3apeructpupoBano B Munrocte Poccun 30 Hos10pst 2021 1. N 66124

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094u

Ob YTBEPKJIEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
HPEITAPATDIL, ITOPAIKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®OPM
BJIAHKOB PEHEINITOB, COAEPKALHINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJIA ICUXOTPOIIHBIX
BEHIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACHHPEJAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHHA, A TAKXE ITPABUJI O®POPMJIEHUSA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBHM ¢ myHKTOM 16 yactu 2 crathu 14 denepanbHoro 3akoHa ot 21 HostOpst 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHbl 370poBbs TpaxnaH B Poccuiickoii Denepanun" (Cobpanue
3akoHoaarenscTBa Poccuiickoit ®enepanun, 2011, N 48, c1. 6724; 2017, N 31, ct. 4791), myHkTOM
2 cratpu 26 @enepanpHoro 3akoHa ot § saBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEACTBAX H
ncuxoTponHbix BemectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparum, 1998, N 2, cT.
219; 2017, N 31, ct. 4791), nmoamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 TlonoxeHus o
MunucrepctBe 3apaBooxpaneHus Poccuiickoit ®denepanuu, yTBEp:KIEHHOTO MOCTAaHOBIEHUEM
[TpaButensctBa Poccuiickoit @eneparu ot 19 utonst 2012 r. N 608 (CoOpanue 3akoHOIAaTENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsiiok Ha3HAUEHMS JIEKApCTBEHHBIX IpenapaToB coryiacHo npuioxennto N 1;
(bopMBI perenTypHBIX 0JaHKOB Ha JIEKApCTBEHHBIE MTPETapaThl COrIacHoO mpuiioxennto N 2;

[Topsimok odopmieHus: perenTypHbIX OJaHKOB Ha JIGKApCTBEHHBIE Tpermaparhl, X y4eTra |
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XpaHeHus corjacHo npuiaoxkeHuro N 3;

¢dbopMbl OJJAHKOB PEIIETITOB, COJEPKAINUX Ha3HAYCHUE HAPKOTUUCCKUX CPEACTB MJIIU IICUXOTPOITHBIX
BEIECTB, cOrfiacHO npuiioxkeHuto N 4;

HOpHI{OK HU3TOTOBJICHUSA, paCIIpCACIICHU, pETUCTPALlUK, YU€Ta U XpaHCHHUA PELCIITOB, COACPKAIIUX
HAa3HAYCHUC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO NPHUIIOKCHUIO N 5,

[TpaBuia odopmileHHsT PELENTOB, COACPKAIUX HAa3HAYCHHE HAPKOTHUYECKUX CPEJACTB WIH

ICUXOTPOIIHBIX BEHIECTB, B TOM YUCJIC B (bopMe OJICKTPOHHBIX JOKYMCHTOB COITIACHO IIPHUIIOKCHHIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
YTBEpXKACHUH (POPMBI OJTAHKOB PEIICNITOB, COACPKAIMUX HAa3HAYCHHE HAPKOTHYCCKHUX CPEICTB KU
MICUXOTPOMHBIX BEIIECTB, MOPAIKA HMX H3TOTOBJICHUSA, paclpeAeNieHUs, PEerucTpaiuu, ydyera u
XpaHeHUs, a Takke npaBwi odopmieHus" (3aperucTpUpoBaH MUHHCTEPCTBOM  IOCTHUIUH
Poccwuiickoit ®enepanuu 15 aBrycra 2012 r., peructpannonnsiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®denepanun ot 30 utons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUW B IMpuka3 MuHucrepcTBa 3/paBooxpaHeHusi Poccuiickoit ®@enepauuu ot 1
asrycra 2012 r. N 541 "O06 ytBepkaeHun (OpMBI OJIAHKOB PELENTOB, COAEPKAIIUX Ha3zHAuYCHHE
HapKOTUYECKUX CPEACTB MJIM MCUXOTPONHBIX BEIIECTB, NOPAJIKA UX U3TOTOBIICHHUS, PACIIPEACICHMUS,
perucrpanuu, Yydera M XpaHEHHsd, a Takke mpaBwil odopMieHHUs" (3aperucTpupoBaH
MunucrepctBoM roctuiuu Poccuiickoit ®enepanuu 27 HosiOps 2015 r., perucrparmoHHbiid N

39868);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mpuka3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickon ®@enepanuun ot 20
nexadbps 2012 r. N 11751 "O6 yTBepk/ieHuu NopsaKa Ha3HAYeHHsI U BHIITUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpenaparsl, MOpsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX y4yeTa U XpaHeHua" u mnpuwioxkeHue N 2 K mpukazy
MunucrepctBa 37paBooxpaHeHus Poccuiickoit @enepauun ot 1 aBrycra 2012 r. N 541 "O6
YTBEPXKACHUH (OpMBI OJTAaHKOB PELENTOB, COAEpKAIUX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WM
NICUXOTPOIHBIX BELIECTB, IMOPAJKA HMX H3TOTOBJICHHUS, PACIpEACIICHUs, PETUCTPALUU, y4deTa U
XpaHeHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHUIUH
Poccuiickoit @eneparuu 18 urons 2016 r., peructpaunonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpble BHOCATCSA B HEKOTOpPbIE TPUKa3bl MUHHUCTEPCTBA 3[paBOOXPaHEHUS] U
conuanbHOro passutus Poccuiickon denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
@enepanyyl Mo BompocaMm oOpallleHus JIEKapCTBEHHBIX MPENapaToB, COJEPKAINX HAPKOTHYECKHE
CPEICTBA, NICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOAJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEpPXKJACHHbBIX MPHUKa30oM MUHHCTEPCTBA 37paBOOXPaHEHUS
Poccuiickoit ®enepann ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuinn Poccuiickoit ®eneparnuu 9 stuaps 2018 r., peructpanmonnsiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B mpuioxeHus N 2 u 4 x npukasy MHUHUCTEPCTBa 3/paBOOXPAHEHUS
Poccuiickoit ®enepanuu ot 1 aBrycra 2012 r. N 541 "OG yrBepxkaeHnn GopMbl OJ1aHKOB PELIETITOB,
coJlep/KalluX Ha3HAYEHHE HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BEIIECTB, MOPAJIKA HX
W3TOTOBJICHUSI, PacIipe/ie]ICHHs, PETUCTPALUY, YUeTa U XpaHEHUs, a Takke MpaBuil ohopMieHUs"
(3apeructpupoBan MuHuctepctBoM toctuiiun Poccuiickoit ®denepanuu 28 sHBaps 2020 1.,
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perucrpanronuabiii N 57293);

npuka3 MuHUCTEpCTBa 3ApaBooxpanenus Poccuiickoit ®eneparnun ot 8 oktaops 2020 r. N 1076H
"O BHeceHnu usmeHeHuil B [lopsiiok perucrpanuu, yuera U XpaHEHHUs CHELUAIbHBIX PELENTYPHbIX
0JIaHKOB HAa HAPKOTHYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIC BELIECTBA, YTBEP)KIECHHBIM MpPUKA30M
MunuctepcrBa 3apaBooxpaneHuss Poccuiickoit @enepauuu ot 1 asrycra 2012 r. N 54u"
(3apeructpupoBan MuHuctepcTBoM toctuiiuu Poccutickoit ®deneparuun 13 HosiO6pss 2020 1.,
peructparronssiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHust Poccuiickoit @enepanun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPXKACHUH TMOPSJIKA HA3HAYCHUS JIGKAPCTBEHHBIX MPENnaparoB, GopM pelenTypHbIX OJaHKOB HA
JICKapCTBEHHBIE Mperaparbl, HopsaKka oQOpMIICHHS YKa3aHHbIX OJAHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepanuum 26 mapra 2019 r.,
perucrpanronnbiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccutickoit @eneparnuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMHU M3MEHEHUH B Npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit denepaunu ot
14 suBaps 2019 r. N 41 "OO yTBep)KAeHHM MOpsAKa Ha3HAYEHUS JIEKAPCTBEHHBIX MpPErapaToB,
dopM penentypHbeIX OJAHKOB HA JICKAPCTBEHHBIE MpEnapaThl, MOpsaka OQOpPMIICHHS YKa3aHHBIX
OllaHKOB, MX Yyd4eTa W XpaHeHusa" (3aperucTpupoBaH MuUHHCTEPCTBOM rOCTHIIMM Poccuiickoi
®denepannu 28 suBapst 2020 r., peructpaunonnsii N 57292);

npuka3 MuHUCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®enepanun oT 8 okTa0Ops 2020 r. N 10751
"O BHECEHMM HW3MCHEHHHI B TOPAJIOK HAa3HAYCHHS JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIN
npuka3zoM MuHHCTEpCTBa 31paBooxpaneHust Poccutickoit @eneparuu ot 14 suBaps 2019 r. N 45"
(3apeructpupoBan MunuctepctBoMm toctuniuu Poccuiickoit ®denepanuu 22 nekabps 2020 r.,
perucrpanuroHnbiii N 61695);

nyHKT 3.8 MHCTpyKIMM O TOps/IKE BBINMHUCHIBAHUS JIEKAPCTBEHHBIX IpenapaTtoB U odopMieHus
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKIACHHON MTpHKa30M MHHHCTEPCTBA 3paBOOXPAHEHUS U
couuanbHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsaxe
HA3HA4YEeHUs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, U3JIEIUM MEIUIUHCKOTO Ha3HAUYEHUS U
CHELUATU3UPOBAHHBIX MPOJAYKTOB JIeUeOHOro mnuTaHuA" (3aperucTpupoBaH MHHHUCTEPCTBOM
roctuinn Poccuiickoit @enepanuu 27 anpens 2007 r., peructparmonnsiii N 9364);

npuka3 MuHHCTEpCTBA 34paBOOXPAaHEHHS U coLMalIbHOTO pa3sutusa Poccuiickoit denepannn ot 17
Mas 2012 r. N 5621 "O6 yrBepxknaenuun Ilopsnka oTmycka (pU3MYECKUM JIMLaM JI€KapCTBEHHBIX
IpenapaToB Il MEAMIMHCKOIO INPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJUYECTB
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB pyrue papMaKoIOorH4yecKue
aKTUBHBbIE BelecTBa" (3apeructpupoBaH MuHuCTepcTBOM locTHMU Poccuiickoit ®enepanuu 1
utonst 2012 r., peructpannonusiii N 24438);

OYHKT 2 N3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPbIE MPUKa3bl MUHUCTEPCTBA 3IPaBOOXPAHEHHUS H
couuanpbHoro passutus Poccuiickoit ®exepanuu, YTBEpKAECHHBIX MpHKa3oM MuHHCTEpCTBA
3npaBooxpaneHus: Poccuiickoit ®eneparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBoM roctuiu Poccuiickoit @enepanuu 15 urons 2013 r., peructpaumonnsiii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenus Poccniickoit ®@enepanun ot 21 aBrycra 2014 r. N 4651
"O BHECEHHWU W3MEHEHMH B MOPSJIOK OTIYCKa (PU3UYECKUM JIMIIAM JIEKAPCTBEHHBIX MPENapaToB s
MEJIUIIMHCKOIO TNPUMEHEHHs], COAEPKAIMX KPOME MAaJIbIX KOJWYECTB HAPKOTHUYECKUX CPEACTB,
NICUXOTPOIHBIX BELIECTB M MX MPEKYypPCOPOB JApyrue (hapMakoIOTHYecKHe aKTUBHBIE BEIECTBA,
YTBEPKJICHHBIN MPHUKa30M MHUHHCTEPCTBA 3paBOOXPAHEHUS U COLMAIIBHOIO pa3BUTHs Poccuiickon



https://normativ.kontur.ru/document?moduleid=1&documentid=375663#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=353485#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=379024#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=224170#l777
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=215962#l21
https://normativ.kontur.ru/document?moduleid=1&documentid=238583#l0

Oenepannn ot 17 mas 2012 r. N 562" (3apeructpupoBad MUHHUCTEPCTBOM FOCTHIIMU Poccuiickoit
®enepannu 10 centsiops 2014 r., perucrpaunonnsiii N 34024);

OYHKT | U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MPUKa3bl MUHHUCTEPCTBA 3JPaBOOXPAHECHUS U
conuanbHOro passutusi Poccuiickoir @enepanuu 1 MuHuCTEpCTBa 3/1paBooxpaneHusi Poccuiickoii
®denepanny, yTBEpKICHHBIX IpUKa3oM MuHucrepcTBa 3apaBooxpanenus Pocculickon ®@enepanuun
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoit
Oeneparuu 30 centsops 2015 r., peructparronssiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOPbIE MPUKa3bl MUHUCTEPCTBA 3/{pABOOXPAHEHUS U
conuanbHOro passutus Poccuiickon denepanuun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
®denepanuy Mo BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COASPKALIUX HAPKOTUYECKHUE
CPEJCTBA, IICUXOTPOIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOAJIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY YUY€TY, YTBEPKACHHBIX MPUKa30M MuUHHCTEPCTBA 3paBOOXPAaHEHUS
Poccuiickoit @enepauru ot 31 oxtsaops 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
roctunmn Poccuiickoit @eneparyu 9 suBapst 2018 ., perucrpanunonnsiii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHS BCTYIUICHUS B CHILY
HACTOSIIETo MPUKa3a, MOTYT OBITh HCITOJIb30BaHbI 10 1 Mapta 2023 rona.

4. Hacrosmuii npuka3 BcrynaeT B cuity ¢ 1 mapra 2022 r. u aeiictByer 1o 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Tpunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0uIne moJ10KeHU A

1. Ha3nayeHue JeKapCTBEHHBIX IMIpemapaToB i MEAMIIMHCKOTO NpUMEHeHus (nanee -
JIeKapCTBEHHbIE Tpenaparbl) OCYIIECTBIISIETCS Je4alldM BpadoM, (esbIepoM, aKkylIepKol B
ClIy4ae BO3JIO)KEHUS Ha HUX ITOJITHOMOYMI JIedallero Bpaya, Ipu OKa3aHWHM MEIUIIMHCKOW ITOMOIIH B
MEAMIMHCKUX OpraHuzanusax <I1>, B TNOpsAaKe, YCTAaHOBJIEHHOM IIpUKa3oM MuHuUCTEpCTBa
3IpaBOOXpaHEHUs U colnmraibHOro pa3Buths Poccuiickoit deneparuu ot 23 mapra 2012 r. N 252n
"O06 yrBepxaeHuu Ilopsiika Bo3n0kKeHUs Ha (enbaiepa, akyepKy pyKoOBOIUTEIEM MEIUIIMHCKON
OpraHM3aly IpU OpPraHU3alMKM OKAa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM H CKOPOH
MEIUIUHCKONW MOMOIIM OTJENBHBIX (PYHKUHUH JIeHalero Bpaya 1o HernocpeCTBEHHOMY OKa3aHUIO
MEAMIIMHCKON MOMOUIM MAllUEeHTy B MEPUOJI HAOIIOIEHUS 32 HUM U €ro JIEYeHUs], B TOM YHUCIe 10
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Ha3HAYCHUIO W TPUMEHEHHIO JICKAPCTBEHHBIX  MPENaparoB, BKIIOYas  HApKOTUYECKHE
JIEKapCTBEHHBIE MPENapaThl U ICUXOTPOIIHBIE JIEKAPCTBEHHBIE Npenapathl” <2>, UHAWBUYaJIbHBIMU
HpeANPUHIMATENSIMH, OCYIIECTBIISIIOIIMMI MEAMLIUHCKYIO AEATENFHOCTh (Jajee - MEIUIMHCKUE
pabOTHUKNY).

<1> Oynskr 11 crareu 2 PenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 3I0pOBbs rpakaan B Poccuiickoit deneparuun (Cobpanue 3akoHOoaTenbcTBa Poccuiickoi
Oeneparun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbusbiii 3akor N 323-D3).

Oguyuanvhotit ucmouHUK 31EKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMECCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvhozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHnuctepctBoM toctunuu Poccuiickoit denepauun 28 ampens 2012 r.,
peructpaunonuslidi N 23971 ¢ u3MeHeHUSIMH, BHECEHHBIMH TNpUKazoM MUHHCTEPCTBA
3npaBooxpanenusi Poccuiickoir @eneparuu ot 31 okta0ps 2017 r. N 882n (3apeructpupoBaH
MunucrepctBoM toctunimu Poccmiickoit ®enepanuu 9 suBaps 2018 1., perucrpamuonHbidi N
49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMIA pEHENT ¢ HAPYIIEHHMEM HACTOSIIEro MOpsAIKa, WIH
PYKOBOJIUTENh MEIUIIMHCKON OpraHM3anuyd 00ECNeunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro i MalyeHTa perenta.

2. CegeHuss O Ha3HAYECHHOM JIEKAPCTBEHHOM TIpenapare (HauMEHOBAaHUE JIEKApPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHHS M NPUMEHEHUs, pPEeXUM  JIO3UPOBAHMS,
MIPOJIOJDKUTEIIHHOCTD JICYCHUSI U1 00OCHOBAaHME HAa3HAYCHHS JIEKAPCTBEHHOT'O Tperapara) BHOCITCS
MEAUIIMHCKUM PaOOTHUKOM B MEIUIIMHCKYIO JOKYMEHTAIINIO MAllHeHTA.

B cnyuasx, ykazaHHelx B myHkTax 8 - 11 Hacrosimero Ilopsinka, MeaMUIMHCKUI pabOTHHK,
Ha3HAYMBIIMN JIEKApCTBEHHBIH Mpernapar, oGopMisieT Ha3HaYeHUE JIEKaPCTBEHHBIX IPENapaToB, B
TOM YHCIIe MOJJIeKAIIUX M3TOTOBJICHUI0O M OTIYCKY aNnTeYHbIMM OpraHu3anusMu (gaiee -
JICKAPCTBCHHLIC IMpe€raparbl HWHAWBUAYAJIBHOI'O I/ISFOTOBJ’ICHI/IH), Ha pCuOcCuTypHOM 6J'IaHKC,
oopMiIeHHOM Ha OyMa)kHOM HOCHTEJE 3a CBOEH MOAMMUCHIO (Jajee - pelenT Ha OyMaKHOM
HOCUTENE), U (W) C COIJIacus MAllMEeHTa UM €ro 3aKOHHOT'O MPEeACTaBUTENS <3> Ha pelenTypHOM
OaHKe B (hopMe IIEKTPOHHOIO JOKYMEHTa C UCIOJIb30BAHUEM YCHUJICHHOM KBaTM(PHUIIMPOBAHHON
AIIEKTPOHHOM MOANKMCH MEIULMHCKOrOo pabdOTHUKA (nanee - penent B (QopMme 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilyukr 2 crateu 20 @DenepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATENHCTBA
Poccwmiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COAEep KaIlIUi Ha3HaAUYeHNE HAPKOTHUYECKUX CPEJICTB MIH
NICUXOTPOIHBIX BEILECTB, IMOANUCHIBACTCS C HCIOJIb30BAaHUEM YCHJICHHON KBaJHM(HUIIMPOBAHHON
AIIEKTPOHHOM MOJMUCH JIeYalllero Bpaua WM (enbpiiepa, akylmepKd, Ha KOTOPBIX BO3JI0KEHBI
(GyHKLMY JIeHaliero Bpaya, 1 COOTBETCTBYIOLIEH MEAUIIMHCKON OpraHn3auy <4>.
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<4> Tlynkt 1 crateu 26 ®denepanbHoro 3akona ot 8 sHBaps 1998 r. N 3-O3 "O HapKOTHYECKUX
CpelcTBax M McuUXoTpornHbix BemecTBax" (CoOpanue 3akoHOmaTenscTBa Poccuiickoit deneparnum,
1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbubiii 3aKkoH N 3-D3).

