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

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOU ®EJEPALINN

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
BEIHIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACHHPEJAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHHA, A TAKXE ITPABUJI O®POPMJIEHUSA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 denepanbHoro 3akoHa ot 21 HosOps 2011 . N
323-®3 "OO6 ocHOBax OXpaHbl 370poBbs TpaxnaH B Poccuiickoii Denepanun" (Cobpanue
3akoHogarenscTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), myHkTOM
2 cratpu 26 @enepanpHoro 3akoHa ot 8 saBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHbix BemectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, ct. 4791), nmoamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 ITlonoxeHus o
MunucrepctBe 3apaBooxpaHeHus 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, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsiiox Ha3HAUEHMS JIEKApCTBEHHBIX IpenapaToB coryiacHo npuioxenuio 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 CONIACHO MPHUIIOKCHUIO 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 (OPMBI OJTAHKOB PELICTITOB, COACPKAIMUX HA3HAYCHHE HAPKOTHYECKHUX 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 ®denepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUW B IMpuka3 MuHucrepcTBa 3/paBooxpaHeHusi Poccuiickoit ®@enepauuu ot 1
asrycra 2012 r. N 541 "O0 yrBepkaeHun (GOpMBI OJIAHKOB PELENTOB, COAEPKAIIUX Ha3zHAuYCHHE
HapKOTUYECKUX CPEACTB MJIM MCUXOTPONHBIX BEIIECTB, NOPAJIKA UX U3TOTOBIICHHUS, PACIIPEACICHMUS,
perucrpanuu, Yydera M XpaHEHHsd, a Takke mpaBwil odopMieHHUs" (3aperucTpupoBaH
MunucrepctBoM troctuiuu Poccuiickoit ®enepanuu 27 HosOpst 2015 1., perucrpanuoHHbii N

39868);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUN B mpuka3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickon ®@enepanun ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:k/ieHuu NopsAaKa Ha3HAaYeHHsI U BHIITUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpenaparsl, MOpsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX y4yeTa U XpaHeHua" u mnpuwiokeHne 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, MOPSAJKA HMX H3TOTOBJICHHUS, DPACIpEACIICHUs, 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 Poccuiickonn denepanun 1 MunHucrepersa 3apaBooxpaneHus Poccuiickoin
@enepanyyl Mo BompocaMm oOpallleHus JIEKapCTBEHHBIX MPENapaToB, COJEPKAINX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE 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 mpuioxkeHus N 2 u 4 x npukasy MUHUCTEPCTBa 3/1paBOOXPAHEHUS
Poccuiickoit ®eaepanuu ot 1 aBrycra 2012 r. N 541 "OG yrBepxkaeHun Gopmbl OJJaHKOB PELIETITOB,
coJlep/KalluX Ha3HAYEHHE HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BEIIECTB, MOPAJIKA HX
U3TOTOBJICHUSI, pacIipe/ie]ICHHs, PETUCTPALlMU, YyUe€Ta U XpaHEHUs, a TaKkkKe MpaBuUil opopMiIeHHs"
(3apeructpupoBan MuHnuctepcTBoM foctuiiuu Poccmiickoit ®denepanuu 28 sHBaps 2020 1.,
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perucrpanronubiii N 57293);

npuka3 MuHUCTEpCTBa 3ApaBooxpanenus Poccuiickoit ®eneparnun ot 8 okTaops 2020 r. N 1076H
"O BHeceHnu usmeHeHu B [lopsiiok perucrpanuu, yuyera ¥ XpaHEHUs ClIEHUAIbHBIX PELENTYPHBIX
0JIaHKOB HAa HAPKOTHYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIC BELIECTBA, YTBEP)KIECHHBIM MpPUKA30M
MunuctepcrBa 3apaBooxpanenusi Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 544"
(3apeructpupoBan MuHuctepcTBoM toctuiuu Poccuiickoit ®enepanuu 13 wHosiOpst 2020 r.,
peructparronssiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPKACHHUH TMOPSIIKA HAa3HAYSHUS JIGKAPCTBEHHBIX MpPEnaparoB, (OpM PELeNnTypHbIX OJIAHKOB 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 31apaBooxpaneHus Poccutickoit @enepanuu 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>KICHHM MOpsAKAa Ha3HAYCHHsI JICKAPCTBEHHBIX IPEMapaTosB,
dopM penentypHbeIX OJAHKOB HA JICKAPCTBEHHBIE IpEmaparhl, MOpsaka OQOpPMIICHHS YKa3aHHBIX
OllaHKOB, MX Yyd4eTa W XpaHeHusa" (3aperucTpupoBaH MuUHHCTEPCTBOM rOCTHIIMM Poccuiickoi
®enepannu 28 suBapst 2020 r., peructpaunonnsii N 57292);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®enepanun oT 8 okTa0Ops 2020 r. N 10751
"O BHECEHMM HM3MCHEHHM B TOPSAIOK HAa3HAUYECHMS JICKAPCTBEHHBIX IMPENapaToB, YTBEPKIACHHBIM
npuka3zoM MuHHCTEpCTBa 3/1paBooxpaneHust Poccutickoit @eneparuu ot 14 suBaps 2019 r. N 45"
(3apeructpupoBaH MuHHCTEpCTBOM IOoCcTUIIMU Poccuiickoit ®Denmeparm 22 nmekadbps 2020 1.,
perucrpanroHnabiii 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
CHELHMATU3UPOBAHHBIX MPOAYKTOB JeueOHOro mnuTaHusa" (3aperucTpupoBaH MMHHUCTEPCTBOM
roctuiun Poccuiickoit @enepanuu 27 anpens 2007 r., peructparmonnsiii N 9364);

npuka3 MUHHCTEPCTBA 34paBOOXPAaHEHHS U cOLUAIbHOTO pa3sutusa Poccuiickoit denepanum ot 17
Masg 2012 r. N 5621 "O6 yrBepxkiaenuu Ilopsnaka oTmycka (pU3MUecKUM JIMILAM JIEKApCTBEHHBIX
IpenapaToB Il MEAMIMHCKOIO INPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJUYECTB
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue (papMakoIoruueckue
aKTUBHBIE BellecTBa" (3apeructpupoBaH MuHucTepcTBOM tocTHiMu Poccuiickoit ®enepanuu 1
utonst 2012 r., peructpannonnsiii N 24438);

OYHKT 2 W3MEHEHUH, KOTOPBIE BHOCATCSI B HEKOTOPHIE MPHKa3bl MUHUCTEPCTBA 3IPaBOOXPAHEHHS U
couuanpHoro passutHs Poccuiickoit ®exepaunu, YTBEpKIECHHBIX TpPUKa3oM MUHHUCTEPCTBA
3npaBooxpaneHust Poccuiickoit ®eneparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBoM roctuiu Poccutickoit @enepanun 15 uronst 2013 r., peructpaunonnsii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenus Poccniickoit ®@enepanun ot 21 aBrycra 2014 r. N 4651
"O BHECEHMHU W3MEHEHHH B MOPSJIOK OTIYCKa (PU3UUECKUM JIMLIAM JIEKAPCTBEHHBIX MPENapaToB s
MEJIUIMHCKOTO TNPUMEHEHHs], COJAEpXKAIIMX KPOME MAJIbIX KOJWYECTB HAPKOTHYECKUX CPEICTB,
NICUXOTPOIHBIX BELIECTB M MX MPEKYypPCOPOB JApyrue (hapMakoIOTHYecKHe aKTUBHBIE BEIECTBA,
YTBEPKJICHHBIN MPHUKa30M MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U COLMAIBHOIO pa3BUTHs Poccuiickon
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Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBad MUHHUCTEPCTBOM OCTUIIMK Poccuiickoi
®enepannu 10 centsiops 2014 r., perucrpaunonnsiii N 34024);

OYHKT | U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MPUKa3bl MUHHUCTEPCTBA 3JPaBOOXPAHECHUS U
conuanbHOro passutus Poccuiickoit @enepanun 1 MuHucteperBa 3apaBooxpanenus Poccuiickoit
®Denepanny, yTBEpKICHHBIX IPUKa3oM MuHucTepcTBa 31paBooxpanenus Pocculickoit denepanuun
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoit
Odeneparuu 30 centsops 2015 r., peructparponnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOpPbIE BHOCATCS B HEKOTOPBIE NpHKa3bl MUHHCTEPCTBA 3paBOOXPAHEHUS U
conuanbHoro passutus Poccuiickonn denepanuun 1 MunucTepeTBa 31paBOOXpaHeHus Poccuickon
®denepanuy Mo BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COASPKALIUX HAPKOTUYECKHUE
CPEICTBA, IICUXOTPOIIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJACTB, MOAJIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY YUY€TY, YTBEPKACHHBIX MPUKa30M MUHHUCTEPCTBA 3/[PaBOOXPAHEHHUS
Poccuiickoit @enepauru ot 31 oxtsaops 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
roctunmn Poccuiickoit @eneparyu 9 suBapst 2018 ., peructpanmonnsiii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHA BCTYIUICHUS B CHIY
HACTOSILET0 MPUKa3a, MOTYT OBITh HCIIONIb30BaHbI 10 1 MapTta 2023 rona.

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

Munucmp

M.A. MYPALIKO

Ipunoowcenue 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 MIpemapaToB i MEAMIIMHCKOTO MpUMEHeHus (nanee -
JIeKapCTBEHHbIE Tpernaparbl) OCYIIECTBISIETCS JeyalldM BpadoM, (esbaiepoM, akylIepKkol B
CJIy4ae BO3JIO)KEHUS Ha HUX ITOJIHOMOYHII JIEYalero Bpaya, Ipy OKa3aHUHM MEIUIIMHCKON ITOMOIIH B
MEAMIMHCKUX OpraHuzanusax <I1>, B TNOpsAaKe, YCTAaHOBJIEHHOM IIpUKa3oM MuHuUCTEpCTBa
3IpaBOOXpaHEHHUs U colMaibHOTO pa3BuTHs Poccuiickoit deneparuu ot 23 mapta 2012 r. N 252n1
"O06 yrBepxaeHuu Ilopsiika Bo3ioxKeHUs Ha (enbaiiepa, akyepKy pyKoBOIUTENEM MEIUILIMHCKOM
OpraHM3aly IpU OpPraHU3alMKM OKAa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM H CKOPOH
MEIUIIUHCKON MOMOIIM OTJENbHBIX (YHKUHMH JIedalero Bpaya 1o HernocpeCTBEHHOMY OKa3aHUIO
MEAMIIMHCKON MOMOUIM MAllUEeHTy B MEPUOJI HAOIIOIEHUS 32 HUM U €ro JIEYeHUs], B TOM YHUCIe 10
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HAa3HAYCHUIO W TPUMEHEHHIO JIGKAPCTBEHHBIX  INPEMaparoB, BKIOYas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MPENapaThl U ICUXOTPOITHBIE JIEKAPCTBEHHbIE Mpenaparsl’ <2>, UHAUBUAYAIbHBIMU
HpeANPUHIMATENSIMH, OCYIIECTBIISIIOIIMMI MEAMLIUHCKYIO AEATENFHOCTh (Jajee - MEIUIMHCKUE
pabOTHUKNY).

