JlanHbIii JoKyMeHT BeTynaeT B cuiry ¢ 01.03.2022 u geiicrByer 10 01.03.2028 (myHKT 4).

3apeructpupoBano B Munrocte Poccun 30 Hos10pst 2021 r. N 66124

MHUHHUCTEPCTBO 3JPABOOXPAHEHUSI
POCCUUCKOU OEAEPAIINHN

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094u

Ob YTBEPKJIEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
HPEITAPATDIL, ITIOPAIKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®OPM
BJTAHKOB PEHEIITOB, COAEP/KALINUX HASHAYEHUE
HAPKOTUYECKHUX CPEACTB UWJIN ICUXOTPOITHBIX
BEHIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACHHPEJAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAK/XKE ITPABUJI O©OOPMJIEHUA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
JIEKTPOHHBIX TOKYMEHTOB

B cootBercTBuM ¢ myHKTOM 16 yactu 2 crathu 14 deaepanbHoro 3akoHa ot 21 Hos6ps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbI 370pOoBbs Tpaxngan B Poccuiickorr ®Penepanuun" (Cobpanue
3akoHogarenscTBa Poccuiickoit ®enepanun, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791), myHKTOM
2 cratpu 26 @enepanpHoro 3akoHa ot 8 sHBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHbix BemlectBax" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), noamyakramu 5.2.177, 5.2.178 n 5.2.179 nynkra 5 IlomoxxeHus o
MunucrepcrBe 31paBooxpaHeHust Poccuiickoii ®Penepanuy, YTBEPKACHHOIO IOCTAHOBIECHHEM
[TpaButensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608 (CoOpanue 3akoHOIAaTENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsiiok Ha3HAuUEHMS JIEKApCTBEHHBIX MpenapaToB coryiacHo npuioxennto N 1;

(bOpMBI pellenTYPHBIX OJTAHKOB Ha JICKApCTBEHHBIE MPENapaThl CoriaacHo npuiioxeHuto N 2;


https://normativ.kontur.ru/document?moduleId=1&documentId=408258#l37
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l66
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l169
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l169
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l868
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l868
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l668

[Topsimox odopmieHuss peuenTypHbIX OJaHKOB Ha JICKApPCTBEHHBIE Iperaparbl, UX ydeTa u
XpaHeHus corjacHo npuioxkeHuro N 3;

¢dbopmbI OJJaHKOB PEIIETITOB, COJEPKAIMUX Ha3HAYCHUE HAPKOTUUYECKUX CPEJICTB HIIM TICUXOTPOITHBIX
BEIECTB, corjacHO npuiioxkenuto N 4;

HOpHI[OK HU3TOTOBJICHUSA, paClIpCACIICHUS, pETUCTPAllUK, YU€Ta U XpPaHCHUA PELCIITOB, COACPKAIUX
HAa3HAYCHUC HAPKOTUYCCKUX CPCACTB WJIM ICUXOTPOIHBIX BCUHICCTB COIIACHO MPHUIIOKCHUTO N 5,

[TpaBuia odopmileHHsT PELENTOB, COACPXKAMMX Ha3HAYCHUE HAPKOTHYECKUX CPEACTB WM
MICUXOTPOIHBIX BEUIECTB, B TOM YUCJE B (POpPME AIIEKTPOHHBIX JOKYMEHTOB COIIACHO IPUIIOKEHUIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O6
YTBEpXKACHUH (POPMBI OJTAHKOB PEIENITOB, COACPKAMNX HAa3HAYCHHE HAPKOTHUECKUX CPEICTB WIIH
MICUXOTPOMHBIX BEIIECTB, MOPSAIKA WX HM3TOTOBJICHUS, paCIpeAeNiCHHUs, pPerucTpaiuy, ydera u
XpaHEHUs, a TaKke npaBwi odopmieHus" (3aperUCTpUpPOBaH MUHHCTEPCTBOM  FOCTHUIINH
Poccwuiickoit @enepanuu 15 aBrycra 2012 r., peructpanuonnsiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®enepanuun ot 30 utons 2015 r. N 3851 "O
BHECEHUHU HM3MEHEHWIl B mpuka3 MuHHcTepcTBa 3/ApaBooxpaHeHus Poccuiickoii ®@enepanun ot 1
asrycra 2012 r. N 54u "OO6 yrtBepxkaeHuu (Gopmbl OJTAHKOB PEIENTOB, COACPIKAIMUX HA3HAYCHUE
HApPKOTUYECKUX CPEJICTB WM IICUXOTPOIHBIX BEIIECTB, MOPSJIKA UX U3TOTOBICHHUS, paclpeieieHH s,
perucrpanuu, Yydera M XpaHEHHsd, a Takke npaBwil opopmieHUs"  (3aperucTpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®enepanuun 27 HosiOps 2015 1., perucrpanuoHHbiid N

39868);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mnpuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit ®enepaunn ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:k/ieHuU NopsAaKa Ha3HAYSHUS U BBIITMCHIBAHUSI JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipernapatsl, MOpsIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX y4yeTa U XpaHeHus" u npuioxenue N 2 Kk mnpuxazy
MunucrepctBa 3apaBooxpaHeHus Poccuiickoit ®@enepaunn ot 1 aBrycta 2012 r. N 541 "O6
YTBEPXKACHUH (OpMBI OJAaHKOB PELENTOB, COAEpKAIUX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WU
IICUXOTPOIHBIX BEIIECTB, IMOPAJKA HMX HM3TOTOBJICHUS, DPACIPENEICHUS, PErucTpanuu, ydera u
XpaHeHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH MHUHHCTEPCTBOM IOCTULIUU
Poccuiickoit @eneparuu 18 urons 2016 r., peructpaunonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpble BHOCATCSA B HEKOTOpPbIE TPUKa3bl MHUHHUCTEPCTBA 3paBOOXPaHEHUS U
conuanbHoro passurus Poccuiickon denepanuun 1 Munucrepersa 3apaBooxpaneHus Poccuiickoi
®enepanuy Mo BompocaMm oOpallleHus JIEKApCTBEHHBIX IMPEnapaToB, COAEPKAIINX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEpPXKIACHHbBIX MPHUKa30oM MUHHCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepann ot 31 oxts6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuinn Poccuiickoit @enepanuu 9 stuBaps 2018 r., peructpanuonnsiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B mpuioxkeHus N 2 u 4 x npukasy MHUHUCTEPCTBa 3/1paBOOXPAHEHUS
Poccuiickoit ®eaepanuu ot 1 aBrycra 2012 r. N 541 "OG yrBepxkaeHun Gopmbl OJaHKOB PELIETITOB,
coJlepKalluX Ha3HAYEHHWE HAPKOTUYECKUX CPEACTB WM IICUXOTPONHBIX BELIECTB, MOPAIKA HX
W3TOTOBJICHUSI, PACIIpe/IeNICHHs, PETUCTPALIUY, YUeTa U XpaHEHUs, a TakkKe MpaBuil odopmieHUs"
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(3apeructpupoBan MunucrepctBoM toctunun Poccuiickoit ®Penepaumu 28 suBaps 2020 1.,
perucrpanroruabiii N 57293);

npuka3 MuHUCTEpCcTBa 3ApaBooxpanenus Poccuiickoit ®enepanun ot 8 oktadOps 2020 r. N 1076H
"O BHeceHnu usmMeHeHuil B [lopsiok perucrpanuu, ydera U XpaHEeHUs ClIEUAIbHBIX PEeLENTyPHBIX
0JIaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIE BELIECTBA, YTBEP)KIECHHBIM MpPHUKA30M
MunuctepcrBa 3apaBooxpanenus Poccuiickoit ®enepaunn ot 1 asrycra 2012 r. N 544"
(3apeructpupoBan MuHuctepcTBoM roctuiuu Poccutickoit ®enepanuun 13 Hosi6ps 2020 r.,
peructparonnsiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPXKACHHUH MOPSJIKA HA3HAYCHUS JIGKAPCTBEHHBIX MPENaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHBIE Mperaparbl, Hopsaka oQOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepamuum 26 mapra 2019 r.,
perucrpanronubiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @eneparnuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMHU M3MEHEHUH B Npuka3 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoil denepauuu ot
14 suBaps 2019 r. N 41 "OO yTBep)KAeHMM MOpsAKa Ha3HAUEHUS JIEKAPCTBEHHBIX MpPENapaTos,
dopM penentypHbeIX OJAHKOB HA JICKAPCTBEHHBIE INpEMNaparhl, MOpsaka OQOpPMIICHHUS YKa3aHHBIX
OllaHKOB, MX Yyd4eTa W XpaHeHusa" (3aperucTpupoBaH MuHHCTEpPCTBOM OCTHIMM Poccuiickoit
®denepannu 28 suBapst 2020 r., peructpannonnsii N 57292);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®eneparun oT 8 okta0Ops 2020 r. N 10751
"O BHECEHMM HW3MCHEHHI B TOPAJIOK HAa3HAYCHUS JICKAPCTBEHHBIX IPENapaToB, YTBEPKIACHHBIM
npuka3zoM MuHHCTEpCTBa 3/paBooxpanenust Poccutickoit @eneparuu ot 14 suBaps 2019 r. N 45"
(3apeructpupoBan MwunuctepctBoM toctunn Poccuiickoit ®enepammu 22 ngexadps 2020 1.,
perucrpanrosnbiii N 61695);

nyHKT 3.8 MHCTpyKIMH O TOpsIKE BBINMHUCBIBAHUS JIEKAPCTBEHHBIX MpPENapaToB U O(OpMIIEHUS
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKACHHON MPUKa30M MUHKCTEPCTBA 3/1paBOOXPAaHEHUS U
couuanbHoro passutus Poccuiickoir ®enepauun ot 12 ¢despans 2007 r. N 110 "O nopsakxe
Ha3HA4YEeHUs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaTroB, U3JIENNH MEIUIIMHCKOTO Ha3HAUYEHUs U
CHELMATU3UPOBAHHBIX MPOAYKTOB JeueOHOro mnuTaHusa" (3aperucTpupoBaH MMUHHUCTEPCTBOM
roctuinn Poccuiickoit @enepanuu 27 anpens 2007 r., peructparuonssiii N 9364);

npuka3 MuUHHCTEpCTBA 34paBOOXPAaHEHMS U COMANIBHOTO pa3sutusa Poccuiickoit denepanuu ot 17
Mmas 2012 r. N 5621 "O6 yrBepxknaenuu Ilopsaka ormycka (GU3MYECKHM JIMLAM JIEKapCTBEHHBIX
IIpenapaToB Uil MEAMIMHCKOTO IPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJUYECTB
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Ipyrue (papMakoIoruueckue
aKTUBHBbIE BellecTBa" (3apeructpupoBaH MuHucTepcTBOM locTHuMu Poccuiickoit denepanun 1
utonst 2012 r., peructpannonusiii N 24438);

OYHKT 2 U3MEHEHUH, KOTOPBIE BHOCATCSI B HEKOTOPHIE MPHKa3bl MUHUCTEPCTBA 3JPaBOOXPAHCHHS U
couuanbHoro passutus Poccuiickoit deneparyu, yTBEp>KACHHBIX NPUKa30oM MUHHUCTEpPCTBA
3npaBooxpaneHus: Poccuiickoit ®enepanun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBoM roctuiu Poccutickoit denepanun 15 uronst 2013 r., peructpannonnsiii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenus Poccniickoit @enepannn ot 21 arycra 2014 r. N 4651
"O BHECEHHUHU W3MEHEHHH B MOPSJIOK OTIYCKa (PU3MUECKUM JIMLAM JIEKAPCTBEHHBIX MPENapaToB JUIs
MEIUIMHCKOTO TPUMEHEHHs], COJAEpXKAIIMX KPOME MAJIbIX KOJWYECTB HAPKOTHYECKUX CPEACTB,
NICUXOTPOIHBIX BELIECTB M HX IMPEKYypCOpOB JApyrue (apMakoIOTHYecKHe aKTUBHBIC BEIECTBA,
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YTBEPKICHHBIN MPUKa30M MHUHHUCTEPCTBA 3paBOOXPAHEHUS U COLIMAIIBHOIO pa3BuTusa Poccuiickon
Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBad MUHHCTEPCTBOM FOCTUIIMU Poccuiickoi
®enepannu 10 centsiops 2014 r., peructpaunonnsiii N 34024);

OYHKT | W3MEHEHUM, KOTOpbIe BHOCATCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3/ipAaBOOXPAHEHUS U
conuanbHOro passutusi Poccuiickoir @enepanuu 1 MuHUCTEpCTBa 3/1paBooxpaneHusi Poccuiickoii
®Denepanny, yTBEpKICHHBIX IpUKa3oM MuHucrepcTBa 31paBooxpanenus Pocculickoit denepanuun
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTULIMH Poccuiickoit
®deneparuu 30 centsops 2015 r., peructparmonnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOPbIE NpHKa3bl MUHKMCTEPCTBA 3PaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanun u1 Munucrepcrsa 31paBooxpaHenus Poccuiickoit
®denepanuy Mo BOIIpocaM OOpalleHUs JEKapCTBEHHBIX MPENapaToB, COAEPKALIMX HAPKOTUYECKUE
CPEJICTBA, IICUXOTPOIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOAJIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY YUY€TY, YTBEPXKACHHBIX MPUKa30M MUHHUCTEPCTBA 3[paBOOXPAaHEHUs
Poccuiickoit @enepaurn ot 31 oxtsadps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
roctunmu Poccuiickoit ®eneparyu 9 suBapst 2018 ., peructpanuonnsiii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHA BCTYIUICHUS B CHIY
HACTOSALET0 MpUKa3a, MOT'YT ObITh HCIIONIb30BaHbl 10 1 maprta 2023 roja.

4. Hacrosmuii npuka3z Bcrynaet B cuity ¢ 1 mapra 2022 r. u aeiictByer 10 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pasooxpanerus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
HHPEITAPATOB

. O0uIne moJ10KeHU A

1. Ha3HayeHue JeKapCTBEHHBIX MIpemnapaToB i MEAMIIMHCKOTO MpUMEHEHHs (nanee -
JIeKapCTBEHHbIE TIpernaparbl) OCYIIECTBISIETCS JIeYalldM BpadoM, (eNbIepoM, aKkyIlIepKol B
CJIy4ae BO3JIO)KEHHUS Ha HUX ITOJIHOMOYHI JIeHallero Bpaya, Ipu OKa3aHWHM MEIUIIMHCKON TOMOIIH B
MEAMIMHCKUX OpraHuzanusax <I1>, B TNOpsAaKe, YCTAaHOBIEHHOM IIpUKa3oM MuHuUCTEpCTBa
3IpaBOOXpaHEHUs U colmaibHOTO pa3Buths Poccuiickoit deneparuu ot 23 mapra 2012 r. N 252nH
"O06 yrBepxaeHuu Ilopsiika Bo3i0kKeHUs Ha (enbaiiepa, akyepKy pyKoBOJIUTENEM MEIUIIMHCKOM
OpraHu3aly IpU OpPraHU3alMM OKAa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM H CKOPOH
MEIUIUHCKONW MOMOIIM OTJENBHBIX (PYHKLHUH JIeHaliero Bpaya 1o HernocpeCTBEHHOMY OKa3aHUIO
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MCHHHHHCKOﬁ MMOMOIIN MAaIUCHTY B IICPUOA Ha6JHOI[eHI/I$I 3a HUM U €r0 JICUCHUA, B TOM YHCIIC IIO
Ha3HAYCHUIO W TPUMEHEHHIO JIGKAPCTBEHHBIX  IPEMaparoB, BKIOYas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MPENapaThl U ICUXOTPOIIHbIE JIEKAPCTBEHHBIE Mpenaparhl”’ <2>, UHAWBUYAJIbHBIMU
HpeANPUHIMATENSIMH, OCYIIECTBIISIIOIIMMI MEAMLIUHCKYIO JEATENBHOCTh (Jajee - MEIUIMHCKUE
pabOTHUKN).

<1> Oynkr 11 crateu 2 ®enepanbHoro 3akoHa ot 21 nHosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaan B Poccuiickoit ®deneparnuu” (Cobpanue 3akoHOoaaTeNbCTBA Poccuiickoit
Oeneparum, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbhsbiii 3akon N 323-D3).

Oguyuanvhstit ucmouHuK 31eKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCMb: UMECHCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHuctepctBoM toctunuu Poccuiickoit ®enepauun 28 ampens 2012 r.,
peructpauuonusiidi N 23971 ¢ u3MeHeHMSIMH, BHECEHHBIMH THpUKa3oM MUHHCTEPCTBA
3npaBooxpanenust Poccuiickoit ®@enepauuu ot 31 okts6pst 2017 r. N 882H (3apeructpupoBan
MunucrepcTBoM toctunimu Poccuiickoii @epepanmu 9 suBaps 2018 1., perucrpannoHHbii N
49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMIA pEHENT ¢ HApYIIEHHEM HACTOSIIEro MOpsAaKa, WIH
PYKOBOJIUTENF MEIUIIMHCKONH OpraHM3alydy 00eCreunBalOT CBOEBPEMEHHOE IepeodopMIIeHUe
TpeOyeMoro Juisd MalyeHTa perenTa.

2. CegeHuss O Ha3HAYEHHOM JIEKAPCTBEHHOM TIpernapare (HAaMMEHOBAaHUE JIEKAPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHHS M NIPUMEHEHUS, pPEeXUM  JIO3UPOBAHMS,
MIPOJIOJDKUTENBHOCTD JICYCHHUSI U 00OCHOBaHUE HAa3HAYEHMS JIEKAPCTBEHHOTO TMperapaTa) BHOCATCS
MEAUIIMHCKUM paOOTHUKOM B MEIUIIUHCKYIO JOKYMEHTAIIUIO TaIeHTa.

B cnyuasx, ykazaHHelIx B myHkTax 8 - 11 Hacrosmero Ilopsiika, MeIMUIMHCKHM pabOTHHK,
Ha3HAYMBIIMN JIEKApCTBEHHBIH Mpernapar, opopMiIseT Ha3HaUeHHE JIEKApCTBEHHBIX MpEnaparos, B
TOM YHCIIe MOJUIeKAIIUX M3TOTOBJICHUIO U OTIYCKY aNnTe€YHbIMM OpraHu3alsaMH (nanee -
JIEKapCTBEHHbIE IMpernaparbl WHIAUBUAYAIBHOIO H3TOTOBIEHHUS), HAa peLenTypHOM OJaHke,
oopMIeHHOM Ha OyMa)kHOM HOCHTEJE 3a CBOEH MOAMMCHIO (Jajee - pelenT Ha OyMakHOM
HOCUTEJNE), U (MJIM) C COIJIacus MalMEeHTa UM €ro 3aKOHHOT'O MPEACTaBUTENs <3> Ha pelenTypHOM
OsaHKke B (hopMe IIEKTPOHHOIO JOKYMEHTA C HCIOJIb30BaHUEM YCUJIEHHOW KBaIM(pHUIHUPOBAHHOMN
AIIEKTPOHHOM MOJMKMCH MEAMIMHCKOro paboTHHKa (nanee - peuent B ¢opMe 3JIEKTPOHHOrO
JIOKYMEHTA).

<3> Ilyukr 2 crateu 20 @enepanbHoro 3akoHa N 323-O3 (CobpaHue 3aKOHOIATENHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

PenienT B oopMe 35IEKTPOHHOTO JOKYMEHTA, COAAepKAIINN Ha3HaYeHHEe HAPKOTHUECKUX CPEJICTB WU
NICUXOTPOIHBIX BEIECTB, IMOANUCHIBACTCS C HCIOJB30BAaHUEM YCHJICHHOM KBaIH(HUIIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbaiiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(GyHKLMY JIeHaliero Bpaya, 1 COOTBETCTBYIOLIEH MEAMIIMHCKOM OpraHn3aium <4>.
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<4> Tlynkt 1 crateu 26 ®@enepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-O3 "O HapKOTHYECKUX
CpelcTBax W mcuxorpornHbix BemecTBax" (CoOpanue 3akoHomaTenscTBa Poccuiickoit denepanuu,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanbubiii 3akoH N 3-D3).

