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IHopsaaka HA3HAYEHHS JIEKAPCTBEHHBIX NPenapaToB, GopM penenTypHbIX
0,1aHKOB Ha JIeKaAPCTBEeHHbIE NpenapaTsbl, [lopaaka odopmiieHus yKa3aHHbIX
0/1aHKOB, HX Y4eTa 1 XpaHeHHusl, popM O0/1aHKOB pelenToB, CoAepKaAMHUX
Ha3HaYeHHe HAPKOTHYECKHX CPecTB HJIH IICHXOTPONHLIX BEIIeCTB,
Iopsiaka HX H3rOTOBJIEHHUS, pacnpe/e/IeHHsl, PETrHCTPAIHH, YU€Ta H XPaHeHHs,
a Taxoke IlpaBun opopmiienns: 6JIaHKOB pelienToB, B TOM 4HCJIe B popme
3J1eKTPOHHBIX TOKYMEHTOB

B cooTrBeTcTBUH ¢ MyHKTOM 16 dactu 2 crtatbu 14 @elepaabHOro 3akoHa
or 21 mos6ops 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHBI 3/I0pOBbA TIpakHaH
B Poccuiickoit ®enepanumn» (CoOpaHne 3akoHOAaTENbCTBA Poccuiickoi ®enepanuy,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct. 4791), mynkToM 2 ctathu 26 PenepalbHOrO
3akoHa oT 8 sHBaps 1998 r. Ne 3-@3 «O HapKOTUYECKHX CPEICTBAX M MCUXOTPOIHBIX
BemecTBax» (CobGpanme 3akoHomaTenscTBa Poccuiickoli ®enepanmm, 1998, Ne 2,
ct. 219; 2017, Ne 31, ct. 4791), noanyskramu 5.2.177, 5.2.178 u 5.2.179 myskra 5
ITonoxenus o MunucTepcTBe 3apaBooxpaHeHust Poccuiickoit  @exepanum,
yTBEpXKAEHHOro  mocranoBiendeM [IpaBumrensctBa  Poccuiickoit — Dexepanuu
ot 19 mons 2012 r. Ne 608 (CoGpanue 3akoHomatenscTBa Poccuiickoi Penepanui,
2012, Ne 26, ct. 3526; 2015, Ne 23, cr. 3333; 2017, Ne 52, cr. 8131; 2021, Ne 43,
cT. 7258), mpuU K a3 bl Balo:

1. YTBepauTs:

IMopsanox Ha3Ha4YCHUS JIeKapCTBEHHBIX rpenaparoB COTJIaCHO
npusioXkeHuro Ne 1;

GOpMBI pellenTypHBIX ONaHKOB Ha JIEKapCTBEHHBIE [permaparbl COITACHO
npuioxxeHuro Ne 2;

Iopsaok odopMiieHHs peLenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIE IIpenaparsl, HX
ydeTa U XpaHEeHHUs COTrTIacHO NMPUIIoKeHUIo Ne 3;

GopMbI GJIaHKOB PELENTOB, COAEpKAIlUMX Ha3HaYeHHEe HAPKOTUYECKHX CPEICTB
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WA MCHXOTPOIHBIX BEIIECTB, COITACHO MPHIOKEHHUIO Ne 4;

IIopsnok M3roTOBNEHMS, paclpeneneHus, pEeTHUCTpalMM, y4YeTa M XpaHeHHs
PELENITOB, COACPKAIMX HA3HAYCHHE HAPKOTHYECKUX CPEACTB HIIM IICHXOTPOIHBIX
BEIIECTB COITIaCHO MPHIIOKEeHHIO Ne 5;

IlpaBuna oQopMIIEHHS peuenToB, COAEPKAILUX HA3HAYCHHE HapKOTHYECKHUX
CPE/CTB HIIM IICHXOTPOIHBIX BEIIECTB, B TOM YHCIIE B HOPME BIIEKTPOHHBIX iIOKyMeHTOB
COTJIACHO IPWJIOXKEHHIO Ne 6.

2. Ilpu3HaTh yTPaTHBLIMMH CHITY:

npuka3  MuHHCTepCTBAa  3/paBoOXpaHeHuss — Poccmiickoit — ®emepanuu
or 1 aerycra 2012 r. Ne 54n «O6 yrtBepkaeHMM (OPMBI GIAHKOB DELENTOB,
COIepXKalllnX Ha3HAYCHHE HAPKOTHYECKUX CPEACTB WM ICHXOTPOIHEIX BELIECTB,
HIOpsIIKa X M3TOTOBJICHUS, PACTIPEEIICHNs], PETUCTPALIUH, YIeTa H XPAaHEHHUs, a TAKKE
npaBwi O0GOPMIEHHS» (3aperucTpupoBaH MUHHCTEPCTBOM foCTHIME Poccuiickoit
®enepannu 15 aBrycra 2012 r., perucrpauuonssii Ne 25190);

npuka3 ~ MuHucTepcTBa  3apaBooxpaHeHuss — Poccuiickoii  Depepanuu
oT 30 wmronsa 2015 r. Ne 385H «O BHeceHuy W3MeHeHWH B IpHKa3 MUHHCTepCTBa
3npaBooxpaHeHuss Poccuiickoit ®@enepamun ot 1 asrycra 2012 r. Ne 54m
«O06 yTBepxAeHMH (OPMBI OIaHKOB pPELENTOB, COAEPXKAIMX Ha3HAYCHHUE
HapKOTHYECKHX CPEJICTB MJIH IICUXOTPOMHBIX BEIIECTB, MOPSAKA HX H3TOTOBICHHS,
pacnpeieJieH!s, PETUCTPalldd, ydeTa M XpaHEeHUs, a TakKe MPaBWil OGOPMIICHHSD)
(3apeructpupoBaH MuHHCTEpCTBOM IoCTHIMH Poccuiickoii ®epmeparuu 27 Hos6ps
2015 r., peructpaumonHsiit Ne 39868);

npuka3  MwuHucTepcTBa  3apaBooxpaHeHus — Poccuiickoit  ®Demeparmu
oT 21 anpens 2016 r. Ne 2548 «O BHeceHMM U3MeHeHHMil B MpuUKa3 MHHUCTEPCTBA
3npaBooxpaHeHus: Poccuiickoit ®eneparmu ot 20 nmekabps 2012 1. Ne 1175H
«O0 yTBep XIeHAHU MOPSIKa HA3HAYEHHUS U BHIMUCHIBAHHS JIEKAPCTBEHHBIX MPENapaToB,
a Takke (OpM pemenTypHBIX OJIaHKOB Ha JIEKapCTBEHHBbIE IIperaparthbi, HOpsIKa
oOpMJIEHHsI YKa3aHHBIX OJIAHKOB, HX YyuYeTa W XpaHEHHS» M TPHIIOKEHHE
Ne 2 k mpukasy MunucrepcTBa 3apaBooxpaHeHHsa Poccuiickoit ®enepanuu
or 1 amrycra 2012 r. Ne 548 «O6 yrtBepxnenuu ¢(opMbl OJaHKOB pELENITOB,
COZIEpPXKAIMX Ha3HAYEHHE HAPKOTHUYECKUX CPEeACTB WM ICUXOTPONHBIX BEILECTB,
NOPSAKA UX U3TOTOBJICHHUS, PaCIPEeIeHUs, pETUCTPALHY, yYeTa U XpaHeHHs, a TAKKe
npaBuil oQopmileHUs» (3apeructpupoBaH MuHHUCTEpCTBOM locTHMK Poccuiickoi
®enepanuu 18 urons 2016 r., peructpanmonHsiii Ne 42887);

IIyHKT 4 M3MEHEHHUH, KOTOphIle BHOCATCS B HEKOTOpBIE NpHKa3bl MHHHCTEpCTBa
3[[paBOOXPAaHEHM U colranbHoro pa3sutus Poccutickoit @enepanun u MunucrepcTsa
3apaBooxpaHeHus Poccuiickoii ®deneparuy mo BomnpocaM oOpallieHus JEKapCTBEHHBIX
IIPENapaToB, COAEPKAIKUX HAPKOTHYECKHE CPEICTBa, ICUXOTPONHBIE BEIECTBA U UX
IPEKYpPCOPEI, U JEKapCTBEHHBIX CPEJICTB, MOMJIEKAIIUX [IPeIMETHO-KOIMYECTBEHHOMY
y4eTy, YTBEp>KIEHHBIX IpHKa3oM MuUHHCTepCTBa 3apaBooXpaHeHHs Poccuiickoi

@
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Qeneparuu oT 31 oxtsbps 2017 r. Ne 882H (3aperucTpupoBaH MUHHCTEPCTBOM
roctuny Poccutickoit Genepamuu 9 siaBaps 2018 r., perucrpanuoHHsi No 49561);

npHka3 ~ MuHucTepctBa  31paBooxpaHeHus — Poccumiickoii  Denepamuu
oT 11 mexabps 2019 r. Ne 10211 «O BHeceHMH M3MEHEHHMH B HpHIOKeHHs Ne 2 u 4
K mprka3y MusuncrepeTsa 3apaBooxpanenus Poccuiickoit ®eneparuy ot 1 aBrycra
2012 r. Ne 54 «O6 yTBepxneHun ¢GOpMBI GNAHKOB PEIENTOB, COEPIKALIMX
Ha3HAYCHHEC HApKOTHYECKUX CpPEACTB MIM IICHXOTPONHBIX BEIIECTB, MOPSIAKA
UX HU3TOTOBJICHUS, paclpeleICHHUs, PETUCTPALlUH, yYeTa U XpaHeHHs, a TAKXKe IIPaBUII
oopmIteHus» (3aperucTpupoBa MunucTepeTBOM FocTuIUU Poccniickoit Pegepanun
28 suBaps 2020 r., peructparmonssii Ne 57293);

npukas  MunucTepcTBa  3apaBooxpaHenus — Poccuiickoii  Dexmepaiyu
ot 8 okTAOpa 2020 r. Ne 10761 «O BHecenwn M3MeHeHHH B IIOpsAIOK perucTpanyi,
ydeTa ¥ XpaHeHHUs CTICIHAIBHEIX PELIeNTypHBIX OJaHKOB Ha HAPKOTHYECKHE CPEICTBA
WIM  TICHUXOTPONIHBIE  BEINECTBA, YTBEPKACHHBIA IpHKa3oM MUHHCTEPCTBA
3npaBooxpaHenuss Poccuiickod ®emepauum ot 1 aerycta 2012 r. Ne 54m»
(3aperucTpupoBaH MunncTepcTBoM toctuumu Poccuiickoit ®enepammu 13 HOS6ps
2020 r., peructparonHslit Ne 60898);

npukas  MuHHCTepcTBa  3apaBooxpaHeHus  Poccuiickoit  ®Demeparuu
oT 14 sauBaps 2019 r. Ne 41 «O6 yTBepXKIeHHM HOPAIKA HA3HAYESHHS JIEKAPCTBEHHBIX
npenaparToB, GOpM peLeNnTypHBIX OJaHKOB Ha JIEKAPCTBEHHBIC NpenapaThl, MOPSAKa
ohopMmiIeHHS YyKa3aHHBIX OJaHKOB, HX Yy4eTa W XpaHeHUs» (3aperHCTpHpOBaH
MunucrepctBoM 1octuiuud  Poccuiickoit ®epepanum 26 wMapra 2019 1,
peructpaiiioHHblil Ne 54173);

npuka3  MuHucTepcTBa  37paBooxpaHeHus — Poccuiickorr = Denepanyu
ot 11 mexabps 2019 r. Ne 10221 «O BHeceHMH U3MeHEHUI B NpuKa3 MHHHUCTEPCTBA
3apaBooxpanenus Poccwuiickoit ®emepanuu ot 14 smBaps 2019 r. Ne 4n
«O6 yTBepKIEHMH TMOpPSAAKA HA3HAYEHHS JIEKApCTBEHHBIX IIpenapartoB, (opM
peLIENTypHBIX ONAHKOB Ha JIEKAPCTBEHHBIE IIpemaparhbl, Nopsaka oQopMIeHHs
yKa3aHHBIX OJIaHKOB, MX yd4eTa W XpaHeHHs» (3aperucTpupoBaH MHUHHUCTEPCTBOM
toctuimu Poccniickoi @enepanun 28 supaps 2020 r., peructpanuoHHbii Ne 57292);

npuka3  MuHucTepcTBa  3ApaBooxpaHeHHs — Poccumiickonn — ®enepauunu
ot 8 okta6psa 2020 r. Ne 1075 «O BHeceHMHM M3MEHEHHH B IMOPATOK Ha3HAYCHHA
JTEKapCTBEHHBIX  IPEMapaToB,  YTBEPXKIEHHbIH  mpukasoM  MuHucTepcTBa
3gpaBooxpaHenus Poccuiickoit ®epmepammu ot 14 smBaps 2019 1. Ne 4m»
(3apeructprpoBa MuHHCTepCTBOM rocTuuuu Poccuiickoit ®@enepaiuu 22 nexabpst
2020 r., peructparoHHbIA Ne 61695);

nyHKT 3.8 VIHCTpYKIMU O MOpsAKE BBIIHCHIBAHMSA JIEKAPCTBEHHBIX NpenapaToB
U O(QOpMIIEHHSI PEIENTOB U TpeOOBaHUI-HAKIANHBIX, YTBEPXICHHOH TPHUKa30M
MuHHCTEpCTBa 3IPaBOOXPAHEHHS M COLIMAIBHOTO pa3BUTUS Poccuiickoit Denepaiyu
or 12 d¢eppana 2007 r. Ne 110 «O nopsake Ha3HAYEHUS U BBHINMCHIBAHUS




4

JIEKapCTBEHHBIX IIpenaparos, 731 (D117 MEIULTHCKOTO Ha3Ha4YeHUs
H CHCLHUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO MHTAaHHS» (3aPErHCTPUPOBAH
MuHuctepcTBOM  IocTHLMM  Poccuiickoi Oenepaunu 27 ampens 2007 r.,
perucTpaioHHbIH Ne 9364);

npuka3 MHUHHCTEPCTBA 30paBOOXPaHEHHS U COIMANBHOTO pa3BuThs Poccuiickoi
OQepepanuu ot 17 mas 2012 r. Ne 562 «O6 yrBepx)menmu Ilopsaka oTmycka
(QU3HYECKHM JIMIIAM JIEKapCTBEHHBIX MPENapaToB A MEIMIMHCKOTO TPUMEHEHHH,
COACPpXKAIMX KPOME MaJbIX KOJHYECTB HAPKOTUYECKHX CPEJACTB, IICHXOTPOIHBIX
BEIIECTB W HX IPEKYypCOPOB Apyrue (HapMaKOJOTHUYECKHE AKTHBHEIE BEIIECTBA»
(3aperucTpupoBax MunucrepcTBoM FOCTUIIUH Poccuiickoit ®enepanun
1 nrons 2012 r., peructpanuonnsiii Ne 24438);

IIYHKT 2 U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOPHIE TpHKa3bl MUHHCTEPCTBA
3IpaBOOXPAHEHHS M COLHANBHOIO pa3BuTus Poccuiickoii Oenepanun, yTBEPXACHHBIX
npuKasoM MunHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®@epepaiuu ot 10 uioHs
2013r. Ne 369 (3apeructpupoBaH MHHHCTEPCTBOM IOCTHIMH PoCCHACKOM
Denepanuu 15 mromns 2013 r., peructparmonssiii Ne 29064);

mpuka3  MuHucTepcTBa  3ApaBooxpaHeHMs ~— Poccuiickoit = ®Penepanun
or 21 asrycra 2014 r. Ne 4658 «O BHeceHHH HW3MEHEHHUH B NOPANOK OTIIyCKa
GU3MYECKUM JIUI[AM JIEKApCTBEHHBIX IperapaTroB Ui MEAULHUHCKOIO NPUMEHEHHS,
COIEPXKAIIKUX KpOME€ MajbiX KOJIMYECTB HApPKOTUYECKHUX CPEACTB, IICHXOTPOITHBIX
BEIIECTB M HX MPEKypcopoB Apyrue ¢apMaKkoiIOrHYECKHe aKTHUBHBIE BEIECTBA,
YTBEPXXIEHHBIN IprKa3oM MHUHHUCTEPCTBA 34paBOOXPAHEHUs U COLHATBHOTO Pa3BUTHS
Poccuiickoii @epeparuu ot 17 mas 2012 r. Ne 562H» (3aperucTpHpoBaH
MunuctepctBoM roctuinmd  Poccuiickoit ®enepanuu 10 centsOps 2014 r,
peructpanroHsblii Ne 34024);

IyHKT 1 M3MeHEHuI, KOTOpPEIe BHOCATCS B HEKOTOpBIE NPHKa3bl MUHHCTEPCTBA
3IpaBOOXpaHEHHMs W  ColMamipHOro  passutHsa  Poccuiickoit — @exmepaiuu
1 MunucrepctBa 3apaBooxpaHeHus Poccuiickoni ®Penepanud, YTBEpXKICHHBIX
nprKasoM MunHcTepcTBa 31paBooxpanenus Poccuiickolt ®enepaimu ot 10 ceHTSOps
2015 r. Ne 634H (3apeructpupoBad MunuctepctBoM IocTHIMU Poccuiickoit @enepanun
30 centsabps 2015 r., peructpaundoHHbIi Ne 39063);

IyHKT 3 M3MEHEHUM, KOTOPEIE BHOCATCS B HEKOTOpBIE MpuKa3bl MUHHCTEPCTBA
3paBOOXpaHEHHMs W  COLMaibHOro  pasutHs  Poccumiickoin — @eneparnyu
1 MuHHCTepCTBa 3paBooxpanenus Poccuiickoii @enepariuy o BOIpocaM 00pamieHus
JIEKapCTBEHHBIX MPENapaToB, COAEPXKAINX HAPKOTUYECKHE CPEICTBA, IICHXOTPOIHBIE
BEIECTBA M MX MPEKypCOPOB, U JEKapCTBEHHBIX CPEACTB, MOJUIeXaMUX MPEIMETHO-
KOJIMYECTBEHHOMY Y4€eTy, YTBEPXKIEHHBIX IIPUKa30M MHUHHCTEPCTBA 3PAaBOOXPAaHCHHUS
Poccuitckoit ®enepamuu or 31 oktsabps 2017 r. Ne 882H (3aperucTpupoBaH
MunncTepcTBOM  rocTHImE  Poccmiickoit  ®Deneparmum 9 smBaps 2018,
peructparoHHbIH Ne 49561). '
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3. PenentypHble GaHKH dopmer Ne 107/y-HII, wusrotoBneHHble 10 HHS
BCTYIUICHUS B CHITy HACTOSIIETO IPHKA3a, MOTYT OBITH HCIOJIB30BAHBI 10 1 mapra 2023
roja.

4. Hacrosumii mpuka3 BcTymaeT B cwiy ¢ 1 mapra 2022 r. u JeHCTByeT
no 1 mapta 2028 r.

MuHHCTp A. Mypamiko




IIpunoxenue Ne 1
K NpuKasy MUHHCTEpPCTBA 3[jpaBOOXpaHEHHS
Poccuiickoii ®enepauun

or > ity 7@/%( 2021 1. Ne_((F4y

IHopsanoxk
Ha3HAYEHHA JIeKAPCTBEHHBIX NPENapaToB

I. O6mue monoxeHus

1. Ha3zHadenue JIeKapCTBEHHBIX INPENAapaToB i1 MEAULIMHCKOIO IPHMEHEHHS
(mamee — JeKapcTBEHHBIE IpenapaThl) OCYLIECTBIETCA JI€YalldM  BpadoM,
densaiIepoM, aKkynepKoi B clIydae BO3I0KEHHs Ha HUX ITIOIHOMOYHKH JIeYaIllero Bpaya,
IIpHA OKa3aHHH MEIHUIMHCKOM TOMOIIM B MEIMIMHCKMX OpraHM3alisix’, B MOPSJIKE,
yCTaHOBJIEHHOM NPHUKa30M MUHHCTEPCTBA 3[PaBOOXPAHEHMS U COLHATILHOTO pa3BUTHA
Poccuiickoit ®eneparuu ot 23 Mapta 2012 r. Ne 2528 «O6 yrBepxaenun [lopsika
BO3IIOXKEHMS Ha (enpamepa, akyniepKy pyKOBOAUTEIIEM MENHLIMHCKONW OpraHH3aIiy
NPy OpPraHM3aldKM OKa3aHWS IIEPBUYHOH MENHKO-CAHMTAPHOH IIOMOINKM U CKOpOH
MEAMLIMHCKOM ITOMOIIK OTAENBHBIX (PYHKIIHIT Jedamero Bpaya 110 HEIOCPEACTBEHHOMY
OKa3aHMIO MEIUIMHCKOM IIOMOIIHM MAaleHTy B Iepuoj HaOMIOJeHHSA 33 HUM M €ro
JedeHHs, B TOM YHCIIE II0 Ha3HAYEHHUIO U MPUMEHEHMIO JIEKAPCTBEHHBIX IIPENapaToB,
BKJIIOYAs HAPKOTHUECKHE JIeKapCTBEHHbIE IIPETapaThl U IICHXOTPOIIHEIE JIEKAPCTBEHHbIE
npenaparsl»’, HHAUBHAYAIBHBIMHA  [PEANPHHUMATENSAMH,  OCYLIECTBIIAIOIIAMH
MEIMIIUHCKYIO JeATENBHOCTH (Jlajiee — MeIUIUHCKUE PabOTHHKH).

MenunyHcKuii paboTHHK, OGOPMHBIINIT peLENT C HapylIEHHEM HACTOAIICIO
MOpsfiKa, WM  PYKOBOAWTENb MENUIMHCKOM  OpraHM3alMHd  O0eCHeYrBaiOT
CBOEBpEMEHHOE MepeodhopMIIeHHE TpeOyeMOro i MalMeHTa PeLenTa.

2.CBemeHMs O HAa3HAYEHHOM JIEKAPCTBEHHOM Ipermapare (HaMMEHOBaHHUE
JIEKApCTBEHHOTO IIperapara, JO3UPOBKa, CIIOCOO BBEACHHS M NPUMEHEHHS, PEXHM
IO3MPOBaHWs, MPONODKUTENFHOCTs JiedeHuss M OOOCHOBaHHe  HasHAYeHUA
JIEKApCTBEHHOTO Tperapara) BHOCITCS MEIULHUHCKHM PaOOTHMKOM B MEIHLIUHCKYIO
JOKYMEHTALHIO MallAeHTa.

B ciyuasx, ykasaHHBIX B ImyHKTax 8—11 Hactosmero Ilopsjika, MeIMIMHCKUMI
pabOTHUK, HAa3HAYMBIIKM JIGKapCTBEHHBIM mpemapar, OGOpMIseT HasHaYeHUe
JIEKApCTBEHHBIX TpenapaToB, B TOM YHCIE MOJIEKAINIMX H3TOTOBICHUIO M OTIYCKY
alTeyHBIMH OPraHH3alUsIMHU (Jlajiee — JIeKapCTBEHHbIE NPENapaThl HHAUBUIYAIEHOTO
M3TOTOBJIEHMs), HAa pellenTypHOM OnaHKe, 0GOpMIEHHOM Ha OyMaXXHOM HOCHTeENe 3a
CBOeH MOAIHKCHIO (Jajee — pelenT Ha OyMaXKHOM HOCHTeNe), W (MIH) C COrJacus

! TTynkr 11 cratsu 2 ®enepansHoro 3axosa oT 21 Hoa6pa 2011 r. Ne 323-03 «O6 ocHOBax OXpaHBI 340POBbs IPAXIAH
B Poccuiickoit ®enepamym» (Cobpanne 3akoHonaTeNnbcTBa Poccuiickoit ®enepamun, 2011, Ne 48, cr. 6724, 2019, Ne 52,
ct. 7796) (nanee — OenepannHblii 3aKoH Ne 323-D3).