<1> Oynskr 11 crareu 2 PenepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaan B Poccuiickoit ®deneparuu” (Cobpanue 3akoHOoaaTeNbCTBA Poccuiickoit
Oeneparun, 2011, N 48, cr. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbhsbiii 3akor N 323-D3).

Oguyuanvhstit ucmouHuUK 31EKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCMb: UMECMCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHuctepctBoM roctuimu Poccuiickoit ®enepauun 28 anpens 2012 r.,
peructpaunonuslidi N 23971 ¢ u3MeHeHMSIMH, BHECEHHBIMH TpUKa3oM MUHHCTEPCTBA
3npaBooxpanenust Poccuiickoit ®@enepauuu ot 31 okts6pst 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM toctunmn Poccuiickoit ®enepanuu 9 suBaps 2018 r., peructpanwonHsiii N
49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMIA pEHENT ¢ HAPYIIEHHMEM HACTOSIIEro MOpsAIKa, WIH
PYKOBOJIUTENb MEIUIIMHCKON OpraHM3aliy 00eCHeunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro i MalyeHTa perenta.

2. CegeHuss O Ha3HAYECHHOM JIEKAPCTBEHHOM Tipenapare (HAaMMEHOBAaHUE JIEKAPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHHS M NPUMEHEHUs, pPEeXUM  JIO3UPOBAHMS,
MIPOJIOJDKUTEIIBHOCTD JICYCHUSI U 0OOCHOBaHUE HAa3HAYECHHS JIEKAPCTBEHHOI'O Tperapara) BHOCATCS
MEAUIIMHCKUM paOOTHUKOM B MEIUIIMHCKYIO JOKYMEHTAIIMIO MalieHTa.

B cnyuasx, ykazaHHelIx B myHkTax 8 - 11 Hacrosmero Ilopsika, MeIMIMHCKHM pabOTHHK,
Ha3HAYMBIIMN JIEKApCTBEHHBIH Mpemnapar, opopMiIseT Ha3HaYeHHE JIEKapCTBEHHBIX MpEnaparoB, B
TOM YHCIIe MOJJIEKAIIUX M3TOTOBJICHUIO M OTIYCKY aNnTeYHbIMM OpraHu3anusMu (gaiee -
JICKAPCTBCHHLIC IMpe€raparbl HWHAWBUAYAJIbHOI'O I/ISFOTOBJ'ICHI/ISI), Ha pCucuTypHOM 6J'IaHKe,
oopMIeHHOM 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 IIEKTPOHHOTO JOKYMEHTa C UCIOJIb30BAHUEM YCHUJIEHHOM KBaJIU(HUIMPOBAHHOU
AIIEKTPOHHOM TMOAMNKMCH MEIULMHCKOrO pabdOTHUKA (nanee - penent B (QopMme 3JIEKTPOHHOTO
JIOKYMEHTA).

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

Penent B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COAEep KaIlIUi Ha3HaAUYeHNE HAPKOTHUYECKUX CPEJICTB MIH
NICUXOTPOIHBIX BEIECTB, MOAMUCHIBACTCS C HCIOJb30BAaHUEM YCHJIEHHON KBaJU(UIIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbamiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(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, cT. 4791) (nanee - ®enepanbubiii 3aKkoH N 3-D3).

Odopminenue perentoB B GopMe IEKTPOHHBIX JTOKYMEHTOB OCYHIECTBIISIETCA B Clydae MPUHSITHS
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 ¢ pelenTaMH Ha JIEKapCTBEHHBIE MpernapaThl, 0pOPMIIEHHBIMH 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
MEAMIIMHCKAs MOMOIIb B CTAlMOHAPHBIX YCIOBUSAX, IPU HEOOXOIUMOCTH IMPOJIOJDKEHUS IpHeMa
JEKapCTBEHHOTO IIpernapara B aMOYJIaTOPHBIX YCJIOBUSAX JaHHOMY MAalMEHTY [0 pPELICHHIO
PYKOBOIUTENST MEAMIMHCKOW OpraHM3aldy Ha3zHAdaloTcs ¢ odopmieHueM peuenta B ¢opme
9JIEKTPOHHOTO JOKyMEHTa M (Wjiu) Ha OyMa)XHOM HOCHUTeNle (32 HCKIIOYeHHEeM OGOpMIICHHS
pPEeLenToB Ha JIEKapCTBEHHBIE MPENapathl, MOUIekKaIINe OTIYCKY OECIUIaTHO MIJIM CO CKUJKON) MO0
BBIJIAIOTCS (AIIMEHTY WIN €ro 3aKOHHOMY IMPEJICTABUTENI0) OJJHOBPEMEHHO C BBIITUCKOM U3 UCTOPUU
00JIe3HN JIEKapCTBEHHBIE IIpernapaTrbl, B TOM YHCJIE€ HApKOTUYECKWE M  ICHUXOTPOITHBIE
JeKapCTBeHHbIe NpenapaTsl, BHeceHHble B cnucku |l u Il mepeuHss HapKOTHUYECKUX CpENACTB,
IICUXOTPOIHBIX BEIIECTB U MX MPEKYpPCOPOB, MOJUIEKAMUX KOHTpOrO B Poccuiickon denepanuy,
yrBepxkaeHHoro IIpaBurensctBom Poccuiickoit  ®epepaunn <6> (manee - Ilepedens),
CUJIbHOJICUCTBYIOIIME JIEKAPCTBEHHBIE MTpENaparsl, Ha CPOK NMPHUEMa MMALIMEHTOM JI0 5 THEH.

<6> [lyskt 2 crathu 2 ®enepanpHoro 3akoHa N 3-D3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoi
®eneparun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpenapaToB TMpU OKa3aHUU MEAMIIMHCKOM TIOMOILIM B
CTAIlMOHAPHBIX YCIIOBUSIX MOJKET OCYIIECTBIATHCS IOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIs€MbIX B aNTEYHbIE OpraHU3alyd, SBIBIIOIIUECS  CTPYKTYPHBIMHU
MoApa3IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IyeKT 54 crathu 4 denepanbHOro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obOpanieHnn
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoAarenbeTBa Poccuiickoit deneparu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).
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5. Ha3nadeHue IeKapCTBEHHBIX IPEMAPATOB OCYIIECTBISETCS MEIUIIUHCKAM pPaOOTHUKOM I10
MEXYHapOJAHOMY HEMaTeHTOBAHHOMY HAaMMEHOBAHUIO, & TIPU €T0 OTCYTCTBUHU - TPYNIIUPOBOYHOMY
WM XMMHUYECKOMY HaWMMEHOBaHUIO. B cilydae OTCYTCTBUSI MEXIYHApOJIHOIO HENATEHTOBAHHOTO
HAaUMEHOBAHUS U TPYIIIUPOBOYHOTO MJIM XUMUYECKOTO HAUMEHOBAHMSI JIEKAPCTBEHHOI'O Mpernapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUITUHCKAM PaOOTHIUKOM TI0 TOPrOBOMY HAaUMEHOBAHHUIO.
[lpy HanMUyuM MEAMIMHCKUX TOKa3aHWH (MHAMBUIYyaJbHAs HENEPEHOCUMOCTb, MO >KU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIIICTCS
Ha3HayeHue U oopmiieHne Ha3HAYCHHs JICKAPCTBEHHBIX IMPErapaToB, HE BXOMASIIUX B CTaHAAPTHI
MEMIIMHCKOW MOMOIIH, pa3paboTaHHBIE B COOTBETCTBHH C IMYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-O3 <9>, wnmm HE NPEAYCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYCCKOM
pexkoMeHnanuel, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PenieHue BpadeOHON KOMUCCUU
MEAMIIMHCKONW OpraHu3alui PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAllUU MAlUeHTa U B XKypHale
BpaueOHOI KOMHCCHH.

<8> Ilpuka3 MuHuCTEpCTBA 3IPAaBOOXPAHEHUS U COLUAIBLHOTO pa3BuTHsi Poccuiickoit deneparuun
or 5 mas 2012 r. N 5021 "OO yTBepkACHUM MOPSAIKA CO3AAHUS U JCSATEILHOCTH BpayeOHOM
KOMHUCCUHM MEAMIIMHCKON opranu3auuu’ (3apeructpupoBad MunucrepcTBoM roctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 r., peructpanronHbiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMHU MTPUKA30M
MunuctepcrBa 31paBooxpaHeHust Poccuiickoit ®enepauuu ot 2 gexkabps 2013 r. N 886nH
(3apeructpupoBan MwuHHCTepcTBOM tocTunuu Poccuiickoit ®eneparuu 23 nexabps 2013 1.,
perucrpamonnsiii N 30714).

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

Ecnmu npm oOka3aHMM MalMEeHTy MEAMIMHCKOM IIOMOIIM B MEIUIMHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCIOBMAX IO PELICHHIO BpaueOHONW KOMMCCHUHU OCYLIECTBISIOTCS Ha3HAYCHHE U
IIPUMEHEHNE JIEKAPCTBEHHOI'O0 IIpernapara ¢ KOHKPETHBIM TOPrOBBIM HAaMMEHOBAaHHEM, TO IpHU
OKa3aHUU JAaHHOMY IIallMEHTY MEIULMHCKOW I[OMOIIM B HMHOM MEIULMHCKOW OpraHu3alud B
CTAaIlMOHAPHBIX YCJIOBUSIX, a TAKKE€ B aMOYJIaTOPHBIX YCJIOBHSX OCYILECTBIISETCSI Ha3HAUEHHE €My
JIEKapCTBEHHOTI'0 IIpernapara ¢ TEM K€ TOPrOBbIM HaUMEHOBaHueEM <10>.

<10> Ilynkr 2 nocraHosneHus [IpaBurensctBa Poccuiickoit ®@enepanuu ot 30.06.2020 N 965 "O
BHeceHMH u3MeHeHui B [IpaBuna ¢opmupoBaHMsl NepedHs JIEKapCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBUM C UX TOPrOBBIMH HAaWMEHOBAHUSMH, U O NPUMEHEHHUH
JIEKapCTBEHHBIX IPErnapartoB C KOHKPETHBIMH TOProBeiMH HauMmeHoBaHusiMu" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2020, N 28, ct. 4422).

6. HazHaueHue JeKapCTBEHHOro Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WIN pelenTe B
¢dopMe FMEKTPOHHOrO JOKyMEHTa Oo(opMIIsieTCss Ha MM MalMeHTa, Uil KOTOPOTo INperHa3HauyeH
JIEKApCTBEHHBIN ITpenapar.