Odopmnenne perentoB B GopMe AIEKTPOHHBIX JIOKYMEHTOB OCYIIECTBIISETCSA B Clydae MPUHSATHS
YIIOJIHOMOYEHHBIM OPTraHOM HCIIOJIHUTENIbHOW BiacTu cyObekTa Poccuiickoit ®enepamuu B
COOTBETCTBUHU C MYHKTOM 4 ctathu 6 denepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
00palIeHn! JIEKapCTBEHHBIX CpeACTB" <5> pemieHus 00 MCIOJIb30BAaHUH HA TEPPUTOPHU CyOBEKTa
Poccuiickoii @enepanun HapsAy C peleNTaMH Ha JIEKApCTBEHHBIE MpernapaThl, OpOpMIEHHBIMU Ha
OyMaXHOM HOCHUTENE, PEIENTOB Ha JIEKApCTBEHHBIC Npenaparbl, CHOPMUPOBAHHBIX B (opme
3JIEKTPOHHBIX JIOKYMEHTOB.

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

3. Ilpum BBIIMCKE DNAUMEHTa W3 MEOULMHCKONW OpraHu3alud, B KOTOPOM €My OKa3blBalach
MEAMIMHCKAs NOMOIIb B CTAal[MOHAPHBIX YCIOBUSX, MPU HEOOXOIMMOCTU MPOJOJDKEHUS IpHeMa
JEKapCTBEHHOTO IIpernapara B aMOYJNAaTOPHBIX YCJIOBUSAX JaHHOMY MAlUMEHTy IO PELICHUI0
PYKOBOIUTENST MEAMIMHCKOW OpraHM3aldy Ha3zHAdaloTcs ¢ odopmieHueM peuenta B ¢opme
AJIEKTPOHHOTO JOKYMEHTa M (Miu) Ha OyMa)XHOM HOCHUTelle (32 HCKIIOUeHHEeM O(OpMIICHUS
pEeLEenToB Ha JIEKapCTBEHHBIE MpenapaThl, MoJIexaliue OTIycKy O0eCIulaTHO I CO CKUJIKOMN) 1100
BBIJIAIOTCS (AIIMEHTY WIN €ro 3aKOHHOMY IMPEJICTABUTENI0) OJJHOBPEMEHHO C BBIITUCKOM U3 UCTOPUU
00JIe3HN JIEKapCTBEHHBbIE Tpernaparbl, B TOM 4YHUCJIE€ HApKOTUYECKUE M  ICUXOTPOIIHBIE
JeKapCTBeHHbIe NpenapaTsl, BHeceHHble B cnucku |l u Il mepeuHss HapKOTHUYECKUX CpENACTB,
IICUXOTPOIHBIX BEIIECTB U MX MPEKYpCOPOB, MOJUIeKAMNX KOHTpouro B Poccuiickoit denepanum,
yrBepxkaeHHoro IIpaBurensctBom Poccuiickoit  ®epepaunn <6> (manee - Ilepedens),
CUJIbHOJICVCTBYIOIIME JIEKAPCTBEHHBIE MTpEnapaTsl, Ha CPOK MPHUEMA IMALIMEHTOM 110 5 AHEH.

<6> [yskt 2 crathu 2 ®enepanpHoro 3akoHa N 3-d3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpeNaparoB IMpU OKA3aHUM MEIUIMHCKON TMOMOIIM B
CTAIlMOHAPHBIX YCIIOBUSIX MOJKET OCYIIECTBIATHCS IOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKOMN
OpPraHu3alliy, HanpaBiIseMbIX B AaNTEYHbIE OpraHU3alUM, SBIBIIOIIUECS  CTPYKTYPHBIMHU
MoApa3IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IyeKT 54 crateu 4 denepanbHOro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obOparnieHum
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit deneparu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).
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5. Ha3naueHnue JEKapCTBEHHBIX IPEMApPAaTOB OCYILECTBIISCTCS MEAWIUHCKUM DPAOOTHUKOM TI0
MEXIYHapOJAHOMY HEMaTeHTOBAHHOMY HAaUMEHOBAHMIO, & TIPU €T0 OTCYTCTBUHU - TPYNIIUPOBOYHOMY
WIM XMMHYECKOMY HAaUMEHOBaHUIO. B ciydyae OTCYTCTBHS MEXAYHapOJHOIO HEMATEHTOBAHHOIO
HAaUMEHOBAHUS U TPYIIIUPOBOYHOTO MJIM XUMUYECKOTO HAUMEHOBAHMSI JIEKAPCTBEHHOI'O Mpernapara
JIEKapCTBEHHBIN MpenapaTr Ha3HaYaeTcs: MEAULIUHCKUM paOOTHUKOM IO TOPTOBOMY HAaMMEHOBAHHMIO.
[Ipy HaNMMYUM MEAMIMHCKUX IOKa3aHWM (MHIMBUIYyaJdbHas HENEPEHOCHUMOCTh, IO KHU3HEHHBIM
MOKa3aHUAM) 110 PEHICHUI0 BpauyeOHONW KOMICCUU METUIIMHCKON OpraHu3anun <8> OCyIIeCTBIISAETCS
Ha3HayeHHe U oopmileHne Ha3HAYEHUS JIEKApPCTBEHHBIX MPENapaToB, HE BXOISAIIUX B CTAaHIApPTHI
MEIUIUHCKONW MOMOIIHM, pa3paboTaHHbIE B COOTBETCTBUH C MYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-O3 <9>, wnm HE NTPEAYCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYCCKOM
pexkoMeHnanued, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PemieHue BpadyeOHOW KOMHCCHH
MEAMIIMHCKONW OpraHu3alui PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAllUU MAlUeHTa U B XKypHale
BpaueOHOI KOMHCCHH.

<8> Ilpuka3z MuHUCTEpPCTBA 3/IPABOOXPAHEHUS U COLMANbHOrO pa3Butus Poccuiickoit denepanun
or 5 mas 2012 r. N 5021 "OO yTBepkACHUM MOPSAIKA CO3AAHUS U JCSATEILHOCTH BpayeOHOM
KOMHUCCHHM MEIUIIMHCKON oprann3zauuu” (3apeructpupoBad MuHuctepcTBoM roctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 r., peructpannonubiii N 24516) ¢ u3MEeHEHUSIMH, BHECEHHBIMHU MPUKA30M
MunucteperBa 31paBooxpaHeHust Poccuiickoit ®enepauuu ot 2 gexkadbps 2013 r. N 886m
(3apeructpupoBan  MuHHCTepcTBOM tocTHIMU Poccuiickoit ®eneparun 23 nekabps 2013 1.,
perucrpamonnsiii N 30714).

<9> Cobpanue 3axkoHonarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724.

Ecimu IIprU OKa3aHWMU MAlHUCHTY MeI[HHHHCKOﬁ nmoMomu B MCJIPIHPIHCKOI}'I opraHu3alvi B
CTAllMOHAPHBIX YCIOBHAX II0 PCHICHUIO Bpa‘le6H0ﬁ KOMHCCUHN OCYIICCTBJIAAIOTCA HA3HAYCHHUC U
IMPUMCHCHUC JICKAPCTBCHHOI'O IIp€rapara € KOHKPETHBIM TOProBbIM HAWMCHOBAHHUEM, TO IIPpU
OKa3aHUU HOaHHOMY MAaIlUCHTY Me,Z[I/II_II/IHCKOﬁ nmoMomu B HHOM MCI[I/ILIHHCKOI>'I opraHnu3alviu B
CTallMOHAPHBIX YCIIOBUAX, a4 TAKKEC B aM6ynaT0pHr,1x YCIIOBUAX OCYIICCTBIIAACTCA HAa3HAUCHUEC EMY
JICKApPCTBCHHOTO IIpCIiapaTa ¢ TEM K€ TOPrOBbIM HAMMCHOBAHUCM <10>.

<10> Ilynkr 2 nocranosnenus [IpaBurensctBa Poccuiickoit @enepannu ot 30.06.2020 N 965 "O
BHeCeHNH wu3MeHeHuil B [IpaBmina ¢GopMupoBaHHS TeEpevHs JIEKAPCTBEHHBIX CPEICTB, 3aKyIKa
KOTOPBIX OCYIIECTBISIETCS B COOTBETCTBUHM C UX TOPrOBHIMH HAaMMEHOBAHMUSMHU, U O MPUMEHEHHUU
JICKApCTBEHHBIX IPEraparoB ¢ KOHKPETHBIMH TOPTrOBbIMH HamMmeHoBaHusmu" (CoOpaHue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2020, N 28, ct. 4422).

6. HazHaueHue JeKapCTBEHHOro Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WM pelenTe B
(dopMe FNMEKTPOHHOTO JOKyMEHTa O(OpMIISETCS Ha MMs MalMeHTa, Ui KOTOPOro IMpelHa3HaueH
JIEKApCTBEHHBIN ITpenapar.

Penent Ha OymakHOM HocuTene, oopMIIeHHBIH Ha pernientypHoM Omanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEp»KIECHHBIX HACTOSIIAM IPHUKA30M, MOXET OBITh
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MOJTYYeH TMAaIMEHTOM, €Tr0 3aKOHHBIM MPEACTaBUTEIEM WJIW JIUIIOM, UMEIONIUM O(GOPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATEILCTBOM Poccuiickoin Penepannu TOBEPEHHOCTb OT
MalyeHTa Ha MPaBo MOJYYCHUS TAKOTO pelenTa (Janee - yIoJHOMOYECHHOE JIUII0).

[IpencraBieHue TOBEPEHHOCTH HE TpeOyeTcs B cliydyae IMONYYEHMs PEelenTa Ha JIeKapCTBEHHBIN
mpermapar Uil MHKYypaOenbHOTO OOJIBHOTO Ha 3aBEpIIAIONIEM J3Tale €ro JKU3HU  JIUIOM,
OCYIIECTBIISIIOIIUM YyXOJl 3a TaKMM HMHKYypaOelbHbIM OOJbHBIM. B TakoM ciydae MeIUIIMHCKUN
pabOTHUK BBIAACT JUILY, OCYIICCTBISIONIEMY YXOJ 33 HHKYpaOenbHBIM OOJIbHBIM, JIOKYMEHT,
MOJTBEPKIAIOIIUI HHKYpaOeIbHOE COCTOsIHME OOJIBLHOTO, CONIEPIKalil CBEICHUS O JIUIE, KOTOPOe
OyIeT monydaTh JCKapCTBEHHBIE MpermapaTsl 1Mo pernenty (pamMuwims, uMs, OTIeCTBO (MOCIEAHEE -
IIPU HAJIMYUU), BUJ, cepusl U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBIH
MOJAMUCHI0O M TEYAThI0 JAHHOTO MEIUIIMHCKOTO0 pAaOOTHUKA, a TaKXKe IEeYaThbi0 METUITMHCKOM
OpraHH3aIiH.

JIOKyMEHT, MOATBEPNIAINUNA HHKYpaOEIbHOE COCTOSHUE OOJILHOTO, OCTAaeTCS B AalTEYHOU
OpraHH3aIiH.

Peuent B opme 3IIEKTPOHHOTO JOKYMEHTa (POPMHUPYETCS] C UCHOIB30BaHHWEM TIOCYAApPCTBEHHOM
nH(pOpMaIMOHHOW cuUcTeMbl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEIUITMHCKOW MH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opranu3anuu <11>.

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

daxkTt BblJIa4YM pCUCITa Ha HCKapCTBeHHBIﬁ npemapar 3aKOHHOMY MPEACTABUTCIIO HIIN
YIIOJHOMOYCHHOMY JIMITY (I)I/IKCI/IpyeTCH B MGHHHHHCKOﬁ JAOKYMCHTAIIUU IMalluCHTA.

7. MenuuuHCKUM pabOTHMKaM 3amperaercs oGopMIIATh PEelenThl MPH OTCYTCTBMM Y HallMeHTa
MEAMIMHCKUX IIOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKAapCTBEHHbIE Mpenaparsl <l12>; Ha
JIEKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIUEH IO MEAULHUHCKOMY
NPUMEHEHUIO TpeJAHAa3HaueHbl ISl NPUMEHEHHUs TOJIbKO B MEAMLIMHCKMX OpraHM3alusix; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpPOBaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENapaToB, B LEIAX NPUMEHEHUS ISl JIEUSHUS
HapKOMAaHHH.

<12> Pemenue CoBera EBpa3uiickoii skoHOMHYeckoil komuccun oT 3 Hos6ps 2016 r. N 78 "O
[TpaBunax perucTpanu U SKCHEPTH3BI JIEKAPCTBEHHBIX CPEICTB JUIST METUIIMHCKOTO TIPUMEHEHUS "
(odunmanbHbIi caliT EBpasuiickoro skoHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 HosOps
2016 1.). Cratbs 13 Denepansroro 3akoHa N 61-®3 (CobOpanue 3akoHOIATENbCTBA Poccuiickoi
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

NuauBuayalbHBIM — NPEANPUHUMATENSM, OCYLIECTBISIOIIUM  MEAMIMHCKYIO  JESTEIBHOCTD,
JOTIOTHUTEIBHO K TpeOOBaHMSIM, YKAa3aHHBIM B a03alle MepBOM HACTOSIIEro MyHKTA, 3alpeniaeTcs
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cucku Il u Il Tlepeuns (nanee - HAPKOTMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHbIE MpenapaThl
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cruickoB |l u 1l [Tepeuns).

8. Ilpy Ha3HAYeHWW HAPKOTHUYECKMX W TCUXOTPOITHBIX JICKAPCTBEHHBIX NpenapaToB crucka [I
[lepeunsi, 3a WCKJIIOYCHHWEM JICKAPCTBEHHBIX TPEMapaTtoB B  BUJE TPAHCACPMAIbHBIX
TEPaNeBTHUECKUX CHCTEM U JICKAPCTBEHHBIX MPEIapaToB, COACPKAIMX HAPKOTUIECKOE CPEICTBO B
COUCTAaHWHM C AaHTArOHWCTOM OIMOWJHBIX PELENTOpPOB, 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 IpernaparoB coucka [l Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUYECKUX JIEKAPCTBCHHBIX NPENapaToB CIUCKA
Il Tlepeuns, comepxalmux HApKOTHUYECKOE CPEACTBO B COYETAHWU C AHTArOHUCTOM OIHMOUIHBIX
pELEenTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBbIX NpenapaTos cnucka III [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaTOB, COACPIKALLUX

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIHHO
(na 1 go3y TBepoi JekapcTBEeHHOM (hopmbl) Win B KonuyectBe 10 200 Mr BimrounTenbHO (Ha 100
w1 uii 100 1 kuaKoit 1ekapcTBeHHOM (OpMBI sl BHYTPEHHETO IPUMEHEHNUS);

0) nceBnoddeapruHa TUAPOXIIOPH] B KOJTHYECTBE, peBbiiatoneM 30 Mr, u 10 60 MI BKIIOYHTEIEHO
(na 1 o3y TBepAOH JEeKapCTBEHHON (OPMBI);

B) niceBA0A(eAprHa THIPOXJIOPU]L B KOJUUECTBE, IpeBbliiatomeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JEKCTpoMeTophaHOM I'MIpOOPOMUAOM B KOJIMYECTBE, mpesbimatonieM 10 mr, u g0
30 mr BKJIOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOM (OpMBI);

I') JekcTpoMeTopdana ruipodpomu] B kosnmuectse 10 200 mr BrimtountenabHo (Ha 100 mia umm 100 1
KUJKOM JIEKapCTBEHHON (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) adenpuHa THAPOXJIOPHUI B KoJnyecTBe, npesbimaroiiemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (HA
100 Mt mm 100 1 xKuaKoi 1ekapcTBEHHON (GOPMBI JUIsl BHYTPEHHETO TPUMEHEHHUS);

e) adeapuHa TUIPOXJOPUI B KoiauyecTBe 1m0 S50 Mr BkimwouutenbHo (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (popMbI);

) (EHWINPONaHOIaMUH B KOINUYECTBE M0 75 Mr BKIIOYHTETbHO (Ha 1 103y TBepaoit
nexkapctBeHHOW ¢Gopmbl) w10 300 mr BrmountenbHo (Ha 100 Mo wimm 100 T Kuakou
JIeKapCTBEHHOUN (OPMBI JJIsI BHYTPEHHETO MIPUMEHEHHUS );

3) (enobapOuTam B KOIMYECTBE MO0 15 Mr BKJIIOYUTEIBHO B COUYETAHUM C KOACHMHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT Kolm4ecTBa (Ha 1 103y TBepI0ii TeKapCTBEHHON (GOPMBI);

u) (enobapOutan B KomuyectBe A0 20 MI BKIIOYUTEIBHO B COYETaHUU C 3deapuHoM
TUAPOXJIOPHIOM HE3aBUCUMO OT KoJimdecTBa (Ha 1 103y TBep10ii JJeKapCTBEHHON (OPMBI);

K) XJIOpAMA3eNOKCH]I B KolndecTBe, mpepbiaromemM 10 mr, u 1o 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmbl);

3) JexapCTBEHHBIX IpenapaTroB WHAMBUAYAJIbHOTO H3TOTOBJIEHMS, COAEpKAIUX HApKOTHYECKOE
CpeAcTBO WM TcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakonorudeckue
AKTHBHBIE BEILIECTBA B J]03€, HE MPEBBINIAIONIEN BBICIIYIO Pa30BYIO 103y, U MPU YCIOBUU, YTO 3TOT
KOMOWMHUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar He SBJISAETCS HAPKOTUYECKUM WM MCHUXOTPOIHBIM
JIeKapCTBEHHBIM IpenapaTtoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IpPENaparoB, BKIIOYEHHBIX B IEpPEeYeHb JIEKAPCTBEHHBIX CPEICTB IJIA
MEJIUIIMHCKOTO TMPUMEHEHHS, TMOJUISKAIIUX MPEIMETHO-KOJIUYECTBEHHOMY YydeTy (maiee -
JIEKapCTBEHHBIC ITpemnapaThl, BKIOYCHHBIE B TiepedeHb [IKY) <13>.

<13> IMoamynkt 5.2.171(1) nynkra 5 mocranoBieHus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 ytBepxkaenuu [lomoxkenus o MuHUCTEpCTBE 3/paBOOXpaHeHus Poccuiickoit
Oenepannn" (ganee - [lonoxxkenue o Munucrepctse) (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsiii 61ank ¢opmbl N 148-1/y-04(11) odopmiisercs mpu Ha3HAYECHUHU JICKAPCTBEHHBIX
MperapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECIUIATHOE MOJIyUYCHUE JIEKAPCTBEHHBIX MPEIapaToB
WX TIOJYYCHHUE JIEKAPCTBEHHBIX MTPETapaToOB CO CKHUJIKOM.

11. Peuentypnsriii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHHUH:
1) nexapcTBEHHBIX IIPENapaToB, HE YKa3aHHbBIX B MyHKTax §, 9 Hacrosero [lopska;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB, COJIEPHKAILUX:

a) 9proraMMHa THAPOTapTpaT B KOJMYECTBE A0 5 MI BKIIOYUTENbHO (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (pOpMBI);

0) a¢eapuna ruapoxsopu B koaudectBe 10 100 mr BrarouutenbHOo (Ha 100 M umu 100 T sxuakoit
JICKapCTBEHHON ()OPMBI JIUIsl BHYTPCHHETO MPUMEHCHUS ),

B) TiceBaodeApruHa THAPOXJIOPHUI B KoJM4YecTBe, He mpebimatomeM 30 mr (Ha 1 103y TBepaoit
JIeKapCTBEHHOH (popMbI);

r) mnceBaoddenprHa TUAPOXJIOPHA B KOJIMYECTBE, HE MpeBblmatonmieM 30 Mr, B COYETAaHUU C
JeKkcTpoMeToppaHoM TuApoOpPOMHUIOM B KojuuyecTBe, mpeBbimatomeM 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHON (OpMBI);

n) JAekctpomeropdaHa TUApPOOpoMUA B KojJuuecTBe, mpesbimatromem 10 mr, u go 30 wmr
BKJIIOUMTENBHO (Ha 1 103y TBEpOH JIeKapcTBEHHOM (hOpMBI);

e) (penobapbuTan B konuuectse, npespimatonieM 20 mr, u g0 50 Mr BkiIrouMTenbHO (Ha 1 103y
TBEPJI0 JIEKapCTBEHHOM (hOpMBI);

K) (enobapOutan B kosnmyectBe A0 20 MI BKJIIOYUTENBHO B COYETAHHU C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJHuecTBa (Ha 1 103y TBepAOH JieKapCTBEHHOM (opMbl);

3) XJIOpAMA3eToKCHa B KoauuecTBe 10 10 Mr BKIOYUTENbHO (Ha 1 703y TBEpOi JeKapCTBEHHOM
dbopMbI).

