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POCCHHCKOH ®EJEPAII ,
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Of6 yTRepKIEHHA

IMopaaka HAZHAMEHHS JEKaPCTBEHHLIX NPENapatos, opM PeUeNnTYPHBIX
f§IAHKOB HA JJEKAPCTBEHNHbIC NpenapaTel, [lopaska opopmiaeHns yKa3aHRBIX
ONaHKOB, HX Y4€TA H XpaHeHH, popm ONaHKOB penentoB, COAepKAMHEX
HAZHAYEHHE HAPKOTHYECKHX CPeAcTB HAH NCHXOTPONHALIX BENIECTR,
TlopaaKa HX H3FOTORNEHHA, pacTipefeleHus], PeTHCTPAIHH, Y4€TA H XPAHCHHS,
a Taxxe [papuia opopMaenun 612HKOB pPelleNTOB, B TOM YHucne B popme
IEKTPOHHBIX JOKYMEHTOB

B cooTBeTcTRMH ¢ WyHKTOM 16 wactm 2 ctated 14 QenepajpHOro 3akoHa
or 21 nosbOps 2011 r. Ne 323-03 « D0 ocHOBAX OXpPaKBl 340pOBEA TI'payAaH
B Poccuiickoit ®eaepauny (Cobpanue 3axoHoAaTeNbcTBa Pocculickon Peaepartiy,
2011, Ne 48, ct. 6724; 2017, Ne 31, c1. 4791), myHktom 2 ¢TaTthi 26 (PenepansHOTO
3aKoHa 0T 8 siHBapA 1998 r. Ne 3-03 «O HapKOTHUECKHX CPENCTBAX M MICHXOTPOIIHAIX
pemecTeax» (Cobpanme sakonogaTenwerBa Poccuiickoit ®enepaumn, 1998, Ne 2,
cr. 219; 2017, Ne 31, c1. 4791), noanyuxramu 5.2.177, 5.2.178 u 5.2.179 nynkra 3
[Monoxenus o MuHHcTepcTBE  3paBooxpaHeHH®  Poccniickoli  Qexepallin,
YTBeKACHHOTO  rocTtaHomitenueM  IlpaButenscra  Poccuiickodt  ®enepartiu
ot 19 mons 2012 r. Ne 608 {CoOpanue 3akoHomaTenscrsa Poccuiickoil Meaepauny,
2012, Ne 26, cr. 3526; 2015, Ne 23, cr. 3333; 2017, Ne 52, c1. 8131; 2021, Ne 43,
cT.7258), npuKa3 bl BaA:

1. YTRepIuTh:

Topsinox HA3HAYEHHE NeKapCTEEHHBIX IpEeaparos COTACHO
NpUIoKeHHIO Ne 1;

GOpMEI pelenTypHbIX ONaHKOB HA JIEKAPCTBEHHBIE [PENapaThkl COTNIACHO
npunoxeHuo Ne 2;

ITopanok odopMASHHS PEUEIETYPHEIX OIaHKOB Ha JTEKAPCTBEHREIE Npenaparsl, HX
YYeTA U XPaHEHHS COLIACHO NPHIoKeHHHO Ne 3;

GopMEl GTAHKOB PENENTOR, COASPXAMMHX HASHAYEHHE HAPKOTHYECKHX CPeICTB
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H/TH NCHXOTPOTIHEIX BEILECTB, COMMAcHO NPUNOKeHH:O No 4;

I[TopsfoK M3rOTOBIEHHS, DACTIPENENSHAS, PeruCTPALHH, YyUETE W XpaHeHWd
PCLCHTOR, COASPHALINMX HA3HAYCHHE HAPKOTHYECKHX CPeXCTB WM ICHXOTPOIHEIX
BELUCCTB COTTACHO MPUIIOKEHNIO Ne 5;

Ilpaguna oQOpMICHHS PELENTOB, COREPKAIMX HAZHAUEHHE HAPKOTHYEC KHX
CPEACTB MK MCHXOTPOMHEIX BEWECTB, B TOM YHCHE B HOpPME IMEKTPOHHEIX AOKYMEHTOR
COrNacHO HPUILOKEeHHIo Ne 6.

2. IlpusnaTe YTPATHBLIAMA CHITY:

npuxaz  MUHHMCTEpPCTBA  30paBOOXpaHeHHs  Poccuiickoif Qenepanuy
or 1 aprycra 2012 r. M 540 «O6 yrsepmuennu (opMbl GIAHKOB DEIENTOR,
COAEPHAIIMX HAHAYCHHE HAPKOTHMYECKHX CPEACTB WIH NCHXOTPONHBIX BEINECTE,
NOPANKA HX H3TOTOR/ICHHMS, PACTIPSALSICHHS, PETHCTPALIMM, YUETA H XPAHCHMI, & TAKKC
MpaBun  OQOPMICHHS» (3aperdcTpupoBaH MHHICTEPCTBOM OCTHLHH POCCRIACKOM
Deaepannu 13 aprycra 2012 r., peructpaunoaHblii Ne 25190);

mpukas  MunuctepetBa  3apaeooxpanenns — Poccuiickoit  Deneparmu
ot 30 mionst 2015 r. Ne 385u «(O BHecenwu u3meHeHHIT B npukaz MEHMCTEpCTBa
3apaBooXpaHeHns Poccuiickoli ®epepamuu ot | asrycra 2012 r. Ne 54H
«00 yreepxaeHHH (QOPMEl ONIAHKOB PELENTOB, CONEPKAIIMX  HAIHAMCHHE
HAPKOTHYECKHX CPEACTE HIH HCHXOTPOIHBIX BEMIECTR, MOPAIKA HX HINOTOBJIEHHA,
pactipefie/leHHa, PEerHCTpalMM, Y4e€Ta W XpaHeHHd, a Takxe Nparun odopMIeHHa»
(3aperncTpupoBal MuHHCTEPCTBOM 10CcTHUMH Poccwmiickoit Mepepauun 27 woaGpa
2013 r., peructpanuoHHEI No 39868);

npuxkas  MunucreperBa  3apaBooxpaHeHmsi  Poccuiickoit  Depepampu
oT 21 ampens 2016 r. Ne 254u «O BHeceHHM M3MeHEHMH B npHKas MHRHCTEpCTBa
anpasooxpaHenus Poccmiickoit @enepanu ot 20 pgekabpa 2012 r. Ne 1175H
«O6 yTBepKISHHH TIOPAIKa Ha3HAYEHHS M BHIFIUCHIBAHHA JIEKAPCTBEHHBIX NPETapaTos,
a Tak¥e (OpM peHeNnTYpHEIX ONAHKOR HA JeKapCTReHHBIE TpEenaparhl, MOpSAKa
OQOPMICHHA YKa3aHHBIX ONAHKOB, HX Y4YeTA W XpaHeHHA» U TPHIOKEHHE
Ne 2 x npukazsy MuHnctepcTBa 3apaBcoxpaHeHns Poccuiicko ®Pepepauuu
or 1 aBrycta 2012 r. Ne 34 «0O6 yrBepxacRuM QopMbl ONaHKOB pELENTOB,
COACPHAIUMX HA3HAYCHHE HAPKOTHYECKUX CPEACTB MIIM MCUXOTPONHBIX BELUECTE,
NOPAAKA HX H3TOTOBJICHHA, PACNPSACICHHA, PErHCTPALMM, Y4€Ta H XPAHEHHS, & TAKKS
npasua odopmiaeHus» (3aperHcrpuposaH MunucTepcTBoM 1ocTHIMKM PoccHickoi
Deaepauyn 18 mong 2016 r., peructpaunonnei Ne 42887);

IYHKT 4 H3MeHeHHH, KoTophle BHOCATCS B HEKOTOphle HpHKasel MuHucrepcTBa
3JpaBOOXPaHEHNS H colMansHOre passuTHs Poccuiickoli ®eneparin u MunucTepeTBa
3apasooxpanerns Poccuiickoii Penepaiiu no sonpocaM obGpalleHusa NeKapCTEeHHBIX
NPerapaToB, COASPIKALNK HAPKOTHYECKHE CPEICTBY, NCHXOTPOIHEE BEIHECTBA H MX
IPEKYPCOPE], # IEKAPCTBEHHEBIX CPEACTR, HOANEKAIMX MPEIMETHO-KONWYECTREHHOMY
YYeTY, YTBEPXKJEHHBIX TpHKa3zoM MUHHCTEpCTRA 3APABOOXpAHEHHA PoccHiicko#
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©enepauuy ot 31 okrabpa 2017 r. Ne 882H (sapeructpuposan Muuuctepersom
rocTHIuH Poccuiickoli @eaepaunyu 9 gaupapa 2018 r., peructpanpoHHEIH Ne 49561);

mpukas  Munucrepersa  3ipaBooxpaneHus  Poccumifckodl  @enepanmn
ot 11 gexabpst 2019 r. Ne 10211 «O BHeceHMN M3MEHERWH B npunoxeHns No 2 u 4
Xk mpuKasy MuHHCTepeTsa 3npaBooxpanenns Poccuiickoli enepamum oT 1 aBryeTa
2012 r. No 54w «O6 yreepiamenuu QopMsl GNaHKOB PELENTOB, COASPKAIIHX
HA3HAYCHHE HAPKOTHYSCKWX CpPeACTB MM ICHXOTPONHBIX  BEIIGCTR, MOPAIKA
HX H3TOTOBJMCHHA, paclpeaeicHnd, peTHCTPALIHH, YUeTa M XPABCHKSA, & TAKKE [IPABUA
0dopMIACHUAY (3aperHcTpUpoRaH MuHuCTepeTBOM FocTuimE Poccniickoil Memepaunn
28 supaps 2020 r., peructpanuonHslit Ne 57293);

mpuxas  MHHHCTepcTBZ  3AparooxpaHerusa  Poccuiickoit  Demepaimu
oT 8 oktabpa 2020 r. Ne 1076H «O BHeceHnn usMeHeHwH B ITopAfoK perHcTpamuH,
y9eTa H XpaHeHHA CICIHANbHEIX PEIENTYPHEIX ONaHKOB Ha HAPKOTHUECKHE CPENCTRA
HId  TCHXOTPONHBIE  BEIECTBA, YTBEPXACHHMHN  npHKasoM  MEHHCTepcTBa
3apaBooxpaHeHus Poccmiickod @egepauuu ot | aeryera 2012 r. Ne 54n»
(3apeructpuporal MuuucTepeTBOM WortHuEH Poccuiickoit Mexepanun 13 HosGps
2020 ., peructpanuonsstii Ne 60898);

npukaz  MuHHCTEpcTBA  3ApaBoOXpaHenusi  Poccwiickoit  ®enmepariu
oT 14 ansaps 2019 r. Ne 41 «O6 yTBepXaeHAM TOPAKA HARHAYEHHS NEKAPCTBEHHBIX
npenaparos, QOPM peLENTYPHEIX ONAHKOB Ha NEKAPCTBEHHbIE Npenaparsl, Nopaaka
OQOPMJIECHUA YKasaHHRIX ONAaHKOB, MX YYETA M XpPaHCHHE» (3aperHCTPHPOBaH
MunuctepcTBoM  octunud  Poccwiickoit  ®@egepanun 26 mapra 2019 1,
pETHCTpauHOHHEIN No 54173),

npukaz  MuHucTepcTBa  3apaBooxpaHenns  PoccHiickodl  (Demepanun
ot 11 aexabpsa 2019 r. Ne 10220 «O BHeceHHH H3MeHeHUil B TIpHka3 MuHHCTEpCTBA
saparooxpaHenus Poccuiickoit Denepamur ot 14 sHeaps 2019 r. Ne 4u
«O6 YTBEPKIEHWH TOPAAKA HAIHAYEHHMS JIEKAPCTBEHHEIX MPENaparoB, QopM
PellenTYPHBIX OJAHKOB Ha JIEKAPCTBEHHbE I[IPENAPATHl, IOpAnKa O(OpPMIeHH:
YKa3aHHBIX ONaHkKoB, MX y4eTa H XpaHeHHA» (3aperucTpupoBan MUHHCTEPCTBOM
rocTuimu Poccuiickoit ®enepanun 28 ansapa 2020 r., perdcrpaunonnslii Ne 57292},

npukas  MunkcrepeTBa  3mpaBooxpaHeHus  Poccowlickoi  eaepaun
or & oxtadpa 2020 r. Ne 10751 «O BHeCeHHM W3MEHEHMH B MOPAJOR Ha3HAYeHHA
N€KApPCTBEHHBIX — IpenmapaToB,  YTRePKAGHHBIH — TipMkazoM  MEHHCTEpCTBa
3apaBooXpaHeHus Poccuiickodt ®epepanvi ot 14 sHBaps 2019 r. N dm»
(zaperucTpupoBaH MuHucTepeTBoM 1ocTHUMH Poccuiickoil ®enepaumnd 22 mexabpa
2020 r., perucTpalHoHHEI No 61695);

yHKT 3.8 MHCTpYKIMH O NOPAIKE BHIIMCHIBAHMS AEKAPCTBEHHBIX NPEnapaTon
H O(OPMIEHHS peLEnTOB K TpeDoBaHHH-HAKIAOAHBIX, YTBEPKIEHHOH HPHKA3OM
MHuHHCTEPCTBA 3APABOOXPAHEHHA W COLMATBHOTO pa3suTHA Poccriickoi dPenepaiyd
or 12 despana 2007 . M 110 «O nopsake Ha3HAYeHHA W BBITHCLIBAHUA
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JeKapCTBEHHEIX [PENApaToB, W3ARITHH MEIMIMHCKOIO HA3HAYEHHS
H CHCUHAIH3HPOBAHHBIX MPOJYKTOB Ne4e{HOr0 MNHTAHUA» (3aPeruCTpUpoBaH
MuHucTepeTBoM  KXTHUMH — Poccmiickoi Qenepaund 27 ampenms 2007 r
perucTpanyonHeii Ne 9364);

nprka3 MUHACTEPCTBa 3APaBOOXPAHEHHA M COLMANRHOTO PAIBUTHA PoccHitckol
Degeparuu o1 17 Max 2012 r. No 562u «O6 yreepxmenmn [Mopsaka oTnycka
(pU3AIECKUM TTHIAM JEKAPCTBeHHBIX [PENApaToB L1 MEIHLHHCKOTO TNPUMEHEHNS,
COTIePXMAMEX KPOME MAIBIX KOJHYECTB HAPKOTHYECKHX CPelCTB, NCHXOTPOIHBIX
BEWIECTB H WX TPEKYpCOpoB Apyrue {apMakolorduecke aKTHBHBIE BELLECTBAY
(3apeructpuposad  MunucrepctBoM  locTHuHE — Poccmiickoiih  Meneparuu
| mrons 2012 r., perrerpanuionnsiid Ne 24438);

NYHKT 2 W3MEHEHHH, KOTOPBIC BHOCATCS B HEKOTOPHIS MPHKasbl MUHHACTEPCTBA
3APABOOXPAHEHHS H COLHaNBROrQ pasBuTHa Poceniickol Menepaumu, yTRepAASHHEIX
npukazom MunHcTeperBa 3apaBooxpaHeHus Poccuifckoii ®eaepanmu ot 10 HooHA
2013r. Ne 369u (3apermctpHpoBaH MHHHMCTEPCTBOM OCTHUHMM  Poccuiickoit
Mepepaian 15 wiong 2013 r., perectparonHslii Ne 29064);

npuxa:  MusncTepeTa  3gpaBooxpanenus  Poccuiickoit  (epmepanmn
or 21 arrycra 2014 r. No 4658 «() BHeCeHMH W3IMeHEeHHIl B IOpPAAOK OTIYCKa

*

(hDHIMIECKHM NULAM JEKAPCTBEHHBIX NpEenapaToB N4 MEJHIHHCKOTO NPHMEHEHHSH,
COOEPKAINMX KpOMe& MAaNBiX KONHYeCcTB HApKOTHYECKHUX CPeACTB, IICHXOTPOIIHBIX
BCIIECTR M WX HMPEKYPCOPOB JApyrHe (apMakOoNOTHYSCKHE AKTHBHBIE BEILECTBA,
YTBCPKACHHBIN NpukazoM MUHKHCTEpCTBa 3ApaBO0XPAHEHHS H COMHANBHOTO PAIBUTHA
Poccuiickoit. Meacpaunu or 17 sMag 2012 r. Ne 562u»  (3aperucTpHpoBaH
Munucrepcrsom  roctuuad  Pocchiickoit  @epepauun 10 cenraops 2014 r.,
peructpaioHHbiH Ne 34024);

IMYHKT | #3MeHeH#, KOTOpEIe BHOCATCA B HEKOTOPhIE NpuKaskl MuHHCTepCTBa
3IpaBOOXPAEEHHA H  CONHANBHOTO  Da3BuUTHA  Poccuiickolt  Deaepalmn
B MunucrepeTea 3ApaBooxpaHeHus Poccuiicko  @eaepaund, yTBEPHKICHHBIX
npukasoM MuBFcTepcTBa 3npaBooxpanelns Poceutickoli Pegepanmu oT 10 ceHTAOpA
2015 r. Ne 634H (zaperucrpupopal MurricteperBom jocTHIE Poceniickoit @enepalun
30 centadps 2015 r., perncTpanHonHBIH Ne 39063);

NYHKT 3 M3MeHEeHUi, KOTOpbIE BHOCATCA B HEKOTOPHIE MpHKasbl MubHcTepeTBa
3OpaBooXpaHeHMa M coumanbHoro  passutha  Poccuiickoii  (Penepaunu
1 MuiHcTepeTRa 37paBooxpatenns Poccriickol deaepalury o BONpocaM oOpalLeHns
NEKAPCTBEHHBIX IPenaparos, CoJeprkalli HapKOTHUCCKHE CPEACTBA, NCHXOTPOTIHBIE
BEISCTBA H WX TIPEKYPCOPOB, W NEKAPCTBEHHBIX CPEACTB, NOANEXKAMUX MPEIMETHO-
KOAWYECTREHHOMY Y4eTY, YTREPKIEHHBIX IpHKazomM MUHHCTEpCTRA 3/JpaBOOXPAHCHH
Poccufickoit @exepauun or 31 oxradps 2017 r. Ne 83ZH (3aperdcrpupoBai
MuuscTeperhoM  locTHnuM  Poccwiickod  Peaepaumn 9 awsaps 2018 1,
perdcTpanioHH&IH No 40561},
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3. Pewentypuble BnanKn dopmer Ne 107/y-HII, H3roToRIEHHBIE [0 IHA
BCTYIUIEHMSA B CHAY HACTOATIETO IPHKA3A, MOTYT GBITh HCMOMEIOBAHE! 10 1 mapra 2023

rofa.
4. Hactosmmii Tpwkaz BeTynmaer B cmay ¢ | mapra 2022 r. u AeHdCTBYeT

1o 1 Mapra 2028 r.

MHUHHCTP A, Mypamko




[Mpunoxenue Ne 1
K NpHKa’y MHUHHCTEpCTBA 3APaBOOXPAHCHHSL
Poccuiickoi Meacpauiu

oT «QZ» 742 ;/ﬁ;éf 2021 r. NEﬂ?Q’

Tlopazok
HA3HAYEeHRA JeKAPCTBEHHBIX NPenaparos

1. O0WMe nonoxenns

1. Hazmauenue NeKapCTBEHHBIX MPENaparoB AAA METHLMHCKOro IPHMEHEHHA
(manmee — NEKAPCTBEHHBIE TpENapaThl) OCYIIECTBIACTCA JISYAIIMM  BPRYOM,
bensAmepoM, AKYIIEPKO B Cy4ae BO3IOKCHHEA HA HAX MOJIHOMOYHH Tevallero Bpaya,
MpH OKa3aHHH MEeAHUMHCKOH HOMOIIHM B MEJHUIYHCKHX OpTaHH3ANKIX', B TIOPSIIKE,
YCTAHOBIEHHOM IIPUKA30M MUHHCTEPCTBA 3/IPAROOXPAHEHHS H COITHANIBHOTO PA3BHTHA
Poccuiickoit ®eneparun ot 23 mapra 2012 r. Ne 252H «O6 yreepknenny [Nopska
BOJJIOKEHWA Ha Qenpanrepa, akylUepKy PYKOBOAMTENEM MEAHUMHCKOH OpraHuzaniu
NpH OPraHM3AlMM OKA3aHHA MNEPBHMHOH MeIHKO-CAHHTAPHON MOMOMIM H CKOpPOM
MEOHLAHCKOH MOMOIIH OTAENEHBIX HYHKIME Teyamero Bpata o HenocpeACTBEHHOMY
OKA3aHUI0 MEeIHUMHCKOH TOMOINMM TATHEHTY B NepHofl HaDIIONeHHS 38 HHM M ero
MeYeHus, B TOM 9HCIE 110 HA3HAYEHUID W NMPUMEHEHHIO JICKAPCTBEHHLIX MIPENapaTos,
RKITIOYAS HAPKOTHHECKHE JIEKAPCTEEHHEIE IPENAPAThl K ICHXOTPOIIHEIE NeKapCTBeHHBIS
Npenaparsr»’, HWHAMBHAYANBHBIMH  OPSANPHHHMATENAMH,  OCYHISCTRIAIOMAMH
MEAUITMHCKYIO JeATENBHOCTE (Aanee — MeWIHHCKHe PaboTHHKH).

Menuuprekuit paborsik, OQOPMHUBIIKK pellenT ¢ HapyIeHHEM HacTOAILEIO
MOpAAKa, WIE  pPYKOBOOWTSJIE  MEIHLMHCKOH  OpraHM3alHH  oDecrieduBaioT
CBOEBPEMEHHOE MepeodhopMiieHHe TpedyeMoro U NAUHEHTA pellemnTa.

2.CeeleEMs © HA3HAYEHHOM JNEKAPCTBEHHOM Mpemnaparte (HaUMEHOBAHUE
JIEKApCTBEHHOTO TIPEnapara, JO3HPOBKa, CMocol BBEJEHUA H NPUMEHECHHA, PEXKHM
NO3UPOBAHMH, IMPOJOIKHTENBHOCTE JICUEHHWA K O0OCHOBaHHE  HA3HAYCHHS
JNEKAPCTBEHHOTO TPENapara) BHOCATCS MEIHLHHCKMM pabOTHUKOM B METHIHHCKYIO
JOKYMEHTALHK [TAIHEHTA,

B cioyuasx, ykasaHHelx B nmyHkrax 8-11 Hacrosmero Ilopsaaka, MeIHUHHCKHHA
pabOTHHK, Ha3HA4YMBUIKH JeKApCTBEHHBI Mpenapar, OQOPMIACT Ha3HAvYeHHe
NeKapCTBEHHBIX MPENnapaTos, B TOM 4YHC/IE MOANEKAIIHX H3MOTOBICHUAK M OTIYCKY
ATNITEYHLIMH OPraHH3aLHAMH {Aanee — IeKapCeTBEHHBIE NPENapaThl HHAHBHAYAIBHOTO
M3rOTOB/ISHHS), HA peLenTypHoM OnaHke, 0QOopMASHHOM HA GYMAXHOM HOCHTENE 3a
CBOCH MOAMHCHIO (danee — peUenT HA OyMaKHOM HOCHTene), H (WIn) ¢ cornacus

' Tlyakr 11 craten 2 Denepanbioro sakona o1 21 wosGpa 2011 r. Ne 32303 «06 0CHOBAX DXPARBL 300P0BSA TPAKAAL
& Poccuiickolt denepaunns {Cobpanue aKkoRoATeNbCTE: Pocowiickod Denepatmn, 201 1, Na 48, or. 6724, 2019, Ne 52,
1. 7796) (ganee — QenepalbHEIl 3aK0H Ne 323-P3).