Penient Ha OymakHoM Hocutene, opopMieHHBIH Ha penentypHoM Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEp»KIECHHBIX HACTOSIIAM IPHKA30M, MOXET OBITh
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MOJIYYeH TAIMEHTOM, €Tr0 3aKOHHBIM MPEJACTaBUTEIEM WM JIUIIOM, UMEIOIUM O(QOpPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATENILCTBOM Poccuiickoin Penepaunrii TOBEPEHHOCTh 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,
OCYIIECTBISIIOIIUM yXOJl 32 TaKMM HHKYpaOelnbHbIM OOJIbHBIM. B TakoMm ciydae MeAMIIMHCKHMA
pabOTHUK BBIAACT JUILY, OCYIICCTBISIONIEMY YXOJ 33 HHKYpaOenbHBIM OOJIbHBIM, JIOKYMEHT,
MOJTBEPKIAIOIIUI HHKYpaOelbHOe COCTOSIHUE OOJIBHOTO, COAEP KA CBEACHHS O JUIE, KOTOPOe
OyIeT monydaTh JCKapCTBEHHBIE MPemapaThl Mo perenty (haMuims, uMs, OTYECTBO (ITOCIICTHEE -
IIPU HAJIMYUU), BUJ, cepusl U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBIH
MOJAMUCHI0O W TEYAThIO0 JAHHOTO MEAMIIMHCKOrO pabOTHUKA, a TaKXKe IeYaThbl0 MEIUIIMHCKON
OpraHH3aIiH.

JloKyMeHT, MOATBEPKAAONINNA WHKYpaOeIbHOE COCTOSIHUE OOJIbHOTO, OCTAaeTCsl B AalTe4YHOU
OpraHH3aIiH.

Peuent B opme 3IIEKTPOHHOTO JOKYMEHTa (POPMHUPYETCS] C UCHOIB30BaHHWEM TIOCYAApPCTBEHHOM
nH(pOpManMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHus cyowbekta Poccuiickoit deneparum,
MEAUIIMHCKONW WH(OPMALIMOHHON CUCTEMbl MEAUIIMHCKON opranu3anuu <11>.

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

daxkTt BblJIa4YM pCUCITa Ha HCKapCTBeHHBIﬁ npernapar 3aKOHHOMY HOPCACTABUTCIIIO WK
YIIOJHOMOYCHHOMY JIMITY (I)I/IKCI/IpyeTCH B MGHHHHHCKOﬁ JOKYMCHTAIIUU MMAllUCHTA.

7. MenuuuHCKUM pabOTHMKaM 3amperaercs oGopMIIATh PEelenThl MPH OTCYTCTBMM Y HallMeHTa
MEAMIIMHCKUX IIOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKAapCTBEHHbIE Ipemnaparel <12>; Ha
JIEKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIUEH IO MEAULHUHCKOMY
NPUMEHEHUIO TpeAHAa3HAueHbl JUIsl NPUMEHEHUS TOJbKO B MEAMIMHCKMX OpraHM3alusax; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpPOBaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENapaToB, B LEIAX MPUMEHEHUS JUIS JICUCHUSI
HapKOMAaHHH.

<12> Pemenue CoBera EBpa3uiickoii skoHOMHYeckoil komuccuu oT 3 Hos6psa 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 3akoHOATENbCTBA Poccuiickoit
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

NuauBuayallbHBIM — NPEANPUHUMATENSAM, OCYLIECTBISIOIIMM  MEIMLIHMHCKYIO  JESTEIBHOCTD,
JOTIOJTHUTEIBHO K TpeOOBAaHUSM, YKa3aHHBIM B a03alle MepBOM HACTOSIIEIro MyHKTa, 3amperiaercs
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cucku Il u Il Tlepeuns (nanee - HAPKOTMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHbIE MpenapaThl


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=404492#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l1907
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333

criuckoB |l u 11 Tlepeuns).

8. Ilpy Ha3HAYEHWW HAPKOTHUYECKMX W TCUXOTPOITHBIX JICKAPCTBEHHBIX NpenapaToB crucka [I
[lepeunsi, 3a WCKJIIOYCHHWEM JICKAPCTBEHHBIX TPEMapaTtoB B  BUJE TPAHCACPMAIbHBIX
TEPaNeBTHUECKUX CHCTEM U JICKAPCTBEHHBIX MPEIapaToB, COJACPKANIMX HAPKOTUIECKOE CPEICTBO B
COUCTAHWHM C AHTArOHHCTOM OIMOMJHBIX PELENTOPOB, PEIEeNThl Ha OyMaXHOM HOCHUTENE
odopmisaroTcs Ha perentypHoM Oanke Gopmber N 107/y-HII.

9. Peuentypusiii 6mank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTMYECKMX U IICUXOTPOIIHBIX JIEKapCTBEHHbIX IpernaparoB coucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUYECKUX JIEKAPCTBCHHBIX NPENapaToB CIUCKA
Il Tlepeuns, comepxalmmux HAPKOTHYECKOE CPEACTBO B COYETAHUU C AHTArOHUCTOM OIHMOUIHBIX
pELEeNTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cnucka III [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, COACPKAILIUX:

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIHHO
(na 1 go3y TBepo¥ JekapcTBEHHOM (hopMmbl) WK B Konudectse A0 200 mr BkitounTenbHo (Ha 100
w1 uii 100 1 kuaKoit 1ekapcTBEHHOM (OpMBI sl BHYTPEHHETO IPUMEHEHHUS);

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

B) niceBA0AeAprHa THIPOXJIOPU]L B KOJMUECTBE, IpeBbliatomeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JEKCTPOMETOp(haHOM T'MIPOOPOMUIOM B KOJIMYECTBE, MpeBblmatonieM 10 Mr, u a0
30 mr BKJIOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOM (OpMBI);

) gekcTpoMeropdana ruapoopomus B konmuyectse 10 200 mr BritounTeabHo (Ha 100 mur i 100 ¢
YKUJIKON JIEKapCTBEHHOMN (DOPMBI JIsi BHYTPEHHETO MPUMEHEHHUS );

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

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) win 10 300 mr BrmountenbHo (Ha 100 M wimm 100 r xuakoi
JIeKapCTBEHHOUN (OPMBI JJIsI BHYTPEHHETO MIPUMEHEHHUS );

3) (enobapOUTam B KOIMYECTBE MO0 15 MI' BKIIOYUTENHHO B COYETAHMHM C KOJEHUHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT Kolim4ecTBa (Ha 1 103y TBEp/10ii TeKapcTBEHHON (HOPMBI);

u) (enobapOutan B KonmyectBe A0 20 Mr BKIIOYHTEIBHO B COYETaHUM C 3S(heApUHOM
TUAPOXJIOPUIOM HE3aBUCUMO OT KojmdecTBa (Ha 1 103y TBep10if JiIekapcTBEHHOU (hOpMBI);

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

3) JexapCTBEHHBIX IpenapaToB WHAMBUAYAJbHOTO H3TOTOBJICHMS, COJAEPKAIIUX HApKOTHYECKOE
CpeAcTBO WM TmcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakonorudeckue
AKTHBHBIE BEILIECTBA B J]03€, HE MPEBBIIIAIONIEH BBICIIYIO PA30BYIO 103y, U IIPH YCIOBUH, YTO ITOT
KOMOWHUPOBAHHBIN JICKApCTBEHHBIHM INpernapar He SBISETCS HAPKOTHMYECKHM HWJIM MCUXOTPOIHBIM
JIeKapCTBEHHBIM IpenapaTtoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IpPENaparoB, BKIIOYEHHBIX B IEpPEeYeHb JIEKAPCTBEHHBIX CPEICTB IJIA
MEJIUIIMHCKOTO TMPUMEHEHHS, TMOJJICKAIIUX 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" (nanee - Ilonoxxkenne o Munucrepctse) (Cobpanue 3akoHoAaTeNnbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsiii 61ank ¢opmbl N 148-1/y-04(11) obopmiisercs mpu Ha3HAYECHUU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECTUIATHOE MOJMyYeHUE JICKAPCTBEHHBIX MPErapaToB
WX TIOJYYCHHUE JIEKAPCTBEHHBIX MTPETapaToOB CO CKHUJIKOM.

11. Penentypusiit 61ank Gpopmber N 107-1/y odopmitsercs: mpu Ha3HAYCHUU:
1) nexapcTBEHHBIX IIPENapaToB, HE YKa3aHHbBIX B MyHKTax §, 9 Hacrosero [lopska;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, COJEPKALIUX:

a) SproraMMHa THAPOTapTpaT B KOJMYECTBE OO S5 MI BKIIOYMTENbHO (Ha | 103y TBepaoi
JIeKapCTBEHHOH (pOpMBI);

0) a¢eapuna ruapoxsopu B koaudectBe 10 100 mr BrarouutenbHOo (Ha 100 M umu 100 T sxuakoit
JICKapCTBEHHOH ()OPMBI JIsI BHYTPEHHETO TPUMCHCHHS );

B) mceBnoddeipuHa TUAPOXIOPU B KOJIMYECTBE, He mpebimaromeM 30 mr (Ha 1 mo3y TBepaoi
JIeKapCTBEHHOH (popMbI);

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

) JAekcTpomeropdaHa TUIpoOpoMuA B KojaudecTBe, mpesblmatomiem 10 mr, m go 30 wmr
BKJIIOUMTENBHO (Ha 1 103y TBEpOH JIeKapcTBEHHOM (hOpMBI);

e) ¢enobapbuTan B KonmuecTse, npesbimaroniemM 20 mr, u 10 50 mr BriatouuTenbHO (Ha 1 103y
TBEPJI0 JIEKapCTBEHHOM (hOpMBI);

K) (enoOapOutan B kosmyectBe A0 20 Mr BKIIOUUTENBHO B COYETAHHHU C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJIM4YecTBa (Ha 1 103y TBepAOH JeKapCTBEHHON (opMbl);

3) XJIOpAMA3eToKCua B KoiauuecTBe 10 10 mMr BkimounTenbHO (Ha 1 103y TBEpAOil JeKapCTBEHHOU
dbopMbI).

12. Tlpn Ha3HAYEHWH JIEKAPCTBEHHOI'O MperapaTra WHAWBUAYAIbHOTO M3TOTOBJIEHUS B pELENTE Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMmMe 3JIEKTPOHHOTO JOKYMEHTa HaMMEHOBAaHUs
JIEKapCTBEHHBIX CpPENCTB (BellecTB), BKIOUEeHHbIX B mepedeHb [IKY, ykaspiBatoTcs B Hauane
penenTa, 3aTeM - BCE OCTAJIbHbIE UHIPEIUEHTBI.

