECKOro PabOTHHKA,
OTIIYCTHBIIEro JIEKApCTBEHHBIH Npenapar, U €ro MOANUCH;

6) maThl OTIIyCKa JIEKapCTBEHHOTI'O Ipelapara.

16.IIpu oTIycke JE€KapCTBEHHBIX IIPENaparoB IO pENENTY, BBIMUCAHHOMY
Ha peuentypHoM Onanke ¢opmbl Ne 107-1/y co cpoxoM JeicTBHA A0 OXHOIrO roja,
B KOTOPOM YKa3aHbl II€pHOABI U KOJIMYECTBO OTIyCKa JIEKapCTBEHHOrO Iperapara
(B XaXXOBIH NEepHON), pelenT BO3BpaliaeTcs JHUIly, NpHoOpeTaromeMy JIeKapCTBEHHBIM
npenapar, ¢ OTMETKOM, cozepXalei CBeNeHHs, yKa3aHHbIE B IYHKTe 15 HaCTOAIMX
IIpaBui.

Ilpu odepenHOM OOpaIleHHH JHIA K CyOBEKTy PO3HHYHOM TOPrOBIM C HaHHBIM
PELIEIITOM YYHTHIBAIOTCS OTMETKH O IIPeABIAYIIEM OTITyCKE JIEKApCTBEHHOIO Mperapara mno
TAKOMY pelenTy W B Cciydae IIPUOOPETEHHs JHIOM KOJIHMYECTBA JICKAPCTBEHHOrO
pernapaTa, COOTBETCTBYIOIIEr0 MaKCUMAIbHOMY KOJNMYECTBY, YKa3aHHOMY MeIUIIMHCKUM
pabOTHUKOM B pellenTte, a TaKkKe IO MCTEYEHMH CPOKa NEWCTBUS DELENTa, Ha pelente
npoctapisiercss mraMn «JlexapcTBeHHBIH Npenapar OTIYIIEH» H PeLEenT BO3BpallaeTcs
JIHILLY.

EnuHOBpeMEHHEIH OTITYyCK JIEKAPCTBEHHOTO IIperapara II0 pPelenTy, BEITHCAHHOMY
Ha penentypHoM Onanke ¢opmel Ne 107-1/y co cpokoM JAeHCTBHsI IO OAHOrO TOAa,
B KOTOPOM YKa3aHbl MEPHOABI U KOJIMYECTBO OTIyCKa JIEKapCTBEHHOro Mpernapara
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(B KaX bl IEPUOJT), TOILYCKAETCS TOIBKO IO COrTIaCOBAaHHIO ¢ MEAUIIMHCKUAM PabOTHHKOM,
BBINMCABIIIAM PELIEIT.

17.Tlpu oOTImycKe JICKApCTBEHHBIX IIPEMNApaToB IO peLeNnTy, BBIIHCAHHOMY
Ha pelnientypHoM Oyanke popmsel Ne 148-1/y-04(:1), 3an0THEHHBIH KOPELIOK TaKOTO peLiernTa
nepenacTcs (papManeBTHIECKAM PabOTHHKOM JIHIy, puoGpeTaronieMy (TOJIydaromemy)
JIeKapCTBEHHBIE MpenapaTsl.

18. OcTaroTcs U XpaHATCA Y CyOBeKTa pOZHHYHOM TOPTOBIH PELENTHl (C OTMETKOMH
«JlexapcTBeHHEIH Mpenapar OTITyIeH») Ha:

1) nekapcTBeHHBIe IpenapaThl, OTI[yCKaeMble O€CIUIaTHO HJIHM CO CKHUAKOM, —
B TE€UEHHUE TPEX JIET;

2) nekapCTBEHHBIe Ipenaparbl, oTHocammuecs o ATX K aHTUINCHMXOTHYECKMM
cpenctBam (xom NOSA), anxcuonutukaMm (kox NO5SB), CHOTBOpHBIM H CENaTHBHEIM
cpenctBam (kog NO5C), antunenpeccantam (kox NO6A) u He momiexaniye IpeaMeTHO-
KOJIMYECTBEHHOMY YYETy, — B TEUEHHE TPEX MECALIEB.

19. PeueniTel, He ykasaHHble B IyHKTe 18 Hactosmux IIpaBun, ormedarorcs
mTaMIioM «JIekapcTBEHHEIH IpenapaT OTIYIIEH» W BO3BPAIIAIOTCS JIMIY, ITOIy4YHBIIEMY
JieKapCTBEeHHBIH Mpenapar.

20. PenenThl, BBITHCAHHBIE C HAPYIIEHHEM IPABHII' 0, pErMCTPUPYIOTCA B XypHAIE, B
KOTOPOM YKa3bIBaIOTCS BBIABJICHHBIE HapyIIeHUs B opopMIIeHHH penenTa, GpaMums, ums,
OT4eCTBO (TpHM HAJTMYNUM) MEOUIIMHCKOro pabOTHHKA, BHIIKCABIIETO  PEIENT,
HaMEHOBaHUE MEIUIMHCKOM OpraHW3alMH, NPUHATHIE MEphl, OTMEYAIOTCS IITaMIIOM
«PenenT HenecTBUTENEH» W BO3BpAILAIOTCS JIMLYY, IIpeAcTaBuBOIeMy peuent. O daxrax
HapyIIeHU TpaBUI OQOPMIIEHHUS PEeLENTOB CyOBEKT pO3HUYHOM TOproBnyu HHGOPMUpPYET
PYKOBOIUTENS COOTBETCTBYIOIEH MEIULMHCKON OpraHU3aliHH.