12. Tlpn Ha3HAYEHWH JIEKAPCTBEHHOTO IpernapaTa WHIWBUAYAIbHOTO W3TOTOBJIEHUS B pEUENTEe Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMmMe 3JIEKTPOHHOTO JOKYMEHTa HaMMEHOBAaHUs
JIEKapCTBEHHBIX CpPENCTB (BellecTB), BKIIOUYEHHbIX B mepedyeHb [IKY, ykaspiBatoTcs B Hauaie
penenTa, 3aTeM - BCE OCTAJIbHBIE HHIPEIUEHTHI.

13. Ilpu Ha3HaueHMM JIEKApCTBEHHOTO Ipenapara B pelenrte Ha OyMaKHOM HOcHUTene U (WiH)
peuente B (hopMe AIIEKTPOHHOTO JTOKYMEHTA 3alpeliaeTcs MPeBbIIaTh KOIMYECTBO HAPKOTHUECKUX
CPEICTB WM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pEIenTe,
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ycraHoBiieHHOe npuinoxkeHueM N 1 k Hacrosiemy [lopsiaxy, 3a HCKIIOUEHUEM CIydaeB, yKa3aHHbBIX
B IIyHKTax 15 u 24 nacrosiuero [opsaka.

14. Ilpy Ha3HaYeHUM JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B nepedeHb [IKY, no3a xoropbix
IPEBBIIAECT BHICIIMN OJHOKPATHBIM IMpUEM, MEIULMHCKMA paOOTHUK 0003HAuyaeT 103y 3TOro
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaKHOM HOCHUTENE IPOIUCHIO C IPOCTABICHUEM
BOCKJIMLIATEIBHOIO 3HAaKa U (WJIM) IPOCTABIsET BOCKIUIATEIbHBIN 3HAaK IpU 0(OPMIICHHH peLenTa
B ()OpMe 3IEKTPOHHOTO JOKYMEHTA.

15. KonuuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpernapaToB, BKIOUYEHHBIX B nepedeHb [IKY, npu
OKa3aHUM MalUEeHTaM, HYXIAIOUUMCA B JIMTEIHHOM JICUCHUU, TEPBUYHON MEIUKO-CAaHUTapHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKOM MOMOIIM MOKET OBITh YBETMYEHO C YYETOM KIMHUYECKUX
pexomeHanuil He 0oJiee YeM B 2 pa3a 10 CPABHEHMIO C KOJIMYECTBOM HAPKOTUYECKUX CPEICTB MM
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM pELENTE, YCTAaHOBIECHHBIM
npuwioxenueM N 1 k nHactosimemy [Hopsaxy.

B ciydasix, mpeaycMOTpeHHBIX a03aleM MepBhIM HACTOAIIETO MyHKTA, Ha pPelenTax Ha OyMakKHOM
HocuTene mnpousBoAuTcs Haanuch "llo crnenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHAs
MOJIMMCHI0 MEAWIIMHCKOTO PAa0OTHHUKA M TIEYaThI0O MEAWIIMHCKOW opranm3aruu "J{ns penenTos", Ha
perentax B (opMe SIEKTPOHHOrO JOKyMEHTa mpousBoautTcss otMmeTrka '"I[lo cmenuanbHOMY
Ha3HAuYeHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJCKTPOHHOW TOIIHCH
MEAUIIMHCKOTO pabOTHHKA.

16. CocrtaB JeKapCTBEHHOIrO Ipernapara, JeKapcTBeHHas ¢dopma U oOpalieHne MEIUIIMHCKOTO
paboTHuka K (apmaneBTHUYeCKOMY paOOTHUKY 00 OTIYCKE JICKapCTBEHHOTO IIperapara Ha
OyMaXHOM HOCHUTEIIe OOPMIISIFOTCS HA JIATUHCKOM HJIM PYCCKOM SI3bIKE B POJIUTEIIBHOM TAACKe, 32
UCKJTFOUeHHEM O(OpMIICHHUsI pelenToB B ()OPME DIICKTPOHHOI'O JIOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu oopmiieHnn penenTypHbIX OJaHKOB JOMYCKAETCsl UCIOIb30BaHUE COKPALIEHUH (MPUIOKEHHE
N 2 k Hactosiemy [lopsaxy).

IIpn Ha3HayeHUM JIEKApCTBEHHOI'O IIpernapara HeE JOMYCKAeTCs COKpPAIEHWEe HAauMEHOBAaHHUU
UHIPEIUEHTOB, COCTABIAIOIIMX JIEKAPCTBEHHBIN IIpenapar, HEe MO3BOJIAIOIUX YCTaHOBUTH, KAaKOU
MMEHHO JIEKapCTBEHHBIN Ipenapar Ha3HA4YEeH.

17. Crioco6 mpuMeHeHus JeKapCTBEHHOIO IpernapaTa 0003HauyaeTcsl ¢ yKa3aHWEM IyTH BBEIEHUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENBHO CHa (YTPOM, Ha HOYb) M €r0 JUINTEbHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTPeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (10 eJ1bl, BO BpeMs €/1bl, ITOCIIE €1Ibl).

18. Ilpu HEOOXOAMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHE JBYX pabouyux IHEH) OTIycKa
JIEKapCTBEHHOTO TIpernapaTa MalUeHTy B BEpXHEW wvacTh peuenta Ha OyMaKHOM HOCHTENe
NpOCTaBISAIOTCS  00o3HaueHuss "Cit0" (cpouno) wmm "statim" (HememeHHO). AHAIOTHYHBIE
0003HaueHHsI MPOCTABIIAIOTCS B BUJE OTMETOK MU OpOPMIIEHHH pelenTta B popMe 3JIEKTPOHHOTO
JTIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOIO JIEKAPCTBEHHOTO Mpenapara B perente Ha OyMaXHOM
HOCHUTEJIe WU perente B opMe AIEKTPOHHOIO JOKYMEHTa KOJUYECTBO JCHCTBYIOIIUX BEIIECTB
YKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIHMEW MO MEIUIIMHCKOMY MPHUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTuMo yka3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX IPENApaToB CUCTEMHOIO JAEHCTBUS
(17151 pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabaeTKH, TOPOLIKH,
KaricyJsbl) Kak cojiepsKaHhe OJJHOTO WIIM HECKOJIBKHUX JIeHCTBYIOIIUX BEIIECTB B €AMHUIIAX MAcChI (B



rpamMmax, MuDIArpamMmax). JlomycTHMo yKa3blBaTh JO3MPOBKY JIEKAPCTBEHHBIX MPENapaToB
CUCTEMHOTO JAeicTBHUsS (i1 pe30pOTUBHOTO MPUMEHEHHS) B KHUJIKHX JICKAPCTBEHHBIX (opmax
(HampuMep, PacTBOPBI, CYCIICH3MH) KaK COJCpPKaHUE OIHOTO WU HECKOJIbKHX JIEHCTBYIOIIUX
BEIICCTB B CIMHUIAX MAacChl Ha eOUHUIy oObema (Hampumep, MUJUIUTPAMM/MUJUTHIUTP) C
yKazaHueM o011ero oobema JIeKapCTBEHHON (OPMEI.

[Ipu odopmiieHnn Ha3Ha4YeHHs JIGKAPCTBEHHOTO TMpernapara WHIUBUIAYaJbHOTO H3TOTOBIICHUS B
peuenTe Ha OyMa)KHOM HOCHUTENE HJM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPJBIX W CHIMY4YHX (papmareBTHUECKUX CyOcTaHIMid ykaswiBaeTcs B rpammax (0,001; 0,5; 1,0),
KUJKHUX - B MIJUIMIIUTPaXx, rpaMMax U Karisx.

20. Penentsl Ha OyMa)XHOM HocuTelne, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
penentypaom Onanke ¢gopmber N 148-1/y-88 u mpemHasHaueHHBIC AJI OTIYCKA JIEKAPCTBEHHBIX
[pernapaToB, MPEAYCMOTPEHHBIX moamyHKTamMmu 1 - 3 mnynkrta 9 Hacrtosumero Ilopsnka,
JEHCTBUTEILHBI B TCUCHHE 15 qHEH co THS 0POPMIICHHUS.

21. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
perentypaom Onanke ¢opmbel N 148-1/y-04(;1) u nmpeaHa3HaAUYEHHBIE A7 OTIIYCKa JIEKAPCTBEHHBIX
npenapaToB rpaxkaaHaM, ykazaHHbIM B myHKTe 10 Hactosmero [lopsiaka, 1eCTBUTENBHBI B TCYCHUE
30 mueii co aHA odopMIIeHHS, 32 UCKIIOYEHUEM CIydaeB o(pOpMIIEHHUsI pellenTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hactosiero [lopsinka, npu KOTOpBIX OH JA€MCTBUTENEH B TeueHUE 15 nHeH co
JtHST 0()OPMIICHHUS.

22. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (hopMe SJIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
penentypaom Onanke Gopmbel N 148-1/y-04(;1) u nmpeaHa3HaUYEHHBIE 7S OTIIYCKa JIEKAPCTBEHHBIX
npenapaToB TpakJaHaM, JJOCTHTIIAM TIEHCHOHHOTO BO3pacTa, HWHBAIWAAM TIEPBOM TPYIIIHL,
IeTSIM-UHBAIUIAM, a Takke TpaxkJaHaM, CTPaJaloluM XPOHHUYECKHMMH 3a00JeBaHUSIMU,
TPeOYIOMMMH JITUTEIHHOTO KYpCOBOTO JICUSHHsI, IEHCTBHTENBbHBI B TeueHue 90 nHel co IHS
odopmiIeHHs, 32 UCKITIOUEHUEM CIy4aeB, yKa3aHHbIX B MyHKTax 38 u 39 Hacrosuero [lopsnaka, npu
KOTOPBIX OH JI€MCTBUTENIEH B TeUeHHe 15 qHel co aHsS odopMiIeHHUS.

Jns nedeHus XpOHMYECKUX 3a00JeBaHUN yKa3aHHBIM KaTETOpUSM TpakJaH JEKapCTBEHHBIE
npenapatsl ¢ O(QOpPMIEHMEM pEleNnToB Ha OyMaXHOM HOCHUTENIE WM pelenToB B ¢opme
AJIEKTPOHHOI'O JOKYMEHTa MOT'YT Ha3HadaTbCs Ha Kypc jedeHus a0 180 queil.

23. PenenTsl Ha OyMa)XHOM HocHTene, B (GopMe JIIEKTPOHHOTO JOKYMEHTa, Oo(opMmIIeHHBIE Ha
penentypaoMm Omanke Gopmbel N 107-1/y W mpeaHasHa4YeHHBIE IS OTIYCKa JIEKAPCTBEHHBIX
npenaparoB, NpeaycMOTpeHHBIX TyHKTOM 11 Hactosmero [lopsiaka, neiictBuTeNnbHbI B TedeHue 60
IHEeN co THs oopMIIeHHUS.

HpI/I HAa3HA4YC€HHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIaparoB W JICKAPCTBCHHBLIX IIPE€IIapaToB
WH/IMBUYaJIbHOTO M3TOTOBJCHUS MalUeHTaM ¢ 3a00JIeBaHUSAMM, TPEOYIOIUMH JIITUTEIHLHOTO
KypCOBOTO JieueHHs, ¢ opopmiieHHeM Ha pernentypHoMm Omanke ¢opmer N 107-1/y pementa Ha
OyMa)kHOM HOCHTEJEe HJIU B (pOpME 3JIEKTPOHHOI'O JOKYMEHTa YCTaHABJIMBAETCS CPOK JIEHCTBUSA
peLienTa B Impejesax J0 0JHOrO Tofa.

B cnywae ycraHoBieHMsI CpoKa JAEMCTBUSL pelenTta B Mpeaenax J0 OJHOr0 Toja B pelenTe
npou3BoauTcs Haamuch: "[lo cnenuanbHOMY Ha3HaueHHIO", 0003HAYAETCS CPOK JCHCTBUS perenTa
U TEPUOJUYHOCTh OTIYCKAa JIEKAPCTBEHHBIX NPENaparoB W3 AanTeYHOW OpraHu3aluu Wid
I/IHJII/IBI/IJIyaJ'H)HI)IM Hpe)IHpI/IHI/IMaTeJ'IeM, NMCHOIIINM JINIICH3U O Ha (l)apMaHeBTI/I‘IeCKYIO
JEeSTENbHOCTD <14> (e)KeHeAeNbHO, SKEMECSYHO U HHBIE MEePHO/Ibl). JIOTTOIHUTENBHO 3TO YKa3aHHe
3aBep51eTC${ IIOAIMUCHIO MECAUIIMHCKOT'O pa6OTHI/IKa, a TAaKXKEC II€YaTbHO MGI[I/II.[HHCKOﬁ OpFaHI/ISaHI/H/I



"Ilnst perienToB" (sl perienita Ha OyMaKHOM HOCHUTENE) WM YCHJICHHOW KBaJM(DUIIMPOBAHHOU
SHCKTpOHHOfI IIOAIMMCBbHO MCIUIMHCKOI'O pa6OTHI/IKa U Jina, YIOJHOMOYCHHOTI'O 3aBCPsTh
JOKYMEHTBl OT HMMEHH MEIWIMHCKOW opraHm3anuu (s peunenta B (opMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> [lynkr 47 yactu 1 crareum 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OTACIIbHBIX BHAOB JesTenabHOCTH" (manee - demepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akonomatenbctBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PeuenTsl Ha JIEKapCTBEHHbIE Ipemnaparhl, BKIOYeHHble B mnepedeHb [IKY, ana nedenus
HAlMEHTOB ¢ XPOHUYECKUMU 3a00JIeBaHUAMU MOTYT O(hOPMIIITBCS Ha Kype jiedeHus 10 60 nHeil.

B cnyuae, xorma xypc nedenusi coctamisier Oosnee 30 gHE#, MOMOJHUTEIBHO B pelenTax Ha
OyMaxHOM HocuTene npousBogutcs Haamuch "Ilo cmenuanbHOMYy Ha3HAYeHUIO", 3aBEpeHHas
MOJIMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKON opranm3amnuu "J[is perentos", Ha
perentax B (opme SIEKTPOHHOrO JOKyMEHTa mpousBoautTcss otMmeTrka '"[lo cmenuanbHOMY
Ha3HAYeHUI0" C TMPOCTABIEHUEM YCWICHHON KBaJIU(PUIMPOBAHHOW AJIEKTPOHHOM MOJIHMCH
MEAMIMHCKOTO pPAa0OTHHKA U JIMIA, YIOJHOMOUYEHHOTO 3aBepsATh JOKYMEHTbl OT HMEHU
MEJIUIIMHCKOW OpraHu3aluu.

25. Pement Ha OyMaXHOM HocuTesne B (hOpMe DIIEKTPOHHOTO JOKYMEHTa, O(pOPMIICHHBIH C
HapyIIeHHEM YCTaHOBJICHHBIX HacTosmuM [lopsiikom TpeOoBaHMiA, cCUUTaeTCs HECHCTBUTEIBHBIM.

|l. HazHaveHme JieKAPCTBEHHBIX NMPENapaToB NPH OKA3AHUM
MeIMUIMHCKOH MOMOIIU B CTAIIMOHAPHBIX YCJIOBHAX

26. HpI/I OKa3aHUWU IMAllUCHTY MGHHHHHCKOﬁ IMoMOIIM B CTAllMOHAPHBIX YCJIIOBUAX HA3HAYCHHC
JICKAPCTBCHHBIX IIPCIIApaTOB IIPOU3BOAUTCA oe3 O(l)OpMJ'IeHI/I}I peneita MCAUIHHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIFOUCHHUEM CJIYYaCB, YKa3aHHBIX B ITYHKTC 27 HaCTOAIICTO Hopsu:[Ka.

27. CornacoBaHM€ HAa3HAYECHMs JIEKAPCTBEHHBIX MPENapaTroB C 3aBEAYIOLIUM OTICICHHEM MU
OTBETCTBEHHBIM JIS)KYPHBIM BpadyoM JIMOO APYTUM JIMIIOM, YITOJHOMOUYEHHBIM MPUKA30M TJIaBHOTO
Bpaua MEIMLMHCKONW OpraHu3aldy, a Takke, [pU HaJIWuud, C BpauoM - KIMHUYECKUM
(dapMakos0roM HEOOXOIUMO B CITydasix:

1) oIHOBpEMEHHOTO Ha3HAUYEHUS MSATH U 0o0Jiee JIEKapCTBEHHBIX MPENapaToB OJJHOMY HaIEeHTY;

2) Ha3HAYEHHUS JICKAPCTBEHHBIX MPENaparoB, HE BXOAIINX B IEPEUCHb KUZHEHHO HEOOXOIUMBIX U
BO)XHEHIINX JICKAPCTBEHHBIX MpenaparoB <15>, npyu HETUNMYHOM T€YEHUHU 3a00JIeBaHUs, HATMYUU
OCJIO’)KHEHUH OCHOBHOIO 3a00jeBaHHs W (WMJIM) COMYTCTBYIOLIUX 3a00JjieBaHUM, MpPH Ha3HAYEHHUU
JIeKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM MO WX TPUMEHEHUIO NPHUBOJAT K CHIKEHHIO 3()(EeKTUBHOCTH U 0€30MacHOCTU
bapmakoTepanuu 1 (WIK) O30T NOTEHIIMATIBHYIO OMACHOCTD JUIS KHU3HH U 37I0POBbsS AIIUEHTA.
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<15> Yactu 1 cratem 60 ®enepambHoro 3akoHa N 61-O®3 (CobOpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX ciy4asx Ha3Hau€HUE JIEKAPCTBEHHBIX MpernaparoB (DUKCHPYETCS B METUIIMHCKOM
JOKYMEHTAIIMU TAIUEHTa W 3aBEpsAeTCs] MOJMUCHI0 METUIIMHCKOTO PAOOTHHKA M 3aBEIYIOIIETO
oTJIelieHneM (OTBETCTBEHHOTO JIeKYPHOTO Bpaya Wi JIPYroro yroJHOMOYEHHOTO JIULA).

28. MenuuuHCKU paOOTHUK MEIUIMHCKOW OpraHu3alMu (€€ CTPYKTYpHOTO MOJpa3esIeHus),
pAcIIOIOKEHHOM B CEJIbCKOM HACEJIEHHOM IIYHKTE, OCYLIECTBISET HAa3HAYCHHE JICKApCTBEHHBIX
IIPENapaToB B cilyyasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosuero [lopsaka, eAMHONUYHO.

29. Tlo pemeHuio BpauyeOHONH KOMHCCHUU TAIIMEHTAM MPH OKAa3aHWW MM MEIUITMHCKOW MOMOIIN B
CTAallMOHAPHBIX YCIOBUSIX HAa3HAYAKOTCS JICKAPCTBEHHBIC IMPEMaparhbl, He BKJIIOYCHHBIC B TIEpEUYCHb
YKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydae WX 3aMEHBI U3-3a
WH/IMBUYAJIbHOW HENIEPEHOCUMOCTH, 110 KHU3HCHHBIM MTOKA3aHHSIM.

Pemenne BpaueOHON KoMUCCUM (PUKCUPYETCSI B MEIULIMHCKON JOKYMEHTALMM MTAllMEHTa U KypHaje
BpaueOHOW KOMHCCHUH.