13. Ilpu Ha3HaueHMM JIEKApCTBEHHOTO Ipenapara B pelenrte Ha OyMaKHOM HOcHUTene U (WiH)
peuente B (hopMe AIIEKTPOHHOTO TOKYMEHTA 3alpeliaeTcs MPeBbIIaTh KOJIMUECTBO HAPKOTHUECKUX
CPEICTB WM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pEIenTe,
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ycraHoBieHHoe npuinokeHueM N 1 k Hacrosemy [lopsaky, 3a HCKIIOUEHUEM CIydaeB, yKa3aHHBIX
B IIyHKTax 15 u 24 nacrosiuero [opsaka.

14. Ilpyu Ha3HaYeHUM JIEKAPCTBEHHBIX NpPENapaToB, BKIOYEHHbIX B nepeueHb [1IKY, no3a koropeix
IPEBBIIAECT BHICIIMN OJHOKPATHBIM INpHEM, MEIUIMHCKMHA paOOTHUK 0003Ha4aeT /103y 3TOro
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaKHOM HOCHUTENE IPOIUCHIO C IPOCTABICHUEM
BOCKJIMLIATEJILHOIO 3HAaKa U (WJIM) IPOCTABISAET BOCKIULATEIbHBIN 3HAK MPU 0OPMIICHUH peLenTa
B ()OpMe 3IEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpenapaToB, BKIKOYEHHBbIX B nepedyeHb [IKY, npu
OKa3aHUM MalUEeHTaM, HYXIAIOUUMCA B JIMTEIHHOM JICUCHUU, TEPBUYHON MEIUKO-CAaHUTapHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKONW MOMOIIN MOXET OBITh YBEIMYEHO C YUETOM KIMHUYECKUX
peKoMeHIaluii He 0oJiee yeM B 2 pa3a Mo CPaBHEHHUIO C KOJUYECTBOM HAPKOTUUYECKUX CPEICTB WU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM pELENTE, YCTAaHOBIECHHBIM
npuioxenueM N 1 k Hactosimemy [opsiaky.

B ciydasix, mpeaycMOTpeHHBIX a03aleM MepBhIM HACTOAIIETO MyHKTA, Ha pPelenTax Ha OyMakKHOM
HocuTene mnpousBoAuTcs Haanuch "llo crnenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHAs
MOJMMCHI0 MEAWIIMHCKOTO PAa0OTHHUKA M TICYaThI0 MEAMIIMHCKOW opranm3amnuu "J[s perento", Ha
perentax B (opMe SIEKTPOHHOrO JOKyMEHTa mpousBoautTcss otMmeTrka '"I[lo cmenuanbHOMY
Ha3HAUYEHUIO" C TMPOCTABICHHEM YCHJICHHON KBATU(HUIMPOBAHHOW DSJIEKTPOHHON MOIIHCH
MEAUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOr0 Ipernapara, JieKapcTBeHHass ¢opma U 0OpalleHue METUIIMHCKOTO
paboTHuka K (apmaneBTHUYeCKOMY paOOTHUKY 00 OTIYCKE JICKapCTBEHHOTO IIperapara Ha
OyMaXHOM HOCHUTEIIe OOPMIISIFOTCSI HA JITATUHCKOM HJIM PYCCKOM SI3bIKE B POJIUTEIIBHOM TAICKe, 32
UCKJTFOUeHHEM O(OpMIICHHUsI pelenToB B ()OPME DIICKTPOHHOI'O JIOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHnn penenTypHbIX OJaHKOB AOMYCKAETCs UCIOIb30BaHUE COKpALICHUM (MPUIIOKEHUE
N 2 k Hactosiemy [lopsaxy).

IIpn Ha3HayeHUM JIEKApCTBEHHOI'O IIpernapara HeE JOMYCKAeTCs COKpPAIEHWEe HAauMEHOBAaHHUU
UHIPEIUEHTOB, COCTAaBJIAIOIIMX JIEKAPCTBEHHBIN IIpenapar, He MO3BOJIAIOIIMX YCTaHOBUTH, KaKOU
MMEHHO JIEKapCTBEHHBIN Ipenapar Ha3HA4YEeH.

17. Crioco6 mpUMeHEeHHUs1 JEeKapCTBEHHOIO IpernapaTa 0003HA4YaeTcsl ¢ yKa3aHUEM IyTH BBEACHMUS,
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 (J0 eJ1bl, BO BpeMs €Ibl, TOCIIE €/Ibl).

18. Ilpu HEOOXOAMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHE JBYX pabouyux IHEH) OTIycKa
JIEKapCTBEHHOTO TIpernapaTra MalUeHTy B BEpXHEW dYacTH 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 TOTOBOT'O JIEKAPCTBEHHOTO IMpernapara B perenTe Ha OyMakKHOM
HOCHUTEJNIe WM perente B (opMe AIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JEHCTBYIOIIMX BEIECTB
YKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIHMEW MO MEIUIIMHCKOMY MPHUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTuMo yka3blBaTh J103UPOBKY JIEKAPCTBEHHBIX MPENapaToOB CUCTEMHOIO AEUCTBUSA
(17151 pe30pOTUBHOTO MpPHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Hampumep, TabIeTKU, MOPOILKH,
KaricyJsbl) Kak cojiepsKaHhe OJJHOTO WIIM HECKOJIBKHUX JIeHCTBYIOIIUX BEIIECTB B €AMHUIIAX MAcChI (B



rpamMmax, MHUIATpaMMmax). JlomycTHMO yKa3blBaTh JO3WPOBKY JIEKAPCTBEHHBIX IpEnapaToB
CUCTEMHOTO JAeWcTBUS (i1 pe30pOTUBHOTO MPUMEHEHHS) B IKHUJIKHX JICKAPCTBEHHBIX (opmax
(HampuMep, PacTBOPBI, CYCIICH3MH) KaK COJCpPKaHUE OIHOTO WU HECKOJIbKHX JIEHCTBYIOIIUX
BCIICCTB B CIMHUIAX MAaCChl Ha EIUHUIYY oObeMa (HampuMmep, MILIUTPAMM/MUILTHIATP) C
yKazaHueM o011ero oobema JIeKapCTBEHHON (OPMEI.

[Ipu odopmiieHnn Ha3HAYeHHs JIEKAPCTBEHHOTO Ipernapara WHIWBUIYaJbHOTO H3TOTOBIICHUS B
peuenTe Ha OyMa)KHOM HOCHUTENE HJM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPJBIX W CBHIMY4YHX (papManeBTHUECKUX cyOcTaHIuMi ykaspiBaeTrcs B rpammax (0,001; 0,5; 1,0),
KUJKHUX - B MIJUTMJIUTPaXx, rpaMMmax U Karuisix.

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

21. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
penentypaom Onanke Gopmbel N 148-1/y-04(;1) u nmpeaHa3HaUYeHHBIE A7 OTIIYCKa JIEKAPCTBEHHBIX
npenapaToB rpaxkaaHaM, ykazaHHbIM B myHKTe 10 Hactosimero Ilopsiika, AeiCTBUTEIBHBI B TCUCHHE
30 mueii co aHA odopMIIeHHS, 32 UCKIIOYEHUEM CIydaeB o(pOpMIIEHHUsI pellenTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hactosiiero [lopska, mpu KOTOpPBIX OH JAEWCTBUTENEH B TeueHue 15 nHeil co
JtHST 0()OPMIICHHUS.

22. PenenTsl Ha OyMa)XHOM HOCHTeNE, B (hOpME JJIEKTPOHHOTO JTOKYMEHTa, O(pOpMIICHHBIC Ha
penentypaom Onanke Gopmbel N 148-1/y-04(;1) u nmpeaHa3HaUYEHHBIE 7S OTIIYCKa JIEKAPCTBEHHBIX
MpernapaToB TpaKAaHaM, JOCTUTIIMM TIEHCHOHHOTO BO3pacTa, HWHBAIUIAM IEPBOM TPYIIIIBI,
IeTSIM-UHBAIUIAM, a TakXke TpaxJaHaM, CTPaJaloluM XPOHUYECKHMMH 3a00JIeBaHUSMHU,
TPeOYIOMMMHE JJTUTEIBHOTO KYpPCOBOTO JICUCHHSI, JCUCTBHUTEIbHBI B TeueHne 90 mHer co aHA
o(opMIIeHHUS, 32 UCKIIOUEHHEM CITy4aeB, YKa3aHHBIX B MyHKTax 38 u 39 Hacrosmiero [lopsaka, mpu
KOTOPBIX OH JIEHCTBUTEIIEH B TeUCHHE 15 aHEH co qHs odopMIIeHuUS.

Jns nedeHus XpOHMYECKUX 3a00JeBaHUN yKa3aHHBIM KaTETOpUSM TpakJaH JEKapCTBEHHBIE
npenapatsl ¢ o(OpMIEHHEM pelenToB Ha OyMaKHOM HOCUTENle WM peuentoB B (opme
AJIEKTPOHHOI'O JOKYMEHTa MOT'YT Ha3HadaTbCs Ha Kypc jedeHus a0 180 queil.

23. PenenTsl Ha OyMa)XHOM HoOcHTeNe, B (OpMe AIIEKTPOHHOTO TOKYMEHTa, O(pOpMIIEHHBIE Ha
penentypaoMm Omanke Gopmbel N 107-1/y W mpeaHasHa4YeHHBIE IS OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, MpeaycMOTpeHHbIX TyHKTOM 11 Hacrosimero [lopsiaka, nelicTBuTenbHbl B TeueHue 60
IHEeN co THs oopMIIeHHUS.

HpI/I HAa3HA4YCHHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIapaTtoB W JICKAPCTBCHHBLIX IIPECIIapaToB
WH/IMBUYaJIbHOTO M3TOTOBJCHUS MalUeHTaM ¢ 3a00JIeBaHUSAMM, TPEOYIOIUMH JIITUTEIHLHOTO
KypCOBOTO JieueHHs, ¢ opopmieHHeM Ha penentypHoMm Omanke ¢opmer N 107-1/y penenta Ha
OyMa)kHOM HOCHTEJEe HJIM B (OpME 3JIEKTPOHHOIO JIOKYMEHTa YCTaHABIHMBAETCS CPOK JEHCTBUSA
peLienTa B Impejesax J0 0JHOrO Tofa.

B cnywae ycraHoBieHHMs CpoKa JACMCTBUSL pelenTta B Mpelenax J0 OAHOrO0 Toja B pelente
npou3BoaUTCs Haamuch: "[lo cnenuanpbHOMY Ha3HauYeHUIO'", 0003HAYaeTCs CPOK JCUCTBHUS 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
JEeSTENbHOCTh <14> (e)KeHeAeNbHO, eKEMECSYHO U MHBIE MEePHO/Ibl). JIOTTOIHUTENHHO 3TO YKa3aHHe
3aBep51eTC${ IIOAIMUCHKO MECAUIITMHCKOT'O pa6OTHI/IKa, a TAaKXKE IICYaTbHO MC}II/IHHHCKOﬁ OpFaHI/I3aHI/H/I



"Ilnst perienToB" (sl perienita Ha OyMaKHOM HOCHUTENE) WM YCHJICHHOW KBaJM(DUIIMPOBAHHOU
SHCKTpOHHOﬁ IIoAIMMCbIO MCIUIMHCKOI'O pa6OTHI/IKa n Jina, YHOJHOMOYCHHOI'O 3aBCPATH
JOKYMEHTBI OT HMMEHH MEIUIIMHCKOW opraHu3anuu (s pementa B (GopMe 3JIeKTPOHHOTO
JIOKYMEHTA).