Odopmnenue perentoB B GopMe EKTPOHHBIX JTOKYMEHTOB OCYHIECTBIISIETCSA B Clydae IMPUHSITUS
YIIOJIHOMOYEHHBIM OPTraHOM HCIIOJIHUTENbHOW BiacTu cyObekTa Poccuiickoit ®enepanuu B
COOTBETCTBUHU C MMYHKTOM 4 ctatbu 6 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
00palIeHn JIEKapCTBEHHBIX CpeACTB" <5> pemieHus 00 HCIOJIb30BaHUH HA TEPPUTOPHU CYyObEKTa
Poccuiickoit @enepanun HapsAy ¢ pelenTaMH Ha JIEKapCTBEHHBIE MpernapaThl, O(pOpMIIEHHBIMHU Ha
OyMa)XHOM HOCHUTENe, PEIENTOB Ha JICKAPCTBEHHBIC Tpernaparbl, cCHOPMUPOBAHHBIX B (opme
3IEKTPOHHBIX JIOKYMEHTOB.

<5> CoOpanue 3akoHomatenbcTBa Poccuiickoit @eneparnuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpm BhIIMCKE DNAUUMEHTa W3 MEOULMHCKONW OpraHu3alud, B KOTOPOM €My OKa3blBajlach
MEAMIMHCKAs MOMOIIb B CTAlMOHAPHBIX YCIOBUSX, MPU HEOOXOIUMOCTH IMPONOJDKEHHUS IpHEeMa
JEKapCTBEHHOTO IIpernapara B aMOYJIaTOPHBIX YCIOBUSAX JaHHOMY IALMEHTY [0 PELICHUIO
PYKOBOIUTEINST MEAMIMHCKOW OpraHM3aldd Ha3zHAdaloTcs ¢ odopmieHueM peuenta B Qopme
JJIEKTPOHHOTO JOKyMEHTa M (Wjiu) Ha OyMa)XHOM HOCHUTele (32 HCKIIOUYeHHEeM OQhOpMIICHHUS
peLenToB Ha JIEKapCTBEHHBIE Mpenaparhl, MOIeXkKallle OTHYCKY OECIUIaTHO MWIIM CO CKUAKOM) Tubo
BBIJIAIOTCS (MAIIMEHTY WIN €ro 3aKOHHOMY IPEJICTABUTENI0) OJTHOBPEMEHHO € BBIIUCKOM U3 HCTOPUU
00JIe3HM JIEKapCTBEHHBIE IIpernaparbl, B TOM YHCJIE€ HApKOTUYECKWE M  ICUXOTPOITHBIE
JeKapcTBeHHble mpenapaTsl, BHeceHHble B cnuckd Il u Il mepeuHs HapkoOTHUYECKHX CpeNCTB,
IICUXOTPOIHBIX BEIIECTB U MX MPEKYpPCOPOB, MOJUIEKAMNX KOHTporo B Poccuiickoit denepanum,
yrBepxkaeHHoro IIpaBurensctBom Poccuiickoit  ®epepaunn <6> (manee - Ilepedens),
CUJIbHOJICUCTBYIOIIME JIEKAPCTBEHHBIE MTPENapaTsl, Ha CPOK MPHUEMa MAMEHTOM 110 5 THEM.

<6> Ilynkr 2 crateu 2 @enepanproro 3akona N 3-O3 (Cobpanue 3akoHOIaTeNIbeTBa Poccuiickoii
®eneparun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpENapaToB TMpU OKa3aHUM MEAMIIMHCKOM TIOMOILIM B
CTAIlMOHAPHBIX YCIIOBUSIX MOXET OCYIIECTBIATHCS TMOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIseMbIX B aNTEYHbIE OpraHU3alyH, SBIBIIOIIAECS  CTPYKTYPHBIMHU
MoApa3/IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IyHKT 54 crateu 4 denepanbHOro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obOpanieHnn
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoxarenbcTBa Poccuiickoit denepanuu, 2010, N 16, cr.
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1815; 2019, N 31, cT. 4456) (nanee - @enepanbueiii 3akoH N 61-D3).

5. Ha3sHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIIMHCKUM pPAOOTHUKOM IIO
MEXIYHAPOJAHOMY HEMATeHTOBAHHOMY HAaUMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHApOIHOTO HEMATCHTOBAHHOTO
HAaMMEHOBAHMS U TPYNIIUPOBOYHOIO MM XMMHUUYECKOIO0 HAMMEHOBAHMS JIEKAPCTBEHHOTO IMpernapara
JIEKapCTBEHHBIN MperapaT Ha3HAYaeTCs MEAUITMHCKUM PaOOTHUKOM 10 TOPrOBOMY HaUMEHOBAHMIO.
[Ipy HamMYuu MEIULIMHCKUX TMOKAa3aHWW (MHIMBHAYyalbHAsh HEMEPEHOCUMOCTh, IO KU3HEHHBIM
MOKa3aHUsAM) IO PEUICHUIO0 BpaueOHOW KOMUCCUU METUITMHCKOM OpTraHu3aIui <8> OCYyIeCTBIISCTCS
Ha3Ha4YeHWe W oopmIleHne HA3HAYCHHUS JICKAPCTBEHHBIX MPEIapaToB, HE BXOMASIINX B CTaHAAPTHI
MEJUIIMHCKOW MOMOIITH, pa3paboTaHHbIE B COOTBETCTBUU ¢ NYHKTOM 14 cratbu 37 deaepaabHOTO
3akona N 323-©3 <9>, wumm He NPEeAYCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOM
pekoMeHanuen, JMOO 10 TOProBbIM HAaMMEHOBaHUAM. PemieHne BpadyeOHONH KOMHUCCUU
MEAWIIMHCKOW OpTaHu3aIlui PUKCUPYETCS B MEIUIIMHCKON JOKYMCHTAIUN TAIUCHTA U B )KypHAIIe
BpaycOHON KOMHCCHH.

<8> [Ipuka3 MuHuCTEpCTBA 3/IpaBOOXPaHEHUs U collMaiabHOro passutus Poccuiickoit denepannu
or 5 masg 2012 r. N 5021 "OO yTBepKICHHHM TOpPSIKA CO3IAaHUS WU JACATEIBHOCTH BpadyeOHOU
KOMUCCHH MEAMIIMHCKON opranu3anuu’ (3apeructpupoBad MuHUCTepcTBOM IocTUIMN Poccuiickoi
®enepanuu 9 urons 2012 r., peructpaunonusiii N 24516) ¢ n3MeHEHUSIMU, BHECEHHBIMH IIPUKa30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanum ot 2 aekadbps 2013 r. N 886H
(3apeructpupoBan MunuctepctBoM foctunmn Poccuiickoit ®enepamuu 23 nexabps 2013 1.,
perucrpanuonsbsiii N 30714).

<9> Cobpanwue 3akoHonaTenscTBa Poccniickoit @enepanmm, 2011, N 48, ct. 6724.

Ecnmu npu oxazaHuM MalMEHTYy MEAMIUHCKOM IIOMOLIM B MEOUIUHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCJIOBUSX IO PELICHUI0 BpaueOHOM KOMMCCHUU OCYUIECTBIISIIOTCSI Ha3HAU€HHE U
MNPUMCHCHHUE JICKAPCTBEHHOI'0 IIpernapara ¢ KOHKPETHBIM TOPTOBBIM HAaMMEHOBAaHHMEM, TO IIpH
OKa3aHUU JaHHOMY IallMEHTY MEIULMHCKOM IMOMOIIM B WHOMW MEIWIMHCKOW OpraHW3allid B
CTAllMOHAPHBIX YCIIOBHSX, @ TaKXKe B aMOYJaTOPHBIX YCIOBHSX OCYIIECTBIISIETCS Ha3HAuE€HUE €My
JIEKapCTBEHHOTI'0 IIperapara ¢ TeM K€ TOPrOBbIM HauMeHOBaHueM <10>.

<10> Ilynkr 2 nocranosnenus [IpaBurenscrBa Poccuiickoir @enepanuu ot 30.06.2020 N 965 "O
BHeceHUU u3MeHeHuil B IlpaBuna ¢opmupoBaHHMs NEpedHs JEKApCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYHICCTBIACTCA B COOTBCTCTBHU C MUX TOPrOBbBIMU HAMMCHOBaHUSAMHU, U O NPUMCHCHHUU
JIEKapCTBEHHBIX IpernaparoB ¢ KOHKPETHBIMH TOProBbIMH HaumMmeHoBaHusMu" (CoOpaHue
3akoHo1arenscTBa Poccuiickoit deneparuu, 2020, N 28, cT. 4422).

6. HazHaueHue J1eKapCTBEHHOro INpernapaTra B pelente Ha OyMaKHOM HOCHUTENE WIM peLenTe B
¢dopMe FMEKTPOHHOrO JOKyMEHTa O(opMIIsIeTCs Ha MM MalMeHTa, Ui KOTOPOro IMpenHa3HauyeH
JIEKapCTBEHHBIN ITpenapar.

Penent Ha Oyma)kHOM HocuTene, opopMiIeHHbIH Ha penentypHoM Omanke ¢popm N 107/y-HIL, N
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107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBep>KICHHBIX HACTOSIIMM IPHUKA30M, MOXET OBITh
MOJIYYeH TAIMEHTOM, €r0 3aKOHHBIM MPEJACTaBUTEIEM WM JIUIIOM, UMEIOIUM O(QOpPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHONATENIbCTBOM Poccuiickoin Penepaun JTOBEPEHHOCTH OT
MalyeHTa Ha TIPaBO MOJYyYEHHUS TaKOTO perenTa (Jajiee - yIoJIHOMOYESHHOE JIUIIO).

[IpencraBieHue TOBEPEHHOCTH HE TpeOyeTcs B ciyyae IMOJYYEHHs pelLenTa Ha JIeKapCTBEHHBIN
mpermapar Uil MHKYypaOenbHOTO OOJIBHOTO Ha 3aBEpIIAONIEM J3Tale €ro JKU3HH  JIUIOM,
OCYIIECTBISIIOIIUM YXOJ 32 TaKUM HMHKypaOenbHbIM OOJIbHBIM. B TakoMm ciyyae MeIULIMHCKHIA
pabOTHUK BBIAACT JUILY, OCYIICCTBISIONIEMY YXOJ 33 HHKYpaOeIbHBIM OOJIbHBIM, JOKYMEHT,
MOJTBEPKIAIOLINI HHKYpaOelbHOe COCTOSIHUE OOJIBHOTO, COAEPKAIIM CBEACHHS O JUIE, KOTOPOe
OyIeT moiaydyaTh JCKapCTBEHHBIE MpemapaThl Mo perenty (haMuims, uMs, OTYeCTBO (ITOCIIETHEE -
IIPU HAJIMYUU), BUJ, cepusl U (W) HOMEP AOKYMEHTA, YIOCTOBEPSIOUIETO JINYHOCTD), 3aBEPEHHBIN
MOJIMUCHI0O M TEYAThIO JAHHOTO MEAHMIIMHCKOTO pabOTHUKA, a TaKXKe IeYaThi0 MEIMIIMHCKOU
OpraHu3aIiH.

JloKyMeHT, MOATBEPKAAIOIIUN HWHKYpaOeIbHOE COCTOSHUE OOJBHOIO, OCTAeTCS B AaNTeUYHOU
OpraHH3aIiH.

Penennt B opMe 371E€KTPOHHOrO JTOKyMEHTa (POPMUPYETCS C MCIIOJIB30BAaHHEM IOCYAapCTBEHHOMN
nH(pOPMaLlMOHHOM cucTeMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit denepauuu,
MEIUIUHCKONW MH(POPMALIMOHHOM CUCTEMbI MEAULIMHCKONW opranu3anuu <11>.

<11> Crateu 91 u 91.1 ®epepanpHoro 3axkoHa N 323-®3 (CobOpanue 3aKOHOAATENHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIAYM pELENTa Ha JIEKAPCTBEHHBIM IMpemapaT 3aKOHHOMY MPEJICTaBUTENIO HWIN
YIIOJIHOMOYEHHOMY JIUILY (PUKCUPYETCS B MEUIIMHCKOMN TOKYMEHTAIUY NallUeHTa.

7. MenuuuHCKUM pabOTHMKaM 3amperaercs oGopMIIATh PEelenThl MPU OTCYTCTBMM Y HalMeHTa
MEAMIIMHCKUX IIOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApCTBEHHbIE Ipemnaparel <12>; Ha
JIEKapCTBEHHBIE IIpENaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIHUEH 10 MEIULUHCKOMY
NPUMEHEHUIO TpeJAHa3HaueHbl JUIsl NMPUMEHEHHUS TOJIbKO B MEAMIMHCKMX OpraHM3alusax; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpOBaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENapaToB, B LENAX MPUMEHEHUS JUIsl JIEUCHUS
HapKOMAaHHH.

<12> Pemenue CoBeta EBpazuiickoii 3xoHOMUYecKOi kKomuccuu oT 3 HosiOps 2016 r. N 78 "O
[TpaBmiiax perucTpa | SKCIEePTH3bI JCKAPCTBEHHBIX CPEJICTB IS METUITUHCKOTO MPUMEHEHHS"
(odunmanbHbIi caliT EBpasuiickoro skoHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 HosOps
2016 1.). Crates 13 denepansroro 3akoHa N 61-®3 (CobOpanue 3akoHOaTeNbCTBa Poccuiickoii
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

I/IHIlI/IBI/IIlyaJ'ILHBIM NpeaAlpuHUMATECIIAM, OCYHICCTBJIAIOIIUM MCIUITUHCKYIO ACATCIIBHOCTD,
JOITIOJTHUTCIIbBHO K Tpe60BaHI/I$[M, YKa3aHHBIM B 36331_[6 IEPBOM HACTOSAILICTO ITYHKTA, 3allpCIIacTCAa
O(I)OpMJ'I}ITB peucuTbl Ha HAPKOTHUYCCKHUE CPCACTBA MU IICUXOTPOIIHBIC BCHICCTBA, BHCCCHHBLIC B
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cnucku Il u Il Iepeuns (manee - HaApKOTUYECKHE M IICUXOTPOIIHBIE JIEKAPCTBEHHBIE MpenapaThl
criuckoB |l u 11 Tlepeuns).

8. Ilpy Ha3HAYEHWW HAPKOTHUYECKMX W TCUXOTPOITHBIX JICKAPCTBEHHBIX NpenapaToB crucka [I
[lepeunsi, 3a WCKJIIOYEHHWEM JICKAPCTBEHHBIX TIPEMapartoB B  BUJE TPaHCACPMAIbHBIX
TEPaNeBTHUECKUX CHCTEM U JICKAPCTBEHHBIX MPEMapaToB, COACPKAINIMX HAPKOTUIECKOE CPEACTBO B
COUCTAHWHM C AHTArOHWCTOM OIMOMJHBIX PELENTOPOB, PEIenThl Ha OYMa)XHOM HOCHUTENE
odopmisaroTcs Ha perentypHoM Oanke Gopmber N 107/y-HII.

9. Peuentypusiii 6mank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHUH:

1) HapKOTMYECKHMX U IICUXOTPOIIHBIX JIEKapCTBEHHbIX IpenaparoB coucka Il Ilepeuns B Buze
TPaHCIEPMAJIBHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHUYECKUX JIEKAPCTBCHHBIX IIPENapaToOB CIUCKA
Il Tlepeuns, comepxalmux HApKOTHUYECKOE CPEACTBO B COYETAHUU C AHTArOHUCTOM OIHMOUIHBIX
pELEenTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cnucka III [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, COACPIKALIUX:

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE /10 20 MI' BKIFOUUTEIHHO
(na 1 go3y TBepao¥ JekapcTBEeHHOM (hopMbl) win B konudectBe A0 200 mr BkiItouutensHo (Ha 100
w1 uii 100 1 KuaKoit 1ekapcTBEHHOM (OpMBI JIJIsl BHYTPEHHETO IPUMEHEHHUS);

0) nceBnoadeapruHa THAPOXIIOPH] B KOJTHYECTBE, peBbiiatoiieM 30 Mr, u 10 60 MI BKIIOYHTEIEHO
(1a 1 o3y TBEepAOH JeKapCTBEHHON (OpMBI);

B) 1iceBA0AeAprHAa THIPOXJIOPU]L B KOJMUECTBE, IpeBbliiaromnieM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JIEKCTpOMETOp(haHOM T'HMIPOOPOMUIOM B KOJIMYECTBE, npesblmatonieM 10 mr, u 10
30 mr BrimrounTENBHO (Ha 1 103y TBEPIOi JIeKapCTBEHHOMH (POPMBI);

) geKkcTpoMeTopdana ruapodpomus B kommuyectse 10 200 mr BritounTeabHo (Ha 100 mur mim 100 ¢
YKUJIKON JIEKapCTBEHHOMN (hOPMBI JJIsI BHYTPEHHETO MPUMEHEHHS );

1) adenpuHa THAPOXJIOPHU B KoJmyecTBe, npesbimaroniemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (HA
100 Mt mm 100 1 KuaKo# ekapcTBEHHON (GOPMBI JUIsl BHYTPEHHETO IPUMEHEHN);

e) adeapuHa TUIPOXJOpUJ B KoiuuecTBe 10 S50 Mr BriIoudTenbHO (Ha 1 103y TBepaou
JIeKapCTBEHHOM (popMbI);

) (EHWINPONaHOIaMUH B KOINWYECTBE 10 75 Mr BKIOYHTENbHO (Ha 1 103y TBepaoit
nexkapctBeHHOW ¢Gopmbl) Wi 10 300 mr BrmountenbHo (Ha 100 M wimm 100 r kuaKoi
JIeKapCTBEHHOM (OPMBI JJIsI BHYTPEHHETO TPUMEHEHHUS );

3) (enobapOuTaT B KOIMYECTBE N0 15 MI' BKIIOYUTENHHO B COYETAaHUM C KOJAEHHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT Kolm4ecTBa (Ha 1 103y TBep/I0ii TeKapCTBEHHON (OPMBI);

u) (enobapOutan B KosmyectBe a0 20 Mr BKIIOYUTENBHO B COYETAaHHUH C 3(PEAPUHOM
TUAPOXJIOPUIOM HE3aBUCUMO OT KojmdecTBa (Ha 1 103y TBep10il iekapcTBEHHOU (hOpMBI);

K) XJIOpAUa3enoKCu B KoaudecTBe, npesbimatomeM 10 Mr, u 10 20 Mr BKIOYUTENBHO (Ha 1 103y
TBEP/I0H JIeKapCTBEHHOU (popmbl);

3) JexapCTBEHHBIX IMpenapaToB WHAWBHUIYAJbHOTO H3TOTOBJICHUS, COJAEPXKALIUX HAPKOTHYECKOE
CpeAcTBO WM mcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakonorudeckue
AKTHBHBIE BEILIECTBA B J]03€, HE MPEBBIIIAIONIECH BBICIIYIO PAa30BYIO 103y, U MIPU YCIOBUH, YTO 3TOT
KOMOWHUPOBAHHBIM JIEKApCTBEHHBIM Ipernapar He SBISETCS HAPKOTHUYECKHM WM MCUXOTPOITHBIM
JIeKapCTBEHHBIM ITpenapaTtoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX B IIE€PEUEHb JIEKAPCTBEHHBIX CPEICTB IS
MEIMIUHCKOrO TNPUMEHEHUs, MOUIekKalUX I[PEIMETHO-KOJMYECTBEHHOMY Yydery (nmamee -
JIEKapCTBEHHBIE MpenapaThl, BKIIOUYEHHbIE B niepeueHb [IKY) <13>.