30. B cmydasx oOcienoBaHUsl U JIEYEHHs TIpaKIaHUHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IIPEIOCTABIICHUSI MEJUIIMHCKUX YCIYr HAa BO3ME3JHOM OCHOBE 3a CYET JIMUHBIX CPEACTB Ipak]aH,
CPEACTB IOPUIMYECKUX JIMI[ U HMHBIX CPEJICTB Ha OCHOBAaHMU JIOTOBOPA, B TOM YHCIIE JOrOBOpa
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHs <16>, eMy MOTYT OBbITh Ha3HAYCHBI JICKAPCTBCHHBIC
npenaparbl, He BXOASIIME B IEepeuyeHb XKM3HEHHO HEOOXOJUMBIX M BAXKHEHWIIMX JIEKApPCTBEHHBIX
[IPENapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMU ITOKa3aHUSIMH.

<16> Iloctanosnenue [IpaButenscrBa Poccuiickoit @enepannu oT 4 oktaopst 2012 r. N 1006 "O6
yrBepxkaeHuH [IpaBui mpepocTaBieHUs MEAMLMHCKUMHU OpPraHU3alMsIMU IUIATHBIX MEIUIIMHCKUX
yeyr" (Cobpanue 3akonoaatenbcTBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKA3aHUH
MEePBUYHON MEIUKO-CAHUTAPHOW MOMOLIHA, CKOPOH MeTUIUHCKOU
MOMOIIU U NAJJIUATUBHON MeIUIUHCKOU MOMOIIH

31. Ilpm oka3aHuM NEPBUYHOW MEAMKO-CAHWTApPHOM IOMOIIM W NAJJIMATUBHONW MEAMIIMHCKON
MOMOIIN B aMOYJIaTOPHBIX YCIIOBUSIX Ha3HAu€HUE JIEKapCTBEHHBIX IPENapaToB OCYLIECTBISETCA
MEIUIUHCKUM paOOTHUKOM B CIIydasX TUIIMYHOTO TEUEHHUs 3a00JIeBaHUS MallMEHTa HCXOIS M3
TSOKECTH U XapakTepa 3a00JIeBaHUs.

32. Ha3HaueHue JIeKapCTBEHHBIX MpENapaToB MO PEIICHUI0 BpaueOHOW KOMHUCCHUU TPU OKa3aHUU
MEPBUYHON MEIUKO-CAaHUTAPHOU MOMOIITH, TAJUIMATUBHOW MEIUITMHCKON MTOMOTIN B aMOyIaTOPHBIX
YCHOBUSAX MPOU3BOAUTCA B CIIyYasix:

1) OOTHOBPEMCHHOI'O HA3HAUCHUA OJHOMY IMAIUCHTY IATH U Ooitee JICKAPCTBCHHBIX HPCIAapaToB B
TECYCHHUEC OJHUX CYTOK HJIM CBBIIIC ACCATU HaMCHOBAHWI B TCUCHUE TpUuauaTu }IHeﬁ;

2) Ha3HAueHMs JIEKApCTBEHHBIX NpEnapaToB MpPHU HETHIWYHOM TEYEHHUU 3a00JIeBaHUs, HATUYUH
OCJIO’)KHEHUH OCHOBHOIO 3a00jeBaHHUs W (WMJIM) CONMYTCTBYIOLIUX 3a00JjieBaHUM, MpPH Ha3HAYEHUU
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JIEKapCTBEHHBIX NPENapaToB, 0COOCHHOCTH B3aMMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM 10 MX NPUMEHEHUIO NPUBOJAAT K CHIKEHHIO 3()()EKTUBHOCTH M 0€30MacHOCTH
JI€YCHUS MalMeHTa U (WIN) CO3aI0T NOTCHIUAIBHYIO OIIACHOCTD IS )KU3HH U 3/10pOBbS ITALIUCHTA,

3) mNepBUYHOrO HA3HAYEHUS MALMUEHTY HAPKOTHYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenapato cnuckoB Il u Il Ilepeuns (B ciiydae nNpuHATUS PYKOBOJUTENIEM MEIULMHCKOU
OpraHu3alMi peleHUsT O HEeOO0XOAMMOCTH COIJIaCOBaHMsI HA3HAYEHUS TaKUX JIEKapCTBEHHBIX
npernapaToB ¢ BpaueOHOW KOMHCCHUEH).

33. IloBTropHOE Ha3HAYeHHE HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
cnuckoB |l u [l Ilepeynss npousBOAUTCS MEIULMHCKAM PpPaOOTHUKOM CAMOCTOSATEIBHO WM
€IMHOJIMYHO 0e3 ydacTHsi BpaueOHOM KOMHCCHUU MallMeHTaM C BbIPQ)KEHHBIM OO0JIEBBIM CHHIPOMOM
Tr000T0 TeHe3a, HapyIICHUEM CHa, CYyJOPOXHBIMH COCTOSHHUSIMH, TPEBOKHBIMU PAaCCTPOMCTBaMH,
$hoOUIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oka3aHMM CKOpPOM MEIMLMHCKOM IIOMOILM JIEKAPCTBEHHBIEC IIperapaTbl Ha3HA4YarTCs
MEAMIMHCKUM PpPaOOTHUKOM BBIE3IHON OpHrajbpl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIUIUHCKON OpraHu3alyu MpH OKa3aHUM MEIUIMHCKON MMOMOIIM IpakaaHaM MpH 3a00JIeBaHuUsX,
HECUACTHBIX CIlyyasix, TPaBMaxX, OTPABJIEHUSAX U JPYrUX COCTOSHHUSX, TPEOYIOLIMX CPOYHOIO
MEIULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCcTBEHHBIX MPENapaToB rpaskIaHamM, MMeE UM
NPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHBIX NMPenapaToB Wid
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENapaToB €O CKUJAKOM, IPH 0KA3AHUH

NMEePBUYHON MEeTUKO-CAHUTAPHON MOMOIIU

35. Ilpu oka3aHUM TEPBUYHON MEAMKO-CAHUTAPHOH TMOMOIIM Ha3HAYEHHE MEIUIIMHCKUM
pabOTHUKOM Ha OCHOBE KIWHUYECKHX PEKOMEHIAIMA W C YYeTOM CTaHJApTOB MEIWIIMHCKOW
nomor <17> JeKkapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OECIIaTHO WM CO CKHUIKOM,
rpaKaaHaM, UMEIONIUM TIPaBO Ha OOeCIeueHHe JICKApCTBEHHBIMH IpenaparaMu 3a CYEeT CPEJICTB
OIO/KETHBIX aCCUTHOBaHUU (enepanpbHOro Oromkera U OKOKETOB CyOBeKTOB Poccuiickoii
®deneparnyu, ocymiecTBIsseTcs Ha perentypHoM Oranke N 148-1/y-04(a).

<17> Crartbs 37 ®enepansHoro 3akoHa N 323-®3 (CobOpanue 3akoHOJaTeNbCTBA Poccuiickoii
Oeneparnun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopmiienun penenta Ha Onanke ¢opmel N 148-1/y-04(;1) Ha OymMa)kHOM HOCHTENE
0OPMIISIOTCS TBA SK3EMIUISIPa, OAMH M3 KOTOPHIX OCTAETCS B allTEYHOW OpTraHW3aIliH, BTOPOU - B
MEIUIUHCKON TOKYMEHTAIMY NallueHTa.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHIapaThl I'paXjaHaM, UMCIOHNIUM IIPpaBO Ha OecraTHOE
MOJIYYCHHE JICKAPCTBCHHBIX IMPCIIapaTOB WM IMOJTYUYCHUC JICKAPCTBCHHBIX ITPEIIapaToB CO CKHﬂKOﬁ,
TaKXC UMCIOT:

1) MmenuuuHCKHE pabOTHUKH, pabOTaOIIMe B METUIIMHCKON OpraHU3aliy 0 COBMECTUTEILCTBY (B
Ipeienax CBOEH KOMIIETEHIINHN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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2) MeAMIMHCKUE paOOTHUKU CTAIllMOHAPHBIX OpraHU3aluil COLMAIBHOTO OOCITYXHBAaHUS IIpU
HaJIUYMK JHUIEH3UA Ha OCYIIECTBICHUE MEIUIIMHCKON JesATeIbHOCTH <18>, mpemycMaTpuBaroliei
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIWKO-CAHUTApHON MOMOIIU B
aMOYJIaTOPHBIX YCIOBUSAX (HE3aBUCHMO OT BEJOMCTBEHHOU MPUHAJICKHOCTH);

<18> IyskT 46 yactu 1 crateu 12 ®enepanpuoro 3akoHa N 99-03 (Cobpanue 3akOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MeauuuMHCKME pPAOOTHUKM  MEIUIMHCKUAX  OpPraHU3alMif, OKa3bIBAIOIIMX MNEPBUYHYIO
MEIMKO-CAHUTAPHYIO IIOMOlIb, IOABEJIOMCTBEHHBIX (elepalbHbIM OpraHaM HCIOJIHUTEIbHON
BJIACTH WJIM OpraHaM MCIOJIHUTEIbHOU BiacTH cyObeKkToB Poccuiickoii @eneparui;

4) WHAUBUAYAJIBHBIC TPCANPUHUMATCIIN, OCYILICCTBIIAIOINEC MCIAUINUHCKYHO OCATCIBHOCTL H
BKJIFOYCHHBIC B PECCTP MCIAUIMHCKUX OpFaHI/ISaHPIfI, OCYHICCTBIIAOINX ACATCIIBHOCTL B C(bepe
0013aTeNLHOr0 MCAUILUHCKOI'O CTPpaXOBAHHA.

37. Ilpu Ha3HaueHHM JIEKAPCTBEHHBIX MpenapaToB IpakaHaM, UMEIOIIMM IpaBO Ha OecruiaTHoe
NOJIyYEHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJYyYEHHE JIEKaPCTBEHHBIX MPENapaToB CO CKUIKOM,
B peLenTe YyKa3bIBaeTcs HOMEp TejaedoHa, M0 KOTOpoMYy paOOTHUK alTeYyHOW OpraHM3aluu IpU
HEOOXOJUMOCTH MOXKET COIJIacoBaTh C MEIUIMHCKUM paOOTHUKOM 3aMEHy JIEKapCTBEHHOTO
npernapara.

38. HazHaueHne HapKOTUYECKUX U IICUXOTPOMHBIX JIEKapCTBEHHBIX NpenapaTos cnucka Il [lepeuns
(32 MCKIIIOYEHWEM JIEKapCTBEHHBIX IIPENapaToB B BUAE TPAHCACPMAIbHBIX TEPaNeBTUYECKUX
CHUCTEM, a TAaKXKC JICKAPCTBCHHLIX MPCIAapaToOB, COACPIKAINNX HAPKOTUUICCKOC CPEACTBO B COUCTAHUU
C AHTAarOHUCTOM OIMOMJHBIX pEIENTOpOB) TIpaxJaHaM, HMEIOIIMM MpaBo Ha OecruiaTHOe
MOJIYYCHHE JICKAPCTBCHHBIX IMPCIIApaTOB WM IMOJTYUYCHUSA JICKAPCTBCHHBIX IMPEIIapaTtoB CO CKI/II[KOI\/’I,
ocyuecTBisieTcss Ha peuentypHoM Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JIONOJIHUTENBHO
odopmisiercs perent Ha peuentypHoM Omanke Gopmbr N 148-1/y-04(1) (B 1BYX K3eMILISIpax MpH
oopmieHnr Ha 6yMa)XHOM HOCHTEIE).

39. Ha3HaueHHe HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX MpenaparoB cnucka Il Tlepeuns
B BUJIC TPAHCAECPMAIBHBIX TEPANEBTUUYECKUX CHUCTEM, HAPKOTHUECKUX JICKAPCTBEHHBIX MPETapaToB
cnucka II Ilepeuns, coxepkaliux HApPKOTHYECKOE CPEJICTBO B COYETAHWU C AHTarOHUCTOM
ONMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBIX mpenaparoB cmnucka Il Tlepeuns,
JIeKapCTBEHHBIX IpenaparoB, BKIIOUeHHbIX B nepedeHb [IKY, coxepxamuxcs B MOANYHKTE 2
nyHkta 11 Hactosmiero [lopsaka, mpeaHa3sHaYSHHBIE TS JICYCHUS TPaXKIaH, UMEIOIINX MPaBo Ha
OecrutaTHOE MOJyYeHHE JIEKAapCTBEHHBIX MPENapaToB MIIHM MOJTyYeHHE JIEKapCTBEHHBIX MpEenapaToB
CO CKHUIKOW, OocymecTBisieTcs Ha pernentypHbix Omankax ¢gopm N 107-1/y m N 148-1/y-88,
KOTOPBIM JIOTIOJTHUTENFHO O0(OPMIISIETCS pelienT Ha penentypHoM Omanke ¢popmbl N 148-1/y-04(i)
(B IBYX 3K3eMILIApax Mnpu oGpopMIeHUH Ha OyMaKHOM HOCHUTETIE).

Ipunoowcenue N 1
k Ilopsoky nasnauenus
JIeKapCMBEeHHbIX NPenapamos,

ymeepofcdeHHomy npuKasom
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Munucmepcmea 30pasooxpanerus

Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB UJIN
IICUXOTPOIIHbBIX BEIIECTB, KOTOPOE MOXET
BbITh BBIIIUCAHO B OAHOM PEIEIITE

N /o MexayHapoaHOE HEITATEHTOBAHHOE @dopMa BBIIYCKA U Komungectso
HalMEHOBaHNUE HAPKOTUYECKOI'O U JI03UpPOBKa
TICHXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara

1. bynpenopdun + Hamokcon TabneTku 60 TabneTok
cyOonunreansHbie 0,2 mr|(ynakoBka, kpaTHas N
+ 0,2 Mr 20)

2. bynpenopdun PactBop Ay ubekui, 30 ammyn
0,3 mr/ma 1 mn (ImpuI-TEOOMKOB)

3. bynpenopdun TpaHcaepMaabHbIT
[TaCTBIPh
35 MKr/4ac 20 rutacTeipeit
52,5 MKr/4ac 10 mtacteipeit
70 MKr/4yac S macTelpen

4. Mopdun PacTBop 11 nHBEKLUH, 20 amITyi
[pacTBOp U1 (IIpUL-TFOOUKOB)
MO/TKO’KHOTO BBEICHHSI
10 mr/mit 1 ma

0. Koneun + Mop¢un + Hockanun + PactBop miis 20 ammyn

[TarmaBepun + Tebaun IOJKOKHOTO BBEICHUS

0,72 +5,75+ 2,7 + 0,36
+ 0,05 mr/mir 1 M
1,44+115+54+0,72
+ 0,1 mr/m 1 Mo

6. Tpumenepuaux Tabnerku 25 mr 50 TabieTok

7. TpumenepuinH PactBop miia nHbeKME 20 aMITyIn
10 mr/mi 1 M (IIpHUI-TIOOUKOB)
20 mr/mi 1 mi

8. Mopdun TaGnerku (kancynsl) 180 TabGnerok (karcym)

[TPOJIOHTUPOBAHHOTO
el cTBUS

10 mT

30 Mr

60 mT

100 mr

60 TabyeTok (Karcymn)
40 TabneTok (Karcyn)
20 TabeToK (Kamcyn)
20 TabneTok (Karcyn)




200 mr

0. Mopdun TabneTkn
S mr 100 Tabnerox
10 mr 100 TabyieTox
10. Mopdun Karum i1 npuema 4 pnakona
BHYTpH 20 mr/mut 20 mi
11. Mopdun PacTBop 11 Ipuema
BHYTPH (MOHOO3BI)
2 Mr/mMi 5 mit 100 amrryi /3
6 Mr/MJ1 5 M 80 ammy /3
20 Mr/mi1 5 M 30 ammyn /9
12. OxcukonoH + Hamokcon Tabnerkn
[IPOJIOHTUPOBAHHOTO
ITEeCTBUSA
5 Mr + 2,5 Mr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 mMr 20 TabneTox
13. [TponmonmndenmmTokcudTUINUIepuaArH| [ adneTku 3amednsie 20 (SO TabaeTox
M
14, DeHTaHnI [1nacTeipb
12,5 Mkr/gac 20 mmacTeipeit
25 MKr/4ac 20 miacTeipeit
50 MKr/49ac 10 nmacteipeit
75 MKr/4yac 10 rutacTeipeit
100 Mkr/gac 10 nutacteipeit
15. DeHTaHn Cripeil Ha3aJIbHBIN

dakon 50 MKr/mo3a
2,0 mi (10 no3)

3,2 mut (20 m03)

5,0 mi (40 103)
dakon 100 Mxr/mgo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 m03)
dakon 200 MKr/mo3a
2,0 mu1 (10 103)

3,2 Mt (20 m03)

5,0 M1 (40 103)

24 ¢rakoHa
12 ¢pnakoHoOB
6 ¢1akoHOB

12 pnakoHoB
6 pakoHOB
3 (akoHa

12 pnakoHoB
6 pakoHOB

3 prakona

Ipunooscernue N 2

K I[lopsoky naznauenus

JIEKApPCMeEEHHbLX npenapamaoe,

VMBEPHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxparenus



Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasoyno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHUIO

COKPAIIEHUA ITPU O®OPMJIEHUMU PELEIITOB

N | Coxkpaienue [TonHOE HamucaHue [IepeBon
n/n

1. J|aa ana 110, IOPOBHY

2. lac., acid. acidum KHCIIOTa

3. |aer. aerozolum 3P 030J1b

4. lamp. ampulla amIryna

5. [aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OUYHIICHHAS

7. |but. butyrum Macyio (TBepaoe)

8. |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (Iycts Beigano, [lycts
OyIeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Briaii, 0003Ha4b [IycTh Oymer
BBIIaHO, O003HAYECHO

12. |D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbLIaHBI)
[TAaKKE JIO3bI

13. (dil. dilutus a3BEJICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Pa3nenn Ha paBHbIC YacTH

15. lemuls. emulsio PMYIIBCHSI

16. [extr. extractum PKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [Tycth 0Opasyercs (0Opa3yroTcs)

19. [gran. granulum rpaHyIbI

20. ot gtt gutta, guttae Karuisi, Karuix

21. |ott. peror. guttae peroralis KaIIH JUIs IpueMa BHYTPh

22. |inf. infusum HacToM

23. |inamp. in ampullis B amMITyJax

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

25. |[in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKAX C MPOJIOHTUPOBAHHBIM
BHICBOOOKIEHUEM

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

obhd.

BBICBO60)K)1€HI/IGM, HOKpBITI)IX
000JIOUKOM




27. |in tubul. in tubulis B TIOOMKAxX

28. |lin. linimentum ITHHHMEHT

29. |lig. liquor PKUJIKOCTD

30. |lot. lotion ITOCHOH

31. |m. pil. massa pilularum ITIOJIbHASE Macca

32. |membr. bucc. membranulae buccales [UICHKHU 3alICYHbIC

33. M. Misce, Misceatur Cwmerait
(ITyctp Oyner cmeniaHo)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YUCIIOM

36. [ol. oleum MaciIo (GKUIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae VTIOJIS], THITIOJIH

39. |p. aeq. partes aequales ABHBIC YACTH

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

41.  |pulv. pulvis OPOIIOK

42. (q.s. quantum satis CKOJIBKO MOTpeOyeTcsi, CKOJIBKO
HaJl0

43. ., rad. radix KOpEHb

44.  Rp. Recipe Bo3bMu

45.  [Rep. Repete, Repetatur [loBTopu (Ilycts Oyner
MMOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIE

A7. S Signa, Signetur 0O603naub ([IycTh Oymer
0003HaYEHO)

48. isem. semen cems

49. simpl. simplex pOCTOM

50. [sir. Sirupus crpon

51. |sol. solutio acTBOp

52. [spr. Spray crpeit

53. [spr. nas. spray nasale CIIpel Ha3aJbHbIN

54. |supp. suppositorium CBEYa, CYMIO3UTOPHIA

55. [susp. Suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HacTOHKa

58. [tubulis tubulis TIOOUKH

59. |STT Systema Therapeutica TpancnepmanbHas

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

Ipunooscernue N 2

K npuxasy Munucmepcmea 30pasooxpaHenuist

Poccuiickoti @edepayuu

om 24 nosaops 2021 . N 1094n



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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMuMHCKasad IOOKYMeHTalWud

HamMeHoBaHMe (WTaMil) dopma N 107-1/y

MEeOUIIMHCKOM OpTaHM3aLmun YTBepXxIeHa IPpUKa30M
MyHMCTEpPCTBA 3OPABOOXPAHEHUI
Poccurickonm denmepaumu

orT 24 HOs0psa 2021 . N 1094H

PEUEIIT
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)
"o 20 T.
damMmnima, MHMLUMAJE MMEHM M OTdecTBa (IOoCJelHee — [OPM HaJIMuMM)
naureHTa
DaTa poxnmeHUA
daMmImMsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJielIHee -— MIPU HaJUuuM)

Jleyvamero Bpada (Qernbamepa, akKylepKu)




py0O. |kom. |Rp.

py©O. |komo. |Rp.