<14> [lynkr 47 yactu 1 crareum 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUK OTACIbHBIX BHUAOB JesTeabHOCTH" (manmee - denmepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akonomatenbctBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PeuenTsl Ha JIEKapCTBEHHBIE IIpenaparhl, BKJIIOYEHHble B nepedeHb [IKY, nna nedenus
HAlMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUAMU MOTYT 0(hOpMIIIThCS Ha Kype JeueHus 10 60 nHeil.

B cnyuae, xorma xypc nedenusi coctamisier Oosnee 30 gHE#, MOMOJHUTEIBHO B pelenTax Ha
OyMaxHOM HocuTene npousBoAutcs Haamuch "[lo cnenuanbHOMYy Ha3HAYeHUIO", 3aBEpeHHas
MOAMKUCHI0 METUIIMHCKOTO PaOOTHHUKA M MEeYaThi0 MEIUIIMHCKON opranu3anuu "J{ns peuentos", Ha
perentax B (opme SIEKTPOHHOrO JOKyMEHTa mpousBoautTcss otMmeTrka '"[lo cmenuanbHOMY
Ha3HAUYeHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJEKTPOHHOW TOIIHUCH
MEAMIIMHCKOTO pPAa0OTHHKA W JIUIA, YIOJTHOMOYEHHOTO 3aBepsSTh JOKYMEHTh OT HMEHH
MEJIUIIMHCKOW OpraHu3aluu.

25. Pement Ha OyMaXHOM HocuTesne B (hOpMe DIIEKTPOHHOTO JOKYMEHTa, O(pOPMIICHHBIH C
HapyIIeHHEM YCTaHOBICHHBIX HacTosmuM [lopsiikom TpeOoBaHuit, CUUTACTCS HEICHCTBUTEIBHBIM.

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

26. HpI/I OKa3aHUWU IMAllUCHTY MGHHHHHCKOﬁ IMoMOIIM B CTAllMOHAPHBIX YCJIIOBUAX HA3HAYCHHC
JICKAPCTBCHHBIX IIPEIIApaTOB IIPOU3BOANUTCA 0e3 O(l)OpMJ'IeHI/IH penciTa MECANIIUHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIIOUCHUCM CIIY4aCB, YKa3aHHBIX B ITYHKTC 27 HaCTOAIICTO HOprHKa.

27. CornacoBaHM€ HAa3HAYECHMs JIEKAPCTBEHHBIX MPENapaTroB C 3aBEAYIOLIUM OTICICHHEM MU
OTBETCTBEHHBIM JIS)KYPHBIM BpauoM JIMOO APYTHM JIMIIOM, YIOJHOMOUYEHHBIM IPUKA30M IJIaBHOTO
Bpaua MEIMLMHCKONW OpraHu3alydy, a Takke, I[pU HaJU4uMd, C BpauoM - KIMHUYECKUM
(dapMakos0roM HEOOXOIUMO B CITydasix:

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

2) Ha3HAYEHHUS JIEKAPCTBEHHBIX MPENaparoB, HE BXOAIIMX B IEPEUeHb KU3ZHEHHO HEOOXOIUMBIX U
BO)XHEHIINX JICKAPCTBEHHBIX MpenapaToB <15>, mpu HETUNMYHOM TEUCHHUHU 3a00JI€BaHUS, HAIMYUU
OCJIO’)KHEHUH OCHOBHOIO 3a00jeBaHHs W (WMJIM) COMYTCTBYIOLIUX 3a00JjieBaHUM, MpPH Ha3HAYEHHUU
JIeKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLUSAM IO HMX NPUMEHEHHUIO MPHUBOIAT K CHUKEHHIO 3(PPEKTUBHOCTH U OE30MACHOCTH
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 (UKCUPYETCs B MEIUIIMHCKOM
JOKYMEHTAIlMM MallMeHTa U 3aBepseTCs MOJIUCHhI0 MEIUIMHCKOTO pabOTHHKA W 3aBEIYyIOIIETO
oTJIelieHneM (OTBETCTBEHHOTO JIeKYPHOTO Bpaya Wi JIPYroro yroJHOMOYEHHOTO JIULA).

28. MenuuuHCKU pabOTHUK MEIUIIMHCKONW OpraHu3aluu (€€ CTPYKTYpHOIO MOApa3esiCHHs ),
pAcIIOIOKEHHOM B CEJIbCKOM HACEJIIEHHOM IyHKTE, OCYLIECTBISET HAa3HAYCHHME JIEKapCTBEHHBIX
IIPENapaToB B cilyyasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosuero [lopsaka, eAMHONUYHO.

29. Tlo pemenuio BpauyeOHONH KOMHCCHUU TAIIMEHTaM TPU OKa3aHUU UM MEIAMIIMHCKOW TIOMOIIH B
CTAallMOHAPHBIX YCIOBUSIX HA3HAYAIOTCS JIGKAPCTBEHHBIC MpErapaThl, HE BKIIOYCHHBIC B MEPECYCHb
JKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae WX 3aMEHBI U3-3a
WH/IMBUYAJIbHOW HEMIEPEHOCUMOCTH, TI0 KM3HCHHBIM MTOKa3aHUSIM.

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

30. B cmydasx oOcienoBaHUsl U JIEYEHHs TIpaKIaHUHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IPEIOCTABJIEHUS MEJUILMHCKUX YCIYr Ha BO3ME3/JHON OCHOBE 3a CUET JIMYHBIX CPEICTB I'pa)</IaH,
CPEACTB IOPUIMYECKUX JIMI[ U HMHBIX CPEJCTB Ha OCHOBAHHWHU JOTOBOPA, B TOM YHUCIIE JIOTOBOPA
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHs <16>, eMy MOTYT OBbITh Ha3HAYCHBI JICKAPCTBCHHBIC
npenaparbl, He BXOJSIIME B IepeuYeHb KU3HEHHO HEOOXOMUMBIX M BaXKHEMIIMX JEKapCTBEHHBIX
[IPENapaToB, €CJIM UX Ha3HAUYEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU [T0Ka3aHUSIMHU.

<16> Tloctanosnenue [IpaButenbcrBa Poccuiickoit @enepannu oT 4 okta6pst 2012 r. N 1006 "O6
yrBepxkaeHuH [IpaBui mpepocTaBieHUs MEAMLMHCKUMHU OpPraHU3alMsAMU IUIATHBIX METUIIMHCKHUX
yeyr" (Cobpanue 3akoHoaatenbctBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

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

31. Ilpn oka3zaHuM NEPBUYHOW MEAMKO-CAHWTAPHOM IIOMOIIM W NAJJIMATUBHONW MEAMIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIIOBUSIX Ha3HAu€HUE JIEKapCTBEHHBIX IPENapaToB OCYLIECTBIISETCA
MEIUIUHCKUM PaOOTHUKOM B CIIydasX TUIMYHOTO TEYEHUs 3a00JIeBaHUS IMallMeHTa HCXOIA M3
TSOKECTH U XapakTepa 3a00JIeBaHMUs.

32. Ha3HaueHue JIeKapCTBEHHBIX MpENapaToB MO PEIICHUI0 BpaueOHOW KOMHUCCHUU TPU OKa3aHUU
MEPBUYHON MEIUKO-CAaHUTAPHOU MTOMOIIH, TAJNTMATUBHOW MEIUIIMHCKOHN MTOMOIIN B aMOyJIaTOPHBIX
YCHOBUSAX MPOU3BOAUTCA B CIIyYasix:

1) OOAHOBPEMCHHOT'O HA3HAYUCHUA OJHOMY IMAHUCHTY IIATH U Ooiee JICKAPCTBCHHBIX HPCIAapaToB B
TECYCHHUEC OJHUX CYTOK HJIM CBBIIIC ACCATU HaMCHOBAHWI B TCUCHUE TpUuauaTu }IHeﬁ;

2) Ha3HaAueHMs JICKAPCTBEHHBIX MpEnapaToB MpPHU HETUIIMYHOM TEUYEHUH 3a00JIeBaHMs, HAIMYUU
OCJIO’)KHEHUN OCHOBHOIO 3a0o0seBaHMs W (WJIM) CONMYTCTBYIOUIMX 3a00jieBaHUM, MPH Ha3HAYEHHUH
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JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBHUSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM TI0 HMX NPUMEHEHHUIO NPUBOAAT K CHUKEHUIO S(PQPEKTHBHOCTH W 0€30MacHOCTH
JeYeHMsI MAUeHTa U (WIK) CO34at0T NOTEHIMAIbHYIO OIACHOCTb IS )KM3HH U 3[JOPOBbs NAIIUEHTA,

3) mNepBUYHOrO HA3HAYEHUS MALMUEHTY HAPKOTHYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenapato cnuckoB Il u Il Ilepeuns (B ciiydae NpuHATUS PYKOBOJUTENIEM MEIULMHCKOU
OpraHu3allMi pPELIeHUsT O HEOO0XOAMMOCTH COIJIACOBaHMsI HA3HAUYEHUs TaKUX JIEKapCTBEHHBIX
npernapaToB ¢ BpaueOHOW KOMHCCHUEH).

33. TloBTOpHOE Ha3HAYCHHWE HAPKOTUYECKUX U TMCUXOTPOIHBIX JICKAPCTBEHHBIX IIpErapaToB
ciuckoB 1l u Il Tlepeunst mpoW3BOMUTCS METUIIMHCKAM PAaOOTHUKOM CaMOCTOSTEIBHO WIIH
€IMHOJIMYHO 0e3 ydacTHsi BpaueOHOW KOMHCCHU MAlUEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM
T000r0 TeHe3a, HapyIIEHUEM CHA, CYIOPOKHBIMU COCTOSHUSIMHU, TPEBOKHBIMH PACCTPONCTBAMH,
$hoOUIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oxka3aHMM CKOpOM MEIMLIMHCKOM IIOMOIIM JIEKAPCTBEHHBIE IIperapaThl Ha3HAYaIOTCs
MEAMIMHCKUM PpPaOOTHUKOM BBIE3IHON OpHrajbpl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIUIUHCKONW OpraHu3alyy Mpu OKa3aHUKM METUIIMHCKON MOMOIIM IpaXkaaHaM MpH 3a00JIeBaHusX,
HECUACTHBIX Cllyyasix, TPaBMaX, OTPABJICHUSAX U JAPYTUX COCTOSHUSAX, TPEOYIOIIUX CPOYHOTO
MEIULMHCKOI0 BMELIATENIbCTBA.