21. B 000co0/IeHHOM MOApasfe/ieHH MEIUIMHCKONH OpraHM3alliy JOJDKHBI OBITH
o0eCleyeHB  YCIOBHS  COXPAaHHOCTH  OCTaBICHHBIX Ha  XpaHCHHE  DPELENTOB
Ha JIEKapCTBEeHHBIE CPEACTBA.

PelienTs! Ha JIEKAPCTBEHHBIE CPEACTBA, OUICKAITHIE IIPEAMETHO-KOJIHYECTBEHHOMY
ydeTy, JISKapCTBEHHBIE CPEJICTBA, OTITyCKaeMBble OECIIIaTHO MM CO CKMIKOM, EXXEMECIYHO
mepefaloTcss K3 00OCOOJNEHHBIX  IOApPa3feNIeHHMd  MEJULMHCKMX  OpraHH3allHii
B METHUIIMHCKHE OPraHU3al|H, CTPYKTYPHBIMU NOApa3Ae/IeHUsIMHA KOTOPEIX OHH SBIIAIOTC,
IUTs TTOCJIEMYIONIETO XpaHEHH .

22. Tlpu OTImyCKe JieKapCTBEHHOro mpemnapara ¢apMaleBTUIecKUi paGOTHHK HIIH
pabOTHUK METUIMHCKON opraHu3alud (060COGIEHHOro MoApa3saeNeHHus MEeIUIMHCKON
opraHu3anui) HHQPOPMHUpYeT Ui, NpHoOpeTaromiee (IOMydaromiee) JeKapCTBEHHBIH
Tpenapar, 0 peXXHMe ¥ 03aX ero InpHeMa, paBWIax XpPaHEHUs B JOMAIIHMX YCIOBHSIX,
0 B3aUMOJIEHCTBHM C APYTHMMHU JeKapCTBEHHBIMU IIpenapaTaMH.

O [Tommynkr 5.2.179 Ilonoxenus o MunucrepctBe (CobpaHue 3akoHojarenbcTBa Poccmiickoli ®enepauum, 2012,
Ne 26, ct. 3526; 2017, Ne 52, cT. 8131).
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23. Ilpu oTmycKe JIEKapCTBEHHOro Ipemnapata (apMaleBTUIeCKHi pabOoTHUK I
pabOTHUK MeNUIUHCKONH opraHu3anuu (060COOIEHHOro MOMApa3JeNiCHHs MEIMIMHCKOM
OpraHM3alMH) HE BIPaBe [IPEIOCTaBIATh HEIOCTOBEPHYIO H (W) HEOIHYIO HH(OPMAIIHIO
O HAJIMYHH JIEKApCTBEHHBIX MPENapaToB, BKIIOYas JeKapCTBEHHbIE IIpenapaTsl, UMEIOIue
OIIMHAKOBOE MEXITyHApOAHOE HENaTEeHTOBAaHHOE HauMEHOBaHUE,
B TOM YHCJIE CKPbIBATh HH(POPMALIUIO O HATUYHU JIEKapCTBEHHBIX NPENapaToB, HMEIOIMIUX
Goree HU3KYIO LieHy' !,

24, 3anpemaerca  OTIYCK  (anbCHPUIMPOBAHHBIX,  HEZOOPOKAa4ECTBEHHBIX
¥ KOHTpa(aKTHHIX JIeKAPCTBEHHBIX MpenapaToB'2.

25. OTIycK 3THIIOBOTO CIIUPTA IIPOU3BOJUTCS IO PELIEIITY C yY€TOM YCTaHOBIEHHBIX
TpeGoBaHmii K 00BEMy Taphl, yIIAKOBKE M KOMILIEKTHOCTH JIEKAPCTBEHHBIX NPENapaTos’’.

JlekapCTBeHHbIE IIpemapaTthl, COACp)Kaliue STUJIOBBIM CIOMPT, B TOM YHCIE
H3TOTOBJIEHHEIE II0 PelenTy CyOBEeKTOM PO3HHYHOM TOPrOBIM, HUMEIOIIMM JIMIIEH3HIO
Ha (apMaleBTUYECKYI0 JEATeNPHOCTh C [PaBOM HM3TOTOBIEHHs JIEKAPCTBEHHBIX
IpenaparoB, OTIIYCKAIOTCS € YYETOM YCTAaHOBICHHBIX TpeOoBaHHH K 0OGBEMY Tapl,
yIaKoBKe H KOMIUIEKTHOCTH JIEKapCTBEHHBIX IIpENapaToB.

26. 3ampelaercs pa3feNbHBIH OTIYCK JIEKAPCTBEHHBIX CPENCTB, BXOAALIUX
B COCTaB JIEKAPCTBEHHOTO IIperapara, H3rOTaBIMBaeMOro CyOBEKTOM pO3HMYHOM
TOPTOBIIH.

27. 3anpemiaercss OTHYCK CyOBEKTOM PpO3HMYHOM TOPrOBIM IIO pelenTam
BETEpPUHAPHBIX OPTaHU3ALIMHN:

1) nexapcTBEHHBIX MpeNapaToB, BKIIOYEHHBIX B iepedeHs [IKY;

2) IeKapCTBEHHBIX MpeNapaToB, OTITyCKaeMbIX O€CILIaTHO HIIM CO CKHIKOM;

3) lekapCTBeHHBIX MNpernapaToB, oTHocamuxcsa Nno ATX K aHTUIICHXOTHYECKHM
cpeactBaM (xom NOS5A), anxcuomutukam (kox NO5SB), CHOTBOpDHBIM M CEOaTHBHBIM

cpeactBam (kog NOS5SC), amtmgenpeccantaM (kog NO6A) M He BKIIOYEHHBIX
B nnepeueHs [IKY.