2 3aperncTpupoBaH MUHHCTEpCTBOM IocTuiH Poccuiickoiit ®enepauun 28 ampens 2012 1., perHCTpalMOHHBIH
Ne 23971 ¢ u3sMeHeHMAMH, BHECEHHBLIMHM MpHKa3oM MuHMCTepCTBa 3ipaBooxpaHeHus Poccmiickol ®enpepauyn
ot 31 okTa6ps 2017 r. Ne 882H (3apeructpupoBat MuHuCTepcTBOM IocTiImH Poccuiickoit @enepauu 9 seBaps 2018 1.,
perucTpauuoHHei Ne 49561).
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NALUEHTa WIA €ro 3aKOHHOTO MpEICTABUTENS HAa PEENTYPHOM OIaHKe B (opMe
3NIEKTPOHHOIO JOKYMEHTa C WCHOIb30BAHHEM YCUJIEHHON KBaTH()PUIIMPOBAHHON
3NIEKTPOHHOH NOANKCH MEAMIMHCKOTO paboTHHKa (mamee — pement B ¢opme
3NEKTPOHHOTO JOKyMEHTA).

Penent B ¢QopMme »5ieKTpOoHHOrO [JOKYMeHTa, CoAep)Kalluii Ha3HaYeHHE
HapKOTMYECKUX CpEeACTB WM  ICHUXOTPOIHBIX  BEIIECTB, IOIIHACHIBAETCS
C HCIIOJNB30BAaHHUEM YCHUJIEHHON KBAIH(QUIMPOBAHHOW 3JIEKTPOHHOM MOAIHMCH
Jedamlero Bpaya wid ¢enpiniepa, aKyolepkd, Ha KOTOPBIX BO3JIOXEHBI ()YHKIIMH
Jievalllero Bpaya, ¥ COOTBETCTBYIOIIEN MEIMUIIMHCKOM OpraHu3alum®,

Odopmienue penentoB B (popMe 3JIEKTPOHHBIX JOKYMEHTOB OCYLIECTBIISETCS
B Cllydae IPHUHATHS YIOIHOMOYEHHBIM OPraHOM HCIONHHUTENIFHON BIAaCTH CyOBeKTa
Poccuiickoit ®enepaiiud B COOTBETCTBHH C ITyHKTOM 4 crateu 6 ®emepansHOro
3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 o6GpalieHHH NEKAPCTBEHHEIX CPEACTBY’
pemeHuss o0 HCIIONB30BAaHUU Ha Tepputopuu cyObekta Poccuiickoit ®enmeparuu
Hapsady € pelelTaMy Ha JeKapCTBEHHBIE IpernapaTtsl, 0QOpMICHHEIMH Ha OyMaKHOM
HOCHTEJIE, PEIENTOB Ha JIEKApCTBEHHBIE Mpemnaparbl, cQOpMHpPOBaHHBIX B ¢opme
3NEKTPOHHBIX JOKYMEHTOB.

3.IIpy BBIMHMCKE HalMeHTa M3 MEAWIMHCKONM OpraHuM3aliM, B KOTOpPOH eMy
OKa3bIBANaCch MEIUIIMHCKAs IOMOIb B CTAIlHOHAPHBIX YCIOBUAX, IPH HEOOXOJUMOCTHU
IIPOAO/DKEHNs IpHUeMa JIEKapCTBEHHOro Ipemapata B aMOyJATOPHBIX YCIOBHSX
JAaHHOMY NAlMEHTy [0 pEMEHHI0 PYKOBOAUWTEN MEOUIMHCKON OpraHu3aiuu
Ha3Ha4yaloTcsa ¢ opopMIIeHHEM pellenTa B GopMe SJIEKTPOHHOTO JTOKyMEHTa U (M)
Ha OyMa)XHOM HOcHUTeJe (32 UCKItoueHHeM 0(OpMIIEHHUS PELIENITOB Ha JIEKAPCTBEHHBIE
npernaparsl, MOAJNEXaIIHe OTIYCKy OecIUIaTHO WM CO CKHAKOH) JHOO BBIAAIOTCS
(manMeHTy WIM €ro 3aKOHHOMY IIPEICTaBUTENO0) OJHOBPEMEHHO C BBITHUCKON
U3 uctopud OoNe3HH JeKapCTBEHHbIE IIpemapaTsl, B TOM YHCJIE HapKOTHYECKHE
U IICUXOTPOIIHBIE JIKApCTBEHHBIEC MpernapaTsl, BHeceHHbIe B ciiuckd Il u Il nepeuns
HapKOTHYECKUX CPEeACTB, MICUXOTPOIIHBIX BELIECTB U UX IPEKYypPCOPOB, MOMJIEXKAIINX
KoHTpoio B Poccuiickoit @enepanuy, yreepxkaeHHoro IIpasurensctBom Poccuiickoi
®enepauun’® (nanee — Iepeuens), CHALHOAEHCTBYIOIIME JTEKAPCTBEHHEIE IPENAPATEL,
Ha CPOK IpHeMa NalMeHToOM 10 5 THeH.

4. HazHaueHue JIeKapCTBEHHBIX IMpEeNapaToB IpH OKa3aHWM MEIULIMHCKOMN
MOMOIIM B CTAlMOHAPHBIX YCJIOBHSAX MOXET OCYIIECTBIATHCS IOCPEACTBOM
TpeOOBaHUH METUIIMHCKON OpraHu3alliH, HAIPaBIIIEMbIX B alTeYHble OpraHU3aIlH,
SABJISIONIMECS CTPYKTYPHBIMH [OIpa3/e/leHHAME MEUIIMHCKON OpraHu3alyu.’

5. HazHaueHHe JEKapCTBEHHBIX IMpPENaparoB OCYIIECTBISETCS MEAULMHCKUM
pabOTHUKOM IO MEXIYHapOJHOMY HENATEHTOBAaHHOMY HAaMMEHOBAaHHWIO, a MpPH €ro
OTCYTCTBHM — TpPYNIHUPOBOYHOMY WJIM XHMUYECKOMY HaUMEHOBaHUIO. B cmyuae

3 Mynkr 2 craten 20 ®eaepansroro 3akona Ne 323-®3 (Cobpanue 3akoHoAaTenscTBa Poccmiickoii ®eneparum, 2011, Ne
48, ct. 6724; 2021, Ne 27, ct. 5159).

4 Tyukr 1 crateu 26 @efepansHOro 3akoHa OT 8 sHBaps 1998 r. Ne 3-03 «O HapKOTHYECKHX CpelCTBAX
H IICHXOTPOMHLIX BemrecTBax» (CoOpanue 3akoHOAarenscTBa Poccmiickoif @enepammu, 1998, Ne 2, ct. 219, 2017, Ne 31,
cT. 4791) (nanee — @epepanbHblii 3akoH Ne 3-O3).

3 Co6panue 3akoHOaTebCTRA Poccuiickoit @epepanny, 2010, Ne 16, cr. 1815, 2019, Ne 52, ct. 7793.

¢ ITynkt 2 cTaten 2 PenepanbHOro 3akoHa Ne 3-@3 (Cobpanwue 3akoHomarensctsa Poccuitckoit eneparmm, 1998, Ne 2,
cT. 219; 2016, Ne 27, cT. 4238).

7 Iynkt 54 crath 4 ®egepansHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpameHnd JeKapCTBEHHBIX CPEICTBY
(Cobpanue 3axkoHOAaTenbcTBa Poccuiickolt ®enepammu, 2010, Ne 16, cr. 1815; 2019, Ne 31, c1. 4456) (manee —
DenepanbHblii 3akoH Ne 61-D3).




3

OTCYTCTBHA MEXIYHAPOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS U IPYIIIUPOBOYHOIO
WIH XUMHYECKOTO HAMMEHOBaHMS JICKapCTBEHHOrO Ipenapara JeKapCTBEHHBIN
mperapar Ha3HadaeTcs MEeIULUHCKAM pabOTHMKOM IO TOPrOBOMY HaWMEHOBAHHIO.
[lpy HaTMYUKd MEIUIUHCKHAX TMOKa3aHWi (MHAMBUIYyalbHAs HENEPEeHOCHMOCTb,
[I0 JKA3HEHHBIM IIOKa3aHWsM) II0 PEIICeHHI0 BpadeOHOM KOMHUCCHU MEAMLIIMHCKON
OpTraHH3alldM®  OCYIIECTBIAETCS HasHadeHwe ©  OQOPMIICHHE  HA3HAYEHHUS
JeKapCTBEHHBIX IIpPerapaToB, HE BXOIAIIMX B CTaHAAPTHl MEOUITMHCKON IOMOILH,
pa3paboTaHHBIE B COOTBETCTBUU ¢ IyHKTOM 14 crtateu 37 dDenepanbHOro 3aKoHa
Ne 323-03°, unm He INpPeIyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOM
peKoMeHianuei, 1100 110 TOProBeIM HauMeHOBaHUAM. Penienue BpaueOHOM KOMHUCCHU
MEAMIIMHCKOMN opraHu3anuy GUKCHPYETCs B MEAUIIMHCKOM TOKYMEHTAllUK NalleHTa U
B )KypHaJie BpaueOHO! KOMHICCHH.

Ecnii npu okazaHMM TMAlWeHTy MEAMIMHCKON IMOMOIM B MEAULIMHCKOH
OpPraHM3allii B CTal[MOHAPHBIX YCJIOBHAX IO pelIeHHI0 BpadeOHOM KOMHUCCHH
OCYILECTBIAIOTCS  Ha3HaueHHe U INPUMEHEHHE JIeKapCTBEHHOIO  IIipenapara
C KOHKPETHBIM TOPrOBBIM HalMEHOBaHHEM, TO IIPHU OKa3aHWU AAHHOMY IIALIUEHTY
MEJMIMHCKOM TOMOIIM B HHOM MEIUIUHCKOM OpraHM3allid B CTallHOHAPHBIX
YCIOBHAX, a TaKke B aMOYJIAaTOPHBIX YCIOBHAX OCYILECTBISETCS HAa3HAYCHHUE €My
JIEKApCTBEHHOTO NpeNnapaTa ¢ TeM e TOPIrOBEIM HaHMEHOBaHHEM ',

6. Hasnauenune eKapcTBEHHOTO Iperapara B pelente Ha OyMa)KHOM HOCHUTEJIe
WK perente B (popMe 3IEeKTPOHHOrO TOKyMeHTa o(popMIIsieTcs Ha UMs NallUeHTa, 1is
KOTOPOTO IpeqHa3HaueH JIEKapCTBEHHBIN Npernapar.

Penent Ha OymMakHOM HocuTelie, OGOpPMIICHHBI Ha pelenTypHOM OmnaHke
dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(i), yTBEpKIEHHEIX
HACTOSIIIAM TIPHKA30M, MOXeT OBITh TOJydYeH MaLUEHTOM, €ro 3aKOHHBIM
IpEeACTABUTENEM WIH JIALOM, WMEIOMUM O(OPMIECHHYIO B  COOTBETCTBHH
C TPaXIaHCKUM 3aKoHomarenbcTBOM Poccuiickoii @enepanud JTOBEPEHHOCTD
OT NaleHTa Ha IPaBo MOJyYEHUs TaKoro pelelnTa (gainee — YIOJIHOMOYEHHOE JIULO).

IpencraBieHne MOBEPEeHHOCTH He TpeOyeTcs B cilydae MOJIYYECHHS DeLENTa
Ha JIEKapCTBEHHBIH Npenapar il HHKypabelbHoro 60JIbHOr0 Ha 3aBEPLIAIOILEM JTalle
ero >KM3HHW JIMIIOM, OCYIIECTBISIONINM YXOI 3a TaKUM HHKypaOelIbHbIM OOJIBHBIM.
B TakoM ciilydae MEOUIIMHCKAM paOOTHHUK BBIAAET JHUIYY, OCYIIECTBIAIOIIEMY YXOZ
32 HHKypaGenpHBIM OONBHEIM, JOKYMEHT, IIOATBEPXJAIOMUN HHKypabenbHOe
COCTOsIHME OOJBHOrO, COMAepKamuii CBEeHUS O JIMIEe, KoTopoe OyneT Noiaydarhb
JIEKapCTBEHHEBIE MPenapaTtsl 1o peuenty (($haMuims, IMs, OTUECTBO (TocaeqHee — IpU
HAJIM4YKMK), BUJA, cepus ¥ (WIH) HOMEpP JOKYMEHTa, YAOCTOBEPSIOLIETO JIMYHOCTD),

¢ [Ipuka3s MHUHHCTEPCTBA 3APaBOOXPAHEHAS U COLMANBHOrO pasBuTmi Poccuiickoii ®enepauyn ot 5 Mas 2012 r. Ne 5021
«O6 YyTBEpXKICHMH TMOpAAKA CO3JaHUA M JOEATEeNbHOCTH BpadeOHOM KOMHCCHHM MEIMIMHCKONW OpTaHu3alimny
(3apeructpupoBad MunucTepcTBOM focTHIMH Poccuiickolt ®eneparmu 9 monsa 2012 T., perucTpauonHsiii Ne 24516)
¢ M3MEeHEHMAMY, BHECCHHBIMM PHKA30M MUHHCTEPCTBA 3ApaBooxpaHenus Poccuiickoii Penepauuu ot 2 aekadpsa 2013 r.
Ne 886w (3apeructpuposan MuHucTepcTBOM rocTHUMH Poccuiickoii ®eaepauun 23 aexabps 2013 1., perucTpalHOHHBLH
Ne 30714). :

° CobGpanne 3akoHOAaTENECTBA Poccuiickoii ®enepanuu, 2011, Ne 48, ct. 6724.

10 TTynkr 2 nocranosnenns IpasurensctBa Poccuiickoif @enepannu o1 30.06.2020 Ne 965 «O BHeceHHM H3MEHEHUH
B TIpaBuna GpopMUPOBaHMA IEPEUHA JEKAPCTBEHHBIX CPEACTB, 3aKyIKa KOTOPBIX OCYIIECTBIIAETCS B COOTBETCTBHH ¢ HX
TOPrOBHIMH HAWMEHOBAHWAMH, W O MPHMEHEHHH JCKApCTBCHHBIX MPENAapaToB C KOHKPETHBIMH TOPTOBBIMU
HanMeHoBaHusMu» (Cobpanue 3akoHonarenscTBa Poccuiickoii ®enepanun, 2020, Ne 28, ct. 4422).
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3aBepEHHBIM IOAMKCHI0 M IEYaThI0 JAaHHOTO MeNUUIMHCKOro pabOTHHKA, a TaKxke
[IeYaThl0 MEIUIIMHCKON OpraHu3aluu.

JIOKyMEHT, MOATBEPKIAIOMHKI HHKypabellbHOe COCTOSHIE OOIBHOr0, OCTaeTCs
B allTeYHOUN OpraHU3alluH.

Penent B opMe 37€KTPOHHOTO NOKyMeHTa (OpPMHUpPYETCS C HCIOIB30BaHHEM
roCy/IapCTBEHHOM MH(POPMAIMOHHON CHCTEMBI B cdepe 3ApaBOOXpaHEHHS CyOBEKTa
Poccuiickoii ®enepanyn, MEIUIUHCKOW HH(MOPMALMOHHON CHCTEMBI MEIUIMHCKON
oprauu3anuy .

@axT BEIHAYX peLieriTa Ha JIEKapCTBEHHBIN IpernapaT 3aKOHHOMY IIPEICTaBUTEIIO
HITH YIIOJIHOMOYEHHOMY JTUIY (PUKCHPYETCS B MENUIIMHCKOH JOKYMEHTALIMH [TAIIUEHTA.

7. MegvuuecKkuM ~— paboTHHKaM  3ampemaercs  OQOpMISTE  PELEHTh
IpH OTCYTCTBUH Yy TNAlMEHTa MEAWLMHCKUX II0Ka3aHUH; Ha HE3aperuCTPUPOBAaHHBIE
JeKapCTBEHHbIE  IIpemapaThl'’; Ha  JIEKApCTBEHHBIE  IIpemaparbl,  KOTOpBIE
B COOTBETCTBHU C HMHCTPYKIMEH MO MEAULMHCKOMY INPUMEHEHHUIO IIPeIHa3HAYCHBI
IUTS IPUMEHEHHUS TOJBKO B MEAUIMHCKUX OPraHU3alMsx; Ha HAPKOTHYECKHE CPEACTBA
¥ IICHXOTpPOITHBIE BellecTBa, BHeceHHbIe B crucok II Ilepeuns, 3aperucTpupoBaHHBIE
B KadecTBE JICKAPCTBEHHBIX IpPEMapaTroB, B LENAX IOPUMEHEHHUs A JICYCHHS
HapKOMaHUH.

VHouBuayanbHBIM —IPENIPUHUMATENSM, OCYIIECTBISIONMM MEIUIIHHCKYIO
IeATeNbHOCTh, JOMONHUTENPHO K TpeOOBaHMSAM, YKa3aHHBIM B abzale IepBOM
HACTOSAIIEro IMyHKTa, 3ampemaercss opopMIATh PELENTHl Ha HAPKOTUYECKHE CPE/ICTBa
¥ IICHXOTpPOIHEIE BemlecTBa, BHeceHHble B crmuckd I m III Tlepeuns (mamee —
HAPKOTHYECKHE W TCUXOTPOIHBIE JeKapcTBeHHble mpenapaTsl crnuckoB II u III
Tlepeuns).

8.[Ipy Ha3HaYeHUMM HAPKOTMYECKUX M IICUXOTPONHBIX JIEKAPCTBEHHBIX
npemnaparoB criucka Il [lepedns, 3a uCKIOUEHHEM JIEKAPCTBEHHEIX IIPENApaToOB B BUJIC
TpPaHCIEPMANbHBIX TEPAalleBTHMYECKMX CHCTEM M JIEKAapCTBEHHBIX IIPENaparos,
cofepamux HapKOTHYECKOE CPEeNCTBO B COYETAHHMH C AHTAarOHMCTOM OIMMOHIHBIX
PELIENTOPOB, pelenThl Ha OyMaXKHOM HocuTene OQOpPMILIIOTCS Ha PEHENTypHOM
onanke ¢opmsel Ne 107/y-HIIL.

9. PenernrtypHbiii 61ank Gopmsr Ne 148-1/y-88 odopmiriercs ipy Ha3HAYECHUH:

1) HapKOTHYECKUX M TMCHXOTPOIHBIX JIEKApCTBEHHBIX IIpenaparoB comcka I
IlepeyHs B BHAE TpPaHCACPMAIBHBIX TEPANEBTHYECKMX CHCTEM, HAPKOTHYECKUX
jgekapcTBeHHBIX IpemaparoB cnucka I Ilepeuns, coxepxamux HapKOTHYECKOE
CPEJICTBO B COYETAaHHH C AHTArOHMCTOM OIHOMAHEIX PELENTOPOB, MCHXOTPOMHBIX
JieKapCTBEeHHBIX IpenaparoB cnucka IlI Iepeuns;

2) KOMOMHUPOBAaHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COAEPKAIIUX:

a) KOJEHH WIM €ro coyii (B IepecueTe Ha YUCTOE BEIIECTBO) B KOJIMYECTBE
710 20 MT BKIIIOUHMTENEHO (Ha 1 103y TBEpIOoii JIeKapCTBEHHOM (POPMBI) HITH B KOTHYECTBE
10 200 mr BxmounTensHo (Ha 100 vt wim 100 T )XUAKO#M JiekapcTBEHHOM GOPMBI A1
BHYTPEHHETO IIPUMEHEHUS);

1 Crareu 91 u 91.1 @enepansroro 3akona Ne 323-O3 (CoGpanue 3akoHozaTelbcTBa Poccmiickolt ®enepaumu, 2011,
Ne 48, cT. 6724; 2021, Ne 27, ct. 5141).

12 pemenve CoBera EBpasuiickoii SKOHOMHYECKOH KoMuccHH OT 3 HomOpsa 2016 r. Ne 78 «O IlpaBunax perucTpaniyn
H OKCNEPTH3bl JIEKAPCTBEHHBIX CPEACTB MIA MEIHIMHCKOrO0 MNpHMeHeHHs» (opuumanbHelii caiit Epasuiickoro
SKOHOMHYECKOr0 COI03a hitp://www.eaeunion.org/, 21 mHos6ps 2016 r.). Crates 13 @exgepanbHOro 3aKoHA
Ne 61-®3 (Cobpanvie 3akoHoaTeNbCTBa Poccuiickoit ®eaeparmy, 2010, Ne 16, cr. 1815; 2020, Ne 14, ct. 2028).
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0) mnceBmoddeqpuHa THUAPOXIOPHUA B KOJMUYeCcTBe, mpeBblmaromeM 30 r,
1 10 60 Mr BxmroYnTeENBHO (Ha 1 103y TBEpIO¥i iekapcTBEHHOH QOpMEI);

B) IMCeBAOd(eIpUHa THUIPOXJIOPH] B KOIM4YecTBe, mpesblmaronmieM 30 wr,
1 70 60 Mr BKIIOYHTEIHHO B COYETAHWH C JEKCTpOMeTOophaHOM IHApOoOpPOMHIOM
B KONIMYECTBE, MpeBbimatoneM 10 Mr, 1 go 30 Mr BKmounTensHO (Ha 1 103y TBepAoi
JeKapcTBeHHON (HOpMEI);

r) JekctpoMeTopdana ruapoGpoMus B komudectBe 10 200 MI BKIIOYHTEIBHO
(#a 100 vt wm 100 1 KUIKO#M JIeKapCTBEHHOM (GOPMBI 1Sl BHY TPEHHETO IPHMEHEHHA);

n) sdenpruHa THIPOXIOPH] B KomudecTse, npepbimatomeM 100 mr, u 1o 300 mr
srmounTensHo (Ha 100 mut unu 100 rxuakoit nekapcTBeHHON (OpMBI AJI BHYTPEHHETO
IIPUMEHEHH);

¢) sdenpruHa rHAPOXIOPHA B KoamdecTBe 10 50 Mr BKIIOYMTENbHO (Ha 1 nosy
TBEPIO# JIEKapCTBEHHOM (HOPMBI);

K) (QEHUIIPONAHOIAaMUH B KOJNHYecTBe IO 75 Mr BKIouuTensHo (Ha 1 nosy
TBEPOI TekapcTBeHHO#M GopMer) wiu 1o 300 mr BrmouuTensHo (Ha 100 M wmm 100 ¢
YKHIKOM JIEKApCTBEHHOM (HOPMEI ISl BHYTPEHHETO [IPUMEHEHM );

3) ¢eHOOapOUTAT B KONUYECTBE OO 15 Mr BKIIIOYMTENBHO B COYETAaHHMHU
C KomewHOM (MIH €ro COJSIMH) HE3aBHCHMMO OT KonudecTBa (Ha 1 1o3y TBepooH
JieKapCTBEHHON (OPMBI);

¥) ¢eHobGapbutan B komudecTBe 10 20 Mr BKIIOYHTEIBHO B COYETAHHH
¢ 3(QeApUHOM THUIPOXIOPUIOM HE3aBUCUMO OT KonudecTBa (Ha 1 103y TBepaoi
JieKapCTBeHHON (GOpPMBI);

K) XJIOpAMA3eNOKCHJ B KONW4ecTBe, mpesblmaromeM 10 mr, u go 20 wmr
BKJIIOYMTENBHO (Ha 1 103y TBepHO# JIEeKapCTBEHHOH (OpPMEI);

3) neKapCTBEHHBIX MpenapaToB UHANBHIYAIbHOIO W3TOTOBIICHUS, COLEPKAIIUX
HapKOTHYECKOE CPEICTBO WM NICUXOTPONHOE BemecTBo cnucKa II Ilepeuns, u npyrue
¢dapmakooruyeckiue aKTUBHBIE BEIECTBA B J03€, HE NPEBBILAIOIIEH BBICIIYIO
Pa30BYIO 103y, U IIPH YCIIOBUH, YTO 3TOT KOMOMHHPOBAHHBIN JT€KapCTBEHHEIH Ipenapar
He SBIAETCS HAPKOTHYECKHUM UM IICUXOTPOITHBIM JIEKAPCTBEHHBIM IPENApaToM CIIHCKa
II Ilepeuns;

4) JeKapCTBEHHBIX TIIPENaparoB, BKIIOYEHHBIX B IIEPEUCHb JIEKAPCTBEHHBIX
CpPECTB I MEIUIIMHCKOTO IIPHMEHEHHN S, OJIEXKAIIHX IIPEAMETHO-KOJIMIECTBEHHOMY
yueTy (manee — IeKapCTBEHHbIE PENapaThl, BKIFOYEHHEIE B niepeveHs [IKV)L.