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

NMEePBUYHON MEeJUKO-CAHUTAPHOMN MOMOILIH

35. Ilpu oka3aHuUM TEPBUYHON MEAMKO-CAHUTAPHON TMOMOIIM Ha3HAYEHHE MEIUIIUMHCKUM
pabOTHUKOM HAa OCHOBE KIMHUYECKHX PEKOMEHIAWA W C YY4eTOM CTaHJApTOB MEIUIIMHCKOMN
nomor <17> JeKkapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX OECIIaTHO WM CO CKHUIKOM,
rpaKaaHaM, UMEIONUM TIPaBO Ha OOeCIeUeHHe JICKApCTBEHHBIMH IpenaparaMy 3a CYEeT CPEJICTB
OIO/KETHBIX aCCUTHOBaHUU (enepanpbHOro Oromkera U OKOKETOB CyOBeKTOB Poccuiickoii
®deneparnyn, ocymiecTBIseTcs Ha perentypHoM Oranke N 148-1/y-04(a).

<17> Crartbs 37 ®enepansHoro 3akoHa N 323-®3 (Cobpanue 3akoHOmaTeNbcTBa 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 OpPTraHU3aIliH, BTOPOU - B
MEIUIUHCKON TOKYMEHTAIMY NallueHTa.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHapaThl I'paxkJjaHaM, UMCIOMNIUM IIPaABO Ha OecraTHOE
MMOJIYYCHHE JICKAPCTBCHHBIX ITPCTIapaTOB WK IMOJIYYCHUE JICKAPCTBCHHLIX IMPEIIapaToB CO CKI/IJIKOfI,
TaKXC UMCIOT:

1) MenuuuHCKHE pabOTHUKH, paboTaloIIe B MEIUIIMHCKON OpraHU3aIiy [0 COBMECTUTEILCTBY (B
Ipeienax CBOEH KOMIIETEHIINHN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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2) MeAMIMHCKHE paOOTHUKU CTAllMOHAPHBIX OpraHU3alui COLMAIbHOTO OOCITY>KMBAaHUSA MPH
HaJIUYMK JHUIEH3UA Ha OCYIIECTBICHUE MEIUIIMHCKON JesATeIbHOCTH <18>, mpemycMaTpuBaroliei
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIUKO-CAaHUTAPHON MOMOINU B
aMOYJIaTOPHBIX YCIOBUSAX (HE3aBUCHMO OT BEJOMCTBEHHOU MPUHAJICKHOCTH);

<18> IlyskT 46 yactu 1 crateu 12 @enepanbuoro 3akoHa N 99-03 (Cobpanue 3akoHOJATEIHCTBA
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 UCIIOJIHUTENIbHON BiacTH cyOobekToB Poccuiickoii @eneparuy;

4) WHAUBUAYAJIBHBIC TPCANPUHUMATCIIN, OCYLICCTBILOINEC MCIUNHWHCKYHO OCATCIIBHOCTL U
BKJIFOYCHHBIC B PECCTP MCIAUIMHCKUX OpFaHI/ISaHPIfI, OCYHICCTBIIAOINX ACATCIIBHOCTL B C(bepe
0013aTeNLHOr0 MCIUILHUHCKOI'O CTPpaXOBAHM.

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

38. Ha3zHaueHne HAPKOTUYECKUX U MICUXOTPOITHBIX JIEKAPCTBEHHBIX NpenapaToB crimcka Il [epeuns
(32 MCKIIIOYEHHEM JICKApCTBEHHBIX IPENapaToB B BHJE TPAHCIACPMAIBHBIX TEPANIeBTUYCCKUX
CHCTEM, a TaK)Ke JICKApPCTBEHHBIX MPETapaToB, COACPKAIMINX HAPKOTHUECKOE CPEJICTBO B COUCTAHUU
C AHTAarOHUCTOM OIMOMJHBIX pEIENTOpOB) TIpaxJaHaM, HMEIOIIMM MpaBo Ha OecruiaTHOe
MOJTy4YEeHUE JIEKAPCTBEHHBIX MPETapaToB WM MOJIYYECHHUS JIEKAPCTBEHHBIX MPETapaToB CO CKUIKOM,
ocyuecTBisieTcss Ha peuentypHoMm Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JIOMOJIHUTENBHO
odopmisiercs perent Ha peuentypHoM Omanke Gopmbr N 148-1/y-04(1) (B 1BYX K3eMILISIpax MpH
odopmiIeHHH Ha OyMa>kHOM HOCHUTEIE).

39. Ha3HaueHHe HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX MpenaparoB cnucka Il Tlepeuns
B BUJIC TPAHCACPMAIBHBIX TEPANEBTHUECKUX CHUCTEM, HAPKOTHUYECKHX JICKAPCTBEHHBIX TPEMapaToB
cnucka II Ilepeuns, coxepkaliux HApPKOTHYECKOE CPEJICTBO B COYETAHWU C AHTarOHUCTOM
ONMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBbIX mpenaparoB cmucka Il Tlepeuns,
JIeKapCTBEHHBIX IpenaparoB, BKIIOUeHHbIX B nepedeHb [IKY, coxepxamuxcs B MOANYHKTE 2
nynkta 11 Hactosmero [lopsaka, mpeqHasHauYeHHBIE IS JICYCHHS TPaXKIaH, UMEIOIIUX MPaBO Ha
OecrutaTHOE MOJyYeHHE JIEKAapCTBEHHBIX MPENapaToB MIIHM MOJTyYeHHE JIEKapCTBEHHBIX MpEenapaToB
CO CKHIKOW, OocCymiecTBIsieTcs Ha pernentypHbix Omankax ¢gopm N 107-1/y m N 148-1/y-88,
KOTOPBIM JIOMIOJIHUTEIHHO O0(opMIIIeTCsl pelenT Ha peuentypHoM Osanke ¢opmbl N 148-1/y-04(m)
(B IBYX 3K3eMILIApax Mnpu oGpopMIeHUH Ha OyMaKHOM HOCHUTETIE).

Ipunoowcenue N 1
K I[lopsioky Haznauenus
JIeKapCMBEeHHbIX NPenapamos,

ym@epofcdeHHOJwy npuKasom
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Munucmepcmea 30pasooxpanerus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB UWJIHN
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
cyonunreanbHbie 0,2 mr|(ynakoBka, kpatHas N
+ 0,2 Mr 20)

2. bynpenopdun PactBop aia uHbeKIUH, 30 ammyi
0,3 mr/mi 1 Mo (ImpuI-TEOOUKOB)

3. bynpenopdun TpaHcaepMaabHbII
[IaCTBIPD
35 MKr/4gac 20 macTeIpeit
52,5 MKr/4ac 10 macteipeit
70 MKr/4yac S macTelpen

4. Mopdun PacTBop 11 nHBEKIUH, 20 amITyi
[pacTBOp U1 (ILIpUL-TFOOUKOB)
MO/TKO’KHOTO BBEJICHHSI
10 mr/mut 1 ma

0. Koneun + Mop¢un + Hockanun + PactBop 11 20 ammyn

[TarmaBepun + Tebaun OJKOKHOTO BBEICHUSI

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

6. Tpumenepuaux TaGnerku 25 mr 50 TabieTok

7. Tpumenepuana PactBop miig nabekui 20 ammyn
10 mr/mi 1 M (IIPHUI-TIOOUKOB)
20 mr/mi 1 mi

8. Mopdun TaGnerku (kamncynsl) 180 TabGnerok (karcyi)

MIPOJIOHTUPOBAHHOTO
e CTBUS

10 mT

30 Mr

60 mT

100 mr

60 TabyIeToK (Karcymn)
40 TabneTok (Karcyn)
20 TabneTok (Karcy)
20 Tabnetok (Karcymn)




200 mr

0. Mopdun TabeTku
S mr 100 Tabnerox
10 mr 100 TabyieTox
10. Mopdun Karum a1 npuema 4 pnakona
BHYTpH 20 mr/mut 20 mi
11. Mopdun PacTBop 114 Ipuema
BHYTPb (MOHOO3bI)
2 Mr/mMit 5 mit 100 amryi /3
6 Mr/MJ1 5 M 80 ammy /3
20 Mr/mit 5 M 30 ammyo /3
12. OxcukonoH + Hamokcon Tabnerkn
[TPOJIOHTUPOBAHHOTO
ITEeCTBUA
5 Mr + 2,5 Mr 100 TabneTok
10 Mmr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. [TponmonmndenmmTokcudTUINUIepuanH| [ adneTkn 3amednsie 20 (S0 TabaeTok
MT
14, DeHTaHnI [1nacTeipb
12,5 Mkr/gac 20 rmacTeipeit
25 MKr/4ac 20 macTeIpeit
50 MKr/49ac 10 mmacteipeit
75 MKr/4ac 10 mmacteipeit
100 Mkr/yac 10 nutacteipeit
15. DeHTaHn Cripeit Ha3aJIbHbIN

dakon 50 MKr/mo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 m03)
dakon 100 Mxr/mo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 103)
dakon 200 Mkr/mo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 M1 (40 103)

24 ¢akoHa
12 ¢pnaxoHoB
6 (hakoHOB

12 pnakoHoB
6 QrakoHOB
3 (nakona

12 pnakoHoB
6 QrakoHOB

3 prmakona

Ipunooscernue N 2

K Ilopaoxy nasnavenus

JIEKAPCMBEHHbIX npenapamaoe,

VMBEPHCOEHHOM) NPUKAZOM

Munucmepcmea 30pasooxparenus



Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasoyno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHUIO

COKPAILIEHUA ITPU O®OPMJIEHUH PELIEIITOB

N | Coxkpaienue [TosnHOE HamucaHnue IlepeBon
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 Brimaii, 0603Ha4b [TycTh Oyaer
BBIIaHO, O003HAYECHO

12. |D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbLIaHBI)
[TaKUe JI03bI

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 rpaHyIIbI

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 ITHHUMEHT

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 YHCIIOM

36. [ol. oleum MaciIo (GKUIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae TUITIOJIS, TTHAJTEOJIN

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
0003HAYCHO)

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 HACTOMKa

58. [tubulis tubulis TFOOMKH

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 nosops 2021 . N 1094n



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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMumMHCKasad OOKYMeHTalud

HamMeHoBaHMe (wTamil) dopma N 107-1/y

MEeOUIMHCKOM OpTraHM3aLun YTBepXxIeHa IPpUKa30M
MyHMCTEpPCTBA 3OPAaBOOXPAHEHUI
Poccurickonm denmepalmu

orT 24 HOs0psa 2021 . N 1094H

PEUEIIT
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)
"o 20 T.
damMmnima, MHMLUMAJE MMEHM M OTdeCcTBa (IIOoCJelHee — IPM HaJIU4dUM)
naureHTa
DaTa poxmeHUA
daMuMsa, MHMUILMAJE MMEeHM UM OTUecTBa ([IocjelHee — MPUM HaJUuuumM)

Jeyvamero Bpauda (Qenbamepa, akylepKu)




py0O. |kom. |Rp.

py©O. |komo. |Rp.