[Toonucso

M redvaThk Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt mencrBuUTeJiIeH B TeueHme 60 pgHewm, mo 1 roma ( )

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O Has3HaUYeHUU
JIEKAPCTBEHHOT'O IpernapaTa
IO PEUeHMI BpaduebOHOM KOMUCCUU

[IopuroroBm [TpoBepm OTnycTni




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

MyHMCTEPCTBO 3OPaBOOXPaHEHUH Kon ¢opmel nmo OKYI 3108805

PoccumickoM Odenepalum MemomumHCKkasa IOOKyMeHTalus
dopma N 148-1/y-88

HauMeHOBaHMe (wTamil) YTBepXIOeHa IPUKas30OM

MeIMLVHCKOM OpIraHM3aLUM MyHMCTEPCTBa 3OPABOOXPaHEHUI
Poccumickom demepaluun

HamMeHOBaHMe (wTamil) orT 24 HOs0psa 2021 . N 1094H

MHOVMBMIOYAJIEHOTO NPeANpPUHUMAaTEN

(yxkazaTe ampec, HOMEep UM OaTy JMULEeH3UMU,

HaVMMEHOBAaHMeEe opraHa I'OCYyIapCTBEHHOM BJIACTH,

BHIDABUIETO JIMLIEH3UIO)

PELEIT "o 20 T,
(DaTra odopMIIeHUA-pPELEeNnTa)

(B3pOCHLI, IeTCKUM — HYXHOE IMONUEePKHYTH)

daMmnIMsa, MHULMAJE MMEHM M OT4UecTBa (IocjiemHee — MNPU HaJIUUUM)
nauveHTa




DaTa poxneHmd

Anpec MecCcTa KMTEJIBECTBA nJjinm N MeIULIMHCKOM KapTEeI aM6ynaTopHoro
IIanureHTa, IoJiydJarnumero MeIMIVMHCKYII IIOMOIIb B aMGVJTaTOprIX YCIJIOBMAX

damMmIMsa, MHMUOMAJE MMEHM M OTdUecTBa ([IocjienHee — I[IPpM HaJM4dMUM)
Jedamero Bpada (dpenbrmepa, akKylepKu)

[lognuce M HedvaThb Jeyaller'o Bpauda M.II.
(nopnmuce Qesprnuepa, aKyWEepKH)

PellenT ImeMCcTBUTEJIEH B TeueHMe 15 nHen

OBbopoTHasa CTOpPOHA

OTMeTKa O Has3HaUYeHUU
JIEKAPCTBEHHOT'O IpernapaTa
IO PEUEeHMK BpadebOHOM KOMUCCUU

[TourorToBmMI [TpoBepmi OrnycTuin

®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/¥-04 (JI)



MUHMCTEPCTBO 3OpaBOOXPaHeHUd YTBEPXIEHA
Poccumickom demepaumm MECTO IJiA npmkaszoM MuMHMCTepCTBa
MNTPUXKOIOA <*> 30PaBOOXPAaHEeHUA
Poccumickom demepaumum
or 24 Hosabps 2021 r.
N 1094H

ITam

Konm MemMUMHCKOM OpTraHM3alum

ITam

Konm mMHOMBUIOyaJIbLHOT'O npeniprHMaTeJ d

Kon ¢dopmer mo OKYI 3108805

®opma N 148-1/y-04 (m)

Kon Kono ICTOUHUK OQMHAHCUPOBAHMA: [$ OIJIATH :
KaTeropumn HO3O0JIOTUYECKON |((IIOOUEePKHYTh) (IOOUEepPKHYTH)
rpaxnaH bopmer (mo MKE)

1. OenmepallbHEM OIXET 1. BecnmnaTHO



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

o\

2. Bomxer cybwmekTa 2. 50
Poccumckom demepaumnm

3. MyHMUMIOAJNbHBENM OwlmxeT |3. MHOM %

PELEIT Cepusa N ODaTa odQopMJIEeHMUA : 20 1.

daMmaInsa, WMHMLUMAJE MMEeHM UM OoTuecTBa (rocrnemHee -—
IpM HaauuuM) IDalMeHTa ODaTa poxXIoeHus

CHIWJIC

N nosmca
obg3aTeJIbLHOTO
Me IVIIVMHCKOTI'O
CTpaxXxoBaHMA:

HOMep M@HMLI,MHCKOIZ KapTel naumMeHTa, I[IOoJIiydarmeIl'o MeIMUMHCKYIO IIOMOIBb B
aMOyJIaTOPHEIX YCJIOBUAX

damMmnima, MHMLUMAJE MMEHM M OTdeCcTBa (IOoCJelHee — [OPM HaJIMuMM)
Jledyamero Bpada (bernpOmepa, akylLepKu)

Pyb6. Korm. 2T
5w
2 e 1 = T

[lognuce M nedvaThb JledalleI'o Bpauda M.II.

(momonmce Qesbaumepa, aKylepKu)



PeuenTt gpgemcrBuUTeJsieH B TeueHue 15 mHem, 30 gaem, 90 nHem
(HyXHOe MNOIOYEePKHYThH)

———————— (3amoyiHgeTCa CHeuMaJMCTOM alTeUYHOM OpTaHM3aluu) ———————-—

OTHyHmeHO IO peLenTy:
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KOMITBIOTEPHEIX TEXHOJIOTMIA.

Ipunooxcenue N 3

K npuxasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoi @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJOK OPOPMJIEHUSA PELEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YYUETA U
XPAHEHUA

I. Opopmiienne 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
YTy TMPOCTABIISIETCS IITaMI MEJIWIIMHCKOW OpTraHU3aliy ¢ YKa3aHWEM ee HauMEHOBaHWUs, ajipeca U
Tesie(hoHa ¢ TaTON BBIMUCKU (JaTol 0(opMIIeHHs) peLienTa Ha JIEKapCTBEHHBIN Mpenapar.

JomonautensHO Ha pernentypHoMm Omanke ¢opmer N 148-1/y-04(1) mpocraBiseTcs KO
MEIUIMHCKOW OpPraHu3aluu B COOTBETCTBUM ¢ OCHOBHBIM TOCYJApPCTBEHHBIM PETHCTPALMOHHBIM
HomepoM (nanee - OI'PH).

Cepust pernientypHoro Omanka (opmer N 148-1/y-04(i1) Brmowaer koj cyObekTa Poccuiickoii
®denepanuy, COOTBETCTBYIOIIMN JBYM mepBbIM IHdpam OOmiepoccuiickoro kiaaccupukaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHaTIbHOTO Jenenus (nanee - OKATO).

Paspemaercsa usrorasnuBarh peuentypusie 01anku ¢popmsel N 107-1/y u popmer N 148-1/y-04(x1) c
MIOMOTIBI0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypasie  Omankm  popmer  ¢popmbr N 148-1/y-88 W3roTaBIMBaIOTCS HUCKIIOYUTEIHHO
TUNOTPACKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, oGOpPMISEMbIX HMHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIMMH JIUIIEH3UI0 Ha MEIUIMHCKYIO JEATeIbHOCTh, B BEPXHEM JIEBOM YITy THUHOIPadCKUM
CIocoOOM MJIM IyTEM IMPOCTaBJIEHHS ILITaMmIa JOKEH ObITh yKa3aH aJpec WHIUBUAYAIbHOIO
IpEeANPUHUMATEIL, HOMEP U JaTa JMLEH3UHM, HaUMEHOBAHME OpraHa roCyJapCTBEHHOM BIACTH,
BBIJIABLIETO JIMIIEH3HIO.
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3. Penentypubie Omanku dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) 3amomHsArOTCS
MEAUIIMHCKIM paOOTHUKOM YEPHIIIAMH WIIA MIAPUKOBOH PyYKOH.

4. omyckaetcs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIOUYeHHEM pekBusuta "[loamnuck neyaniero
Bpaya (moamuch Qenpamepa, akymepku') penentypHeix OiaHkoB ¢opmbl dopmbl N 107-1/y,
¢dopmbr N 148-1/y-88 u opmbr N 148-1/y-04(11) ¢ ucnonbp30BaHUEM MTEYATAIOIIUX YCTPOUCTB.

5. Odopmnenue peunentypHsix OmankoB ¢opmbel N 148-1/y-04(n) Brimtodaer 1udpoBoe
KOJMPOBAHUE.

[udpoBoe KoaMpOBaHNE yKa3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYAET:

1) xon memummHcKoM opranuzanuu (OI'PH) wim kon WHAMBUAYaTbHOTO NpEANPUHUMATENS B
CcOOTBETCTBUU C (OCHOBHBIM T'OCYJAapPCTBEHHBIM PErUCTPALMOHHBIM HOMEPOM HWHJIMBHUAYAIHHOTO
npeanpunumarens (mainee - OI'PHUII), mnpocraBmsiemMblii TpH W3TOTOBICHUHM PEIEHTYPHBIX
0J1aHKOB;

2) KOJ KaTerOpHH TpPaXKJIaH, WMEIONIMX IPaBO Ha IMOJyYEHHUE JIEKAPCTBEHHBIX IIPENapaTroB B
COOTBETCTBUU cO cTaThed 6.1 DenmepanbHOoro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
rOCYJapCTBEHHOM COIMalIbHON momomu" <1>, 1 Ko HO30J0THYecKoi (popMbl 1o MexayHapoTHOM
CTaTHCTUYECKON Kkiaccubukanud Oone3Heil u mpobieMm, CBs3aHHBIX co 3a0poBbeM (10-it
nepecmotp) (nasiee - MKDB), 3amonHsieMble jiedaiyuM BpauoM IMyTEM 3aHECEHUs] KaxJa0u HUQPHI B
MyCThIe SYEHKU, TPU ITOM TOUYKA MIPOCTABISIETCS B OTACIBHON Sueiike;

<1> Cobpanue 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) ormerky 00 wuctouHuke (uHancupoBanus (penepanbHbiii OromKeT [1], OrOKET CyOBEKTa
Poccuiickoit ®enepanuu [2], MyHUIUNAIbHBIA OrO/pkeT [3]) W TpoOlEHTE OMIaThl pelenTta
(6ecrutatho [1], 50% [2], uno#t % [3]);

4) WTPUX-KOA - NOMOJIHUTEIbHBIH PEKBU3UT (B Clyyae M3TOTOBJIEHUS HA TEPPUTOPHHU CyObEKTa
Poccuiickoii @enepaiiuu perenTypHoro 6JaHKa ¢ UCIOIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).

6. B penentypnsix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "damunns,
UHHUIMAIBI UMEHM M OT4ecTBa (TOClieHee - MpH HAJIMYMK) NalMeHTa" yKa3bplBaloTcs (paMuius,
WHUIAATBI IMEHU B OTYeCTBa (TIOCIIEIHEE - TP HATMYHHN) TTAlMEHTA.

7. B penentypubeix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1) B rpade "[lara
poxieHUs" yKa3bIBaeTCs JaTa pOXKICHHs MaleHTa (4Mciao, MecsL, Tof).

JonomHuTenpHO B perentypHbix Onankax Gopmer N 148-1/y-88 u ¢popmser N 107-1/y anst mereit B
Bo3pacte 110 | roga B rpage "Jlara poxxaeHus" yKa3bIBaeTCsl KOJTUYECTBO MOJTHBIX MECSIIEB.

8. B peuentypubix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" um "N mnomnwmca
0053aTeNIbHOTO MEIUIMHCKOTO CTPaxoBaHUs'" yKa3bIBalOTCS CTPAXOBOM HOMEP HHAWBHUYaJbHOTO
nauneBoro cueta rpaxnanuHa B [lencuonnoM ¢onae Poccuiickoit @enepanuu (CHUJIC) (mpu
HaJUYHMH) U HOMEP MOJUca 00s3aTEIHHOTO MEIUIIMHCKOTO CTPaXOBAHMS.

9. B penentypubix Omankax gopmbl N 148-1/y-88 B rpade "Anpec mMecta RHUTEIbCTBA HIIM HOMED
MEIUIIUHCKOW KapThl TAIMEHTa, TOJYYaloMmerT0 MEAWIUHCKYI0 TOMOINb B aMOyJaTOPHBIX
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ycIoBuUsAX", yKa3bIBaeTCsl IMOYTOBBIA aJpec MecTa JKUTENbCTBA (MecTa MpeObIBaHUS WM MecTa
(haKTUYECKOTO MPOKUBAHUS) MANIMEHTA WM HOMEP METUIIMHCKON KapThl MAIMEHTA, MOTYYarOIIero
MEAMIIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX <2>.

<2> [Ipuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 15 gexadbpst 2014 r. N
8341 "O06 yrBepkaeHNH YHH(PUIUPOBAHHBIX (POPM MEAMIMHCKON TOKYMEHTALIUH, UCIIOJIB3YEMBbIX B
MEAMIMHCKUX OpraHU3aIUsaX, OKa3bIBAIOUINX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, U
nopsAKoB no ux 3amnosiHeHuro" (nanee - Ilpuxaz N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuiii - Poccuiickoit @enepanmu 20 despans 2015 1., perucrtpanuonnsii N 36160) ¢
WU3MEHEHUSIMU, BHECEHHBIMU IpUKa3aMu MUHUCTEPCTBA 31paBooxpanenus Poccuiickon denepanuu
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MuHUCTEPCTBOM rOCTHIMU Poccuiickoit denepanuu 4
anpenst 2018 r., perucrpaunonsslii N 50614), ot 2 Hos10ps 2020 r. N 1186Hn (3apeructpupoBan
MunucrepctBoM roctuiuu Poccuiickoit ®enepanuun 27 HosiOps 2020 r., perucrparmonHbii N
61121).

VYka3aHue M ajpeca MecTa JKUTEIbCTBA U HOMEpPAa MEIULMHCKON KapThl MALMEHTA, MOJIyYaroLEro
MEIUIIUHCKYIO TIOMOIIb B aMOYyJIaTOPHBIX YCIOBUSX, HE SBISETCS OIIUOKOM.

B penentypubix 6nankax popmsl N 148-1/y-04(:1) B rpade "Homep MeaAMIIMHCKON KapThl MAllUEHTA,
MOJIYYaIOLIEr0 MEIUIMHCKYI0 IIOMOIIb B aMOyJaTOpPHBIX YCIOBUAX" YKa3bIBaeTCs HOMED
MEAMIIMHCKON KapThl MAIIMEHTA, MOIYYaOIEro MEAUIIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBHSIX
<3>.

<3> [Ipuxa3 N 834H.

10. B rpade "®amunus, MHUIUATB UMEHH U OTYECTBA (ITOCIIEIHEE - IPU HAIWYKH) JIeYallero Bpaya
(enmpmmepa, axymepkn)" penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) yka3pIBaroTCs MOJHOCTHIO (haMMIIUS, MHUIMAIBI UIMEHHU, OTUeCTBa (MOCIEqHee - IpU
HAJIMYMN) METUIIMHCKOTO pabOTHHKA, HA3HAYMBIIETO JIEKAPCTBEHHBIE TIpenapaTsl M 0(OPMHUBIIETO
peLent.

11. B rpade "Rp" peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1)
yKa3bIBaETCS:

1) HauMeHOBaHMe JIEKAPCTBEHHOT'0 Ipemnapara (MeXIyHapoIHOE HelaTeHTOBAaHHOE HaMMEHOBaHHE,
TpYHOIUPOBOYHOC HIIN XUMUUCCKOC HAMMCHOBAHNE, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JIAaTUHCKOM S3BbIKE
WIA Ha PYCCKOM s3bIKe, (opMa BBIITyCKa, JTO3UPOBKA, KOIUYECTBO (YKa3bIBAaeTCA MPOIMUCHIO Ha
penentypHoM 6nanke ¢popmbl N 107/y-HIT);

2) crnocobd MpHUMEHEHMs JIEKapCTBEHHOro IpenapaTa Ha TOCyJapCTBEHHOM si3blke Poccuiickoit
®denepanny WIM Ha TOCYIapCTBEHHOM si3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepannn <4>.
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<4> Yactp | crateu 15 3akona Poccumiickoit denepammuu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pikax HaponoB Poccwmiickoii ®enepanuun" (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
HaponHbiXx genyratoB PCOCP u Bepxosunoro Cosera PCDOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoIaTenbcTBa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

13. IIpu oopmireHNH penenTypHBIX OJIAHKOB 3aIlpeliaeTcs OrPaHNYUBATHCS OOIMMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

B snekmponnom 0oKkymenme Hymepayus nyHKmoe coOmeencmeyen ouuuaibHomy
UCHIOYHUKY.

14. Peuent, odopmieHHslii Ha perentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanuceIBaeTCs MEIUIIMHCKAM PAOOTHUKOM M 3aBEPSAETCS €ro MevYaThlo.

Penent, ohopmiennsiii Ha perentypHoM Onanke ¢popmbr N 148-1/y-88 u ¢opmsr N 148-1/y-04(i),
JIONTOJTHUTEILHO 3aBEPSETCS NeYaThi0 MEIUIIMHCKON opranu3aiuu "Jljist penentos".

Jns penenta, odhopmieHHoro Ha perentypHom Onanke gopmbl N 107-1/y, nanuuue nedaru "J{ns
penenTtoB" He sBISETCS 00s13aTeIbHBIM.

15. Ha ognom penentypaoMm Onanke popmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(:1) paspernaercs
OCYIIECTBIISATH HA3HAYCHHUE TOJHKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

Ha omnom penentypnom Omanke ¢opmer N 107-1/y paspemaercss OCyImIECTBISITH Ha3HAYCHUE
TOJILKO OJIHOTO HAaMMEHOBaHUsS JIEKQpCTBEHHOro mpemapara, otHocsmerocs mno ATX k
anTuncuxorndeckum cpeactBam (kogq N 05A), ankcuonmutukam (kox N 05B), cHOoTBOpHBIM 1
ceqatuBHbIM cpenactBaMm (kog N 05C), antmaenpeccantam (kog N O06A) m He momiekaniero
MIPEIMETHO-KOJIMYECTBEHHOMY YYETy, U JI0 TPEX HAMMEHOBAHUH JICKAPCTBEHHBIX MPEIapaToB - IS
WHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIeyka3aHHbIM ATX.

16. McripaBiieHus B perente He JOMyCKatoTCs.

17. TIpu opopmiennn perentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JeKapCTBEHHbIE MpenapaTrhl, Ha3HAYEHHblE MO PELICHHI0 BpayeOHOW KOMMCCUHM, Ha 000poTe
peuenTypHoro 0JlaHKa CTaBUTCS CHelMalibHAsk OTMETKA (IITaMII).

18. Ha peuentyprnom G6manke popmel N 148-1/y-04(;1) BHU3Y UMeeTcs JIMHUS OTPBIBA, pa3/essionias
pelenTypHbIi OJIaHK U KOPEIIIOK.

Kopemok ot peuenTta, opopMIEHHOIO Ha YKa3aHHOM pELENTYpHOM OJlaHKE, BBIJAETCS MAallUEHTY
(ero 3aKOHHOMY TPEJICTABUTENI0) B alNTEYHONW OpraHMU3alllH, HAa KOpEIIKEe AelaeTcs OTMETKa O
HaMMEHOBAaHMH JIEKAPCTBEHHOTO MperapaTa, 103UPOBKe, KOJINYECTBE, CIOCO0e TPUMEHEHHS.