I1. TpeGoBaHus K OTILyCKY JIEKapCTBEHHBIX IIPENapaToB
10 TpeOOBaHUIO MEAUIIMHCKON OpPraHU3alHH

28. Jlna obecneueHus JieueOGHOro mpoIecca B MEAULIMHCKON OpraHU3aiiiH anTeyHon
OpraHu3ainuel, SBIAIOMEHCS CTPYKTYPHBIM MOApAa3sAeNeHUEM TaKoH METHULHUHCKOM

U Craren 74 PepepansHoro 3akona or 21 HoaGpa 2011 r. Ne 323-@3 «O06 ocHOBax OXpaHBI 3MOPOBbA TIpaXaaH
B Poccuiickoit ®enepauun» (CoGpanne 3akoHomatenscTBa Poccuiickoit ®enepaunu, 2011, Ne 48, cr. 6724, 2013, Ne 48,
cT. 6165) (manee — Denepanpuslit 3akoH Ne 323-03).

12 Crates 57 ®enepansHoro 3akoHa Ne 61-®3 (Cobpanue 3axoHOmaTenbcTBa Poccumiickoit ®enepammn, 2010, Ne 16,
cT. 1815).

3 Yacre 4.1 crathu 45 denepanbHoro 3akona Ne 61-®3 (CobpaHue 3akoHonaTenbcTBa Poccniickoit Penepauu, 2010, Ne 16,
ct. 1815; 2015, Ne 51, ct. 7245), nocranosnenue Ipasutennctea Poccuiickodi ®enepamrm ot 23 monsa 2016 r. Ne 716 «O
nopajke (GOpMHPOBAHMS NEPEYHS JIEKAPCTBEHHBIX IPENapaToB [UIi MEIMLHMHCKOTO INPUMEHEHHA, B OTHOLICHHH KOTOPBIX
YCTaHABJIABAIOTCA Tpeﬁonamm K oGrLemy Tapel, YIIAKOBKC H KOMIUICKTHOCTH, IICPCUHA JICKapCTBCHHBIX IIpENapaToB LA
BETEPMHAPHOIO MPHMEHEHHUS, B OTHOIICHAN KOTOPHIX YCTAHABIMBAIOTCSA TpeGoBaHKA K 00bEMY Taphl, M ONpPEACICHHA TaKHX
TpeGoBanuii» (Cobpanue 3aKkoHomarenbcTa Poccuiickoit Penepaimu, 2016, Ne 31, ¢t. 5030).




OpraHM3alfH, OCYILECTBIAETCS OTIYCK JIHOO M3rOTOBIECHHME H OTIIYCK JIEKapCTBEHHBIX
NpenapaToB Ha OCHOBaHMH TPeOOBaHMA MENMIMHCKON OpraHW3alliH, BBITMCAHHOIO
YIIOJJHOMOYEHHBIM MEIUIMHCKAM paboTHUKOM (fanee — TpeboBaHME MeEIULMHCKOM
OpraHu3alyH).

MenvuuHCKasd OpraHM3allis BIpaBe OOpaTUTBCA B CTOPOHHIOIO —AlTEYHYIO
OpraHW3aldI0 TMPHU OTCYTCTBHH AaNTEYHOH OpraHM3alluM, SBJSIOINEHCS CTPYKTypHBIM
noapasaeliecHueM TaKod MeAULIMHCKON OpraHU3alluu.

JlekapcTBeHHbIE Mperaparbl, M3TOTOBICHHBIE AaNTEYHBIMM  OpraHH3aIUAMH
VI Lieiel MX OTIIycKa 10 TpeGOBaHHAM MEAMLUHCKUX OpraHH3alui, rocyAapCTBEHHOM
perHcTpaLyy He momiexar'?,

29. XpaHeHue TpeGoBaHHIT MEOMLIMHCKOH OpraHM3alliM, IO KOTOPHIM OTIYIIEHEI
JIeKapCTBEHHBIE TMPENapaThl, OCYIIECTBIAETCS aNTeYHOH OpraHu3alvedl B COOTBETCTBHH
¢ myHkToM 18 Hactosmero Ilopsaxa.

30. HapymieHue nepBHYHON yIIaKOBKH JIEKApCTBEHHOTO IIpenapara IpH €ro OTIyCKe
0 TpeOOBaHWIO MENUIMHCKON OpraHW3alliM JOIYCKAaeTCsd alNTeYHOM OpraHM3aluei,
IMEIONIeH JIMICH3MI0 Ha (apMaleBTUIECKYI0 IEATEIbHOCTh C IPaBOM H3TOTOBJICHHS
JIEKapCTBEHHBIX TpernaparoB. B TakoM ciydae OTIYCK JEKapCTBEHHOIO MpernapaTa
OCYIIECTBIAETCS B YNAakoBKe!’ ¢ MpeIOCTaBlIeHHEM MHCTPYKUMH (KONMMH HHCTPYKIMH)
I10 IPUMEHEHHIO OTITyCKaeMOro JIEKapCTBEHHOTO IIpelapara.