? ZapeructpupoBal MEHHCTEPCTBOM KcTHUMH Pocchiickolt Memepanmn 28 anpens 2012 r., perucIpauvOHHbIE
Ne 23971 ¢ /WIMeHeHMEMI, HHECENlLIMA §pHxkatoM Muuncrepcrea 3apapooxpasenid Poccwfickol depepaums
oT 31 okrafipa 2017 r. Ne 8826 (3aperwcTprposan MuHACTEPCTBOM KOCTHIHE PoCcHitc KON Peacpauny 2 ausaps 2018 1.,
PETHCTPALHOHHENA Nz 49561),
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MALHEHTAa MW €70 3aKOHHOTO MPeJCTABHTENA® Ha penenTypHom OnaHke B Qopue
INEKTPOHHOTO JOKYMEHTa C WCIIONBI0BAaHHEM YcHiMeHHolt kzanudunuposaHHobt
3NIEKTPOHHOA NOANMCH MEAWIHHCKOro paboTHHMKa (fJalee — peuent B dopMe
JNEKTPOHHOIO JOKYMEHTA).

Pemerrr B dopMe OJNEKTpOHHOIO HOOKYMEHTd, COASPKAWMEA HA3HAMCHHE
HAPKOTHYECKHX  CPeICTB  WIH  NICHXOTPOIEEIX  BEWECTB,  HOOIMCHIBASICH
¢ MWCTOMBE3OBAHHEM YCHJIEHHOH KBaNM(HMIIUPOBAHHOH JMEKTPOHHOH TNORMUCH
Jeqaliere Bpada MAM (penbiiiepa, aKyUIEpKH, Ha KOTOPBIX BO3NOXEHB! (QYHKIIWH
Nevalero Bpayva, M COOTBETCTBYIOUICH MEAUITMHCKOR Oprarmn3aruu’,

Odiopmnenne peuentos B opMe NEKTROHHBIX JOKYMEHTOB OCYLIECTBILETCA
B CyYae MPHHATHI YNOTHOMOYSHHBIM OPraHOM HCIOJIHHUTENBEHOH BAACTH CYOBEKTa
Poccuifckoli QefepallHH B COOTBETCTBMM ¢ HyHKToM 4 ctateu 6 QepepannHoro
3akoHa oT 12 anpens 2010 r. Ne 61-03 «O06 obpamieHun TeKapCTBEHHBIX CPEACTEY”
pewerns 00 HCIOAL3OBAHHH HAa TEPPHTOpHH cyGwekTa Poccmiickoit ®emepanun
HApAAY C peLeNTaMH Ha JEKapCTBEHHEIE Npenaparkl, 0QOPMICHHBIMH HA OYMaOKHOM
HOCHTeNe, PeUenToB HA JIEKAPCTBEHHbIE INpenapartel, COpMHPOBAHHBIX B (opMe
AMEKTPOHHBIX TOKYMEHTOB.

3. IIpy BRIMHCKE MAlMeHTa W3 MEAMINWECKOH OpraHMsaldH, B KoTopol eMmy
OKA3BIBATACE MEAHIIMHCKAA [TOMOILb B CTALMOHAPHEIX YCIOBHAX, IIPH HE0OXOAHMOCTH
NPONOJDKEHUA IIPHEMa JIEKAPCTBEHHOIO INpenapata B amOyJIaTOPHEIX YCIOBHAX
JAHHOMY WAallHeHTy [0 pelIeHHI0 pPYKOBOAUTE MeAWUHHCKOH OpraHu3alibH
Ha3HAYar0TCa ¢ OQOPMIIEEHEM pelenTta B JOpMe 3NEKTPOHHOTO JOKYMeHTa W (HIH)
Ha OyMa)KHOM HOCHTENE (32 HCKIFOUESHHEM OOPMIICHHA PELIENTOB Ha JIEKapCTBEHHBIE
NpenapaTtsl, NOLICKALIME OTIYCKy OecnnaTtHO MM cO CKHAKOH) nu00 BBLIAKTCH
(mauMeHTy WIH erc 3aKOHHOMY INPEICTAaBUTENI0) OLHOBPEMEHHO ¢ BBIIMCKOH
W1 HCTOPHH GONe3HH NeKapcTReHHEE IpenapaThl, B TOM YHCTE HapKOTHIeCKHe
H MCHXOTPOTHGIE JIEKapCTBeHEBIE TIPeNapaTsl, RHecenHble B cmuckH II u 111 mepetus
HAPKOTHYECKHX CPEACTH, MICHXOTPOIHEX BEIIECTB H UX TIPEKYPCOPOB, MOMISKAIIHX
KOETpOIK B Poccuiickoii Menepanuy, yreepxaeHHoro IpasurensctsoM Poccuiickon
Menepauun’® (nanee — IMepedens), CHIBHOAEHCTBYIONINE TEKAPCTEEHHBIE NPENAPATEL,
HA CPOK MpHeMa MalMeHTOM A¢ 5 AHEH.

4. HazgadeHHe neKapCTBEHHBIX MPENaparoB NpH OKa3zaHHH MEIHIIMHCKON
MOMOIIM B CTALKCOHAPDHBIX YCIOBHAX MOJKET OCYLISCTBAATBCH IOCPEACTBOM
TpeDOBaHMi MEAMUMHCKOH OPraHM3aUMH, HANpAaBIAeMbiX B aNTevHble OPraHU3allHy,
ABIAIOIIHECH CTPYKTYPHEIMH MOIPasZeNeHHAMA MeTHLHECKOH OpraHE3aLmuH.’

5. Hasnauenue NeKapCTBEHHBIX MPENapaToR OCYTIECTRIAETCS METWIHHCKHM
paboTHHKOM TIC MEXIYHApOTHOMY HENATECHTOBAHHOMY HAHMCHOBaHHIO, a IIPH €ro
OTCYTCTBHH — TIPYNNHMPOBOYHOMY MM XHMHYECKOMY HaHWMeHoBaudio. B ciyvae

3 TIvHET 2 cTaTeH 20 PegepanbHero 3akoHa Ne 323-®3 (Cobpanne 3aK0H0I2TENbETEE Poceniickait Tenepaunn, 2011, Me
48, cT. 6724; 2021, No 27, 1. 5159).

* TMynxt 1 crater 26 denepaneHoro zakoHa oT B sHpaps 1998 r. Ne 3-03 «0 HapROTRICCKAX CPENCTRAX
H NCHXOTPOTIHEIX RemecTraxy (Codpasue 3akoropatenscTea Pocortickoti Menepauym, 1998, Ne 2 e 219, 2017, Mo 31,
¢, 4791) (panee — Oepepanbibil 3akon Me 3-03),

* CoOpanve sakonotatennctea Pocewdickolt Oenepanun, 2010, Ne 16, or, 1815, 2019, Ne 52, eT. 7793,

4 [TyskT 2 crateé 2 Pedepamioro 3akona Ne 3-@3 (ColpaHHe 3akoHCIaTeNbcTa PoccHiickoit @eacpanns, 1998, Ne 2,
¢r. 219, 2016, Ne 27, ¢T. 4238).

! TlyHeT 54 crath 4 dexepancHora aakoHa ot 12 ampens 2010 r. Me 61-@3 «OG ofpalllcHHY ACKAPCTREHHBIX CPENCTR:
{Cofpamie 3aroHomeTenecTha Pocemitcroll Demepamww, 20140, Me 16, cr. 1315; 2019, Ne 31, cr. 4456) (panee -
thenepanbiuiil 3akoH ke 61-D3).
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OTCYTCTBHA MEXKIYHAPOIHOIO HEITATSHTOBAHHOI'C HAHMEHOBAHKA H IPYIITHPOBOYHOIQ
WIH XHMHYECKOrO HAMMEHOBAHHA JICKAPCTBEHHOTO NpENapata JeKapeTBeHHBIH
Npenapar Ha3Ha4YaeTcs MEAMUMHCKHM paboTHHKOM IO TOPrOBOMY HAHMEHOBAHHUID.
[Mpu Eanuyu¥ MEIUIMECKMX NOKA3AHWH (HHAMBHIYANbHAA HENePEeHOCHMOCTH,
Mo SKWIHEHHEIM TOKA3aHHAM) TI0 pElIeHHI0 BpadedHOH KOMHCCHH MeIHHMHCKON
OpPTaHM3AIl[MM®  OCYIIECTRINETCA  HA3HAUEHME U O(QOpMICHHE  HAIHAYCHHUS
TeKApCTBEHHBIX TPENapaToB, HE BXOMAIIMX B CTaHAApPTHl MENHLUMHCKOH NOMOLIH,
pa3paloTaHHbBle B COQTBETCTBHHM C IyHKTOM |4 crateu 37 DejaepanbHOro 3aKoHa
Ne 323-03°, wmaM  He IPEIYCMOTPEHHBIX COOTBETCTBYIOIUSH — KIHHWYECKOH
pekoMeHZauueH, THOOQ 10 TOPTOBEIM HAaHMEeHOBaHHAM. Pemenre spatedHol KOMHCCHH
MeFUIIHHCKOH Oprasrialii GUKCHpYETCA B MEAHIIWHCKOH JOKYMEHTALUH NMallUeHTa H
B XypHale BpaueOHOH KOMHCCHH.

Fcov npH OKazaHWH [AUMCHTY MEIHLUHHCKOH NOMOWH B MeAMLIMHCKOH
OPTraHH3alHH B CTAUMOHAPHBIX YCJIOBUAX 0O pelueHn BpayeOHOd KOMHCCHH
OCVILECTRIAIOTCH  HA3HAYSHHME M IPHMEHEHHEe JIeKAPCTBEHHOTO  Tipenapara
C KOHKPETHBTM TOPrOoBEIM HAMMEHOBAHHEM, TO IPH OKa3aHMM JAHHOMY IAIHEHTY
MEAUIIMHCKOW TOMOIIH B HHOH MEJUIUHCKOH OpraHM3alMM B CTAIHOHAPHBIX
YCIOBHAX, a TaKKe B aMOYIATOPHEIX YCIOBHAX OCYIIECTBIMETCA HABHAYCHHE €MY
NeKAPCTBEHHOTO NPEAPATa ¢ TEM ¥ TOProBEIM HauMeHoBaHmeM' ",

6. HaznausHue NeKapcTBEHHOTO MpPENapaTa B penente Ha OyMamHOM HOCHTENE
HIIH PetienTe B (opMe SHeKTPOHHOTO NOKYMeHTa oopMIfeTcd Ha UMA MAlHeHTa, A
KOTOPOTO NpeJHa3HaieR NeKapcTBEHHBIH npenapar.

Perennt He OvMaxHOM HoOcuTele, OQOPMICHHBIA HA peUSNTYpHOM OaHke
dopm Ne 107/y-HIT, No 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(r), yTBepAACHHBIX
AACTOAIMM  TPHKA30M, MOKET OBITh TIOMYHeH MalMeHTOM, €ro 3aKOHHBIM
MpefcTABUTENESM W  JHLIOM, HMEIMHUM oOQOpPMIEHHYD B  COOTBETCTBHH
C TPakKIaHCKHM 33aKOHOHATeNbCTBOM Poccuiickoli Oenepalmu  AOBEPEHHOCTD
OT NAlMEHTa Ha [IpaBo NOJIyYeHHd TAKOro pelenTta (Fajee — yIoTHOMOYEHHO NTUIO).

[IpeacrapneHe JOBEPEHHOCTH He TpeOyercs B clIydae TMONMydeHHS pelernTa
HA NEKAPCTREHHETH Mpenapart Ang HHKYpadensHOTo GOMBHOrO Ha 3apRepllarOIlieM JTalle
ero MH3EH JNUIOM, OCYIIECTBIAKIIMM YX04 32 TAKHM HHKypaGelbHEIM OOlbHBIM.
B TakoM cnyuae MeAWLMHCKAH pabOTHHK BBLIACT JHIY, OCYWIECTBIAIOWEMY YXOX
3a HMHKypabelbHbIM OONIBHBEIM, HAOKYMEHT, NOATBEPKAAIONIHH HHKypadennHoe
cocTosiHHe OONBHOTO, cOAepKalIui CBEleHHS O JHIle, KOTopoe OyZeT MNOTy4aTh
NEKAPCTBEHHLIE MPENAPaTsl Mo pelenty (GaMuins, HMs, OTYECTBO (NOocneaHee — MIPH
HAIM4HMHK), BHA, CEpUA M (KNH) HOMEp JOKYMEHTA, YIOCTOBSPAOLICI® JIHIHOCTE),

¥ [Ipukas MusmeTepcTRa 30PABOOXPAHCHMA H COUMANBHOMO padsuTiy Pocenilckod Denepatsy ot § maa 2012 r. Ne 502u
«0F VIBCHEICHHH [OPATEA CO3JAHMA W ABATENbLHOCTH  BpadeSuoll KOMHCCHH MEMMUMWHCKOE  OpPradHIalHus
(3aperncTpuposan MunncrepersoM eeTHIHY Pocchiickeli <Peneparpm 9 wions 2012 r., perscrpausonnsibi M 24516}
C HIMEHEHHRMH, BHECeHHBLIMH NPEKa3oM MHHECTEpCTRa 3apaBcoxpanena Foccnlickol Penepauni ot 2 gexadpa 2013 r.
Ne 886H (3aperucTpHpORaH MEHRCTEPCTROM KOCTHIHE Poccifickoll $enepame 23 gekabpa 2012 r., perucTpaloHELIi
No 30714).

¥ Cofpause saxononarenscTha Poccurickod Mepepamms, 2011, Ne 48, cT. 6724,

1% TTynakr 2 noctanoricHvs Tpaewrenscrea Pocowiickott deneparun ot 30.06.2020 Me 965 «(} seecenuy nimMeHeHAA
p Tpannna OpMUPOBAHEA nepeyHd NEKAPCTBSHHLIX CPEACTE, 3AKYMEA KOTOPRIX OCYMECTRLACTCA B COOTBSTCTRNH ¢ #X
TOProBeIMY  HAMMEHOBAHHAMH, H © [PWMEHEHAM [EKAPCTROHHLIX DOPENAPATOR ¢ KOHKPCTHRIMH  TOProssiMH
HanMeROBAHHAMH» {Cobpanne zaxonoaatencctsa Pocciickoll Peaepawm, 2020, Mo 28, cr. 4422),
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1aBePEeHHEBI TOMMACEI0 W MEYaTRo JaHHONe MeAMIHHCKOre paboTHHKA, 8 TaKKe
MEYATRI) MEAWIHHCKOA OPraHu3aLyy.

HoxryMeHT, MOITREPXKAAFOIINIT HHKypaOenbHOe COCTOAHME QONEHOIO, OCTACTCA
B AlTe4HOH OpraHH3alEH,

Peuent B ¢opMe BIEXTPOHHOTO HOKYMEHTa QOpPMHPYETCs ¢ HCTIOJIB30BAHHEM
rocyapcTBEHHOM WHPOPMAIMOHHOW CHCTEME! B cdepe 3ApaBOOXpaHeHHS CyOBEKTa
Poccuiickoii ®@eneparum, MequnEHCKOH HHGOPMAIHOHHON CHCTEMBI MEIULMHCKOH
OPraHu3aly .

(QAKT BHIAAYH PELIENITA Ha JIeKAPCTEEHHBIH NPenapaT 3aK0HHOMY [TPEICTABHTEIH
HIY YIIOTHOMOUYEHHOMY NHIYY DUKCUPYETCA B MEAHUHHCKOH TOKYMEHTALINH [TaI[HEHTA,

7. MeguupHckuM — paboTHHKaM — 3ampemaeTcss  OQOpMIATE  PELIENTE
IpH OTCYTCTRHM Y MAIIHEHTA MENHIKHCKHX MOKAa3aHWH; HA He3apernCTpUPOBAHHDIC
AeKapCTBEHHBIE  TIPEMApaThl'’;  Ha  NIeKApCTBEHHBIC  [PENAparThl,  KOTOpHE
B COOTBETCTBHH € HHCTPYKUHEH N0 MEEHLHHCKOMY I[IPHMEHEHHIO IPEeAHA3ZHAYEHDLI
1715 IPUMEEEHHS TOJBKO B MEAHMUMHCKHX OpTraHU3aLlHgX; Ha HAPKOTHYECKHE CPEACTRA
H IICHXOTPONIHBIE BellecTBa, BHeceHHsle B crmicok I TTepeuns, 3aperdcTpHpoBaHHEIE
B Ka4deCcTBE JICKAPCTREHHRIX TMpPENnapaTtoB, B HENSX NPUMEHEHHA JANA  JAeHEHMs
HApKOMAaHHH.

HupusuayansHeIM —IIPeAIPHHUMATENAM, OCYLIECCTBIAIOIIHM MEIUIHHCKYTO
OEATENLHOCT, JONONHUTENEHO K TpebomaHHSM, VEA3aHHBEIM B ab3zale nepBoM
HACTOAILIEro MyHKTA, 3anpeaetes obopMAATE PeLienThl Ha HAPKOTHYECKHE CPEACTRA
H TICHXOTPOMHBIE BElISCTBA, BHeceHHRle B cmucku 11 m I llepevna (mantee —
HAPKOTHYECKHE M NCUXOTPOIHBIE IeKapcTBeHHbIE npemapaThl cnuekos I u III
Ilepeuns).

8. Ilps wa3HaYeHHH HAPKOTHYECKEX M [CUXOTPONMHBIX  JIeKAPCTBEHHBIX
npenapaTton crcka 11 [Mepedns, 32 HCRTIOYEHUEM JEKAPCTEEHHBIX [IPENIAPATOR B BUAE
TPaHCIEPMANBHBIX TEPANEBTHYECKHX CHCTEM UM IICKAPCTBEHHBIX —OPEnapaTos,
COMEPKAINX HAPKOTHHECKOS CPEICTBO B COHETAHHH C AHTANOHHCTOM OMHOMITHEIX
PELENTOPOB, pelentsl Ha OyMaXHOM HOCHTIENE OQOPMISIOTCA HA PelenTypHOM
Hrnanke dopmet No 107/y-HIT

9. PenrentypHbiii 61aHK dopMel Ne 148-1/y-88 oopMIAeTCS [IPH HASHAYCHHH .

1} HAPKOTHYECKHX H INCHXOTPONHLIX JIEKAPCTBEHHBIX IIPenaparos crucka II
Ilepednss B BHAE TpPAHCIEPMANBHBIX TEPANEBTHYSCKUX CHCTEM, HAPKOTHYECKHX
JeKapeTBeHHBIX mnpenapatoB cmucka II Tlepedss, copepwamMx HApKOTHUECKOS
CPENCTRO B COYETAHMHM ¢ AHTATOHHCTOM OMMOHAHBIX DPEUENTCPOB, [CHXOTPOIHBIX
NeKapCcTBEHHBIX npenapaton cnucka 1l Ilepeyns;

2} xoMOMHMPOBAHHBIX IEKAPCTBEHHBIX [IPENAPATOB, COMepPHaIIHX:

4) KOJEWH WJIM €ro conu (B fepecyeTe Ha UHCTOE BEIIECTBO) B KOMHUECTBE
710 20 Mr BKmoYHTENsHO (HA 1 103y TBEpI0i TeKapCTBEHHOH (POPMbL) HITH B KOIHYECTBE
no 200 Mr sxmounTtensHo (Ha 100 v wim 100 T xuakod TekapCTBeHHOH (QOpMbI 1
BHYTPEHHEI O MPUMEHCHHS );

" Crarsn 91 1 91.1 Meacpanshoro axona Ne 32303 (Colpanne axomojaremsctsa PoccuickoH denepauu, 2011,
Mo 48, cr. 6724; 2021, Ne 27, e1. 5141).

12 peurene Coseta Enpasuiicwed! sxonoMmnueckoll komnccan o1 3 HosOpa 2016 r. Ne 78 «O INpusunax perHcTpalqe
B OKCTEPTHIL JIEKAPCTBEHHEIN CPEOCTE UK MeJHHHAHCKOTO npemencHunr {odMinareHeil calit Espazuiickoro
IKOFCMATECKOre coosa  hlp:/fwww.eaeunion.org/, 21 nosbpa 2016 r). Craten |13 deacpansuere  3awona
Ne 61-03 (Codpande sakouenarciscTea Pocenfickoll Deaepanns, 2010, Ne 16, cT_ 1815; 2020, Ne 14, 1. 2028).
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§) mcepmoadenpuHa THOPOXIOPHI B KOJHYECTBE, NpeBplnarmmeM 30 Mr,
1 10 60 Mr BKTHOUHATENBHO (HA 1 103y TBEpAOH JIeKapCTBEHHOH (GOPMEI);

B) I[CeBIod(QeApHHa THAPOXJIOPHJ B KONM4YecTBe, MpeBHIUalmeM 30 wr,
H 40 60 mMr BKIOUHTENBHO B COYETaHHH ¢ JekcrpoMeropdanoM rHmpobSpoMHAOM
B KonuuecTre, npesrinatonieM 10 Mr, u go 30 mMr BrmouHTensHo (Ha 1 Jo3y TBepaoH
nexapcTBeHHON QOpMBI);

r) AekcrpoMeropthaHa ruapodpoMAn B KondecTee A0 200 MI BKIIFOMHTENLHO
(ra 100 mn wu 100 1 EuAKOH nexkapcTeeHHOH GOpPMEL 1719 BHYTPEHHEro NIPUMeHEeHN);

1) sheapuHa THAPOXIOPH] B KOTHY2CcTBE, Mpepsimazomen 100 mr, u no 300 Mr
prxmourTensHo (Ha 100 s unn 100 rxuaxod nekapeTeeHHo hopMbl A1 BHYTPEHHETO
NpUMeHEHHA);

€) s(eapHHa MMAPOXIOPHI B komudecTBe 10 50 Mr BitodHTensHO (Ha 1 mosy
TREPAOH JICKAPCTBEHHOH OPMEL);

*) (EHIWINPONAHOIaMMH B KONHHECTBE 10 75 Mr BKIIOYKTENsHo (Ha 1 nmozy
TBEpAOil NekapcTBeHoi dopmbr) unu no 300 Mr BkmogrTensro (Ha 100 M una 100 ©
KHIKON JIEKapCTBEHHOM (OPMEL AT BHYTPSHHETO IPHMEHESHHA );

3) ¢enobapOUTan B KOMHYeCTBE A0 15 Mr BKIIOYHUTENBHO B COYETAHHH
¢ KOOSHHOM (MJH €ro CONIMH) HEe3aBHCHMO OT KonmuwecTha (Ha 1 go3y Teepaoi
eKApCTBEHROH PopMEl);

H) ¢enobapbuTar B KONHUecTRe A0 20 Mr BKNKYHTEIRHC B COYCTAHHH
¢ 3heIpHHOM THAPOXJOPWAOM HE3ABHCHMO OT KONHMYECTBA {Ha 1 03y TBEpOOH
NeXapcTBeHROH (OpMBEL);

K) XIOpOMa3enoKcud B KONHYecTBe, Npepbrmaromem 10 mr, w go 20 Mr
BIJIIOUHTENREO (HA 1 103y TRep7oil mexapcTBeHHOM HopPMEI);

3} IeKapCTREHHBIX NMPenapaToB EHAMBUEYANBHOMO HANOTORNCHHS, CONEPMKAIIHX
HApKOTHYECKOE CPeAICTBO MIH NMCHXOTponHoe BewecTeo c¢nHcka Il Tlepeuns, n opyrue
(hapMaKoJOrM4ecKHe AaKTHBHEIE BellecTBA B /03¢, He NPEBLIAIIEH BRICIIYIO
pasoByO 403Y, H IPH YCIOBKH, YTO 9TOT XOMOHHHMPOBAHHEI TeKapCTBEHHBIH Ipenapar
He SBASETCA HADKOTHIECKHM HITH ICHXOTPOMHEIM NEKAPCTREHHEIM IIPEnapaToM CIHCKa
II Tlepeurs;

4) NeKapCTBEHHBIX [PeNapatoB, BKIIOYEHHBIX B IEpEdeHb JNEKAPCTBEHHBIX
CPeJCTB 19 MeAHLHMHCKOrO PUMeHE EHS, IOJJIEKAITHX NPSAMETHO-KOMUECTBEHHOMY
yuety (nanee — TekapcTBEHHbIE TIpETapaThl, BKIKOYEHHEIE B Nepeders [TKY)',

10. Penentypuuiit fnaHk ($hopMbI Ne 148-1/y-04(11) ohopMAIsLeTCA
MpH Ha2HAYSHHH JEKAPCTBEHRHBIX INpeNapaToB [P@KNaHaM, HMEIOIHM [IpaBo
Ha ©OecllaTHOE [OMYYEHHE JIEKAPCTBEHHLIX [NPENapaToB  HIH  HOJTYYeHHe
JAeKapcTBEHHBIX NMPEnapaTor cO CKUIKOM.