<13> Hoanynkt 5.2.171(1) nyukra 5 nocranosienus I[IpaButenscTBa Poccuiickoit ®enepanuu ot
19.06.2012 N 608 "O6 yrBepxaeHuu [lonoxxenus o MuHUCTEpCTBE 3/1paBooXpaneHus Poccuiickoi
Oeneparun” (manee - [Monoxxenne o Munucrepcrse) (Cobpanue 3akoHomaTenbeTBa Poccuiickoit
®denepannm, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penentypubiit 6mank Gopmer N 148-1/y-04(11) oopmiisiercss ipu Ha3HAYCHUU JICKAPCTBEHHBIX
npenapaToB TpakaaHaM, UMEIOIINM MPaBO Ha OeCIIaTHOE MOJYYCHUE JICKAPCTBEHHBIX MPEIapaToB
WJTH TIOJTYYCHHUE JICKAPCTBEHHBIX MIPEIapaToB CO CKUIKOM.

11. Penentypusriii 61ank ¢dopmel N 107-1/y opopmiisercs mpu Ha3HAYCHUH:
1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTaxX §, 9 Hactosmero [lopska;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX NIPENapaToB, COACPIKALIUX

a) SproraMMHa THAPOTApTpaT B KOJMYECTBE 1O 5 MI BKIIOUHUTENIBHO (Ha 1 103y TBepuou
JIEKapCTBEHHOU (OpMBI);

0) adenpuna ruapoxsopu B koaudectse 10 100 mr BrmtouutensHo (Ha 100 i unu 100 r sxuakoit
JICKapCTBEHHOM (POPMBI JIsi BHYTPEHHETO IIPUMCHEHUS ),

B) IceBaod(epuHa TUAPOXJIOPU]] B KondecTBe, He mpeBbimaromem 30 mr (Ha 1 103y TBepnoi
JIEKapCTBEHHOH (POPMBI);

r) mnceBaoddenprHa THAPOXJIOPUA B KOJHYECTBE, HE TMpeBbimaromeM 30 Mr, B COYETAaHUU C
JnekcTpomeToppaHoM TUAPOOPOMHIOM B KoJWdecTBe, mpeBbimatomeM 10 mr, m go 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU POopMBI);

n) JekcTpomeropdaHa TUApoOpOoMUA B KoiauuecTBe, mnpesbimaromiem 10 mr, m go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (POpMBI);

e) (¢eHobapOuTan B KonuyecTBe, npesbimatonieM 20 mr, u g0 50 Mr BkIOUYMTENbHO (Ha 1 1103y
TBEP/I0M JIEKapCTBEHHOU (popmbl);

K) (enobGapbutan B kKoaumyecTBE 10 20 Mr BKJIIOYUTEIBHO B COYETAHHH C OJProTaMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJIHUYECTBa (Ha 1 103y TBepAOH JeKapCcTBEHHOU (popMmbl);

3) XJIOpJIMa3enoKkcu] B KojaudecTBe 10 10 Mr BKIOUUTENbHO (Ha 1 103y TBepJoW JieKapCTBEHHON
bopmbr).

12. Ilpu Ha3HAYEHHWH JICKAPCTBEHHOTO IpernapaTa WHANBUAYAIBHOTO M3TOTOBIICHHUS B PEIIENTE Ha
OymaxxHOM HocutTene W (wiaM) peuente B (OpMe DJIEKTPOHHOTO JOKYMEHTAa HAaWMEHOBAHMS
JIEKapCTBEHHBIX CPENCTB (BEIIECTB), BKIIOUEHHbIX B mepedeHb [IKY, ykaspiBatoTcs B Hauaie
perenTa, 3aTeM - BCe OCTAIbHBIC HHIPETUCHTHI.

13. Ilpu Ha3HaueHUM JIEKAPCTBEHHOIO IIpernapara B pelenTte Ha OyMaKHOM HOCUTeNe U (MJIH)
perente B (opMe 3JIEKTPOHHOTO JOKYMEHTA 3alpeIlaeTcsl MPEBbIaTh KOJIMYECTBO HAPKOTUYECKUX
CPEACTB MM ICHUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBbITh BBIUCAHO B OJHOM pELENnTe,
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ycraHoBieHHoe npuiokeHueM N 1 k HacTosdmemy [lopsiiky, 3a HCKIIFOUEHUEM CIIy4aeB, YKa3aHHbIX
B nmyHKTax 15 u 24 nacrosmero [Topsaka.

14. Ilpu Ha3HAUYEHUU JIEKAPCTBEHHBIX IMPENApPaTOB, BKIOYEHHBIX B nepeueHb [IKY, no3a koropeix
NPEBBIIIACT BBICIIMN OJHOKPATHBIM IMpHEM, MEIUIMHCKHNA pabOTHHK 0003HA4aeT 03y 3TOTrO
JIKapCTBEHHOI0 Mpernapara B pelente Ha OyMaKHOM HOCHUTEJE MPOIHUCHIO C IMPOCTaBICHHEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIM) MPOCTABISAET BOCKIUIATEIBHBIN 3HAK MPU OOPMIICHUH PELenTa
B (hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IpPENapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalMEHTaM, HY)KJAIOIUMCS B JUIMTCIBHOM JICUEHUH, MEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHOM MEIUIIMHCKON MOMOIIN MOXXET OBITh YBETUYEHO C yYETOM KIMHHYECKHX
pekoMeHanuil He OoJiee 4eM B 2 pa3a [0 CPAaBHEHMIO C KOJUYECTBOM HAPKOTUYECKUX CPEACTB UM
NICUXOTPOITHBIX BEUIECTB, KOTOPOE MOKET OBITh BBINHMCAHO B OJHOM peEIENTe, YCTaHOBJICHHBIM
npuioxenueM N 1 k Hactosmemy [lopsaxy.

B ciyuasx, npeaycMOTpeHHBIX a03alieM MEepBbIM HACTOSAIIEr0 IYHKTA, HA pelentax Ha OyMakKHOM
HocuTene npousBoguTcs Haanuch '"Ilo coenuanbHOMY Ha3HAu€HUIO", OTIENbHO 3aBEpEHHas
HOJIKMCHI0O MEUIIMHCKOIO pabOTHHUKA U ME€YaThbi0 MEIUIMHCKON opranu3auuu "Jlnsg penenrtos", Ha
penentax B (opMe SIEKTPOHHOTO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAueHUI0" C MPOCTABICHHUEM YCUJICHHOH KBaJU(HUIMPOBAHHOW 3JEKTPOHHOM MOIMHMCH
MEIUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOIO Ipernapara, JieKapcTBeHHas ¢opma M 0OpalieHHe MEAUIIMHCKOTO
pabotHuka K (apmaneBTHYECKOMY paOOTHHUKY 00 OTIYCKE JIEKapCTBEHHOIO IIpernapara Ha
OyMaxHOM HOocuTele 0(OPMIISIFOTCS Ha JJATUHCKOM HJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJekKe, 3a
UCKJTIOUeHHEM O(OpMIICHHUSI pelenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiieHnn perenTypHbIX OJaHKOB AOMYCKAETCs UCIOIb30BAHUE COKpAICHHUH (MIPUT0KEHUE
N 2 x Hacrosiemy [lopsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIllapaTa HC JOIMYCKACTCA COKpAIICHUC HauMEHOBAaHHUM
HHTPCIUCHTOB, COCTABJIAIOIINX HeKapCTBGHHBIfI nmpemnapar, HE MO3BOJIAIONIUX YCTAHOBUTD, KakKou
HUMCHHO HeKapCTBeHHLIﬁ npemnapar Ha3Ha4YCH.

17. Cnoco0 npuMeHeHHUs JeKapCTBEHHOro npenapara 0003HavaeTcs ¢ yKa3aHUEeM IyTH BBEJCHMS,
JI03bl, YaCTOTbI, BpEMEHH MPHEMa OTHOCUTENIbHO CHA (YyTPOM, Ha HOYb) U €ro JJUTEIbHOCTH, a JIs
JEKapCTBEHHBIX MpEnapaToB, B3aUMOJCHCTBYIOIIMX C TMHIIEH, - BpEeMEHM HUX YINOTpeOIeHUS
OTHOCHUTEJIbHO MpUeMa MUILH (10 €11bl, BO BPeMs €/Ibl, IOCIIE €JIbl).

18. Ilpu HEOOXOAUMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B T€UEHHE JBYX pabouyux JHEH) OTIyCcKa
JIEKapCTBEHHOT'O0 TIperapara IMalueHTy B BEpXHEH 4YacTH perenrta Ha OyMaKHOM HOCHTEJE
NPOCTaBISAIOTCS  0003HaueHust "Cit0" (cpouno) wim "statim" (HeMeIUIeHHO). AHAJIOTHYHBIC
0003HaYeHHS TIPOCTABIISIOTCS B BUJIE OTMETOK MpU 0GOPMIICHUH perenta B popMe dJIEKTPOHHOTO
JIOKYMEHTA.

19. IIpu oopmieHnn Ha3HaYeHUs TOTOBOTO JEKAPCTBEHHOTO Ipernapara B pelenTe Ha OyMaXKHOM
HOCHUTEJIE WM pelente B (GopMe AIEKTPOHHOIO JTOKYMEHTa KOJIMYECTBO JIEHCTBYIOIIMX BEIIECTB
YKa3bIBAa€TCSl B COOTBETCTBUM C MHCTPYKIMEW MO MEIUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara. JlonmycTuMo yka3bIBaTh J1I03UPOBKY JIEKAPCTBEHHBIX NMPENapaToB CUCTEMHOTO JeWCTBUS
(U1 pe30pOTUBHOTO MpHEMa) B TBEP/BIX JIEKAPCTBEHHBIX (popMax (Hampumep, TabJIETKH, MOPOILKH,
KarCyJibl) Kak COJepKaHUE OJHOTO MJIM HECKOJIbKUX JIEHCTBYIOIIMX BEIIECTB B €IMHUIIAX Macchl (B



rpaMMax, Mwumrpammax). Jlomyctumo ykas3blBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IPENAapaTOB
CHUCTEMHOTO JCHCTBUSA ()11 PE30pOTHBHOTO MPUMEHEHMS) B J>KHJIKUX JIEKAPCTBEHHBIX (opMax
(HampuMep, pPacTBOPHI, CYCIIEH3MM) KaK COJEpKaHWE OIHOTO WM HECKOJIBKHX JIEHCTBYIOIIUX
BCIICCTB B CIMHMIIAX MAacChl HAa EIMHHUIy OObeMa (HampuMep, MHUTHTPaMM/MUUTHIUTP) C
yKa3zaHheM 00I1ero o0beMa JIEKapCTBEHHOU (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIEKAPCTBEHHOT'O Iperapara WHAWBHUIYAJIbHOTO H3TOTOBJICHUS B
peuente Ha OyMa)KHOM HOCHTENE WM pernente B (OpMe IEKTPOHHOTO JAOKYMEHTa KOJIMYECTBO
TBEPIBIX U CBHIMYYHX (papMaleBTUYECKHX cyOcTaHmmid ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTWJINTPaxX, FPaMMax U Karuisx.

20. PenenTsl Ha OyMa)XHOM HocHTeNe, B (GOopMe JJIEKTPOHHOTO JTOKYMEHTa, O(OpMIICHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 um mpemHasHaueHHBIE JIs OTIYCKa JIEKAPCTBEHHBIX
[IPEnapaToB, MPEAYCMOTPEHHBIX moamyHkTamMmu 1 - 3 mnynkra 9 Hacrtosmero Ilopsnka,
JIEHCTBUTEIILHBI B TeUCHHE 15 MHEH co qHS opopMIICHUS.

21. Penentsl Ha OyMa)XHOM HocHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(1) u nmpenHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
MpernapaToB rpakaaHam, yKkazaHHbIM B myHKTe 10 Hacrosimero [lopsaka, 1efiCTBUTEbHBI B TEUCHHE
30 nueii co aHA O0OpMIICHHS, 32 UCKIIOYEHUEM CilydaeB O(pOpMIIEHUS pelLleNTa B COOTBETCTBUU C
nyHktamu 38 u 39 nactosmero [lopsinka, mpu KOTOpbIX OH ACHCTBUTENEH B TeueHue 15 aHeil co
JHS 0pOpMIIEHUS.

22. Penentsl Ha OyMa)XHOM HoOcHTene, B (OpMe 3JIEKTPOHHOTO TOKYMEHTa, O(pOopMIIeHHBIE Ha
penentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB TpaKAaHaM, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, WHBAIUIAM TIEPBOM TPYIIIBL,
JNeTAM-UHBATUIAM, a TaKXke TpakJaHaM, CTPAJaloNUM XPOHUYECKHUMH  3a00JICBaHUSMHU,
TpeOYIOIMMH JJIMTENBHOTO KYpPCOBOTO JIEUEHHMsI, JACUCTBUTENbHBI B TeueHue 90 mHeil co aHA
odopMIIeHHs, 33 UCKIIFOUCHUEM CITy4aeB, YKa3aHHBIX B MyHKTax 38 u 39 nactosimero Iopsnka, mpu
KOTOPBIX OH JICMCTBUTENICH B TeueHHe 15 nHel co AHs odhopMiIeHus.

JUis neyeHHs XpOHMUYECKUX 3a00JeBaHMN yKa3aHHBIM KaTETOPHSM TpaX/JaH JIEKapCTBEHHBIE
npenaparsl ¢ OQOPMJIEHHEM pELENTOB Ha OyMaXHOM HOCHTENIE WM peuentoB B (opme
JIEKTPOHHOIO JJOKYMEHTAa MOT'YT Ha3HA4aThCsl Ha Kypc JieueHus 1o 180 qHei.

23. PenenTsl Ha OyMa)XHOM HocHTene, B (OpMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHom Omanke c¢opmbel N 107-1/y m mnpenHasHaueHHblE A OTHYCKAa JIEKapCTBEHHBIX
[penapaToB, IpeIycMOTPEeHHbIX TyHKTOM 11 Hacrosimero Ilopsaka, nelicTBuTenbHbI B TeueHue 60
JTHeH co AHS 0POPMIICHHUS.

[lpy Ha3HAa4eHHWM TOTOBBIX JIEKAPCTBEHHBIX MpeMapaToB W JIEKApCTBEHHBIX IpenapaToB
WH/IMBUIYAIbHOTO M3TOTOBJICHUS TallMeHTaM ¢ 3a00JIeBaHMSIMH, TPEOYIOIUMH JTUTEIHHOTO
KypCOBOTo JieueHus, ¢ opopmieHrneM Ha peuentypHom Omanke ¢opmbel N 107-1/y penenta Ha
OyMa)XHOM HOCHTENIC WIH B ()OpME 3IEKTPOHHOTO JOKYMEHTA YCTAHABIMBAETCS CPOK JICHCTBUS
pelienTa B mpejenax 0 0JJHOrO To/a.

B ciydae ycraHOBIEHHs CpOKa NOEWCTBUS pelenTa B IpeAenax 0 OJHOrO roja B perente
npousBoauTCs Haanuck: "Ilo crnenuanbHOMYy HazHaYeHHIO'", 0003HAYAETCS CPOK ACUCTBUS perenTa
W TEPUOJUYHOCTh OTIYCKa JIEKAPCTBEHHBIX TMpEnaparoB W3 AalTEYHOW OpraHu3aluyd WId
WHAVBUAYAIbHBIM — TPEINpUHUMATE]IEM, HMEIOIIMM  JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JeATETLHOCTh <14> (exkeHenenbHO, SKEMECSIYHO M WHBIE TIeproibl). JIOTTOTHUTENBHO 3TO YKa3aHUE
3aBepseTCs MOJMUCHI0 MEAUIIMHCKOTO Pa0OTHHKA, a TAaKKe MEeYaThi0 MEAUIIMHCKOW OpraHHU3aIliu



"Ilns peuenTtoB" (ans perenta Ha OyMa)XHOM HOCHTENE) WIM YCHJIEHHOW KBAIU(DUIIUPOBAHHOM
JJIEKTPOHHOW TOJMHUCBI0 MEIUIUHCKOrO pabOTHMKA W JIMIA, YIOJHOMOYEHHOIO 3aBEpsTh
JOKYMEHTBl OT HMEHH MEIWLMHCKOW opraHm3auuu (s peuenta B (opme 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynktr 47 4vactu 1 crarem 12 @DepepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JTUICH3UPOBAHUU OTACIBHBIX BUAOB jesrenbHocTH" (manmee - Denmepanbhbiii 3akoH N 99-D3)
(Cobpanue 3akoHomatenbcTBa Poccuiickoir ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JEKapCTBEHHbIC NpenapaThbl, BKJIOYEHHbIE B mepeudeHb [IKY, mis neuenus
MAIUEHTOB ¢ XPOHUYECKUMU 3a00JICBAaHUSMHU MOTYT OPOPMIIATBCS Ha Kypc JeueHust 10 60 THEH.

B cnywae, korma kypc jedeHust cocraBisger Oosiee 30 nHel, JOMOJHUTENBHO B peLeNTax Ha
OyMaxHOM HocuTene npousBoAurcs Haanuch "Ilo cnenuanbHOMYy Ha3HaueHUIO", 3aBEpeHHas
HOJNKMCHI0O MEAULIMHCKOTO pabOTHHUKA U MeYaThio MeIUIUMHCKON opranuzauuu "Jns penentos'”, Ha
peuentax B (opMe SIEKTPOHHOrO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAueHUIO" C NPOCTABICHUEM YCHUJICHHOM KBaJU(pHUUHUPOBAHHOW 3JEKTPOHHOM MOIMHUCU
MEAMIIMHCKOTO pPAa0OTHHKA W JIMIA, YIOJIHOMOYEHHOIO 3aBepsTh JOKYMEHTbl OT HMMEHH
MEIUIUHCKON OpraHu3altH.

25. Peuent Ha OymMaxxkHoM HocutTene B ¢GopMmMe BJIEKTPOHHOTO JOKyMeHTa, O(GOpPMIICHHBIN C
HapyIlIeHWEeM YCTaHOBJICHHBIX HacTosMM [lopsikom TpeboBaHMil, CUUTAaETCsA HEICHCTBUTEIIbHBIM.

|l. HazHayeHue JieKAPCTBEHHBIX NMPENapaToB NPH 0KA3aHUMN
MeIMUIMHCKONH MOMOIIU B CTAIIMOHAPHBIX YCJIOBHAX

26. Ilpn oka3zaHuMM MNalMEHTYy MEIUIMHCKON NOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HA4YCHHE
JIEKapCTBEHHBIX NpENapaToB MPOU3BOAUTCA 0€3 0pOpMIIEHHS pelenTa MEIUIUHCKUM PaOOTHUKOM
€AMHOJIMYHO, 34 UCKIIIOUEHUEM CITy4aeB, yKa3aHHBIX B IyHKTe 27 HacTosmero [lopsaaka.

27. CormacoBaHue Ha3HAuU€HUs JIEKAPCTBEHHBIX MPENapaToB C 3aBEAYIOIIUM OTICICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpadyOM 100 ApPYyruM JMOoM, YIIOJIHOMOYCHHBIM IPUKA30M I'JIaBHOT'O
Bpaua MEIUIIMHCKOW OpraHu3alud, a Takke, I[P HaJU4uHd, C BpauoM - KIMHHYECKHM
(dapmakoI0roM HE0OXOAUMO B CITyUasX:

1) OIHOBPCMCHHOT'O HA3HAUCHUS IISITU U Oolee JICKAPCTBCHHBIX NPCIIAPATOB OJHOMY ITAIITUCHTY,

2) Ha3Ha4YeHUs JICKapCTBEHHBIX MpPEnapaToB, HE BXOISAUIMX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMIIIMX JIEKAPCTBEHHBIX MpernapaToB <15>, mpy HETUIMMYHOM TE€YEHHH 3a00JI€BaHUs, HATUYUU
OCJIOXKHEHUH OCHOBHOTO 3a0o0jieBaHMs M (MJIM) COMYTCTBYIONIMX 3a00J€BaHUU, MPU HAa3HAYCHUU
JIEKapCTBEHHBIX IPenapaToB, 0COOEHHOCTH B3aUMOJEUCTBUSA U COBMECTUMOCTU KOTOPBIX COIJIACHO
UHCTPYKLHUSAM 10 MX HPUMEHEHUIO NPUBOJAAT K CHIXKEHHIO 3(P(PEKTUBHOCTH U 0€30IacHOCTH
dapmakoTepanuu U (WIK) CO3AI0T NOTEHUUATbHYIO OMTACHOCTH JIJIS )KU3HH U 3/I0pPOBbS MaIlUEHTA.
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<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-d3 (CobpaHme 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX CiIydasx Ha3HAa4CHUE JIEKAPCTBEHHBIX IPENapaTroB (PUKCHPYETCS B MEAMLIUHCKON
JOKYMEHTAllUM TMalMeHTa U 3aBepseTcs IMOANUCHI0 MEAULMHCKOro paOOTHUKA W 3aBEIYIOLIErO
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOT'O Bpaya UM JIPYroro yroJIHOMOYEHHOTO JINLA).