ITI. OcoOeHHOCTH OTIIyCKa JIEKapCTBEHHEIX IIPENapaToB
II0 peLenTaM B (opMe JIEKTPOHHOI0 JOKYMEHTa

31. OTmyck JeKapCTBEHHBIX IIpenapaToB IO pelentaM B (GOpME 3JEKTPOHHOIO
IOKYMEHTa OCYIIECTBIISETCS alTeKaMH, anTeYHbIMH ITyHKTaMH H HHAWBHIYaJIbHBIMH
IpeINpUHUMATEIISIMH, YKa3aHHBIMHU B ITyHKTE 2 HacTosmuX IlpaBui, pacronoxeHHEIMH Ha
Tepputopun cyOnexra Poccuiickoit @enepanmu, B KOTOpOM OQOPMIIEH pelent
B (OpMe BIIEKTPOHHOIO AOKYMEHTa, B ClIy4ae IPHHATHA YIOJHOMOYEHHBEIM OpPraHOM
cyonekra Poccuiickoiit @eepaluy B COOTBETCTBUH C IMyHKTOM 4 cTaThu 6 DenepaabHOro
3akoHa Ne 61-®3 (Cobpanue 3akoHomaTenscTBa Poccuiickoi @eneparuu, 2010, Ne 16, cT.
1815; 2019, Ne 52, cr. 7793) pelileHuss 006 WMCTONB30BAHHHM Ha TEPPUTOPHH CyOBEKTa
Poccuiickoit ®enepauu HapsAy ¢ peuenTaMH Ha JIEKapCTBEHHBIC IIpenaparsl,
odhopMIleHHBIME Ha OyMaXHOM HOCHTENE, PELENTOB Ha JIEKApCTBEHHBIC Ipenaparsl,
chopMUpOBaHHBIX B ¢opMe OJIEKTPOHHBIX JOKYMEHTOB (ajee — pelIeHHe
YIIOJTHOMOUYEHHOTO oprana cyobsexra Poccuiickoii desepariun).

32. AnreuHble OpraHH3alliM JOJDKHBI HMETh MOJKIIOYEHHE K IOCYJapCTBEHHOM
nHpopMauMOHHON cucreMe B cdepe 3apaBooxpaHeHHa cyOwvekra Poccuiickoi

1 TTynkr 1 wacTu 5 ctathu 13 @enepansHoro 3akoHa Ne 61-@3 (Cobpanue 3akoHonaTenscta Poccniickoit denepauun, 2010,
Ne 16, cT. 1815).

15 [Ipukas Mumsapasa Poccuu ot 26 oktabps 2015 r. Ne 7518 «OO6 yTBEpKACHHM NpaBI H3TOTOBJICHHA M OTHyCKa
JIEKAapCTBEHHBIX TPENapartoB Ui MEJUIMHCKOTO NPHMEHEHMS aNnTeUYHBIMH OpraHM3alisiMH, WHIMBHAYAIbHBIMU
HpeNpUHAMATEISMH, HMEIOIMMH JIMICH3MIO Ha (hapMaleBTHIECKYIO AEATENHHOCTDY (3aperHcTpupoBaH MHHHCTEPCTBOM
joctunun Poccmiickoii ®epepauuu 21 anpens 2016 r., peructpamoHHbIH Ne 41897).
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®enepaunn'® (manee — cucreMa), KoTopoe 06ECIIEYMBAETCA YIOTHOMOYEHHBIM OPTaHOM
BnacTu cyorekra Poccuiickoit ®enepanuu.

Texnuueckue TpeOoBaHUA K HHPOPMAMMOHHOMY OOMEHYy MeXAy AanTedHOMH
opraHu3anyeil i CUCTEMOi, B TOM 4ucie TpeOGOBaHUA K UACHTH(UKAIMH peLenTa B popMme
DJIEKTPOHHOTO JOKyMEHTa M JIHIa, OOpaTHBIIErOCS 3a OTIYCKOM JEKapCTBEHHBIX
IIpernapaToB 10 TAKUM pelLieNTaM, YCTaHABIHUBaIOTCS PEIIEHHEM YIIOTHOMOYEHHOIO OpraHa
cyonexta Poccutickoit ®enepanun.

33. Ormyck JeKkapCTBEHHBIX IIpemapaToB IO penentamM B (opMe 3JIEKTPOHHOTO
OOKyMEHTa OCYIIECTBISETCS JIMIly, YKa3aHHOMy B pelente JIHOO €ro 3aKOHHOMY
NpeACTaBUTEIIO, TUOO0 NIy, KOTOpOe JIMIO, YKa3aHHOE B peLeNTe, WX €ro 3aKOHHBIH
TIPEACTABUTEIh YITOJHOMOYMIM Ha MOJIydeHHe JIeKapCTBEHHBIX MperaparosB.

16 Tlocranopnenue IMpasurensctsa Poccmiickoit ®emepammu or 5 Mas 2018 r. Ne 555 «O enuHo#f rocynapCTBeHHOM
HHGOPMaLMOHHOM CHCTeMe B cdepe 3apaBooxpaneHnss» (Cobpanue 3akoHoHaTenscTBa Poccuiickoi denepauny, 2018, Ne 20,
cT. 2849; 2021, Ne 25, cT. 4814).