11. PenenTyphrrit 6nank dopmel Ne 107-1/y ohopMmnieTcs NIpH Ha3HAYCHHH:

1) nexapcTREHHRIX IPENAPATOR, HE YKA3aHHEIX B NYHKTax 8, 9 HACTOAIETNO
Ilopaoka;

2) koMOHHUPOBAHHEBIX MEKAPCTREHHEIX MIPENAPATOB, COACPKAIIHX!

a) 3proTaMMHa rUIPOTAPTPAT B KOMHYECTBE A0 3 MI' BKIKOUMTENREO (Ha | nosy
TBEPIOH NeKapcTBEHHOH QopMEL);

) seapuna rugpoxmopua B konuuectse 10 100 Mr pxmoarTensHo (Ha 100 mn

I Moanyusr 5.2.171(1) nyakra 5 noctawopnckns Mpaentensctsa Pocenfickolt Menepammm ot 19.06.2012 Ne 608 «D6
VTRepRICRRE TIonoxeHHs © Muxucteperhe aopapoaxpavenus Poccuiickoli Qenepaums» (nange - IMonoxenwe o
Mimcteperee) {Cobpanne sakonoaarensctra Pocenitckodl Denepanny, 2012, M 26, cr. 3526, 2013, Ne 16, ct. 1970).
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une 100 r KAIKOH AeKapCTBEHHOH (POPMEI [I11 BHYTPEHHET 0 IPHMEHEHUN ),

B) ncepdoddeapHHa THAPOXICPHUA B KOMHYECTBe, He IIpeBelLarolieM 30 mr
(Ha 1 nozy TBepAO# nekapcTBeHHON DOPMBL);

r) ncepgoxpenpuHa THAPOXIOPHE B KOTHUYECTBE, He DpeBblIammeM 30 wr,
B COUCTAHMH C JeKeTpoMeTophaHoM THEPOOPOMHZOM B KONHYECTBE, MPEBRIIZI0NIEM
10 MT, o1 70 30 MT BKIIOMHTENBHO (HA 1 D03y TBepaoi TeKxapcTBeHHOH QOopMED);

A} OeKCTpoMeTopdaHa THIpoOpoMHI B KONHYECTBE, [peBeluatorieM 10 wr,
u 70 30 Mr BRIHOYMTENBHO {Ha | 103y TBepaoit IexapCTBEHHOH GOpPMET);

e) ¢emobapbutan B KOMHUeCTBe, NpembimamcmeM 20 mr, u mo 50 wmr
BKJIIOUHTENLHO (Ha | AO3y TBepHOH nexapcTBeHHOH QopMEL);

#) (enoOapbutar B KoaudecTBe A0 20 Mr BKTIOYHTENIRHO B COYETAHEH
¢ 3ProTaMHHOM THIPOTapTPaToM HE3dBHCHMO OT KoaHvecTBa (Ha 1 no3y Teephoi
JCKapcTBEHHOH QOpMBI);

3) xJI0paAHa3enokcua B Konudecrse a0 10 Mr BkmoyntenbHo {Ha 1 a03y TReproi
NMeKapCTBEHHOE QOpMBI}.

12.Tlpy  Ha3zHaueHHHW  JISKAPCTBEHHOTO  MpENapaTa  HMHAHBHAYAIBHOIO
H3TOTOBIEHHS B peLente Ha OyMaXHOM HOQCHTe/le H (HIIH) peuenre B QOpMe
SNEKTPOHHOIO JOKYMEHTa HAHMEHOBAHHA JIeKAPCTBEHHBIX CpecTB (BemecTR),
pKIoveHHblx B nepeuend [IKY, ykazniparoTcs B Havane peleNnTa, 3aTeM — BCe
OCTANLHBIE UHTPEHEHTEL.

13.TlpyH Ha3H4A4Y€HHH JIEKAPCTBEHHOIO Npenapata B pelenTe Ha OyMakHOM
HOCHTENe W (MIM)} penente B (OPME DNEKTPOHHOIC JOKYMEHTA SalpelfacTCs
HpeRLIIIATE KONMYECTBO HAPKOTHYECKHMX CPEACTB HIK TMCHXOTPONHBIX BEHIECTB,
KOTOPOe MOKET OBITH BHIIIHCAHO B OJHOM DEUENTe, YCTAHORIEHHOE MPHIOKEHHEM
Ne 1 x Hacrosmemy Ilopaaky, 32 UCKIIOUEHHEM CIyYaeB, YKA3aHHBIX B MMYHKTaX 15
1 24 Hactoawero Ilopaaxa.

14. [Ipy Ha3HAMEHHHM JEKAapCTREHHEIX IPENAPATOB, BIUICYEHHBIX B NEPEUSHE
ITKY, Ao3a KOTOpLIX NPeBLIINAeT BHICUIHE OHOKPATHBIE MPHEM, MeIMIIHHCKHH
paborHuk obo3HauaeT o3y STOTO JIEKAPCTBEHHOro [penapata B peuenTe
Ha OyMaXHOM HOCHTENlE MpOIECHK) ¢ MPOCTAaBIEHHWEM BOCKIHUATCIBHOIO 3HaKa
¥ (UNH) MPOCTABISET BOCKIHLATEIbHBIA 3HAK NpH O(OpPMIEHHH pelenta 8 QOpMe
IEKTPOHHOIO JIOKYMEHTA.

15. KonmndecTBO HA3HAMEHHBIX JI€KAPCTBEHHBIX MpPENapaTtoB, BRITOUEHHLIX
B nepeusens [TKY, npu oKa3aHUU NalUeHTaM, HYKIAFOIUMCA B INHTEN6HOM JIEYSHUH,
NepBAMHON MEAHKO-CAHUTApHOH MOMOINM U IALIHATHBHOH MEAHUMHCKOH NOMOIK
MOKET ObITh YBEIHYEHO ¢ YHETOM KIIMHHYECKHUX peKoMeHaaunii He Oozee ueM B 2 paza
110 CPABHEHMIQ C KOJHYECTBOM HAPKOTHYSCKWX CPe/ICTB MIIM TICHXOTPONHEIX BEILIECTS,
KOTOPOE MOXET OHITh BBEIIIMCAHO B OJHOM DELelTe, YCTAHOBRICHHBIM MPUIQKEHHEM
Ne 1 k HacTosweMy [lopanaky.

B cayuadx, mnpeaycMoTpeHHBIX ab3alem MepBbIM HacTOAMIEro NYHKTa,
Ha peuenTaX Ha OyMaKEOM HOCHIENS NPOM3IBONUTCH HaANHCh «[Io cnenwansHOMY
HATHAYEHHIO», OTASHBHO 3ABEpEHHAA TOANHCBK MEOHUHHCKOro PafoTHHKA
H IEYaThI0 MEIHUMHCKOW opraHuzauuu «J/Ina peuentos», Ha pelentax B (opme
IMEKTPOHHOIO JOKYMEHTA [IPOH3BOIHTCA OTMETKA «[10 CrerHanTsHOMY HAZHAYSHHIO
¢ T[POCTABIEHHMEM YCHISHHOH KBAMUQHIMPOBAHHOH  MEKTPOHHOH MOJANUCH
MEXHIIHHCKOro paboTHHKA.

16, CocTas JeKapcTBEHHOIO MpeNaparta, ieKapcTReHHas ¢opma H obpainenue
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MEeIULIMHCKOTO  paCoTHHKa K (apManeRTHUeCKOMy pabOTHHKY o006 oOTIOycke
AeKapcTBeHHOTO Mpenaparta Ha 6YMaKHOM HOCHTENe o(OopMIAIOTCA HA TATHHCKOM HITH
PYCCKOM f3BIKE B POOUTEABHOM MaJeiKe, 3a HCKIYeHHEM OQOPMICHH pPeleNTOR
B {pOpPME NEKTPOHAOTC JOKYMEHTA, OCYIIECTBIASMOTO HA PYCCKOM S3BIKE.

Ilpy odOpMICHMHM peUENnTYPHEIX ONAaHKOB JONYCKAaeTCd HCIOIB3OBaHHE
coxpameHuii (mpunoxkerue Ne 2 k Kacroawemy [lopaaky).

[Ipn Ha3HaYeHWM IIEKAPCTBEHHOI® IIpeNapaTa He JONycKaeTcd COKpalleHHe
HAUMEHOBAEMH  HHIPEAMEHTOB, COCTABIAIOMIMX  JIGKAPCTBeHHBIH  mpenapart,
HE TO3BOILIOIINX YCTAHOBHTE, KAKOH HMEHHO NeKapcTBeHHbH MpenapaT Ha3HaYEeH.

17. Coco®  TnpMeHeHHA  NEKApPCTBCHHOTO — Tipenapata  obosHavaercs
C YKa3aHHEM IIyTH BBEIEHHA, A03bl, YaCTOTHI, BPEMEHH NMPUHEMA OTHOCHTEALHO CHA
(yIpoM, Ha HO4YB} # €ro IJIHTEJIBHOCTH, a A% JEKAPCIBEHHEIX [IPEernaparos,
BIAHMOASHCTBYIOIINX ¢ TIHIIEH, — BpeMeHH HX YIoTpeGneHU OTHOCHTENLHO NTpHEMA
AN (10 eABl, BO BpeMs e1Bl, [TOCNe &Agl).

18. [Ipy HeoOXOAHMOCTH HEMENNSHHOTC HWIH Cpo4YHOTO (B TEUEHHE [BYX
pabovuxX ZHel) OTIycKa JIeKapCTBEHHOrO IMpENapaTa NAIMEHTY B BEPXHEH 4acTH
peuenta He OyMaXHOM HOCHTEJIE IIPOCTABMAIOTCH ODO3HAMEHHS «citon (CpovHO) MITH
«statiny (HeMeIeHHO). AHAROTUYHEIE O003HAUCHKS IPOCTABIAIOTCS B RHAS OTMETOK
npyd ohOpMICHEH pellenTa B (hopme 3MSKTPOHHOTD JTOKYMEHTa.

19.1lpy ogopMncHHH HA3HAYEHHMA TOTOBOID J[IEKAPCTBEHHOIO Ipenapara
B PELCNTE HA OYyMa)kKHOM HOCHTEJIC HJIH pelleliTe B (popMe 3JIeKTPOHHOIO HOKYMEHTA
KOIIMYECTBO JCHCTBYIOWMX BeLISCTB YKAZHIBASTCA B COOTBETCTBMH C MHCTPYKLHeH
Mo MeIHUUHECKOMY NPHMEHEHHIO NeKapcTBEHHOTO TIpenapara. JlomycTuMoO yKa3blBaTh
JO3HPORKY JIEKAPCTBEHHEIX MPENapaToB CUCTEMHOTO AcHCTBHA (And pe3opOTHBHOIO
npHeMa) B TBEPJABIX JeKapcTBeHHBIX (opmax (Hanpumep, TabneTku, NOPOLIKH,
KallCy/Ibl) KaK COJEPKAHHE OJHOI'C MM HECKOJIBKHX JSHCTBYIOLHX BEIeCTB
B JHHULAX Macchl (B rpaMmax, MHUIHIpaMMax). JlomycTHMO YKA3RIRATE AO3HPOBKY
TeKAPCTBEHHABIX TIPETIAPATOR CHCTEMEOTO AeHicTEHS (1715 pe3opOTHBHOINC IPUMEHEHH)
B KHOKMX JeKapcTBeHHHIX ¢opMax (HampuMep, pacTBOpEL, CYCICH3HH) Kak
COAEPXMAHHE OAHOIO WM HECKO/IBKAX ACHCTBYIOIUMX BELIECTB B €JHHHLAX Macchl HA
eMHHHLY OObeMa (HAIpHMED, MUITHIPaMM/MUIUIAKTP) € YKa3aHueM 00Iero ofbeMa
NeKapCTBEHHOMH HOPMEL

[py odopMNeHWH HazHAYEeHHS NeKapCTBEHHOTC NMPEnapaTa WHANBRAYATLHOTO
H3rOTOBNCHAA B pelUenTe Ha OYMaKHOM HOCHTENE MNH PeuUenTe B (popmMe
3NEKTPOHHOINO [JOKYMEHTA KOJHMHMECTBO TBEPAbIX M CHINYHHX (apMalleBTHYSCKHX
cyOerannmii ykasoiBaercs B rpammax (0,001; 0,5; 1,0), xuaAKAX — B MHIIANIATPAX,
TpaMMax M Karuuix.

20. PenenTw! Ha OYMaXHOM HOCHTENE, B (DOPME IJICKTPOHHOIQ AOKYMEHTA,
o opMIeHHBIe Ha pellenTypHOM OnaHke hopmel Ne 148-1/y-88 u npeanaznadeHHEbIE A5
OTHYCKA JIeKapCTBEHHBIX I[IPellapaToB, TMNpPeJyCMOTPeHHBEIX HOAMyHKTamu 1-3
nyakta 9 mHacrosmero Ilopagka, JAelcCTBHTEeNEHEl B TedeHME 15 aned co AHA
opopMIeHHA.

21, Peuenthl Ha OVMAaXHOM HOCHTENE, B (POpME ICKTPOHHOIQ MOKYMEHTA,
otopMIeHHBIE Ha penenTypHoM OaHke (popmel Nel48-1/y-04(m) v npenHasHA4YEHHBIE
AN OTIOYCKa NEKapCTHEHHEIX TpenaparToB TpakNlaHaM, YKa3aHHeIM B NyHKTe 10
nactodmero TMopanka, nelicTBATenbHB B TeugHue 30 aHed co ans odopmleHHs,
33 HCKJIIOUEHHEM CITy4acB OQOpPMIICHNA PEUenTa B COOTBETCTBHM C TYHKTaMH 38 u 39
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HactoAllere Ilopdaka, MpH KOTOpPEIX OH AelcTBUTENeH B TeUeHHe 15 aHeH co JHA
O(pOPMICHHA.

22. Pertenttel Ha §yMakHOM HOCHTENe, B QOpPMe IEKTPOHHOIO AOKYMEHTA,
ofpopMIeHHEIE Ha pelentypHoM OmaHke ¢opMel Ne 148-1/y-04(n) 1 npeaHa3HAYEHHBIS
A OTIYCKA JIEKZPCTBCHHEBIX ITIpellapaToR [PaKOoaHaM, ACCTHILUMM [EHCHOHHOTO
BO3PACTa, MHBANHAAM IIEPBOH IPYNIEL, ACTAM-HHBAMHAAM, a8 TAKKE IPAXIaHaM,
CTPATaLINM XPOHHIECKEMH 3a00/IeBaHIAMHE, TPeOyIOLIUMHU ATHTENBHOTO KYPCOBOIO
AeveHus, AeHCTBHTENbHE B TeueHue 90 aHeit co AHA odopMIeHs, 3a HCKIMIOYEHHEM
CNy4aeR, YKa3aHHBIX B OyHKTax 38 # 39 Hacrosmero Ilopsaaka, mnpH KOTOPBIX
OH AeliCTRUTENSH B TeueHHe 15 nHel co AHA odopMIcHHA.

Jna JededHs XpoHWveckMX 3alosieBaHHil yKalaHHBEIM KaTeTOpHAM [paXkAaH
NEKApCTBEEHBIE MpenapaThH ¢ OQOpPMICHHEM PpelenioB Ha OYMadKHOM HOCHTEJE
UM pelenToBR B (opme IMEKTPOHHOTO AOKYMEHTa MOryT Ha3HauaThed Ha KYpe
Jevenns no 180 aueil.

23. PemenTtel Ha OyMaXkHOM HOCHTENne, B (POpMe 3MEKTPOHHOrO MOKYMEHTA,
oopMIICHHRIE Ha pelenTypHoM Oyadke dopmsl Ne 107-1/y @ npenHaHayeHHHIE
I OTIYCKA NEKapCTBEHHBIX TIPEIapaToB, IpeAYCMOTPEEHBIX IYHKTOM | 1 HacTosmero
[Nopsanka, nelicTBUTeNntHE B TeueHHe 00 aHeH co fHA odopMIeHHS.

IIpM Ha3HAYEHWH TOTOBBIX JIEKAPCTBEHHLIX MPENapaToB M JIEKapCTBEHHBIX
OpelapaToR  MHAWBUAYAILHONO M3rOTOBICHHA [ALHEHTAM ¢ 3a00ieBaHHAMM,
TpeOYIOWHMMH ANUTENBHOTO KYPCOBOIO JIEHeHHA, ¢ OPOPMICHHEM HA PELEHTYPHOM
onanke dopmer No 107-1/y peuenra na ©OyMakHOM HOCHTENE HIH B (QopMe
MEKTPOHHOTO AOKYMEHTA YCTAHABIHBAETCH CpOK AeHCTRHA pelenta B Npefaenax
IO OJHOTO rofa.

B cioyuac ycTaHOBNEHHA cpoKa JEHCTBHA PELENTA B ApeAcnax [0 OAHOro roja
B peuenre Npou3BoanTcs Hanmick: «[lo cienuansnoMy HasHaveHHIO», o003HavaeTcs
CpOK JAelicTBHA pellelrTa H MEepHOAWYHOCTh OTIyCKA NEKAPCTBEHHBIX IpelapaToB
W3 aITevyHOH OpTraHHzaldHd WIM HHIWBHAYANLHBIM HpEJNpPHHHUMATENEM, HMEROILHM
JTHIEH3HIO Ha (PapMalleBTHIECKYO AeATeNbHOCTE ? (eleHeIETEHO, €XKEMECAUNO H HHBIE
neprodpl). JONONHHTENLHO 23TC YKa3aHWe 34BEPACTCA NOOMMCBIY MEAMLHHCKOIO
paboTHHKE, a4 TAKXE NeYaTbil0 MEAHUHHCKOR opraguzaluid  «Insa  penenrtoss
(nmsn pemenTa Ha OyMakHOM HOCHTeNe) HIH YCHINEHHOH KBaTHOHUIHpPOBAHHOK
3NMeKTPOHHOM NOJANHCBEY MeMIIMHCKOre pPaboTHHKAa W NTHIA, YTOJHOMOYEHHOTO
3aBEPATEH AOKYMEHTHl OT MMECHH MEJUIMHCKOH OpraHHM3alH¥ {1)i4 peLenTa B (opmMe
NEKTPOHHOTC JOKYMEHTA).

24, PenienTbl HA JEKAPCTBEHHBIC NPENAPATE], BKIOUSHHEE B TepeueHE IIKY, ang
JEHSeHHS MALUeHTOB ¢ XPOHWYECKHMH 3a00MeRaHUAMH MOTYT OhOPMISTRCA HA KYPC
Neuenns no 60 nHel.

B cny4ae, Korjga Kypc nedeHya cocrapizier Oonee 30 gHel, ZONOAHHTEILHO
B pelenrax Ha OyMaKHOM HOCHTENe NPOMIBOTUTCS Haamuck «Ilo crienHanbHOMY
HA3HAUSHUIO», 3aREpeHHas TIQANACHK) MEAMIWHCKOTO paloTHWKA W I€9aThio
MeIUIWHCKOR opranmsanau «JInd peuenTos», Ha peuenrax B GOpMe BJIEKTPOHHOIO
OOKYMEHTa  mpouspoxurca  orMerka «llo  coenwanbHOMY — HasHAYEHHIO»
C TpOCTABICHHEM YCHICHHOH KBaMHQUUHPOBAHHON 3MeKTPOHHOH  MOANMMCH

B Tyner 47 wacTi 1 cratsy 12 deaepansiors 3akoHa oF 4 Mag 2011 1. Ne 99-D3 «O NHUSHIHPOBAHHH OTICABHEIX BH/IOR
AEATEILTIOCTHY {danee - denepantHuit 3akaH Ne 99-@03) (Coldpanre 3axoHoaaTeTecTea Poccuiickolt Gegepanun, 2011,
Ne 19, ¢1. 2716; 2021, No 27, o1, 51773,
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MEIMUHHCKOro paboTHHKA H JIHLA, YIOTHOMOYEHHOTO 3aBEPATh JOKYMEHTE OT HMEHH
MeIHUAHCKOH OPTaHH3alHH.

25. Pement Ha OyMaKHOM HOCHTENE B (OpMe STEKTPOHHOTO OKYMEHTA,
othOpPMIEHHEN ¢ HAPYUIEKHEM YCTAHOBREHHBIX HacToAMM IlopsakoM TpeboraHui,
CYHTACTCA HEACHCTBHTE/IbHEIM,

II. HasHa4deHue neKapCTBEHHEIX MPLIapaToB IPH OKA3aHHH
METHIHHCKOH MOMONIH B CTAIHOHAPHBIX YCIOBHAX

26.1Ipd  oKaz2aHHH [AUMEHTY MEQUIUHCKOA I[IOMOIOM B CTALMOHAPHEBIX
VCIIOBHAX HA3HAYCHME NEKaPCTBEHHBIX MPENapaToB IpoH3BomuTca ez oQopmMmeHds
pelenta MEAHUMHCKAM pPAbOTHUKOM €AMECIHYHO, 34 MCKIKYEeHHeM CIIVIaes,
yKa3aHHbIX B IyHKTe 27 HacTosuero ITopgaxka.