10. PenientypHbIit OJaHK dopmer  No 148-1/y-04(xm) odopmisercs
IpH Ha3HAUYEHHWH JIEKapCTBEHHBIX HpeNapaToB TIpaXJaHaM, HMMEIOIIUM IIpaBo
Ha OeclIaTHOE TIIOJydYeHHE JIEKAPCTBEHHBIX MpENaparoB MHIM  IIOJyYeHHe
JIeKapCTBEHHBIX MPENapaToB CO CKUAKOM.

11. Penentypusrit 6ank popmel Ne 107-1/y odopmisierca nIpy Ha3HAYECHUH:

1) nekapCTBEHHBIX IpenapaTroB, He YKa3aHHBIX B NyHKTax 8, 9 HaCTOSAILEro
Ilopsnxa;

2) KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COAEPKALIMX:

a) SproTaMyHa THAPOTAPTPAT B KOMMYECTBE IO 5 MI' BKIIOYHTENBHO (Ha 1 no3y
TBEPJIOH JIeKapCTBEHHOH (QOpMBEL);

6) >3depuHa rEAPOXIOPHA B KomudecTse 1o 100 Mr BkmoduTensHO (Ha 100 Mt

13 TMommynkr 5.2.171(1) mynkta 5 nocraxosnenus IlpaButenscTBa Poccuiickoit ®enepamuu ot 19.06.2012 Ne 608 «O6
yTBepkaeHnd [lonoxenua o MUHHCTepcTBe 3apaBooxpaHeHHss Poccumiickod ®enepauuu» (manee - Ilomoxenue o
Munucrepctse) (CoGpanue 3akoHoxatenscTBa Poccniickoit @enepanuy, 2012, Ne 26, c1. 3526; 2013, Ne 16, cr. 1970).




.
win 100 T XUAKOI IeKapCTBEHHOM (GOPMEI IS BHYTPEHHETO MPHUMEHEHHS ),

B) IceBnoddenpruHa THAPOXJIOPHU] B KOMMYECTBE, He mpeBblmaromeM 30 mr
(na 1 mo3y TBepAOH JIeKapcTBEHHOM (HOopMBI);

r) nceBgoddenprHa THAPOXJIOPHI B KOJIMYECTBE, He mpeBbimaromeM 30 wr,
B COUYETAHHH C JeKCTpoMeTopdaHOM IHIpoOpOMHUIOM B KONUYECTBE, IPEBBIIIAIOIIEM
10 mr, 1 70 30 Mr BKIFOUKMTENBHO (Ha 1 103y TBepHOH JIeKapCTBEHHOH QOpMEI);

I) IexctpoMeTtopdaHa rHapoOpoMHJ B KoJM4ecTBe, IpeBblmatonmiemM 10 mr,
1 10 30 Mr BKIIIOYHTENHHO (Ha 1 103y TBepAoii ieKapCTBEHHO# GOpMEI);

e) ¢enobapbutanm B KomMyecTBe, mpeBblmatomeM 20 mr, u po 50 wmr
BKJIIOYHTENBHO (Ha 1 103y TBepIOii IeKapCTBEHHOH (HOpMBI);

x) ¢eHoOapbutan B KomumdecTBe M0 20 Mr BKIIOYUTENBHO B COYETaHHH
C 3proTaMHHOM THIPOTAPTPATOM HE3aBHCHUMO OT KoiudecTBa (Ha 1 mo3y TBepro
JeKapCTBEHHOH (hOPMEI);

3) XJIOpJHa3eMoOKCH ] B KoiudecTBe 1o 10 Mr BKIIrounuTeNnsHO (Ha 1 103y TBepaoi
JieKapCcTBEHHON (GOPMBI).

12.1lpy  Ha3sHa4eHWW  JIEKAPCTBEHHOIO0  IIpemapara  HMHIWBHIYalbHOIO
U3TOTOBIEHUSI B pelenTe Ha OyMaKHOM HOcuTele M (WIH) penente B Qopme
3JIEKTPOHHOTO JOKyMEHTa HaWMEHOBaHHs JIEKApCTBEHHBIX CpEICTB (BENIECTB),
BKIIIOYeHHBIX B mepedeHb I[IKY, ykasplBaloTCs B Haudane pelelTa, 3aTeM — BCe
OCTaJIbHBIC UHTPEINUECHTEI.

13. Tlpu Ha3sHAUYeHWH JIEKAPCTBEHHOTO Iperapara B pelenTe Ha OGyMaKHOM
Hocutene M (W) perente B (opMe BIEKTPOHHOIO IOKYMEHTa 3allpellaeTcs
MIPEBHIIIATh KOJMUYECTBO HAPKOTHYECKHX CPEACTB WM IICHXOTPOIHBIX BEINECTB,
KOTOpPO€ MOXeT OBITh BBIMHCAHO B OOHOM DELENTE, YCTAHOBIECHHOE IPUIIOKEHHEM
Ne 1 x HactosimeMy ITopsinky, 3a HCKITFOUEHHEM CIy4daeB, YKa3aHHBIX B ITyHKTaxX 15
1 24 Hacrosmero Ilopsaka.

14. [Ipy Ha3Ha4YeHWM JIEKapCTBEHHBIX IPEMapaToB, BKIIOUEHHBIX B IIEPEYEHBb
IIKY, no3a KOTOpHIX IIpeBBIIIAET BBICHINM ONHOKPATHBIA IIPUEM, MEIUIMHCKHM
paboTHHK 0003Ha4aeT 03y OJTOr0 JIEKAapCTBEHHOI'O IIpenapara B  peLenTe
Ha OyMaXHOM HOCHTENe IpOIMNCHIO C IMPOCTAaBICHMEM BOCKJIMLIATEIEHOTO 3HAKa
¥ (WIK) IpPOCTaBIIfET BOCKIHLATENBHBIH 3HaK Ipu OoGOpPMIIEHMH pelenTa B (Gopme
3JIEKTPOHHOTO JOKyMEHTA.

15. KomuyecTBO Ha3HAa4YeHHBIX JIEKAPCTBEHHBIX MPENaparoB, BKIIOYEHHBIX
B nepeueHs [IKY, npu okazaHuy NanMeHTaM, HY XKJAIOMUMCS B [UINTEIHHOM JICYECHHH,
MEPBUYHON MEIMKO-CAaHMTAPHOW NMOMOIIM U MaJUIMATHBHON METUIMHCKOW MOMOIIH
MOXeT OBITh YBEJIMYEHO C yIETOM KIHMHIHIECKAX peKOMeHjanui He 6osee 4eM B 2 pasa
II0 CPaBHEHMIO C KOJINIECTBOM HApKOTUYECKHUX CPEICTB HIIH IICHXOTPOINHBIX BEILIECTB,
KOTOpOE MOXXET OBITh BBINMCAHO B OJHOM pPELENTe, YCTaHOBIEHHEIM IIPHIIOKECHHEM
Ne 1 k HacTosimemy Ilopsnky.

B ciydasx, mnpemycMOTpeHHBIX a03aleM IepBbIM HACTOAINEro IyHKTa,
Ha pellenTax Ha OyMa)kHOM HOCHTeNle Ipou3BoguTcs Haamuch «llo cnenuansHOMy
Ha3HAYEHHIO», OTIEIBHO 3aBepeHHas IMOANUCHI0 MEIMIMHCKOro paboTHHKa
W [edaThlo MeIUIMHCKOM opramumsamuu «Jlis pelienToB», Ha pelenrtax B ¢opme
3JIEKTPOHHOI0 JOKyMEHTa IPOU3BOIUTCA OTMeTKa «llo crenuanbHOMy HasHAYECHHUION
C TMPOCTaBJIeHWEM YCHWICHHOW KBalU(UIMPOBAHHOM 3JIEKTPOHHOH  ITOMIHMCH
MEINIMHCKOro pabOTHHUKA.

16. CocTaB J1eKapCTBEHHOTO IIpenaparta, JeKapcTBeHHas ¢opMa U oOpamieHue
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MEeAULUHCKOTO paboTHHKa K (apMmaleBTHUeCKOMy paboTHHKY 00 OTImycke
JIEKapCTBEHHOTO Tpemnaparta Ha OyMaXxHOM HocuTene 0GOpMIISIOTCS Ha TaTHHCKOM WK
PYCCKOM sI3bIKE€ B POAUTENHHOM IMajexe, 3a UCKIIOUYeHHEM OQOPMIICHHS PELeTOB
B (opMe ANIEKTPOHHOr'0 JOKYMEHTA, OCYIIECTBIIIEMOT0 Ha PyCCKOM SI3BIKE.

IIpu odopmileHUH penenTypHbIX OJaHKOB [OIyCKAaeTCs HCIONb30BaHUE
cokparmeHuii (npunoxxenue Ne 2 k HactosmeMy [lopsaaky).

IIpn Ha3Ha4YeHWW JIEKAPCTBEHHOTO IIpermapara He MAOITyCKaeTCs COKpaIleHHe
HaUMEHOBaHMII  MHTPEAMEHTOB, COCTABMIOMMX  JIEKapCTBEHHBIM  Impernapar,
HE T03BOJIAIONINX YCTaHOBHUTH, KAKOM UMEHHO JIEKApCTBEHHBIN ITpenapaT Ha3Ha4YeH.

17. Cnoco6  mpuMeHeHHsI  JIEKApCTBEHHOrO  Iipermapara 00o03HaydaeTcs
C YKa3aHHEM ITyTH BBEAEHMS, JO3bl, YACTOThI, BpEMEHH IIpHeMa OTHOCHUTEIBHO CHA
(YTpoM, Ha HO4Yb) M €ro MJJIUTENBHOCTH, a Ui JIEKapCTBEHHBIX IIpENapaTtos,
B3aMMOJEHCTBYIOMNX C MHUIIEH, — BpEMEHH MX YNOTpeOIeHHsI OTHOCUTENIBHO IpHeMa
TIUIIH (10 €ABI, BO BpeMs €Ibl, TIOCJIe e/Ibl).

18. [Ipu HEOOXOOUMOCTH HEMEUIEHHOTO WIM CPOYHOro (B Te4EeHHEe BYX
pabouux OHeH) OTITycKa JIEKApCTBEHHOTO IIpemapara MalieHTy B BEpXHEH 4acTH
peuienTa Ha OyMaXXHOM HOCHTENE IIPOCTABIIAIOTCS 0003HaUEHHs «Citoy» (CpOYHO) HIIH
«statim» (HeMeIJIeHHO). AHAJIOTUYHbIE 0003HaYEHNS IPOCTABIIAIOTCS B BUJI€ OTMETOK
npu opopMIIEHHH peLenTa B popMe 3INeKTPOHHOTO JOKyMEHTA.

19.1Ipu odopMiaeHNH Ha3HA4YE€HHUsT TOTOBOIO JIEKAPCTBEHHOTO Ipernapara
B pellenTe Ha OyMaKHOM HOCHUTEJIe WU pellente B (opMe 3IeKTPOHHOrO JOKYMEHTA
KOJIMYECTBO JEHCTBYIOIIMX BEIIECTB YKAa3bIBAaCTCS B COOTBETCTBUM C HMHCTPYyKLHEH
10 MEOMIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO npemnapara. JloImycTuMoO yKa3nIBaTh
JIO3UPOBKY JIEKAPCTBEHHBIX IMPENapaToB CHCTEMHOro AeHcTBHs (IS pe30pOTHBHOTO
IpreMa) B TBEPABIX JEKapCTBEHHBIX (opmax (Hampumep, TabJETKH, MOPOILIKH,
KaliCyJbl) KaK CojAep)XKaHWe OIHOTO WM HECKONBbKHX MAeHCTBYIOIIMX BEIIECTB
B e[IWHHUIIAX Macchl (B rpaMMax, MIWUIMrpaMmax). JlomycTuMo yKassIBaTh JO3UPOBKY
JIEKapCTBEHHBIX TIPETIApPaTOB CHCTEMHOTO AeHCTBHS (11 pe30pOTUBHOTO IPUMEHEHNS)
B OKMOKHX JI€KapCTBEHHBIX (opMax (HampuMmep, pacTBOpPBI, CYCHEH3UM) Kak
cofiep>KaHWe OJHOTO WJIK HECKOJBKUX AEUCTBYIOLINX BEIIECTB B €IMHHUIAX MACCHl Ha
eqUHHUIYY 00beMa (HarpuMep, MIJLTUTPaMM/MIJUTIITATP) ¢ YKa3aHHeM o01iero ooreMa
JieKapcTBEHHON (hOPMBIL.

IIpu odopmiteHUN Ha3HA4YeHHs JIEKAPCTBEHHOIO Ipenapara MHIUBUAYaJIBHOTO
U3rOTOBIIEHHS B pellenTe Ha OyMaXXHOM HOCUTele WM pelente B Qopme
SNIEKTPOHHOTO JTOKYMEHTa KOJHMYECTBO TBEPABIX M CHITy4HX (apMaleBTHYECKUX
cyOcraHnuii ykaspiBaercs B rpammax (0,001; 0,5; 1,0), xuakux — B MHJUIMIMTDAX,
rpaMMax U Karisix.

20. Peuentel Ha OyMaXHOM HOcHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTA,
ohopMIIeHHBIE Ha peienTypHOM G1aHke popMmbl Ne 148-1/y-88 u npennasHaueHHbIE I
OTIIyCKa JIEKApCTBEHHBIX IMpPENaparoB, IPEIyCMOTPEHHBIX NOANMyHKTamH 1-3
nyHkTa 9 Hacrosmero Ilopsnka, NeHCTBUTENBHBI B TeYeHHE 15 nOHEH co AHA
ohopmieHHs.

21. Penentel Ha OyMa)KHOM HOcUTeNe, B (opMe 3IEKTPOHHOIO JOKYMEHTa,
obopMIIeHHBIE Ha pelenTypHOM Gnanke dopMel Nel148-1/y-04(x1) u npeqHa3HaYECHHEIE
I OTIyCKa JIEKApCTBEHHBIX IpernaparoB IpaXiaHaM, yKasaHHbIM B IyHKTe 10
Hactosiero Ilopsmka, AelicTBuTensHBI B TedeHne 30 AHel co aHA odopMieHHS,
33 HCKJIIOUEHHMEM CITydaeB O(pOpMIIEHHS pelleniTa B COOTBETCTBHHU C ITyHKTamH 38 u 39
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Hactosimero Ilopsaka, mpu KOTOpPBIX OH AEHUCTBHUTENIEH B TeueHHe 15 nmHe# co mHA
odhopmIieHus.

22. Penentel Ha OyMakHOM HocHTene, B (opMe SIEKTPOHHOTO JTOKYMEHTa,
odopmieHHbIe Ha penentypHoM OnaHke ¢popmel Ne 148-1/y-04(i1) u mpeqHa3HaAUYEeHHBIE
IUIsl OTIIyCKa JI€KapCTBEHHBIX IperapaToB IpaKAaHaM, JOCTHTIIMM I[T€HCHOHHOTO
BO3pacTa, MHBAIMJAM II€pBOM TIpyNmbl, ACTAM-UHBAIWAAM, a TakXe TpaxaaHaM,
CTpalaloIUM XPOHUYECKIMH 3a00JIeBaHIAMHE, TPEOYIOIIMMHU JTUTENBHOTO KypCOBOTO
JieueHus, AeUCTBUTENbHEI B TedeHre 90 qHeit co AHs odopMileHHUs, 38 UCKIFOYSHUEM
clly4aeB, YKa3saHHBIX B MyHKTax 38 u 39 Hactodmero Ilopsigka, mpu KOTOpBIX
OH JIeiCTBUTEJIeH B TeueHue 15 nue#t co aHA opopmieHUs.

JUis nedeHHss XpOHUYECKUX 3a00JieBaHMH YKa3aHHBIM KaTeropusM TpaxIaH
JIeKapCTBEHHBIE MpemnapaTthl ¢ odOopMIIEHHEM peLenToB Ha OyMaXXHOM HOCHTENe
WIH peuentoB B (opMe 3IEKTPOHHOrO JOKyMEHTa MOTYT Ha3HaudaThCsl Ha Kypce
neyeHns no 180 nueii.

23. Pententel Ha OyMa)XHOM HOcHUTelle, B (popMe 3JeKTPOHHOTO IOKYMEHTa,
odpopMmieHHble Ha perentypHoMm Onanke ¢gopmer Ne 107-1/y u mpenHazHadeHHBIC
IUTS OTIyCKa JIEKApCTBEHHBIX IIPEMapaToB, PeyCMOTPEHHBIX MyHKTOM 11 HacTosmero
INopsanka, neiicTBUTENsHEI B TedeHue 60 qHeit co aHs odopmiieHuUs.

IIpy Ha3HauYeHHWH TOTOBBIX JIEKAPCTBEHHBIX IMPEMNapaToB U JIeKapCTBEHHBIX
IpernapaToB HMHIWBHUOYAJBHOTO W3TOTOBIICHHSA NalMeHTaM ¢ 3a00JIeBaHUSMH,
TpeOYIOMUMH ITUTEIBHOIO KypCOBOTO JiedueHHd, ¢ 0GOpMIIEHHEM Ha pelenTypHOM
onmanke ¢opmel Ne 107-1/y pementa Ha OyMaXHOM HOCHTENe WM B ¢opMme
3NEKTPOHHOIO JIOKYMEHTa yCTaHaBIMBaeTCA CpPOK JACHCTBUS perenta B Ipenenax
10 OAHOTO rofa.

B ciydae ycraHOBNIEHHUS cpoKa ACMCTBUA pellenTa B Mpeaenax M0 OJHOro rojaa
B peliente mpou3BoauTcs Haamuce: «[lo cenuansHOMY Ha3HauYeHHIO», 0003HaYaeTCs
CpPOK HOEHCTBUSA pelenTa U MEepHOJUIHOCTh OTIyCKa JIEKapCTBEHHBIX IIpENapaToB
U3 alNTe4YHOH OpraHM3aluMd WIM WHIUBUAYAIBHBIM IIpedNpHHUMAaTeNeM, UMEIOIIHUM
JHLEH3HIO Ha (apMalleBTHIECKYIO IeATENLHOCT * (e5KeHEENBHO, €)KEMECSIHO U MHBIE
nepuoAsl). J[ONONHUTENBHO 3TO YyKa3aHHE 3aBepseTcs MHOANUCHI0 MEIHUIHUHCKOIO
pabOTHUKA, a TakXe IedJaThl0 MEINUIIMHCKOM opraHuzanmuu «Jas peuentoBy
(mns peuenta Ha OyMaKHOM HOCHTENE) WIHM YCHJIEHHOW KBaIH()UIMPOBAaHHON
9JIEKTPOHHOW TIOANHUCHI0 MEIUIIMHCKOro pabOTHHKAa W JHIA, YIOJTHOMOYEHHOIO
3aBepATh JOKYMEHTHI OT UMEHH MEIWLIMHCKOW OpraHu3aluu (Ijs peLernra B ¢gopme
3JIEKTPOHHOTO TOKYMEHTA).

24. Peuentsl Ha IeKapCTBEHHBIE IpeNapaTsl, BKIIOUYeHHBIE B riepedens [IKY, nms
JiedyeHNs MAIlMeHTOB ¢ XPOHHMYECKUMH 3a00JIeBaHUSIMU MOT'YT OQOPMISTECS Ha Kype
ynedeHus no 60 nHei.

B crnydae, korga Kypc JedeHus coctaBisieT 6onee 30 nHel, HOMOIHUTENBHO
B pelentax Ha OyMa)XHOM HOCHTeNIe NMPOU3BOAUTCSA Hamnuch «Ilo crmenuambHOMY
Ha3HAYEHHUIO», 3aBepeHHAs TMOANMKCHI0 MEOUIIMHCKOro paboTHHMKAa W Ie4YaThio
MEAWIIMHCKOM opraHu3aluu «Jlji1 pelenToBy», Ha peuenrax B (opMe 3IE€KTPOHHOTO
IOKyMeHTa  mnpousBogutrcs  orMmetka «llo  cnemmambHOMY — Ha3HA4EHHIO»
C TIpOCTaBJeHHWEM YCWICHHOH KBaIH(ULHUPOBAHHOW JIEKTPOHHON MOAINUCH

4 TMynxr 47 gactu 1 cTatem 12 ®enepansHoro 3akoHa oT 4 Mast 2011 r. Ne 99-d3 «O IuLEH3UPOBaHAH OTACIBHBIX BHIOB
nesTenpHOCTI (nanee — MemepanbHblii 3aKkoH Ne 99-D3) (Cobpanue 3akoHogaTenscTBa Poccuiickoit denepammu, 2011,
Ne 19, ¢T. 2716; 2021, Ne 27, cT. 5177).
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MEIUIIMHCKOro pabOTHUKA U JIHLA, YIOTHOMOYEHHOT'O 3aBEPATh JOKYMEHTHl OT HMEHH
MeIULUHCKOM OpraHU3alyy.

25. Pement Ha OyMaXHOM HOcHTene B (OopMe 3IEKTPOHHOIO JOKYMEHTa,
0o(OpMIIEHHEIN C HapylIeHHEM YCTaHOBIECHHBIX HactosmmM [lopsinkom TpeGoBaHMIA,
CUMTAETCS HeIeHCTBUTEILHBIM.

II. HasHaueHue 1eKapCTBEHHBIX NpenapaToB IPU OKa3aHUHU
MeIUITHHCKOM MOMOIIIY B CTALIMOHAPHBIX YCIOBHIX

26.Ilpu oka3aHWM MAUMEHTY MEIWLMHCKOM IIOMOIIM B CTallMOHAPHBIX
YCIIOBUAX Ha3HAYEHHE JIEKapCTBEHHBIX MMpENnapaToB IMpoU3BoAUTCA 6e3 odopMiIeHHs
pelenta MEOUIMHCKAM pabOTHHUKOM €IMHOJIUYHO, 32 HCKIIOYEHHEM CIIy4aes,
yKa3aHHBIX B IIyHKTe 27 HacTosmero Iopsaxka.