28. MenunuHCKUi paOOTHUK MEIUIIMHCKON OpraHu3ainuu (€€ CTPYKTYPHOTO IOoJpa3/eieHus),
pacrojIoXKEHHOW B CEIbCKOM HACEIEHHOM IIYHKTE, OCYIIECTBIIIET HAa3HAUYEHUE JIEKAPCTBEHHBIX
MpernaparoB B CiIydyasx, YKa3aHHbIX B MyHKTax 27 u 29 Hacrosiero [lopsaka, eTMHOIUYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHH IMAlIMEHTAM IPH OKA3aHWM UM MEIUIIMHCKOW IOMOIIH B
CTAllMOHAPHBIX YCJIOBHUSIX HAa3HAYAIOTCS JICKAPCTBEHHBIC IMpErapaThl, HE BKJIIOUEHHBIC B MEPEYCHb
JKU3HEHHO HEOOXOMMMBIX W BaKHEHIIHMX JICKAPCTBEHHBIX MPEMApaToB, B CIydae UX 3aMEHBbI H3-3a
WHUBUIyaJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHOM KOMUCCHH (PUKCHPYETCSl B MEAMLIMHCKOM TOKYMEHTALUH MAllHeHTa U KypHaJie
BpaueOHOI KOMHCCHH.

30. B cinyudasx oOcnenoBaHus M JIEUEHHUS TIpaKJaHUMHA B CTAllMOHAPHBIX YCIOBUSX B paMKax
NpEeIOCTaBICHUS MEAUIMHCKUAX YCIYr Ha BO3ME3/JHOW OCHOBE 3a CUET JIMYHBIX CPEICTB IPaxkIaH,
CPEACTB IOPUIMYECKUX JIMI] U HMHBIX CPEJCTB Ha OCHOBAHWHU JOTOBOPA, B TOM YHCIIE JOTOBOPA
JO0OPOBOJIHOTO MEIUIIMHCKOTO CTpaxoBaHUs <16>, eMy MOTYT ObITh Ha3HA4EHBI JICKApPCTBEHHBIC
npenapaTthl, HE BXOJSIINE B IEpeUYeHb KU3HEHHO HEOOXOMMMBIX M BAXXHEHWIIHNX JIEKapCTBEHHBIX
IpenaparoB, €CJIM X Ha3HaYeHUE U MIPUMEHEHHE 00yCIIOBICHO MEJUIIMHCKIMU TTOKa3aHUSIMHU.

<16> IloctanoBnenue [IpaBurenscrBa Poccuiickoit denepannn ot 4 oktsa6psa 2012 r. N 1006 "O6
yrBepkaeHnn [IpaBui mpemocTaBieHus MEAWIMHCKUMH OPTraHU3alMsSIMU TUTATHBIX MEIUIIMHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 2012, N 41, cT. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKA3aHUH
MEePBUYHON MEJUKO-CAHUTAPHOMW MOMOLIHA, CKOPOH MeTUIUHCKOU
MOMOIIH U NAJJIMATUBHON MeIUIIUMHCKOH MOMOIIM

31. Tlpu oka3aHWM TEPBHYHOW METUKO-CAHHTAPHOW TOMOIIM W MAaUIMATUBHOW METUITUHCKOM
MOMOIIM B aMOYJaTOPHBIX YCIOBUSX Ha3HAu€HUE JIEKaPCTBEHHBIX IPENapaToB OCYIIECTBIAETCS
MEJIUIIMHCKUM PAOOTHUKOM B CIIy4asX THIHUYHOTO TEUEHHWs 3a00JeBaHUs TAIlUE€HTa HCXOJs W3
TSDKECTH U XapakTepa 3a00JIeBaHMUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpENapaToB MO PEIIEHUI0 BpaueOHOW KOMHCCUU MpPU OKa3aHUU
NEPBUYHON MEIMKO-CAHUTAPHON TTOMOIIY, MAJUIMATUBHON METUIIMHCKON OMOIIM B aMOyIaTOPHBIX
YCIIOBUSIX MPOU3BOIUTCS B CIIydasX:

1) ogHOBpEeMEHHOTO Ha3HAYEHMsI OJTHOMY IMAlIMEHTY MATH U OoJjiee JIEKapCTBEHHBIX MPENapaToB B
TE€YEHUE OJTHUX CYTOK WJIM CBBILIE 1€CATH HAMMEHOBAHUN B TEYCHUE TPUILIATU JHEH;

2) Ha3SHA4YCHUA JICKAPCTBCHHBIX MNPCIapaToB IMPU HETUIIMYHOM TCUYCHHU 3360J’I€BaHI/I5[, HaJIM4YHUHu
OCJIO)KHEHUH OCHOBHOI'O 3a00JieBaHUS U (I/IHI/I) CONMYTCTBYIOIIUX 33.6OJICB3.HI/II>'I, IIpU Ha3HAYCHHUU
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JICKapCTBEHHBIX IMPETNapaToB, 0COOCHHOCTH B3aWMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM MO WX NPUMEHEHUIO MPHUBOIAT K CHIDKEHHIO 3()(ekTUBHOCTH U 0e30MacHOCTH
JICYCHUS AlMEHTa U (WJIK) CO3Jat0T MOTEHIIUAIbHYIO OMACHOCTH IS )KMU3HU U 3/I0POBbs MAI[UEHTA;

3) TNepBUYHOTO HA3HAYCHHS MANMCHTY HAPKOTHYECKHX W TCUXOTPONHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Il Tlepeuns (B ciyyae TUpPUHSATHS PYKOBOJMTEIEM MEIMIIMHCKON
OpTaHM3aIlMi PEIICHHS O HEOOXOJAMMOCTH COTJIACOBAHMS HA3HAUEHUS TAKUX JICKAPCTBEHHBIX
IpenapaTroB ¢ BpauyeOHOM KOMHUCCHEH ).

33. TloBTOopHOE Ha3HAYEHHWE HAPKOTUYECKUX U TMCHUXOTPOMHBIX JICKAPCTBEHHBIX IpErapaToB
ciuckoB Il m Il Tlepeuns mpow3BOAMTCS METUIMHCKHMM paOOTHUKOM CaMOCTOSITEIBHO HIIH
€IMHOIMYHO 0e3 yJacTHsi BpaueOHOM KOMHCCHU MAalMEHTaM C BBIPRKEHHBIM OOJIEBBIM CHHIPOMOM
1r000r0 TeHe3a, HapyIIEHHEM CHA, CYyJOPOKHBIMH COCTOSHUSIMH, TPEBOXKHBIMH PacCTPOHCTBAMH,
(boOuAIMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIMLMHCKOM IOMOIIM JIEKAPCTBEHHBIEC IpernapaThl Ha3HAYAIOTCS
MEIUIUHCKUM PaOOTHUKOM BBIE3IHOM Opurajsl CKOpPOH IMOMOIIM, MEIULMHCKUM pPaOOTHUKOM
MEAMIIMHCKONW OpraHM3alluy IpU OKa3aHUM MEJUIIMHCKOW IMOMOIIM Ipa)</JaHaM Mpu 3a00JIeBaHUIX,
HECUaCTHBIX CIydYasX, TpaBMaX, OTPABICHUSAX MU JPYTUX COCTOSHUAX, TPEOYIOIIUX CPOYHOIO
MEULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCcTBEHHBIX MPENapaToB rpaskIaHamM, MMeE UM
NMpaBo HA 0ecIJIATHOE MOJIyYeHHe JIEKAPCTBEHHBIX NMPeNnapaToB Win
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENapaToB €O CKUJAKOM, IPH 0KA3AHUH

NMEePBUYHON MeIUKO-CAHUTAPHOM MOMOIIU

35. Ilpu okazaHuM TIEPBUYHOM MEIUKO-CAHUTAPHOM TIOMOIIM HA3HAYEHUE MEAUITMTHCKUM
paOOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJIAIMi M ¢ y4eTOM CTaHJapTOB MEAMLIMHCKON
nomomu <17> JeKapCTBEHHBIX IMPEnapaToB, OTIYCKA€MbIX O€CIUIATHO WJIM CO CKHUIKOM,
rpakaaHaM, UMEIOIIUM TPaBO Ha oOecredeHue JEeKapCTBEHHBIMH IMpenaparaMu 3a CYeT CPE/ICTB
OIO/KETHBIX AaCCUTHOBaHUM QeaepanbHOro OrwopkeTa U OHKETOB CyOBhekTOB Poccuiickoit
®deneparun, ocyiecTBisercs Ha peruentypHoM oinanke N 148-1/y-04(x).

<17> Crarpa 37 ®enepanbHoro 3akoHa N 323-®3 (CobOpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepannn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Mlpu odopmiennn penenta Ha Omanke ¢opmer N 148-1/y-04(o1) Ha OymMa)kHOM HOCHTENE
0OpPMIIIOTCS 1BA SK3EMIUISAPA, OAMH U3 KOTOPBIX OCTAETCS B allTEUHOW OpraHU3alliH, BTOPOH - B
MEIUITUTHCKON JTOKYMEHTAIINH TIAaIlHEHTA.

36. [IpaBo Ha3HauaTh JIEKAPCTBEHHBIC TMpemnapaThl rpakJaaHaM, UMEIONIUM IMMPaBO Ha OecriaTHOE
MOJIyYEHHE JIEKAPCTBEHHBIX MPENapaToB UM MOJYYEHUE JIEKAPCTBEHHBIX IMPENAPATOB CO CKUIAKOM,
TAKXKE UMEIOT:

1) MeauumHCKUEe pabOTHUKH, paboTaloNe B MEIUIIMHCKON OpraHU3alud [0 COBMECTHTENIBCTBY (B
npeJienax CBOe KOMIIETEHIINH);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
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https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635

2) MeAWIHMHCKUE pAaOOTHUKU CTAIlMOHAPHBIX OpraHU3alliii COLMATBHOTO OOCTY)KUBAaHUS MPH
HaJIMYWH JIMIEH3UU Ha OCYIIECTBICHUE MEIUIIMHCKON JeaTesIbHOCTH <18>, mpeaycmaTpuBaromen
BBHITIOJTHEHNE paboT (OKa3aHWE YCIYT) MO OKa3aHUIO MEPBUYHON MEIUKO-CAHUTAPHON MOMOINU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHMO OT BEJOMCTBEHHOU MPUHAIJICKHOCTH);

<18> IlyHkT 46 yactu 1 crateu 12 ®denepanproro 3akona N 99-d3 (CobOpanue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuMUMHCKHE PAOOTHMKM  MEIUIIMHCKUX  OpraHu3aliii, OKa3bIBAIOIIUX MEPBUYHYIO
MENKO-CAHUTAPHYIO IIOMOIIb, IOABEIOMCTBEHHBIX (enepalbHbBIM OpraHaM HCIOTHUTEIbHOM
BJIACTH WJIM OpPTaHaM MCIIOJHUTEIBLHOM BIacTH cyObeKkTOB Poccutickoit Denepannm;

4) UWHOUBHUIyAJIbHBIC MPEANPUHUMATEIH, OCYIIECTBIAIONINE MEIUIIMHCKYIO IeSTEIbHOCTh U
BKIIIOUEHHBIE B PEECTP MEIUIIMHCKUX OpraHM3allhii, OCYIIECTBIAIOIINX AESITeIbHOCTh B cdepe
00s13aTeILHOTO MEAUIIUHCKOTO CTPaXOBAHMS.

37. 1lpu Ha3HAUYE€HUHU JIEKAPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, MMEIOIIUM IIpaBO Ha OecIIaTHOE
HOJIy4EeHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYEHUE JIEKAPCTBEHHBIX MIPENapaToB CO CKUIKOM,
B peLenTe YKa3bIBaeTcs HOMEp TeledoHa, M0 KOTOpOMYy paOOTHUK anTeyHOW OpPraHM3alud TpU
HEOOXO/MMOCTH MOXET COIJIACOBaTh C MEIULMHCKMM paOOTHUKOM 3aMEHy JICKapCTBEHHOI'O
npernapara.

38. HaznaueHne HapKOTUYECKUX U MCHXOTPOIHBIX JIEKAPCTBEHHBIX npernapartoB coucka Il [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJEC TPAHCACPMAIBHBIX TEPAEeBTUYECKUX
CHCTEM, a TaKKe JIEKAPCTBEHHBIX IPENapaToB, COAEPKAINX HAPKOTUIECKOE CPEACTBO B COUCTAHUH
C QHTarOHHUCTOM OIMOWJHBIX pPEIENTOpPOB) TpakJaHaM, HWMEIOIMMM MpaBo Ha OecruiaTHOE
NOJIy4EeHHE JIEKaPCTBEHHBIX MPENapaToB WM MOJYYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoMm oOnanke (opmer N 107/y-HII, k kKOoTOpoMy OTOJHUTETHEHO
odopmisiercs perent Ha peuentypHom 6ianke Gopmbl N 148-1/y-04(1) (B 1BYX 3K3eMILIspax Mpu
odopmIIeHUH Ha OyMa>KHOM HOCHUTEJE).

39. Ha3zHaueHne HapKOTUYECKUX M IICUXOTPOMHBIX JIEKapCTBEHHBIX npenapaToB cnucka Il [lepeuns
B BHJIE TPAHCAECPMAIbHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHMUECKUX JIEKAPCTBEHHBIX IIPENapaToB
ciucka Il Ilepeuns, comepxkamuyx HAPKOTUYECKOE CPEACTBO B COYETAHUH C AHTAarOHHUCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBbIX npenaparoB coucka [II Ilepeuns,
JIEKapCTBEHHBIX IIpernaparoB, BKIOUeHHbIX B nepeueHb [IKY, copepxamuxcs B moamyHkre 2
nyHkTa 11 Hacrosimero Ilopsaka, npenqHa3HaYeHHbIE Ul JIEYEHMS T'paXkKJ1aH, UMEIOIUX IPaBO Ha
OecryiaTHOE IMOJIy4E€HUE JIEKAPCTBEHHBIX MPENnaparoB WIM MOJIYYeHHE JIEKAPCTBEHHBIX IPErapaToB
CO CKHUJKOW, ocymlecTBisieTcs Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJTHUTEIHHO oopmiIseTcss perent Ha perentypHoMm Onanke ¢popmbl N 148-1/y-04()
(B IBYX 3K3EMILISIpax MpH opopMIIEHUH HAa OyMaXHOM HOCHUTEIIE).

Ipunooswcernue N 1
K Ilopaoxy nasnayenus
JIEKAPCMBEHHbIX NPENapamos,

VIMBEPHCOEHHOM) NPUKAZOM
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Munucmepcmea 30pagooxpaneHus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KOINYECTBO HAPKOTHYECKHUX CPEACTB WJIHN
INCUXOTPOIIHbBIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OAHOM PEIEIITE

N /i MesxayHapoiHO€ HEMAaTEeHTOBAHHOE dopma BeIITyCcKa U KonnyectBo
HaMMEHOBAHNE HAPKOTHYECKOTO U JI03UPOBKaA
HCUXOTPOITHOTO JIEKAPCTBEHHOT'O
npernapara

1. bynpenopdun + Hamokcon TabeTku 60 TabeToK
cyOnunreanbHele 0,2 mr|(ynakoBka, kpaTHast N
+ 0,2 M 20)

2. bynpenopdun PacTBop 11 uHBEKLUH, 30 amity
0,3 mMr/mi 1 M (IImpuUI-TIOOUKOB)

3. bynpenopdun TpancaepManbHbIi
[1aCThIPb
35 MKr/49ac 20 mmacTeIpeit
52,5 MKT/4ac 10 mnacteipeit
70 MKT/4ac S macTeipeit

4. Mopdhun PacTBop 11 HHBEKIUH, 20 amiyn
[pacTBOp IS (IIpUL-TFOOUKOB)
[0/TKO’KHOTO BBEJICHHS
10 mr/mon 1 Mo

0. Koneun + Mopdun + Hockanun + PacTBop 114 20 ammyn

[TanaBepun + TeGaun [0/IKO’KHOTO BBEJICHHS

0,72 +5,75+ 2,7 + 0,36
+ 0,05 mr/ma 1 mi
1,44 +115+54+0,72
+ 0,1 mr/ma 1 mi

6. Tpumenepunnx TabneTku 25 mr 50 Tabnerok

7. Tpumenepuanx PacTBop 11 nHbeKui 20 amiyin
10 mr/mom 1 Mo (IImpuUI-TIOOUKOB)
20 mr/mi 1 mn

8. Mopdun Ta6nerku (karcynbl)  |180 TabmeTox (Karcy)

[IPOJIOHTUPOBAHHOT O
e CTBHS

10 Mr

30 mT

60 Mr

100 mr

60 TabneTok (Karcyn)
40 TabneTok (Karcy)
20 TabneTok (Karcyn)
20 TabneTok (Karcy)




200 mr

0. Mopdun TabneTku
S Mr 100 tabierox
10 mr 100 Tabnerox
10. Mopdun Karmum nis npuema 4 dnakoHa
BHYTpH 20 Mr/mMi 20 M
11. Mopdun PactBop a1 mpuema
BHYTPb (MOHO/103b1)
2 mMr/mut 5 Mt 100 ammyn />
6 Mr/MIT 5 MIT 80 ammyn /3
20 mMr/mi 5 mi 30 amrtyn /3
12. OxcukonoH + Hamokcon TaOmeTkn
[POJIOHTPOBAHHOTO
mercTBUA
S Mr + 2,5 Mr 100 TabneTox
10 mr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTox
40 mr + 20 mr 20 TabneTok
13. [TponmonmndenmmTokcudTHANHIepUIuH{ [ abneTku 3amednsie 20 (SO TadmeTox
Mr
14. DeHTaHnI [ [nacTeipp
12,5 mxr/gac 20 macTeIpeit
25 MKr/4gac 20 racteipeit
50 MKr/4ac 10 mnacteipeit
75 MKr/49ac 10 mmacteipeit
100 mkr/4yac 10 mmacteipeit
15. DeHTaHnI Cripeit Ha3aIbHbIN

daaxon 50 MKr/mo3a
2,0 M (10 no3)

3,2 mi (20 103)

5,0 mit (40 mo3)
daaxon 100 Mkr/mo3a
2,0 M (10 no3)

3,2 mi (20 103)

5,0 mut (40 mo3)
daaxon 200 MKr/mo3a
2,0 M1 (10 no3)

3,2 mi (20 103)

5,0 mit (40 mo3)

24 (naxona
12 pnakoHoB
6 Q1akoHOB

12 ¢pnaxoHoB
6 (hakoHOB
3 ¢urakona

12 ¢pnaxoHoB
6 (hakoHOB

3 ¢urakona

Ipunooscenue N 2

K Ilopaoky nazuauenus

JIEKAPCNMBEHHbIX npenapamaoe,

ym@epofcdeHHOJwy npuKasom

Munucmepcmea 30pasooxpanerus




Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPAIIEHUA ITPU O®OPMJIEHUMU PELEIITOB

N | Cokpaienue [Tonnoe Hanucanue [TepeBon
/11

1. J|aa ana 0, TOPOBHY

2. |ac., acid. acidum KHCIIOTA

3. |aer. aerozolum a3p030J1b

4. jamp. ampulla amITyJia

5. [ag. agua BOJA

6. |ag. purif. aqua purificata BOJIa OYHIIICHHAS

7.  |but. butyrum Macio (TBepaoe)

8. |caps. capsula Karcysa

9. |comp., cps compositus (a, um) CITOKHBIN

10. DD. Da (Detur, Dentur) Boiaii (ITycts Bhimano, [lycts
OyJIeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brinaii, 0003Haub [Tycth Oyner
BrITaH0, O003HAUEHO

12. D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbIIaHbI)
[TaKue JI03bI

13. (dil. dilutus a3BeICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Paznienu Ha paBHBIC YacTH

15. |emuls. emulsio OMYITbCHS

16. [extr. extractum DKCTPAKT, BBITSKKA

17. fin enem. in enemas B MUKPOKJIF3MaX

18. |F. Fiat (fiant) [TycTh 0Opazyercs (0Opa3yroTcs)

19. |gran. granulum rpaHyJIbI

20. |ot., gtt gutta, guttae Karuisi, Karui

21. |gtt. peror. guttae peroralis KAty JJis IpueMa BHYTPb

22. |inf. infusum HACTOM

23. [in amp. in ampullis B aMITyJIax

24. |in tab. in tab(u)lettis B TabJIeTKax

25. [in tab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKAX C MPOJIOHTUPOBAHHBIM|
BBICBOOOXKIEHHEM

26. |[in tab. prolong, [in tab(u)lettis prolongatis obductis |B TabmeTkax ¢ MPOJOHTHPOBAHHBIM

ohd.