27. CornacopaHue Ha3HayeHMs NEKAPCTREHHRIX MPENapaToB € 3aBEIYHOLHM
OTHENCHHEM WIH OTBETCTBEHHEIM AEKYPHBIM EpadoM IHOO ApyrAM JIHLUOM,
YVIIONHOMOYEHHBIM [PHKA30M TIJIaBHOIO Bpaya MEAHMIUHCKOH OpraHH3alluy,
a TaKke, NPH HAIHYHHK, C BpadoM — KAHHAYMeckMM cdapmakomnoroM HeobXoaumo
B Cllydaax:

1) OMHOBpEMEHHOTO HA3HAYEHHA NATH W Oollec JIEKapCTBEHHMX IMPEnaparos
OJHOMY TAIHEHTY;

2) HazHAYCHHUS NEKApCTBeHHBIX [IpenapaTos, He BXOAAIIHX
B IIEpEIeHD JHIHEHHO HEOOXOAMMBIX H BAXHEHNIMX NeXapcTBEHHBIX Mpenapartos',
Mpy  HETHONYHOM TeueHHH 3aboNeBaHHMA, HATHIMM OCTOMXHEHHWH OCHOBHOIO
3aboNenauna W (WITH) COYTCTBYIOMIMX 3ab0ReRaHNH, [IPH HA3HAYEHUH NIEKAPCTECHHBIX
NpenapaTos, O0COOEHHOCTH B3aHMMOACHCTBHA W COBMECTHMOCTH KOTOpLIX COTHAcHO
WHCTPYKLHAM 10 HX [PHMEHEHHIO IPHBOAAT X CHIDKEHHIO 3O{PeKTHBHOCTH
K GesonmacHocTH QapMaKOTEpaniy U (MIH) CO3NAIOT TIOTEHIHATBHYIO ONAcHOCTE AT
JHIHWU | 3JOPOBBS MALHEHTA,

B yrazaHHBIX ciydadX HazHAUEHHe NeKApCTBEHHBIX MpenapaTos (GHECHpyeTcs
B MEIHLHMHCKOH DOKYMEHTELMM NAIMeHTa W 3aBepAeIcs NOANMCHI0 MEIHLIHHCKOrO
paboTHHKA M 3aBeAyIOLIETe OTAcNeHHeM (OTBETCTBEHHOTO JASKYPHOTO Bpava HITH
APYTOTo YNONHOMOTEHHOIO JIHIA).

28. MeaunuHCKHA paDOTHHE MeNWIMHCKOM oprasuM3andi (ee¢ CTPYKTYPHOTO
noapasAeneHns), PacIOKEHHOA B CEIBCKOM HACENCHHOM IYHKTE, OCYWECTR/IET
HASHAYCHHE HEKAPCTBEHHLIX NPENApaTOB B CIydUasX, YKA3aHHLIX B TyHkTax 27 w 29
Hactroamere Ilopaaka, eIHHOIHTHO.

29.Tlo peweHuro Bpade0HOH KOMHCCHMH TIAMCHTAM TIPH  OKa3aHHM
HM MeAHLUWHCKOH NOMOIIH B CTALHOHAPHBIX YCIOBHAX HAIHAYAKOTCH JIEKApCTBEHHEIE
NperapaThl, He BKMIONMCHHBIE B [EPEYEHb JKHU3IHEHHO HEODXOAHMEIX M Ba)kHeNNmx
JIeKapCTBEHHBIX [perapaToR, B cNydae HX 3aMeHBl H3-32 HHIHWBHIYATLHOH
HeMePEeHOCHMOCTH, IO XU3HEHHBIM MOKa3aHHAM.

Pemenne BpaucOHOE KOMHCCHH (PMKCHPYETCA B MEJHLHMHCKOH ACKYMEHTALHH
[aLUHEeHTa H KypHane BpaicOHOA KOMHCCHH,

30. B cmy4asx oOcnenoBands M II€UeHHA TpakJaHWHA B CTAllHOHAPHBIX

¥ Upery | oraten 60 defepancEoro 3akoua Me §1-03 (Cobpanve saxosoaarentctsa Poccudickofl Oenepann, 2010,
Ne 16, er. 1815; 2020, M2 29, cT. 4516).
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YCIOBHAX B PaMKaX [IPeAOCTABNCHHMS MEJUIMHCKMX YCTVT Ha BO3ME3THOH OCHOBe
30 CYET JHYHBIX CPENCTB TPAXAaH, CPEACTB HOPHAWYECKHX JIHI M HHBIX CPEICTB
HA OCHOBAHHMH JIOTOBOp3, B TOM UYHCNE JOTOBOpa JOOPOBONEHOTO MENHITHHCKOTO
CTpaxoBauHsa'®, eMy Moryr OBTh Ha3Ha4YeHH JeKapCTBEHHBIE IIpenaparhl,
HE BXOJANIME B MEpeucHb JKHIHEHHO HEODXONUMEBIX H BaXKHeHIIMX NeKapCTBERHBIX
MPErapaToB, €CAd HX Ha3HAveHHe W NPHMEHeHHe O0YCIOBJIEHO MENHIHHCKHMH

MOKd3a HHIMH.

[II. Hazna4yeHHe JEKaPCTBEHHEIX MPENapaToB
MPH OKA3AHHY NEPBUYHOM MeAUKO-CAHUTAPHOH NOMOINH, CKOPOH
MEIHIHHCKOH NOMOLIH H IA/HATHRHOH MeIHITHHCKOH OMOIIH

31. Tlpn okazaHMH NEePBHYHOH MEAHKO-CAHWTAPHOH NOMOMIH H NAINHATHBHOH
MEIULIMHCKOH IoMOomM B aMOYIATOPHBIX VCAOBUIX HazHAaYeHHe JIEKAPCTBCHHBIX
MPEMapaToB OCYIIECTBIACTCA MeJHLMHCKHM pPafoTHHKOM B CHy4adX THINYHOMQ
TeueHUA 3a001eBaHMs NALHEeHTa HCXO0Id B3 TSDKECTU U Xapakrepa 3a00.1eBaHud,

32. HasnaveHMe JIEKAPCTBEHHEIX [pENapaToB Mo pewieHHio  BpadebHoH
KOMHCCHM [PH OKa3QHHU MEPBUYHOH MEIMKO-CAHHTAPHOH TOMOINHM, TATIHATHBHOM
MEIHITHHCKOH TOMOTITH B AMOYTATOPHBIX YCHORHAX MPOH3IBOAUTCS B CITyYasdx:

1} OTHOBPEMEHHOrO HaZHAYEHMN OOHOMY IIAMeHTY TnATH K Oomee
J€KApPCTBEHHEIX TMIPEMapaToB B TeUeHHE OJHMX CYTOK WM CBBIIIE ASCATH
HAMMEHOBAHHI B TEYEHHAE TPHALUATH JHEH,

2) HA3HAYSHMS JICKAPCTBEHHBIX [MpenapaToB MpH HETHIHYHOM TEHEHHU
3aboneBaHns, HATMYHM OCTOKHEHHH  OCHOBHOro 3abojeBaHHA M (WIM)
COMYTCTBYKINIWX 3a0oNepaHuii, NpM Ha3EaUYCHUM JCKAPCTBEHHBIX Mpellaparos,
0c00eHHOCTH B3aUMOIeHCTBHA H COBMECTHMOCTH KOTOPbIX COIVIACHO HHCTPYKUMAM
110 HX IPHMEHEHHIO TIPHBOAAT K CHIKeHHIO 3G GEeKTHRHOCTH U G830TIACHOCTH JISIEHHS
nalHenTa W (HIH) CO3TAIT MOTEHUHANBHYK CMacHOCT: AN H3HH H 300POBBA
HaLHeHTa;

3) MepBAYHOTO HA3HAYCHHA TMAUMEHTY HAPKOTHYECKHX H ICHEXOTPONHBIX
dAexkaperBeHHrx npenaparoB cnuckos I m I Tlepeunsa (B cnywae npHHATHA
PYKOBOJHTENEM  MENMIMHCKOM  OpraHHM3AaOKH  pelleHHAs ¢  HeoOXoquMOCTH
COrnacoBaHMs HA3HAYEHWd TAKWX IIeKAPCTBEHHBIX [OpernapatoE ¢ BpaucOHOH
KOMHWCCHEH ).

33. [lopTOpHOE Ha3HAYEHHME HAPKOTHYECKMX M [CHXOTPOIHEBEIX JEKAPCTBEHHBIX
npenaparos cnuckos 11 u T Tlepeyds NMpoHIBOAKTCH MEIMIMHCKEM pabOTHHKOM
CaMOCTOATENRHO KIK eAEHOTHYHCe Dez ydacTHA Bpad4edHOH KOMHCCHH ITAlIHEHTaM
¢ BBIPAKEHHEIM OOJABEIM CHHApoMOM Jwoboro renelda, HapymIeHHEM CHA,
CYAOPOMHBIMH COCTOAHHAMH, TPEBOMKHBIMH PaceTPOHCTBAMH, pobuaMH,
MICUXOMOTOPHBIM BO30YAAEHHEM.,

34, TIpH oKazaHUH CKOPOH MeAUIMHCKON TIOMOINH NeKapcTBEHHBIE MPEnapaTsl
HA3HAYAFOTCS MEIMORHCKMM paGOTHHRKOM BBIC3AHOH OpMraIbl CKOpPOH IIOMOILH,
MEJHLIMHCKAM pabOTHHKOM MEIMIMHCKOH OpraHM3aluy IpH OKa3aHHH METUIHHCKOH
MOMOLIM FpaIaHam 0Opd  3a00NeRaHHMAX, HEeCcYacTHBIX CIy4asX, TpaBMax,

16 [NocTanoBnenHe [TpasuTenscTea Poccrtickol dedepai oT 4 okTadps 2012 r. No 1006 «O6 yreepxnennu [Tparun
MPEAOCTABACHEA MEAHLUHHCRWME Oprasdi3alMAMH [UIATHEN MemnLuHcknx yenyrs {ColpaHue 2akoHoEaTenscIEa
Poccrticroit Tepepaunn, 2012, Ne 41, er. 5628).
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OTPABNAEHHAX W JPYTHX COCTOAHHAX, TPeOYIOUIHX CPOYHOTO MEIHUWHCKOTO
BMELUATEBCTBA.

I'V. HaznaueHue NekapCcTBEHHEIX TIPEApATOB IPaXaHaMm,
HMEFOIIUM [PaBO HA OSCINTATHOE MIOTyYeHHe IEKapCTREHHEIX
MpernapaToB WK MNONYyYeHHE ISKAPCTBEHHBIX IpenapaToB
CO CKEAKOH, IPH OKAZAHAHN MePBIYHOH METHKO-CAHHTAPHOM TTOMOIITH

35.Ilpu oKazaHMM IEPBHYHON MEAMKO-CAHUTAPHOH NOMONIM Ha3HA4eHHE
MEJHIMHCKAM pabOTHHKOM HA OCHOBE KIHHHYECKHMX pPEeKOMEHJAlHil M ¢ y4eToM
CTAHIAPTOB MEAMIHMHCKON HOMOMIM'W MeKapeTBEHHBIX [PEHApPaTOB, OTITYCKAEMEIX
becruiarHo unmE €O CKuAKo#l, rpakIaHaM, WUMEHIIHM TpaBo Ha obecneveHue
IEXAPCTBEHHBIMHM MperapataMy  3a CcHeT <¢peacts OraxeTHBIX acCHTHOBAHHH
¢enepansHore Omnomkera W OomxeroB cyOwsextoB Poccufickolt  @Penepauiy,
OCYLIECTBIACTCA Ha pelenTypHEoM Oiaanke Nu 143-1/y-04(n).

ITpu odopmnennu peuenta Ha Onanke dopmer Ne 148-1/y-04(11) na dymaxnom
HocUTene oGopMIMOTCA JBA 3KIEMIINAPA, OJWH W3 KOTOPEIX OCTAETCS B aNTeuHOH
OpraHu3alyy, BTopoli — B MERLMHCKOH TOKYMEHTAUNM NallHeHTa.

36. IIpaBo HA3HAYATE IEKAPCTBEHHBIE [IPENAPATh MPAXKIaHaM, HMEHIHHM HpaBo
Ha OecniaTHoe MONy4YeHHEe JeKAPCTBEHHBIX MPENapaToB WM [OIy4eHHE
NeKapcTBEHHBIX MIPeapaToB O CKUIKOH, TAKKE HMEIOT:

1) memmimmHcKkWe pabOTHHMKH, paboTalomMe B MEJHIHHCKOM OpPTaHH3auH
10 COBMECTUTENECTBY (B TIpeaeax cBoeH KOMIICTCHIIHH );

2) MeaMnMHCKHe paboTHHKM CTAUHOHAPHBIX OpraHM3auui  COLMAILHOTO
oDCEY’KMBAHHMA NPH HAIMMHM  JIHUCH3MH Ha  OCYLIECTBICHHE MEIHUMHCKOH
nestensHocTH!S, TnipeaycMaTpuBalomedf  BemonHemwe paboT (OKazaHHE  YCHYT)
o OKa3aHHIO MepBHYHON MeIHKO-CaHHTApHOH MOMONIM B AaMOYIATOpPHBIX YCIOBHAX
(He3aBHCHMO OT BEAOMCTBEHHOH MPUHAICHKEOCTH);

3) MegunuHCKUe paCoOTHHKM MEAMIMHCKMX OpTraHH3aluii, OKa3blBAKLIMX
MEPBUYHYI0 MEIHUKO-CAHWTAPHYIY [IOMOIUb, MOJBSIOMCTBEHHLIX (eAepansHLM
OpraHaM HCIOTHHUTETBHOH BIACTH HIH OpraHaM HCIOMHHTENBHOH BITacTH cyOBEKTOR
Poccuiickoit Penepanim;

4) HHAWBUAYANEHBEIC [PedIIPHHUMATENH, OCYLICCTBASKMIHE MEIHIHHCKYHO
JEATENBHOCTD H BRTHOUCHHEIE B PEeCTp MeIHLMHCKHX OpraHu3alMii, OCyILeCTBIIOIIHX
JeATeNBHOCTE B Cdepe 003aTeIRHOTO MEAMIHHCKOTO CTPAXOBAHHS,

37. Tlpm HazHaUeHHH JEKApCTBEHHLIX IIPEMAPaToR IpaXaaHaM, HWMEOIIHM
npaB0 Ha OeClIaTHOE I[IOMYYeHHE JIEKapCcTBEHHBIX IIPENMaparoB MM NOJIyYCHHE
NeKAapCTBEHHBIX NPEnapaToB CO CKHAKOH, B pellenTe YKasplBaeTCAd HOMEp TejedoHa,
M0 KOTOpOMY pabOTHHK AanTedyHOH OpraHu3anud MpH HeobXOAUMOCTH  MOXKET
COTTACOBATE € METHIIHHCKHM PAa0OTHAKOM 33MEHY JICKapCTREHHOTO NpenapaTa.

38. HaznadeHue HApKOTHYECKHX H MCHXOTPOMNHEIX NEKapCTBEHHBIX MIPEIapaTos
ciucka II [lepeuns (3a HCKMIOYMEHHEM IIeKAPCTBEHHBIX IIPENAPATOB B BHAE

7 Cratea 37 Teneparsnoro jaxosa Ne 32303 (Cobpaume 3akoHoaTenbeTBa Poccmiickol Dencpanm, 2011, Ne 48,
oT. 6724, 2021, Na 27, c1. 5186).

¥ TTyukr 46 aacta | cTaten |2 dbepepansyoro sakouaa Mo 49-03 {Cobpanne 3akononarenscrea Pocoutickoli denepaims,
20011, M2 19, cr. 2716; 2021, Na 27, c1. 5159).
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TPAHCIEPMANBHLIX TEPANeBTHYECKHX CHCTEM, A TAKGKE NeKAPCTBEHHBIX MPEMapaTos,
COOePKAIIMX HAPKOTHYECKOE CPeICTBO B COUETAHUHM ¢ AHTATOHHCTOM OMHOHAHHIX
pPELENTOpOB) [CpaxaHaM, HMEKCIIHM TpPaBoe Ha  OecnmaTHOE TMONy4YeHME
JEKAPCTBEHHBIX  [IPENapaTeoB  WIH - [ONYY4EHMA  JIEKapCTBEHHBIX  NIpenaparoB
CO CKHIKOH, OCYIIECTBIMETCH Ha peuentypHoM Omanke opMsl Ne 107/y-HII,
K KOTOPOMY OONOAHHTENEHO O(OPMIIACTCE pellenT Ha peuentypHoM Oaanke GopMbl
No 148-1/y-04{n1) (B 1Byx 3K3eMNIApax Mpu oopMIEHHH Ha YyMaXHOM HOCHTENE),
39, HasHageHHe HAPKOTHYECKHX W NICHXOTPOMHBIX JeKAPCTBEHHEIX NPENaparos
coucka II Ilepeuns B BHAE TpaHCOEPMANBHBIX TEPANEBTHUECKHX  CHOTEM,
HAPDKOTHYECKHX JIEKAPCTBEHHBIX npenaparos cnueka I Ilepedds, copepxkaiunx
HAPKOTHYECKOE CPEICTBO B COYETAHHH C AHTATOHHCTOM OIHOHUAHBIX PELCHTOPOB,
TICUXOTPOIHLIX JeKApCTBeHHbIX IpermaparoB crucka [II [lepeuns, nexkapceTBeHHEIX
NpenapaTon, BRIOYEHHBIX B mepedeHs [TKY, comepkanmixces B noAmyHKTe 2 yHKTa | 1
Hacrodere Ilopaaka, npeaHa3Ha4eHHbBIE AJA IeUeHHs TPakaaH, HMEKLIHX MpaBo Ha
OecrutaTHOS MOMYYEHUE JEKAPCTBCHHBIX IPETIAPATOR HITH MONYYSHHE NICKAPCTREHHBIX
NpenapaTos CO CKHAKOH, OCYIIECTRINETCH HA peuenTypHbix Onankax gopm Ne 107-1/y
u Ne 148-1/y-88, Kk KOTOPEIM JAOMONHHTETEHO 0GOPMISETCA PELENnT Ha PelenTyPHOM
Omanke ¢opMer Ne 148-1/y-04(1) (B AByx sx3eMIApax IpH  OHOPMICHHH
Ha OYMa)XHOM HOCHTEJE).
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Ilpanoxenue Ne 1

K [lopanky HazHAYeHNHA
JAEKAapCTBEHHBIX NIPENApaToB,
YTBEPIKASHHOMY NIPHKAZ0M
MUHHCTEPCTRA 3APABOOXPAHEHNS

Pogeniickoit (De,uepag
0T, %?éﬁ% 2021 r. Ne 174

KoandecTBo
HAPKOTHYECKHAX CPecTR RJIH NCAXOTPONHLIX BellleCTR,
KOTOPOe MOXKeT OLITE BEIMACAHO B 0JIHOM pellenTe

Ne MexayrapoInoe ReNaATEHTORABEOE dopma BLIDYCKA Konuuerrag
n/n HAHMEHOBAHHE HAPKOTRIECKOIC B 103HpPOBKA
H OCHXOTPOUHOI) JEKaPCTREABOTD
npenapara
L. Bynpenopdma+Hanoxcon TabneTkH cyONHHIBANEHER 60 TabneTox
0,2 Mr+0,2 Mr (ynaxoBka, xpaTnas
No 20)
2. Byvupenoptuy Pacteop A HHLEKIWE, 30 amnyn
0,3 mr/nan 1 M {ImpHL-THOOHKOR)
3. BynpeHopduH TparcaepMANBHLIA
LUIACTRIPE
35 mET/uAac 20 mnacTeipeit
52,5 MEr/qac 10 mnacTeipei
70 mkr/uac § mmacTepei
4. Mopduu PacTaop 2N9 HHBEEKIHA,
PACTBOP /1K TIOTKOHHOMO 20 ammyn
BECISHHA (mmpHu-TICOHKOB)
10 mr/nan 1 mn
3. Kopeum+Mopgun+Hocranun+Tlanaprepux PactrOp 108 NOAKOMKHOMD
+Tebauu BEEEHMA 20 ammyn
0,72+5,75+2,7+0,3640,05
srimi 1 mn
1,44+11,5+5,4+0,72+0,1
Mr/mi 1 mn
6. TpHMenepuana TabreTkn 25 Mr 50 TaGnetok
I TpHumenepHaHH PacTBOp JUIT HHBEELIMIT
10 Mr/mn 1 mn 20 amnyn
20 mrywm 1 s (LnpHU-THOGHKOR)
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3 Mopdun TabnetxH (xancyne) 180 Tabnetok
HPOMOHr HPOBAHHOTO (rancyn)
JelcTBMA 60 Tabnetok
10 mr (xaneym)
30 mr H) rabneTox
60 mr (xancym)
100 mr 20 Tabnetok
200 Mo (xamcvm}
20 rabnerox
(Rancyn)
9. Mopdnn TaGaerxn
5 Mr 100 TabeTok
10 mr 100 TabaeToK
i Mopdun Karnu ang npiema BIyTpE
20 mrimn 20 mn 4 maKoHa
11. Mopdmn Pacteop ona npuema
BHYTPE (MOBOJO3EL)
2 Mr/wma 5 mn 100 amrmysn n/2
O MTT 5 MI 80 amanyi n/a
20 mrimn 5 mn 30 amnys /3
12. Oxcukoaor+Hanokcon Tabnerzu
HPOMOHTAPOBAHHOT O
AEHCTEHA 100 tad1eToK
3 Mrt2,5 Mr 6 TabneTox
L0 mr+5 mr H) tabneTox
20 r+10 ur 20 rabnerok
40 Mr+20 mr
13. [Tponnonunde HATITOKCHITHNNANE PUIHH Tabnetkn 3auieunsie 20 mr 50 rabnerok
14. Denranun TInacteipe
12,5 sxr/vac 20 nracrmpeit
25 murfaac 20 rracTeipeit
50 Murfgac 10 mnacTeipei
75 mur/aac 10 macTeipei
100 mkrfuac 10 macteipei
15. Dexranmn Crnpch HasambHBIH
@rakod 50 mxr/moza
2.0 mn {10 noz) 24 dnakona
3.2 s (20 no3) 12 akonos
5,0 M (40 noz) 6 dnaxoHeB

hakor 100 merinoza

2,0 mn {10 mo3}
3,2 i (20 qo3)
5,0 mn (40 no3)

Brakoir 200 mrrinoza

2.0 wn {14 noz)
3.2 M (28 1o3)
5.0 my1 {40 no3)