27. CornacoBaHre Ha3HAuY€HUS JIEKAPCTBEHHBIX IIPENapaToB € 3aBEAYIONIUM
OTAENCHUEM WJIM OTBETCTBEHHBIM IEXYypHBIM BpauoM JHOO APYTHM JIHIIOM,
YIIOJIHOMOYEHHBIM ~MpPHUKAa30M TIJIaBHOTO Bpada MEAMLUHCKOHW OpraHW3aluHy,
a TaKke, NPH HAJIMYHH, C BPAuOM — KIHHUYECKHM (hapMaKoioroM HeoOXoAuMo
B ClTy4dasx:

1) ONHOBpEMEHHOTO Ha3HA4YeHUs NATH U OoJiee JIEKapCTBEHHBIX IIPENIapaToB
OJHOMY TaIlUEHTY;

2) Ha3HA4YCHUS JIeKapCTBEHHBIX IIpernaparos, HE BXOJAITAX
B IIepeYeHb JKU3HEHHO HEOOXOMMMEIX W BRXHEHIIMX JIEKAPCTBEHHBIX IpenapaTos’’,
IpA HETUNMYHOM TedeHUH 3a00lieBaHMs, HAIMYUH OCIOXHEHHHA OCHOBHOIO
3a00J1eBaHus U (M) COITyTCTBYIOUIMX 3a00IeBaHUH, IPH Ha3HAYEHUH JIEKAPCTBEHHBIX
IpenapaTroB, OCOOEHHOCTH B3aWMOJEHCTBUS M COBMECTHMMOCTH KOTOPBIX COTJIACHO
MHCTPYKIMAM II0 HX I@PUMEHEHHMIO IPUBOAAT K CHIDKCHHIO 3(Q(EKTUBHOCTH
1 0e30MacHOCTH (apMakoTepanuu U (MIH) CO3AAI0T NOTCHLUAIBHYIO OMACHOCTH JJIA
HW3HU U 340pOBbs ITaLIUEHTA.

B ykazaHHBIX CIydYasxX Ha3HaUYeHHE JIKapCTBEHHBIX IPENapaToB (HUKCHPYETCS
B MEIMIIMHCKOH MOKyMEHTAlMH TaIlMeHTa W 3aBepseTcs MNOAIUCHI0 MEIHUIMHCKOTO
pabOTHHKA U 3aBEIYIOIIEr0 OTAENeHHEM (OTBETCTBEHHOIO JAEXYPHOrO Bpaya HIIH
OPYTOroO YIIOTHOMOYEHHOTO JIUIA).

28. MemuIMHCKHIA pabOTHHK MEOWIIMHCKON opraHusamuu (ee CTPYKTypHOTO
Hopa3zielicHns), PacloIOKEHHOH B CEIBCKOM HACEIEHHOM ITyHKTE, OCYMIECTBIISET
Ha3HaueHHe JIEKapCTBEHHBIX MPENaparoB B CIydasX, YKa3aHHBIX B IMyHKTax 27 u 29
Hactosiero Ilopsaka, eZMHOIMYHO.

29.Tlo pemenuto BpadyeOHOM KOMHCCHM IIAllMEHTaM IIpH  OKa3aHWUHU
MM MEAUIMHCKON ITOMOIIN B CTAllMOHAPHBIX YCJIOBUSAX HA3HAYAIOTCS JI€KapCTBEHHBIC
npenaparsl, He BKJIIOYEHHBIE B IEPEUCHb >KU3HEHHO HEOOXONMMEIX M Ba)KHEWMIIHNX
JIEKapCTBEHHBIX TPENapaTtoB, B CIy4ae MX 3aMeHbl M3-3a HHAUBHIYAIBHOM
HEIIEPEHOCUMOCTH, I10 XKU3HEHHBIM OKa3aHUAM.

Pemenne BpayeOHON KoMHcCUH (DUKCUPYETCSl B MEAMLIMHCKOM JOKYMEHTAIHMH
HalMeHTa U XXypHaJle BpaueOHOM KOMHUCCHH.

30.B ciuy4asx oOcnenoBaHHS U JIEYEHHs TpPaXJaHWHA B CTAllHOHAPHBIX

5 Yactu 1 craten 60 @enepansHoro 3akoHa Ne 61-03 (Cobpanue 3akoHonaTenscTBa Poccuiickoit ®enepawun, 2010,
Ne 16, c1. 1815; 2020, Ne 29, cT. 4516).
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YCIOBHAX B paMKax IPEAOCTaBIEHUS MEAMIMHCKUX YCIYI Ha BO3ME3JHOH OCHOBE
332 CUET JIMYHBIX CPEICTB TpaXKIaH, CPEACTB IOPUIMYECKUX JIUI M HHBIX CPEACTB
Ha OCHOBAaHHH JOTOBOpPA, B TOM YHCJE JOTroBopa JOOPOBOIBHOTO METULIMHCKOIO
crpaxoBaHusa'®, emy Moryr OBITh HasHAYeHbl JIEKapCTBEHHBIE IIperapaTsl,
HE BXOHMIIHE B IepeueHb XU3HEHHO HEOOXOAUMBIX U BaXHEWINHX JIEKApCTBEHHBIX
IpenapaToB, €CId WX Ha3HaueHHe U IpUMEHEHHE OOyCJIOBICHO METULIMHCKUMM

IHOKa3aHUsAMMH.

II1. Ha3zHaueHHe TeKapCTBEHHBIX NIPENapaToB
IpH OKa3aHUH [TePBUYHOM MEAUKO-CAaHUTAPHOH ITOMOIIH, CKOPOH
MEIUIIMHCKOM MOMOIIH U IAJUIMATHBHON MEIUITMHCKON ITOMOIIH

31. Ilpu oka3zaHWM MEPBUYHON MEIHKO-CAHUTApHON IOMOIIH M NaJJIMATUBHON
MEIUIMHCKOM IIOMOIIM B aMmOyJaTOPHBIX YCIOBHUSX Ha3HAa4YeHHE JIEKapCTBEHHBIX
[perapaToB OCYILECTBIIIETCS MEIUIMHCKAM pPabOTHHUKOM B CIydasX THIIMYHOIO
TedeHHs 3a00JIeBaHus MAIHEHTa UCXO/s 13 TAKECTH U XapakTepa 3a00neBaHus.

32. HasHaueHHe JIeKapCTBEHHBIX TMpemapaToB II0 pPeNIeHHI0 BpadeOHOM
KOMHCCHH TPH OKa3aHHM MEPBUYHON MeAMKO-CaHHUTApHOH MOMOIIM, MaUIMATHBHOM
MEIUIMHCKOM MOMOIITH B aMOYIaTOPHBIX YCIOBHUAX IMPOU3BOAUTCS B CIIydasX:

1) OTHOBDEMEHHOTO Ha3HAYeHHWS ONHOMY TMalMeHTy IATH U Ooiee
JIeKapCTBEHHBIX TMpernapaToB B TEYCHHE ONHMX CYTOK MM CBBIIIE JECATH
HAaHMEHOBaHMI B TeYeHHE TPUILATH JHEH;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX IIpeNapaToB IpH HETUINHYHOM TEYCHHH
3a00/IcBaHUs, HAIMYMH  OCJIOXKHEHHM  OCHOBHOro 3aboneBaHud u  (UIM)
CONyTCTBYIOIIMX 3a0oieBaHMi, IpU HA3HAUYEHHWH JICKAapCTBEHHBIX MPEMNaparos,
0COOEHHOCTH B3aMMOJEUCTBUS U COBMECTHMOCTH KOTOPBIX COINIACHO HHCTPYKIIHMSIM
II0 MX IPHMMEHEHHIO IPUBOAAT K CHIDKEHMIO 3()(PEeKTHBHOCTH U 6€3011aCHOCTH JICYEHUS
malMeHTa W (MJIM) CO3JAl0T MOTEHUUAIBHYIO OIIACHOCTH MJIA JKHU3HH M 310POBbS
MalHACHTA;

3) mepBUYHOIO HA3HAUYEHUS IAIMEHTY HApKOTHYECKMX M IICHXOTPOIHBIX
nexapcTBeHHbIX mpemapaToB cmuckoB II u III Ilepeuns (B ciyyae IpUHATHA
DPYKOBOAMTENIEM  MEIMIMHCKOM  OpraHW3allii pelleHHs O  HeoOXOAUMOCTH
COIIacOoBaHMWS HA3HAUEHWs TaKUX JIEKAPCTBEHHBIX IperaparoB ¢ BpadyeOHOMH
KOMHUCCHER).

33. [loBTOpHOE Ha3HA4YCHHE HAPKOTUYECKHUX U IICHXOTPOIHBIX JEKAPCTBEHHBIX
npenapatoB cnuckoB II u III Ilepeuns mpouM3BOOMUTCS MEAULMHCKUAM pabOTHHUKOM
CaMOCTOSTENBHO WIM €IHHONMYHO Oe3 ydacTs BpaueOHOW KOMHMCCHM MallMeHTaM
C BBIPRXKEHHBIM OOJEBEIM CHHIPOMOM JIO0OrO TeHe3a, HapylleHHEM CHa,
CyNOPOXKHBIMM  COCTOSHHSIMM,  TPEBOXHBIMH  paccTpoiicTBamu,  (pobusamy,
IICHXOMOTOPHBIM BO30YKIEHUEM.

34. Ilpu oxa3aHUU CKOPOH MEAMLIMHCKON IMOMOIIM JICKapCTBEHHEIE IperapaThl
HA3HAYAIOTCd MEIUIMHCKMM paOOTHUKOM BhIe3THOW OpHuraabl CKOpOX IIOMOIIM,
MEIULMHCKMM pabOTHUKOM MEAMIIHCKONH OpraHU3alliH IIPH OKa3aHHH METUIIHHCKOM
IOMOIIM TpakgaHaM IIpd 3a00N€BaHMAX, HECYACTHBIX Clly4asX, TpaBMax,

16 TToctanosnenue IIpasutensctea Poccuitckoii Oenepauun or 4 okradpa 2012 r. Ne 1006 «O6 yreepxaenun [Ipasmin
TPENOCTABIEHUS MEJUUMHCKHAME OpraHM3aliiAMM IUTATHBIX MemumuHCKHX ycmyr» (CobpaHue 3aKOHOZATeNbCTBA
Poccuiickoit @egepamumn, 2012, Ne 41, ct. 5628).
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OTPaBICHUAX H JPYTUX COCTOSHUSAX, TPeOYIOIHX CPOYHOTO MEIUIIMHCKOTO
BMEIIATEbCTBA.

IV. Ha3naueHue JekapCTBEHHBIX [IpENapaToB rpaxIaHaM,
HUMEIOIIM IpaBo Ha OecIUIaTHOe MOTyueHUe JTeKapCTBEHHBIX
IpenaparoB Wi NIOJyYeHHUEe JIEKapCTBEHHBIX IIpenapaToB
CO CKHIKOM, IIpH OKa3aHUU IIEPBUYHOU MEIUKO-CAHUTAPHON ITOMOIIHA

35.1lpu oKa3aHMM TNEPBUYHOM METUKO-CAHWTAPHOW IIOMOIIA Ha3HaueHHE
MEIUITHCKAM paOOTHUKOM Ha OCHOBE KIMHHYECKHX PEKOMEHIAIMii U ¢ Y4eTOM
CTaHJApTOB MEIWIMHCKON MoMomu!’ JIeKapCTBEHHBIX MPENapaToB, OTIIYCKAeMBIX
OecriaTHO WM CO CKHUJKOH, TIpaJaHaM, HMEIONMM IpaBo Ha oOecredeHue
JIeKapCTBEHHBIMH TMpeIapaTaMd 3a CYeT CpeAcTB OMOKETHBIX AaCCUTHOBAaHHIA
benepanpHOro Oromkera u OromxeroB cyOsekroB Poccuiickoit ®enepauuu,
ocylIecTBIIsIeTCA Ha penentypHoM 6nanke Ne 148-1/y-04(i).

IIpn obopmitenun perenta Ha Onanke Gopmbl Ne 148-1/y-04(1) Ha GymakHOM
HOocHTeJle OQOPMIIIOTCS OBa HK3EMILUIApPA, OJUH K3 KOTOPHIX OCTAETCS B aNTEeYHOU
OpraHu3aly, BTOPOH — B MEAULMHCKON JOKYMEHTAINY NAalACHTA.

36. IlpaBo Ha3HAYATH JIeKapCTBEHHBIE MpEMNapaThl rpaxJaHaM, HIMEIOIINM IIPaBo
Ha OecIlaTHOe IOJMy4YeHHE JIEKAPCTBEHHBIX MPENapaTroB MM  IOJydeHUe
JIEKapCTBEHHBIX MPENapaToB CO CKUAKON, TAaKXKe UMEIOT:

1) MemummHckue pabOTHHKH, paboTalomiie B MEIULUHCKON OpraHW3alluu
IT0 COBMECTHTENBCTBY (B MpeJesiax CBOe KOMITETEHINN);

2) MeIWOHHCKHE pPabOTHHKH CTAl[MOHAPHBIX OpraHU3aluil COI[MAIbHOIO
OOCITy)XWBaHHUS TPH HAIMYUK JIMIEH3UM Ha OCYIIECTBICHHE MEANIMHCKOU
IesTeNBHOCTH S, IIpefyCcMaTpHBalolmeil BHIIONHEHHE paboT (OKa3aHWe YCIIyr)
10 OKa3aHHIO IEPBUYHON MEIHKO-CAaHHUTAPHOM MOMOIIHM B aMOYJATOPHBIX YCIOBHIX
(He3aBHCHMO OT BEIOMCTBEHHOM NPHUHAAIEKHOCTH);

3) MemuUUMHCKAE PpaOOTHHKM MEIWIMHCKUX OpraHu3alyii, OKa3bIBaIOIMIMX
IIEPBUYHYI0 MEAWKO-CAHUTAPHYIO TIOMOIIb, IOABEJOMCTBEHHBIX (elepanbHbIM
opraHaM HCIOJIHUTEIBHON BJIACTH WJIM OpraHaM HCIIONHUTENbHOH BIacTH CyOBEKTOB
Poccuiickoit ®enepanny;

4) wHAMBHAYaJbHBIE TNPEINPUHAMATENH, OCYIIECTBISIONIUE MEIULUHCKYIO
JeATENBHOCTD U BKIIIOUYEHHEIE B PEECTp METUIIMHCKHUX OpraHU3aIii, OCYIIeCTBIISIOIINX
JEATENBHOCTD B cepe 00s3aTENNFHOI0 MEIUIIMHCKOTO CTPaXOBaHMUSL.

37.1Ipn Ha3HA4YeHHWH JIEKApPCTBEHHBIX IIPENaparoB TIpaxKaaHaM, HMEIOIIHUM
mpaBo Ha OecIUlaTHOe IIOJNydYeHWE JIEKapCTBEHHBIX IIPEMapaToB WM IOIydYCHHE
JIeKapCTBEHHBIX IPENapaToB CO CKUAKOMW, B pelenTe yKa3plBaeTCs HOMep TeledoHa,
II0 KOTOPOMY pabOTHHK amnTeYHOH OpraHu3alii IIpH HEOOXOJMMOCTH MOXET
COTJIACOBATh ¢ METUITHHCKMM paOOTHIUKOM 3aMeHY JIEKapCTBEHHOIO IIperapara.

38. HasHaueHHe HapKOTHYECKUX M IMCUXOTPOIHBIX JEKaPCTBEHHBIX IIPENapaToB
ciucka II Tlepeuns (3a HCKIIOYEHHWEM JIEKapCTBEHHBIX IIpenapatoB B BHAC

17 Cratea 37 ®epmepansHoro 3akona Ne 323-03 (CoGpanue 3akoHomaTenscTBa Poccmiickoit ®enepamun, 2011, Ne 48,
cT. 6724; 2021, Ne 27, ct. 5186).

18 [Tynkr 46 yactu 1 crateu 12 @egepaibHoro 3akona Ne 99-03 (Cobpanue 3akoHoAaTeNbcTBa Poccuiickoii Menepanuy,
2011, Ne 19, ct. 2716; 2021, Ne 27, c1. 5159).
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TPAaHCAEPMAIIBHBIX TEPAlleBTUYECKUX CHCTEM, a TaKXKe JIEKapCTBEHHBIX IMperapaTos,
coZiepKallluX HapKOTUYECKOE CPEACTBO B COUYETAHHH C AHTAarOHHCTOM OITHOMIHBIX
pEeLeNnTopoB) TrpaxIaHaM, UMEIONIMM MpaBo Ha OeCIUIaTHOE  IIONydYeHHe
JEKapCTBEHHBIX IIPENApaToB MWJIM [ONYy4YEeHHS JIEKApCTBEHHBIX IPemnaparoB
CO CKHMIKOM, OCYIIECTBILIETCS Ha peLenTypHoM Omnanke ¢opmel Ne 107/y-HII,
K KOTOpPOMY AOIIONIHUTENBFHO O(OpMIISETCS peleNT Ha pelenTypHoM OiaHke (GOpMBI
Ne 148-1/y-04(i1) (B AByX 3K3eMILIsIpax Mpu oGOpMIICHHH Ha OYMa)XHOM HOCHUTEJIE).
39. Ha3zHayeHne HapKOTUYECKHUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MpEHapaToB
cnicka II TlepeuHs B BHIe TpaHCACPMAIBHBIX TEPANEBTHUECKAX CHCTEM,
HapKOTHYECKUX JIEKapCTBEHHBIX IpenaparoB cmucka II Ilepeuns, comepixammx
HapKOTHYECKOE CPEICTBO B COUYETAaHUU C AHTArOHHUCTOM OIHOMIHBIX PEIENTOPOB,
IICHXOTPOIIHBIX JIEKapCTBEHHBIX IpernaparoB cmnucka III Ilepeuns, nmexapcTBeHHBIX
IIpernapaToB, BKIIIOUYECHHBIX B niepedeHs [IKY, cogepxkamniuxcs B moamyHkTe 2 myHkTa 11
HacTosero Ilopsaaka, npelHa3HaYeHHBIE IS JIEYEeHUs TpakJaH, UMEIOINX IIpaBo Ha
OecIulaTHOE MONy4YeHHUe JIeKapCTBEHHBIX IIPerapaToB WM MOyYeHHe JIEKapCTBEHHBIX
IIPENapaToB CO CKUIKOHM, OCYIIECTBISAETCS Ha pelenTypHBIX Omankax ¢hopm Ne 107-1/y
1 Ne 148-1/y-88, Kk KOTOPBIM JAOMONHUTEIBHO OGOPMIIAETCS PEIENT Ha PELENTYPHOM
Onmanke Qopmer Ne 148-1/y-04(;1) (B IOByX 3K3eMIUIApaXx MpH O(OPMICHHH
Ha OyMa)XHOM HOCHTEJE).
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ITpunoxenue Ne 1

K [lopsaaky Ha3HaueHuUs
JIeKapCTBEHHBIX IIPENapaToBs,
YTBEP)KICHHOMY ITPUKa30M
MuHHCTEPCTBA 30paBOOXPAHEHHUS

Poccuiickoit CDenepa;
ong &3[42% 2021 1. Ne / 2? v

KoanuecTBO
HAPKOTHYECKHX CPeICTB HJIH ICHXOTPONHBIX BelllecTB,
KOTOpPO€ MOKeT ObITh BLIMHCAHO B OJHOM penente

Ne MexnaynapoxHoe HEATCHTOBAHHOE ®opma BbIIycKa Koangectso
n/n HAHMEHOBAHHE HAPKOTHYECKOTO | 103HPOBKa
H ICHXOTPOMHOIO JIeKapCTBEHHOI 0
npenaparta
1. Bynpenopdun+Hanokcon TabneTku cyOIMHTrBaIbHBIE 60 Tabnerok
0,2 mr+0,2 Mr (ynakoBka, KpaTHas
Ne 20)
2. Bynpenopdun PacrBop 11 HHBEKLINH, 30 ammyn
0,3 mMr/mut 1 Mt (ImpHL-TIOOUKOB)
3. Bynpenopdun TpaHcaepManbHbIH
ILUTACTHIPh
35 Mkr/gac 20 macThipeit
52,5 mxr/uac 10 mnacTeipeit
70 Mkr/4ac 5 mnacTeipeit
4, Mopdun PacTBOp 1 MHBEKLINHA,
PacTBOP AJIS MOAKOKHOIO 20 amnyn
BBEJICHHUA (wWmpHL-TIOOUKOB)
10 mr/m 1 M
5. Konmenn+Mop¢dun+Hockanuu-+lamasepun PactBOp 114 TOAKOAKHOTO
+Tebaun BBeJIeHHS 20 ammyn
0,72+5,75+2,7+0,36+0,05
Mmr/mi 1 Mn
1,44+11,5+5,4+0,72+0,1
Mmr/ma 1 Ma
6. TpuMenepuauH Tabmerku 25 Mr 50 Tabnetok
7. Tpumenepuaux PactBop ju1 HHBEKUWH
10 mr/mit 1 Mt 20 ammyn

20 mr/mn 1 mn (WnpuL-TIOOUKOB)
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8. Mopdun Tabnerxu (kamncynsr) 180 Tabnerok
MPOJIOHTHPOBAHHOTO (kancyn)
JAefcTBUA 60 TaGnetox
10 mr (xancyn)
30 Mr 40 tabnetok
60 mr (xancym)
100 mr 20 tabnerok
200 mr (xancym)
20 Tabnerok
(xancym)
9. Mopdun Tabnerku
5wMr 100 Tabaerok
10 Mr 100 Tabnerok
10. Mopdun Kamunu ans npuema BHyTph
20 mr/mt 20 mit 4 ¢pnakona
11. Mopdun PactBop and npuema
BHYTPb (MOHOAO3BI)
2 Mr/mn 5 M 100 ammyn /3
6 Mr/Mn 5 mMn 80 ammys /3
20 mMr/Mn 5 M 30 ammy v/
12. Oxcuxogon+HamokcoH Tabnerku
TIPOJIOHTHPOBAHHOTO
ACHCTBHA 100 TabneTox
3 Mr+2,5 Mr 60 TabneTok
10 Mr+5 mr 40 Tabnerox
20 mr+10 mr 20 Tabnetok
40 mr+20 mr
13. [TpormoHnpEeHUTITOKCHITIIITUIIE PUAHH Tabnerku 3ameunsie 20 Mr 50 TabmeTox
14. DeHTaHUN IInacTeips
12,5 mkr/4gac 20 mnacTeipeit
25 MKr/4ac 20 nnacTeipeit
50 Mxr/4ac 10 mnacTeipeit
75 MKT/9ac 10 macTeipeit
100 mMxr/4ac 10 mnacTeipeit
15. ®deHTanun Cripeli Ha3aIbHBIN

®nakon 50 Mxr/nosa

2,0 M (10 no3)
3,2 mu (20 mo3)
5,0 mi (40 no3)

®naxon 100 Mxr/mo3a

2,0 M (10 mo3)
3,2 mn (20 go3)
5,0 M (40 no3)

®mnaxon 200 MKI/mo3a
2,0 i1 (10 no3)

3,2 mn (20 go3)
5,0 mn (40 go3)

24 ¢nakoHa
12 pnakonon
6 ¢utakoHOB

12 ¢pnakoHOB
6 ¢hnakoHOB
3 ¢nakona

12 dpnaxonos
6 ¢hnakoHOB
3 ¢nakoHa




[Tpunoxxenne Ne 2
K [lopsanxky Ha3zHaYeHuUs
JIeKapCTBEHHBIX IIpENaparos,
YTBEPXKACHHOMY IIPHKA30M
MuHucTepcTBa 3APaBOOXPaHEHHUS
Poccuiickoit @enepanuu

ot o/ W»ﬂ%ﬂ 2021 r. N/

CrnpaBouHo
PeKOMeH}IOBaHHble K HCHOJIb30BAHHIKO COKpAaIHEeHHUHA
npu od)opM.nemm peuenToB '
Ne
o Cokpamienue T[MonHoe HanUcaHue [lepeson
1. aa ana 10, IOPOBHY
2. ac., acid. acidum KHCJIOTa
3. aer. aerozolum aspo30Jb
4. amp. ampulla ammyna
5. aq. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OYHILIEHHAS
7. but. butyrum MacJto (TBEPIIOE)
8. caps. capsula Karncyna
9. comp., cps compositus (a, um) CIIOXHBIN
Brigaii (ITycTe Beiano,
10. D. Da (Detur, Dentur) nadt (Tly v
ITycts OyzeT BeIIAaHO)
Da. Siena Brrgaii, 0603Ha4b
11. D.S. > > 80 I[Tycts 6yeT BBIIAHO,
Detur, Signetur
Obo3HaueHO
Bripaii (Ilycts 6 BBIIAHEI