BBEICBOOOXKIEHUEM, TOKPBITHIX
000JIOUKOI




27. |in tubul. in tubulis B TFOOMKaX

28. [lin. linimentum ITMHUMEHT

29. |lig. liquor PKHJIKOCTD

30. (lot. lotion ITOCHOH

31. m. pil. massa pilularum MUUTIONIbHAST Macca

32. |membr. bucc. |membranulae buccales [ICHKH 3aIIeYHbIC

33. (M. Misce, Misceatur Cmermaii
(ITyctp Oyzmer cMmeriano)

34.  |mixt. mixtura MUKCTypa

35. |N. numero YUCIIOM

36. |ol. oleum Maciio (KHUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae [IHUTEOJIS, TTHITEOJIH

39. |p. aeq. partes aequales ABHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXK ICHHBIN

41, |pulv. pulvis [HOPOIIOK

42, (q. S. guantum satis CKOJIBKO MOTPeOyeTcs, CKOIBKO
Ha10

43. Ir., rad. radix KOpEHb

44,  Rp. Recipe Bo3pmu

45. Rep. Repete, Repetatur [ToBTopu (Ilycts Oyner
MOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHILE

A7, |S. Signa, Signetur O0603Haub ([Iycts Oyner
0003HaYEHO)

48. sem. semen ceMs

49.  lsimpl. simplex MPOCTOM

50. [sir. sirupus crpon

51. |sol. solutio [pacTBOp

52. |spr. Spray cripeit

53. [Spr. nas. spray nasale CIpeil Ha3aJbHbII

54. |supp. suppositorium CBeua, CYMIO3UTOPHIA

55. [susp. suspensio CYCIIE€H3Hsl, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HacToOlKa

58. [tubulis tubulis TFOOMKHU

59. [STT Systema Therapeutica TpancaepmanbHas

Transcutanea Tepanesruueckas Cucrema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunooscenue N 2

K npuxasy Munucmepcmea 30pagooxpaHenus.

Poccuiickoii @edepayuu

om 24 noaopsa 2021 2. N 1094u



®OPMA PELEINTYPHOT'O BJIAHKA N 107-1/V¥

MMHMCTepCTBO 3OPaBOOXPaHEeHNMA

Poccumickom demepaumm

Kon dopwmer nmo OKYI

Kon yupexneHusa o OKIIO

MenmMumMHCKasad OOKYMeHTalud

HammMeHoOBaHMe (lITaMil)

MeIOMLMHCKOM OopraHmMzalumnm

PELIEIT

(B3pPOCIEM,

w w

dopma N 107-1/y

YTBepXIOeHa IIPpMKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUH
Poccurickonm denmepaumu

orT 24 HOsOpsa 2021 . N 1094H

OETCKMIM — HYXHOE INOOUEPKHYTH)

20 r.

daMmUIiMsda, WMHMULMAJE MMEHM M OTUeCcTBa

nalumMeHTa

(mocnenHee — NpM HaJIUUUN)

DaTa poxmeHUA

daMmMsa, MHMLMAJE MMEHM UM OTUeCTBa

Jleyvamero Bpada (Qenbamepa, akylepKu)
pyO. |xomo. |Rp.

(mocryenHee - OpM HAJIUUUN)




py0O. |kom. |Rp.

py©o. |komo. |Rp.

[Toonucso

M edaThb Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt mencrBUTeJiIeH B TeuenHme 60 pgHem, mo 1 roma ( )

(HyXHOE NOOUEPKHYTH) (ykazsarb

KOJIMYECTRBO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O Ha3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PelleHMI BpadebHOM KOMMCCUU

[ToproTOBMII [Iporepmi OrnycTmi




®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/Y-88

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMdg
dopma N 148-1/y-88

HammMeHOBaHMe (wTami) YTBepXIOeHa IPpUKa30M

MEeOUIIMHCKOM OpTraHu3alum MuHMCTEepCTBa 3IOPaBOOXPAHEHUH
Poccurickonm denmepaumu

HammMeHoOBaHMe (lITaMil) oT 24 HosOps 2021 r. N 109%4H

VHIOVBUOYAJBHOTO MNpellpUHMMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMULEH3UM,

HaMeHOBaHMe opraHa I'OCyOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

s L UL UL

PELEIT mo 20 m.
(maTa odopMIieHUA-peLenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

daMumMsa, MHMUILMAJE MMEeHM UM OTUecTBa ([IocJjelHee — MIPUM HaJUuuumM)
rnanumMeHTa

DaTa poxnmeHUA

Ampec MecTa XuUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, IOoJiydaonleI'0 MeOMUMHCKYI [IOMOUBL B aMOyJIaTOPHEIX YCJIOBUAX

daMmIMa, MHULMAJE MMEHM M OTUecTBa (ocjenHee — IIPU HaJUUUN)



Jleyamero Bpada (besnbpmmepa, axkylepKu)

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.
(nomnmuce ¢espruepa, aKylepKu)

PelenTt ImOeMCTBUTEJIEH B TeueHMe 15 nHen

ObopoTHasas CTOPOHA

OTMeTKa O Has3HadeHUU
JIEKAPCTBEHHOTO Ipelnapara
10 PEelleHMI0 BpaduebHOM KOMMUCCUMU

[TpTroTOBMII [Iporepmi OrnycTmi

®OPMA PEIEINTYPHOT'O BJIAHKA N 148-1/y-04 (J)

MMHMCTEPCTBO 3IOPaBOOXPaHEHMUA YTBEPXIEHA
Poccumickon demepalum MECTO IJid opukasoM MuHMCTEpCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom demepaluun
or 24 HOosbps 2021 .
N 1094H



Tamr

Konm MeOoMUMHCKOM OpraHM3aluMn

ITamn

Kon mMHIOMBMIOYyAaJIbBHOT'O IIpenlipmMHIMaTeJIA

Kon ¢opmer mo OKYI 3108805

dopma N 148-1/y-04 (m)

Kon Korn ICTOUHMK OQMHAHCUPOBaHMA: |5 OILJIATH:
KaTeropun HO3O0JIOTUYECKOM |(IOOUYEPKHYThH) (IOOUEpPKHYTH)
TrpaxiaH dopmer (o MKE)
1. denepasibHBIM OROOXET 1. BecnnatHO
2. BomxeT cybbekTa 2. 50%
Poccumickon denmepaumnm
3. MyHMUMIOAJbHBENM OwnmxeT |3. MHOM $
PELEIIT Cepusa N HDaTa odopmIeHMUS: 20 .

Sammniusa,
IpY HaJIW4dMM)

MHULMAJE MMEHM M OTUueCTBa
malMeHTa

(mocrnenHee -

JaTa poxXmoeHUd



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

CHIWJIC

N moJsimca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA :

HoMep MeIMILMHCKOM KapTH HallMeHTa, [ojiydanmer'o MeIULMHCKYI IOMOIL B
aMOyJIQTOPHEIX YCJIOBUSAX
damMmnmsa, MHULMAJE MMEHM M OTdUecCcTBa (IocjenHee — IIPU HaJIUUUN)
Jledamero Bpada (dQenpmmepa, akKyLEepKM)

Pyb6. Korm. R i e e e e e et e e e e e
U
S T e 1 =

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PelienT merMcTrBUTeJIeH B TedeHme 15 gHem, 30 muHen, 90 mHeml
(HyXHOe TMONUEePKHYTH)

———————— (3amojyiHgeTCca CHeurajMCTOM alTeUYHOM OPpTaHM3aluUM) ———————-—

OTIYyLWEHO I[I0 pPeLenTy: Toproeoe HaMMeHOBaHME
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HOPAJOK O®OPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YYUETA U
XPAHEHUA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTEJIE

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepxHEM
YIITy MPOCTABIISIETCS IITaMI MEJWIIMHCKOW OpTraHU3alliy ¢ YKa3aHHEM ee HauMEHOBAaHWUs, afpeca 1
Tese(hoHa ¢ TaTON BBIMUCKY (JaToi 0opMIIeHHs ) peLienTa Ha JIeKapCTBEHHBIN Mpenapar.

JomnonmautenpHo Ha penentypHoMm Omanke ¢opmer N 148-1/y-04(;1) mpocraBisieTcss KOA
MEAMIMHCKONW OpraHU3alMy B COOTBETCTBHMM C OCHOBHBIM I'OCYJApCTBEHHBIM PETUCTPALMOHHBIM



HoMmepoM (manee - OI'PH).

Cepusi penentypHoro Omanka (opmsr N 148-1/y-04(;1) Brmowaer koj cyObekra Poccuiickoii
®denepanum, COOTBETCTBYIOIIMK JBYM TmepBbIM Imdpam OOmiepoccuiickoro kiaccuburaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHUATIbHOTO Aenenus (nanee - OKATO).

Pa3pemaercs nzroraBiauBath peuentypasie 6ganku ¢gopmbl N 107-1/y u popmber N 148-1/y-04(:) ¢
MOMOIIHI0 KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Peuentypusie Omanku  ¢gopmber  popmber N 148-1/y-88 wu3roraBnmuBaloTCS HCKIIOYUTEIHEHO
TUTIOTPAQCKUM CITOCOOOM.

2. Ha peuentypHeix OnaHkax, O(GOPMIISEMbIX HWHIUBUAYAJIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIUMH JIMLEH3UI0 Ha MEIUIUHCKYIO AEATeNIbHOCTh, B BEPXHEM JIEBOM YITy TUIOIpadCKUM
CIIOCOOOM MJIM IIYTEM IIPOCTABJIEHMS ILITaMIIa JOJDKEH OBbITh yKa3aH aJpec HHAUBUAYAIBHOIO
IIPEIIIPUHUMATENSA, HOMEP W JaTa JIMLIEH3UHM, HaUMEHOBAHHWE OpPraHa IOCYyNapCTBEHHOM BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anonssroTCs
MEIUIIMHCKUM PaOOTHUKOM YEPHUIAMH WM HMIAPUKOBOM PYYKOI.

4. omyckaercs oopmiieHHEe BCEX PEKBU3HUTOB (3a MCKIOUYeHUEM pekBusuta "[loamnuck neyaniero
Bpaua (moamuch ¢enpamepa, akymepku') penentypHsix OmankoB ¢opmel ¢opmer N 107-1/y,
dopmbr N 148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ ncroib30BaHUEM TIEYATAIONIUX YCTPOMCTB.

5. Odopminenne penentypHbix OnankoB ¢opmbl N 148-1/y-04(n) Brirodaer mudpoBoe
KOJIUPOBaHHE.

[Mu¢ppoBoe KOAMPOBAHKE YKA3aHHBIX PELIENITYPHBIX 0JIAaHKOB BKJIFOYAET:

1) xon menuuumHckoil opranuzaimuu (OI'PH) wim xon MHIMBHIYaldbHOTO HpEeINpUHUMATENS B
coOTBeTCTBUU ¢ OCHOBHBIM T'OCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM WHJIMBHIYaIbHOTO
npennpuaumarens (nanee - OI'PHUII), npocraBnsiemblii Npu U3rOTOBIEHUM PELENTYPHBIX
0JIaHKOB;

2) KON KaTeropu TpaxKJaH, MMEIOMIMX IPaBO Ha IOJyYCHHE JIEKAPCTBEHHBIX IIPEMapaToB B
COOTBEeTCTBUM cO craTheil 6.1 denepanbHoro 3axkoHa ot 17 wumrons 1999 r. N 178-®d3 "O
roCy/IapCTBEHHOU colalibHON noMommu" <1>, U Ko Ho30J0rH4ecKkoi (hopmbl o MexxayHapoHOM
CTaTUCTHUECKOW Kiaccudukamu Oosne3Hell W mpolsieM, CBsA3aHHBIX co 370poBbeM (10-if
nepecmotp) (manee - MKB), 3amonHsemMble JiedanuM BpauyoM IMyTeM 3aHECEHUsS! KaxJa0u HUQPHI B
MyCThIE sTYEHKHU, IPU 3TOM TOYKA ITPOCTABIISETCS B OT/IEJIbHOM sUeiike;

<1> Cobpanue 3akononarensctBa Poccuiickoit denepanuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormetrky 00 wucrounuke QuHaHcupoBaHus (penepanpHbii Oromxer [1], OlomkeT cyOBeKTa
Poccuiickoit ®enepanuu [2], MyHHUIUOATbHBINA OrokeT [3]) W TPOIEHTE OIUIATHI perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTPUX-KOJA - NOMOJIHUTEIbHBIA PEKBU3UT (B CIy4yae M3TOTOBJIEHMSI Ha TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepaninu perienTypHOro 6JaHKa ¢ UCIOIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).
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6. B peuentypubix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damunms,
WHUIAATBl UMEHH W OT4ecTBa (TIOCIIEAHEE - MPU HAIMYHMK) TAIMEeHTA" YKa3bIBAOTCS (aMuIvs,
WHUIMAIB] IMEHU U 0TYeCTBa (MOCIEAHEE - IPU HATMYWH) MTAIMEHTA.

7. B peuentypubix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "[lara
pokaeHns" yKa3bIBaeTCs JaTa poXKIACHHUS NalueHTa (4nuciio, MecsI, Tox).

JononuutensHo B penentypHbix Onankax ¢Gopmer N 148-1/y-88 u ¢popmsr N 107-1/y anst nereit B
Bo3pacte 10 1 roga B rpade "Jlata pokneHus" yKa3bIBaeTCs KOJIMYECTBO MOJTHBIX MECSIICB.

8. B penentypueix Onankax ¢opmer N 148-1/y-04(;) B rpadax "CHUIIC" u "N monmca
0053aTeNTLHOTO MEJIUIIMHCKOTO CTPaXOBaHUA'" YKAa3bIBAIOTCS CTPAXOBOM HOMEP HMHIUBUIYaTHHOTO
auneBoro cuera rpaxaannHa B IlencuonnoMm ¢onne Poccmiickoit ®@epepanun (CHWJIC) (mpum
HaJIUYKMH) U HOMEP MoJuca 0043aTeIbHOT0 MEAUIIMHCKOTO CTPaXOBaHHUS.

9. B penentypubix 6mankax Gopmber N 148-1/y-88 B rpade "Ampec mecTa KUTEIbCTBA WM HOMED
MEJAWIIMHCKOW KapThl TAIMEHTa, IMOJYYaIoMero MEIUIMHCKYI0 TIOMOIIh B aMOyJIaTOPHBIX
ycIoBHAX", yKa3bIBaeTCS TOYTOBBIA aJpec MecTa XHUTEIbCTBA (MecTa NpeObIBaHUS WM MeCTa
(aKTUYECKOro MPOKUBAHUS) MANIMCHTA WJIM HOMEP MEIUIIMHCKON KapThl MAlMEHTA, MOJIYYaOIIero
MEIUIIUHCKYIO TIOMOIIb B aMOYJIATOPHBIX YCIOBUAX <2>,

<2> [Ipuka3 MunucTepcTBa 31paBooxpaneHus Poccuiickoir @enepanuu ot 15 nexadps 2014 r. N
8341 "OO6 yrBepx)acHUH YHUPUIIUPOBAHHBIX (POPM MEIUIIMHCKON JOKYMEHTAIUH, HCIIOJIb3yEeMbIX B
MEIUIUHCKUX OPraHU3alMsIX, OKa3bIBAIOIINX MEAULIMHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBUSX, U
nopsAKkoB no ux 3amnosiHeHuro" (nanee - Ilpuxaz N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuii - Poccuiickoit @enepanmu 20 depans 2015 1., permcrpanuonnsii N 36160) ¢
U3MEHEHUSIMH, BHECEHHBIMHU NpHKa3aMu MUHMCTEPCTBA 3ApaBooxpaneHus Poccuiickon Penepannu
or 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepcTBoM roctuninu Poccuiickoit @enepannn 4
anpens 2018 r., peructpaunonsslii N 50614), ot 2 HostOps 2020 r. N 1186Hn (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @enepaunn 27 Hoa6psa 2020 r., perucrpaunoHHbiii N
61121).

VYKka3zaHue U ajapeca MECTa KXUTEIbCTBA U HOMEPA MEIULIMHCKOW KapThl MALMEHTA, IOJIY4Yarollero
MEAMIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SABISETCS OIIMOKOM.

B peuentypubix 6mankax ¢popmsl N 148-1/y-04(;1) B rpade "Homep MeaAMIIMHCKOM KapThl MAallUEHTA,
MOJIYYAIOLIEr0 MEIUIMHCKYI0 TOMOUIb B aMOyJIaTOPHBIX YCIOBUAX" YKa3bIBa€TCd HOMED
MEIUIUHCKON KapThl MallMEHTa, MMOJIyYarollero MeJANLUHCKYIO MTOMOIIb B aMOyJIaTOPHBIX YCIOBUSIX
<3>,

<3>IIpuka3 N 834H.

10. B rpade "®amunusi, MHUIUATB UMEHHU U OTYECTBA (ITOCIIEIHEE - IPH HAIWYKH) JIYallero Bpaya
(benmpamepa, akymepkn)" penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) yka3pIBaroTCs MOJHOCTHIO (haMUIIHsI, WHUIMATIBI UIMEHHU, OTUeCTBa (TIOCIEqHEe - TIPU
HAJIMYMN) METUIIMHCKOTO pabO0THHKA, HA3HAYMBIIETO JIEKAPCTBEHHBIC TIpenapaThl M 0(OPMHBIIIETO
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peLent.

11. B rpade "Rp" peuentypubix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaeTCS:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO Tpernapara (MeXIyHapoIHOe HEMATCHTOBAHHOE HAMMEHOBAHUE,
IPYNIAPOBOYHOE MM XMMUYECKOe HAMMEHOBAHUE, TOPrOBOES HAMMECHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM si3bIKE, (hOpMa BBITYCKa, JO3UPOBKA, KOJIUYECTBO (YKa3bIBaeTCSl MPOMKCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHUs JEeKapCTBEHHOIO Iperapara Ha TrocyAapCTBEHHOM s3bike Poccuiickoii
®Penepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon denepany U rocyAapCTBEHHOM SI3bIKE
pecnyONuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <4>,

<4> Yactp | crareu 15 3akona Poccumiickoit @enepannu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoii ®enepanuu” (manee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u BepxoBuoro Cosera PCDCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoaarenbcTBa Poccuniickoit deneparuu, 1998, N 31, ct. 3804).