[Toonucso

M redvaThk Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

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

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRBO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O Ha3HadYeHUU
JIEKAPCTBEHHOT'O IpernapaTa
IO PEUEeHMK BpadebHOM KOMMUCCUU

[TpuroToBMI [Iporepun OTnnycTumil




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

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

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

HammMeHOBaHMe (wTam) YTBepXIOeHa IPpUKa30M

MEOUIIMHCKOM OpIraHu3alum MuHMCTEepCTBa 3IOPaBOOXPAHEHUH
Poccurickonm denmepaumu

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

VHIOVBUOYAJBHOTO NpellpUHMMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMLEH3UM,

HaVMeHOBaHMe opraHa I'OCyOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

e U U U UL

PEIEIT "o 20 .
(maTa odopMIIeHMA-pPeLEenTa)

(B3pOCIEIM, IeTCKUM — HYXHOE IMMONUEePKHYTH)

damMmnimsa, MHMLUMAJE MMEHM M OTdeCcTBa (IIoCJelHee — IPM HaJIUduM)
IIalurMeHTa

IHaTa poxXIeHUda

Anpec MecTa XuUTeJbCTBa MM N MeIMUIMHCKOM KapTh amMOyJiaTOPHOT'O
InanumeHTa, IIoJlydarumero MeIMIMVMHCKYIIO IIOMOIIb B aM6yJ'IaTOprIX YCIIOBUMAX

daMumMsa, MHMULMAJBE MMEeHM UM OTUecTBa ([IocJelHee — MPUM HaJUuuM)



Jledamero Bpada (denpmmepa, akKyLepKM)

[loonmce M HnedaThs Jiedyallero Bpada M.II.
(momnucek OQenbpiumepa, akylLepkKH)

PellenT IOEeMCTBUTEJIEH B TeueHUe 15 nmHen

OBbopoTHasa CTOpPOHAa

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOTO Ipenapara
IO pelleHUd BpaduebHOM KOMMUCCUU

[TpuroToBMII [Iporepun OrTnnycTuil

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickon demepalum MECTO IJiAd opukasoM MuHMCTEepCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom demepaluun
or 24 HOosbps 2021 .
N 1094H



Tamn

Konm MmMemuuUMHCKOM OpTraHM3alnm

Tamr

Konm mMHOMBMIOYyAJIBHOTO IIpenlnprHMaTeJId

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon lcTOUHMK OMHaAHCHUPOBAHMA: |$ OIJATH:
KaTeropmumn HO30JIOTMUECKOM (IOOYEepPKHYTH) (MOOYEPKHYTH)
IrpaxiaH dopmel (o MKE)
1. OdenepalibHBIM OOIXET 1. BecmnjuaTHO
2. Booxer cybwbekTa 2. 50%

Poccumickon denepauum

3. MyHMUMIAJBHEM OnomxeT |3. MHOM %

PEUEIT Cepusa N OaTa odopMyieHU : 20 1.

daMmnmsa, MHMUMAJE MMEHM M OTdUecTBa (IociemHee -
IpY HajluuuM) DalMeHTa JaTa poxIOeHUS



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

CHIMJIC

N noJjmca
006g93aTEeNIbEHOTO
MeIULIMHCKOT'O
CTpaxOBaHUA:

HoMep MeOVUMHCKOMW KapThl NaluyeHTa, [HoJiydaomeTro MeIMIIMHCKYWD TOMOIL B
aMOyJIaTOPHEIX YCJIOBUAX

damMmnsa, WVHMLIMAJE MMEHM M OTUeCTBa ([IOCJiedHee — IIPM HaJIMUMK)
Jevyamero Bpaua (benbmmepa, axKymepKu)

Pyb. Korm. 2 -
3
2 e 1 T

[lognuch M HnedvaThb JledalleI'o Bpauda M.II.

(nopnmuce Qespnuepa, aKyWEepKH)

PeuenT pencrBuTeJyieH B TedveHme 15 gHem, 30 muem, 90 mHenl
(HyXHOE NONUEPKHYTH)

———————— (3amonHAeTCAa CHeUMaJMCTOM alTeUYHOM OpraHM3aluM) ———————-

OTHymeHO MO PelLenTy: TopToBOE HaVMMEeHOBAaHUE
1 OO3VPOBKA:

TaTa ornycka: " " 20 1. |[KonmmuecTBO:

[[PUTOTOBMII: [[pOoBEepPMIIL: OrTnycTmi:

(IMHMS OTPHIBA)

Kopemok peuenTypHOTO OJiaHKa Crnoco® MNpUMEHEHUS:
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Ipunoscenue N 3

K npuxa3y Munucmepcmea 30pagooxpanenus

Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK O®OPMJIEHUSA PELEIITYPHBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

l. OdopMmienne penenta Ha OyMaKHOM HOCUTeJe

1. Ha penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepxHEM
YTy MPOCTABIISAETCS MITaMI MEAULIMHCKOW OpraHu3alMy ¢ YKa3aHWEeM €€ HauMEeHOBaHUs, ajipeca U
TenedoHa ¢ 1aToi BHIMUCKHU (1aToi oopmiieHHs ) pelienTa Ha JIEKapCTBEHHBIH rpenapar.

JlonmomHUTENbHO Ha pelentypHoM OnaHke (HopMel

N 148-1/y-04(;1) mnpocraBnsercss Kox

MGHHHHHCKOﬁ opranu3allii B COOTBETCTBUHU C OCHOBHBIM roCyaapCTBEHHBIM PETrUCTPalHnOHHBIM



HomepoM (nanee - OI'PH).

Cepus penentypnoro Omanka ¢opmber N 148-1/y-04(;1) Bkmodaer kon cyOwekTa Poccuiickoit
@Denepanuy, COOTBETCTBYIOIIMK JBYM ImepBbIM Imdpam OOmiepoccuiickoro kinaccupuraTopa
00BEKTOB aJIMUHUCTPATUBHO-TeppHUTOpUaIbHOrO neneHus (qaiee - OKATO).

Paspemaercs uzroraBnuBath penentypusie Oanku Gopmel N 107-1/y u popmer N 148-1/y-04(x) ¢
MIOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Onanku ¢opmbl  hopmer N 148-1/y-88 M3roTaBIMBarOTCA HCKIIOYUTEIBHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHbpix OnaHkax, oGOpMISEMbIX HHIUBUAYAIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOITUMH JIUIIEH3UI0 Ha MEIUIIMHCKYIO JIeATEeIhHOCTh, B BEPXHEM JICBOM YTy THUIOTPadCKUM
CIocoOOM WJIM IyTeM IMPOCTaBICHHS IITaMmIa JODKEH ObITh yKazaH aJpec WHIUBUAYAIbHOIO
NpeANpUHUMATEII, HOMEP M JlaTa JHUIEH3MHM, HaMMEHOBAHHE OpraHa rocyJapCTBEHHON BIACTH,
BBIJIABILIETO JINLICH3HIO.

3. Peuentypusie Onanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amonHsroTCS
MEIUIUHCKIM PaOOTHUKOM YepHWIIAMH MJIH MIAPUKOBOU PYUKOM.

4. JlonmyckaeTcsi opopMIICHHE BCEX PEKBU3UTOB (32 MCKIIOYEHUEM pekBu3uTa "lloamuck sedamiero
Bpaua (moamuchk (Qenpamepa, akymiepku'") penentypHeix OnaHkoB ¢opmbl Gopmer N 107-1/y,
dopmbr N 148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ ncronb30BaHUEM NEYATAIONIUX YCTPOMCTB.

5. Odopmnenne peuentypubix OnankoB ¢opmbl N 148-1/y-04(a1) BriIodaer uudpoBoe
KOJMPOBaHUE.

I_[I/I(prBOG KOOAUPOBAHNEC YKA3aHHBIX PCUCIITYPHBIX OJIaHKOB BKJIFOYAET:

1) xoxg menunuHckod opranmzauuu (OI'PH) unu koa MHOMBUAYadbHOTO IMpeNnpUHUMATENs B
cooTBeTCTBUU C¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM WHJIMBUIYaIbHOTO
npeanpunuMarens (nanee - OI'PHUII), npocraBnseMplii HpH M3TOTOBICHMM PELENTYPHBIX
0J1aHKOB;

2) KOJI KaTeropuu Tpax/JaH, MMEIOIIMX IpaBO Ha IOJy4YeHHE JIEKAPCTBEHHBIX IpenapaToB B
COOTBETCTBUU cO craTheit 6.1 DenepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colnaibHON nmomomu" <1>, u koA Ho30J0rHuecKoi GpopMbl Mo MexxayHapoIHOM
CTaTHUCTUYECKOM Kkiaccubukanuu Oone3sHell u mpobseM, CBs3aHHBIX co 3a0poBbeM (10-it
nepecmotp) (nanee - MKDB), 3anosiHseMble JedaliuM BpadyoM IyTeM 3aHECEHHs KaXJIoW Hupsl B
IIyCTBIC STYEHKH, IIPYU ITOM TOYKA IIPOCTABIIAECTCS B OTJEIBHOMN STYEHKE;

<1> Co0Opanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormerky 00 ucrtounumke (uHaHcupoBanus ((enepanbHbiii OromKkeT [1], OomKkeT cyObekTa
Poccuiickoit ®enepauuu [2], MyHHIMMANbHBINA OrojxkeT [3]) W MpOLEHTE OMIATHI perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTpUX-KOA - JOMOJHUTENIbHBIA PEKBU3UT (B CIy4ae M3TOTOBJIEHHUS HAa TEPPUTOPUU CYyOBEKTa
Poccuiickoit @enepanuu penenTypHoro 0J1aHka ¢ HCIIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTHI).
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6. B penentypnbix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04() B rpade "damunus,
MHHUIHAATBI UMEHH M OT4ecTBa (TOCIIeAHEE - MPH HAJIWYMK) NalueHTa" yKa3blBaloTCs (paMuivs,
MHHIMAIbBI MMEHU U OTYECTBA (TIOCIEAHEE - IPU HAIMYMHN) TALUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(:1) B rpacde "Iata
pOXKICHH" yKa3bIBaCTCS JlaTa POKICHUS MAIMEHTa (YUCII0, MECSIL, TO).

HononauTtensHo B peuentypHbix Oankax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 110 | roga B rpade "Jlara poxxaeHus" yKa3bIBaeTCs KOJIUYECTBO MOTHBIX MECSIIEB.