12. D.t.d. Da (Dentur) tales doses watt Ty YAYT BELIAHEL)

TaKue J03bI
13. dil. dilutus pa3BeIeHHBIH

.. Divide in partes aequales
14. Div. in p. aeq. P 4 Pa3nemn Ha paBHBIE 4YacTH
15. emuls. emulsio OMYJILCHS
SKCTPAKT, BBITSDKKA

16. extr. extractum
17. in enem. in enemas B MHKPOKJIN3Max
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18. F. Fiat (fiant [Tycts o6pasyercs (o6pasyroTcs)
19. gran. granulum TpaHyJIbI
20. gt., gtt gutta, guttae Karuis, Karin
21. gtt. peror. guttae peroralis KAaILIK JUIs IpUeMa BHYTpPb
22. inf. infusum HacToi
23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B TabJeTKax
B TabneTKax
25. in tab. prolong. in tab(u)lettis prolongatis C MPOJIOHTUPOBAHHBIM
BBICBOOOXIEHHUEM
B TablieTKax
26. in tab. prolong. in tab(u)lettis prolongatis obductis © IPOTIOHTHPOBAHHEIM
obd. BBICBOOOXI€HHEM, TTOKPHITHIX
obonmoukoit
27, in tubul. in tubulis B TIOOHKax
28. lin. linimentum JMHAMEHT
29. lig. liquor KHUIKOCTh
30. lot. lotion JIOCHOH
31. m. pil. massa pilularum MITOJBHAS Macca
32. membr. bucc. membranulae buccales IJIEHKU 3alIievHble
33. M. Misce, Misceatur (Tyers g;;zlfiiemaﬂo)
34. mixt. mixtura MHKCTypa
35. N. numero YHCIIOM
36. ol. oleum Macio (3KHIKOE)
37. past. pasta macra
38. pil. pilula, pilulae MHTIONA, TTHJTEONIH
39. p- aeq. partes aequales paBHBIEC YaCTH
40. ppt., praec. praecipitatus OCaKICHHBIN
41. pulv. pulvis MTOPOIIIOK
0. Qs quantum satis CKOJIBKO IoTpedyercs,

CKOJIBKO HAJI0
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43. r., rad. radix KOpPEHb

44, Rp. Recipe Bo3sMu

45. Rep. Repete, Repetatur Hom(g);il(’)[;:;zfynﬂ

46. rhiz. rhizoma KOPHEBHIIIE

" S Signa, Sgretur Osoumm Tlyer Gyzer

48. sem. semen cems

49, simpl. simplex TIPOCTOMH

50. Sir. sirupus cupor

51. sol. solutio pacTBOp

52. Spr. spray crpeit

53. Spr. nas. spray nasale cIpeii Ha3aJIbHBIN

54. supp. suppositorium CBeYa, CYIIIO3UTOpHit

55. susp. suspensio CyCIICH3HS, B3BECh

56. tab. tab(u)letta tabreTka

57. t-ra, tinct. tinctura HAacTolKa

58. tubulis tubulis TIOOUKHU

Systema TpaHcIepMaTsHas

59. STT Therapeutica TepaneBTrueckas
Transcutanea Crcrema

60. ung. unguentum Ma3b

61. vitr. vitrum CKJISIHKA




ITpunoxenne Ne 2
K IpuKa3ly MuHMCTepCTBa 34paBOOXpaHEHHUS
Poccuiickoji Oenepaunu

OT M//m///q/MZ Ne ///%V

®opma penentypHoro 6anka Ne 107-1/y

MHUHHUCTEPCTBO 3paBOOXPAaHEHUS Kox dopmst mo OKY /]
Poccwiickoit Denepanun Kon yupexxnenus no OKIIO
MegunuaCcKas JOKyMEHTAIUs
HanmenoBanmue (mrami) ®opma Ne 107-1/y
MEAMIUHCKOH OpraHu3aluy YTBepxKAECHA IPUKA30M
MunucTepcTBa 3paBOOXpaHEHHUS
HanmeHoBaHMe (ITami) Poccuiickoit jzenepannn
WHIUBHIYATBHOTO NPEATIPUHUMATEIS orHY tls oA AN/ 2 No /ﬂf 4/L
(Yka3aTh agpec, HOMEp U JaTy JUICH3UH, 4
HAaHMEHOBAaHHUE OpraHa roCyJapCTBEHHOMH BJIacTH,
BBIJABIIETO JIAIICH3HUIO)
PELIETIT
(B3pOCTIBIiA, IETCKHIL — HY)KHOE NOAYEPKHYTh)
« » 20 r.

Damunvs, HHULMATBI IMEHH M OT4eCTBa (TIOCIeIHee — [IPU HATTMIHH)
MalyeHTa
Jlara poxxaeHus
DamuIKs, AHALMAIBI AMEHH H OTYEeCTBA (IIOCIIeJHES — IPH HATWYUH)
Jevaniero Bpaya (denpamepa, aKyluepkm)

py6.|xom.| Rp.

INoamuce
Y TIeYaTh JIeYyalllero Bpaya M.IL
(noxmucs henpaiepa, aKymepKu)

Peuent nefictBurened B TeueHue 60 aHeii, mo 1 roga ( )

(HyXHO®E TTOAYEPKHYTH) (Yka3arh KOJIMYECTBO JHEM)




O0opoTHas cTOpOHA

OTMeTKa 0 Ha3Ha4YEeHUH JIEKapCTBEHHOro
Tpernapara 1o PeeHUo BpaueOHOH KOMUCCHH

IIpuroroun IIposepun Ormyctun

®opma penentypHoro 6sanka Ne 148-1/y-88

MHEHHCTEPCTBO 3APABOOXPaHEHHUS

Poccuiickoii Denepamu Kon ¢opmer mo OKY ] 3108805
MenuupHCKas JOKyYMEHTalus

HaumeHnoBasue (1rram) ®opma Ne 148-1/y-88

MEeIUIMHCKOH OpraHu3aluy YTBepKaEHa NIPHKA30M
MHuUHHCTEPCTBA 3APAaBOOXPAHEHUSL

Haumenopanue (1rramm) Poccn"cngégbene 00717

WHIUBHIYAJIEHOTO [IPeAPUHUMATEIS o1 Y HOLYIL Zbﬂ/ Ne 189%

(yka3aTb ampec, HOMEp U JaTy JHLEH3UY, 7

HaMMEHOBAaHHE OpraHa rocyAapCTBEHHOMU BIIACTH,
BBIAABILIETO JIMIIEH3HIO)

cepp | I ] [ D] EE1]IETT)
R NAT - [ L
« » 20 1.

(nata oopmiIeHUS-pELIENTA)

PELIEIIT

(B3pOCIIBIH, NETCKU - HYXKHOE IOJYEPKHYTb)

DaMuiiusl, HHULWAIB HMEHH U 0TYeCTBa (TIOCTIe/[Hee — P HATHYHK)
MAIUeHTa

Hara poxneHus

Anpec MecTa >KMTenscTBa WIM Ne MEAWIUHCKOH KapTel aMOyJaTOPHOIO MNAalMEHTa, MOJy4aroulero
MEIHLIAHCKYIO MOMOIIb B aMOyIaTOPHBIX YCIIOBHAX

DaMWIHA, HHALMAJIE HMEHH 1 OTYeCTBa (TOce[Hee — IPH HATHYHH)
nevarero Bpaya (¢enpamepa, aKylepku)
Py6. Kom. Rp:

[Toanuck ¥ meyaTs Jeyamero Bpaya M.IL
(noamnuck ¢enpamepa, aKymepku)

Penent aeiicTBuTesIeH B TeueHue 15 mueii




O06opoTHas cTopoHa

OTMeTKa 0 Ha3HaYeHUH JIEKapCTBEHHOrO
Tpenapara 1o peleHHIo BpaueOHOH KOMHCCHH

[MpuroroBusn IIposepun OtmycTun

®opma penentypnoro Gjaanka Ne 148-1/y-04(n)

MHUHHCTEPCTBO 3ApaBOOXPAHEHMS VTBEPXJIEHA
Poccutickoii ®enepaiinu MECTO JJI1 IHTPUXKOJA® nprka3oM MuHHCTEPCTBA
3IpaBOOXPAHEHHUSA Poccuiickoii Penepanuu
ot 4 » /mydzp(, 2021 r. NefHhe
[Mitamn
Kon
MEIULMHCKON OopraHu3aln
I I ITTTTTIiTiITy

Kon
HHIMBUAYATBHOTO NPEANPHHAMATEIIA

Kox ¢popmsl mo OKY ][] 3108805
®opma Ne 148-1/y-04(1)

Kon kareropuu Hcrounnk GpuHAHCHPOBAHKS:
rpaxaaH Kona Ho30moruueckoii ¢opMel (IO MMEPKHYTB) % OINaThL:

(mo MKB) (O TYEPKHYTH)

1.DeaepanbHbiii GIOMKET

2. Briomker cyGbexta Poccuiickoli denepaipm | 1. becruiatHo

3. MyHuLMnaneHeii GIOHKET 2.50%
3. unoit %
PEL[EHT Cepus Ne Jata odopMieHH: 20 T
(DaMIfU'[I/ISI, HUHULUAIBEI HMEHU H OTYCCTBA (HOCJ’ICI[HCC — IIpH HaJII'I"-II/II/I)
NMalyeHTa Hara poxnenus
CHUIIC
Ne nonmca
00A3aTENBHOIO
MCAHMIHHCKOrO
CTPaxOBaHMUS:
HOMep MeI[I/II.IPIHCKOﬁ KapTbl MATUCHTA, MOTYyYalomIero MCIUIHHCKYIO [TOMOIb B aM6ynaT0pHI:IX
YCIIOBHAX

damuTis, MHALMAIEI MMEHM M OTYECTBA (TIOCTeIHee — IIPU HATTHIUH)
neyaiero Bpaya ((enpaniepa, akymepKH)
Py6. Kon. 0 o P PP

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

IToxmuce ¥ neyaTs Jedanero spaya
(moAmuch Qebamepa, aKyepKy) M.IL

Penent feificTBUTENEH B TeueHue 15 nmeid, 30 muei, 90 nHell (HyXHOE NOAIEPKHYTH)




mmmmmmmmmmeem—e (3anonsseTcs CEUNAIHCTOM aTeIHON OpTaHI3aIyH)
OTnynieHo 1o penenty: Toprosoe HaMMEHOBaHHE H JO3UPOBKa:
Hara otiiycka: «__ » 20 T Konmuuectso:
[Ipurorosu: IIpoBepun: Ormyctin:

(JTMHUA OTPBIBA)

Kopeniok petienTypHoro 6i1aHka Cnoco6 npuMeHeH s

HammenoBanue [IponomKUTENBLHOCTD JHEeH

JIEKapCTBEHHOTO TIpenapara:

Jlosuposka: Konu4ecTBo MpHeMOB B J€Hb: pas
Ha 1 npuem: en.

<*> B cilyyae H3rOTOBJIEHH PeLleNTYpHOro OllaHKa ¢ HCIIOIb30BaHUEM KOMIBIOTEPHBIX TEXHOJOTHA

O6opoTHas cTopoHa

Ot1MeTKa 0 Ha3HAYESHHH JIEKAPCTBEHHOIO
Mpernapara o peleHHO BpaueOHOH KOMUCCHH

[IpuroroBun IIposepun Ornyctun




[Tpunoxxenne Ne 3
K [IpUKa3sy MuHHCTepCcTBa 3paBOOXpaHEHHT
curickoi Oenepaunu
oT //ﬁ//%%/&x/z,m 1077y

Iopsipok
odopm/ieHUs peleNTYPHBIX 6JIAHKOB HA JIeKapCTBEHHbIE NPeNapaThl,
HX, y4eTa H XpaHeHHus

I. OpopMmnennue perenta Ha GyMaKHOM HOCHTEIE

1. Ha penentypubix 6mankax gopm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(11)
B JIEBOM BEPXHEM YINy IIPOCTaBIsAeTCS IITaMI MEOUIIMHCKOW OpraHM3aIlii C
yKa3aHHEM €€ HauMEHOBaHHs, ajgpeca WU TeneoHa C HaTOd BBIMUCKHA (AaTOM
oopmieHI) peLieliTa Ha JIeKapCTBEHHEIH Mpernapar.

HomnonuutensHO Ha  perentypHoM 6Onanke  Qopmer  Ne 148-1/y-04(i)
IIPOCTABIIETCS KO, MEAMIIMHCKOM OpraHu3allii B COOTBETCTBHH C (OCHOBHBIM
TOCyAapCTBEHHBIM perucTpalioHHBIM HoMepoM (fanee — OI'PH).

Cepust peuentypHoro Omanka ¢opmer Ne 148-1/y-04(;1) BKIOYaeT Kox
cyosekta Poccuiickoii ®enepannu, COOTBETCTBYIOIIMI IBYM TMepBBIM LHbpaM
O6mepoccuiickoro knaccugurkaropa 065eKTOB aIMUHIUCTPATUBHO-TEPPUTOPHATHLHOTO
nenenus (nanee — OKATO).

Paspemaercss wmsroraBnmBaTh pelentypHele OmaHKd QGopmbl  Ne 107-1/y
1 popmel Ne 148-1/y-04(J1) c TOMOIIBIO KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Penentypueie Omanku  ¢opmel  ¢opMmbel  Ne 148-1/y-88 wH3roraBIHBarOTCA
HCKITIOYUTENBHO TUIOTpadcKUM criocoboMm.

2.Ha  peuentypHelx  OmaHkax, oOQOpMISEMBIX  HHIABHAYAILHBIMH
HpelllpUHUMATeNIMY, HMEIOIUMH JIHIEH3HWI0 Ha MEAWLIHHCKYIO JeSTeIbHOCTD,
B BEPXHEM JIEBOM YLy TUNOIpadCKUM CIIOCOOOM MIIM ITyTeM MPOCTABIICHHUS IITaMIIa
IOoIKeH OBITh yKa3aH aJpec MHAUBUIYAIBHOIO HpPEATNPUHHUMATENS, HOMEp U JaTa
JHULEH3NH, HAUMEHOBAaHUE OpraHa roCcyJapCTBEHHOM BIIACTH, BBIIABIIETO JIUIIEH3HIO.

3. Penentypubie 6manku gopm Ne 107-1/y, Ne 148-1/y-88 u No 148-1/y-04(xn)
3aMOJIHAIOTCA MEAULUHCKUAM pabOTHIKOM YepHIJIAMH HITH MIAPUKOBOH PYUKOIA.

4. lonyckaercs oGopMIIEHHE BCEX PEKBH3UTOB (32 HCKIIOYECHHEM PEKBH3HTA
«ITogmuce nedamero Bpaya (MOAIUCH (enpaiepa, akyliepk» ) peleNTypPHBIX OJIaHKOB
¢opmer popmer Ne 107-1/y, dopmer Ne 148-1/y-88 u dopmer Ne 148-1/y-04(n)
C UCIOIB30BaHNEM MEYATAIONINX YCTPOMCTB.

5. Odopmienne penentypHbix OnaHkoB ¢opmbel Ne 148-1/y-04(1) BKIIOUaeT
¢ poBoe KOAUPOBAHUE.

udposoe kogupoBaHHe YKa3aHHBIX PEHENTYPHBIX OJIAHKOB BKIIIOYAET:

1) xoxm wmemuuuHckoil opramuzanud (OI'PH) wnu kox WHIWBHIYaIbHOI'O
IpeaIpUHUMATENS B COOTBETCTBIH ¢ OCHOBHBIM rOCyAapCTBEHHBIM PErHCTPalliOHHBIM
HOMEPOM HMHAWBUAYyalbHOTO npeanpunumarens (nainee — OI'PHUIT), mpocraBisieMslit
P U3TOTOBJIEHUH PELENTYPHBIX OJIaHKOB;
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2) KOA KaTeropuu rpaxjgaH, UMEIOMMX IIPaBO Ha IONy4YEHHE JIEKapCTBEHHBIX
HpernapaToB B COOTBETCTBUU cO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 uromns 1999 r.
Ne 178-®3 «O rocynapCTBEHHOM COIMAIBHOM HoMomm»!, U Ko HO30J0rM4YecKoi
dopMbl 0 MeXOyHapOaHOMH cTaTHCTHYecKOH Kiaccudukamuy 6osne3Hel U mpobiem,
CBA3aHHBIX co 310poBbeM (10-i nmepecmotp) (nanee — MKDB), 3anonHseMsle jgedalliuM
BpayoM IIyTeM 3aHECEHHS KaxIod IMQPB B IyCTHIE SYEHKH, IPH 3TOM TOYKa
ITPOCTABJISIETCS B OTAEIBHON sSYeiike;

3) otMeTKy 00 wucTouHHKe GHUHaHCHpoBaHUS (¢enepanbHblii Oromxker [1],
oomxer cyonekta Poccmiickoit ®emeparmu [2], mMyHununaneHei Oromxker [3])
U IpOLIeHTe oruiaTh penenta (6ecruiatHo [1], 50% [2], unoit % [3]);

4) WTpUX-KOJ — IOIOJHWUTENIFHBI pEKBU3UT (B ClIyda€ H3TOTOBICHUA
Ha Tepputopun cyOpekra Poccmiickoit @epepamuu peLentypHoro OiaHka
C MCIIOIB30BaHUEM KOMITBIOTEPHBIX TEXHOIOT ).

6. B penentypubix 6mankax ¢popm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(i1)
B rpade «DaMunusd, WHAIHMAIB NMEHH M OTYecTBa (IOCIENHee — NpU HAIUYUH)
HalreHTa» YKa3bIBalOTCA (PaMHUITKsA, HHULMATE UIMEHH U OTYeCTBa (TIOCIeIHEe — IIPH
HaJIMYMK ) TTAIIUEHTA.

7. B petienrtypHbix 6mankax ¢popm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(i1)
B rpade «JlaTa poskIeHHs» YKa3BIBAETCS IaTa POXKICHHUS MallUeHTa (UHUCIT0, MeCAL], TOX).

JIONONMHUTENBHO B pelentypHbIX Onankax ¢opmer Ne 148-1/y-88 u ¢opmel
Ne 107-1/y ansa nereit B Bo3zpacre 1o 1 roga B rpade «J/lata poskacHUA» yKa3bIBaeTCs
KOJIMYECTBO TOJHBIX MECSIIEB.

8. B pemnentypurix Onankax ¢opmer Ne 148-1/y-04(1) B rpagax «CHUJIC»
u «Ne monuca 0643aTeIbHOTO MEAUIIMHCKOTO CTPaxOBaHUM» YKa3bIBAIOTCA CTPaxoBOU
HOMEpP HHIMBHAYaJIBHOTO JIMIEBOrO0 cdYeTa rpaxkaaHnHa B IlencuonHoM doHze
Poccuiickoit @eneparun (CHUJIC) (mpn HamuM4uum) U HOMep Moiuca o0s3aTeIbHOrO
MEIUIIMTHCKOTO CTPaXxOBaHU.

9. B peuentypubix Onankax ¢opmer Ne 148-1/y-88 B rpade «Ampec mecra
XHTEJIBCTBA IM HOMEP METUIIMHCKOW KapThl NallUEHTA, MOIY4YaOIIEro MEAULIUHCKYIO
[IOMOIIF B aMOYJIaTOPHBIX YCJIOBHAX», YKa3blBaeTCi IOYTOBBIA aJgpec MecTa
XHTEJIbCTBA (MecTa MpeObIBaHus WM MecTa (PaKTUYECKOro IPOXHBAHUA) HMAlUEHTa
WM HOMEDP MEIUIIMHCKON KapThl IallieHTa, IT0JIy4alolero MEAUIUHCKYIO IIOMOIIb B
aM6yIaTOPHBIX yCIOBHAX?.

VkazaHue ¥ aJpeca MecTa XXUTEJIECTBA M HOMepa MEIUIIMHCKOM KapThl MAalMEHTa,
IOYYAIOMIEr0 MEIUIIMHCKYIO MOMOIs B aMOyJNaTOPHBIX YCIOBHSX, HE SIBIAETCA
OMHUOKOM.

B peuenrypusix Onankax ¢opmer Ne 148-1/y-04(;1) B rpade «Homep
MEIMIIMHCKOH  KapThl  TalMeHTa, IOJIyYalollero  MEAMLMHCKYIO  IIOMOIIb

! Co6panne 3akoHomaTenscTea Poccuiickoii @eneparmu, 1999, Ne 29, ct. 3699; 2020, Ne 52, cT. 8577.

2 [Ipuka3 MuHKCTepCTBa 3apaBooxpanenus Poccuiickoit @enepaiun ot 15 nexabps 2014 r. Ne 8341 «O6 yTepkaeHuM
YHHEQHUIMUPOBAHHBIX (POPM MEIUIMHCKOM TOKYMEHTAIIMH, MCIIONB3YEMEIX B MEIMIIMHCKAX OPTaHHU3ALMAX, OKa3bIBAIOMUX
MEIMIMHCKYIO HOMOIIb B aMOyNaTOPHBIX YCIOBHAX, U IOPSAKOB IO HMX 3amoinHeHmo» (nanee — IIpukaz Ne 834m)
(3aperucTpupoBan MunucTepcTBOM rocTuLmu Poccuiickoit ®eneparwu 20 deppais 2015 r., peructpanuonHsiii Ne 36160)
¢ N3MEHCHUAMH, BHECSHHEIMH MpHKa3aMd MuHUCTEpCTBa 31paBooxpaneHmt Poccuiickoli @enepammd ot 9 aupaps 2018 r.
Ne 2 (3apeructpupoBan MunuctepcTBoM foctuumu Poccuiickoil ®enepamym 4 ampend 2018 r, perucTpanMOHHBIH
Ne 50614), or 2 HosGps 2020 r. Ne 1186H (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHIMH Poccuiickoii Denepaiiu
27 Hoabps 2020 r., perucTparoHHbIH Ne 61121).




B aMOyJIaTOPHBIX YCIIOBHSX» YKa3bIBAaeTCd HOMEP MEIUIIMHCKON KapThl MaIlHeHTa,
TIOJTy9aKOIIEro MEAULMHCKYIO IIOMOLIb B aMOYIaTOPHEIX YCIOBHIX .

10. B rpage «®ammius, UHULOHAIBI UMEHH U OT4YecTBa (IOCIenHee — IpU
HaAJIM4YWHY) Jiedalnlero Bpava (¢enpamepa, aKymepk)» pelenTypHBIX 0i1aHkoB ¢opM
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(i1) yka3sIBaroTCS HOJHOCTHIO (haMILTHSA,
WHULMANIBl UMEHH OT4eCTBa (MocienHee — MpH HATWYUH) MEIULIHUHCKOro pabOTHHKA,
Ha3HAYMBIIIETO JIEKapCTBEHHBIE IpernapaTsl 1 0QOPMUBIIETO PELIEIIT.

11. B rpade «Rp» peuentypHsix O6mankoB ¢gopm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(;n) yka3siBaercs:

1)  HauMeHOBaHHE  JIEKAPCTBEHHOr0  Ipemapara  (MeXIyHapoJHOe
HEIIaTeHTOBAaHHOE HalMEeHOBaHUe, IPYNNHUPOBOYHOE WIH XUMUYECKOE HAaMEHOBaHHE,
TOProBOE HAaWMEHOBAaHHE) Ha JIAaTHHCKOM SI3bIKE WIM Ha PYCCKOM S3bIKe, (opma
BBIITYCKa, TO3UPOBKA, KOJIMYECTBO (YKa3bIBAaETCS MPOITUCHIO Ha pelienTypHOM OliaHKe
dopmet Ne 107/y-HIT);

2) crioco0 mpuMeHEeHMs JIEKapCTBEHHOIO IIperapara Ha rocy1IapcTBEHHOM S3BIKE
Poccuiickoit ®denepanuu UM Ha rocyiapcTBeHHOM s3bike Poccuiickoit @epepanuu
U TOCyJapCTBEHHOM fA3BIKe pecmyONMK M MHBIX S3bIKax HapomoB Poccuiickoi
®enepanun’.