13. ITpu opopmiteHNU peeNTYPHBIX OJAHKOB 3aIllPEIIAeTCs] OTPAHHYUBATHCS OOIMMHU YKA3aHUSMU,
Harnipumep, "Buyrpennee", "U3BecTHO".

B IJIEKMPOHHOM 00Kymeume Hymepauus nyHKmoe coomeemcmeyem od)uuuaﬂbuomy
UCMOYHUK).

14. Peunent, odopmieHHsli Ha perentypHom Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mommuchIBaeTCS MEAUIMHCKUM PAOOTHUKOM H 3aBEPSIETCS €T0 MeYaThIO.

Penient, ohopmiennsiii Ha perenitypHoM Onanke ¢opmbr N 148-1/y-88 u ¢popmsr N 148-1/y-04(i),
JIOTIOJTHUTEIIBHO 3aBEPSETCS MEYaThI0 MEAUIIMHCKON opranu3anuu " penentos”.

s penienita, odopmieHHOro Ha perentypHoMm Oianke Gopmer N 107-1/y, naymuue nedaru "J{ns
penenToB" He SBISETCS 005S3aTeIbHBIM.

15. Ha ognom peuentypHoM 6nanke popmbl N 148-1/y-88 u ¢popmsr N 148-1/y-04(11) pazpemaercs
OCYIIECTBIISITh HA3HAYCHHUE TOJIBKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Tpenapara.

Ha onnom penentypHom Onanke ¢opmbel N 107-1/y paspemraercss oCyIIecTBISATh Ha3HaueHHE
TOJIKO OJHOI'O0 HAaWMMEHOBAHMS JIEKapCTBEHHOIO Ipemnaparta, oTHocsamerocas mno ATX k
anTuncuxornueckuM cpeactBam (kox N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM H
cematuBHBIM cpeactBam (kog N 05C), antupenpeccantam (kox N O06A) w He moJIexKaIiero
IPEIMETHO-KOJIMYECTBEHHOMY y4eTy, U JI0 TpeX HauMEHOBaHHH JIeKapCTBEHHBIX MPENapaToB - JUIs
WHBIX JIEKAPCTBEHHBIX MPENAPAaTOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

16. UcnpaBieHus B penienTe He T0MyCKatoTCs.

17. Ilpu opopmienuu perentypusix 6mankos opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JICKapCTBEHHBIC TperapaThl, HAa3HAYEHHBIE 110 PENICHHI0 BpauyeOHOW KOMHCCHH, Ha 000pOTe
peLenTypHoro OJaHKa CTaBUTCS CelMalbHas OTMETKa (IITamm).

18. Ha peuentyprnom 6manke popmel N 148-1/y-04(;1) BHU3Y UMeeTcs JTMHUS OTPBIBA, pa3/essionias
penenTypHbIil OJTaHK U KOPEIIIOK.
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Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM PELENTYPHOM OJIaHKE, BBIIACTCS MAIHECHTY
(ero 3aKOHHOMY MpPEJICTAaBUTENI0) B alTEYHOM OpraHM3allly, Ha KOpEIIKe eNaeTcs OTMETKa O
HaMMEHOBAHUU JIEKAPCTBEHHOTO IIpenapara, J03UpPOBKe, KOJIMYECTBE, CI0c00e MPUMEHEHUSI.

1. Odopmiienue peuenta B gpopMe 3JIeKTPOHHOI0 TJOKYMEHTA

19. Penent B popMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOM
AIIEKTPOHHON MOANHCHI0, (POPMUPYETCS MEAULIMHCKUM PaOOTHUKOM, CBEICHUSI O KOTOPOM BHECEHBI
B (enepanbHbIl PEerucTp MEAULMHCKHX PAaOOTHUKOB <5>, a TakKe MPHU YCIOBUMU PErHCTpaliH
MEIMIUHCKOW OpraHu3ali, B KOTOpOi odopmisieTcs peuent, B (deaepaibHOM peecTpe
MEAMIMHCKUX OpraHu3aiuii <6> eAuHON TrocydapCcTBEHHON HMH(OPMAIMOHHON CHUCTEMBI B cdepe
3paBOOXPAaHECHUsT M IOAKIKOYEHUS TaKOW MEIMIMHCKOM OpraHu3alMu K TIOCyJapCTBEHHOMN
nH(pOpMaIMOHHOM crcTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit deneparnun <7>.

<5> Yacte 4 cratbu 91.1 denepanpuHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIBCTBA
Poccuiickoit denepamuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Crarbu 91 u 91.1 ®enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBAa Poccuiickoit
Oenepannm, 2011, N 48, cT. 6724).

20. IIpu odbopmienun peuenta B opMe 3IEKTPOHHOTO TOKYMEHTA Ha JIEKapPCTBEHHBIE MTpemapaThl,
yka3zaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPKIEHHOTO
HACTOSAIIMM IIPUKAa30M, M OTIYCKacMble 3a IIOJHYH0 CTOMMOCTb, 3aIOJIHSAIOTCA CIELYIOIINE
PEKBHU3UTHIL:

1) xox cyOwekta Poccuiickoit @Pepepanun no OKATO, ompenensionuii rocyaapCTBEHHYIO
nH(GOPMAILIMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHusi cyownekra Poccuiickoit Denepanuu, B
KOTOpOH chopMUpOBaH perent B popme JIeKTPOHHOTO JOKYMEHTA;

2) HaNMMCHOBAHUC MCZ[HHHHCKOP’I opraHnuizanuu, aapec, Teﬂe(i)OH U1 (I)aMI/IJ'II/IH, HWHHUIKMAJIbl UMCHHU U
OTYCCTBa (HOCJ’IG]IH@G - Ipu HaJ'II/I‘-II/II/I) HHAUBUAYAJIBHOI'O NPEANMPUHHUMATEIIA, UMCIOIICTO JIMICH3UTO
Ha MCIULIUHCKYIO ACATCIBHOCTD, €TO aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuzanmu) win OI'PHUIT unauBuayansHOTrO
pEANPUHAMATENS;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TOM);

5) nara okoHYaHMs JeicTBUS penenta (popMupyercss rocydapCTBEHHOM HHOOPMALMOHHON
cucreMoil B cdepe 3apaBooxpaHeHuss cyObekra Poccuiickoit denepanuu B COOTBETCTBUU CO
cpokamu AeucTBus perenToB: 15 quedt, 30 gueit, 60 nueit, 90 quel, 1o 1 roma);

6) yHHKaJIbHBI HOMEp perenta (hopMuUpyercs rocydapCTBEHHOW MH(POPMAIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit Denepanuu U 00ecleYMBAET OJHO3ZHAYHYIO
uaeHTUdUKaIuoo perenta B popme 35ekTpoHHOTO JokyMeHTa B couetanun ¢ OKATO, OI'PH umu
OI'PHUII);
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7) ormerku "Cito" (cpouno) wmam "Statim" (HemeIeHHO) MpH HEOOXOJUMOCTH CPOYHOTO HIIU
HEMEIJIEHHOTO OTIYCKa JeKapCTBEHHOTO Mpernapara NaueHTy;

8) ampec mammeHTa (yKa3bIBaeTCs MOYTOBBIA ajpec MecTa JKUTENbCTBA (MecTa MpeObIBaHUS WU
MecTa (DaKTHYECKOro TPOXKHBAHHS) C YKa3aHHUEM WHJEKCAa, HAWMMEHOBAHUS Kpas, oO0jacTw,
peciryOIMKK, aBTOHOMHOTO OKpyra W HMHOro cyObekra Poccuiickoit ®denepannu, HauMEHOBaHHS
HACEJICHHOTO IyHKTa, HAMMEHOBAHUs YJUIbl (IIPOCIeKTa, Nepeyska, mpoesna), HoMepa oma (¢
yKa3aHHEM KOpITyca, PU HAJHMYUH ), HOMEpa KBapTUPHI),

9) HOMEp >JMEKTPOHHON MEIUIIMHCKOM KapThl MallMeHTa B TOCYIapCTBEHHON HH(OPMAIIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccuiickoit deaepannm;

10) dbaMumnus, uMs, 0T4eCTBO (TIOCIICTHEE - PU HAJTUYMH) MAIEHTA MOJHOCTHIO;

11) nmara poskaeHus mnanueHTa (yKa3blBaeTCs YMCIO, MeECsl, roa), ans jaered a0 1 roxa
JIOTIOJTHUTEILHO YKa3bIBAETCSI KOJTUYECTBO IMOJTHBIX MECSIICB;

12) ¢pamunivs, HUIMAIBI MMEHU U OTYECTBA (TIOCIIeIHEe - MPU HAIMYUHU) METUIIUHCKOTO PaOOTHHUKA
MOJIHOCTHIO;

1 3) HanMMCHOBAaHUC JICKaApCTBCHHOI'O npcliapara (MG)KIIYHaPOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYINIHUPOBOYHOC WM XHMHUYCCKOC HAWMMCHOBAHHEC, TOProBOC HaI/IMCHOBaHI/Ie),
J03HUPOBKaA, (1)OpMa BBIITYCKa, KOJIMYECTBO (BCC MO3UINHU YKA3bIBAKOTCA HA PYCCKOM 5[3]:11(6);

14) cmoco0 mpuMeHEeHHs JIEKapCTBEHHOIO IpernapaTa Ha ToCydapCTBEHHOM s3bike Poccuiickoit
denepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon ®denepanyv U rocyAapCTBEHHOM SI3BIKE
pecmyOIIMK U UHBIX s3bIKax Hapon1oB Poccuiickoit denepannn <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (BemomocTtu cwhezna Hapoanbix aenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoi
O®enepanun, 1998, N 31, ct. 3804).

15) 1OOKyMEHT, NOATBEPXKIAIOIIMKA Ha3HAUYEHUE JIEKapCTBEHHOrO IpenapaTa M0 PpeIICHUI0
BpaueOHOW KOMUCCUHU MEIUILIMHCKON OpraHu3aluu;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PEUICHUI0 BpaueOHOW KOMMCCUU
MEIUMIUHCKOW OpraHu3alluil B CllyyasX, YyKa3aHHbIX B a03ane BTopoM myHkTa 6 Ilopsnka
Ha3HAa4YeHMs! JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIUM MPUKA30M;

17) oTMeTka O cnenMaibHOM Ha3HAYEHMM JICKApCTBEHHOI'O Mperapara (3aroyiHseTcsl B cilydasx,
yKa3aHHBIX B MyHKTax 15 u 24 Ilopsaka Ha3HAYEHHUs JIE€KaPCTBEHHBIX NIPENApaToOB, YTBEPKIACHHOTO
HACTOALUM NPUKA30M);

18) oTmMeTKka 0 crieuaJbHOM Ha3HAUYEHUH JIEKapCTBEHHOI'O IMpernapara MalnueHTy ¢ 3a00jeBaHHEM,
TpeOyIOIMM JUIUTEIBHOTO KYPCOBOTO JIEUEHUS (3amojHSEeTCsl B ciay4yae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3Ha4yeHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKACHHOTO HACTOSIIMM MPUKA30M) C
MIPOCTaBJICHUEM MEPUOAMUYHOCTH OTITYCKa JIEKApCTBEHHOTO Mpernapara;

19) npu odopmienuu peuenta B popMe IEKTPOHHOTO JTOKYMEHTa Ha JIeKapCTBEHHbIE MPENapaThl,
yKa3aHHble B NOAMYHKTax 2 - 5 myHkTta 9 u nyHkre 11 Ilopsnka Ha3HaueHMs JI€KapCTBEHHBIX
IpenapaToB, YTBEPKIEHHOIO HACTOSAIIMM MPUKA30M, FpaxaHaM, MMEIOLIUM IpaBo Ha OecruiaTHOe


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

MIOJIyYEHUE JIEKAPCTBEHHBIX MPENApaToB WIN IMOJYYEHHE JEKAPCTBEHHBIX IIPENAPATOB CO CKUIKOM,
3aMOJHSAIOTCS PEKBU3UTHI, NMPEAYCMOTPEHHbIE MOANYHKTaMu 1 - 18 Hacrosmiero myHkTa, a Takke
CIIEIYIOIINE PEKBU3UTHI:

a) Kareropusi TpaXIaH, HMCIOIIUX IMPaBO HA TOJIYYCHHE JICKAPCTBEHHBIX MPEMapaToB B
COOTBETCTBUU cO cTaThed 6.1 DenmepanbHOro 3akoHa or 17 wmroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colManbHOM momoiu'" <9>;

<9> Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko1 Ho3os0rH4YecKoi ¢popmbl o MKB;

B) uctouHuk (uHancupoBanus (1 - denepanpHblii Or0MKeT, 2 - OrOIKeT cyObekTa Poccuiickoit
®denepann, 3 - MyHULIIUITAILHBINA OIOJKET);

r) pazmep omuatsl (1 - 6ecratHo, 2 - 50%, 3 - unoit %);

J1) CTpaxoBOW HOMEp HMHIUBUAYAJBHOI'O JIMLEBOrO cueTa rpaxaaHuHa B IleHcmoHHoM ¢oHJe
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTEJILHOIO MCIHUIMHCKOI'O CTpaXOBaHH.

21. Ilpu mpocTaBieHUH OTMETKH, yKa3zaHHOW B moanyHkre 16 mynkra 20 nHacrosimero I[lopsiaxa,
peuent B QopMmMe 3IEKTPOHHOTO JOKYMEHTA IOAIMUCHIBACTCS YCHICHHOW KBATM(DHUIIMPOBAHHOMN
9JICKTPOHHOM TOJIUCHIO TIpPEJAcenaTeIss WM CeKpeTaps BpauyeOHOM KOMHUCCHHM MEIMITMHCKOMN
OpraHu3aIy, TPH MPOCTABICHUH OTMETOK, yKa3aHHBIX B moAmnmyHkTax 17 um 18 mynkra 20
HacTosmero I[lopsnaka, - yCUIEHHBIMH KBATH(PHUIIMPOBAHHBIMU AJIEKTPOHHBIMH MOIMHCIMH
COOTBETCTBYIOIINX MEIUIIMHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO MallMEHTa MM €ro 3aKOHHOTO MPEICTaBUTENsT OQOPMIISETCS HK3EMIUIIP
peuenta B ¢opMe DIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM HOcUTeJe ¢ OoTMeTkou "JlyOnmkar
AJIEKTPOHHOIO JOKYMEHTa'".

I11. Yuer penenTypHbIX 0JIAaHKOB (32 HCKJIIOYEHHEM pelenTypPHbIX
0.1ankoB o popme N 107/y-HII "CnennajbHblil penentypHbIii
0J1aHK"")

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
HU3TroTaBJINBACMBIX TI/IHOl“pa(I)CKI/IM crocobom (z[anee - PCLCIITYPHBIC 6J'IaHKI/I, IIOJJICKAIIIUC y‘-ICTY),
OCYIIECTBIIAECTCA B JKypHallaX yd4eTa, IIPOHYMEPOBAHHBIX, MPOIIHYPOBAaHHBIX MU CKPEIUICHHBIX

oA CBIO PYKOBOAUTCIIA n cYaTbro MCHHHHHCKOﬁ opraHuzaluu N IIOATIUCBIO
HHIUWBUAYAJIBHOT'O MPCANIPUHUMATES, UMCIOIICTO JIMOCH3WIO HA MCIUITUHCKYIO ACATCIIbHOCTD.

24. Kypnan ydeta perentypHsix 01ankoB ¢popmbel N 107-1/y cogepxut ciemyromniue rpadso:
1) HoMep 1o opAIKY;

2) B paznene "[Ipuxon™:
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a) JlaTa perucTpanum J0KyMeHTa, IOATBEPKAA0IIET0 MOCTYIIIICHUE;
0) HOMEp U J1aTa JOKYMEHTA, [TOATBEPIKIAOIIEr0 NOCTYIIEHNE, HAUMEHOBAHUE ITOCTAaBIIMKA;
B) 0011ee KOJIMYECTBO NMOCTYIMBILUX PELIENTYPHBIX OJIaHKOB;

F) (baMI/IJ'II/IH, HHHUOWaJIbl UMCHH U OTUECTBaA (HOCJ’I@I[HCC - I[IpH HaJ'II/I‘lI/II/I) H oAU Ch OTBETCTBEHHOI'O
MCIUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIHKaA,

3) B paznene "Pacxon":
a) JjaTa BbIJauu pPEeLENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (daMuius, WHHWIMATBI MMEHM M OT4ecTBa (MOCIEAHEEC - MPU HAIMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYHBIIETO PELENTYPHbIE OJaHKH;

I') IOANKUCH OTBETCTBEHHOI'O0 MEJUIIMHCKOIO paOOTHHKA, ITOIYUYHBILEr0 PELENTYPHbIE OJaHKU;

4) pamuinus, MHUIMAIBI UMEHU U OTYECTBA (TOCIEIHEE - IPU HAJIMYKU) U OJIUCh OTBETCTBEHHOTO
MEIUIUHCKOr0 pPaOOTHHUKA, BBIIABLIETO PELENTYPHbIE OJIaHKHU;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. XKypnan yuera penentypHbix OmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxwut
creayronye rpadsor:

1) HoMep 1O OPAIKY;

2) B pazaene "[lpuxon":

a) JlaTa perucTpaluy T0KyMeHTa, HOATBEP K IAI0IIEero NOCTYIICHHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAAIOIIEro MOCTYIUICHHE, HAUMEHOBAHNE MTOCTABIINKA;
B) 00111€€ KOJIMUYECTBO MOCTYMUBIINX PELENTYPHBIX OJaHKOB;

T') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIaHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U OTYCCTBA (HOCHCI{HCC - Ipu HaJ'II/ILII/II/I) " IOAIIMCH OTBECTCTBCHHOI'O
MCIHUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHMBHICTO PCUCIITYPHBIC OJIaHKU OT IIOCTaBIINKaA,

3) B paznmene "Pacxon':

a) laTa BBIJJAYU PELENTYPHBIX OJIaHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PEIENTYPHBIX OJIAaHKOB;

r) ¢aMuwiusg, WHUOMATBI MMEHH W oOT4ecTBa (TOCieAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOJIYYUBIIETO PEHENTYpHbIE OJaHKU;

1) TOANKICH OTBETCTBEHHOTI'O MEIUIIMHCKOTO paOOTHHKA, MOJYUYHUBILErO PeLeNTypHbIe OIaHKH;

4) hamunus, THULMAIBI UMEHHU M OTYECTBa (IIOCeIHEe - IPU HATMYMH) U TOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;



5) OCTaTOK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B (OpME DIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
rocy/1apcTBEHHOW HH(OPMAIMOHHON cucTeme B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
Oenepanii  MOCPEACTBOM BEACHHUS EAWHOTO pPEecTpa perentoB, oGOpMIEHHBIX B (opme
3JIEKTPOHHBIX JIOKYMEHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 MCKJIIOYEHHEM
peuentypHbix 0j1ankoB 1o ¢gopme N 107/y-HII " CnennanbHbii
peuenTypHblii 0J1aHK'")

27. MeauMIMHCKHE OpraHU3alliy IOJIy4aloT HeOOXOAWMBIE pelenTypHble OJaHku, o(opmIiIeHHBIC
TUTIOTPAaPCKUM CIIOCOOOM, Yepe3 TePPUTOPUATILHBIE OpPTaHbl YIPaBJICHHUS 3IPABOOXPAHCHUEM HIIN
OpraHHW3aIy, YIOJHOMOYCHHBIE Ha 93TO OpraHAMH HWCIIOJIHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit denepaiumu.

28. PeuentypHblie OJIaHKH, TOJJICKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAUIIMHCKONW OpraHu3allid, B 3alMpaeMoM MeTauinueckoM mkady (ceide) miu
METaJUIMYECKOM SIIIIUKE.

29. nauBuayanbHbIN NPpEANPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HA MEIUIMHCKYIO JeATEeIbHOCTD,
XPaHUT pelenTypHble OJaHKU, MOANEKAIUE YUETY, B 3aIUPaeMOM MeTalUTndeckoM mKkady (ceiide)
WJIU METATUYECKOM SIITUKE.