IIpunoxxenue Ne 2
K MpuKa3y MHUHHCTEPCTBA 3APaBOOXpaHEHUS

ccuiicgoit @enepanuu
oT «g 2021 r. Ne /ﬂ/ 7 y

IIpaBuaa
OTIYCKA HAPKOTHYECKHX CPEACTB H NCHXOTPONHBLIX BelIEeCTB, 3aPericTPHPOBAHHBIX
B Ka4YeCTBe JIEKAPCTBEHHbIX NPenapaToB AJisi MEAHIHHCKOr0 NpHMEeHeHHs,
JIEKAPCTBEHHBIX NPEenapaToB I MeIHIHHCKOro NPpHMEHEeHH , COJeP/KAIIHX
HApKOTHYECKHe CPeACTBA H NICHXOTPONHbIE BelleCTBA

1. Ornyck HapKOTHYeCKHMX M IICMXOTPOIIHBIX JIEKAPCTBEHHBIX IIpenaparoB
[0 pelentaM OCYIIECTBIAECTCS anTeKaMH, alTeYHBIMH IIyHKTaMH, MEIUIHUHCKHMHU
OpraHu3alusIMu, OOOCOONEHHBIMH NOMAPA3NENCHUSIMU MEANIMHCKUX OpraHM3allui,
UMEOIIUMH JIMIEH3UI0 Ha JeATeNbHOCTh N0 000pOTy HapKOTHYECKUX CPEACTB,
IICUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpPOB, KYyJIbTUBHPOBAHHUIO HAapPKOCOAEPXKAIIUX
pactenuit. IlepeueHp MEOUIMHCKHX OpraHu3aluii B 060COOICHHBIX NOApa3AeIeHHUH
MEQUIUHCKNX OpraHu3alyi, NEepeYyeHb HApKOTHYECKHUX JIEKApCTBEHHBIX IIPENapaToB
M IICHXOTPOITHBIX JIEKAPCTBEHHBIX IPENaparoB, OTIyCK KOTOPBIX (H3UYECKHM JHIaM
MOXET OCYIIECTBIATHCS YKa3aHHBIMH MEAUIMHCKMMHM OpraHM3alidsMH M HX
000CO0JIEHHBIMA  MOAPAa3ACTICHUSMHE, YCTAaHABIMBAIOTCA OpraHaMH HCIIOJHHUTEIBHON
BIIacTH cy6nexToB Poccuiickoit ®enepanyn’.

2. Tlo peuenTam, BHIIMCAHHBIM Ha pEIENTypHHIX 6nankax ¢opmbr Ne 107/y-HIT?,
OTITyCKAalOTCS HAPKOTHYECKHE U IICHXOTPOIIHBIE JIEKAPCTBEHHBIE IIPENapaThl, BHECCHHBIE
B CHHCOK HapKOTMYECKHX CpEACTB M IICHXOTPOITHBIX BeIIeCTB, OOOPOT KOTOPBIX
B Poccuiickoit @enepaniiy OrpaHU4YeH U B OTHOLICHUH KOTOPBIX YCTAHABIIMBAIOTCS MEPBI
KOHTPOJSL B COOTBETCTBHM C  3aKOHOZarenbCTBOM  Poccuiickoii  ®epepanyu
U MeXIyHapogHeIMH JoroBopaMu Poccuiickoii ®@enepaumu (cmmcok II), Ilepeuns
(maee — HapKOTHYECKHEe M IICHXOTPONHBIC JIeKapCTBEHHble Ipemaparsl cmucka II),
32 UCKIIIOYCHHEM HApKOTHYECKHX M ICHXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENapaToB B BHUIE
TpaHC/IEPMAIIbHBIX TEPalleBTUYECKUX CUCTEM U JIEKApCTBEHHBIX MPEIapaToB, COAEpKAIIUX
HAapKOTUYECKOE CPEACTBO B COYETAHUM C AHTATOHUCTOM OITMOMIHBIX PELENTOPOB.

3. o penenTamM, BEITHCAHHBIM Ha peLIENTYPHBIX OiaHkax ¢opmel Ne 148-1/y-88,

OTITYCKAIOTCS :
1) ICHXOTPOTHEIE JIeKapCTBEHHBIE IIpeNapaThl, BHCCEHHbIE B CIIMCOK IICUXOTPOIHBIX
BELIECTB, obopot KOTOPBIX B Poccuiickoit Qenepanuu OrpaHHYEH

! Mynkr 1 crateu 25 deaepansHoro 3akoHa oT 8 suBapa 1998 r. Ne 3-03 «O HapKOTHIECKHX CPEACTBAX M ICHXOTPOIHBIX
pemecTBax» (Cobpanue 3akoHoxaTenscTBa Poccuitckoli @enepanuy, 1998, Ne 2, cr. 219; 2016, Ne 1, cT. 28).

2 TloamyHkt 5.2.178 mynkra 5 ITonoxeHus o MuHMcTepcTBe 3ApaBooxpaHeHus Poccuifckoit denepauyy, yTBEPKIEHHOIO
noctanoBneHueM IlpasurenscTBa Poccmiickoit @enmepammu ot 19 mons 2012 r. Ne 608 (Cobpanue 3aKOHOAATENBCTBA
Poccuiickoii ®emepanuu, 2012, Ne 26, c1. 3526; 2017, Ne 52, ct. 8131) (manee — ITonoxeHre 0 MUHHCTEPCTBE).

3 Hommymkr 5.2.179 Tlonoxkenns o Munnctepcte (CoOpanme 3akoHOZarTenscTBa Poccuiickoit ®emepamun, 2012,
Ne 26, ct. 3526; 2017, Ne 52, ct. 8131).