1. Odpopmiienue peunenta B popMe 3JIeKTPOHHOTO JOKYMEHTA

19. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHUJICHHOW KBATH(UIIMPOBAHHON
AIIEKTPOHHOHN MOANHUCKHI0, POpMHUpPYETCS METUIIMHCKUM PAOOTHUKOM, CBEICHHUS O KOTOPOM BHECEHBI
B (enepanbHBIA PETHCTP MEIUIIMHCKUX PAOOTHUKOB <5>, a TaKXKe TPH YCIOBHH PETHUCTPAINH
MEAWIIMHCKOW OpraHu3aluu, B KOTOpod odopMisieTcs perent, B QeaepalbHOM peecTpe
MEIUIIMHCKUX OpraHu3aIui <6> equHOW ToCcyJapCTBEHHON HH(GOPMAIIMOHHONW CHUCTEMBI B cdepe
3IpaBOOXPAHEHUS] M TOJAKIIOYEHUS TaKOW MEIMIIMHCKOM OpraHu3alui K ToCyJapCTBEHHOM
nH(pOpMaIMOHHOW crcTeMe B cdepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparnun <7>.
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<5> Yacte 4 crarbu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOATEIIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crarbu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOATEIIBCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 u 91.1 ®enepanbroro 3akona N 323-D03 (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoit
Oeneparum, 2011, N 48, ct. 6724).

20. IIpu odopmienun penenrta B Gopme IEKTPOHHOTO JTOKYMEHTA Ha JICKAPCTBEHHBIE MIPEMapaThl,
ykazaHHble B myHKTax 9 u 11 Ilopsaka HazHaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO
HACTOALIMM IIPUKAa30M, U OTIyCKaeMble 3a IIOJHYI0 CTOMMOCTb, 3aIOJIHSIIOTCS CJEIYIOIIHe
PEKBU3UTHI:

1) xon cyOwekta Poccuiickoit @enepaunu no OKATO, omnpeaensiomuil rocyIapCTBEHHYIO
nH(pOpPMAIMOHHYIO CHCTEMY B cdepe 3apaBooxpaHeHusi cyobekta Poccuiickoit denepainuu, B
KOTOpO# chopmMHpoBaH perent B popme 37IEKTPOHHOTO TOKYMEHTA;

2) HAMMEHOBAaHUE MEIUIIMHCKOW OpPTaHU3alliH, aapec, TeIePOH WM (aMIIvs, MHAITUATB UMEHU U
oTyecTBa (TMocieHee - TPU HATMYUN) UHAUBUAYAIBHOTO MPEANPUHUMATENS], HMEIOIIET0 JTUIEH3UIO
Ha MEIMIMHCKYIO JEATEIIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuszanmu) win OI'PHUII mnausuayanbHoro
IpeApUHUMATEIS;

4) nara odopmiieHus perenta (yka3bIBaeTCs YUCI0, MECAIL, TOJT);

5) nara okoHYaHMs JeicTBUS penenta (popMupyercss TrocyJapCTBEHHON HH(OpPMAIMOHHOM
cucteMoil B cdepe 3apaBooxpaHeHus cyObekTta Poccuiickoit denepanuu B COOTBETCTBUHU CO
cpokamu AeicTBus perenTtoB: 15 quedt, 30 nueit, 60 nueit, 90 quet, 1o 1 roxa);

6) YHUKaIbHBI HOMeEp perenta (hopMupyercss TOCyIapcTBEHHON MH()OPMAIIMOHHONW CUCTEMON B
chepe 3apaBooxpanenus cyObekta Poccuiickoit ®exnepanuu U 00ecHeUMBAET OJHO3HAYHYIO
uaeHTU(GUKAIMIO perenTa B ¢popMe 31MeKTpoHHOTo qokyMmeHTa B couetanuu ¢ OKATO, OI'PH unu
OI'PHUII);

7) ormetku "Cito" (cpouno) wmam "statim" (HemeIeHHO) MPH HEOOXOJUMOCTH CPOYHOTO HITH
HEMEIJIEHHOTO OTIYCKa JIEKapCTBEHHOTO Tperapara MaueHTy;

8) agpec marmeHTa (yKas3bIBaeTCsl MOYTOBBIN aapec MeCTa KUTEIhCTBA (MecTa MpeObIBaHUS WU
MecTa (DaKTHUEeCKOro NpPOXKHBAHHSA) C YKa3aHWEM WHJEKCa, HAMMEHOBaHUs Kpas, o00IacTH,
pecnyOIuKH, aBTOHOMHOTO OKpyra W WHOTO cyOwmekTta Poccuiickoit denepamnuu, HaMMEHOBAHUS
HACEJIEHHOTO MYyHKTa, HAMMEHOBaHUsS YIHUIBI (MPOCTIEKTa, Mepeyika, mpoes3aa), Homepa aoma (c
yKa3aHHUEeM KOpIryca, Ipy HaJIMYMH ), HOMepa KBapTUPHI);

9) HOMEp SJEKTPOHHON MEIMIMHCKON KapThl MallieHTa B TOCYIapCTBEHHOW WH(OPMalMOHHON
cucteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoii @eneparumy;

10) pamuinus, uMs1, OTYECTBO (TIOCIIEHEE - IPU HAJTMYKHN) MAllMeHTa OJHOCTHIO;

11) mata pokmeHusi TanueHTa (yKa3blBaeTCs YHCIO, MeECAI, TOA), Jui jaered g0 1 roma
JIOTIOJIHUTEILHO YKA3bIBAETCSl KOJIUYECTBO MOTHBIX MECSLIEB;
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12) dbamMuinvs, MHALIHAIIBI MMEHU W 0TYECTBa (ITOCJIEAHEE - MPU HATWYNHN) MEIUIIMHCKOTO PaOOTHHUKA
MOJTHOCTBIO;

13) HauMmeHOBaHWE  JIEKAPCTBEHHOro  mpemapara  (MEXAYHAapOJAHOE  HEMaTeHTOBAaHHOE
HAaUMEHOBAaHUE, TPYNIHUPOBOYHOE WM XUMHUYECKOE HAUMEHOBAaHUE, TOPrOBOE€ HaWMEHOBAHHE),
JI03UPOBKa, (hOpMa BEIMTYCKa, KOJTHYECTBO (BCE TO3UIMH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cnoco0 mpuMeHeHHs JIEKapCTBEHHOrO Ipemnapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
@Penepanyy WIM Ha TOCyIapCTBEHHOM s3blke Poccuiickon denepanyiv U rocyAapCTBEHHOM SI3bIKE
pecnyOJIMK ¥ MHBIX S3bIKax HapoJ0B Poccutickoit denepannn <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbhe3na Hapoansix aenyratoB PCOCP wu
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOHaTenbCcTBAa Poccuiickoit
®denepannn, 1998, N 31, cT. 3804).

15) noKyMeHT, TOATBEPKIAIOIMIUNA Ha3HAYEHUE JIEKAPCTBEHHOTO TIpemapara 10 PEIICHUI0
BpaueOHON KOMUCCUHU MEIUIIMHCKON OpraHu3aluu;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PELICHUI0 BpaueOHOW KOMHCCHUU
MEIUIIMHCKOW OpraHM3allii B CiydasX, yKa3aHHbIX B aOzame BropoM myHKTa 6 Ilopsaka
Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO HACTOSAIINM MPUKA30M;

17) orMeTka O crenuaibHOM Ha3HAUEHUU JIEKApPCTBEHHOTO IpernapaTa (3alojHseTcsl B Ciayvasx,
yKa3aHHbIX B IyHKTax 15 u 24 [lopsaka Ha3HAuYeHUs JIEKapCTBEHHBIX MIPENapaToB, YTBEPKIAEHHOIO
HACTOALIUM NPUKA30M);

18) oTMeTKa 0 crenuanTbHOM Ha3HAYEHHUU JIEKAPCTBEHHOTO MperapaTa MalHueHTy ¢ 3a0oeBaHueM,
TPEOYIOINUM JITTUTEIHLHOTO KYpPCOBOTO JIeUEHUs (3aIllOHSIETCS B Cydae, yKa3aHHOM B MYyHKTe 23
[Topsinka Ha3HAauYeHUS JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKACHHOTO HACTOALIUM MPHUKA30M) C
MPOCTABJICHUEM MEPUOJUIHOCTH OTIYCKA JICKAPCTBEHHOTO TIpernapara;

19) npu odopmiienun perenta B popmMe 3IEKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIE MPETapaThl,
yKa3aHHbIE B MOANYHKTax 2 - 5 myHktra 9 u myHkte 11 ITlopsiaka HasHayeHUsS JEKapCTBEHHBIX
MPerapaToB, YTBEPKIASHHOTO HACTOSIIUM MPUKA30M, TpaXkJiaHaM, HMEIOIIUM TPaBO Ha OECIUIaTHOE
MOJTyuYeHUe JIEKapCTBEHHBIX MPENapaTroB WX MOTy4YeHHE JIEKaPCTBEHHBIX MPEMapaToB CO CKUAKOM,
3aIOTHSIOTCS PEKBH3UTHI, MTPEIYCMOTPCHHBIE MOAIMYHKTaMu 1 - 18 HacTosImero myHKTa, a Takke
CIIEYIOIINE PEKBU3HUTHI:

a) Kareropus TpaXkJaH, HMCIOIIUX IPaBO Ha TIOJyYeHUE JICKAPCTBCHHBIX IPEMapaToOB B
COOTBETCTBUU cO crTaTheil 6.1 denepampHoro 3akona ot 17 wumroms 1999 r. N 178-®3 "O
rOCyIapCTBEHHOW COLMAIbHON oMo <9>;

<9> CoOpanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

0) ko Ho300rHYeckoi ¢popmbl 1o MKB;
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B) UCTOYHUK ¢uHaHcupoBaHus (1 - denepanpHBIl OrOMKET, 2 - OHOKET cyOBhekTa Poccmiickoit
Oeneparny, 3 - MyHHIUITATBHBINA OIOKET);

r) pa3mep omuiatsl (1 - 6ecriatHo, 2 - 50%, 3 - unoit %);

J1) CTpaxoBOW HOMEp HMHIUBUAYAJIBHOI'O JIMLEBOIO cueTa IpaxgaHuHa B [leHcMOHHOM QoHze
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCp ImoJiuca 00s13aTeIHLHOTO MCIUIIMHCKOI'O CTpaxOBaHUA.

21. Ilpu mpocraBieHUU OTMETKH, yKa3aHHOW B moamnmyHkte 16 mynkra 20 Hacrosmero Ilopsiaka,
peuent B (opMe >IEKTPOHHOTO JOKYMEHTa IOJAMUCHIBACTCS YCHUJICHHOW KBaTU(HUIIMPOBAHHON
JJIEKTPOHHOU TMOANUCHIO TpeJcenaTeNss WM CeKpeTaps BpayeOHON KOMHCCHM METUIIMHCKOM
OpraHM3aliy, MpU IPOCTABICHUM OTMETOK, YKa3aHHbIX B noianyHkrax 17 u 18 nynkra 20
Hactosmero Ilopsnka, - yCHJIEHHBIMH KBaIU(UIMPOBAHHBIMU 3JICKTPOHHBIMH MOIIUCIMHU
COOTBETCTBYIOIIUX MEIUIMHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHWIO TAIMCHTa WM €r0 3aKOHHOTO MPEICTAaBUTENS OGOPMIISETCS SK3EMIULIP
peuenita B opMe BIIEKTPOHHOT'O JOKYMEHTa Ha OyMaKHOM HocuTene ¢ orMmeTkou "J[yOmmkar
AJIEKTPOHHOTO JOKyMeHTaA".

I11. Yuer penentypHbIX 0JIaHKOB (32 HCKJIIYEHHEM PelenTyPHbIX
0.1anko0B o popme N 107/y-HII "CnennajbHblil penentypHbIii
0J1aHK'"")

23. VYuyer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIUBAEMBIX TUIOTPAPCKUM CIIOcoOOM (J1anee - pelenTypHble OJIaHKH, TOJICKAIINE YIETY),
OCYIIECTBIISIETCS B JKypHalax ydera, MPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX M CKPEIUICHHBIX
MOJAMUCHI0  PYKOBOAWTENS ¥  IE€YaThbl0  MEIWIMHCKOH  OpTaHW3allMd WA  TOJAIHUCKHIO
WHAUBUAYAILHOTO MPEANPUHAMATEINS, UMEIOLIETO JIMIIEH3UI0 Ha MEAUIIMHCKYIO JeSITeIbHOCTD.

24. XXypnan y4era peuentypHbix 6mankoB popmer N 107-1/y conepxut cienyromue rpadsr:
1) HoMep O MOPAIKY;

2) B pazaene "[lpuxoxn":

a) JlaTa perucTpaluu J0KyMeHTa, HOATBEPKIAIOIIET0 MOCTYIIICHUE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPK/IA0IIEro NOCTYIIEHNE, HAMMEHOBAaHUE MTOCTAaBIIMKA;
B) 00111ee KOJIMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIaHKOB;

r) (amMunus, HHUIMATIBI UMEHU U 0T4YecTBa (TIOCNIEHEE - IPU HAIWYMH) U TIOANNUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHKA, MOTYYHUBIIETO PELENTYpHbIE OJaHKU OT MOCTABIIUKA;

3) B paznene "Pacxon":
a) laTa BBIJJAYU PEIENTYPHBIX OJIAaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJTaHKOB,

B) damMuwius, WHUIMAIBI MMEHM U OT4ecTBa (MOCIHEAHEEe - MPU HAIUYUU) OTBETCTBEHHOTO
MEIUIUHCKOTO Pa0OTHHUKA, TOTYYUBILEr0 pelenTypHble OJaHKH;



T') OANKUCH OTBETCTBEHHOTI'O MEIUIIMHCKOTO PaOOTHHKA, IMOJYUHBILErO PELENTYpHbIE OIaHKH;

4) bhamumins, THULMAIBI UMEHHU M OTYECTBa (IIOCIEIHEee - IPU HATMYMM) U TOANUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, BBIIABIIETO PELENTYPHbBIE OJIaHKHU;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

25. XKypnan yuera pernentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(;1) comepxut
crnenyromue rpadbr:

1) HOMep 1O MOPAIKY;

2) B paznene "[Ipuxon™:

a) 1aTa perucTpaluu JOKYMEHTA, MOITBEPKAAIOUIETO MOCTYIUICHUE;

6) HOMEp U J1aTa JOKYMEHTA, MOTBEPKAAIOIIETO OCTYIJICHUE, HAMMEHOBAHUE MTOCTABIIUKA;
B) 00111€e KOJIMUYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIaHKOB;

T) CepUH U HOMEpa PELENTYpPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJaHKOB I10 CEPUSIM;

e) ¢haMuius, MHUIMAJIBI UMEHU U OTYeCTBa (TIOCIIeIHEE - IPU HAJTUYUH) U TIOJANKUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PELENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) JlaTa BbIJJauM PELIETITYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BbIJIAHHBIX PELIENITYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amwinsg, HWHULOUANBl MMEHHM W OT4YecTBa (IOCIEeAHEEe - MPU HAJIMYMU) OTBETCTBEHHOI'O
MEIUIUHCKOT0 Pa0OTHHUKA, TOJYYHUBILETo pelienTypHble OJaHKHY;

I[) IoAIIMCh OTBETCTBCHHOT'O MCAUMIIMHCKOT'O pa6OTHI/IKa, MOJIYYUBHICTO PECUCIITYPHBIC 6J'IaHKI/I;

4) pamunus, MHUIMAIBI UMEHU U OTYECTBA (TIOCeIHEee - IPU HAJIMYMU) U MOJIUCh OTBETCTBEHHOTO
MEIUIUHCKOTO PaOOTHHUKA, BBIIABIIETO PELENTYPHbIE OJIaHKHU;

5) ocTaToK penenTypHbIX OJIaHKOB.

26. Yder penentoB, OGOPMIECHHBIX B (OpME SJIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBIISICTCS B
roCyJapCTBEHHON MH(pOPMALMOHHON cucTteMe B cdepe 31paBooxpaHeHHs cyOobekTa Poccuiickoii
@enepalliil  MOCPEJCTBOM BEACHMSI €IMHOTO pEecTpa pelentoB, oGOpMIEHHBIX B (opme
ANIEKTPOHHBIX JOKYMEHTOB.

V. Xpanenne peuentypHbIX 0JIJAHKOB (32 HCKJIHOYEHUEM
peuentypHbix 01ankoB 1o ¢gopme N 107/y-HII " CnennanbHbii
peuenTypHbIii 0J1aHK')

27. MeaMUMHCKHE OpraHM3alyy IOJIy4aloT HEOOXOJWMBbIE pelenTypHble OlaHku, o(opmileHHbIE

TUNOrpaCKUM CrOCOOOM, Yepe3 TeppUTOpHATbHBIE OPraHbl YIPAaBICHHUS 3paBOOXPAaHEHHEM WIIH
OpraHM3aliy, YIOJHOMOYEHHbIE Ha 53TO OpraHaMHM HCIIOJIHUTEIbHONW BJIACTH CYOBEKTOB



Poccuiickoit denepanumu.

28. PenentypHbie OJaHKH, MOJUICKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, HA3HAYCHHBIM
PYKOBOAMTENIEM MEAWIIMHCKOW OpraHu3allii, B 3allMPacMOM MeTauimdeckoM mkady (cetide) nmm
METaJUIMIECKOM SIIIUKE.

29. nauBuayanbHbIi NpeANpPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HA MEIULMHCKYIO JIeATEeIbHOCTD,
XPaHUT pelenTypHble OJaHKU, MOAJIEKAIUE YUETy, B 3alIUPaeMOM MeTalTnueckoM mikady (ceide)
WJIU METAJUTUYECKOM SIITUKE.

30. IIpoBepka COCTOSIHMS XpaHEHHs, ydera, (paKTHUECKOTrO0 HAJM4YUs W pacxoja pPeUeHTypHBIX
0JIaHKOB, TOJJIeXKALIMX Y4YeTy, OAMH pa3 B KBapTaJl OCYLIECTBISIETCS KOMHUCCHEH, CO3AaHHOM B
MEJIULIMHCKOM OpraHu3aluu.

31. Penentypuble OnaHku, odopmisieMble Ha OyMa)XHOM HOCUTENIE U MOAJIEXKAIlUe YUeTy,
BBIIAIOTCS  MEAWIIMHCKUM  pabOTHUKaM, HMMEIOIIUM TIpaBO O(OpPMIICHUS  PEIENnTOB, IO
PacoOpsKEHUIO TJIABHOTO Bpaya WM €ro0 3aMECTUTETIS.

HOJ'Iy‘IeHHBIe PCUCITYPHBIC OJaHKH Ha 6YMa)KHBIX HOCHUTCIIX XpaHATCA MCAUIMHCKUMU
pa6OTHI/IKaMI/I B IIOMCHICHHUAX, O6€CH€'—II/IBaIOHII/IX X COXPaHHOCTb.

32. IIporpaMMHO-TEXHUYECKHE CPEICTBAa TOCYIAapPCTBEHHBIX HMH(OPMALMOHHBIX CHUCTEM B cepe
3paBOOXPAHEHHs, MEIUIMHCKAX HMH(DOPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX  OpTaHU3aIfi
o0ecreunBarOT XpaHEHHWE OJIIEKTPOHHBIX PELENnTOB, O(GOPMICHHBIX B (hOpMe IIIEKTPOHHBIX
JOKYMEHTOB B TEUEHHE CPOKOB, yCTAaHOBJCHHBIX /JISI XpaHEHHS DPEUENTOB, OGOPMIICHHBIX Ha
COOTBETCTBYIOIIUX (popMaxX pelenTypHbIX OJIaHKOB Ha OymMakHOM Hocutene <10>.