30. IIpoBepka cOCTOSHMS XpaHEHHs, y4deTa, (PaKTUYECKOTrO0 HAIUYUS W pacxofa pPelenTypHBIX
0JIaHKOB, TOJUICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHUEW, CO3JaHHOW B
MEAUIIMHCKOW OpraHHU3aIiH.

31. Peuentypuble OsiaHku, odopmisieMble Ha OyMaXKHOM HOCHTENE W TOJUIeXKAIIUe Y4eTy,
BBIIAIOTCS  MEAMIIMHCKMM  paOOTHUKaM, MMEIOIUM MpaBo O(OpMIIEHUS pelenToB, IO
pacropsLKEHUIO TIABHOTO Bpada MIIM €r0 3aMECTUTEIS.

HOJ’Iy‘leHHLIG PEUCIITYPHBIC OJlaHKH Ha 6YMa)KHI>IX HOCUTCIIAX XpaHATCA MCAUIMHCKUMUA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘-II/IBaIOIJ_II/IX HUX COXpPaHHOCTh.

32. IlporpaMMHO-TEXHUYECKHUE CPE/ICTBA TOCYNAapCTBEHHBIX MH(OPMALMOHHBIX CHCTEM B cdepe
3/1paBOOXPAHEHUS, MEIUIMHCKUX HWHPOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX OpraHu3alui
o0ecreunBaoT XpaHEHHWE JJIEKTPOHHBIX pelenToB, O(OPMIEHHBIX B (opMe 3IIEKTPOHHBIX
JIOKyMEHTOB B TEUYEHHE CPOKOB, YCTAHOBJIEHHBIX I XpPaHEHHUS pELEenTOB, O(QOPMIIEHHBIX Ha
COOTBETCTBYIOLINX (hopMax pelenTypHbIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> IMoanyskT 5.2.169 ITonoxenuss o Munucrepcrse (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit
Oenepannn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooicenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu
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om 24 nosaops 2021 . N 1094n

®OPMA CIHIELIVAJIBHOT'O PELEITYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickom demepaumm MemuumHCKaS OOKYMEHTAalMd
dopma N 107/y-HII,
YTBEPXIEeHHasa INPUKAa30M
MuHMCTEpPpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEeOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepaumu

or 24.11.2021 N 1094=H

PELIEIT
Cepmusa N
\AJ \AJ 2 O i
(maTa BHIOMCKMU pelenTa)
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

damMmnmsa, mMsa, OTUECTBO ([IOCJIeHee -— MPM HaJUuduM)

naureHTa

BospactT

Cepmusa M HOMEp NoJMca 0083aTeJIbHOTO MEeOMUMHCKOTO CTPpaxoBaHUS
HomMep MeIMLMHCKOM KapTH

damMunusa, uMsa, OTUECTBO ([IOCJelHee -— MIPUM HaJIUuUM)

Jledyamero Bpada (denpmmepa, akylLepKu)

[loanmch UM JIMUHAasA IedaThb Bpada
(momonmuce ¢esbaumepa, akKyllepKu)




dammims, wMs, OTUECTBO (IocjienHee -— TIIPM  HaJuMuMM) U TIOJANMUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM OopTlaHu3alun

M.II.
OTMeTKa aNTEeuHOM opTraHM3auum OO OTIyCKe
dammnmsa, wmMsS, OTUECTBO (IocyjenmHee — [OpPM  HaIMuMM) M HOANMCH
paboTHMKA ANTEYHOM OpTaHM3aLUu

M.II.

Cpok meMcTBMA pelenta 15 nHel

Ipunoowcenue N 5
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAIOK U3T'OTOBJIEHUSA, PACITPEJAEJIEHUSA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELEIITOB,
COAEPKALHINX HASHAYEHUE HAPKOTUYECKHX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

|. Ilopsinok M3roTOBJIEHHS, pacpeleJeHUs CIeHATIbLHbIX
peuentypHbix 0jaHkoB 1o ¢gopme N 107/y-HII

1. Opranuzanuio U3roTOBJIEHUS U paclpelieleHus peluenTypHbix O0maHkoB mo ¢opme N 107/y-HII
"CrienuanbpHbIi perienTypHbli OnaHK" (fanee - crenualbHbIi pelenTypHbIid OJaHK) OCYLIECTBISET
MunuctepcTBo 31paBooxpanenus Poccuiickoit deneparuu (anee - MUHHUCTEPCTBO).

2. CnenuanbHble peLENTypHble OJaHKU SBISAIOTCS 3aIUIUIIECHHON Monurpaduueckoil mpoayKuuen
ypoBHs "B", u3roraBiuBaemoii Ha Gymare po3oBoro 1Beta pasmepoM 10 cMm X 15 cM, T0IKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBAaTh TPEOOBAaHMAM, yKa3aHHBIM B IpuUKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit ®@enepamun ot 29 cenrabps 2020 r. N 2171 "OO6 yrBepkaeHUU
Texanvyeckux TpeOOBaHMA M YCIOBUM M3TOTOBIICHHUSI 3alUIIIEHHON OT TOIIEIOK MOHUTpaduIecKon
nponaykuuu" (3apeructpupoBan MuHHUCTepCTBOM roctuimu Poccuiickoit @enepanuu 16 HOAOps
2020 r., peructpanuonnbiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W PACIpeNIeNCHHs CIeIHUATbHBIX PELEnTypHBIX OJaHKOB
MEJIUIIMHCKUE OpraHU3alliM, UMEIOIINE MTPABO OCYIIECTBIIATh BbIJJaUy PELUENTOB HA HAPKOTHUECKHE
CpEeACTBa WK NCUXOTponHble BeniecTsa cuucka Il Ilepeuns u 3aperucrpupoBannsie B Poccuiickoit
®denepan B KayecTBE JIEKAPCTBEHHBIX MPEMapaToB JUIsl MEAWIIMHCKOTO TMPUMEHEHHUs (ajnee
COOTBETCTBEHHO - MEJIUIIMHCKAsl OpraHu3allvs, HAPKOTUYECKUH (IICUXOTPOIHBIN) JeKapCTBEHHBIH
mpenapar), COCTaBJISIFOT 3asiBKH HA PEIENTypHbIE OJIaHKH.
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4. B cpok m0 1 OKkTsOps Tekymiero roja 3asBKU MEIUIMHCKUX OpPraHM3alHii Ha CHEIUaTbHBIE
penentypHble OJaHKU MPEICTaBISAIOTCS:

1) MEOUIIMHCKMMHU OpTraHW3alUsIMH, HaxXOMSIIUMHCI B BEACHHH (enepaibHbIX OpraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (efiepaibHble OPTaHbl HCIIOTHUTEIHLHON BIACTH;

2) MEOUIMHCKUMHU OpraHM3alMsIMH, HaXOAALIUMHUCS B BeIeHUM cyObekToB Poccuiickoii
Qenepauny, MEIULUMHCKMMU  OpPraHU3alMsIMM  MYHULMOAJIBHOM M YAaCTHOM  CHUCTEM
3/[paBOOXpPAHEHHUS] - B OpraHbl HCIOJHUTENIBbHON BiacTu cyObekToB Poccuiickoit denepauuu B
cdepe OXpaHbI 3I0pPOBbS TPAKIaH, HA TEPPUTOPUH KOTOPBIX OHH PACIIOIOKEHBI (Jajiee - OpraHbl
HCITOJTHUTENIbHON BJIacTH cyOBhekToB Poccuiickoit deneparun).

5. B zasaBke MC,Z[I/II_II/IHCKOI‘/'I opraHu3allii Ha CHCHHUAJIBHBIC PEHCIITYPHBIC OJaHKH YKa3bIBarOTCA
CIICAYIOIUC CBCACHUA:

1) cBeaeHUS O MEIUIIMHCKOM OpraHu3alyy, MOJAaBIICH 3asiBKY Ha CICIHAbHBIC PElCHTypHBIC
0y1aHKu (TI0JTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXKICHU);

2) KOJMYECTBO CIELUUAIbHBIX PELENTYpHbIX OJaHKOB, HW3PAcXOJOBAaHHBIX MEIUIMHCKON
opraHusanueil Ha | sHBaps IpeIIeCTBYIOLIETO IOAa;

3) KOJIMYECTBO CHEIHAIBHBIX PEUENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHH3aIiy
Ha CIEAYIOLINN IO,

3asgBka MGHHHHHCKOﬁ OopraHu3allid Ha CIHCHUAJIbHBIC PCELCIITYPHBIC OJaHKH IIOAIMMNCBIBACTCA
PYKOBOIHUTECIICM MCIUITUHCKOM opranusanuu, KOTOpI:Iﬁ HECCT NCPCOHAIBHYO OTBETCTBCHHOCTH 34
000CHOBAHHOCTD H AOCTOBCPHOCThb YKA3aHHBIX CBCI[GHPIﬁ.

6. denepanbHble OPraHbl UCTIOTHUTEIBHOW BJIACTH, B BEJICHUM KOTOPBIX HAXOJATCS MEAUIIMHCKHE
opranuzaiuu (nauee - ¢peaepanbHble OPraHbl HCIIOIHUTEILHOM BIACTH), U OPraHbl UCTIOJHUTEIBHOM
Biactu cyorekToB Poccuiickoii denepanuu Ha OCHOBAaHUU 3asBOK MEIUIIMHCKUX OpraHU3alMi Ha
CHelHallbHbIe pelenTypHble ONaHKu (OPMHUPYIOT CBOJHBIEC 3asIBKU Ha CIEIUAIbHBIE pelenTypHbIS
0J1aHKU U B CPOK /10 | tekadps TeKyIero rojia mpeACTaBIsIIOT UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3as4BKC Ha CIICIUAJIBHBIC PCHCIITYPHBIC OnaHKU YKa3bIBAOTCA CIACAYIOIIUE CBEACHU:

1) cBegenust o ¢eaeparbHOM OpraHe HCIOJIHHUTENHHOW BIACTH (OpraHe HCIOJHUTENBHON BIACTH
cyorekta Poccuiickoit deneparuu), NpeaCTAaBUBIIEM CBOJIHYIO 3asiBKY Ha CIEIUMaJIbHBIC
penienTypHble OJaHKH (MTOJTHOE HAMMEHOBAHUE, a[pec MeCTa HaXOKICHUS);

2) KOJMYECTBO CHEIHANBHBIX PEHENTYpPHBIX OJAHKOB, paclpeieleHHBIX (elepalbHbIM OpraHOM
WCIIOJTHUTEJIbHON BJIACTH (OpraHOM MCTIOJHUTENBHOM BiacTu cyobekTa Poccuiickoii deneparum) Ha
1 ssHBaps MpeIIECTBYIOLIEro rojia MeXAy MEIUIIMHCKUMU OpTraHn3alusIMu;

3) KONMYECTBO CIEUUANbHBIX PELENTYPHbIX OJaHKOB, HEOOXOAUMBIX (henepaqbHOMY OpraHy
UCTIOJIHUTENILHOW BJAacTH (OpraHy MCHOJIHMUTENBbHOM BiacTu cyowsekra Poccuiickoit denepannn) Ha
CJEYIOLINN 0T JUIsl pacIIpeesICHHs] MEX 1Y MEAUIMHCKUMH OpraHU3alHsIMH;

4) cBeneHuss O TOJBEAOMCTBEHHOW OpraHu3alluy, YIOJHOMOYEHHON (eaepaabHbIM OpraHOM
UCTIOJIHUTENILHOW BJAacTH (OpraHOM MCIOJHMUTENbHOM BiacTu cyobekta Poccuiickoit denepariyn)
OCYIIECTBIISATH MOJIyY€HUE CIIENUANBbHBIX PEUENTYpPHBIX 0JIaHKOB OT MUHHUCTEpPCTBA, X XpaHEHUE U
BbIJJauy MEIUIMHCKMM OpraHu3alusM (IIOJIHO€ HaMMEHOBAaHME, aJpec MeCTa HaXOXKJICHHS,
WHH/KIIIT, OKTMO opranu3zanuu, pakTH4eCKUi agpec MOCTaBKH).

8. Ha ocHoBaHuu NOJIYYCHHBIX CBOJHBIX 3asdBOK Ha CIHCIUAIBHBIC PCHCIITYPHLIC OJaHKH



MUHUCTEPCTBO €XKETOMIHO B CPOK 10 15 stHBaps ciexyromero roga GopMUPYET U YTBEPHKIAET TIJIaH
pacrpefiefieHusi CIEeHUANbHBIX PELUENTypHBIX OJIAaHKOB, B KOTOPOM OTpa)KaeTcsl ToJoBast
notpebHocTh Poccuiickoit denepanyivi B CHENHATBHBIX PEIENTYPHBIX OJlaHKax (nanee - TUIaH
pacnpezneneHuss MUHHCTEPCTBA).

9. B nnane pacrpenesneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CISAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aINCH;

2) HaumMeHOBaHWE (eJIepPATBHOrO OpraHa HCIOJHUTEILHON BIACTH (OpraHa HUCIHOTHUTEIBHOM
BiacTu cyownekra Poccuiickoii deneparuu), mpeCcTaBUBIIEIO CBOJHYIO 3asBKY Ha CIEIHAbHBIC
perentypHbie OJIaHKH;

3) He0OXOMMOE KOJIMYECTBO CIEIUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBiieHue crienualbHbIX PELENTYpHBIX OJIAaHKOB (eiepaibHbIM OpraHaM HCIOJIHUTEIbHOM
BJIACTH, OpraHaM HCIOJHUTENbHON Biactu cyObekToB Poccuiickoit denepanuu ocyuiecTBisercs
MHUHHCTEPCTBOM B KOJUYECTBE, IPEYCMOTPEHHOM IIJIAHOM paclipeienieHuss MUHUCTEepCTBa.

11. MuHHCTEpCTBOM JOTMOJHUTEIBLHO K KOJIMYECTBY CHEIHUAIBHBIX PEUENTYPHBIX OJaHKOB,
MPEeyCMOTPEHHOMY IUIAHOM pachpenenenus MunHucrepcTBa, (HOpMHUpYeTCs pe3epBHBIN 3amac
CIIEIMATIFHBIX PELENTYPHBIX OJAaHKOB B KoJimdecTBe, He mpebimatomeM 150 000 crenuanbHbIX
pELeNnTyPHBIX OJIaHKOB.

12. B ciyuae yBenuyeHHs NOTPEOHOCTH B CHELHMANbHBIX pELENTypHbIX OnaHkax (QenaepanbHble
OpraHbl HMCIOJHHUTEIbHOM BJIACTU (OpPraHbl HCIIOJIHUTENbHOM BiacTu cyOwbekToB Poccuiickoi
®denepanuu) HanpaBIslOT B MHUHHUCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHUTEIBHOE KOJIHMYECTBO
CHEIHATBHBIX PEIENTYPHBIX OJAHKOB (C 00OCHOBAHMEM YBEITHMYEHUS MOTPEOHOCTH B CIEIHATIBHBIX
peLenTypHbIX OJaHKax), KOTOpble MPEAOCTABIAIOTCS MHHHUCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHaJIbHBIX PELENTYPHBIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCTIOTHUTENHLHON BIAacTU (OpraHbl UCHIOMHUTENBHON BIacTU CyOBEKTOB
Poccuiickoit deneparumn) pacnpeaesoT MOJyUYeHHbIEC CIIEIUATbHBIE PELENTYpHbIe OJIaHKU MEXITY
MEAWIIMHCKUMH OpTaHHW3allMsIMH Ha OCHOBAaHMM IUIAHOB pachpeieneHus, cHopMHpPOBaHHBIX B
COOTBETCTBUHU C 3assBKaMH MECIUITMHCKHUX opraﬁnsaunﬁ Ha CliCHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. Ilopsanok perucTpanmu, y4era u XpaHeHHs CHENHATbHBIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalibHble OpraHbl HCHOJHUTEIBHOM BIACTH U OpraHbl
UCTIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit denepannn opraHu3yroT XpaHEHUE CIeUalbHbBIX
pelenTypHbIX OJAHKOB B IOJIBEJOMCTBEHHBIX OpraHU3allUsiX, YINOJTHOMOYEHHBIX OCYILECTBISATh
NOJyYeHHE CIHEIHaIbHBIX PELENTYPHbIX OJaHKOB OT MUHHMCTEpCTBA, MX XpaHEHHUE U BbLIAdy
MEAMIMHCKUM OpraHu3alusaM (J1ajee - yIoJTHOMOYEHHas: OpraHu3alius).

15. B ymonHOMOUYEHHOW OpraHM3aIii U MEIUIIMHCKOW OpraHU3aliH, MOTYYHBIICH CIeHaIbHbIC
perenTypHble OJJAHKH, OPTaHU3YeTCs PETUCTPAIMs, YIeT U XPaHCHUE CIEIUAIBHBIX PEICHTYPHBIX
OJIAHKOB.

Perucrpanusi, yd4er M XpaHEHHME pE3EpBHOIO 3amaca CHEeNHalIbHBIX pPELENTYpHBIX OJaHKOB
MunncTepcTBa OCYyIIECTBISETCS (elepaibHbIM TOCYAapCTBEHHBIM OOJIKETHBIM YUPEKICHHUEM,
HaXoJAUIMMCS B BeJAGHMHM MUHHUCTEpCTBa (Jlaee COOTBETCTBEHHO - PE3epBHBIA  3arac,



MOABEOMCTBEHHOE YUPEKICHHUE).

16. PaOoTHMK, Ha3HAYEHHBIH MPUKA30M PYKOBOJAUTENS  YIOJHOMOYEHHOM OpraHu3aluu
(YINOTHOMOYEHHOM  OpraHu3alM{, MOJBEAOMCTBEHHOIO  YUPEKIEHHs) OTBETCTBEHHBIM  3a
PETUCTpAIMIO, XPaHEHHE U YYeT CIECHUANbHBIX PELENTYPHBIX OJIaHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHUHU JOBEPEHHOCTH, OGOPMIIEHHOW B MOpPAJKE, YCTaHOBJICHHOM
3aKoHOAaTenbCcTBOM Pocculickoit @enepanuu (¢ MOANKMCHIO PYKOBOAMUTENS YIOJIHOMOUYEHHOM
opranuzanuy (ynoJHOMOYEHHOM OpraHu3alMy, I0/BEJOMCTBEHHOTO YUYPEKICHUs), IJIaBHOI'O
Oyxranrtepa, 3aBEPEHHBIX KPYTJIOW IEeYaThio), MOJy4yaeT CIEIHaJbHbIE pPEUENTypHbIe OJIaHKU U
OCYILECTBIISICT BEJICHHE XYpHala PEruCTpallMd M ydeTa CIELUAIbHBIX pEeLeNnTypHbIX OIaHKOB, K
KoTOpoMy mnpuoOuiaer ¢oro- U (WIM) BHICOMATepUAbl, MOATBEpXkAaoNIe (HakT opopmiIeHHS
pelenTypHbIX O0JJaHKOB Ha oMY (ITPY HAJTMYHWH).

17. XypHan perucrtpauud W YyueTa CIEUUANBHBIX pPELENTYPHbIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, MPOIIHYPOBaH, UMETh Ha MOCIIEIHEW CTPAHULE 3AMKCh, COAEPKALIYI0 KOJIUYECTBO
CTpaHHUL, IOJIHOE HAaMMEHOBAaHUE YIOJIHOMOYEHHOH opraHu3anuu (MEIULIUHCKON OpraHu3alui,
MOJIBEJOMCTBEHHOTO YYPEXKJICHHUS), a TaKKe CKpEIUIeH MOJIUChI0 PYKOBOJUTENS M II€YaThIO
YIIOJTHOMOYEHHOM Opranu3anuu (MeIUIUHCKON OpraHu3alnu, MoBE0MCTBEHHOTO YUPEXKICHU).