13. IIpn odopMiIeHHH peuenTypHBIX ONaHKOB 3alpelNaeTcsi OrpaHUIMBATHCS
o0IIMMH yKa3aHUSAMH, Hanpumep, «BHyTpeHHee», «3BecTHO®.

14. Peuent, odopmieHHBI Ha penentypHoM Onanke ¢opm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(;1), mommuceiBaeTcs MEOUIMHCKAM pabOTHHKOM
Y 3aBEPSETCs ero MeYaThio.

Pererit, odopmieHHBIN Ha penentypHoM Omanke ¢opmbel Ne 148-1/y-88
u ¢Gopmel Ne 148-1/y-04(i1), HONMOTHUTENBHO 3aBEpAETCA I1€4YaThIO MEAMLIMHCKOMN
opranmu3aiun «J{jis penentosy.

Jlns penernrra, odopMmiieHHOrO Ha perentypHoM Omnanke ¢opmbel Ne 107-17y,
HaJM4Ke nevaty «J1s perenToBy» He ABIIeTCS 0053aTeNbHbBIM.

15.Ha ognoMm penentypHoM Onanke ¢opmbr Ne 148-1/y-88 u  ¢opmsl
Ne 148-1/y-04(;m) paspemaercs OCYIIECTBIATH HAa3HAYEHUE TOJNBKO OIHOIO
HaMMEHOBaHMs JIEKapCTBEHHOTO Ipelapara.

Ha omnom penentypuom Omanke ¢opmer Ne 107-1/y  paspemaercs
OCYIIECTBIATh Ha3HAUE€HHWE TOJNBKO ONHOINO HAWMEHOBAHMSA JICKAPCTBEHHOIO
npenapara, otHocsierocs no ATX k anTurncuxormdeckuMm cpeactBaM (kox NOSA),
aukcuonutukaM (kox NO5B), CHOTBOpHEIM U cemaTuBHBIM cpeacTBaM (kox NO5SC),
anTupenpeccantaMm (kox NO6A) v He moAIeXallero NpeaMETHO-KOIMYECTBEHHOMY
y4eTy, W JAO TpexX HaWUMEHOBaHWH JIEKapCTBEHHBIX INPENapaToB — Ui HHBIX
JIeKapCTBEHHBIX IIPenapaToB, He OTHECEHHBIX K Bhlleyka3aHHbBIM ATX.

16. Ucnpasienus B peienTe He OIIyCKatOTCS.

17. TIpu opopMmiteHrH penienTypHBIX OmankoB ¢opm Ne 148-1/y-88, Ne 107-1/y
1 Ne 148-1/y-04(;1) Ha nexapcTBeHHBIE IIpenaparhl, HAa3sHAYEHHBIE IO PEIICHHUIO
BpaueOHOM KOMHCCHHM, Ha 00OpOTE peLeNnTypHOro OJlaHKa CTaBUTCS CIIECLHaIbHAs

3 ITpuxas Ne 834H.

4 Yacts 1 crateu 15 3akona Poccuiickoit dexepanuu ot 25 okTa6psa 1991 r. Ne 1807-1 «O s3pikax Hapoios Poccuiickoii
denepanun» (nanee — 3akoH Ne 1807-1). (Bemomoctu che3ga Hapoaubix emyTaTtos PC@CP u Bepxoeroro Coseta
PCOCP, 1991, Ne 50, ct. 1740; CoGpanre 3akoHOgaTenscTBa Poccuiickoii @epepanu, 1998, Ne 31, c1. 3804).




oTMeTKa (IITami).

18. Ha peuentypaoMm Gmanke ¢opmer Ne 148-1/y-04(1) BHU3Y MMeeTCS JTHHUS
OTPBIBa, pa3eAromas pelenTypHbIH OJIaHK U KOPEUIOK.

Kopemok ot penenta, opopMIIEHHOTO Ha yKa3aHHOM peLeNTypHOM OiaHKe,
BBIJACTCS MAIMEeHTy (€ero 3aKOHHOMY IIPEACTABUTENIO) B aNTe4HOW OpraHHU3alliH,
Ha KOpEIIKe [elaeTcsi OTMETKa O HaWMEHOBAaHWH JICKApCTBEHHOTO IMpernapara,
I03UPOBKE, KOJIHYECTBE, CITOCO0E MPUMEHEHHSI.

1. Odopmienue penenta B opMe IIEKTPOHHOTO JOKYMEHTA

19.Penent B  ¢opMe  DIEKTPOHHOrO  JOKyMEHTa,  IIOANHUCAHHOIO
YCWICHHOW  KBATM(UIMPOBAHHOW  3JCKTPOHHOM  TNOAMHUCHIO,  (opMHpyeTCs
MEIMIMHCKUM PabOTHHUKOM, CBEJEHHSI O KOTOPOM BHECEHHI B (pelepalbHbIil PErUCTp
MEJULUHCKMX pabOTHMKOB’, a TaKKe NPH YCIOBHUM PETMCTPALMHM METUIIMHCKOM
OpraHu3alli¥d, B KOTOpOoil odopMisercs peLent, B ¢enepallbHOM peecTpe
MEIUIMHCKAX OpTaHu3aluii® eauMHOM rocymapcTBEeHHOM MH(POPMAIHOHHON CHCTEMEI
B cdepe 3OpaBOOXpaHEHUS W TOAKIIOYEHHS TaKOW MEIHULMHCKON OpraHu3aluu
K TOCYJapCTBEHHOU HHGOPMaIMOHHOH cucTeMe B chepe 3IpaBoOXpaHeHus cyObeKTa
Poccuiickoi ®enepanun’.

20.Tlpu odopmienuu pelenta B (opMe DIEKTPOHHOro IOKyMEHTa
Ha JIeKapCTBEHHBIE Tpernaparhl, yKka3aHHele B MyHKTax 9 u 11 Ilopsaka HasHaueHus
JIeKapCTBEHHBIX IIPeNapaToB, YTBEPXKICHHOTO HACTOSAIINM IPUKA30M, U OTIIyCKacMble
3a MOJTHYK) CTOMMOCTb, 3aIOJTHAIOTCS CIEAYIOIUE PCKBU3UTHI:

1) kog cyowsekra Poccmiickoit ®enepanuun nmo OKATO, omnpenensaromuit
rOCyIapCTBEHHYI0 HHGOPMAIMOHHYIO CHCTeMY B cdepe 3ApaBOOXpaHEeHHs CyObeKTa
Poccuiickoit ®epepanuu, B KOTOpoil chopMHUpOBaH pelenT B ¢opMe 3JIEKTPOHHOTO
IOKYMEHTa;

2) HauMEeHOBaHWe MEIMIMHCKON OpraHw3aluy, aapec, TeaedoH Win hpaMuus,
WHUIIMAJIBl MMEHM W OT4YecTBa (IOCTefHee — NpUd HAIWMYMH) HHAMBHUIYaJIBHOIO
NpeANpUHAMATeN, HMEIOMEro JHUICH3UI0 Ha MEIULMHCKYI0 JesTelbHOCTD,
ero azpec;

3) OI'PH ropuauyeckoro jauna (MemuuuHCKoit opranuzanuu) win OI' PHUII
WHIWUBUIYAIbHOTO MpeAIIpUHIMATENS;

4) nara obopMieHHS perenTa (yKa3slBaeTcs YHUCIIO0, MECHI, TON);

5) mata oOkoH4YaHMs JeHCTBHS pelenta (popMmHpyeTcss TIoOCyJapCTBEHHOH
uHQOPMAITHOHHON cucTeMOif B cdepe 3mpaBooxpaHeHHMs cyOwpekTa Poccuiickon
denepani B COOTBETCTBHH CO CpOKaMM AeWcTBUA penentoB: 15 nued, 30 nHew,
60 nueit, 90 nueit, go 1 roga);

6) yHUKaIBHBEIH  HOMep  peuenta  ((popMmHpyeTcs — IroCyJapCTBEHHOH
UH(QOPMAIIHOHHON cHCTeMON B cdepe 3ApaBooxpaHeHHs cyOwpekTa Poccuiickoi
denepauuy M 00ecledMBacT OAHO3HAYHYI0 HACHTH(UKamuio penenta B Qopme

3 Yacte 4 crateu 91.1 @epepansroro 3akona Ne 323-03 (Cobpanne 3akoHomaTensctBa Poccuiickoli ®enepanyy, 2011,
Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

¢ Yacte 4 crateu 91.1 ®enepansroro 3akona Ne 323-03 (Cobpanue 3akoHonarensctBa Poccniickoit Pexeparum, 2011,
Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

7 Crateu 91 u 91.1 ®enepansHoro 3akona Ne 323-03 (CobpaHue 3akoHOmaTensctBa Poccuiickoit @enepamun, 2011,
Ne 48, ct. 6724).



anekTpoHHOro AokyMeHTa B couetanuud ¢ OKATO, OI'PH unun OI'PHUII);

7) OTMETKH «Cito» (CpOuHO) MM «statimy» (HeMeANeHHO) MpHU HeoOXOAUMOCTH
CPOYHOTO WJIM HEMEIJIEHHOTO OTITyCKa JIEKapCTBEHHOTO TIpernapara ManueHTy;

8) ajgpec mammeHTta (yKa3bpIBaeTcs IOYTOBBIM aJpec MecTa XXHUTENbCTBa (MecTa
npeObIBaHUA WM MecTa (haKTHUECKOro MPOXXKHMBaHUSA) C YyKa3zaHHEM HHIEKca,
HaMMEHOBaHUs Kpas, 00JIacTH, peCIyOJIMKH, aBTOHOMHOTO OKpYTa U MHOTO CyObeKTa
Poccuiickoit denepanuu, HAMMEHOBAaHUS HACEIEHHOIO IIYHKTa, HAUMEHOBAHUS YIIHIIBI
(nmpocmexTa, mepeyiika, mpoe3aa), HoMepa JoMa (C yKazaHHueM Kopiryca, pH HAJIW4KK),
HOMepa KBapTHPHI);

9) HOMep JNMEKTPOHHONH MEMUIMHCKOM KapThl MallMeHTa B rOoCydapCTBEHHOHR
HHGOpPMAITHOHHON cucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
Qenepanuy;

10) daMums, uMsi, 0OTYECTBO (TTOCNIeAHEee — TPU HATUYKH ) TAIUEeHTAa [TOJIHOCTHIO;

11) mata poxmeHus nanpdeHTa (yKa3bIBaeTCA YUCIIO, MeCAl, TOA), AMA HeTer
10 1 romga JONMONHUATENHHO YKa3bIBaeTCA KOIMYECTBO IIOIHBIX MECSALIEB;

12) baMunusd, WHAIMATEI AUMEHH MW OTdecTBa (TOCHefHee — IMpH HATUYHH)
MEIUIIMTHCKOTO pabOTHHKA MOJIHOCTBIO;

13) HauMeHOBaHHE JIEeKapCTBEHHOTO npenapara (MexTyHapomHoe
HelaTeHTOBaHHOE HaHMEHOBaHHe, IPYNIUPOBOYHOE WK XUMUYECKOe HAUMEHOBAHNE,
TOProBO€ HAaMMEHOBaHHE), JO3UPOBKA, (OopMa BBITYCKa, KOIUYECTBO (BCE MO3ULMHU
YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco6 TpUMEHEHHS JIeKapCTBEHHOro IMpenapara Ha ToCyJapCTBEHHOM
a3eike Poccuiickoii @enepanmyu Wi Ha TOCYJapcTBEHHOM s3bIKe Poccuiickoii
denepalii ¥ TOCYJapCTBEHHOM S3BIKE€ pPECIYONMK M HHBIX $3BIKaX HapoJIOB
Poccuiickoit deepanun’.

15) moKyMeHT, TOJATBEp)KAAIOIIUN Ha3HaYeHHE JIEKapCTBEHHOIO IIperapara
II0 PEIIEHUIO BpaueOHOH KOMICCUU MEIUIIMHCKON OpraHU3aliy;

16) oTMeTKa O Ha3HAYEHHWH JIEKAPCTBEHHOIO IIperapara II0 PEIICHHUIO
BpaueOHOM KOMHCCHHM MEOMLMHCKOM OpraHu3alMd B ClIydYasdX, YKa3aHHBIX
B abzame BropoMm myHKkTa 6 Ilopsnka Ha3sHadyeHHs JEKapCTBEHHBIX IIPEIApaToB,
YTBEPKIEHHOTO HACTOSIIUM IIPUKA30M;

17) otMeTKa O CHeOUaNbHOM HAa3HAYEHHWH JIEKapCTBEHHOIO IIpenapara
(3amoyHsAeTCA B CITydasiX, yKa3aHHbIX B IyHKTax 15 u 24 Ilopsaka HasHaYeHHs
JIEKapCTBEHHBIX IIPENapaToB, YTBEPKAEHHOTO HaCTOAMIKM IIPUKA30M);

18) oTMeTKa O Criel[MajIbHOM Ha3HA4eHUH JIEKapCTBEHHOTO Ipernapara NalueHTy
¢ 3aboneBaHueM, TPeOYIONMM JJIHUTEIBHOIO KypCOBOIO JI€YeHMs (3alOJIHAETCS
B ClTyvae, ykazaHHoM B nmyHKTe 23 Ilopsiaka HasHaYeHUs JEKapCTBEHHEBIX MPENaparoB,
YTBEPXKAEHHOTO HACTOSIMM IPHKa30M) C MIPOCTABICHUEM IEPHOIUYHOCTH OTIYCKa
JIEKapCTBEHHOTO IIperapaTa;

19)npu  odopmiteHnu perenta B (GopMe  3IIEKTPOHHOTO  JOKyMEHTa
Ha JIEKapCTBEHHbIE MPEIapaThl, yKa3aHHbIe B NOANYHKTaX 2—5 MyHKTa 9 u myHKTe 11
IMopsinka Ha3HAYEHWS JIEKAPCTBEHHBIX IIPENaparoB, YTBEP)KIECHHOIO HACTOAIINM
MpPHKAa30M, FpaXKIaHaM, HIMEIOLINM IIPaBo Ha OECIIaTHOE NONy4YeHHe JIEKapCTBEHHBIX

8 Yacts 1 crateH 15 3akona Ne 1807-1 (BemomocTu chesna Hapoausix nenytatoB PCOCP u Bepxorroro Cosera PCOCP,
1991, Ne 50, c1. 1740; CoGpanue 3akoHomatenscTBa Poccuiickoii @enepauny, 1998, Ne 31, ct. 3804).
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IpeNapaToB WK MOJNydeHHe JIeKApCTBEHHBIX NPENapaToB CO CKUAKOM, 3allONHAIOTCS
PEKBH3HTH, NPEAyCMOTPEHHBIE MOAMYHKTaMH 1-18 Hacrosdmero myHKTa, a Takxke
ClIeTyIOIIHe PEKBH3UTHL:

a) KaTeropus. TpaXJaH, HMEIONIMX INpaBo Ha IOIy4EeHHE JCKapCTBEHHBIX
IpenapaToB B COOTBETCTBMM co craTheil 6.1 ®exmepanbHOro 3axkoHa ot 17 urons
1999 r. Ne 178-®3 «O rocyaapCTBEHHOH COLIMAIBHON OMOIITI»;

0) xox Ho3oJorHueckoit popmel o MKD;

B) HCTOYHMK ¢uHancuposanus (1 — denepanbHbi OOmKeT, 2 — OHOIKET
cybnekta Poccuiickoit ®enepanuy, 3 — MyHHUIUIATIBHBINA OIOAXKET);

r) pasmep oruiatsi (1 — 6ecrutatao, 2 — 50%, 3 — unoii %);

I) CTpaxOBOi HOMep HWHAMBHIYaJbHOIO JIMIEBOIO CY€Ta TIpaKIaHHHa
B [lencuonnom donne Poccuiickoit @eneparyu (npu Hanuauu) (CHUJIC);

€) HOMep MoJrca 00A3aTeIEHOTO MEANIMHCKOTO CTPaXOBaHHUsl.

21.Tlpu mpocTaBleHHM OTMETKH, YKa3aHHOW B MOANyHKTe 16 myHkra 20
Hactosimiero Ilopsinka, penent B ¢opMe 3IEKTPOHHOIO IOKYMEHTa IOANMCBIBAETCS
YCHIEHHOW  KBaJM(HUIMPOBAHHOM  SJEKTPOHHOM  HOAMNMCBIO  MpeACEdaTes
UK CeKpeTaps BpaueOHOM KOMUCCUH METUIIMHCKOM OpraHU3aliHy, IIPX IIPOCTaBICHHH
OTMETOK, yKa3aHHBIX B moamyHkTax 17 u 18 mynkra 20 Hacrosamero Ilopsnxa, —
YCHJIIEHHBIMH KBaTH()HUITUPOBAHHBIMYU 3JIEKTPOHHBIMU HMOAMHUCIMH COOTBETCTBYIOIINX
MEIUIIMHCKUX PaOOTHUKOB.

22.Tlo TpebGoBaHMIO TalMEeHTa WJIA €r0 3aKOHHOTO IPENCTaBUTEJIS
ohOpMIISETCS SK3EMIUIAP pelienTa B GopMe 3IEeKTPOHHOIO JOKyMEHTa Ha OyMaXHOM
HOCHTEJIE C OTMETKOM «JIyOJIMKAT 3JIeKTPOHHOTO0 JOKYMEHTAY.

III. Vet pelientypHbIX 0IaHKOB (32 HCKITFOUSHHEM PeLleNTyPHBIX OJIaHKOB
o dpopme Ne 107/y-HIT «CrienHanpHBIi penenTypHbIid O1aHK»)

23. Vuer peuentypHerx OmamkoB ¢opm Ne 107-1/y, Ne 148-1/y-88
1 No 148-1/y-04(;), H3roTaBIMBaeMBIX THIOTrpadCKUM crocoboMm (Jaee —
pelenTypHble ONaHKW, MOAJEXAINUe y4eTy), OCYIIECTBIIETCS B XXKypHalax ydYera,
IIPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX M CKPEIUVIEHHBIX IOAIMCHI0 PYKOBOAUTEIA
M IeYaThl0 MEIUIIMHCKOW OpraHW3alliid WU TOANMCHIO HHAMBHIYaJIbHOIO
TpeAPUHUMATEINS, KIMEIOIIET0 JULEH3UI0 Ha MEJMITMHCKYIO NeATEIbHOCTb.

24, XKypuan ydera peuentypHsix OmaHkoB ¢opmer Ne 107-1/y comepxut
crnemytouiye rpadst:

1) HoMep 1O NOPSAKY;

2) B pazzene «IIpuxom»:

a) Jara perucTpaluy J0KyMeHTa, IOATBEPKAAIOIIEro MOCTYILICHHE,

6) HOMep M Jara JOKyMEHTa, IOATBEPKAAIOMIETO MOCTYILUIEHHE, HAMMEHOBaHHE
TIOCTaBIIIHKA;

B) 00IIlee KOJIMUECTBO MMOCTYNHMBIINX PELENTYPHBIX OIaHKOB;

r) baMmids, MHUIMAIE WMEHH M OTYecTBa (IOciefHee — INpPU HAIWYHM)
¥ TOJIUCH OTBETCTBEHHOIO0 METUITMHCKOIO pabOTHMKA, MONTYYHMBILErO PEHENTYpPHBIE

® Cobpanne 3akoHONaTenscTBa Poccuiickoit @enepamim, 1999, Ne 29, ct. 3699; 2020, Ne 52, ct. 8577




OJIaHKH OT ITOCTABIIHNKA,

3) B pazaeine «Pacxomy:

a) aTa BbIIa4y PeLielITYPHBIX OJIaHKOB;

0) KOIMYECTBO BEIAAHHBIX PeLIeNTYPHBIX OJIaHKOB;

B) paMmiInd, WHWLHANEI MMEHW W OT4YecTBa (IMOCNeqHee — IpPU HAIUINU)
OTBETCTBEHHOT'O MEIMLIMHCKOTO paOOTHHKA, TTONyYUBILIETO pelleITypHble OJIaHKH;

') IOAIIHCh OTBETCTBEHHOTO  MEIUIIMHCKOIO palOTHHKA, MOIYYUBIIETO
pelienTypHbIe OJIaHKY;

4) hbamuius, WHUIMATEI HMEHH H OTYeCTBa (MOcieqHee — IpU HAJIUYHNM)
U TOJIHKCH OTBETCTBEHHOTO MEIUIIMHCKOrO pabOTHHMKA, BBIAABIIEr0 pELENTYpHBIE
01aHKH,

5) ocTaToK peHenTypHbBIX OJIaHKOB.

25. Xypuan ydvera peuentypHeix OmankoB ¢opMm Ne  148-1/y-88
u Ne 148-1/y-04(1) conepxuT cienyromue rpadsr:

1) HOMep 10 TTOPAIKY;

2) B paznene «IIpuxomn»:

a) JjaTa perucTpaliy JOKYMEHTa, IOATBEPKAAIOLIETO ITOCTYILICHHE;

0) HOMep M Jara JOKyMEHTa, MOATBEP>KAAIOLIETO NOCTyIUICHHE, HANMEHOBAHHUE
ITOCTABIIHKA,

B) 00lIiee KOJHUYECTBO MOCTYIMHUBIINX PEIENITYPHBIX OJIaHKOB;

T') CEpHU U HOMepa peleNTypHBIX OJIaHKOB;

1) KOJTMYECTBO PELENITYPHBIX OJIAHKOB II0 CEPHUSM;

e) amuins, HHMIHAIEI MMEHM M OT4ecTBa (TIOCIENHee — IIPH HAIWYWK)
¥ IIOJIIHUCH OTBETCTBEHHOT'O MEIHUIIMHCKOTO pabOTHMKA, IONYyYHMBILETO PELENTypHBIE
OJIaHKH OT IMOCTABIIHKA;

3) B paznene «Pacxon»:

a) aTa BhIIa4M PeLeNITYPHBIX OJIaHKOB;

0) ceprrt 1 HOMepa BBIJaHHBIX PEIENTYPHEIX OJIaHKOB;

B) KOJIMYECTBO BHIJAHHBIX PeIeNTypPHBIX OJIaHKOB;

r) baMuIns, MHMIHATBI WMEHH W OTYecTBa (IOCiefHee — IIpU HaIW4IMH)
OTBETCTBEHHOI'0 MEJULIMHCKOro pabOTHHKA, IIOyYHBIIETO peleNTYpHbIe OJIaHKH;

1) HOANKUCh OTBETCTBEHHOTO MEIUIIMHCKOTO pabOTHHKA, IIOIy4YMBIIErO
pelenTypHble OJIaHKY;

4) ¢daMunMs, WHALNKAIEI MMEHH M OTdecTBa (IOCIeAHEee — IPH HAIUYHH)
U IOIMCH OTBETCTBEHHOI'O MEIUIMHCKOTO pa0OTHHKA, BBIAABIIEIO peLENTypHBIE
OaHKW;

5) ocTaTok penenTypHBIX OIaHKOB.