X B OTHOIIEHUM KOTOpPBIX JOITyCKAaeTCsd HCKIIOYEHHE HEKOTOPhIX Mep KOHTPOJA
B COOTBETCTBHM C 3aKOHOJATenbCcTBOM Poccuiickoit Penmeparuu v MeXITYHAPOIHBIMHU
noroBopamu Poccuiickoit ®@epepanuu (crucok III), Tlepeuns (mamee — MCHXOTPOIHBIE
neKkapcTBeHHbIe IIpenapathl crucka I1I);

2) HapKOTHYECKHE U ICHXOTPOITHBIE JIEKapCTBEHHBIE Ipenaparhl ciucka I B Bume
TPaHCAEPMAIBHBIX TepalleBTHUECKUX CHCTEM H JIEKapCTBEHHEIE NIpEIapaThl, CoaepKallue
HapKOTHYECKOE CPEICTBO B COYETAHUY C aHTarOHMCTOM OIHMOMIHEBIX PELENITOPOB;

3) nexapcTBEeHHbIE MpenapaThl, U3rOTaBIUBaeMble MO PEIENTY Ha JEKapCTBEHHBIH
[perapar M ColepXaliie HapKOTUYECKOE CpPEACTBO WM ICHUXOTPOIIHOE BEMIECTBO,
BHeceHHOe B cnucok II Ilepeuns, u apyrue ¢apmakonoruveckue akTUBHBIE BeIIECTBa
B J03€, HEe IMpeBHIMAIOMENd BBICIIYIO pa3OBYIO A03y, W TPH YCIOBHH, YTO 3TOT
KOMOMHUpPOBaHHBI  JICKAPCTBEHHBINT  Tpemapar He  SBISETCS  HapKOTHYECKHUM
WJIH IICUXOTPOIIHBIM JIEKaPCTBEHHBIM IpenapaToM cnucka II.

4.Ilpu oTIycke HapKOTHYECKOI'O M IICHXOTPOIHOIO JIEKapCTBEHHOIO IIpemnapara
cnucka Il Ha penenre 00 OTIycke JIEKapCTBEHHOrO IIperapaTra IPOCTaBIfgeTCs IedaTth
anTeKd WIM aNTeYHOro0 ITyHKTa, B KOTOPOM YKa3aHO HX IOJHOE HAaWMEHOBaHUE
(TIpm HaJTUYMH TIe4aTH).

5. OcraroTcs U XpaHATCA Y CyOBeKTa PO3HHMYHON TOPrOBIM PELENTHl (C OTMETKOM
«JlekapCTBEeHHEII IIpenapaT OTIYLIEH») Ha!

1) HapkOoTHYecKHe M TICUXOTPONHBIE JIEKApCTBEHHBIE Ipernaparbl cnucka II,
IICUXOTPOIIHEIE JIEKapCTBEHHEBIE npenapartsl ciucka Il — B Teyenue nsaTu mer;

2) KOMOMHUpPOBaHHEIE JIEKAPCTBEHHBIE IPENapaTrhbl, COAEpIKalllie HapKOTHYECKHE
CpeacTBa WIM IICHXOTpONHBIe BemecTBa, BHeceHHbie B crmucku II um I Ilepeuns,
W3TOTOBJIEHHBIE B alTEYHOM OpraHU3alliM, JEKAPCTBEHHBIE IPENaparhl, IMOAJIEKALe
MpeIMETHO-KOTMIECTBEHHOMY YUeTy, — B T€UeHHE TpeX JeT.

Vka3aHHEIE JIEKApCTBEHHBIE MpernapaTsl, NpeHa3HaAuYCHHbIE IS FPaXKaH, IMEIOIINX
IIPpaBO Ha IIOJlydYeHHE JIEKapCTBEHHBIX IIPEIapaToB, OTIYCKaeMBIX OECIUIaTHO HIH CO
CKHIKOM, OTITyCKAlOTCS IpH NpPedbSBICHUH pelenTa, BBIMMCAHHOTO Ha peLenTypHOM
omanke ¢opmer Ne 148-1/y-88, u perernta, BEIMUCAHHOTO Ha pelENTypHOM OaHKe POPMEI
Ne 148-1/y-04(x).

6. OTIyCK HApKOTHYECKMX U IICUXOTPOIHBIX JIEKapCTBEHHBIX IIpeNnapaToB
OCYyIIeCTBIACTCS (papMaleBTHYECKUMH U MEIULMHCKUMH paOOTHHKaMH, 3aHUMAIOIUMU
JOJDKHOCTH, BKITIOUEHHBIE B MEpedYeHb JODKHOCTeH (apMalieBTHHECKUX H MEIUIHCKUX
paGOTHUKOB B OpraHM3alMgX, KOTOPBIM NPEIOCTABICHO NPaBO OTIIyCKa HApKOTHYECKUX
JIEKApCTBEHHBIX IIPENapaToB U ICHXOTPOITHEIX JEKapCTBEHHBIX IIpeNapaToB (GU3HMYECKHM
nanam®.

7. HapkoTuueckie W TIICHXOTPOIIHBIE JIeKapCTBEHHBIE Ipenaparbl comucka I,
3a HCKIIOYEHHEM JIEKQPCTBEHHBIX NpENapaToB B BHUAE ILIACTBIPEH U JIEKAPCTBEHHBIX
MpenapaToB, COAEPXKAIIUX HAPKOTHYECKOE CpPEACTBO B COYETAaHHH C aHTarOHHCTOM

4Mommynkt 5.2.176 Ilonoxkenmma o Mumucrepcree (ColGpanme 3akoHomatenscTBa Poccuiickoit Penepamun, 2012,
Ne 26, ct. 3526; 2015, Ne 23, ct. 3333).