12 praxonor
b dnakoHes
3 dnaxena

12 prakoHoB
6 dnaKoHoB
3 hiaxona




IIpunoxenne Ne 2
K [lopanxy HazHa4YeHHA
JeKapCcTBEHHBIX MPENapaTos,

YTBEPIKAEHHOMY IIPHKA30M
MuHHCTEpCTRa 3T paBOOXPAHEHUS
Poccuiickoi Qegepaliiu

or o #0LPL 2021 1. Nl

CripasouHQ
PexoMenA0BaHHBIE K ACMOJALIOBAHHE COKPAINEARY
npu opOpMICHHH pelenToB
No
i CokpameHne Llonmoe namacanye l'[epeBOIl
1. aa ana ¢, IOPOBHY
2. ac., acid. acidum KHCIOTA
3. aer. aerozolum a3polCib
4, amp, ampulla aMnyna
5 aq. aqua BO,TA
6. aq. purif. aqua purificata BO/IZ OCUHLIEHHASN
7. but. butyrum MAacIo (TBRepnee)
8. caps. capsula Karcyna
9. ¢omp., Cps compositus (a, um) CAOHARI
Brigaii CTh BRLIAHO
10, D. Da (Detur, Dentur) bugalt {Ilycts Benaro,
ITycte OvaeT BRLAALHO)
Da. Sigma Brinaii. ob03HAYE
11. D.S. Detu? Signetur 1lycrs Dyaer BhIAHO,
» D180 (boaxageHo
Brigai 0
12. D.td. Da (Dentur) tales doses hiaH (IyCTb GYIYT BEUIZHE)
TAKHE A03EI
13. dil. dilutus pasBe/IeHE bIH
.. Divide in partes aeguales
14. Div. In p. aeq. P 1 Pazacny Ha paBHBIE 4ACTH
15. emuls. emulsio IMYNECHA
SKCTPAKT, BRITANER
16. extr. extractum P
17. in enem. in enernas B MAKPOKIHIMAX
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Fiat (fi
18. F. 1at (f1ant) [Mycts abpaszyerca (0OpasyroTes)
15, gran. granulum rpafyiel
20. gt., gtt gueta, guttac KaILIs, KaIliaH
21. gtt. peror. guttac peroralis . Kanjid g NpHeMa BHYTPE
22, inf. infusum ! HaCTOH
23. in amp. in ampullis ' B aMITy.1aX
24 in tab. in tab(u)lettis B TAOJIETKAX
B Tad.1eTKax
25. in tab. prolong. in tab{ujlettis prolongatis C MPOACHT HPOBAHHBIM
BhICBOGOKNEHHEM
B Tal1eTKax
26. in tab. prolong. in tab{u)lettis prelongatis obductis ¢ NPOTIGHTHPORRHHAM
obd. BBICBOOMEKIEHHEM, HOKPHITLIX
obonoukofi
27 in tubul. in tubulis B TIOOHKaX
28. lin. linimentum JIHHHMEHT
29, lig. liguar KHIKOCTD
30. lot. lotion JIOCBOH
31 m. pil. massa pilularum MHIIOTBHAA Macca
32. membr. bucc. membranulae buccales TIEHKH 3alieuHble
C =
33. M. Misce, Misceatur Metat
(ITyere DyaeT cMemnmana)
34, mixt. mixtura MHKCTYpPA
35. N. numerc YHCIOM
36. ol. cleum mMacno (KuyKoe)
37. past. pasta nacra
38. pil. pilula, pilulae TIHNONA, TH.IOAH
39. p. aeq. partes aequales paBHEIE YAcTH
40. ppt., praec. prascipitatus OCAKIeHHBIH
41. pulv. pulvis MOPOLICK
o, as. quantum satis CKOJIBKO NOTPEbYLTCH,

CKOJIBRKO HAIO
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43. r., rad. radix KOPEHE

44. Rp. Recipe Bo3pmu

45, Rep. Repete, Repetatur n“”“;’;g;’;;z)ﬁ”m

46, thiz. thizoma KOPHCBHIIIE

47. S. Signa, Signetur 05““;‘;‘;1(33:;;6"”“

48, sem. scmen cems

49, simpl. simplex OpOCTOM

50. Sir. sirupus : CHPOT

51 sol. solutio 1| pacTeop

52, Spt. spray cmpeit

53. SPr. NAas. spray nasale clipeli HazanBAELI

54. SUpp. suppositorium CREYA, CYIINOIHTOPHHA

55. Susp. SUSPENSIo CYCNEHIMA, B3RECh

56. tab. tabiu)letta rabneTka

57. t-ra, tinct. tinctura HaCTOlKa

58. tubulis tubulis TIOOHKH

Systema TpancaepMansHas

59. STT Therapeutica TepanesTrveckas
Transcutanea Croroma

60. ung. unguentum Mazk

61. vitr. vittum CKILHAKA




[Tpunokerne Ne 2
K IpHKa3sy MHEHCTEPCTEA 31 pABOOXPAHECHHS
Poccuncm Denepanun

or &4 yn 7 q/afwz o 4)97y

PopMa peuenTypHoro daanka Ne 107-1/y

MHHHCTEPCTBO 3NPABOOXPAHEHHA Kox dopmsr no OKV]

Poccuiickoit Qenepanuu Kon yupexaguus no OKIIO
MenuumBcKas JOKYMEHTANAA

HaumMenopauue (IITaMIT} Dopma Ne 107-1/y

MeTHIHHCKOH OpraHazanEu Y TRepancHa IPHKAIOM

MHuHHCTEPCTBY 3UPABOOXPAaHEHHS
HaumMenopamue (ITaMII) Poccuiickoii ,uepaunn
HHIHBHIYAILHOTO IPeAIpAHEMATETIA ot &Mfﬁ;ﬂpf 7 Mo 705 7/{‘(—

(vrazars gapec, HOMEp K AaTY NHEIEH3HH,
HaHMEHOBEHHE OpPrada rocyIapcTReHHOM B.IacTH,
BLIMABIIETO THICH3IHID)

PELIEFT
(B3pocnriii, JETCKHI — HYAKHOE NOMUEPEHYTE)
« » 20 r

Bamunua, KHHLHATE HMEHH H 0THECTRA (TIoCNETHEE — MPH HANHYHE)
UAIHEHTA

Hata poscaeHun
PaMHTHA, FHAITHATE HMEHH H OTYECTEA (nﬂcne;[Hee NIPH HAW9HH)
neuamero spava {(Henblnepa, aKyLIUEpKH}

py0.[kom.| Rp.

.............................................................................

.............................................................................

.............................................................................

MNognuce
H TICHATE NSYAISrO Bpada MLIT.
(Noamuck GopImepa, AKYIIEPKRA)

Peuert nefictevrenes & Teuenue 50 aueil, no | rona { H

{HVIKHOZ NOAYEPKHYTE) (vEazars KOMHUSCTBO JEedt)




O6cpoTHAA CTOPOHA
OTMETKA O HA3HAYEHHH JEKapCTBEHHONO
Npenaparsa 0o pelcHuIo BpauctHoil KOMHCCHH
[Tpurorosun [[poBepin OrtnycTin

Popma penenTypioro Haanxa Ne 148-1/y-88

MuHBCTEPCTEG 3APABOOXPAHEHNA

Pocoutickol Megepayyy Koa dopmea ne QKXY 3108805
MeaunyBeKas AOKyYMERTALBA

Haumenopanye (mwrann) MopMa Ne 148-1/y-88

METHIIHHCKOH OPraHN3EIHM Y TeepAIeHa MPHEA3OM
MunncrepeTaa 3apapooXpaHenig

Harmenozanke (10TamMm) Pmcg{ﬁcxo CACPaIHH

HHAKBHAYAILHOTO [IpepHHHMAaTENs 7 -Ne 7E9%% .

{¥kazare anpcc, HOMEP M JATY THLCHIHH,
HAHMCHOBAHHS OPraHa I‘DC}“II&[JGTBEHHD?I BRITACTH,
ELLIABMIETO THLEHAHED)

AIRMI-DUE0Z

[ﬂa'ra odopMIeHHS-peOSnTa)

PELIEIIT

{B3pOCHLIH, NETCKUH - HYKHOE MOTYEPKHYTH}

DamMHnnd, HHHUKATE HMEHH H 0THeCTEA (MOCIeTHES — MPH HANHMHK)
1AUHEHTa

Hata pokaeHHs

ANpec MecTd KHTCIRCTBA MM N2 MENMUWHCKOR KapTbl aMmCyJaTopHOTO NAUHEHTA, TOTyMAKLIero
MEAMUMHCKYI 10MOLIL B aMOYNAaTOPHLIX YCIOBHAX

DanHTUA, HHHLMATBL HMCHHA H OTSECTEA (NOCNSANES — ITPH HATHYMHA)
nevamere spaya (Qenpamepa, aﬁ}rmepmj

Pyb6. Kon.

............................................................................

............................................................................

............................................................................

............................................................................

TlopnHcE H MEYATE TSUAMErD BEpava MLIL
(noanrck genbamepa, akyinepyn)

Penernt paeficTeMTenesn B teveHHe 15 nuei




QbopoTtHAd cTOpOHE

{)TMeTKa O HATHAUCHHH JERAPCTRSHHOTD
TIPETApaTa No PEUSHHI0 BpausBHoil KoMHCCHA

[MpuroTosds [Mposepin OTmycTHA

dopma peuentypuore 6nanka Ne 148-1/y-04(m)

MHHUCTEPCTEO 3IPABOOXDAHE HHA YTBEPHJEHA

PoccHiickoii Deacpalivu MECTO I8 INTPUXKONA® oprkaseM MUHECTEPCTRD

3IpaBCOXpaHeHHA Poccuiicyoi Pe uepaiiin _
or «lf » ;:wxg:zx, 2021 ¢ NeriHe

[Mrayn

Kog

MESHLANICKOH OpLatHIAUHH

HEEENENENEREEEN

o [T
Koo
M.H,IIIHKJ“'E.I'[I:HBFD np::,:mp]{ﬂ:ﬂmu

CITTTTITTTITTIONT

Kon dopmer no OKY I 3108805
Dopma Ne 148-1/y-04(n)
Kh EATEIepud HeTouHRK HHAHCHPORAHAR:
TP Kon, Hovonormagcroi dopme {MOMIEPRHYTE} % OTNATH:
{rcy MEE} [NOIMEPKITYTE)

LGcacpamHEf GHO3HKET
2. BrooseT cytfekia PoccHAckold tenepaipns | 1. Beconatae

3, Mynnonansaui Oroaxer 2. 50%
3. mHOR %a
PE[IEHT Cepws _ e Jara oopseHna: 20_ r
DaviILTHA, HEHOKRA 6 WMEHH M OTUECTBRA { N0CISaHes — MpH HATHYAH)
MalHeHTa Jara pow ey
CHHIAC
Ne NOaHCA
OORIATENLHOCD
BLEMHLIAHEKD D
GTPaXDBAHHA:

Homep MeuIckodi KAPTH TauMe HIa, TIOTYYAIIEro MEAULHHCKYIO TOMOIb B 2MOYNATOPHBTX
YCIIOBHAX
DamMminn, THHUHAIL HMEHH H OTHECTEA (TIOCICIHES — TIPH HANHYHW)
neyamero spaga (heIsamepa, aKyepKH)
Py6. Kon. 2 O U R TR STTT R

Eranan i ms EEE EmEEEEFemTaTHe-daFam | mimtisarmramsmriatakihbd-tEasEtinananamansmrnrnvnvdnbdnlN

7. 1 T TTTTRE ST e

IMosnuch H 1e4aTE J1eualero Bpavya
(monnuee deapnnepa, aKYIePRH) M.IL

PenenT AeficTBHTEIEH B TeueHue 15 aueil, 30 aued, 90 guei {yH0e MOTIEPKHYTH)




mm e m———————— {(3anonugerca CISMHANNCTOM ATETHOH OPraHH3aUulN) —==============-= -

CHIVIIEHO 00 DEUETY: Toprosoe HAMMEHOBAHHE H TO3HPOBKA:
Hata ormycka: «__ » 20 Konvuectro:
[puroTosan: Vlpogepun: Ornycran,

- -- === -—- {NHHHA OTPLIAA} ——~ === - -
Kopewok peusnrypuoro franka Cnocod MpHmMeHeHMA:
HamieHoBaryE TTpoAOEHTEALHOC T jHe
NEeEAPCTBEHHOrD NpENapara:
Josupopka: KomuuecTso NPHEMOR B NEHE: paz

Ha | oprem: (3.8

<*> B cmyyae HArOTOBICHHA PEUENTYPHOro G1asKa ¢ HCIONbI0BAHHEM KOMNBIOTEPHLIX TEXHOIOTHNA

GbhopoTHaA cTOpoHa

OTMETKA O HAZHAYCHHW IEKAPCTESHHO 0
MPENApATA 10 PEIEHAIO BPauEtHOR KOMHCCHH

TpuroToskn [TpoBepu1 OTmycThn




Ipunoxenne Ne 3
K NpHKa3y MUHHCTEPCTBA 3EPABOOXPAHEHHS

cuiickoy Penepaunu
m:j?/c m@%é@&m 1047y

Ilopaaxox
oopmiaenns penenTypHeIX (JIAHKOB HA JICKAPCTBEHHBIE MPENAPATHL,
HX, Y4€T4 H XpaHeHud

I. OdopmMaeaue peuenrta Ha OYMaXHOM HOCHTENE

1. Ha penentypubix Gnankax dopm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(x)
B JIEBOM BEpPXHEM VYIY MNPOCTABAACTCA INTAMIT MEIWIMMHCKOW OpTraHH3aliu ¢
YKa3aHHeM ¢¢ HAHMMCHOBAHEE, ajpeca M TemedoHAa ¢ [Oarod BBIMACKHA (xaToit
ohopMAEHHS) peLieliTa HA eKAPCTBEHHbIH Npenapat.

HonoauurensHo HA  pelentypHoM Onanke  dopmbm  Ne 148-1/y-04(a)
NPOCTARNACTCA KON MEMWUITHHCKOH OpraHd3allid B COOTBETCTBHH ¢ (OCHOBHBIM
TOCYTAPCTBEHHBIM PErHCTPAHOHHEIM HoMepoM {fanee — O PH).

Cepust peuentypHoro OnaHka QopMbel Ne 148-1/v-04(n) BrmrouaeT Kof
cyObexkta Poccmiickodl @enepaumu, COOTBSTCTBYIOUIMIT ABYM HEPBRIM  HEdpamM
Obmepoccniickoro KraccH(pHKaTOpa 00LEKTOR 4AMHHHCTPATHBHO-TEPPUTOPHAIBHOTO
JencHuA {(panee — OKATO).

PaspelnaeTca u3roTaBiHBaTe peUENTypHele OaaHk#d  dopmer  Ne 107-1/y
1 popMbs Ne 148-1/y-04(11) ¢ NOMOIIBKY KOMITBIOTEPHBIX TEXHOIOTHIE,

Peuentypueie Onanku ¢opmel  dopmsr  Ne 148-1/y-88  u3rorapavBaloTes
HCKMIOUHTENBHO THITOTPADCKUM CIIOCODOM.

2.Ha  peuentypHbix  Omankax,  oOpMISEMBIX  HHIHBHAVATLHLIMH
OPeANPHHAMATENAMY, HMEKOUMKHMH JHUCH3HK HA MEIHIHMHCKYID AEATENBHOCT,
B BEPXHEM JIEBOM YIVIY THIOTPaQCKHM CIIOCO00OM MM MYTEM APOCTABICHEA LITAMIIA
ponxeH OBITH yKa3aH aJpec WHAHBUIOYAIBHOIG LDEANPHHUMATEIH, HOMEpP M Jara
TH1IEH3WH, HAHMEHOBAHWE OpPraHa rocyIapeTBeHHOH BIACTH, BLLAABILETO JIHLEH3HIO,

3. Penentypusie Omanku dopm Ne 107-1/y, No 148-1/y-88 u No 148-1/y-04{n)
3AM0NHAIOTCA MEAULMHCKHM palOTHHKOM YepHUIAMH HIIE IIApUKOBOH pydkoil.

4. Honyckaercs oopmicHHE BCeX PEKBH3WTOB (38 MCKIHOYEHHEM PCKBH3UTA
«IToxnuce neyawero spaya (noanucsh denpauepa, akyLepKm?») PelenTyPHEIX OJIaHKOB
dopMer dopmer Ne 107-1/y, dopmer No 148-1/y-BR m dopmer Ne 148-1/y-04(n)
C HCTIONb30BAHHEM [1eYATAIIHX YCTPOHCTE.

5. Odopmrenue peuenTypHeIX OnaHkoB ¢opmbl Ne 148-1/y-04{n) Brmouaer
0thpOBOE KOAHPOBaHKE.

[{udporoe KoaupoBaHAE YKATAHHLIX PEIENTYPHEIX DIAHKOR BKMOMAET;

1) kozx MenuuuHckoH opraHmzanmd (OI'PH) unH koJ HHIEBHOYANRHOTO
NpeIPHHUMATENS B cOOTBETCTEHH ¢ OCHOBHBIM IOCYIApCTBEHHBIM PErMCTPALIHOHHBIM
HOMEpOM MHOHBUIYAIBHOIO npeanprHuMares {fanee — OIPHUIT}, npocraBnsieMsli
NpH H3TOTORNEHHH PEUENTYPHEIX BIaHKOR;
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2) KOp XaTeropum TpaxAaH, HMEIONNX NMpaBo HA MOMYYEeHHE JEKapCTBEHHBIX
npernapaTos B COOTBETCTBHH cO ¢TaThel 6.1 MenepaneHoro 3akoua ot 17 Hions 1999 r.
Ne 178-03 «O rocymapcTBeHHOH cONMATEHOH HOMOIIE®!, H KOJ HO30J0THYECKOH
thopmbi no MexXayHapOaHOH CTATHCTHYSCKOH KiaccHpukauuu SonesHeH H npodieM,
CBA3AHHBIX cO 3g0poBkeM (10-ii nepecmorp) (ganee — MKD), 3anoHseMEle nevaiiam
BpAUOM MYTeM 3aHECeHHS KMKIoH LMGPH B NycThle sYelikd, NpH 3TOM TOUKA
NPOCTABAACTCA B OTACTLHON siveiike,

3) otMeTky 00 #HeTOuHMKe (HHaHCHPOBaHWA (denepansHeiil Gromxer [1],
Gromxer cyonexta Poccniickoii @egepaumn [2], myHunpnmaneHeii Oromxer [3])
M IMpOLeHTe omnaTel peuenta (becrmatHe [1], 50% [2], unoit % [3]);

4) WTPUX-KOJ — AONONHMTENBHBIH PeKBA3WT (B CAyYae H3TOTOBJIGHHA
Ha Tepputoprd cyOsekra Poccmiickoit @eneparu  penentypHoro brnanka
€ HCTIOJE30BAHHEM KOMITBKITEPHBIX TEXHOIOTHHA).

6. B penentypreix 61ankax ¢opm Ne 107-1/y, No 148-1/y-88 u No 148-1/y-04(xn})
B rpage «PaMuansa, MEMUMAIE HMMEHM H OTYecTBa (loclefHee — IpH HATHYHH)
MALMEATa» YKA3ZLIBAOTCA PaMEJIHA, HHULHAIE HMEHE H OTYeCTBa (fIocnefHee — [pH
HANUYHHK} TTAITHEHTA.

7. B peuentyprbix GnaHkax ¢opmM Mo 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(x1}
B Tpatde «JlaTa poxAcHUMY YKAZBIBACTCA ATa POXACHHA NAUHSHTA (MHCR0, MECALL, TON).

JononHurensHo B peneirrypHeiX Onaukax ¢opmer Ne 148-1/y-88 u dopmel
Ne 107-1/y ana gmeteit B Bospacte a0 | rofa B rpade «Jlata poxaeRUs» YKa3bIBAeTCH
KOJIEYECTBO TOJHBIX MECATIEB.

8. B penentypEbix HnaHkax dopuer Ne 148-1/y-04(a1) B rpadax «CHHJIIC»
o «Ni nomica 00A3aTeNbHOr0 MEIMUHHCKOT) CTPAXOBAHUAY YKAa3BIBAIOTCA CTPAXOBOH
HOMEP MHIMBHAYAJILHOIO JIALEHOTO cveTa TIpaxiaHMeEa B IleHcuonHnoM donae
Poccuiickoit ®eaepanun (CHUJIC) (npu HAMWYIH) U HOMEp IonHca obA3aTensHOro
MEIUUWHCKOTO CTPAXOBAHKES.

9. B penentypHeXx Gnankax @opMmel Ne 148-1/y-88 B rpade «Anpec mecra
AHTEIRCTBA WIIH HOMEp MEAHIIHHCKON KapThl NAUXEHTA, MOIYYAIOWETQ MEAHIIHHCKYIO
HOMOIIE B aMOyJIaTOpHBIX YCIOBMAX», yKa3sblRaeTcd TWOUTOBRIH ajpec MecTa
HMHUTENbCTBA (MecTa mpebbiBaHUA WIH MecTa (PaKTHYECKOTO NPOXKHBAHNA) NalUeHTa
UITH HOMEP MEAWLMHCKON KAPTHL NALHEHTa, MOMYYatoIero MEAHUHHCKYIO [IOMOIIb B
aMOyIIaTOPHBIX YCIOBHAXY,

YKazaHHue B aapeca MECTa XUTENECTBA H HOMepa MeIHIIMHCKOH KapTHI MAlMEHTa,
HONYYAIGIIETG MeTHITHHCKYI0 MOMOME B aMOyRaTopHEIX YCNOBHAX, HE SBIAETCH
ONIUOKOH.

B penemrypubix OGnankax Qopmer Ne 148-1/y-04{(n) B rpaje «Homep
MEIMIUHCKON  KapTbl  OauMeHTa, [MOIy4aloMero  MEJHIUHHCKYH®  MOMOTIE

! Cobpanve 3akcronaTennctea Pocchiickoll Dencpaupm, 1999, Ne 29, ct. 3699; 2020, Ne 52, eT. 8577.

2 MMpukaz MuaneTepeTra 3ApanooxpaHcAEs Pocomiickoit Tenepauust ot 15 nexkabpa 2014 r. Ne 3340 «06 yreepuriesnn
yHHOHUHPOBAHEEIX QOPM MENMIACKON ADKYMEHTILIHY, MCLBIBIYEMBIX B MEXTHIHHCKEX CPTaHM3alHAX, GRAILBAKILIHY
MCAHINHCKYI) MeMOILE B aMGyIaTopHLIX YCIOBHAX, H MODAAKOE Mo Wi 3anonHenmoy (manee - [lpmiaz Mo 834n)
{(3aperncTprpusan MuiucTepeTEOM OCTHUHA Pogcuiickoi @enepauwe 20 denpans 2015 r., peTHCTpamHOHEBIH N 36160)
€ M3MEHSHMAMH, BHECEHHEIMH MPHEa3aM K MEHHCTEPCTRE A0paBooXpareEms Poccmlickol ©egepatmn ot 9 Rurapa 2018 r.
M 2 (zapervcTpuposaH MuHHcTepeTBOM HOCTHUAA Poccuiickod (easpanuu 4 anpena 2018 r, perucrpammarvei
Mo 30614, ot 2 woalpr 2020 T. N: 1186u (zapervctpeposad MunucTeporsoM meTHUHA Pocowdickodl ®enepauin
27 noatpa 2020 r., perdcTpanonaERiE Ne 61121},




B aMOyIaTOpPHBIX YCIOBHAX» YKA3LIBAETCA HOMED MEHLIMHCKOH KapThl NAIMEHTA,
NMOTYYai0LIEr0 MEARLHMHCKYIO IOMOILE B aMGY/IATOPHBIX YC/IOBHAX

10. B rpade «Davuidg, WHHUAANE HWMEHH W oTvecTBa (nocneqHes — TIpu
HATHYHH) Nedaniero Bpa4a (denpallepa, aKVIIEPKA)» PEUENTYpPHBIX OnaHkor GopM
Ne 148-1/y-88, Ne 107-1/y u No 148-1/y-04(n} yKa3welBalOTCA NOTHOCTEIO hamMumHs,
WHHUKRAIB HMEHH OT4YeCTBA ([OC/IeAHee — [IPH HalMYHMH) MeIHUMHCKOrO paboTHHKA,
Ha3HA4MBLIETO JEKAPCTBCHHbIC IPENAPaTel H O(OPMHUBILETO DELISIIT.