26. Yuer penentoB, O(QOpMIIEHHBIX B (OpME 3JIEKTPOHHOIO IOKYMEHTa,
OCYILIECTBISETCS B TIOCYJAPCTBEHHOM HH(pOpPMamMOHHOH cucreMe B cdepe
3ApaBooxpaHenus cyonrekra Poccuiickoii @enepanuy MocpecTBOM BENCHHUS €IUHOIO
peecTpa pelenTtoB, 0GOpPMIEHHBIX B (popMe 37EKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue pelenTypHbIX O1aHKOB (32 HCKIIOUEHHEM PElieNTyPHBIX OJIaHKOB
o dpopme Ne 107/y-HIT «CrienuanbpHbIA penenTypHbIH GI1aHK» )

27. MeQUUMHCKAE OpraHH3allMH IIONy4aloT HEOOXOAHMBIE pELENTYypPHEIE




O1ankH, odhopMIleHHbIe THIOrpagckuM criocoboM, depe3 TeppHUTOPHATIBHBIE OpPraHbI
yIpaBlieHUs 3ApaBOOXpPAHEHHWEM WM OpraHW3allid, YIIOJHOMOYEHHBIE Ha 3TO
OpraHaMH HUCIIOJTHUTEIBHOI Bi1acTu cyOsekToB Poccuiickoil Penepanuy.

28. PementypHbple OnaHKH, MOANEXALIHME YYETy, XPaHATCd OTBETCTBEHHBIM
JIMIIOM, Ha3HAYE€HHBIM PYKOBOIUTENEM MEAWLMHCKOW OpraHu3allid, B 3aIlMPacMOM
MeTautrdeckoM mkady (cetide) nim MeTaNIMIECKOM sIIUKE.

29. UsnuBuyallbHBIN NpeANpUHAMATENb, AMEIONINA JTULEH3HIO
Ha MEIUIMHCKYIO [IeATENBHOCTh, XPaHHT pelenTypHble ONaHKW, MOMJIEXalle
y4ery, B 3allHpacMOM MeTAUTHIeCKOM IKady (ceiide) MM MEeTATMYECKOM SIIHKE.

30. IIpoBepka COCTOSIHUS XpaHEHHs, yueTa, (PaKTHUeCKOro HaIWYUs M pacxoza
peLIeNTYpHBIX ONaHKOB, MOUIEXAIINX y4eTy, OAHUH pa3 B KBapTaj OCYIIECTBILIETCS
KOMHCCHEH, CO3TaHHOM B MEIUITUHCKOW OpraHU3alluu.

31. Peuentypuole OmaHkd, odopmiaseMble Ha OyMaXHOM HOCHTENE
U TOMJIeXAIlFie y4YeTy, BBIJAIOTCS MEAMIMHCKUM pabOTHHKaM, HMMEIOIIMM IIPaBo
oopMIIEHHS PELIENITOB, IO PACIOPSHKEHHUIO ITJABHOI'O Bpadya MM €ro 3aMECTHTE.

ITony4yeHHBle pelenTypHBle ONaHKM Ha OYMaXHBIX HOCHTEIIX XpaHATCA
MeIUITHHCKUMH PabOTHUKAaMH B IOMEIIEHHUSIX, 00€CTIEIMBAIONINX HX COXPAHHOCTb.

32. TIporpaMMHO-TEXHUYECKHE CPEICTBA OCYIAPCTBEHHBIX MH(POPMALMOHHBIX
cucteM B cdepe 3IpaBOOXpaHEHHS, MEJUIMHCKUX HH(OPMAIMOHHBIX CHCTEM
METUIIMHCKAX OpraHu3anuii o0ecledynBaloT XpaHEHHE JJEKTPOHHBIX PpELEINTOB,
ohopMIIEHHBIX B (hOpMe 3IEKTPOHHBIX JOKyMEHTOB B TEYCHHE CPOKOB, YCTAHOBIICHHBIX
IJISL XpaHEHHUS PELEnTOB, 0GOPMIEHHBIX Ha COOTBETCTBYIOLINX (POPMaxX PELENTYPHBIX
6J1aHKOB Ha 6yMakHoM Hocutene'’.

19 TToamynkr 5.2.169 IMonoxenns 0 Munucrepctse (Cobpanue 3akoHoAaTenbCcTBa Poccuiickoii @enepawn, 2012, Ne 26,
CT. 3526; 2021, Ne 43, cT. 7258).




ITpunoxenue Ne 4
K IpuKa3y MUHHCTEPCTBA 3paBOOXPaHEHHS
Poccuiickon @enepariu

ol g Sl 2 % 4970

il

®opMa cnenuaabLHOro penentypHoro 6ianka Ne 107/y-HIT

MHUHHCTEPCTBO 3APaBOOXPAHEHHU Koxa dopmer mo OKY ]
Poccuiickoit @enepanyu MepunuHcKas JOKyMeHTaus
®opma Ne 107/y-HII,
yTBEp)KAE€HHAs [IPHKA30M
MunucTepcTBa 3JpaBOOXpaHEHHS
IITaMII METUIIMHCKONW OpraHu3allul Poccuiickoit @enepanuu

otdi /oty No 1097 it

PELIEIT

| r—r, L 1 1T 1
cepna | |/ [ 110 (111

" " 20_ T.
(maTa BBITUCKH peLieITa)

(B3pOCIBIH, AETCKU - Hy)KHOE HOAYEPKHYTH)

damuus, UM, 0TYECTBO (TOCIIECAHEE — IPH HATHYHH)
MarueHTa

Bospact
Cepus 1 HOMep noJmca 0013aTENBHOI0 MEIUIMHCKOTO CTPaXOBaHUA
Homep meaummHCKOH KapThl
damunus, UM, 0TUECTBO (TIOCIIEAHEE — IIPH HATTMYKH)
Jneyamiero Bpaya (¢enpaniepa, aKylepkn)

IMoanucs u MTMYHAS IEYaTh Bpada
(moanuck ¢enpamepa, akymepKn)

M.IL

damuus, EMs, OTYECTBO (TIOCIEAHEe — IIPH HAJIMYKMH) U MOAIHMCH YIIOJHOMOYCHHOTO JIMIA
MEIUIMHCKON OpraHu3alu

M.IL

OTMeTKa anTeIHOM OpraHu3aiuy 00 OTIIyCKe

daMuus, UM, 0T4ecTBO (IOCIEAHEE — IPH HATHYHH) U IOANNCh pabOTHHKA allTeYHOM
OpraHu3aIuf

M.IL.
Cpoxk neiicTBus penenrta 15 nuei




ITpunoxxenue Ne 5
K mpuka3sy MunucTepcTBa 3paBoOOXpaHEHH
cculickoyDenepanu

i}
oT MW/V/'/ 2o Ne 11 / {/ '4

IMopsanok
H3roTOBJICHHS, paclpe/eieHus, perucTpaluy, y4eTa H XpaHeHHs PelenToB,
coJeprKamuX HA3HAYEHHE HAPKOTHYECKHX CPEACTB HJIH NICHXOTPONMHbLIX BEIECTB

I. ITopsmOK U3rOTOBIIEHNS, PAacTIpeieNeHHs ClIeNUaIbHBIX PELENTYPHBIX OJIaHKOB
o opme Ne 107/y-HII

1. OpraHu3anyio H3TOTOBICHUS W pAacIpefieNleHus PpeLeNTypHBIX OlaHKOB
o ¢popme Ne 107/y-HIT «CrnenmansHbli pelenTypHbIi O1aHK» (lajee — CIelHaIbHBIA
peLenTypHbI 67aHK) ocymecTBisieT MUHHACTEPCTBO 3ApaBOOXpaHeHHs Poccuiickoin
depepanuu (nanee — MHHHUCTEPCTBO).

2. CrhnenuajgbHble  peleNTypHble  ONaHKH  SBISIIOTCS  3allUIIEHHON
nonurpadu4IecKoil mpoayKiuei ypoBHs «By, usrorasiuBaeMoil Ha Gymare po30BOro
nBeTa pasmepoM 10 cM x 15 cM, JOMDKHBI HMETH CEPHI0O M HOMED, a TaKxke
COOTBETCTBOBaTh TPeOOBaHMSM, YKa3aHHBIM B IpHkaze MuHHCTepcTBA (HHAHCOB
Poccuiickoit @emepaiun ot 29 centsaops 2020 r. Ne 2178 «O6 yTrBepXaeHHH
Texuudeckux TpeOOBaHHMA W YCIOBHM W3rOTOBJICHHUS 3AILMINCHHON OT IOAJENIOK
noJurpadUuecKoil MPOAYKUUW» (3aperUCTpHUpoBaH MUHHCTEPCTBOM  FOCTHIMH
Poccutiickoit ®epepanuu 16 Hosdps 2020 r., peructpannoHHbi Ne 60930).

3. B memsax opraHu3alil H3TOTOBICHHS U DACIpPElENICHHs CIEeIHUATBHBIX
PELENTYPHEIX OJaHKOB MEJUIMHCKHE OpraHM3alluy, UMEIOIIUE MPaBO OCYIIECTBIATH
BBIIaYy pPELENTOB Ha HAapKOTHYECKHE CpPEACTBA HIH IICHXOTPOIHBIE BEIIECTBA
cnucka II Tlepeuns u 3apeructpupoBaHHble B Poccuiickoil Denepaimy B Ka4eCTBe
JIEKAPCTBEHHBIX MPENAPATOB AJi MEIUITHHCKOTO IIPUMEHEHHS (Jjalee COOTBETCTBEHHO
— MEQULMHCKas OpraHu3amui, HapKOTHYeCKHH (IICHXOTPOMNHBIN) JIEKapCTBEHHBIN
Tpernapar), COCTaBIISIOT 3assBKU Ha peLieNTypHBIE OJIaHKH.

4. B cpox n0 1 okTAOps Tekymiero roja 3asBKH MEIULMHCKHX OpraHU3alui
Ha CIIeIHAIbHBIE PeleNTYpHBIE OTaHKH MIPEICTaBIIIOTCA:

1) MeAMIMHCKAMH OpraHu3allusiMH{, HaXONSIIUMUCA B BEOECHWH (elepalbHbIX
OpTraHOB HCIIOJIHUTENBHOM BIacTH, — B COOTBETCTBYIOIME (eepalbHble OpraHbl
HWCIIOJIHUTEIBFHOM BJIaCTH;

2) MEOWIMHCKMMH OpTaHM3ALUSIME, HaXONSIIAMUCA B BeleHHH CyOBEKTOB
Poccuiickoit @enepanuy, MEIUIMHCKMMH  OpraHU3allUsiMHU MYHHULUIIATBHOM
¥ 9aCTHOM CHCTEM 3paBOOXPaHEHHs — B OpPraHbl HCTIOJHHUTENBHOMR BIaCTH CyOBEKTOB
Poccuiickoiit @enepanuu B cdhepe 0OXpaHbl 340pOBbs I'PaXk[laH, Ha TEPPUTOPHH KOTOPIX
OHM PACIOJIOXKEHHI (fajiee — OpraHbl HCIIOJIHUTENBHOM BIacTH CyOBeKTOB PoccHitcKoi
®deneparyn).

5. B 3asBKe MEJUIMHCKON OpraHu3alMy Ha ClielHallbHble peLleNTypHBIE OlaHKH
YKa3bIBalOTCA CIEAYIONUE CBEICHHS:

1) cBeeHHS O METUITMHCKON OpraHHM3allvy, [T0JaBIIcH 3as8BKy Ha CIICLIMAIbHBIC
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peuenTypHble OJaHKy (MOJTHOe HaUMEHOBaHKe, aJipec MecTa HaXO0XICHHU ),

2) KONMYEeCTBO CIEIHATbHBIX PELeNnTYpPHBIX OJIaHKOB, H3PacXOJ0BaHHBIX
MEULIMHCKOW OopraHu3alueil Ha | ssHBaps NpeaIIecTBYIOLIEro roaa;

3) KONHWYECTBO CHEIHMAIBHBIX pELENTYpPHBIX OJaHKOB, HEOOXOIUMBIX
MEUILIAHCKON OpraHM3aliy Ha CIEAYIOMHN rox.

3asBKa MEIMIUHCKON OpraHM3alid Ha CIHelHaJbHbIE peLeNnTypHble OJIaHKU
[TOATIMCHIBAETCS PYKOBOOWUTEIEM MEAUIMHCKON OpraHu3alnM, KOTOPBIM HeceT
IEPCOHAIBHYIO OTBETCTBEHHOCTH 32 OOOCHOBAaHHOCTh M JOCTOBEPHOCTh YKa3aHHBIX
CBEJICHHH.

6. DenepanbHble OpraHbl HMCIOJHUTEIBHOM BJACTH, B BENEHHMH KOTOPBIX
HaXxoOATCS  MEOUIIMHCKHE oOpraHm3anuu (namee —  (QemepaiibHblE  OpraHbl
HCTIOJTHUTENBHOM BJIACTH), U OPraHbl HCIIONHUTEIBHOM BlacTH cyonsekToB Poccuiickoii
Qenepalii Ha OCHOBAHHM 3aiBOK MEOUIWHCKNX OpraHM3aldid Ha CIeUalbHBIC
penentypuele 6jaHKA (OPMHPYIOT CBOAHBIE 3asBKM Ha CIEI[MAIbHBIE peleNTypHBIE
OJIaHKH ¥ B CpoK 110 1 nekalbps TeKyIero roja NpeAcTaBiIsIOT UX B MUHHCTEPCTBO.

7. B cBomHOM 3asBKE Ha CIELHAJIbHBIE peLEeNTYpHble OJAHKU YKa3bIBalOTCS
CIEeOYIOIIe CBEASHUS:

1) cBemenms o denepalbHOM OpraHe HCIIONHUTENBHON BiacTH (opraHe
WUCIIOMHUTENEHON BiacTu cyOnekra Poccuiickoit ®epepainuu), OpeacTaBUBILIEM
CBOIHYIO 3asBKYy Ha CHELHAJbHBIE peleNTypHbIe ONaHKW (TOJIHOEe HauMEHOBAaHMHE,
aZipec MecTa HaXOXJIeHHs);

2) KONHMYECTBO CIEHHAIBHBIX PELENTYpHbIX OJIaHKOB, paclpeielleHHbIX
dbenepaTsHBIM OPraHOM HCIIOJIHUTENILHONW BIacTd (OPraHOM HCIIOMHUTEIHHON BIAaCTH
cyopexta Poccmiickoit @enepanuu) Ha 1 sHBaps NOpeAIIECTBYIOLIETO TOAAa MEXAY
MEIULMHCKUMHU OpPraHN3alisIMy;

3) KOJIHYECTBO CIIEIHAIBHBIX PELENTYPHBIX OJaHKOB, HEOOXOAUMBIX
dbenepaibHOMY OpraHy MCIIOJIHUTENBHOM BnacTd (OpraHy HCIIONHUTENBHOM BIAaCTH
cyobekta Poccuiickoit Denepanun) Ha CeyIOMMM TOA A paclpeacacHUs MexXIy
MEIULMHCKIMHU OpraHN3alusIMy;

4) cBemeHHS O IIOABEIOMCTBEHHOM OpraHU3allM{, YIOJIHOMOYEHHOH
dbenepaTIbHEIM OPraHOM HCIIOJHUTENBHONW BIACTU (OPraHOM HCIOIHHUTEIBHOHN BIIACTH
cyorekta Poccuiickoit ®Denepaunn) OCYIIECTBIATH IIONyYEHHE CIELMAIBHBIX
pelenTypHBIX OJIaHKOB OT MUHHCTEpCTBA, UX XpaHEHWE H BBIAAYy MEIMLIMHCKUM
opraHuzanusM (ITOJTHOE HaWMeHOBaHWe, ajapec Mecta HaxoxneHus, WVHH/KIIII,
OKTMO opranuzanuy, pakTHIeCKU afpec IOCTaBKH).

8. Ha ocHOBaHWH MOJy4EHHBIX CBOJHBIX 3a5BOK Ha CHEI[HAIBHBIC PELEIITYPHBIE
OmaHKr MHHHCTEPCTBO €KErOIHO B CPOK 110 15 stHBaps cnexyromero roga GopMupyer
U YTBEPXK/IAET IJIaH paclipelesieHHs CIICIUAaIbHBIX PeleNTypHBIX 01aHKOB, B KOTOPOM
OTpaXkaeTcs rojosas noTpe6HOCTh Poccuiickoi ®denepanuu
B CIELMANBHBIX PELENTYPHBIX OIaHKaX (ajiee — IIaH pacnpeeneHss MUHICTEPCTBA).

9. B mrane pacnpeaeneHuss MUHHCTEPCTBA YKa3bIBAIOTCA CIEAYIOIHE CBEACHHS:

1) mopsAKOBEI HOMED 3aINCH;

2) HauMeHoBaHHMe (DelepalbHOTO OpraHa HCIOJHUTENhHOM BiacTH (OpraHa
WCIIOJHUTENbHOH BIacTH cyObekta Poccuiickoit ®denmepanuu), MNpeacTaBUBLIETO
CBOJHYIO 3aBKY Ha CHelHaIbHEIe pellenTypHble ONaHKy;

3) HeoOX0AUMOE KOJIMYECTBO CIIEIUAIBHBIX PELENTYPHbBIX OJIaHKOB.




10. HampaBiieHHe CrieIHaTbHBIX PeLeNTYPHBIX GIaHKOB (eepalbHbIM OpraHaM
HCIIOJTHUTENBHOM BIIACTH, OpraHaM MCIIONHUTENBHON BiacTH cyOBekToB Poccuiickoin
@enepanuu  OCyIECTBIAETCS MHMHHCTEPCTBOM B KOJIMYECTBE, MPENYyCMOTPEHHOM
IUTAHOM pacripeaenieHns MuHHCTepCTBa.

11. MHHHCTEPCTBOM JIOTIOJTHUTENBHO K KOJTMYECTBY CIIEHAATBHBIX PELENITYPHBIX
OI1aHKOB, MIPEeIyCMOTPEHHOMY IUIAHOM pacnpeaeneHus MuHucTepcTBa, GopMUpyeTCs
pE3epBHBEIN  3amac  CHEINHMalbHBIX  PELEeNTypHBIX OJIAHKOB B  KOJHUYECTBE,
He npeBbimaromeM 150 000 cnenuanbHBIX peLeNTYPHBIX OJIaHKOB.

12. B ciydae yBenuueHUs NOTPEOHOCTH B CHELHANBHBIX PpELENTYPHBIX
6nankax (QenepanbHble OpraHbl UCIIOMHUTENBHOM BIACTH (OpraHbl UCIIOJIHUTEIBHOM
BlIacTu CcyObekToB Poccuiickoit ®eneparin) HanpapisitoT B MUHUCTEPCTBO CBOJHBIE
3a9BKM Ha JOIOJHHUTENHFHOE KOJIMYECTBO CHENHANBHBIX pPELENTypHBIX OJIaHKOB
(c 060CHOBaHMEM YBEIHYEHHS MOTPEOHOCTH B CHENHUANBHBIX PELENTYPHBIX OJaHKaXx),
KOTOpBIE TPENOCTaBIIOTCS MUHUCTEPCTBOM K3 pPE3E€pPBHOTO 3alaca CIECLUAIbHBIX
pelenTypHBIX OJaHKOB.

13. denepanbHble OpraHbl UCIOJIHUTENBHOM BIIACTH (OpraHbl HCIOIHUTENBHOM
BIacTH CcyObekToB Poccmiickoii ®eneparum) pacnpedensioT IMOJyYeHHEBIE
CIenuajbHBle peleNnTypHble OJAHKH MEXIy MEIUIWHCKUMH OpraHu3alsMi Ha
OCHOBAHWH IUTAHOB pacrpezeiieHus, chOpMUPOBaHHBIX B COOTBETCTBHM C 3asiBKaMH
MeIUIMHCKUX OpraHU3aIlii Ha CHeIHAaNbHbIe pelleNnTypHble OlaHKu.

II. ITopsimox perucTpaiuy, yueta U XpaHeHus
CIEeNUAbHEIX PeleNnTypHBIX OyankoB mo ¢popme Ne 107/y-HIT

14. MunucrepctBo, uHBIE (efepanbHble OpraHbl HCIOJHHUTENBHOH BIACTH
¥ OpraHbl MCIIOJHHUTENBEHON BIacTH cyObhekToB Poccuiickoil @enepanuy OpraHu3yroT
XpaHeHHe CTeMHATBHBIX PeleNTYPHBIX OaHKOB B ITOJBEIOMCTBEHHBIX OpraHU3aIMAX,
YIIOJTHOMOYEHHBIX OCYIIECTBIATh MOJMY4YeHHe CHENHANbHBIX PELEeNTYPHBIX OJIaHKOB
or MuHHCTEPCTBA, HX XpaHEHWE M BbIIady MEIUIWHCKHM OpraHM3alisiM (nanee —
YIIOJTHOMOYEHHAsl OpraHU3aLys).

15. B ymonHOMOuYeHHOH OpraHM3alii M MEAULMHCKOM OpraHu3allkH,
IIOJIyYHBIIEH CTiEIMANbHBIE pelleNITypHble ONaHKH, OPraHU3yeTCs PErUCTpans, y4eT
U XpaHeHHe CIeHaTbHEIX PEeNTYPHBIX OJ1aHKOB.

Peructpanus, ydeT ¥ XpaHEeHHE PE3ECPBHOrO 3araca ClelHaIbHBIX PEeLeNnTyPHbIX
OnaHkoB ~MHHHCTEPCTBA  OCYIIECTBISeTCS  (elepanbHBIM  rOCyNapCTBEHHBIM
OIOIKETHBIM YUPEXIEHHEM, HAXONAIIUMCA B BeleHWHM MuHHCTepcTBa (Janee
COOTBETCTBEHHO, — pe3epBHEIif 3amac, MOJBeIOMCTBEHHOE YUPEXKICHHUE).

16. PabGoTHMK, Ha3HAYEHHBIH TNPHUKAa30M PYKOBOJUTENIS YIOIHOMOYEHHOH
opranuzanuy (yIOJIHOMOYEHHOM OpraHU3alluy, OABEIOMCTBEHHOIO YUPEKICHHS)
OTBETCTBEHHBIM 3a PETUCTpAlliIO, XPaHEHHE M YYeT CHElUAIbHBIX DPELEINTYypPHBIX
OnaHKOB (Hajgee — OTBETCTBEHHBIH paOOTHHK), Ha OCHOBAHMH JOBEPEHHOCTH,
ohQOpPMIIEHHOH B TMOpSAAKE, YCTAaHOBICHHOM 3aKOHOAATENbCTBOM PoccuicKoi
Ddenepai  (C  MONMUCHIO  PYKOBOAUTENSA  YIIOJIHOMOYEHHOH  OpraHu3alfu
(yIIOJIHOMOYEHHOM OpraHM3allud, IOABEIOMCTBEHHOIO YUPEX/AEHH:), TJIABHOIO
OyxrajTepa, 3aBepeHHBIX KPYyIJIOi I€4aThio), MONy4YaeT CIEIHAlIbHEIE PEeLENnTypHbIE
OlaHKM H OCYINECTBISAET BeJEHHE >XypHajla perucTpaldd M y4YeTa CIEeHMaIbHBIX
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peLEeNTyPHBIX OJaHKOB, K KOTOpoMYy IIpuoOmaer ¢oTo- U (MIM) BHAEOMATEPHAIIE,
HoATBEpXKAaonre GakT opopMIIEHHS pelleITYPHBIX OJaHKOB Ha oMy (TIpH HAJTHMYHH).

17. XXypHan perucTpalliy ¥ y9eTa ClieMalbHbIX peleNTypHbIX 01aHKOB JOJDKEH
OBITH TPOHYMEPOBaH, MPOIIHYPOBaH, HMETh HAa IOCIEAHEH CTpaHUIE 3allKCh,
COIEpIKAIlyl0 KOJMYECTBO CTPAHMIl, IIOJHOE HaMMEHOBaHHE YIOJIHOMOYEHHOMH
opraHusauuy (MEAUIMHCKOM OpraHu3alyy, [OABEIOMCTBEHHOTO YUPEKICHHA),
a TaKKe CKpeIUIeH MOAMUCHI0 PpPYKOBOAUTENS M IEYaThiO YIIOJHOMOYEHHOM
OpraHu3aiuy (MeIUIHHCKON OpraHU3alyy, IT0{BEIOMCTBEHHOTO YUPEKACHHUA).