ONHOUIHBIX PELENITOPOB, OTITYCKAIOTCS NPU NPeAbABICHUU NOKYMEHTA, yOCTOBEPSAIOIIETO
JIUYHOCTB, JIULY, YKa3aHHOMY B pELENTe, ero 3aKOHHOMY MNPEACTABUTENIO° HIM JIHUILY,
uMmeomeMy OQOPMICHHYIO B COOTBETCTBUH C 3aKOHOZATENLCTBOM Poccuiickoii
Qenepaliii JOBEPEHHOCTh HA IIPABO MOMYYEHUS TaKUX HAPKOTHYECKHX M MICUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB.

IIpu HeBO3MOXHOCTH OGQOPMIICHUS HHKYpaOelbHEIMHM OOJBHEIMH Ha 3aBepIIaiOLIEM
JTarne XU3HU JOBEPEHHOCTH Ha IIPaBo MONyUYeHHUS YKa3aHHBIX B a03alle IIEpBOM HACTOAIIETO
ITyHKTa HApKOTMYECKHX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IMpenapaToB TaxKue
JIEKapCTBEHHEBIE MPENapaThl OTILyCKAIOTCS UHBIM JIULAM, OCYHMIECTBIISIOIIM YXO/ 32 HUMH,
TIpH NIpEABSIBICHHH OJJTHOBPEMEHHO C PEIENTOM Ha JIEKApCTBEHHBIHN MpemnapaTr A0KYMEHTa,
YIOCTOBEpSIOWIET0 JIMYHOCTh, W JOKYMEHTa, IMOATBEPXKIAIOMIEro HWHKypabelbHOe
cocTosiHre O0JIBHOTO, COAEpPIKaIlero CBeIeHHs O JIUIE, KOTOpOe IOIy4YaeT JIeKapCTBEHHBIE
mpenapatsl no peuenty (daMunus, UM, OT4ecTBO (IIPH HAIMYHHU), BUA, cepusi U (WUIIH)
HOMEp JOKYMEHTa, YAOCTOBEpSIOMIEro JIMYHOCTD), 3aBEPEHHOr0 MNOAIMUCHI0 M IMEYaTHIO
MeIUIMHCKOro paboOTHHUKA, @ TAKKe [1€9aThl0 MEANIIMHCKON OpraHU3amyy.

JlokymMeHT, TOATBEpXKJAAIOMIUNA HHKypabelpHOe COCTOSHHE OONBHOro, OCTaeTcs
B alTEYHON OpraHU3alli.

8. HapxoTudeckue M IICUXOTPONHBIE JIEKapCTBEHHBIE IIpenapaThl coucka Il
(3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB B BUAE IUIACTBIpEH M JIEKapCTBEHHBIX
[IpenaparoB, COJAEpNAIIMX HApKOTHYECKOE CpPEACTBO B COYETAaHHHM C AHTAarOHUCTOM
OIMMOUAHBIX PELENTOpOB), IpeAHa3sHadYeHHble M TpaXkaaH, HMEIIMMUX IIPaBO Ha
OecriaTHOe TNOMY4YEHHE JIEKAPCTBEHHBIX IpENapaToB WU INOIYYEeHHE JIeKapCTBEHHBIX
IIpenapaToB CO CKUAKOM, OTIIyCKAalOTCS NpU MPENbSBICHUM pPELENTa, BBIMHCAHHOIO Ha
peuentypHoM Onmanke ¢opmbel Ne 107/y-HII, u penernra, BEIIMCAHHOIO Ha peLIENTYpHOM
onanke popmer Ne 148-1/y-04(x).

9.Tlocne oTmycka HapKOTUYECKHMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB
ciucka II, B TOM 4dmcie B BHIAE TPaHCACPMAIBHBIX TEpPAlleBTUYECKHUX CHCTEM
M JIEKapCTBEHHBIX IIPENapaToB, COAEPXAIMUX HAPKOTHYECKOE CPEACTBO B COYETAHUHU
C aHTaroOHHCTOM OIMHOHIHBIX PEIENTOPOB, ICHXOTPOMHBIX JEKAPCTBEHHBIX IPENapaToB
crmicka III numy, nomyduBIIeMY JIEKapCTBEHHBIN IIpemnapar, BBIZIa€TCs CHIHaTypa
C XEeJITOM TOJIOCOi B BEpXHEH YacTH U Ha[HCHIO YepHBIM mpupTOM Ha Heit «CUrHarypay,
B KOTOPOY YKa3bIBAIOTCS:

1) HauMeHOBaHKE © aJpec MECTOHAXOXJEHHMS anTeKW, alTeYHOro IIyHKTa,
MEIULIMHCKOH OpraHu3aiuu, 060co0IeHHOr0 oApa3AeeHIs MEUITHHCKON OpraHU3aliHH;

2) HOMEp M JlaTa BHIIMCAHHOI'O PELEITa;

3) bamunusa, UM, OTYECTBO (HNpU HAIMYUM) JIHUIA, AL KOTOPOro NpeAHa3Ha4YeH
JIeKapCTBEHHBIH Ipernapar, €ro BO3pacr;