11. B rpade «Rpy» peuentypusix Onankos ¢opm Ne 107-1/y, No 148-1/y-88
H Ne 148-1/y-04{n) ykazripaeTcs:

1} HauMeHORaHUE JTeKapCTBEHHOTO NpemapaTa (MexTyHapoaHoe
HEIATCHTOBAHHOE HAHMMEHOBAHKE, [PYNITHPOBOYHOE WIH XUMHUECKOE HAMMEHOBaHUE,
TOProBOE HAHMMEHOBAHHE) HA [TATHMHCKOM H3bIKE HIH Ha PYCCKOM A3mlke, (opma
BBLIYCKa, AO3MPOBKd, KOJIMYECTBO {yKa3blBaeTc: [POIHCEI0 Ha PEeNelTypHOM OnaHKe
dopmul Ne 107/y-HIT);

2) crocol MpHMeHeHHS IEKApCTBEHHOTO TIpeNapara Ha rocyIapCTREHHOM A3BIKE
Poccuiickoii ®enepaniii WIH HA rocylapcTBeHHOM fA3blKe Poccriickol ®eacpaunu
M TOCyJapCTBEHHOM SH3bIKE pecnyOIHK W HMHBIX A3blKAX HApo#oB PocCHACKOH
Menepanun’.

13.Tlpu odopmneHnH penenTypHHIX OMAHKOBR 3aMpelliacTes OTPaHWUHMBATHCS
o0mIEMY YKa3aHHAMH, HaIpuMep, « BHYTpesEHee», «inecTHON.

14. Peuent, odopmiendsli Ha pelenTypHoM OnaHke dopm Ne 148-1/y-88,
Ne 107-1/y u Ne 148-1/y-04(n), noanuceiBacTcs MEJHIMHCKAM pPabOTHHKOM
H 3aBEPASTCA ero NeYaTh,

Peuent, odopMmnenHelii Ha penentypHOoM Onmadre dopmer No o 148-1/y-88
H dopmel Ne 148-1/y-04(x), HONONHWUTEABHO 3aBEPASTCA NE€YATBIO MEIHLIMHCKOH
opraHyuzaiyy « s pelenTos.

Hns peuenra, odopmieHHOro Ha peuentypHoMm OnmaHke dopmer Ne 107-1/y,
HANHYHE MeuaTH «J1T9 pelenTory» He ABAeTcS o0s3aTelbHbIM.

15.Ha omuomM peuentypHoM Onadke ¢opMel Ne 148-1/y-88 n  dopmsl
Noe 148-1/y-04(n) paspemiactcd OCYWIECTBIATE HA3HAYCHHUE TOABKO OEOTO
HAHMCHOBAHUA JIEKapCTBEHHOIC IIpEnapara.

Ha oaHom pementypuom OGrnanke d¢opmpr Ne  107-1/y  paspemaercs
OCYTIECTBAATE HA3HAYEHWE TONBKC OJHOMO HAUMEHOBAHWA  JNEKapCTBEHHOTO
npemapara, oTHocAmerocd mo ATX K aHTUICHXOTHYECKHM cpeacteaM (kog NUSA),
agKcHOIMTHKaM {kog NOSB), cHOTBOpHEIM M cellaTHBHBIM cpeacteam (xoa NO5C),
agTuaenpeccadram (xoa NOOGA) H He NOANEKAIIETO NPEeIMETHO-KOMUYECTBEHHOMY
yieTy, U [0 TpeX HAWMeHOBAHMH JEKapCTBEHHBIX MpPENapaToB — ANA HHBIX
NeKAPCTBEHHBIX MPETIAPATOR, HE OTHECCHHBIX K BEINEYKa3aHHEIM ATX.

16. Henpaenenns B peuente #e XOMYCKAKITCA.

17. Ilpr odopmienun peuentypHex bnankos gopM Ne 148-1/y-88, Ne 107-1/y
H Ne 148-1/y-04(n) wa nexapcTBEHHBIE MpeNapathl, HA3IHAYMEHHBIE 1O pENIEHHIO
EpavelHON KoMHCCHM, Ha 00OpOTe pelentTypHOro Omauka CTaBHTCA CHELMANBHEAA

I NMpuraz No 834n,

*Yacte 1 ctaTed 15 3akora Pocowifcxodl Tenepauvn ot 25 oxeaGpa 1991 r. Ne 1807-1 «O f3nkax Hapodas Poconiicroi
dbeacpannv» {aanes — 3axkcd Ne 1807-1). (Beaomoctd cbe3na Hapodeblx pemyTates PCDCP n Bepxosnoro Coseta
PCDCP, 1991, Me 50, c1. 1740; Cofpanme 3akoH0maTenkcTER Poceniickof depepamun, 1998, Ne 31, er. 3804,




orMmeTKa (wramim).

18. Ha penienntypuom Onanxe ¢opmbl Ne 148-1/y-04(11) BHH3Y MMeeTcs JTHHHA
OTpbIBA, PA3ACIAIOMAS PEUEIITYPHEII O1aHK H KOPEIIOK.

Kopemox ot penenra, ohopMIeHHOTO HA YKA3aHHOM pelenTypHoM OrnaHKe,
BRINAETCA [AUUeHTy (ero 3aKOHHOMY MpEICTARHTEMO)} B ANTeYHOH OpraHH3allfu,
Hd KOpCIIKE JHEeNaeTcA OTMETKA O HANMECHOBAHHE JICKAPCTBCHHOTO TMpEmapaTa,
J03UPOBKE, KOJIHYECTRE, CI0C00E IPUMEHEHHS.

[1. Odopmnenne penenTa B GopMe ANSKTPOHHOTO JOKYMEHTA

19.Penent B opMe  2MEKTPOHHOIO  OOKYMEHTa,  [OANHCAHHONQ
YCHICHHOH  KBaNHQHLUHMPOBAHHOH  SNEKTPOHHEOH  MOOIHCE,  (OpMHpYeTCs
MEIHLIMHCKHM palOTHHUKOM, CBEACHHA O KOTOPOM BHECEHEl B (eaepaibHEIH perucTp
MEIMIMHCKIK  pabOTHHKOB’, a TaKkiKe NPHM YCTOBMM PETHCTPALUEH MeTHUHHCKOH
opraHu3anmu, B KoTOpoH odopMmnserca penent, B dQefepankHOM peecTpe
MEZHIHHCKEX OPTaHu3aluit® enuHol rocyAapcTREHHOM HHQOPMALIHOHHON CHCTEMBI
B ¢depe 3IpaBooXpaHeHMs W NOIKIHYEHHS TaKoH MEeIWIMHCKON OpraHW3aluH
K rocylJapeTBeHHOH HHpOpMalMOHHON cHcTeMe B cipepe 3paBooXpaHeHHA CyObEKTa
Poccuiickoit depepanun’.

20.Tlpu  odopMmnernm penenta B QOpME  IMEKTPOHHONO  JOKYMEHTa
Ha JIEKapCTBEHHGBIE Npenaparsl, ykazaHHple B NMyHKTax 9 W 11 llopaixa HaszHayeHAs
JeKAPCTBEHHBIX NPENapaTos, YTBEPKICHHOIO HACTOAIINM NMPUKAa3oM, H OTIIYCKaeMBble
3@ [IOJIHYI0 CTOMMOCTD, 3AII0JHAIOTCA CNeLYIOLIHE PEKBU3HTEL

1) koxm cyGoexta Poccmiickoit Qepepatnu nmo OKATQ, onpenensroniyii
TOCYaPCTBEHHYI0 MHPOPMAIHOKHYIO CHCTEMY B cdepe 3ApaBooXpaHeHHs cyDbekTa
Poccufickoii ®eaepannd, B KoTopoil cdopMupoBad pelenT B GopMe 3IEKTPOHHOIO
OOKYMEHTa,

2) HAaHMEHOBaHHEe MeIHIHHCKOH OpraHM3aluy, aapec, TenedoH HIH daMunus,
HOHLHAME HMEeHM M OTISCTBA (NOCIeAHEee — MpPH HAMHYMHYM) HHAMBHAYAJIRHOTO
MPSANPUHAMATENS, HMENIEre NHICH3HWKY Ha METHUHHCKYIO IeATeNLHOCTH,
ero aapec;

3) OI'PH wpuamdeckoro nuna (MeguuuHckol opraHusagun) nma OTPHHII
HHAMBUAYAISHOIO IIpeANPUEHMATENA;

4) mata ohopMNeHHs peLienTa (YKasEIBaeTes IHCIe, MECHII, ToAY,

5) mara OKOHMYaHHA JfelicTBUA pementa ((QOpMHPYETCAd TIOCYZApCTBEHHOH
HHQOpPMAalHONHOH cucTeMoll B cdepe 3mpaBooxpaHeHHA cyObexTa PoccmHckoil
MDellepallid B COOTBETCTBHM €O CPOKaMH AeHcTBua peuentop: 15 gHel, 30 nHeid,
60 mueii, 90 gueii, 1o | roma);

0) YHHKaIBHEIH  HOMep  petienta  (dopMupyeTcd  rocyJapCTBEHHOH
HHGOPMAITHOHHOH cucTemolf B chepe 3fpaBooxpaHeHHA cyObexta PoccufickoH
Mepepallid ¥ oDecnevMuBaeT OJHO3HaYHYI0 MOSHTH(QUKauM pelenta B QpopMme

Yacts 4 crathu 91.1 $ezepancrore 3akeHa Ne 32303 (Codpanue sakoHoiatenycrea Poccuiicked Penepaunn, 2011,
Mo 48, o1, 6724; 2020, Ne 28, cr. 4514).

§ Yacts 4 cTareu ¥1.1 @ezepansroro 3akona MNe 323-03 (Codparue 3akoEpiaTennerea Poccuitckolt e nepaimn, 2011,
Ne 48, cr. 6724; 2020, N2 29, cT. 4514).

? Crateer 91 @ 91.1 TCengpaneuors sakona Ne 323-03 (Cobpanne axovonatensceTsa Poccutickoit ©esepanan, 2011,
Ne 48 cr. 6724).



JIEKTPOHHATO AoKyMeHTa B codetanu ¢ OKATO, OI'PH umn OI'PHULT);

7y orMeTkH «cifo» {CpovHO) WiN «statim» (HEMEAJIERHO) NpH HEODXOIHMOCTH
CPOYHOIC W/IHM HEMETICHHOTO OTIIYCKa JIeKapCTBEHHOTO [peapard [IaLHeHTY,;

) agpec mauueHTa (yKa3biBaercs MOYTOBLIA aIpec MecTa XXHTeNbCTBA (MecTa
npeGuIBAHMA WIH  MecTa (axKTHMECKOTO NPOWWBAHMA) ¢ yKalaHWEM HHEKCa,
HAEMEeHOBaHHA Kpasd, obnIacTH, pecnyOlHKH, ABRTOHOMHOIO OKPYTa U HHOTO CYOBEKTa
Poccuiickoli @emepallii, HAMMEHORAHHS HACENEHHOTO NMYHKTA, HAMMCHOBAHEA YIIHIIED
(npocnekTa, nepeyika, Apoeiaa), Homepa JoMa (¢ ykasaHHeM KOpITyca, pH HAJIHYHE),
HOMEDA KBAPTHPLL);

0) HoMep IMEKTPOHHOM METHIHHCKOM KapThl TMAIMKEHTa B TOCYNAPCTBEHHOH
HHOOpMalMoHHOH cHcTeMe B cdepe 3apaBooxpadHeHHs cybmekta Poccmiickoi
Denepannn;

10) pamuins, nMA, 0T4eCTBO (ocAeJHES — [TPH HAITHIHH ) IIAIHEHTA TI0NHOCTBED;

11) maTa poKaeHna naudeHTa (yKa3plBaeTcd 4MCIO, MECAl, rom), Has JeTei
a0 | roaa JONOIHUTEILHO YKA3BIBASTCS EOIHYECTBO IIUIHBIX MECALIEB;

12} daMunusa, WHWINHANET AMEHH W OTHYECTBa (roclefHee — MpPH HaTHYHH)
MeJHLAHCKOTO paboTHHUKA TIOTHOCTRIO;

13} HaMeHOBaHKE JIEKAPCTBEHHOT'O npenapara {(MexnyHaponHoe
HENIATEHTOBAHHOE HAHMEHOBaHHE, IPYILIHPOBOHHOE U1 XHMHIECKOE HAUMEHOBAHHE,
TOProBOe HaHMEHOBAHHE), AO3MPOBKA, (GopMa BEIMYyCKa, KONMHEECTBO (BCEe MO3HIHH
VKA3RIBAIOTCA HA PYCCKOM SA3BIKE);

14} cmoco® npHMEECHHN MeKAPCTBEHHOrO I[IPENapara Ha TIoCyAdpCTBREHHOM
a3pike Poccuiickoil PelepalMy WIH HA T[OCYIAapCTBEHHOM s3blKe PoCCHifckoH
denepauun B FOCYAAPCTREHHOM f3bIKe pecnyONMK M HHEIX S3RIKAX  HApPOAOB
Poccuiickoit ®epeparuu®.

15) nokyMeHT, NOATREPKZAICOME HazHAYeHHE JEKAPCTBEHHOTO Mpenapara
T0 pelfeHH) BpadeORoH KOMHCCHH MEAMUMHCKOH OpradH3al(HH;

16)oTMeTKa © HasHAYEHHMH JEKAPCTBEHHOINO IIpernapara Io  pelleHHIO
BpaueOHOW KOMHCCHH MEAMLWHCKOH oOprasMiallid B CIydasx, YKa3aHHEIX
B abzane BropoM myHkra 6 llopsagka HajzHadeHHMA JIEKAPCTBEHHBIX MMPENapaToR,
YTBEPKIEHHOTO HACTOAINNM IPHKAZ0M,;

17y oTMeTKa O CHEUMANBHOM HA3HAYCHHH JIEKAPCTBEHHOIO IIpernapara
(3aMmoNHAeTCA B CJIy4asX, yKa3saHHelx B NyHkTax 15 w 24 Tlopsaka HasHaueHwA
JeKapCTBEHALIX MIPENapaTon, YIBEPKICHHOT'O HACTOAIHM IMPHKAZOM);

18) oT™eTKa O CIeIHAIBHOM HAZHAYSHWH JEKAPCTBEHHOTO Ipenapara NauHeHTY
¢ 3aGoneBaHMeM, TpedyIOWMNM JJIHTEIEHOIO KYPCOBOIO JIGYEHHA (3ano/HAETCA
B CIy44ae, YKAzaHHOM B nyHKTe 23 TTopsaka Ha3sHAUEHHA NeKAPCTREHHEIX MPeNapaTos,
YTBEKACHHONO HACTOSIHM MPHKA30M) ¢ MPOCTARNSHUEM TEPHOWYHOCTH OTIYCKE
TeKaApPCTBEHHOTO TIPenaparTa,

19Ynpu  odopmieHHH petterrra B (OpME  IMEKTPOHHOTO  JOKYMEHTa
HE JICKApCTBEHHBIE MpenapaThl, YKa3aHHbIe B NOAMYHKTaX 2-5 mynkTa 9 # nyHkTe 11
Topaaka HA3HadeHHA IEKAPCTBEHHEBIX TIPEMapaToR, YTBEPMACHHOrO HACTOALIMM
MPHKAZOM, THAXKIAHAM, HMEIOUIUM OpaBo Ha OechilaTHOE MONYYCHHE ACKapCTBEHHBIX

B acre 1 ctated 15 Jakona Ne 1307-1 (BeaomocTa ceeing Hapommix gemytares PCOCP w Bepxoenoro Coseta PCPCP,
1991, Me 50, r. 1 740; Cobpanve jaxonoaTenseTia Pocontickoit ®enepannn, 1998, Ne 31, cr. 3804}
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Ipenaparos HIIH NOMy4YeHHe NEKapCTBeHHBIX [IPENapaToB O CKHIKOH, 3allONHAIOTCE
PCKBH3HTHI, HNPEIYCMOTPEHHBIC NOANYHKTAMH 1—18 HacTOflllero NMyHKTa, & TAKXKE
CICAYIOLHE PEKBU3UTEL:

a) KATErOpHs TCpaiiaH, HMEIMX [papo Ha MOMYHEHHME JIeKApCTBEHHBIX
NpenapaTtoB B COOTBETCTBMM co cTathell 6.1 DenepanpHoro saxoHa ot 17 wiona
1999 r. Ne 178-03 «O rocynapcTBeHHOI COMMANBHOM TOMOLIK»;

0) Ko Hozonorudeckoit gopyel no MKh;

B) HCTOYHHK (puuaHcupoBanua {1 — dencpanbHbiii Owoxer, 2 — Owomker
cyOBbeKTa Poceniickoit Menepaunn, 3 — MyHHUHOATLHEN OIOMKeT);

r) pasmep omnatsl (| — 6ecrutatno, 2 — 50%, 3 — uHoi %);

1) CTPaxoBOH HOMEP WHAMBHIYUIRHOTO JTHIIEBOTO CHMeTa TpaXKIaHHHA
B [Tencuounom donne Poccuiickoit ®enepauun (npu Hanudun) (CHHJIC);

¢) HoMep nonuca oOA3aTeNBHOTO MEJULUHHCKONO CTPAXOBAHKA.

21. llpu TpOCTABIEHHHM OTMETKH, YKa3aHHOH B MNoOMyHKTe 16 mynxra 20
nactosiero Ilopaaka, pelent B GopMe SMEKTPORHOTO JOKyMeHTa NOJANHCEIBAETCS
VCUIICHHOH — KBAHQHUMPOBAHHOW  3MEeKTPOHHOH  NOANKCBI0  IpeacefaTend
HIIH CEKpeTapd Bpayebuoll KOMUCCHH METHIIMHCKOR OpraHr3auny, npy NpoCcTaBIeHHU
OTMETOK, YKa3aHHBX B noanyHxrax 17 u 18 nmyskra 20 wactoawero Ilopsnxa, —
YCHNCHHEIMH KBHJIHC])HHHPOB&HHHMH G}HeKT'pOHHHMH NoOANMHCAMHA COOTBETCTBYHMITHX
MEAHUHMHCKHX PabOTHHKOB.

22.Tlo TpeCoBaHMIO mNauMEHTA WAW Ero 3aKOHHOTO  MPEACTABHTES/IA
otopMIseTcs SK3EMILIAP peUenTa B GopMe 3IeKTPOHHOIO HOKYMEHTAa Ha OYMaHOM
HOCHTEINIE ¢ 0TMeTKOH «JlyDIHKaT 3/IeKTPOHHOTO JOKYMEHTaR.

I11. Yuer peuentypHnbix 612HKOB (32 HCKITFOUEHHEM PELENTYPHBIX DnaHkos
no popme No 107/y-HIT «CrieqranbHeIi peUenTypHBIH O/1aHK )

23, VYdyer peuenrypeix Onankos ¢opM No 107-l/y, Ne 148-1/y-88
u Ne 148-1/y-04(n), m3roTaRIHBaeMBIX TUTOrpacKEM crocoboM  {(fAanee -
pellenTypHble ONaHKH, MMOINEKALIME YUETY), OCYWIECTBIAETCA B SKYPHAlIAX YueTa,
NPOHYMEPOBAHHEIX, TIPONIHYPOBAHHBIX W CKPEMNEHHRIX IOANHCHEID PYKOBOAHTEA
H MNedaThiy MEAWIHHCKOH OpraHH3alMH HIH IIOAIHCE) HHAHBHAYAJILHOTO
NpeAl pPHHAMATEIA, HMEIOLETO JTHHEH3HI0 Ha MEJHIHHCKYIO AeITeTHHOCTE.

24, Kypuan yvera penentypHeIX Omankos dopmmt Ne 107-1/y comepxur
cleaymoLye rpager;

1) HoMep Mo NOPANKY;

2) B pazgene «[Ipuxon»:

4} AaTa perucTpally JOKYMEHTA, NOATBEPKAAOLIETO MOCTYIICHHE;

6) HOMep M A4Ta TOKYMEHTA, MOATBEPAMAICIIETO MOCTYNNeHUE, HAMMCHOBaHHS
MOCTABILIMKA,

B) oblllee KOMHUECTBO NOCTYIHBIUHX PELIENITYPHEIX OIaHKOB,

r) haMunus, MHHIHAIEL WMEHH H oTHecTBa (MOCIEHHEe — TIPH HANAYMH)
¥ [OOAINCH OTBETCTBEHHONO MEIMITHHCKOrO pabOTHHKA, NOIYYWRIIETO PELENTYPHBIC

¥ Cofipanne 3arononarenserea Poceniickoll Qexspanpm, 1999, M 29, cr. 3699, 2020, Ne 32, et. 8577




DJaHKH OT MOCTABUIKKA;

3) B pazaene «Pacxomy»:

) aTa BRIATH PelleNTYPHEX ONaHKOB,

0) KONHYECTRO BRI/JAHHEIX PELIENTYPHEIX ONaHKOE,

B) aMHNKHA, HHHULMANEl HMeHM W OT4YecTBa (TIOCNefHEe — TIpU HAIMYHH)
OTBETCTBEHHOIC MEIHUHMHCKOTO paDOTHHKA, NOIYYKBLIErO PELENTYPHBIE ONaHKH;

) IOJIHCE  OTBETCTBEEHOIQ  ME[HITMHCKOI0  palOoTHHKA, [ONYYHBUIETO
peuenTypHBle ONaHKH;

4} hbaMHIHA, HMHUOHANEL MUMEeHH H oTdecTBa (TOCNEfHEE — TPH HAIHHYHH)
H NOJNHCE OTBETCTBEHHOTO MEJHLUMHCKOTO paboTHHKA, BBIOABUIETO pPELENTYPHEIE
O1aHKH;

5) ocTarok peuenTypHEBIX ONaHKOB,

25. Kypuan yuera peuenTypHBIXx OnaHkoB topm Ne  148-1/y-88
i Ne 148-1/y-04(11) conepskHT cnepytonne rpadsl:

1} sOMEp T10 MOPAAKY;

2) B paznene «llpuxony:

a) 1aTd periucTpallii JOKyMEeHTA, TOATBEPKIAOLIETO [IOCTYITICHUE;

6) HOMEp M J2Ta JOKYMEHTA, MOATBEKIAIOIEro IocTyIeHue, HauMeHOBAERE
OCTABLIHKA,

B) o0Tee KONMHIECTRO MOCTYTIMBHIMX PELENTYPHBIX DIaHKOB;

') CEpHH B EOMEPA PEUENTYPHBIX OJIaHKOB;

A1) KOIMYeCTRO PELICNTYPHBIX BNaHKOB [0 CepHAM;

e} amMumds, MHHOMAILL MMEHH M OT4ecTBa (TOCNegHee — INPH HaNHUWH)
M MOANIKMCE OTBETCTBEHHOTG MEJUIHHCKOrO pabOTHHKA, ITONMYHHBLHIEr0 PEelenTypHBIE
fMaHKH OT NOCTABIIHKA,

3) B pasnene «Pacxom:

a} AaTa BeIAaYH peLeNTYPHBIX ONAHKOB;

§) cepun H HOMEpa BRIAAHHBIX PEHENTYPHBIX OIaHKOB;

R) KONUYECTBO BEITAHHEIX PENENTYPHEIX ONaHKOE;

r) pamMuris, WHHIHATEI UMEHH H OTYecTBa (IOcnefHee — IpH HaJH4UH)
OTBETCTREHHOTO METHIIHHCKOTO PabOTHUKA, IIOMYSHBILETO PELIENTYPHEIE OJIaHKH;

1) MOANKMCE OTBETCTBEHHOIO MEIWIHHCKOro paboTHHMKA, MOJIYUWBLIETO
peLentypHele OIAHKH;

4) ¢aMumd, HHHUMANK HMEHH H OTHeCTBA (NOCTEAHEe — TPH HANUYHH)
H TIOANHCE OTBETCTBEHHOTO MEITHUIMHCKOTO pabOTHHKA, BEIJABIIErO PELENTYPHBIE
OnaHky,

5) OCTATOK peLleNTypPHBIX OIaHKOR.