<10> IToanyskT 5.2.169 ITonoxenuss o Munucrepctse (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooscenue N 4
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 noaops 2021 . N 1094u

®OPMA CIEIVAJIBHOT'O PELUEINTYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3OpaBOOXPaHEeHUd Kon dopwmer o OKYI
Poccumickom demepaumum MenguLMHCKAS IOOKYMeHTalusa
®opma N 107/y-HII,

YTBEPXIEHHAaA IIPUMKaA30M
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MyHMCTEPCTBa 3OPABOOXPaHEHUI
WTaMII MEIMUIMHCKOM OpTaHM3aLUM Poccurickolt demepalumnmn

or 24.11.2021 N 1094nu

PEIEIT
Cepusa N
\AJ \AJ 2 O i
(DaTa BHIOMCKM pelenTa)
(B3pOCUEIM, IOEeTCKMM — HYXHOEe NOOYEPKHYTH)

damMmiima, mMs, OTUECTBO (IIOCJEeOHEee — NPV HAaJIU4YUM)

naumMeHTa

BospactT

Cepusa M HOMep HoJiMca 0043aTeJIbHOT'O MEeIMLUMHCKOI'O CTPaxXOBaHUA
HomMep MeIMUMHCKOM KapTH

damMmnmsa, uMsa, OTUECTBO ([IOCJeHee -— MPUM HaJUuuduM)

Jledyamero Bpada (benpmmepa, akylLepKu)

N

[lognuce M JIMYHAL [I€e4YaThb Bpada
(nopnmuce Qenprnuepa, aKyllepkKu)

M.II.
damMuamsg, wMMS, OTUECTBO (mocnemHee - TIIpM HaJdMuuMM) M IIOLNMUCH
YIIOJIHOMOUEHHOTO JiMlla MeIMIMHCKOM OpTaHu3alun

M.II.
OTMeTKa alTeyHOM opTraHM3aluum o6 OTIycKe
damMuamsg, wMMS, OTUECTBO (mocynemHee - TIIpM HaJMuuMM) M IIOANMUCH
paboTHMKA allTedyHOM OopTaHM3aluM

M.II.

Cpok meucTBMA pelenta 15 mHeM

Ipunooscenue N 5

K npuxa3y Munucmepcmea 30pagooxpanerus



Poccuiickoti @edepayuu

om 24 nosops 2021 . N 1094n

HOPAJOK U3TI'OTOBJEHUSA, PACITPEJAEJIEHUA,
PEIT'UCTPAIIUU, YUETA U XPAHEHUSA PELLEIITOB,
COAEPKAHINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

|. Ilopsinok M3roToBJIEHUS, pacpeleJeHUs ClenaIbHbIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

1. OpraHu3anuio U3roTOBJICHUS M paclpeleleHus peuenTypHbix 6maHkoB mo ¢opme N 107/y-HIT
"CrneunanbHblid pelenTypHbIi OsiaHk" (Jlanee - crenMaabHbld PELENTYpPHBIM OJIaHK) OCYIIECTBISET
MuHuctepcTBO 3apaBooxpaHeHus: Poccutickoit @enepanun (nanee - MUHHCTEPCTBO).

2. CrneunasibHble pelenTypHble OJaHKH SBIAIOTCS 3alIMIIEHHON MOMUrpaduvecKoil MpoIyKIuen
ypoBHs "B", uarorapnuBaemoii Ha 6ymare po3oBoro 1sera pazmepom 10 cm X 15 cM, TOTKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBaTh TPEOOBAHMAM, yKa3aHHBIM B IpuUKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit ®eneparuun ot 29 centsops 2020 r. N 2171 "OO6 yrBepx)aeHUH
TexHuueckux TpeOOBAHUN U YCIIOBUN M3TOTOBJIEHUS 3ALUIIEHHON OT MOJIEI0K NoJUurpadudeckon
npoaykiuu" (3apeructpupoBaH MuHucTepcTBOM toctuiinu Poccuiickoit @enepanun 16 HoAOps
2020 r., peructpanuonnsiit N 60930).

3. B mensix opraHu3anuy M3rOTOBJICHHS W PAclpeleeHHs CIENHUaIbHBIX PELENnTypHbIX OJaHKOB
MEIULUHCKUE OPraHU3aluy, UMEIOIIUE NIPAaBO OCYILECTBIIATH BbIJa4y PELENTOB Ha HAPKOTUYECKUE
CpelcTBa WM NICUXOTpoIHble BenlecTBa cuucka Il Ilepedns u 3apeructpupoBanHsle B Poccuiickoin
@denepanui B KayecTBE JIEKAPCTBEHHBIX MpernapaTtoB Uil MEAMIMHCKOTO MpUMEHEHMs (falee
COOTBETCTBEHHO - MEJIUIIMHCKasl OpraHu3als, HApKOTUYECKUH (IICUXOTPOIHBIN) JeKapCTBEHHBIH
npernapar), COCTaBJISIOT 3asBKH Ha pelienTypHble OJaHKH.

4. B cpok 10 1 OKTAOps TEKyIIEero rojaa 3asBKM MEIUIIMHCKUX OpTraHM3allMii Ha CIIeHaJIbHbIC
perenTypHbie OJaHKU MPEICTaBISIFOTCS:

1) MCIUNUHCKUMH  OpraHUu3alusaMH, HaXOAAIIUMUCA B BCIACHUU (bez[epaanHX OpTraHOB
HCIIOJIHUTEILHOMN BJIaCTH, - B COOTBETCTBYIOLINEC @ez[epam)mﬂe OpraHbl HCIIOJIHUTEILHOMN BJIaCTH,

2) MeIMIMHCKMMH OpraHu3alisIMM, HaXOJAIIMMUCS B BeleHHMH CcyObekToB Poccuiickoit
Qenepanuy, MEIWIMHCKUMH  OPraHM3alUsMA  MYHULUIIAJIBHOM M YaCTHOM  CHUCTEM
3/paBOOXPAHEHHs] - B OpraHbl HCIIOJHUTEIbHON BiIacTH cyObekToB Poccuiickoit denepanuu B
cdepe OXpaHbl 310pOBbs IpakJaH, Ha TEPPUTOPUH KOTOPBIX OHHM PACIIONIOKEHBI (Aajiee - OpraHsbl
UCTIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit denepanun).

5. B 3asgBke MeIULIMHCKOI OopraHu3alvi Ha CHCHHUAJIBHBIC PCHCIITYPHLIC OnaHkKHu YKa3bIBArOTCA
CICOYIOIIUE CBCACHM:

1) cBeneHHs O METUIIMHCKOW OpraHW3allvd, MOJABIIEeH 3asBKY Ha CHEIHMAIbHBIE pelenTypHbIe
OytaHky (TI0JTHOE HAMMEHOBAHHUE, aIPeC MECTa HAXOXK/ICHNUS );
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2) KOJNMYECTBO CIEUUATbHBIX PELENTYpHbIX OJaHKOB, W3PACXOJOBAHHBIX MEIUIIMHCKOM
opraHusanueil Ha 1 sHBaps IPeIIIEeCTBYIOLIETO I0Aa;

3) KOJIIMYECTBO CHEIHAIBHBIX PELENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHu3aluu
Ha CJIEAYIOLUMN TOI.

3asiBKa MEIUMIIMHCKOW OpraHW3allid Ha CICIHAbHBIC PEIEeNTYpHbIE OJNAHKUA MOANMUCHIBACTCS
PYKOBOAMTENEM MEIUIIMHCKON OpraHu3aliy, KOTOPbI HECeT NMEPCOHAIbHYI0 OTBETCTBEHHOCTH 3a
000CHOBAaHHOCTH U JOCTOBEPHOCTh YKa3aHHBIX CBEACHUH.

6. denepanbHble OPraHbl UCTIOJHUTEIBHOM BIACTH, B BEJICHUU KOTOPBIX HAXOMASTCS MEIUIIMHCKUE
opranusanuu (nauee - ¢peaepanbHble OpPraHbl UCTIOIHUTEIBLHOM BIACTH), U OPraHbl UCIIOTHUTENbHOM
BIacTu cyobekToB Poccuiickoit denepanun Ha OCHOBAaHUU 3asBOK MEIUIIMHCKUAX OpPTaHU3AlMN Ha
CHelHalibHbIe pelenTypHble OJlaHKU (POPMHUPYIOT CBOJIHBIC 3asBKU Ha CIEIUAIBHBIC PELENTYpHbIC
0J1aHKU U B CPOK /10 | tekabps TeKyIIero rojia mpeACTaBIsIIOT UX B MUHUCTEPCTBO.

7. B cBOAHOI 3asBKe Ha CIIELMAIbHBIC PCUCIITYPHBIC OnaHKU YKa3bIBAOTCA CICAYIONINEC CBEACHUA:

1) cBegenust o ¢eaeparbHOM OpraHe HCIOJIHUTEIbHONW BIACTH (OpraHe HCIOJHUTENBHON BIACTH
cyorekta Poccuiickoit ®epepanuu), TPEICTAaBUBIIEM CBOAHYIO 3asABKy Ha CIICIHAIbHBIC
penientypHble OJaHKH (MIOJTHOE HAMMEHOBAHUE, a[pec MeCTa HaXOKICHUS);

2) KOJIMYECTBO CHEIHAIBHBIX PELENTYpPHBIX OJIaHKOB, paclpeaciieHHBIX (enepabHBIM OpraHOM
MCIIOJTHUTENILHOM BJIacTH (OpraHOM HCIIOHUTEIbHOU BIacTu cyobekTa Poccuiickoii denepanun) Ha
1 stHBapsi MPEIIECTBYIOMIETO I'0J1a MEXAY MEIUIIMHCKUMU OpTraHu3aIusIMu;

3) KOJHMYECTBO CIEUUANBHBIX PEHENTYPHBIX OJaHKOB, HEOOXOOUMBIX (elepaTbHOMYy OpraHy
WCIIOJTHUTENIbHOM BJIacTU (OpraHy MCIOJHUTENBbHOH BiacTu cyobekTa Poccuiickoit denepannn) Ha
CIEYIOIINN TOJ] I7Is paclpeielIeHHs] MeXAY MEAUIIMHCKUMU OpraHu3alusiIMu;

4) cBemeHuss O IMOJBEAOMCTBEHHOW OpraHM3alluy, YIOJIHOMOYEHHOW (heaepaibHbIM OpraHoOM
WCIIOJTHUTENIbHON BJacTU (OpraHoM MCIIOJIHUTENbHON BiacTu cyObekTa Poccuiickoir @enepanun)
OCYILECTBIIATh MOJIYYEHHE CHEeUaIbHbBIX PELENTYPHbIX OJTaHKOB 0T MUHHCTEPCTBA, X XpaHEHHUE U
BBIJIaYy MEIUIIMHCKUM OpraHW3alusM (IIOJIHO€ HAMMEHOBAHME, aJpec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranu3anuu, (pakTudeckuii aapec MoCTaBKM).

8. Ha ocHOBaHMM TOJYYEHHBIX CBOJHBIX 3agBOK Ha CIEUUATIbHBIE pPELENTypHble OJIaHKU
MuHHCTEPCTBO €KET0/IHO B CPOK J10 15 siHBapsi Cieayromero rojaa GopMUPYET U YTBEPKIACT TIIaH
pacmpefieieHusi CIEeIUANbHBIX PElENTypHBIX OJIAaHKOB, B KOTOPOM OTpa)kaeTcsl TOA0Bas
noTpeOHocTh Poccuiickoit denmepanum B crHelUalbHBIX PELHENTYPHBIX OJlaHKax (maiee - IUIaH
pacnpeneneHuss MUHHCTEPCTBA).

9. B nnane pacnipenenenuss MUHHCTEPCTBA YKA3bIBAIOTCA CIEYIOIINE CBEICHHUS:
1) nopsIKOBBII HOMED 3aINCH;

2) HamMeHOBaHUE (QeIepaNTbHOrO OpraHa HCIOIHUTENBFHOW BIAcTH (OpraHa HCIOIHUTEIbHOM
Biactu cyowbekTta Poccuiickoii deneparum), mpeacTaBUBIIETO CBOJHYIO 3asBKYy Ha CIEHaIbHbIE
penenTtypHbie OJIaHKH;

3) HCO6XOI[I/IMOC KOJIMYCCTBO CIICHUAJIBHBIX PCHCTITYPHBIX OJIaHKOB.

10. HanpasneHnue cnenuaibHbIX pelenTypHbIX OJIaHKOB (elrepalbHbIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM HCHOJHHUTEIbHON BiIacTH cyObekToB Poccuiickoit denepanuu oCymiecTBIseTCs
MuHHCTEPCTBOM B KOJIUYECTBE, PEYCMOTPEHHOM IIJIAHOM pacIpeaesieHns MuHucTepcTBa.



11. MuHHCTEpCTBOM JOTOJHUTEIBLHO K KOJWYECTBY CHEIHAIbHBIX PEHENTYPHBIX OJIAHKOB,
MPEeyCMOTPEHHOMY IUTAHOM pachpenerneHus MuHucTepcTBa, (GopMmupyercs pe3epBHBINA 3amac
CIIEIMATILHBIX PELENTYPHBIX OJaHKOB B KoJmdecTBe, He mpeblmaromeM 150 000 crenuanbHbBIX
peLenTypHbIX OJIAHKOB.

12. B cinydae yBenu4yeHHs TOTPEOHOCTH B CIIEHUANBHBIX PEHENTYpPHBIX ONlaHKaxX (enepaibHble
OpraHbl HUCHOJHUTENIbHOM BJIAaCTU (OpraHbl MCIOJIHUTEIbHOW BIAcTH cyObeKkToB Poccuiickoii
@®enepaliv) HaNpaBIslOT B MHUHHUCTEPCTBO CBOJHBIE 3asBKM HA JIONOJHUTEJIBHOE KOJIMYECTBO
CHEIHANIbHBIX PEeLEeNnTypHBIX 0JaHKOB (C 0OOCHOBAaHHEM yBEIMYECHHs MOTPEOHOCTH B CIIEIUAIBHBIX
peuenTypHbIX OJaHKax), KOTOpPbIE IMPEIOCTABISAIOTCS MHUHHCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHANIbHBIX PELENTYPHBIX OJIAHKOB.

13. ®enepasibHble OpPraHbl UCIOTHUTEIBHONU BJIACTU (OPTaHbl UCIIOIHUTEIBHOM BIACTH CyOBHEKTOB
Poccuiickoii @enepainyiu) pacrupenessioT NoJydYeHHbIE CIelHalbHbIe PELeNTYpHbIE OJIaHKH MEXIY
MEIUIIMHCKUMHU OpTaHU3alUsIMH Ha OCHOBAHHWM IIJIAHOB pacrpeaesieHus, cHOpPMHUPOBAHHBIX B
COOTBETCTBUHU C 3asiBKAMU MEIUIIMHCKUX OpraHU3aIiil Ha CIIC[UAIbHbBIE pElENTYpPHbIC OJaHKU.

I1. Ilopsanok perucTpannu, y4era U XpaHeHHs ClENHATbHbBIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

14. MunucrepcTBo, HHble (eAepalbHble OpraHbl HCHOJHUTENIbHOM BIaCTMU M OpraHbl
MCIIOJIHUTENIbHOM BiacTu cyobekToB Poccuiickoil denepanyiy OpraHu3yoT XpaHEHHE ClIeHUaIbHbBIX
peLenTypHbIX OJaHKOB B IOABEJOMCTBEHHBIX OpraHM3alMAX, YHOJHOMOYEHHBIX OCYIIECTBIIATH
MOJIyUYEHUE CIIEUUAIbHBIX PELENTYPHbIX OJIaHKOB OT MUHHCTEPCTBA, UX XPAHEHUE M BbLIAUY
MEIUIUHCKUM OpraHU3aLUsAM (Jajiee - yIoJHOMOYEHHAasi OpraHu3alus).

15. B ynosIHOMO4YEeHHOM OpraHU3aly U MEAUIMHCKON OpPraHW3alliy, MOJY4YMBIIEH CIEIUAIbHBIC
peuenTypHble OJaHKHM, OPraHU3YeTCsl PErHCTpalts, YUeT U XpaHEHHE CIIEIUANbHBIX PEeleNnTypHBIX
0JIaHKOB.

Peructpanus, yyer M XpaHEHHME pPE3EpPBHOIO 3amaca CHEIHUaIbHBIX pPEHEeNTypHbIX OJaHKOB
MuHuCTepCTBa OCYIIECTBISIETCS (elepalbHbIM TOCYIapCTBEHHBIM OOJUKETHBIM YUPEXKJICHHEM,
HaxoJsAIIMMCA B BeleHMH MuHuUCTepcTBa (/ajnee COOTBETCTBEHHO - DPE3EpBHBIM  3arac,
MOJIBE€IOMCTBEHHOE YUPEKICHUE).

16. PaOoTHMK, Ha3HA4YeHHBIH MPUKA30M PYKOBOJAWUTENS  YHOJHOMOYEHHOM OpraHu3aluu
(YMOJTHOMOYEHHOM  OpraHu3alMy, MOJBEAOMCTBEHHOIO  YUPEKICHHS) OTBETCTBEHHBIM 32
perucTpanuio, XpaHeHHe U y4yeT CHEeIHaJIbHbIX PEelEeNTYpHbIX OJIAHKOB (Jajiee - OTBETCTBEHHBIN
paOOTHUK), Ha OCHOBAaHUHM JIOBEPEHHOCTH, O(GOPMIIEHHOW B TMOpPAIKE, YCTAaHOBJICHHOM
3akoHoAaTenbcTBOM Poccuiickoii @enepanuu (C MOANHUCHIO PYKOBOJIUTENS YIMOJIHOMOYEHHOM
opranuzanuy (yrmnoJHOMOYEHHON OpraHM3allid, MOJIBEIOMCTBEHHOTO YUYPEXIEHUs), TJIaBHOTO
Oyxrairepa, 3aBepEHHBIX KPYIJIOH MeYaThio), MOIYy4aeT ClelualbHble pelenTypHble OJaHKU U
OCYILECTBIISICT BeJIEHHE XXYpHaja PErMCTpalliM M y4eTa CIEeUUANbHBIX PeleNnTypHBIX OJaHKOB, K
KoTopoMy TpuoOmaer (Horo- u (WIM) BUAEOMATEepUaIbl, MOATBEpKIamme ¢GakT odopMiIeHUs
peLenTypHbIX OJIAHKOB Ha I0MY (TIPH HATUYHUH).

17. XypHan perucrtpalud W YyuyeTa CIELUANbHBIX pPELENTYpPHbIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, MPOLIHYPOBaH, UMETh Ha MOCJEIHEN CTPAHUIIE 3aIUCh, COAEPIKAIIYI0O KOJIUYECTBO
CTpaHMII, MOJHOE€ HAUMEHOBAHME YIOJIHOMOYEHHOW OpraHu3auuu (METUIMHCKOW OpraHu3alui,
MOJIBEJOMCTBEHHOT'O YUpEXKJIEHHUS), a TaKK€ CKpEIUIeH MOJIUCHI0 PYKOBOJIUTENS M II€YaThIO
YIOJIHOMOYEHHOW OpraHu3aiiy (MeIMIMHCKON OpraHu3alti, Mo ABEJOMCTBEHHOTO YUPEKICHNS).



Kypnan perucrtpanuu W ydera CHEUHAIBHBIX PEHENTYpHBIX OJaHKOB PE3EpPBHOTO 3araca
MuHucTepcTBa CKPEIUISIETCS TAKXKE MOAMUCHIO JUPEKTOpa (B Cllydae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryJMpoBaHUs OOpaIeHUs JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3aenuii MuHHCTEPCTBA U 1e4aTbi0 MUHUCTEpPCTBA.