4) HoMep MEIOULMHCKONW KapThl MaLKEHTa, MOJy4alomero MEJUIHHCKYIO IOMOIIb
B aMOYJIaTOPHBIX YCIIOBUSAX, JJIsI KOTOPOTO NpeAHAa3HAYCH JIEKapCTBEHHBIN IIperapar;

5 B OTHOWIEHMH JIMLA, YKa3aHHOTO B yacTd 2 crathl 20 PemepamsHoro 3akoHa Ne 323-03 (CobpaHue 3aKOHOAATENHCTBA
Poccuiickoit ®enepammn, 2011, Ne 48, c1. 6724).
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5) ammmus, uMsA, OTYECTBO (NP HAINYMM) MEIHLUHCKOrO paboTHHKA,
BBIMMCABILIETO pELENT, €ro KOHTAKTHBIH TenepoH OO TenedoH MEIUIUHCKOM
OpraHHU3aIH;

6) comepxaHue pelenTa Ha TAaTHHCKOM 53bIKE HIIH PYCCKOM SI3BIKE,

7) daMunus, UM, OT4eCTBO (NP HAITMYMM) U MOANHMCH (HapMaleBTHYECKOTO WU
MEIHUIMHCKOr0 pabOTHHKA, OTIyCTHBILNErO JIEKapCTBEHHBIH IIpEIapar,

8) JaTa OTITyCKa JIeKapCTBEHHOTO IIpernapara.

10. 3ampemaeTcs OTIMyCK CyOBEKTOM PpO3HHYHOM TOProBIM II0 pernentam
BeTCPHHAPHBIX OpraHM3aliii HApKOTMYECKMX M ICHXOTPOMHBIX JIEKQPCTBEHHBIX
IIpenapaToB.




ITpunoxenue Ne 3
K npuka3sy MUHHCTEPCTBA 3ApaBOOXPaHEHH S
Poccutickoit ®enepanuu

oT %){Q 44 Z;( 2021 r. NQM/{

IMopsaaox
OTIMYCKA ANTEYHbIMH OPraHN3alHIMH HMMYHOOHOJIOrHYECKHX
JIEKAPCTBEHHBLIX NPENapaToB

1. OTyck ¥MMyHOOHOJIOTHYECKHX JIEKapCTBEHHBIX IIPENapaToB OCYIIECTBIIACTCS
anTeuyHBIMH OpPraHM3alUAMHU U HHAUBUAYATbHBIMM IpPEANPHHUMATEISIMH, HMEIOIIUMH
JMHMLEH3UI0 Ha (apMaIeBTHUECKYI0 JAeATeIbHOCTh, MEIMIMHCKUMH OpraHM3allisIMHU,
AMEIOMVMMHY JIMLEH3MI0 Ha (PapMalleBTHYECKYIO IEsSTENbHOCTh, H HX 000COOJICHHBIMU
noxpasfeneHusaMu (aMOynaTopusMy, (enbImepckKuMH U (QenbAmepcKo-aKyIepCKUMA
NyHKTaMH, LEeHTpaMH (OTHeneHusMH) oOmeill BpadyeOHON (ceMeiHOM) NPaKTHKH),
PacloJIOKEHHBIMA B CENIBCKMX IIOCEJEHMAX, B KOTOPHIX OTCYTCTBYIOT alTe4HbIe
opranmsaiuy, Oe3 penenTa u (WIM) IO PpELENTy Ha JIEKApCTBEHHBIA Ipenapar,
0o(hOPMIIEHHOMY MEAHLMHCKUMH pabOTHHKAMH (Jajee — PELeT).

2. Tlpu oTmycke UMMYHOOHOJIOTHYECKOrO JEKApCTBEHHOrO Iperapara Ha perernTe

WIH KOpeIIKe pelLenTa, KOTOphI OocTaeTcs y JMila, ImpHobpeTaromero (MOMy4arolero)
JNIeKapCTBEHHEII IIpenapar, yKasblBaeTcs TOYHOE BpeMs (B 4acax M MHHYTaX) OTIIyCKa
JIeKapCTBEHHOT'O IIpemnapara.

3. OTmyck MMMYHOOHOJNIOTHYECKOTO JIEKApCTBEHHOTO Tpenapara OCyMIeCTBIACTCA
MLy, npHoOpeTaromeMy (ITOMydaromeMy) JE€KapCTBEHHBIM Ipenapar, Opyd HAIMIUK
y HEro CIENUAIBHOrO TEPMOKOHTEHHepa, B KOTOPBIA IMOMEINAETCS JIEKapCTBEHHBIH
TpenapaT, Wi BO3MOXHOCTH NPHOOPETEHHSA B aNTEYHOH OpraHM3allid HEOOXOIHMMBIX
CPEJICTB JJIsi TPAHCIIOPTUPOBKH (TEPMOKOHTEHHED, X/1aJ03A€MEHTBI).

4. Jumy, mnpuoOperieMy HMMYHOOHONOTMYECKHH JIEKapCTBEHHBIA Mpenapar,
pas3bicHAeTCS HEOOXOMMMOCTh NOCTaBKH JIEKAPCTBCHHOTO Ipernapara B MEIMIUHCKYIO
OpPTaHM3alL¥IO B CPOKH, He IPEBHIIAIOMIE CPOKH MOLIEepXaHusa pabouell TeMIrepaTypsl
CpEIICTB TPAHCTIOPTUPOBKH, YKa3aHHbBIE B HHCTPYKUHUH.