26. Vuer peuenroB, OGOPMIEHHBIX B (POpME 3NEKTPOHHOTO JOKYMEHTA,
OCYIIECTBNSETCS B TOCYNApCTBCHHOH HAQOpDMaUMOHHOH cucTemMe B cfepe
3ApasooxXpaHeHid ¢yDbexTa Poccuiicxkon Qenepaun HOCPSACTBOM BEACHHS ¢JIHHOTO
peecTpa peLenToB, opopMIeHHbIX B (opMe 3TeKTPOHHEIX JIOKYMEHTOB.

IV. Xpanenue penentypHrix GNaHKOB (3a UCKTIOMEHHEM PeLIeITYPHLIX GlaHKoB
no popme Ne 107/y-HIT «CoennansHeiil peuenTypHEIH Onan» )

27. MenuuuHCKHe OpraHH3aldH TIoMy49aloT HeoOXOAUMEIE pPeLENTYPHEIC




Hrankd, oopMIeHHBIE THNOrpadgckaM criocoboM, depe3 TeppUTOPHATEHEIE OPraHbl
VIIPARIEHHA 3APaBOOXPaHCHHEM MIH OpraHH3aluM, YIIOIHOMOYCHHBIE HE ITO
OpraHaMH KCIICTHUTENbHOI BnacTH cyOpeKtoB Poccniickeoit Oeaepanyy.

28. PenentypHble OnaHKH, [NOANEXAIIHE YUETY, XPAHATCA OTBETCTBEHHBIM
NHLIOM, HA3HAYEHHRIM PYKOBOJHTENEM MEeTHUWHCKOH Opras3alid, B 3alHPacMOM
MeTanHIeckoM mikady (celihe) HIH METANMHYECKOM AIIEKE.

29. MEpusvyaneHEIA IIpe P HHHIMATENb, HMEIOIIHN TTHUEHIAIO
Ha MEIHIHMHCKYK) JEATENBHOCT, XPEHHT pPeLeNTypHEle ONaHKH, NOIexallHe
YYeTy, B 3aMPAcMOM MeTaJLTM4eCKOM IIKady (cefide) HIH METATNHYECKOM SIIVKE,

30. [poBepxa COCTOAHHS XPaWeHUs, yUeTa, (PAKTHIECKOre HaIHIMA H pacxoa
PELSTITYPHEIX QNaHKOB, TMOMIENKAIIMX YYETy, OIMH pa3 B KBAPTAJ OCYILECTBIAETCS
KOMUCCHeR, coRTaHHoH B MeJHUIIHHCKOH OpTraHH3aIHH.

31. PeuentypHete ©OnaHkH, ogopMmigeMble Ha OyMaKHOM  HOCHTENE
H MOLICHKALNE YYETY, BBIOANOTC MEIHUIHMHCKMM paDOTHHMKAM, HMEIOIIMM MpaBo
ohOpMIIEHHS PELENTOR, MO PACIOPSKEHHIO TTaBHOTC BPaya HIH €0 3aMeCTUTENA.

[Monmydennrle penentypHele ONMaHKA HAa OyMaKEBIX HOCHTENAX XPAHATCH
MeAMIHHECKMMH PalOTHHKAMH B DOMEIISHHAX, 00SCNeYHBAKILIMX X COXPAHHOCTD.

22, IIporpaMMHO-TEXHHYECKHE CPEICTBA rocyapCTBEHHBIX MH(pOPMAIIHORHBIX
CHCTEM B cdepe 3IpaBOOXPAHEHHA, MEAHIWACKMX HWHDOPMAIMOHHEIX CHCTEM
MEJAMIMHCKMX OpraHu3anuii 00ecmeynBaloT XpaHeHHe 3NIEKTPOHHBIX PELENTOB,
othOpMIIEHHETX B ©OPME 2NEKTPOHABIX ZOKYMEHTOB B TEUCHHE CPOKOB, YCTAHOBIeHHEIX
IJIS XPEHEHHA PEUESITOR, OQOPMIIEHHBIX Ha COOTBEICTBYIOIIHX (opMax PeLeNTYPHEIX
HIaHKoB Ha OymaxHoM HocHTee'’,

18 Ooamyaxr 5.2.169 IMoaakerns 0 Mukucteperee (Colbpanse 3akoHoJaTenkcTa Poconiickoit Dengpanny, 2012, Ne 26,
er. 3526; 2021, Me 43, cT. 7258).
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[Ipunoxenne Ne 5
K npdKazy MHHHCTePCTRA 3 paBoOXPAHSHHS
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IMopsagox
H3TOTOBNEHHA, pacnpee]eHHN, PETHCTPALIAH, YUe€Ta H XPAHEHHS penenTos,
coaep KalllnX HA3HAYUEHAE¢ HAPDKOTHYECKHX CPEdCTE HIIH NICHXOTPONHLIX BENIECTB

I. IlopsAAOK H3rOTORNEHN, paclpedeneHls ClIeLMATBHBIX pelenTyPHHX OaHKoB
no gopme Ne 107/y-HII

i. OpraHmzanuio H3TOTORJACHHS W paclpefefleHHS peleNnTypHbix (aHKOB
no opme Ne 107/y-HII «CneunanpHbiii pelenTypHEIE OnaHk» (Ranee — coeUHAIBHLIH
peLenTypHEH OIaHK) OCyLIECTBIAST MHHHCTEPCTBO 34paBooXpaHeHHs PoccHickoi
denepaunn (1anee — MUHHCTEPCTRO).

2. Croeumancuele  penenTypHbie  OMaHKHM  ABMAIOTCA  3ANIUINEHHOM
nioJMrpadUyecKoil nponykuueil ypoers «B», usrorazndeaemoi Ha Oymare po3opBoro
uBeta pasmepoMm 10 cM x 15 ©M, JODKHBI HMETH CEPHIO W HOMEp, a Takke
COOTBETCTBOBATE TpefoBaHHAM, YKA3aHAEM B Npukaze MuHHcTepcTBa (HHAHCOB
Poccuiickoit ®enepamun o1 29 centabpa 2020 r. Ne 2178 «O0 yTBepKAeHHH
Texunueckwx TpeGoRaHuil W YCNOBHH W3NOTOB/EHHSA 3alIUHIEHHOH OT MOIASIOK
Monurpahdeckoil NpOAYKUMM» (3aperHcTpHpoBal  MHHHCTEPCTBOM  IOCTHIHH
Poccuiickoii ®enepauun 16 noabpa 2020 r., peructpandonnslit Ne 60930).

3. B uensax OpraHW3allil HM3TOTOBJNEHUS M DACTIPSACCHHUA CHENMHANBHBIX
PeLENTYPHBIX (TaHKOB MEINIIHHCKAE OPraHH3alluK, HMEIOIIHE MPABO OCYLICCTBIATS
BRIJIa4Y PELENTOB Ha HApPKOTHYECKHE CPEACTBA HJIH ICHXOTPOIHEBIE BELIECTBA
coicka II IlepedHsa W seperucTpupoBaHHbie B Poccuiickoil Meaepaumn B KavecThe
NeKapCTBEHHBIX MPENapaToR I MEAWIIMHCKOTO MPHMEHEHHA (Zanee COOTBETCTRERHO
— MEIHLMHCKAs OpraHu3anid, HapKOTHYECKHH (MCHXOTPONHBIA) NEKApCTBEHHEIN
upenapar), COCTABIAIOT 3a4BKH HA PELENTYPHRIE OI2EKM.

4. B cpox g0 | oxTAOpA TeKYIIEro roja 3asSBKH MEIAMLMHCKHX OPraHe3alyi
Ha CTIEHMANBHBIEC PELCOTYPHBIS ONAHKH NPEnCTABIIIIOTCA!

1) MeqHUHHCKEMA OPTAHH3ATTHAME, HAXONAMMUCH B BelleHWH eaepanbHbIX
OpraHoB HCMONHMTENBHOH BIACTH, — B COOTBETCTBYKIIWE (HEACPANbHEIC OpraHbl
HCTIOMHHTENBHOM BNACTH;

2) MEIHUHHCKMMHK OpPTaHH3AIMSIMH, HAXOHSIIMMWCA B BeJEHHH CYOBEKTOB
Poccufickoii  Peflepaiiy, MEAUIMMHCKHMH  OPraHM3alMAMH  MYHHUHIIAIBHOM
¥ YaCTHOH CUCTEM 3IpaBOOXPaHEHUA — B OPraHb HCIIOIHHTEIBHOMN BIACTH CyOBEKTOB
Poccriickoli Menepailui B cepe OXpaHB! 3/[0pOBbA IPAaX(lan, Ha TEPPUTOPHE KOTOPHIX
OHH PACIOJIOIKEHE! (anee — OPTaHBl HCIOTHETENRHOH BIacT cyOhexToB PoccuiickoH
Oegepanyu).

5. B 3aaBKe MEIHLHHCKON OPraHM3alldH Ha CIICLMAIbHBIC PeLETITYPHEIE GNanKH
VKA3BIBAIOTCA CICAYIOLIHE CBEICHH:

1) cBegeHHA © MEQHIIMHCKOH OpraHM3alyy, oJaBMmel 3adBKy Ha CHeLHATBHBIC
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pellenTypHEEIe ONaHKH (IOJIHOE HANMEHOBAHUE, AIPEeC MECTa HAXMKICHHS ),

2) KONHYECTBO CHeUHAIBHEIX PeUENTYPHBIX ONaHKOB, H3IPacXOIOBAHHEIX
MEAHIHMHCKOH opraHu3alieli Ha | aHBapsa IPeAWeCcTBYIOUWEr O roaa;

3) KONMUYECTRO CTEIMANBHBIX DelenTYpHRIX ONAHKOR, HeoOXOTHMBTX
MERUIHHCKOH OpraHi3alii Ha Cenytolui roa.

Jasgexa MeIHUMHCKON OpraHMallid Ha CcNelHaNbHEIe pelenTypuble OnaEKH
NOANUCEIBACTCA  PYKOBOIHTENEM MEAHLIHHCKOH OpraHH3aluy, KOTOpbliE Hecer
IEPCOHANBHYIO OTBETCTBEHHOCTE 3a ODOCHOBAHHOCTE W JAOCTOBEPHOCTE YKA38EHBIX
CRETeHHI.

6. MenepansuBle OpPraHbl HCMONHHATENBHOH BIACTH, B BEeAeHHH KOTOPBIX
HAXOOATCA  MEOHIMHCKHE  OpraHW3auAu  {(Janee —  QeIepanbHBIE  OpTraHEl
MCIIOJIHMTENBHOM BIIACTH ), M OPraHH HCIOMHUTENEHOH BIAacTH cyObekTos Poccuiickoi
Degepalldi HA OCHOBAHHK 334BOK MEIHLHHCKHX OPraHM3alHi Ha CHelHaNbHBIE
peuentypubie Onankn GOPMUPYIOT CBOIHEIE 3a%BKH HA CleLHANBHBIE peLlenTypHEIE
DIaHKH | B cpok A0 1 fekabps TeKymero rofa npeAcTABIAIOT UX B MHHACTEpPCTBO.

7. B ceoaHON 3adBKe Ha CHEIHAIBHEIE PEUENTYPHBIE OTaHKH YKA3BIBAIOTCH
CEAYIOLLHE CBEICHMA:

1) ceegenmss o degepaybHOM ©OpraHe HCNOJHHMTENLHOH Bnactd {(opraHe
HCIONHUTENBHOH BaactH  cybnekTa Poccuiickedt @enmepaunnn), mnpeacTanHBOIEM
CBOOHYIO 3aARBKY Ha creuyansHele pelenTypHBle GnaHku (TIoNHOe HaWMeHOBaHME,
aapec MecTa HaxOWIaeru);

27) KOIMMECTBO CIENWAIBHBIX pPELENTYPHBIX ONdHKOB, paclpefeleHHbIX
theaepadbHBIM OpPraHCM HCIIOJHHTEABHOH BIacTH (OPraHOM HCHOMHHTENBHOH BlTacTH
cyOrexTa Poccuiickoii ®epepanun) Ha 1 AHBApA NpedineCTBYIOUIETO TOAa MEXAY
MEHIIHHCKHMH OpraHu3aiHaMH;

3) KOMMYECTBO CHELUWANIbLHLIX PELUENTYPHBEIX OJAHKOB, HeOOXOAMMBIX
the/epalsHOMY Oprady HMCIOOJHMTEABHOH BNacTH (OpraHy HCIOJIHHTENBHOH BIIACTH
cybpexra Poccuiickoit Qenepauuu) Ha ClIeAYIOWMNIA Mo Ads paciipecicHAs MeXKILy
MEIUUMHCKHMH OpPTaHu3al[HAMH;

4) cpemleHUs © TOABEAOMCTBEHHOH  OpraHHzalMH, YIOJHOMOYEHHOMH
theaepaNbHEIM OPraHOM HCTIONMHHTENBHOH BIACTH (OpraHOM HCIIOJIHHMTENBHOH BIIACTH
cyOvexta Pocculickoli  denepaunu) OCYIIECTBIATE IIONYYEHHE CHELMANLHEIX
pelenTypHBIX OnaHkoB oT MHMHHUCTEPCTBA, HX XPAHEHHE W BLIAAYY METUITMHCKHM
opraHw3aliuaM (IONHOE HAMMEHOBaHHWe, aapec MecTa Haxoxfaenus, HHH/KIIII,
OKTMO opraruzanum, thakTaueckiil aipec NOCTABKH).

8. Ha ocHOBaHHH MOIY4YCHHLIX CBOJIHEIX 3a8BOK HA CHEHANLHBIE PELIENTYPHEIE
Onanks MUHHCTEPCTBO €KEroaHo B cpox Ao 1S aHBaps cnegyiomero roga GopMupyeT
H YTBEPHKAAET II1aH paclpefefleHus CeHANBHEIX PENenTYPHBIX ONaHKOR, B KOTOPOM
oTpakaeTcs roOBad noTpedHEOCTE Poccuiickoii Deepauuy
B CIIENUATEHEIX PEUENTYPHEIX ONaHKax (Tanee — ruiad pacnpeaenends MuUHHCTepCTEa).

9. B nnane pacnpegeneHus MHUHHECTEpCTBA YKA3BIBAIOTCS CISIYIOLIHE CREASHUS:

1) NOpAOKOBELHR HOMEp 3aMHCH;

2) HauMeHOBaHWe {pefepankHOrO OPraHa HCTIONHWUTENBHOH EBMAcTH {(opraHa
HWcnonHuTensHoit BnacTH cyObexkTa Poccuiickodi Pelepauuw), npeAcTaBHBILETD
CBOJHYIO 324BKY Ha CNICUHAIBHEIC PeLICITYPHBIE OMaHKH;

3) HeoOXOAUMOe KOIHUECTBO CISHHANBHEIX PElenTYPHEIX GIaHKoB.




10. Hanpasnenue crielHaIbHBIX pelenTypHbix Onanxos degepanbHbM OpraHaM
HCIIOMHEUTEIBHOHN BNACTH, QPraHaM MCHOMHMTENBHOH BracTH ¢yObekToB Poccuiickod
Pefepalii  OCYIECTRASETCH MHWHHCTEPCTBOM B KONWYECTBE, NPEIyCMOTPEHHOM
IIZHOM pachpeleneHus MuHucTepcTRAa.

11. MunucTepeTBOM AONOAHUTENEHO K KOTHYECTRY CIELHATBHEIX PELENTYPHBIX
GIaHKOB, IPEIyCMOTPEHHOMY IUIAHOM paclpeleneHs MHHHUCTEPCTEE, (JOPMUpPYETCA
PE3EPBHBIH  3d4mAC  CNCLMANBHBIX  PelelTYPHEIX ONAHKOB B KOJNHYSCTBE,
He npesbuuaiomemM 150 000 cneunansHX pelenTypHLIX OIaHKOB.

12. B cnydqae yeemHueH#s TOTPeOHOCTH B CHENHATBHEIX PELIENTYPHBIX
Grankax ¢eaepanbHEe OPraHs! HCMOIHHTENBHOH BJIACTH (OPraHbl HCIONHHMTEMbHOH
BJIAcTH CyObeKkToB Poccufickoil eqepauu) HAMPABIAKT B MUHACTEPCTBO CBOAHBIS
3afBKM Ha JOMOJHMTENBHOE KOJNHYMECTBO CIENAATBHBIX peleNTypHRIX OJIaHKoB
(¢ 0bocHOBaHHEM YBeIHYEHAA GOTPEOHOCTH B CIeUHATILHEIX pelenTyPHEX Onankax),
KOTOPBIE MpPeAOCTaBIATCA MHUHHCTEPCTBOM W3 pPEe3epBHOTC 3araca CIEeifMANbHbIX
pelenTyPHbLIX OI2HKOB.

13, deaepaNbuble OpraHel HCIHOIHWTENBHON BAACTH {OpraHbl MCIIOIHHTEBHOH
Bnactd cyObexkToB  Poccuiickoli  @epepauus) pacnpedensiOr  NOJyUeHHEI®
cneuyacHble pelenTypHBle ONaHKH MEXIY MeJHUAHCKHMH OpPraHW3alHaIMHd Ha
OCHOBAHWH TIIAHOB pachpeeneHns, cHOPMEPORAHHEIX B COOTBETCTBHE C 3AfABKAMH
MEMUITMECKIX OPraHK3alii Ha CneuHalbHble pelenTyYpHbie ONaHKH.

II. Ilopagok perucTpaliiy, y4eTa H XpaHeHns
creHMANBHEIX pelenTypHEX Gnankos no dhopme Ne 107/y-HIT

14, MUHHCTEPCTBO, HHHE {efepalkHbe OpPraHbl HCIOJHHTEABHON BAACTH
H OpraHb! HCHONHUTeAEHOH BnacTu cyObekroB Poccuiickoi Ceaepanuy OpraHHu3yor
XpaHEHHE CHCLHHATIBHEIX PeleNTYPHEIX ONaHKOB B MOABSIOMCTREHHEIX OPralH3aIHsIX,
YIOIHOMOUEHHBIX OCYIISCTBIATE MOMYHEHHE CMEUMANBHBIX PelenTypHBIX OIaHKOEB
oT MUHHCTePCTBA, WX XpaHEHHE H BEITAYY MEAWIWHCKHM OpraHuzauuaMm (manee —
YIOIHOMOYEHHAS OpraHH3aLLA ).

15. B yOOIHOMOYEHHOH OpraHu3alid W MeAHIHHCKOH OpraHH3alHi,
MIOIIYYHBILEH crenUaNbHbIe pelenTypHele GIaHKH, OpraHW3yeTcsl PErucTpauns, yueT
H XPAaHEHHE CIESMHANBHEIX PELEeNnTYPHEIX OI1aHKOB.

PerucTpaliis, yueT U XpAHEHHE PE3EPBHOIO 3a11aca CIELHATLHEIX PELenTYPHbBIX
OnaHkoB  MHHHCTEDCTBA  OCYIIECTBIACTCA  QeaepansHEIM — TOCYJApPCTBEHHBIM
OIOMOKETHBIM  YUPEXISHHEM, HAXOJAIlMMcA B BefeHHH Mmunmctepcra (fanee
COOTBETCTBEHHO, — Pe3¢PBHBIH 3amac, NoIBeJOMCTBEHHOE YIPEKICHNE),

16. PaboTHEK, Ha3HAYCHHBIH NPHKAa30M PYKOBOIWTEIA YIONHOMOYEHHOH
opraHuM3auuy (YIIOJHOMOYCHHOM OpraHHaLHH, [OABSIOMCTBEHHOIO YUPESHKICHHS)
OTBETCTBSHHEIM 33 PErHCTPaLUIo, XPAHeHHe M yUeT CNENHANBEHEIX PEUENTYPHBIX
OnavkeB (nanee — OTBETCTBEHHBIH paGOTHHK), HAa OCHOBAaHHWH [OOBEPEHHOCTH,
ohOpMICHHOM B OOPAAKE, YCTAHOBICHHOM 3aKOHOIATENbCTBOM Poccuiickod
denepanuy  (C  MOANMHCBHIO  PYKOBOAUTENE  YIOIHOMOYEHHOH — OpraH#A3aniu
(yIONHOMOUEHHOH OpPraHH3aiMd, [NOZBSIOMCTBSHHOTO YUPEKAEHHSA), IIABHOTO
GyxranTtepa, 3aBepeHHBIX KpyTaoil MedaTeio), MOMyYaeT CICUHAIBHBIE PElENTYPHBIC
OTaEKH ¥ OCYIHECTRISET BEJEHHE KypHAla PerncTpaldH H ydeTa CHelHalbHBIX
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PEIEeNTYPHBIX OIaHKOB, K KOTOpoMY mpHoOmaer ¢oTo- H (HIH) BHACOMATCPHANDL,
TIOATBEMKAAIOUTAE (aKT O(POPMICHHA PELENTYPHEIX OJIaHKOR Ha AOMY {IIpH HRIMYHH ).
17. JypHAN peracTpaiiy H yMETa CoeUHANBHBIX PeLeITYPHEIX ONaHKOB A0JBKEH
OLITE NPOHYMEPOBAH, IPOIIHYPOBaH, HMETh HA MNOWICZHEH CTPAHHUIE 32IHCh,
COAEPKALYIO KOJHUECTBO CTPAHKIl, [ONHOSe HAWMEHOBAHHE YIMOIHOMOUEHHOH
opraHWzanEH  (MeMHIMHCKOH OpraHu3alii, NONRENOMCTBEHHOTO YUpekKICHHA),
a TaKKe CKpemiIeH IONHCE pPYKOBOOHTENA M IEYaThl) YIOIHOMOYEHHOH
OpPTaHH3aLHH (MENUIMTHCKOM OPTaHU3aL#H, NOABSLOMCTBEHHOTO YYPSIKICHHS).