18. B kypHaje perucTpanvi W Yy4era CIeHUaTbHBIX PEHENTYypHBIX OJAHKOB YKAa3bIBAIOTCS
CIEAYIOLIME CBEICHNUS:

1) nopsAKOBBIM HOMEDP 3AIUCH;

2) mpHUXO0/I CIICIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPALIUU MPUXOTHOTO JOKYMEHTA;

0) o011ee KOJMYECTBO MOCTYIUBIINX CHEIUATBHBIX PEIENTYPHBIX OJIaHKOB;

B) Cepusi U HOMEP CIELUAIbHOIO PELENTYPHOIO OJIaHKa;

I') KOJIMYECTBO CIIELUAIbHBIX PELENTYPHBIX OJaHKOB MO KaXKIOU CEpUU;

1) hamunusi, ©Msi, 0TYECTBO (IIOCIIEHEE - IPU HATMYWHU) U MTOAMKUCH OTBETCTBEHHOTO pa0OTHHUKA,
3) pacxo[ cielManbHbIX pelenTypHBIX OJaHKOB:

a) J1aTa BBIJAY CIIEHUAIBHBIX PEIENTYPHBIX OJIaHKOB;

0) cepuu 1 HOMEpa BbIJAHHBIX CIIELUAIbHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BbIJAHHBIX CIICHUAJIBHBIX PCHCIITYPHBIX OJaHKOB C YKa3zaHueM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCITYPHBIX 6HaHKOB, BBIJJAHHBIX JJIAd Oq)OpMJIeHI/Ifl Ha 10MY;

r) ¢damuius, uUMs, OTYECTBO (IOCIIEqHEE - MpPU HAJIWYMM) U TOANKCH JIMIA, MOJIYYUBIIETO
CriellMaibHbIe pelleNTypHbIe OJIaHKHU;

1) KOJIMYECTBO CIELMATIBHBIX PELENTYpPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) ¢damuiMs, uUMs, OTYECTBO (IMOCJIEJHEE - MpPH HAJIMYMU) U MOANUCH JIUIA, OPOPMUBIIETO
criellMabHbIe pelleNTypHbIe OJIaHKU Ha JIOMY;

4) pamumnus, uMsl, 0TYECTBO (ITOCIEAHEE - IPU HAIMYUU) U MTOANKUCH OTBETCTBEHHOI'O pabOTHHUKA,
5) ocTaToK crieMaIbHBIX peUEenTyPHBIX OJaHKOB.

19. CneuumaneHbplii pelenTypHbIi OJaHK SBISETCS JOKYMEHTOM CTpPOTOW OTYETHOCTH. 3arac
CHEIHAJIbHBIX PELENTYpHbIX OJaHKOB B MEIMIMHCKON OpraHu3alluy JOJDKEH XpaHWUTbCS B
CHELMATbHBIX MOMEUICHUAX, celdax WIM B CIENUATBbHO M3TOTOBJIEHHBIX IIKadax, OOMTHIX
OLIMHKOBAHHBIM K€JIE30M, C Ha/Ie)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemienus, ceiidml, mkadpl, B KOTOPBIX XPAHATCS CIELUAIbHbIE PELENITYpHbIE OJMaHKH, JTOJKHBI
OBITH 3aKPHITHI Ha 3aMKHM W TIOCJIE€ OKOHYAaHMs PAa0OOTHl OMEyaTaHbl IMEYaThIO YIOJIHOMOYEHHOU
opraHu3anuy (MEIUIMHCKONW OpraHU3aIiK) WIH OIUIOMOMPOBAHBI.

20. B MeAMUIMHCKUX OpraHM3alusAX 3amac CIEHUaTbHBIX PELENTYpHBIX OJIAHKOB HE JIOJIKEH
MPEBBIIIATH F'0JIOBOM MOTPEOHOCTH.

21. Paspemaercs BbAaBaThb MEIUIMHCKOMY paOOTHUKY, HMEIOLIEMY TMpaBO Ha3HA4aTh
HapKOTHUYECKUE (IICUXOTPOIHBIE) JIEKAPCTBEHHBIE IpenapaThl, €MHOBPEMEHHO He OoJsiee ABaaaTu
CHEIHAJIbHBIX PELENTYPHBIX OJIAHKOB.



MenuuuHckre pabOTHUKH, BBIMHMCHIBAIOLINE pELENThl Ha HApKOTUYECKUE (TICUXOTPOIIHBIE)
JIEKapCTBEHHBIE IIpenaparbl, HA OCHOBAaHMM IPUKA3a PYKOBOJIUTENSI MEIUIMHCKOW OpraHU3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTh IIOJIYYEHHBIX CHELUAIbHBIX PELENTYPHbBIX
OsiaHkoB. CrieniManbHble pelENTYpHbIE OJIaHKH, MOTYYEHHbIE MEUIIUHCKUM PaOOTHUKOM, XPaHsTCS
O] 3aMKOM B ceiidax, MeTaIIIMUYeCKHX MKadax Wik METaJUIMYECKUX SIIUKaX.

22. B MeIMIMHCKOW OpraHu3allMy CO3/1aeTCs MOCTOSHHO MEHCTBYIOIIAs KOMHCCHS, KOTOpas He
pexxe 1 pa3a kBapran (IO PEIICHUIO PYKOBOIUTENS MEIULMHCKON OpraHu3alMi BO3MOXKHO 4Yallle)
OCYIIECTBIISICT IIPOBEPKY COCTOSHUSI PETUCTPALIMU U y4eTa CIIeHUaIbHBIX PELENTYPHBIX OJIaHKOB, B
TOM YHCIIE TYyTeM CBEPKU 3alUCei >KypHalla pEerucTpaluy U ydeTa CHEeIHaIbHBIX PeleNnTypPHBIX
ONaHKOB, ¢ (PAKTUYECKUM HAIMYMEM CIIEHUATIBHBIX PEIENTYPHBIX OJIAHKOB, a TAaKXKE IMPOBEPKY
COCTOSAHUA XPAHCHUA CIICHHUAJIBHBIX PCUCIITYPHBIX 0JIaHKOB.

[To pe3ynpTaTam MpOBEPKHU B KypHAJIe PErHCTPAllMU U y4eTa CHEelHAIbHBIX PEUENTYPHBIX OJIaHKOB
JIefaeTcsl 3aluch O pe3yibTaTaX MPOBEICHUS CBEPKU JAHHBIX, 3aKPEIUICHHAs MOMAMMCIMHU BCEX
YJIEHOB KOMHCCHUHU, WIH CO3TAETCS CIECIUANBbHBIN aKT MPOBEPKH.

23. denepanbHble OpraHbl UCIIOJHUTEIBHON BIACTH U OpPraHbl HCIOJHUTEIBHOM BIACTH CyObEKTOB
Poccniickoit ®denepanuu OCYLIECTBISAIOT KOHTPOJIb 3a OpraHM3alMeld pPETUCTpaluu, ydera |
XpaHeHMs CHEUMaJbHbIX pPELENTYPHbIX OJAaHKOB B  YINOJHOMOYEHHBIX OpraHu3alusIx MU
MCIUIUHCKUX OpraHHu3aluiIXx.

24. Bplgaua crnenuanbHBIX pEHEnTYpPHBIX OJIAHKOB M3 pe3epBHOro 3amaca MUHHCTEpCTBA
denepaibHBIM OpraHaM HMCIOJHUTEIHLHOM BJIACTH M OpraHaM HCIOJIHUTEIHHON BJIACTU CYOBEKTOB
Poccuiickoii ®enepanuu OCYIIECTBISIETCS OTBETCTBEHHBIM PaOOTHUKOM TOJBEIOMCTBEHHOTO
VUPSKIICHUST HA OCHOBAaHWUU pEIICHHS OO0 OTHYCKEe CIEIHAIBHBIX PElENTypHBIX OJIaHKOB,
O(pOpPMIICHHOTO B BHJE MHCbMa, MOAMNHCAHHOTO IUPEKTOPOM (B cllydyae €ro OTCYTCTBUA -
3aMEeCTUTENIeM AupekTopa) [emapramenTta peryaupoBaHusi 0OpalleHUs JEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3enuii MuHucTepcTBa.

ITpoBepka neATENBPHOCTH MOJABEJOMCTBEHHOIO YUPEXKACHHS MO PETUCTPALMH, YUETY M XPAHEHUIO
PE3epBHOTO 3amaca OCylecTBIseTcsa JlenapTaMeHTOM pPeryJnpoBaHus 0OpalleHus JIEKapCTBEHHBIX
CPEICTB U MEIMLMHCKHUX n3aenuii MunucrepctBa 2 pasa B roa He nosaHee 20 uucna Mecsua,
CJIEAYIOLIETO 32 UCTEKIIUM ITOJIYTOJUEM.

Ipunoocenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUS PELIEIITOB,
COAEPKALINUX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM ICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHBIX TOKYMEHTOB



|. Odopmiienne penenta Ha OyMa:KHOM HOCHUTeJIE

1. Ha peuentypusix 61ankax ¢dopmer N 107/y-HII B neBoM BepxHEM yIily MPOCTABIISICTCS IITaMII
MEIMIUHCKONW OpraHu3alMy C yKa3aHHEM ee MOJHOr0 HaMMEHOBaHUS, ajapeca U TenedoHa ¢ AaTou
BBIMKCKY (J1aTOi 0(OopMIICHHUS) peLieTiTa Ha JIEKapCTBEHHbIN Mpernapar.

Peuentypusie Omanku ¢dopmbl N 107/y-HII wm3rotaBiamBarOTCs HCKIIOYUTEIBHO THIOTPadCKUM
CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, o0GOpMISEMbIX HHIUBUAYAIbHBIMUA MPEIIPUHUMATEISIMH,
UMEIOITUMH JIMIIEH3UI0 Ha MEIUIIMHCKYIO JIEATEIhHOCTh, B BEPXHEM JICBOM YTy THUIOTPadCKUM
CIocoOOM WJIM IyTEM IMPOCTaBICHHS IITamIa JOKEH ObITh yKa3aH aJpec WHIUBUAYAIbHOTO
NpeAnpUHUMATEIs, HOMEP M JlaTa JUIEH3MHM, HaMMEHOBAHHE OpraHa rocyJapCTBEHHON BIACTH,
BBIJIABILIETO JIMIIEH3HIO.

3. Peuentypnsie 6manku popmsl N 107/y-HII 3anonustoTcs MEAUIIMHCKUM paOOTHUKOM YepHUIAMU
WJIY [IAPUKOBOM PYUYKOM.

4. lonyckaeTcst opopMIIeHHE BCeX PEKBU3UTOB (3a MCKIOYeHHeM pekBusuta "lloanuck nedaiiero
Bpaua (moamuch (enpamepa, akymepku)') penentypHsix OmankoB ¢opmer N 107/y-HIT ¢
UCIIOJIb30BAaHUEM I1€YaTAIOIINUX YCTPOUCTB.

5. B peuentypuom 6manke ¢popmel N 107/y-HII B crpokax "®amunus, uMsi, 0OT4€CTBO (IIOCTIEAHEE -
npu Hanmuuu) manueHta" u o "Bospact" yka3pIBalOTCS IMOJHOCTHIO (paMuiIHsi, MMs, OTYECTBO
(mocnenHee - MpyU HAJIMYKK) TAIIMEHTa, €r0 BO3pacT (KOJUYECTBO MOJTHBIX JIET).

JlonmycTMO yKa3aHue 1aThl pPOXKACHUS NALMEHTA.
6. B pentenitypaom 6:anke popmer N 107/y-HIT:

1) B ctpoke "Cepust © HOMep MoyKca 005S3aTeIbHOT0 MEAMIIMHCKOTO CTPaXOBaHUA'" yKa3bIBaeTCs
HOMED TMOJIUca 0053aTEIHFHOTO MEIUIIMHCKOTO CTPaXOBaHMS MAaIlUeHTa (TIPY HAJTUYHH ),

2) B ctpoke "Homep mMeaumuHCKONW KapThl" yKa3blBae€TCs HOMEpP MEIUIMHCKON KapThl MalueHTa,
MOJYYalOEro MEIUIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX YCIOBUSAX, MM HCTOPUU OOJIe3HU
MAIMEHTA, BHIMMCHIBAEMOT0 U3 MEIMLIMHCKON OpraHu3aluu;

3) B ctpoke "damunusi, UMsl, OTYECTBO (TIOCTIEHEEe - NIPU HAJMYMH) JieHalero Bpaya (denpamepa,
aKyIIepKHn)" yKa3bIBaeTCs MOJHOCTHIO aMUIIUsI, UMsI, OTYECTBO (TIOCTIEIHEE - MTPU HAJIMYWHU) Bpaya
(penmpamiepa, aKymiepkH), BBIMHCABIIETO PElENT Ha  HAPKOTUYECKHH  (TMICUXOTPOIHBII)
JIEKApCTBEHHBIN ITpenapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HIT yka3siBaercs:

1) HauMeHOBaHHE JIEKAPCTBEHHOT0 IpemnapaTa (MeXIyHapoIHOE HeaTeHTOBAaHHOE HaMMEHOBaHHE,
TpYHOIUPOBOYHOC HIIN XUMUUCCKOC HAMMCHOBAHNE, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM A3bIKE
WIA Ha PYCCKOM s3bIKe, (hopMa BBIITYCKa, JO3UPOBKA, KOJIMYECTBO (YKa3bIBAaeTCS MPOMUCHIO HA
penentypHoM 6nanke ¢popmbl N 107/y-HIT);

2) crnocobd MpHUMEHEHMs JIEKapCTBEHHOro IpenapaTa Ha TOCyJapCTBEHHOM si3blke Poccuiickoit
denepanuy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickoit denepani U rocyJapCTBEHHOM S3bIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepannn <1>.




<1> Yactp | crareu 15 3akona Poccumiickoit denepanmuu ot 25 oxtsaops 1991 r. N 1807-1 "O
s3pikax HaponoB Poccwmiickoii ®enepanuun" (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
HaponHbix nenyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMieHHH PEIENTYPHBIX OJAHKOB 3alpeIiacTcs OrPaHUIMBATHCS OOIIMMHU yKa3aHUSIMHU,
Hanpumep, "Buyrpennee", "M3BecTHo".

9. Ilpu odopmnennn manueHty peuentypHoro oOmanka gopmel N 107/y-HIT Ha HapkoTudeckwmii
(TICUXOTPOIIHBIN) JIEKAPCTBCHHBIA Mpermapar B paMKaX OKa3aHUs METUIIMHCKOH TIOMOIIM TIpU
OTIpeIeIEHHOM 3a00JI€BaHNU TaKOH pPEIenT 3aBepseTCs:

1) moANMCHIO U IMYHOM MeYaThio Bpaya 100 MOAMUCHIO (ebamepa (aKyIepKH);

2) meyaTbl0 MEAMLMHCKOW OpraHu3aluM, JUOO CTPYKTYPHOrO MOApa3JeNeHus] MEeAULUHCKON
opranuszanuu "/{is peuentos”, KOTopasi IPOCTABISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEIMIUHCKONH OpraHu3alMy ¢ ykazaHueM (aMHJIUU, UMEHU, OTYeCTBa (MOC/IeqHEe - IPU HAJTUYUH)
U IIPOCTABJIEHUEM €T0 JINYHOW MOAIHUCH.

B cayuasx HeoOxogumocTd OQOpMIIEHHS pelenTa Ha HAapKOTHYECKUM (IICUXOTPOIHBIN)
JICKapCTBEHHBIN Mpenapar Ha JOMY B paMKax OKa3aHHs MaUIMaTUBHOM MEIUIIMHCKOW MOMOIIH
JIOTIYCKaeTCsl IpEeABapUTEIbHOE 3aBEPEHHUE peLenTa IMITaMIOM MEIUMLIUHCKON OpraHu3aluuy,
MeYaThl0 MEIUIMHCKON OpraHu3aluu JuO0 CTPYKTYpPHOTO TOJpa3fefieHuss MEAUIIMHCKON
opranuzaruu "Jlig peuento", KoTopasi MPOCTABISAETCS JIUIIOM, YIOJIHOMOYEHHBIM PYKOBOJIUTEIEM
MEAMIIMHCKOW OpTraHu3alliy, ¢ yKa3aHueM (aMujInu, IMEHH, OTYeCTBA (TIOCIEIHEE - IPU HATHYUN)
U [IPOCTaBJIEHUEM €ro JMYHOUN noanucu. Ilpu aTom B xKypHase perucTpaliy U yuyera pelenTypHbIX
OnaHkoB B cooTBercTBUU ¢ [lopsnkom perucTpauuu, y4eTa M XpaHEHUS CIeHUATbHBIX
pelenTypHbIX OJaHKOB HAa HAPKOTHYECKHE CPEACTBA WU IICUXOTPOIHbBIE BEIIECTBA, YTBEPKAECHHBIM
HACTOSIIIMM TPUKA30M, JEJaeTcs OTMETKa O €ro Bbliade i opopMieHHs Ha JIOMYy, a TaKKe
OTMETKa, YJJOCTOBEPEHHAs MOJIUCKHIO Bpaya J1u00 Qenpamiepa (akymepku), 0pOpMUBLIETO PELENT,
0 daxrte ero oQopmieHHUs, KOTOPBIH MOXKET OBITH OMOJTHUTEIHHO MOATBEpkAEH (HoTo- U (WIN)
BUJICOMaTepHalaMu.

B crpoke "Ormerka anTeyHoW opraHuzanud 00 OTHycKe" CTaBUTCA OTMETKa amnTeyHOH
opraHu3aiu 00 OTIYCKE HApKOTHYECKOro (TICUMXOTPOMHOr0) JIEKapCTBEHHOTO Ipenapara (c
yKa3aHHEM HaUMEHOBAaHMSA, KOJUYECTBA OTIYIIEHHOTO0 HApKOTHYECKOro (ICHXOTPOIHOIO)
JIEKapCTBEHHOI'0 IpernapaTa M JaThl €ro OTIYCKa), KOTOpasl 3aBepsieTcsl MOANUCHI0 pabOTHHKA
anTeYyHOM OpraHu3aliM, OTIYCTHUBIIETr0 HAPKOTUYECKHH (IICMXOTPONHBINA) JIeKapCTBEHHBIN
npenapar (¢ ykazaHuem ero (aMuinM, UMEHH, OTYecTBa (IOCIEAHEE - MPU HAIMYUHU), a TaKxKe
KPYIJION MeYaThlo alTeYHOl OpraHMu3allid, B OTTUCKE KOTOPOH JOKHO OBITh MACHTU(DUIIUPOBAHO
MOJIHO€ HAaMMEHOBaHHE alTeYHON OpraHu3alllu.

10. Ha ogaom penentypuom Omanke dopmer N 107/y-HII paspermaercst ocymecTBIsITh Ha3HAYCHUE
TOJIEKO OJIHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpemnapara.

11. UcnpaBnenus B penienTe He T0MyCKatoTCsl.

1. Odpopmienue penenta B popMe 3JIEKTPOHHOTO JOKYMEHTA

12. Penent B popMe DJIEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AIIEKTPOHHOMN MOANHUCHI0, POPMUPYETCS] MEAUIIMHCKUM PaOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHBIA PETHCTP MEIUIIMHCKUX PAOOTHUKOB <2>, a TaKXKe MPH YCIOBHH PETHUCTPAIHH
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MEAMIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (QeaepalbHOM peecTpe
MEAWIIMHCKUX OpraHm3auil <3> eANHON TOCyJapCTBEHHON HH(POPMAIIMOHHON CHCTEMBI B cdepe
3paBOOXPAHEHUs M TOJKIIOYEHHS TaKOM MEIMLIHMHCKOM OpraHu3alud K TOCyAapCTBEHHOMN
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepannn <4>.

<2> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (Cobpanue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 cratbu 91.1 denepanpHoro 3akoHa N 323-®3 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 ®enepanbroro 3akona N 323-D3 (Cobpanue 3akoHoAaTeNbCTBA Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

13. Ilo TpeOoBaHMIO MAIEHTa WM €ro 3aKOHHOTO MpEACTaBUTENS O(OPMIISETCS JK3EMILISP
penenta B ¢GopMe SIIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HOcHTele ¢ oTMeTko '"J[yOmmkat
3JIEKTPOHHOI'O IOKYMEHTa".
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