XypHaun perucrpanuu u yueta CelHaIbHBIX PEIEITYPHBIX OJaHKOB Pe3epBHOIO
3amaca MuHuctepcTBa CKperuIseTcs TaKXKe TIOJTIMCHIO IUpeKTopa
(B CIly4ae €ro OTCYTCTBHS — 3aMECTHUTeNA JUpeKTopa) JlemapTaMeHTa peryIdpoBaHus
oOpameHus JIEKAPCTBEHHBIX CPEICTB M MEJULNMHCKMX H3fenud MUHHUCTEpCTBA H
nevaTei0 MUHHUCTEPCTBA.

18. B XypHajie pErHCTpallid ¥ Yy4YeTa CHEHHalbHBIX PELENTypHBIX OJIaHKOB
YKa3bIBAIOTCS CIIeIyOIINe CBEICHUS:

1) mopsSaKOBEI HOMEP 3aIlKCH;

2) IpHUXOJ CIEHATBHBIX PeLEeNTyPHBIX OJIaHKOB:

a) peKBU3UTHI U J]aTa PETUCTPALUH IPHUXOJHOTO JOKYMEHTA,

6) o6IIiee KOIMYECTBO MOCTYIUBIINX CIIENHANTBHBIX PELEITYPHBIX OIaHKOB;

B) CEpHs U HOMEP CIEHAIBHOTO PELENITYPHOrO OIaHKa;

I') KOIHYECTBO CIIEIHATBHBIX PEIENITYPHBIX OJJAHKOB IO KaXKI0H CEPHHU,

n) dammiusa, uMs, OTYecTBO (IOCIe[Hee — IIpM HAUMYHM) U IOAIKCH
OTBETCTBEHHOT'O PabOTHUKA;

3) pacxo[ CreMaibHBIX PELEeNTyPHBIX OJIaHKOB!

a) J1aTa BeIIa4yH CIEHATBHEIX PeLeNTypHBIX 01aHKOB;

6) cepyy U HOMEpa BbIIAHHBIX CIIENHATBHBIX PELENTYPHBIX OIaHKOB;

B) KOJMYECTBO BBIIAHHBIX CIIEHUATBHBIX PELENTYPHBIX ONaHKOB ¢ yKa3aHHEM
B CKOOKaxXx KOIMYECTBA CIELHANBHBIX PELEeNTypHBIX OJIaHKOB, BBINAHHBIX JUISA
oopmieHus Ha JOMY;

r) dbaMuius, uMs, OTYeCTBO (IOCIeNHee — NPU HAIWYMM) M MOANHUCH JIKLA,
TIOJIyYHUBILETO CIIEIHANbHEIE peleNTypHBIC OJIaHKH;

1) KOJIMYECTBO CIIENHATBHBIX PEIENTYPHBIX 6J1aHKOB, O(OPMIIEHHEIX Ha IOMY;

) damunms, uMs, OT4ecTBO (TIOCHenHee — MPH HAIWYHH) M INOAINKCH JIMIIA,
0(hOpPMHUBIIIETO CHEI{HATBHEIE peLleNITypHbIE OJIaHKH Ha I0MY;

4) ¢amunnsa, HMMs, OTYeCTBO (TOCIeJHee — IPH HATHYMH) M IOANKCH
OTBETCTBEHHOT'O pabOTHHKA;

5) 0CTaTOK CIeNHANBHBIX PEIETITYPHBIX OIaHKOB.

19. CrenvansHblii pelenTypHBI ONaHK SBISETCS JOKYMEHTOM CTPOron
OTYETHOCTH. 3alac CreHaIbHbIX PeleNTYPHbIX 01aHKOB B MEUIIMHCKOM OpraHU3aiy
OOJDKEeH  XPaHUTHCA B CHEIMATbHBIX  TOMEIICHUAX, ceiipax  wiH
B CHEIHAJBHO M3TOTOBIEHHBIX INKadax, OOWTHIX OIMHKOBAHHBIM JKEJIE30M,
C HaJIe)KHBIM BHYTPEHHUM WJIA HABECHBIM 3aMKOM.

IToMemienus, ceiidbl, mkadbl, B KOTOPBIX XPaHATCS CIEIHAIBHBIE PELETITY PHBIE
OnaHKW, JOJDKHBI OBITh 3aKpHITHI HA 3aMKM W [OCIe OKOHYAaHHSA PpaboTHI
OIeYaTaHBl I€YaThiO YIIOMHOMOYEHHOM OpraHu3alnuy (MEAWLUHCKOH OpraHM3allhH)
WK OIUIOMOHMPOBAHBI.




20. B MeqMIMHCKHUX OpraHU3alUsgX 3amac CHelHalbHBIX PELENTYPHBIX OJIaHKOB
He JIOJDKEH MIPEBHIINATh TOAOBOH OTPEOHOCTH.

21. Paspemaercs BbIaBaTh MEIUIMHCKOMY DPabOOTHHKY, HMEIOIIEMY IIPaBO
Ha3HayaTh  HApKOTWYeCKHe  (IICUXOTPONHBIE)  JICKApCTBEHHBIE  IIpEIaparthl,
eJMHOBPEMEHHO He 6ojiee ABaALaTH CIEHATBHBIX PEENTYPHBIX OIaHKOB.

MenunuuHCKHe pPaOOTHHMKH, BBINHMCHIBAIOIIME pELENThl Ha HAPKOTHYECKHUE
(IICHXOTPOIHEIE) JIEKAPCTBEHHBIE IIperaparsl, HA OCHOBAHWM NpPHKa3a PYKOBOAUTENA
MEIUIMHCKON OpraHu3alid HecyT JHMYHYI0O OTBETCTBEHHOCTb 3a COXPaHHOCTB
IOJyYeHHBIX CIEUUATbHBIX PELEeNTYpHbIX OnaHkoB. CrnenuanbHbIe pelenTypHBIE
OMaHKH, IOIyYeHHEIE MEIUIIMHCKAM pabOTHUKOM, XpaHATCS IIOJ 3aMKOM B ceidax,
METAUIHYECKUX IKa(ax WM METALUINYECKUX SIIUKAX.

22. B MemuMImuHCKOM OpraHu3alMil CO3JaeTcsl MOCTOSHHO IeHCTBYIOIIas
KOMHCCHS, KOTOpas He pexe | pasa KkBapTajl (II0 pELIEHHIO PYKOBOAHTENS
MEIUIMHCKON OpraHH3allid BO3MOXKHO 4Yallle) OCYLIECTBISET IPOBEPKY COCTOSHHS
PETHCTPAIMHY U y4eTa CIeHaNbHBIX PELIENTypPHBIX 61aHKOB, B TOM YHCIIE ITyTEM CBEPKH
3amucell XKypHala PEerucTpaldd U ydeTa CIeNUaTbHBIX PEeLeNTypHHIX OIaHKOB, C
(GaKkTHIECKHM HAIMYMEM CHEIMAIBHBIX PEHENTypHBIX OJAaHKOB, a TakkKe IMPOBEPKY
COCTOSIHHS XpaHEHHUS CIIeNHAABHBIX PeLeNTyPHBIX O1aHKOB.

ITo pe3ynbTaraM MPOBEPKH B )XypHalle PETHCTpaliMd M y4eTa CIelHalbHBIX
peLENTypPHBIX GJIaHKOB JENIAeTCsl 3allCh O pe3ybTaTax IIPOBEACHUS CBEPKH HaHHBIX,
3aKpeIUICHHas MOAMUCAMH BCEX WIEHOB KOMUCCHUHM MIIH CO3JAeTCs CIELMANbHEIN aKT
TIPOBEPKH.

23. ®enepanbHble OpraHbl HCIIOMHUTEIBHON BIAaCTH U OPraHbl HCIIOIHUTENIBHOM
BJIaCTH CyOBekTOB Poccuiickoii @efiepaniy oCyIEeCTBISIOT KOHTPOJIb 38 OpraHu3amuei
PETHCTpAllMM, YydeTa W XPaHEHHWs CHEUABHBIX  pPEIeNTypHBIX  OJaHKOB
B YIIOJTHOMOYEHHBIX OPTaHU3aIUIX U MEIUIMHCKUX OPTraHU3aIMsIX.

24. Bplgaua cHENUANBHBIX PELENTYPHBIX ONaHKOB M3 PE3EpBHOIO 3araca
MunucTepcTBa  (efepalbHBIM OpraHaM HCIOJHHUTENIBHON BJIaCTM M OpraHam
WCIOJHUTENBHOM BilacTH cyosekToB Pocculickoii ®enepaly OCYIIECTBISIETCS
OTBETCTBEHHEIM pPa0OTHHUKOM IIO/IBEJOMCTBEHHOIO YYPEXICHHS Ha OCHOBaHHH
pemenus 00 OTIYCKe CIEHHAlBHBIX PEleNTypHBIX O6JaHKOB, O(QOPMIEHHOIO B BHJE
[MChMa, IOANKMCAHHOTO IHUPEKTOpOM (B CIydae €ro OTCYTCTBHS — 3aMECTHTEIEM
nupekTopa) JlemapTaMeHTa peryJlupoBaHMs OOpallieHHs JIEKapCTBEHHBIX CPEeNCTB U
MEIUIMHCKUX U31enuii MUHNCTEPCTRA.

ITpoBepka AeATETHHOCTH MOABEAOMCTBEHHOIO YUPEXIEHHSA IO PETHCTPALVY,
y4eTy W XpaHeHHIO pe3epBHOrO 3amaca OCylIeCTBIdgeTcs JlemapraMeHTOM
peryiupoBaHus oOpallleHHs JIeKapCTBEHHBIX CPEACTB M MEIUIHMHCKUX H3/enui
MunncTepcTBa 2 pasa B roj He nosgHee 20 ducia Mecana, CASAYIONIETO 38 HCTEKIITNM
MIOJTyTOAUEM.
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IIpaBnaa
odopMIiIeHHN pPelienTOB, COAEPKANNX HA3HAYEHHE HAPKOTHYECKHX CPeICTB HIIH
NCHXOTPONHBIX BellleCTB, B TOM YHCJIEe B (popMe 3JIeKTPOHHLIX JOKYMEHTOB

I. OdopmiieHue perienTa Ha 6yMa>KHOM HOCHUTENE

1. Ha peuentypusix Omankax ¢opmbl Ne 107/y-HII B ;neBoM BepxHeM YTy
IPOCTABJISIETCA IOTAMII MEJUIMHCKOM OpraHu3allMid C YKa3aHHEM €€ IIOJIHOrO
HaVMEHOBAHU, agpeca U TenedoHa ¢ 1aToi BHITUCKH (Zaroil odopMIeHUs) penenra
HAa JIEKapCTBEHHBIH penapar.

Penentypusie 6manku Gopmel Ne 107/y-HII usrotaBnuBaroTcss HCKIFOUUTENHEHO
THITOrpadCKUM CITIOCOOOM.

2.Ha  pementypHbix  OmaHkaX, oQoOpMIfE€MBIX  HWHAMBHUIYaJIbHBIMU
IpeIIpUHUMATESIMA, HMEIONIMMH JIMIEH3HI0O Ha MEAULMHCKYIO0 JEATEIbHOCTS,
B BEpXHEM JIEBOM YTIy THIOTPapCKUM CIIOCOOOM WM IyTEM MPOCTABICHMS IITaMIIa
JO/DKEeH OBITh yKa3aH aipeCc MHIUBHUAYAIbHOTO NpEeANpPHHUMATEls], HOMEP M Hara
JUIEH3UH, HAMMEHOBAaHHE OpTraHa roCyAapCTBEHHON BIIACTH, BEIAABILETO JIUIEH3HIO.

3. Penientypuble Onankd ¢opmel Ne 107/y-HIT 3amonmHsAroTcs METUIIMHCKHM
PpabOTHUKOM HEepPHIIAMHU WU MIApHKOBOH PY4KOH.

4. TomyckaeTcs OQOpMIIEHHE BCEX PEKBU3UTOB (32 HCKIIOYCHHUEM DEKBH3HMTA
«[Toamuck nevainero Bpaya (MOAMKCH (enpiepa, aKyIIepKu») pelleNTypHEIX O1aHKOB
dopmer Ne 107/y-HIT ¢ ncnonp3oBaHHEM HEYATAIOLMIUX YCTPOUCTB.

5. B peuentypuoM Omanke ¢opmbl Ne 107/y-HII B cTpokax «PaMunms, MM,
or4ecTBO (MOCIIeAHEee — TPH HaIW4YUHM) DanueHTa» M «Bo3pacT» yKasslBalOTCA
HOJHOCTBIO (aMUIUs, UMs, OTHECTBO (TOCIeqHee — NpH HAIWYMU) MalHeHTa, €ro
BO3pacT (KOJMYECTBO MTOJHBIX JIET).

JlomycTiMO yKa3aHHe AaThl pOXKIACHHUS IalUeHTa.

6. B penentypaom 6manke popmsr Ne 107/y-HII:

1) B crpoke «Cepus u HOMep MoIHMca OOSA3ATENBHOIO METUIMHCKOIO
CTpaxOBaHMs» YKa3plBaeTCd HOMep IojHuca 0O0s3aTebHOIO  METUIIMHCKOrO
CTpaxOBaHHUA MauyeHTa (IpYU HATUIKH);

2) B ctpoke «HoMep MeIUIIMHCKOH KapThD» YKa3bIBaeTCS HOMEP MEAMIHMHCKON
KapThl [ALHUEHTa, MOMYYaloIlero MEAUIMHCKYIO IIOMOIIb B aMOyIaTOPHBIX yCIIOBHSX,
WM KCTOPHH OOJIE3HH MMallAeHTa, BHIITUCHIBAEMOTO 13 MEAMLIUHCKOH OpraHu3alumy;

3) B crpoke «®Pammius, UM, OTIECTBO (TOCIeHee — IIPY HAIWYMH) JICYAIlEero
Bpaua (denpamiepa, akymiepKH)» yKa3bIBacTCs HOMHOCTBIO (paMHIIMs, UM, OTYECTBO
(mocnemHee — MpU HATUYUK) Bpada (denpamepa, aKyepKH), BEIITMCABILETO PELIENT Ha
HapKOTHYeCKHil (IICHXOTPOIHBIH) JeKapCTBEHHBIH IIpenapar.

7. B rpade «Rp» peuentypHoro 6nanka ¢popmsl Ne 107/y-HII, yxassiBaeTcs:




1) HaMMEHOBaHHE  JIEKAPCTBEHHOrO  mpemapata  (MeXIYHapOIHOE
HENAaTeHTOBAHHOE HaUMEHOBaHUE, IPYNIIUPOBOYHOE WM XHMHUYECKOE HAUMEHOBAHUE,
TOProBo€ HaWMEHOBAaHME) HA JIATHHCKOM S3bIKE WITM Ha PYCCKOM SI3bIKE, (GopMa
BBIITYCKA, JO3UPOBKA, KOJHYIECTBO (YKa3bIBACTCS NPOIKCHIO HA PELENITYPHOM OIaHKe
¢opmel Ne 107/y-HIT);

2) cioco6 MpyMeHEeHUs JTeKapCTBEeHHOTO Mpernapara Ha ToCyAapCTBEHHOM S3BIKe
Poccuiickoit defepanuy UIM Ha TOCyIapcTBEHHOM si3bike Poccuiickoit ®enepanuu
H TOCYJapCTBEHHOM S3bIKE peCcyONMK M HHBIX $3bIKaxX HapojoB Poccuiickoii
®eneparun’.

8.Ilpu odopmieHUH pelenTypHBIX ONAaHKOB 3allpeliaeTcs OrpPaHHYHBATHCS
o0ImuMH yKa3aHUAMU, HanpuMep, «BHyTpeHHee», «I3BeCTHON.

9. Ilpu odopmieHun manueHTy peuentypHoro Gnanka (opmer Ne 107/y-HII
Ha HapKOTHYEeCKHH (IICHXOTPOIIHBIN) JIEKApCTBEHHBIH IIperapar B paMKax OKa3aHMs
MeIUIHHCKOMI MOMOIIY IPH OIpeeNeHHOM 3a00JIeBAaHUH TaKOH PEIEIT 3aBepsAeTCs:

1) noxmmucelo M JMYHOM Te4aThI0 Bpaya JHOO MMOANKCEIO (enpamepa
(akymepku);

2) me4aTpl0 MEIUITMHCKOM opraHu3anuu, JU00 CTPYKTYPHOrO HOApa3ieleHus
MEIMLUHCKON opranM3anuu «J{nsg peuenToB», KOTOpas NPOCTaBIAETCS JIUIIOM,
YIIOIHOMOYEHHBIM PYKOBOJUTEIEM MEIUIIMHCKOW OpraHu3allil C YKa3aHHEM
(baMuIIY, IMEHH, 0T4ecTBa (IOCIeqHee — MPU HAIMYHH ) U IPOCTABJIEHHEM €T0 JIHYHOM
IO JITIHCH.

B cnydagx HeoOxomumocTd OQOpMIIEHHS pelenTa Ha HapKOTHYECKHI
(NCUXOTpPONHEBIN) JIeKapCTBEHHBIM TmpemapaT Ha JOMYy B paMKax OKa3aHMs
NAUIMAaTUBHOM MEOWIMHCKOM MOMOIIY [JOITyCKaeTCs IpeABapUTENIHOE 3aBepeHHE
peLenTa MTaMIOM MEIUIMHCKOM OpraHu3alluy, MeYaThio METUIIHHCKON OpraHu3aiiui
au00 CTPYKTYPHOTO MOApa3[eleHUuss MeJUIMHCKON opraHuszaiuu «Jis pelentosy,
KOTOpasi IPOCTaBIETCS JIUIIOM, YIIONTHOMOYEHHBIM PYKOBOAMTEIEM METUITHHCKOM
OpraHHM3aluy, ¢ yKazaHueM (paMHIuM, UMEHH, OT4ecTBa (IIOCIEHEE — MIPH HATHYHH)
U IpOCTaBICHHEM ero JW4YHOM mnoamucu. IIpm 3TOM B IKypHajle perucTpalluy
U ydeTa pelenTypHbIX OJaHKOB B COOTBETCTBUH C IIOpsSAKOM perucrpanuu, ydeta
¥ XpaHEHWs CHEINMaJbHBIX PELENTYpPHBIX OJIaHKOB HA HAPKOTHYECKHE CPEACTBA HIIH
[ICUXOTPOIIHBIE BELIECTBA, YTBEPKACHHBIM HACTOSALIUM ITPHKA30M, HEJIAETCS OTMETKA O
ero Bblgaue [y opopMIIEHHS Ha IOMY, a TaKKe OTMETKA, YAOCTOBEPEHHAs ITOAMHCEHIO
Bpada 1160 ¢enpauiepa (aKyIepky ), opopMUBIIETo peLenT, o hakTe ero ohopMIIeHHH,
KOTOpBIii MOXeT OBITh JOMONHUTENBHO TMOATBEpXHeH (oTo- ©u  (WiIK)
BUIeOMaTepUallaMHU.

B crpoke «OtMeTka amTedyHO oOpraHuzaluu o0 OTIYCKE» CTaBUTCA
OTMETKa aIlTeYHOM opraHu3alMd 00 OTIYyCKe HAPKOTHYECKOrO (TICHXOTPOIHOTO)
JIEKapCTBEHHOTO Ipenapara (C yKa3aHHeM HauMEHOBaHHS, KOJUYECTBAa OTIYIIEHHOTO
HapKOTHYECKOTo (IICHXOTPOITHOI'0) JIEKApCTBEHHOI'O MpemnapaTa U IaThl €ro OTITyCKa),
KOTOpasi 3aBepsieTCcd NMOAMMCHI0 Pa0OTHHKA aNTeYHOM OpraHW3alldH, OTITYyCTHBIIETO
HapKOTHYeCKUH (TICHXOTPOITHBIN) JIEeKapCTBEHHBIH IIpermapaT (C yKa3aHHEM €ro
damuTuy, UMeHH, oT4ecTBa (IOCIeHee — [IPH HAIMYUH), a TaKXKe KPYTJIoi MevYaThio

'Yacts 1 crateu 15 3akona Poccuiickoit @enepawun ot 25 oktabps 1991 r. Ne 1807-1 «O Asbikax HapooB Poccuiickoit
Depepanun» (panee — 3akoH Ne 1807-1). (Bemomoctu chesna Hapoaueix nemytatoe PCOCP n BepxoeHoro CoBeta
PCQ®CP, 1991, Ne 50, ct. 1740).




anTeYyHOM OpraHu3aliy, B OTTUCKE KOTOPO# JOJDKHO OBITh HASHTH(QHUIMPOBAHO MTOJTHOE
HaUMEHOBaHHE alTeYHON OpraHu3alluy.
10. Ha oanoM penentypHom Omanke ¢opmer Ne 107/y-HII paspemaercs
OCYIIECTBIIATH Ha3HAUE€HUE TOJIBKO OJHOTO HAMMEHOBaHHUA JIEKAPCTBEHHOIO IIpernapara.
11. McopasneHusd B periente He JOILyCKAtOTCA.

I1. Odopmienue perenita B GopMe 3JeKTPOHHOTO TOKYMEHTa

12. Peuenr B  ¢QopMe  BNEKTPOHHOTO  JOKyMEHTa,  IIOAIHCAHHOIO
YCHIIEHHON  KBaIM(QUIUPOBAHHOM  DIEKTPOHHOM  HOANMHUCHIO,  (opMHpyeTcs
MEIUIMHCKUM PabOTHHUKOM, CBEJEHHUS O KOTOPOM BHeCEHHI B (elepalbHbIN pEerucTp
MEJMIMHCKAX DPaGOTHHKOB?, a TaK)Ke NP YCIOBHM DETUCTPALMH MEIUIIMHCKOM
OpraHu3alud, B KOTOpOH o¢opMmisieTcs pelent, B (QegepalbHOM peecTpe
MEJIMIMHCKAX OpPTaHW3alliii’ eqUHON ToCyAapCTBEHHOH MHPOPMALMOHHON CHCTEMBL
B cdepe 3apaBOoOXpaHEHHS ¥ MOAKIIOYEHHS TaKOW MEIULIMHCKOM OpraHu3alliy
K FOCYJapCTBEHHOM HH(OOPMALMOHHOM cHcTeMe B cepe 34paBOOXpaHEeHUs CyObeKTa
Poccuiickoii ®emeparmu®.

13.Tlo TpeboBaHMIO MALMEHTAa WM €rO0 3aKOHHOIO  IIPENCTaBUTENA
ohopMIIAETCS SK3EMIUIAP pelenTa B GopMe 3NMEKTPOHHOIO JOKyMEHTa Ha OyMaXKHOM
HOCHTEJIE C OTMETKO# «JlyOInKaT 3eKTPOHHOIO TOKyMEHTAY.

2 Yactp 4 cratem 91.1 GenepansHoro 3axona Ne 323-03 (Cobpanue 3akoHonatenbcTBa Poccuiickoi ®enepauuy, 2011,
Ne 48, c1. 6724; 2020, Ne 29, ct. 4516).

3 Yacts 4 crateu 91.1 ®enepansHoro 3akona Ne 323-@3 (Cobpanue 3akoHonaTenscTBa Poccniickoit ®enepannn, 2011,
Ne 48, ct1. 6724; 2020, Ne 29, ct. 4516).

4 Cratsu 91 u 91.1 ®enepambHoro 3akona Ne 323-®3 (Cobpanue 3axoHOmaTeNbcTBa Poccuiickoit ®@enepaimn, 2011,
Ne 48, ct. 6724).