Kypnan peructpauuu ¥ y4yeTa CHELHUAJbHBIX PELENTYpPHBIX OJaHKOB pPE3EpPBHOIO 3amaca
MuHHCTEpCTBa CKPEIUIIETCS TaKKe MOAMUCHI0 AUPEKTOPA (B CIIydae €ro OTCYTCTBUS - 3aMECTUTEIIS
aupekTopa) JlemapramMeHTa peryiupoBaHUs OOpalleHUs JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX
n3zenuii MuHucTepeTBa U neyateto MUHUCTEPCTBA.

18. B kypHase perucrpaivyi W Yy4era CIHEHUATbHBIX PEHENTYpPHBIX OJAHKOB YKAa3bIBAIOTCS
CIEAYIOLIUE CBEIACHUS:

1) mopsIAKOBBIN HOMEp 3aIKCH;

2) mpux0/1 CEUAIbHBIX PELENITYPHBIX 0JIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPAllUyU MPUXOJHOTO JOKYMEHTA;

0) o0111ee KOJIMYECTBO MOCTYMUBIINX CIIEHUATBHBIX PELETITYPHBIX OJIAHKOB,

B) cepHs U HOMEpP CHELHaIbHOTO PeeNnTypHOro OJaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PEUENTYPHBIX OJaHKOB MO KaXKIAOW Cepuu;

1) haMumus, UMsi, OTYECTBO (TIOCTIEHEE - PU HAJTUYHH) U MTOAMUCH OTBETCTBEHHOTO PaOOTHUKA,
3) pacxoJ crienuanbHbIX PeleNnTypHbIX OJaHKOB:

a) JlaTa BbIJJauy CIIEHUAIBHBIX PEleNTypHBIX OJIaHKOB,;

0) cepuu 1 HOMEpa BBIJAHHBIX CIIELUATIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJJAHHBIX CICHOUAJIBHBIX PEHCITYPHBIX OJaHKOB C YKazaHHEM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX OJISA O(bOpMJ'ICHI/I}I Ha 10MY;

r) ¢damMuius, uUMs, OTYECTBO (IMOC/IE€THEE - NpU HAIWYUM) W TMOAMNKUCH JHIA, HOJYyYUBLIETO
CrelHanbHbIe peleNTypHbIe OJIaHKHU;

I[) KOJIMYCCTBO CIICHUAJIBHBIX PCUCHITYPHBIX 6HaHKOB, O(I)OpMJ'ICHHBIX Ha 10MY;

e) ¢damuius, UM, OTYECTBO (TOCJIEOHEe - MPH HAJIMYUU) U MOANUCH JUIA, OPOPMUBIIETO
CriellMaibHbIe peleNTypHble OJIaHKK Ha IOMY;



4) dbamunust, UM, OTYECTBO (TIOCIIEAHEE - TPH HATWYHMH) U MTOAMUCH OTBETCTBEHHOTO paOOTHHKA,
5) OCTaTOK CreIUAIBHBIX PEIENTYPHBIX OJIaHKOB.

19. CnenmaybHBIA pEHENTYpPHBIA OJIAaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIEUHUATBHBIX PEUENTYpHbIX OJaHKOB B MEIMIMHCKOM OpraHu3aluy JOJKEH XPaHUTHCS B
CHEIMANIbHBIX TMOMENIeHMsIX, celdax WM B CIEUHATbHO M3TOTOBJICHHBIX INKadax, OOHTHIX
OIIMHKOBAHHBIM KEJI€30M, C HaJIKHBIM BHYTPEHHUM HJIA HABECHBIM 3aMKOM.

[Tomemienus, celi¢pl, mKadpl, B KOTOPHIX XPAHATCS CIELUANbHbBIC PElENTYpHbIC OJIaHKH, JOJKHBI
ObITh 3aKpbITHl HA 3aMKHM U IIOCIE€ OKOHYAHUs PAa0OThl OleyaTaHbl M€YaThIO YINOJHOMOUYEHHOMN
opranuzanuy (MeIUIUHCKON OpraHU3aliy) WIH OTNIOMOUPOBAHBEI.

20. B MeQMUIMHCKUX OpraHU3alMsIX 3arac CHEHUaJbHBIX PELENTYPHBIX OJAHKOB HE JOJDKCH
IPEBBIIATH [OJJOBOI MOTPEOHOCTH.

21. Paspemaercs BbAaBaThb MEIUIMHCKOMY paOOTHUKY, HMEIOLIEMY T[paBO Ha3HA4aTh
HapKOTHUYECKUE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE IpenapaThl, €JMHOBPEMEHHO He Oosee ABajlaTu
CIEIMaJIbHBIX PELIENITYPHBIX OJIAHKOB.

MenunuHcke paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HAPKOTUYECKHE (IICUXOTPOIHBIE)
JIEKApCTBEHHBIC IIPENaparbl, HA OCHOBAaHUU IIPHKAa3a PYKOBOAMTENS MEIULMHCKOW OpraHu3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJIYYCHHBIX CIECLHUAIBHBIX PEUENTYPHBIX
OsiankoB. CrieliManbHble peuenTypHble OJaHKH, MOIYyYEHHbIE MEIUIIMHCKUM Pa0OTHUKOM, XpaHsTCA
IOJ] 3aMKOM B cel(pax, MeTaJuIMYeCKUX IKadax Wik METAUIMYECKUX SIIUKaX.

22. B MeQuUMHCKOW OpraHu3aly CO3/A€TCsS MOCTOSIHHO JEHCTBYIOLIAs KOMHUCCHS, KOTOpas He
pexe 1 pa3a xBaprain (10 PEIICHUIO PYKOBOJIUTENST MEIUIIMHCKON OpraHu3aliii BO3MOXKHO Yallle)
OCYIIECTBIISIET MIPOBEPKY COCTOSHUS PErHCTPAIMH U y4eTa ClelUalbHBIX PEeLeNTYpHbIX OJaHKOB, B
TOM YHUCJI€ TyTeM CBEPKH 3alUCEH >KypHaJIa PETUCTpAIlMU W Y4eTa CHEIUaIbHBIX PEeleNnTYPHBIX
0/1laHKOB, ¢ (AaKTUYECKUM HAIMYHEM CIEHUATbHBIX PEIENTYPHBIX OJaHKOB, a TaKXKe MPOBEPKY
COCTOSIHHSI XpPaHEHHUS CTICIIMAIIBHBIX PELENTYPHBIX OJIAHKOB.

IIo pe3yiibTarTaM IMPOBEPKHU B KYPHAJIC PECTUCTPALMUA U YUCTA CIICHHUAIbHBIX PCHCIITYPHBIX OJ1aHKOB
ACIACTCA 3alnCb O PE3yJibTaTaxX MPOBCACHHA CBCPKHU JAHHBIX, 3aKPCIUICHHAA IMMOAINMUCAMH BCEX
YJICHOB KOMUCCHUH, UJTIHN CO30aCTCA CIIELMAJIbHBIN aKT ITPOBCPKHU.

23. denepanbHble OPraHbl UCIIOJHUTEIBHON BIACTU U OPraHbl HCIOJHUTEIBHOM BIACTH CyObEKTOB
Poccniickoit denepanuy OCYLIECTBISAIOT KOHTPOJIb 3a OPraHM3alMeld pPETUCTpaluu, ydera |
XpaHEHHUs CHENMaJbHBIX pPELENTYPHbIX OJAHKOB B  YIOJIHOMOYEHHBIX OpraHu3alMsix H
MCIUIMHCKUX OpTraHHu3aluiIx.

24. Bplgaua croenuanbHBIX pEIEnTYpPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MUHHCTEpCTBA
dbeneparbHBIM OpraHaM HMCIIOJHUTEIHHOM BIIACTH M OpraHaM HCIOJHUTEIHHON BIIACTH CYOBEKTOB
Poccuiickoit denepanuu  OCyIIECTBISETCS OTBETCTBEHHBIM PAaOOTHUKOM TOJIBEAOMCTBEHHOTO
VUpeXKICHUS Ha OCHOBAaHMM pEIICHHS 00 OTIYCKE CHEeUaIbHbIX PEIenTypHbIX OJIAHKOB,
O(pOPMIICHHOTO B BHJE MHCHhMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUS -
3aMecTHTeNIeM JupekTopa) JlemaprameHTa peryjaupoBaHusi OOpallleHUs JICKAPCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

ITpoBepka neATENBPHOCTH MOJABEJOMCTBEHHOIO YUPEXKAECHUS MO PETUCTPALUU, YUETY U XPaHEHUIO
pE3EpBHOIO 3araca OCyllecTBiseTcs JlenapTaMeHTOM peryaupoBaHus 0OpaleHHsl JeKapCTBEHHBIX
CPEICTB U MEIMLMHCKUX M3Ienuil MuHucrepctBa 2 pa3a B roj He mosgHee 20 uucna mecsua,
CJIEAYIOLIETO 32 UCTEKIIUM ITOJIyTOJUEM.



Ipunoosicenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX JOKYMEHTOB

I. Odopmiienne penenta Ha OyMasKHOM HOCHUTeJIE

1. Ha penentypubix 6nankax ¢gopmsl N 107/y-HII B neBoM BepXHeM yriy MpOCTaBISETCS IITAMII
MEIUIIUHCKON OpraHu3aliy C yKa3aHHeM €€ MOJHOr0 HaMMEHOBaHUS, aapeca U TenedoHa ¢ aaToi
BBIMKCKY (J1aTOi 0(OopMIICHHUS) peLieTiTa Ha IEeKapCTBEHHbBIN Mpenapar.

Peuenrtypusie Omanku ¢dopmer N 107/y-HIT wmsroraBmuBaroTCs HCKIIOYUTEIHHO THITOTPA(CKUM
CrocoooM.

2. Ha peuentypHbix OnaHkax, oQGOPMIISEMBIX HHIUBUAYaTbHBIMU MPEINPUHUMATEISIMH,
MMEIOIIMMH JIMIICH3UI0 Ha MEJMIIMHCKYIO JEATEeTbHOCTh, B BEPXHEM JICBOM YIJIy THUIOTPaCKUM
CrocoOOM WM IyTeM IMPOCTaBICHHS MITaMIa JODKEeH OBbITh yKazaH aJpec WHIUBUAYAIbHOTO
NpeANPUHUMATENIS, HOMEP M JlaTa JHMIEH3UM, HAUMEHOBAHHE OpraHa rocyJapCTBEHHON BIACTH,
BBIJIABUIETO JIMIIEH3HUIO.

3. Peuentypusie 61anku Gopmer N 107/y-HII 3anonssitoTcs MEIUIIMHCKUM PaOOTHUKOM YEPHUJIAMH
WJIU IIAPUKOBOM PYUYKOMH.

4. lonmyckaeTcst opopMIIeHHE BCeX PEKBU3UTOB (3a MCKIOUeHHeM pekBusuTa "[loanuce sevariero
Bpaua (moamnuch Qenpamiepa, akyumepku)") peuentypHbix OmankoB ¢opmel N 107/y-HIT c
MCII0JIb30BaHUEM TI€YATAIOLINX YCTPOUCTB.

5. B peuentypuom 6manke ¢popmel N 107/y-HII B crpokax "®amunus, uMs, 0T4ecTBO (IIOCIEAHEE -
npu Haiauuuu) nanueHta" u "Bospact" yka3plBalOTCS IMOJHOCTBIO (aMMIIUS, HMs, OTYECTBO
(mocnenHee - MpyU HAJIMYKK) TAIIMEHTa, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe JaThl POXKICHHS MAI[ECHTA.
6. B penentyprnom 61anke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust © HOMep mosHca 00sA3aTeIbHOTO MEAUIIMHCKOTO CTPaxOBaHMs'" yKa3bIBaeTCs
HOMED MoJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUS MallMeHTa (MIPH HATUYHUHN);

2) B crpoke "Homep meauuMHCKONH KapThl" yKa3bIBa€TCs HOMEP MEIUIIMHCKOM KapThl MALUEHTAa,
MOJIYYAIOLIEr0 MEIUIIMHCKYI0 TOMOUIb B aMOyJNaTOPHBIX YCIOBUSIX, HWJIM HCTOpUU OOJIe3HU
NALMEHTA, BHINMCHIBAEMOT0 U3 MEINLIMHCKON OpraHn3allnu;



3) B cTpoke "®damunus, UM, OTIECTBO (TIOCIEAHEE - IPU HAJIMYUH) JIeHalero Bpaya (¢enpamepa,
aKyIIepKHn)" yKa3bIBaeTCs MOTHOCTHIO (haMUJIHs, UMsI, OTYECTBO (TIOCTEHEE - TIPU HAJIMYWHU) Bpada
(pempamiepa, aKkymiepkH), BBIMHCABIIETO  PEIeNT Ha  HAPKOTUYCCKUH  (TICHXOTPOITHBIN)
JIeKapCTBEHHBIN Mpemnapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HIT yka3zsiBaercs:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TIperapara (MeKIyHapoJHOEe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIAPOBOYHOE MM XUMUYECKOe HAMMEHOBAaHUE, TOPrOBOE HAMMEHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM si3bIKe, (hOopMa BBITYCKa, TO3UPOBKA, KOJIUYECTBO (YKa3bIBaeTCSl MPOMHKCHIO Ha
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHMs JEeKapCTBEHHOIO Ipenapara Ha ToCyAapCTBEHHOM s3blke Poccuiickoii
®Penepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon Penepanyv U rocyAapCTBEHHOM SI3bIKE
pecnyOJuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <1>,

<1> Yactp 1 crateu 15 3akona Poccuiickoit @eneparuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwmiickoii ®enepanuun” (manee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHHH perenTypHbIX OJaHKOB 3aIlpeIIacTcs OrPAaHMYMBATHCS OOIIMMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnennu manueHty penentypHoro oOmanka ¢gopmer N 107/y-HIT Ha HapkoTHdeckwmii
(TICUXOTPOIIHBIN) JICKAPCTBCHHBIM Mpernmapar B paMKaX OKa3aHUS METUIMHCKON TOMOIIM TpU
OTIpeNIeIEeHHOM 3a00JI€BaHUM TaKOH PEIETIT 3aBePSeTC:

1) moAnMChIO U IMYHOM NedaThio Bpada 00 MOJNUCHIO (pebamepa (aKyImepKH);

2) mevarbl0 METUIIMHCKOW OpraHu3aluu, JTUO00 CTPYKTYpHOTO TMOAPA3JEICHUS MEIUIIMHCKON
opranuzaruu "Jlyig perentoB", KOTOpasi MPOCTABISAETCS JIUIIOM, YIOJHOMOYEHHBIM PYKOBOJIUTEIIEM
MEAWIIMHCKOW OpraHM3alllK C YKa3aHueM (haMuJINM, UMEHHU, OTUYecTBa (TOC/IeHEe - IPU HATHYUH)
Y TIPOCTABIICHUEM €T0 JIMYHOM MOJIIHUCH.

B cinyuasx HeoOxoauMocTu oQopMieHHs pelenta Ha HApKOTUYECKUH  (TICUXOTPOIIHBIN)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKax OKa3aHHs MaUIMaTUBHOM MEIUIIMHCKOW MOMOIIU
JIOTIYCKaeTCsl IPEABAPUTENBHOE 3aBEPEHHE pelenTa LITAMIIOM MEIUIUHCKON OpraHu3anui,
NeYaThl0 MEIMLMHCKON OpraHu3alMu JuOO0 CTPYKTYpPHOTO THOJpa3AeieHus MeAUIIMHCKON
opranusanuu "/{is penentos”, KOTOpas NPOCTABIIAETCS JIMLOM, YIIOJHOMOUYEHHBIM PYKOBOIUTEIEM
MEAMIIMHCKONW OpTraHu3alliy, ¢ YKa3aHueM (aMUINHU, UMEHU, OTYeCTBa (IIOCIIeHEE - IPU HATHYUN)
Y [IPOCTABJIEHUEM €r0 JIMUHOUN noanucu. Ilpu aTom B xKypHasle perucTpaliy U yuyeTa pelenTypHbIX
OmaHkoB B cooTBercTBUM ¢ Ilopsakom perucrtpanuu, ydera M XpaHEHHUS CIIeHUaTbHBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUYECKUE CPEJICTBA MITU IICUXOTPOIHbIE BELIECTBA, YTBEPKAECHHBIM
HACTOALIMM TPUKA30M, JeNaeTcsi OTMETKa O €ro Bblgade g opOpMIICHHS Ha JIOMY, a TakKke
OTMETKa, yJJOCTOBEPEHHAs MOANUCKHIO Bpaya JTubo denpamepa (akymepku), opOpMUBIIETO PELenT,
0 (Qaxrte ero opopmiieHus, KOTOPHIH MOXKET OBITH JOMOJHUTEIBHO MOATBEPKIEH (OTO- U (WIIN)
BUJIEOMaTepHaIaMHu.

B crpoke "Otmerka anTeyHOW oOpraHuzalMu o0 OTHycKe" CTaBUTCS OTMETKA anTeyHOU
opraHu3an o0 OTIYCKE HapKOTHYECKOro (ICHUXOTPOMHOIr0) JIEKapCTBEHHOIO Ipemnaparta (c
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YKa3aHWEM HauWMEHOBAaHMs, KOJUYECTBA OTIYIIEHHOIO HApKOTHYECKOTO (IICHUXOTPOITHOIO)
JIEKapCTBEHHOTO IpenapaTa M JaThl €ro OTIyCKa), KOTOpas 3aBepseTcs MOANHMCHIO pabOTHHKA
anNTeYHON oOpraHu3aluM, OTIYCTUBIIErO0 HAPKOTUYECKUM (IICHXOTPOIIHBIN) JIEKapCTBEHHBIN
npenapar (¢ ykazaHueMm ero (GpaMuiauM, UMEHM, OTYeCcTBa (IOCIEJHEE - MPU HAIUYMHU), a TaKXKe
KPYTJION MEeYaThlo alTeYHO OpraHu3alvy, B OTTUCKE KOTOPOH JODKHO OBITh MACHTU(DUIIUPOBAHO
II0JIHOC HANMEHOBAHME allTEYHON OPraHU3ALNH.

10. Ha ogaom penientypuom Omanke Gopmber N 107/y-HII paspermaercs ocymecTBIsITh Ha3HAYCHUE
TOJIbKO OJTHOTO HAMMEHOBAHMUSI JIEKAPCTBEHHOTO Mperapara.

11. UcnpaBienus B pelienTe He T0MYyCKatTCsl.

1. Odpopmienue penenrta B gopme 3J1€eKTPOHHOIO TOKYMEHTA

12. Peuent B (hopMe DIIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCHJICHHOW KBaTU(UIIUPOBAHHOM
AIEKTPOHHOW MOAMKUCHI0, POPMUPYETCS MEAUIIMHCKUM PaOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMLMHCKUX PAOOTHUKOB <2>, a TakKe MpPU YCIOBUM PETUCTPALUU
MEAMIIMHCKOW OpraHu3alid, B KOTOpoH odopmisiercs perent, B ¢eaepalbHOM peecTpe
MEAMIIMHCKUX OpTaHu3afil <3> eIMHOW TOCYJapCTBEHHOW MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3[PABOOXPAHEHUS M TOJKIIOYCHHS] TaKOW MEIUIIMHCKOM OpraHu3aluu K TOCyIapCTBEHHOU
nH(pOpPMaLlMOHHOM cUcTeMe B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit @enepaunum <4>.

<2> Yacte 4 crareu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparun, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 cratem 91.1 ®enepanpHoro 3akoHa N 323-d3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Crarbu 91 u 91.1 ®denepansHoro 3akoHa N 323-D3 (ColOpanue 3akoHOoAaTenbcTBa Poccuiickoi
Oenepannn, 2011, N 48, cT. 6724).

13. Ilo TpeOoBaHMIO NAIlMEHTa WM €r0 3aKOHHOIO MpPEACTaBUTENSI O(OPMISETCS 3K3EMIUISP
peuenta B (GopMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMaXHOM HocHTede ¢ oTMeTkoi "JlyOmmkar
AJIIEKTPOHHOTO JOKyMeHTA".
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