JKypHaj perueTpalsi 4 y4eTa CIeLHAlbHbIX PEIENTYPHEX ONaHKOB pe3ePBHOTo
3anaca MmnHucTepcTBa CKpertsieTcs TaKKe MTONITHCHEO JUpeKTopa
(B cilyuae ero OTCYTCTBHA — 3AMECTUTENS AuUpekTopa) JenapraMeHTa peryiHpOBaHHA
obpamenust NeKapCTREHHBIX CPEACTB M MEIHIHHCKHX H3Zenwit MUHHCTEpCTBA H
eyaTsl MHHHCTEPCTRA.

18. B KypHale perHCTpallud H y4eTa CIELHALHBIX peLeNnTypHHIX OSNaHKoB
YKa3b[BAIOTCS CHeVICIIHE CBECHHU!

1) mopsaAKOBEIE HOMED 3ATTHCH;

2) NpHXoZ CNeMHANBHBIX PEUENTYPHEIX GlIaHKOB:

a) PEKBM3UTHI H 1aTa PEricTpaliiH IPHXOAHOTO JOKYMEHTA,

) obliee KOMHYECTBO [IOCTYIHBILHX ClIELHANBHEIX PelleNTyYPHEX OIIaHKOB;

B) CEpUA H HOMEp CIIEIHAILHOIO PELIENITYPHOTO H1aHKa,

I'} KOIHYECTBO CMEIHATEERIX PElSNTYPHBIX OJaHKOR MO KaXkI0H CEPHH;

A) GaMuTHA, HMI, OTYECTBO ([IOCHeAHSe — IIPH HAIHYHH)} H IIOANHCH
OTBETCTBCEHOra padoTHHKA;

3) pacxo cHenHaIbHbIX PELETTYPHBIX BIaHKOB:

a) AaTa BEIAAYH CIISLMATILHEIX PELeNTYPHBIX OIaHKOB;

£}) cepHH W HOMEpA BRIAAHHBIX CIIENHANBHBIX PEUENTYPHRIX GIAHKOB,

B) KONHYECTBO BEIOAHHBIX CICHHMANBHBIX PELENTYPHEIX ONAHKOB ¢ YKa3aHweM
B CKOOKax KONMYECTRA CIELHAILHBIX pPeuenTYPHBIX ONaHKoB, BHIBAHHBIX A
oopmieHKA Ha JOMY,

r) daMunHs, HMs, OTYECTBO (MOCNEIHee — IIPH HATHYMH) U MOAINHCH JIKLA,
NOJIYYHBIIETO CIIEHANBHEIE PELICNITYPHEIE OIaHKH;

1) KOIHYECTBO CIIELMAIBHEIX PelenTypHbIX OaHkoB, ohOpMIEHHBIX HA AOMY,

g) daMuims, uMsd, OTUECTBO (TocnegHee — MPY HATMYHM) W NOANHCH JHNA,
o(hOPMUBIIETO CHIEUMATLHEIE PeIENTYPHbIE ONanKH Ha TOMY,;

4) daMmuaud, WMs, OTYecTBO (NOC/iefHee — IPHM HANMYMM) K NOAMKCH
OTBETCTBEHHOTO pabOTHHKA;

5} OCTATOK CHENHANBHBIX PeLENTYPHEIX OIaHKOB.

19, CrenmansHplii peuenTypHbid OnaHk ABAASTCA AOKYMEHTOM CTPOroH
OTYETHOCTH. 3anac ¢MelHATEHBIX PEHENTYPHLIX 0.TAEKCB B MEAMLIMHCKOH OpraHU3aHH
TOTMEH XPaHHUThCH B CHELMANBHEIX  TIOMEIHeHHAX, cefithax WITH
B COGIHANLHO H3TCTOBIEHHEIX TIKathax, oDHTBIX OLHHKOBAEHBIM KEIS3OM,
¢ HaJeKHLIM BHYTPEHHHM WH HABECHRIM 3aMKOM.

[MoMemenus, cefidbl, WKadel, B KOTOPLIX XPAHATCH CICLHMANBHBIC PeLENTYPHEIC
GMAHKH, [ONKHBl OBITh 3aKpHITBL HA 3AMKH H [OCHE OROHYaHHA paloThl
OTIeYaTaHbl [EYATHI) YIOIHOMOYEHHOH OpraHmsauud (MeIHUWHCKOR OpraRH3aLHH)
HJIH OILIOMOH POBAHEL




20. B MEAHLMHCKUX OPraHM3aUHAX 3AIMAC CHEUHANBHBIX PelenTyPHbIX O/MaHKOB
He JOJDKEH MPEeBbIlaTh NOA0BOH OTPeOHOCTH.

21. Paspemaercsd BLIIABATE MEeAWIIMHCKOMY palOTHHKY, MMEIOIIEMY IPaBO
HA3HAYaTL  HAPKOTUYEeCKHe  (TICUXOTPOTIHEIE)  JIEKApCTBEHHBIE  IIPEMapaThl,
eTHHOBPEMEHHO He GoITee ABANIATH CHeUMANBHBIX PEHENTYPHRIX O1aHKOB.

MenumuHCKHE pal0OTHUKH, BBIIHCBIBAIOLIHE peHENTEl Ha HAPKOTHYECKHE
(MCHXOTPOIHEBIE) JIEKAPCTBEHHEIE IIPSNIAPATEL, HA OCHOBAHMH MPHKA3A PYKOBOIHTENA
MEJUIHHCKOH OpraHu3auud HeCyT JHYHYK) OTBETCTBEHHOCTh 33 COXPAaHHOCTh
MOIYYSHHBIX CIELHANBHEX pellenTypHex OnadkoB. CnenHaabHbE pelenTYpHEBIC
GITAHKH, MOMyYSHHEIE MEIMIIMHCKHM PalOTHUKOM, XPAHATCH MO/ 3aMKOM B cefidax,
METAMTHYECKMX KA(GaX HIIH METALTAYCCKUX AN[HKAX.

22. B MeIMUHHCKOH OpraHH3aluu CO3A3eTCA  HOCTOSHHO JIEHCTBYIOIIAA
KOMMCCHS, KOTOpas He pexe 1 paza keapran (0 pelUeHEK) PYKOBOAWTENA
MEJULIHHCKOI OpraHu3allii BO3MOXKHO HANlE) OCYUIECTBISET NMPOBEPKY COCTOAHHA
peTHCTPALKH M Y4YeTa CIeHANBHEIX PEETTYPHEIX 6IaHKOB, B TOM YHCHE [IYTEM CBEPKH
3amMcell AKypHANa perdHcTpamHH M yHeTa COCLMANbHEIX PeLENTYDHBIX ONaHKOB, ¢
(PaKTHYECKHM HalMYHEM CIEIHANbHBIX PEUENTYPHEIX OIaHKOB, & TAKoKe MPOBEPKY
COCTOSIHHA XPAHEHHS CIeNUaNBHEIX PelIeNTYPHBIX BIaHKOB.

[lo pesyneTaraM OpOBEPKH B AYPHANE DErMCTPaldH H YYETA CTEIHANBLHBIX
pelenTypHEIX GIIaHKOB EA3eTCs 3AMHCh O PE3yARTATAX NPOBEOCHHA CBEPKH RAHHBIX,
3aKPETUIeHHAS HOMIMCAMY BCEX WISHOB KOMHCCHH UM CO3JACTCH CIEIHANEHBIA aKT
TIPOBEPKH.

23. Mepepanpubie OPradbl HCIOMHUTENBHOH BAACTH H OPTAKBI HCITONHHTENBHOH
BiacTu cyObekTos Poccuiickoii denepali ocyIGECTBIAOT KOKTPONE 34 OPraHHU3aLHEH
PErMCTPEIIMM, YY4eTa W XpaHeHUs  CHELMANbHLIX  PelenTypHeIX  Omankos
B YTIOJTHOMOYEHHBIX OPraHH3alHAX H MEAHUHHCKHX OPraHHu3aiIx.

24, Brpizauya CHEHANBHBIX PpeLENTYPHEIX OTaHKOB M3 pPe3¢pBHOTO 3amaca
Mununctepetsa  QefepanbHbIM  OpraFaM  HCNONHATERBHOHW BNacTH H  OpraHaM
HCMONMHHMTENEHOH BnacTH cyOBekToB Poccuiickoid Peaepalliil  OCYIIECTBILICTCA
OTBETCTREHHRIM DPaDOTHHKOM TOABEJOMCTBEHHOIO YUPSHKISHHA HAa OCHOBAHHH
peLIeHUT 00 OTITYCKE CHEUHANLHEIX PeleNTYpHBIX OIAHKOB, 0QOPMIEHHOTO B BHIE
[OHCEMA, IOANMCAHHOIO IMPEKTOPOM (B CIy4dae ero OTCYTCTBHS — 3aMECTHTEIEM
nupexropa} JlemapraMeHTa peryNupoBaHEs OOpallleHUs NEKAPCTBEHHBIX CPEACTE H
MEJHLMHCKHX H3feTuit MEHHCTEPCTEA.

[Tposepka JAeATSTBHOCTH MOABSACMCTBEHHOIO YYpEeXAEHUS RO PEerHCTpalEy,
yyeTy W XPAHCHHIO pPE3CPBHONO  3amaca OCYIIECTBAseTCA  JlemapraMeHToM
PEryIIHpOBAHUA ofpalllenus NeKApCTBEHHBIX CPEICTE W MEIHLMHCKMX W3ACTHH
MuHncTepeTBa 2 pasa B rof He nosgHee 20 4uCIa Mecala, Cleyolero 3a HeTSKIINM
TIOIYTOAUEM.




[Tpunoxenue Ne 6
K Ap¥Kaly MUHHCTEPCTBA 3APaBOOXPAHEHHA
ccHiickol Pegepany
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IIpaBuna
D(l)DpMJI'EHHH peuenTOn, COAEPARAUIHE HAJHAYEHHE HADKOTHY€CKHE CPEICTE HIH
NCHXOTPONHEIX BELLECTB, B TOM YHe¢ B (OpME 3ICKTPOHHEBIX AOKYMEHTOB

I. OdopmiicHHe peuenta Ha O0yMaXHOM HOCHTENE

1. Ha peuentypusix Gnanxax cgopmer Ne 107/y-HIT 8 neBoM BepxsHem yTiy
IOPOCTARNASTCS TITAMI METHIMHCKOW OpraHM3allHd ¢ YKa3laHHeM ee [I0IHOIro
HAWMEHOBAHUA, aypeca u TenedoHa ¢ JaToll BEIMHUCKH (naToH oQOpMICHHS) peLenTa
HAa JIeKapcTBEHHBIH Mpenapar.

Peuentypusie Gnauxd Gopmel Ne 107/y-HIT n3rorasniBaoted HCKTHOYHTENRHO
THITOrpa)cKumM crocodboM.

2.Ha  peuentypHelx  Omarkax,  ofopMIgeMBIX — HHAMBHIYATLHEIMH
MpennpHHUMATEIAMH, HMCKIIHMH NHLEH3HI0 Ha MEIHUHHCKYI) IeATe/IBHOCTD,
B BEPXHEM JIeBOM YIIy THHOOTpahCKHM CIIOCOO0OM HIIH NYTEM GPOCTABISHMS INTAMIIa
nomieH OBITE yKaszaH anpec HHAMBUAYANBHOTO TIPENNPHHHMATENS, HOMED ¥ AaTd
JHLUEH3UH, HAUMEHOBAHHE OPTaHa MOCYIAPCTBEHHOH RIACTH, BEIAABIIETO TMLEH3HIO,

3. Penentypusie OnaukH dopMel No 107/y-HII zanonesoTcsd MeAMLHHCKHM
pabOTHHKOM YEPHITAMH WIH WAPHKOBOH PyIKOH.

4, JonyckaeTca OQOpMISHHE BCEX PEKBH3MTOB (33 HCKTIOUEHHEM pPEeKBH3IMTA
«[loanuces nevawere epaya (MOATHCE henpamepa, aKkylepKn) ) peLenTYPHEIX GI1aHKOB
dopmbr Ne 107/y-HI ¢ ucnonszopaHdeM Med9aTAmIIMX YCTPOHCTB.

5. B peuentypHom Gnanke opmel Ne 107/y=-HII B ¢Tpokax «DaMunmms, Hmi,
oT4YeCcTBO (MOCNeAHee — TNPH HAIMYMH)} NaUMEeHTa» H «BozpacT» yKasblBalOTCA
NONHOCTBIY (aMMIUA, HMA, OTUECTBO {(mocnensee — NPH HANHUMM) TALHEHTA, €ro
BO3PACT (KOTHMYECTBO MOIHBIX JET).

JlomycTumMo yra3aHHe JaTEl POXKASHHS TAUHEeHT4.

6. B peuentypHom 6nanke dopmer Ne 107/y-HIL

1) B cTpoke «Cepwsi H HoMep moimca 0O0A3aTENBHOIO METHIHMHCKOTO
CIpaxOBaHMi» VKasplBaeTcd HOMep MonWca oOsg3aTensHOTO  MEIHLHHCKOTO
CTPAXOBAHUSA TAIMEHTA ([IPH HATHYNA);

2} B crpoke «HoMep MeMUIUHCKOM KapThl» YKA3EIBACTCH HOMED MeAMIHHCKOH
K&PThl NIALKHEHTA, TONYYAIOLIEr0 MEAUIHMHCKYIO NOMOME B aMOYIaTOPHBIX YCHORUAX,
HIM HCTOPHH GONe3HH malMenTa, BRIMICHBAEMOTO W3 MeTTHIIMACKOH OpraHH3alHyg;

3) B cTpoke «PaMIIHg, WMA, OTUECTBO (MIOCAEIHEE — NMPH HAIMYHH) JEYAIlEro
Bpaua {Penpamepa, akymepKH)» YKashIBACTCA NONHOCTHI0 (PaMHNKs, HMH, OTYECTBO
(mocneAHee — Npu HANMYUM) Bpava (penbawepa, akylIepKn), BRITMMCABIIETO PELENT HA
HApKOTHYeCKUil (MCHXOTPONHLIH) TeKAPCTEEHHEIA npermapar.

7. B rpate «Rp» peuentypHoro 6nanka dopmel Ne 107/y-HI1, ykaseisaeTcs:




1) HZHNMEHOBAHHE NEKAPCTBEHHOTO npenaparta (MexayHepoRHOe
HEMAT¢HTORAHHOE HAMMEHOBAHHE, TPYIITHPOBOYHOS HAH XHMHYECKOE HAHMEHOBAHHE,
TOPrOBCE HaMMEHOBAHHE) HA NATHHCKOM S3bIKE WIH HA PYCCKOM f3bIKe, QopMa
BEIMYCKA, AOSHPOBKA, KOJIHYCCTBO (YKAZHIBACTCA NMPOMUCHI0 HA PEIENTYPHOM ONanke
dopmur Ne 107/y-HIT);

2} crocod npUMeHeHHs TeKapcTBEHHOrO UpeNapara Ha roCyIapCTBEHHOM A3hIKS
Poccuiickon Qenepanlid WIH HA TocyAapcTBEHHOM sA3bike Poccmiickoit Menepauun
H TOCYJAapCTBEHHOM A3BIKE PecIyDNHK W MHBIX sA3bIKax HapoZobB PoccHiickoi
Qenepanun’.

8. Ilpr othopMIEHHH pEeNENTYPHBIX ONAHKOB 3allpemlacTCs OTPAHHIMBATECH
ODIIHMH yKazaHHAMH, HallpuMep, «BHyTpendee», «MzBecTHOY.

9. llpu odopminenun manueHTY peuenTypHoro OnaHxa dopmer Ne 107/y-HII
Ha HApKOTHYECKHIN (CHXOTPOITHBIN) NeKapcTREHHEIH IIpenapar B paMKax OKa3aHHs
MeIHMIMHCKOH NOMOIIH IIPH OMpeleIcHHOM 3ab0NeBaHny TAKOH pelienT 3aBepseTcs:

1) noamMcerc M NHMYHON MNedaTekr Bpada nubo noanucswy denpamepa
(axyrrepxu);

2) Neyarb0 MEIMUMHCKOH OPraHH3alMH, JHOO CTPYKTYPHOTQ NOApasieneHHs
MeIHIUHCKOH opranuiaiuyM «JITA petentoB», KoTopas NPOCTABIAETCA JTHLIOM,
YIIONHOMOYEHHRIM PYKOBOAMTENEM MEIUIIMHCKOH OpraHMzalMH ¢ YKa3aHHeM
taMuTiH, HMEHH, 0TYECTRA ([IoCeAHEE — TPH HANHYNAH ) H [IPOCTABICHIEM €r0 THIHOH
NOOIHCH.

B ecnyuagxX HeoOXOOUMOCTH OGQOpPMIEHHS peLenTta Ha HAPKOTHYeCKHi
(McHXOTpOMHEIH) NeKapeTBeHHBIM mnpemapar Ha JOOMY B PaMKax  OKAa3aHHA
NaNTHATHBHOH MENHUMHCKOH MOMOMIM MOTYCKASTCA MPEABAPHTEILHOE 3aBepeHHe
pelienTa WTaMIoM MEJHUMECKOH OPraHu3alliH, e9aThKy MeAHITHHCKOH OpraHAzaniy
MHOO CTPYKTYPHOrO noapasfeleHus MEJHLHHCKOH OpraHm3aniu «Jns pelentosy,
KOTOpasg NPOCTaBIAETes JIHLOM, YNOAHOMOYCHHEIM DPYKOBOJIMTENEM MEJHIHMHCKOI
OpraHM3alliH, ¢ YKa3aHHeM (QaMHIHK, HMeHH, OTvecTBa ([ocNeqHee — IMpH HaIHYHH)
M TPOCTABIEHHEM ero IH4HOH mommucH. TIpy 3ToM B SKypHaje perHcTpalinu
H Y4€Ta PEUSNTYPHEIX OIaHKOB B COCTBETCTBHH c [lopaakoM perucTpauud, ydera
M XPAaHCHUA COSUHAIBHBIX PELENTYpPHEIX OaHKOB HA HAPKOTHYECKHE CPelCTRa HNH
INCHXOTPOIHBIE BEWIECTBA, YTBEPXKICHHLIM HACTOAIIHM IPHKA30M, JeN2eTeA OTMETKA ©
ero BhOate A ohOpPMICHHA HA JOMY, a TAKKE OTMETKa, YAOCTOBepeHRAA MOLH B0
Bpava aubo denpiuiepa (axyepku), ohOPMHBINETO PeHenT, ¢ dakTe ero oGopMIeHus,
KOTOpeIii MOXeT OBITE JOTOJNHHTENBHO NOJTBep®IeH (oTo- H  (HIH)
BH/ICOMATEpUATAMH.

B crpoke «OtrmeTka anTedHOH oOpraHdzaldd o0 OTHMycKe» CTABMTICA
OTMeTKAa ANTSYHOH OpraHusamuv o0 oOTnycke HAPKOTHYECKOINQ (ICHXOTPOIHOIO)
NEKapPCTBEHHOTO TMpenapara (¢ yKasaHHeM HAMMSHOBAHHSA, KOJIHYECTBA OTIYHIEHHOTO
HAPKOTHUYECKOTO (ICHXOTPONMHOM) NeKapeTREHHOTO TIPENAapatd M OaTH €ro OTMyCKa),
KOTCpas 3aBepaercd IOANHCEKR palOTHHKA alTeYHOH OpraHM3auMH, OTAYCTHBLISTO
HapKOTHYeCKHH (ICHXOTpOITHBIN) JeKapCTBeHHBIH npenaparT (¢ YKazaHHEM €ro
haMunuK, HMEHH, OT4ecTBa (TlocneaHee — TIPH HAJNMYUH), a Takke KpYTNoH IIevaTnio

! Yacte 1 cramen 15 3akoHa Pocowiickoil Peacpalmt ot 25 oKTA0pA 1991 1. Ne 1807-1 «O A36KAX Hapoaos PoccHickol
Gezepamye: (ranes — 3akon Ne 1807-1). (Benomoctn cbe3na mapogumx gemyratos PCOCP v Bepxosgore CoseTa
PCOCP, 1991, Nz 50, et 1740).




anTevHOH OPraHH3alNH, B OTTHCKE KOTOPO# JOKHO OBITE HASHTH{HLIHPOBAHO MTONHOES
HAHMEHOBAHHE aNTedMHOH OpraHus3aldu.
10. Ha omnom penentyprom Onanke ¢opmel Ne 107/y-HI1 paspemaercs
OCYLUECTBAATE HazHAYeHKe TOILKO OAHONO HAMMEHOBAHUY IeKAPCTBEHHOIC [Ipenaparta.
11. HcnipaBmeHud B penente He T0MyCKAKTCA.

I1. OdopmMnecHHE peLienTa B dopmMe 3AEKTPOHHOIC JOKYMEHTa

12.Pegent B  ¢opMe  DJIEKTPOHHOIY  JOKYMEHT4,  [IOAIMCAHHOTO
YCHJIEHHOH  KBATHQWIHPOBAHHOH  3NEKTPOHHOH  TIONNHCBHIY,  (OPMHDPYETCH
METHIIMHCKUM paSOTHHKOM, CBEIEHUS ¢ KOTOPOM BHECeHHl B (ieflepanbHeli perucTp
MEAUIMHCKHX pabOTHHKOB?, 2 TaKKe TPH YCIOBHH PETHCTPAIIMH METHLIHHCKOM
OpraHu3aLMK, B KOTOPOH OQOpPMISAETCH peuent, B {encpalkHOM peecTpe
MEAHMLHMHCKMX OPraHHIALHI’ eIHHOH rocyAapcTBeHHOH HHOOPMALMOHHON CHCTEMB
B ciepe 34paBooXpaHeHHs] H NOAKNQOUeHMs TAaKoH MEZMLMHCKOH OpraHu3alluu
K TOCYIapcTREHHOE WHMOPMATTMOHHOH cHcTeMe B ciepe 3ApaBooxpaHeHns cybrexTa
Poccuiickoil deneparun’.

13.1loc TpeboBaHHIY MALMEHTA HIH €T0  33aKOHHOIO  [IPSACTABHTENS
ohopMIIdeTes 2KIeMIUAp penenTa B GopMe IEKTPOHHOIO JOKYMEHTa Ha OyMaxcHOM
HOCHTeNIe ¢ OTMeTKOH «JlyOIuKaT JAeKTPOHHOTO JOKYMEHTaY.

I Uaere 4 craten 91.1 denepaniioro sakonz Me 323-03 (Cobpanne saxoncgetentcree Poceufickoi Qemepanuy, 2011,
Ne 48, cT. 6724; 2020, Me 29, cT. 4516).

* YacTe 4 craten 91.1 Denepansuoro sakona Nz 323-03 (Cobpanne zaxononarentetsa Poceriickoll Penepamim, 2011,
Ne 4%, cT. 6724; 2020, Me 29, cT. 4516),

+ Craren 9] 1 91,1 Qeacpamuoro zakoHa Ne 323-03 (Cobpanwve zakonoparentcrea Poccuiickod $enepauns, 2011,
Ne 48 cr. 67240,