8. B peuentypubix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" um "N mnomnmca
0053aTeNIbHOTO MEIUIMHCKOTO CTPaxoBaHUs'" yKa3bIBaIOTCS CTPAaXOBOM HOMEP HHAWBHYaJbHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnom ¢onzae Poccuiickoit @enepannmu (CHUJIC) (mpu
HAJIMYUU) U HOMEp NOoJUca 00513aTEIbHOIO MEAUIIMHCKOTO CTPaXOBAHHUS.

9. B penentypubix Omankax gopmbr N 148-1/y-88 B rpade "Anpec mecTta RKHUTEIbCTBA MIIM HOMED
MEIMIUHCKOW KapThl NAalMeHTa, MOJYYaloLero MEAMIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX
yclIoBUAX", yKa3bIBAa€TCSl IOYTOBBIM aJpec MECTa KUTENbCTBA (MecTa IMpEeObIBAHUS WM MecTa
(akTHUECKOro Mpo>KUBaHUs) MAMEHTa UM HOMEP MEIULMHCKONW KapThl NAllMEHTa, MOJIy4arollero
MEAMIMHCKYIO ITIOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [lpuka3 MuHucrepctBa 31paBooxpanenust Poccuiickoin @enepanuu ot 15 nexabpst 2014 r. N
834u "OO0 yrBepxJIeHNH YHU(PULHUPOBAHHBIX (GOPM MEAMLMHCKON TOKYMEHTALUH, UCIIOJIb3YEMbIX B
MEIUIIUHCKIX OPTaHU3AIMIX, OKa3bIBAIOIINX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX, U
MopsiIKOB 1o uX 3anosiHeHuio" (nmanee - Ilpukaz N 834H) (3aperucrpupoBaH MHUHHCTEPCTBOM
toctuiun  Poccuiickoit ®@enepauun 20 ¢despanst 2015 r., peructpanuonnsii N 36160) c
U3MEHEHUMH, BHECEHHBIMU NpUKa3aMu MuUHUCTEpCTBa 3paBooxpaHeHus Poccuiickoit denepannu
ot 9 auBaps 2018 r. N 2 (3apeructpupoBan MunucrepctBoMm roctuiuu Poccuiickoit denepannu 4
anpens 2018 r., peructpaunonssiii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBan
MunuctepctBom toctuiun Poccuiickoit @enepanun 27 HosiOps 2020 r., perucrpanuonHsiii N
61121).

Vkazanne u aapeca MeECTa XKUTCJIbCTBA U HOMCpPA MEIHUITHHCKOM KapThbl MalMCHTA, IMOJYy4Yaromero
MCIUTUHCKYIO [TOMOIIb B aM6y.]'IaTOpHBIX YCIIOBUAX, HEC SABJISACTCA OIINOKOMA.

B penentypubix 6mankax ¢opmer N 148-1/y-04(x) B rpade "Homep MeqUIIMHCKOM KapThl MAIMEHTA,
MOJYYalOIEro MEIUIMHCKYI0 TOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX" yKa3bIBaeTcs HOMEp
MEAMIMHCKON KapThl MAllMeHTa, MOJYYaoLIero MEAUIIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBUSX
<3>.

<3> IIpuxa3 N 834H.

10. B rpade "®damunus, MTHULIMAIBI UMEHU U OTYeCTBa (IIOCIEAHEE - TP HAJMYKHN) JIEYalllero Bpaya
(penpamepa, axymepku)" peuentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(i1) yka3bIBarOTCS TIOTHOCTHIO (DAMUITUS, HHUIIMATIBI UMEHH, OTYeCcTBa (TIOCTCIHEe - TIPH
HAJIMYUK) METUIIMHCKOTO pabOTHMKA, HA3HAYMBILETO JIEKAPCTBEHHBIE MpenapaTsl 1 0(OPMHUBILETO
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peIIeTT.

11. B rpade "Rp" peuentypusix OsankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i)
YKa3bIBACTCS:

1) HaMeHOBaHKE JICKAPCTBEHHOT'0 mpemnapara (MeKIyHapoAHOE HEMAaTCHTOBAaHHOE HAMMEHOBAHUE,
TpynmnupoBOYHOC UIIM XUMHUUYCCKOC HAMMCHOBAHUEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM SA3BIKE
WIM Ha PYCCKOM si3bIKe, ()OpMa BBITYCKa, JTO03UPOBKA, KOJIMYECTBO (yKa3bIBACTCS MPOIUCHIO Ha
penentypaom 6manke popmbel N 107/y-HIT);

2) crmocod TpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
®enepanuy WM Ha TOCyIapcTBEHHOM si3bike Poccmiickoit dexepanuu U rocy1apcTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKaxX HapoaoB Poccuiickoit denepanun <4>.

<4> Yactp | crareu 15 3akona Poccuiickoir @enepamun ot 25 okraops 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (BemomocTtu chbesna
Hapoaubix nenyratoB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHo1atenbcTBa Poccuiickoit eneparuu, 1998, N 31, ct. 3804).

13. IIpu oopmiieHNH penenTypHbIX OJIAaHKOB 3alpeliaeTcs OrpaHNUUBATHCS OOIUMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeencmeyen ouuyuaibHomy
UCHIOYHUKY.

14. Peuent, odopmiieHHbIi Ha perentypHoM Omanke ¢dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanuchIBaeTCS MEIUIMHCKUM PAOOTHUKOM U 3aBEPSETCS €ro MevyaThlo.

Penenit, oopmiienHslit Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(x),
JIOTIOJTHUTEIIBLHO 3aBEPSETCS MeUaThio MEAUIIMHCKON opranu3anuu "Jlins peuentos".

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

15. Ha ogaoMm penentypaoM Oanke Gopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(:) pasperraercs
OCYIIIECTBIISITH HA3HAYEHHE TOJIBKO OJIHOTO HAUMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

Ha omnom penentypnom Omanke ¢opmer N 107-1/y paspemaercss OCymIeCTBISITH Ha3HAYCHUE
TOJBKO OJIHOTO HAMMEHOBAaHMS JIEKAPCTBEHHOro Impemaparta, oTHocamerocs mno ATX k
antuncuxotudeckum cpenctBam (kogq N 05A), ankcuonutrkam (koq N 05B), CHOTBOpHBIM U
cematuBHbIM cpeactBam (koag N 05C), antupenpeccantam (kox N O06A) um He mojIexariero
PEMETHO-KOJIMYECTBEHHOMY y4eTy, U JI0 TpeX HaMMEHOBaHHH JIEKAPCTBEHHBIX MPETIapaToB - IS
WHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIeyka3aHHbIM ATX.

16. McnipaBienust B perienTe He JOMYCKatOTC.

17. Tlpu opopmiennn perentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JIeKapCTBEHHbIE MpenapaTrhl, Ha3HAYEHHbIE MO pEUICHHWI0 BpayeOHOW KOMMCCHUHM, Ha 000poTe
pelenTypHOro OJ1aHKa CTAaBUTCS CTICIIHAIbHAS OTMETKA (IIITaMII).

18. Ha penientyprom 6mmanke hopmer N 148-1/y-04(;1) BHU3Y UMeETCS JTMHUAS OTPBIBA, pa3/elisoast
peLenTypHbIi O1aHK U KOPEIOK.
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Kopemok ot penenta, opopMICHHOTO Ha YKa3aHHOM pELENTYpHOM OJlaHKE, BBIJACTCS MallUEHTY
(ero 3aKOHHOMY MPEJICTABUTEINI0) B aNTEUHOM OpraHU3alMU, Ha KOPELIKE JeJIaeTcsi OTMETKa O
HAaUMEHOBAHMHU JICKAPCTBEHHOTO Mpernapara, J03UpOBKe, KOJIMYECTBE, CIOCOOe MPUMEHEHHUSI.

1. Odpopmienue penenrta B gopme 3J1eKTPOHHOIO TOKYMEHTA

19. Peuent B (hopme IIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCHJIICHHON KBATH()HIIMPOBAHHON
3IEKTPOHHOU MOAMKUCHI0, POPMUPYETCS MEAUIIMHCKUM PaOOTHUKOM, CBEJCHHUS O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX PabOTHUKOB <5>, a TaKKe NPHU YCIOBHH PETHCTPALUN
MEAMIIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (¢eaepalbHOM peecTpe
MEAMIIMHCKUX OpTaHu3aluil <6> eANHOW TOCYJapCTBEHHON MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3[PAaBOOXPAHEHUS] M TOJKIIOYCHHS] TaKOW MEIUIIMHCKOM OpraHu3aluud K TOCyAapCTBEHHOM
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepannn <7>.

<5> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoii ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratpu 91 u 91.1 ®enepansaoro 3akona N 323-03 (Cobpanue 3akoHo1aTebcTBAa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

20. ITpu odopmiiennu penenta B GopMe JIEKTPOHHOTO JOKYMEHTA Ha JIEKapPCTBEHHBIE MPETapaThl,
yka3aHHble B MyHKTax 9 u 11 ITopsaka Ha3HaueHUs JIEKAPCTBEHHBIX MPENapaToB, YTBEPHKIAEHHOTO
HACTOALIMM TPUKAa30M, U OTIyCKaeMble 3a TMOJHYI0 CTOMMOCTb, 3aIlOJIHAIOTCS CIEIYyIOIINe
PEKBU3UTBHIL:

1) xon cyOwekta Poccuiickoit @enepamn mo OKATO, omnpeaensionuii rocyIapCTBEHHYIO
nH(pOpMaAIMOHHYIO CHCTeMY B cdepe 3apaBooxpaHeHuss cyobekta Poccuiickoir ®denepanuu, B
KOTOpOi chopMHpoBaH perent B popMe dJIEKTPOHHOTO TIOKYMEHTA;

2) HaMMEHOBaHUE MEIUIIMHCKON OpraHu3aluy, aapec, TeaeQoH Wid pamMuins, UHULIUAIbl UMEHU U
oTyecTBa (MOCJEAHEE - IPU HAIMYHUN) HHIUBUAYAJIBHOTO MPEIPUHUMATEINS, UMEIOIIEro JULEH3UI0
Ha MEJMIMHCKYIO JIeSTEIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranmzanuu) win OI'PHUII muauBuayanbHOrO
peanpuHIMATES;

4) nata odopmiieHus perenta (yKa3bIBaeTCs YUCI0, MECSAIL, TOJT);

5) nmata okoHYaHMS JeHCTBHUS perenta (PpopMUpyeTCs ToCYIapCTBEHHON WHOOPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHus cyObekta Poccuiickoit ®denepanii B COOTBETCTBHUU CO
cpokamu AeicTBus perenToB: 15 queit, 30 queit, 60 gueii, 90 aueii, 1o 1 roga);

6) YHUKaIbHBI HOMEp perenta (hopMUpyeTCs TOCYIapCTBEHHON MH()OPMAIIMOHHOW CUCTEMOW B
chepe 3apaBooxpanenms cyobekta Poccuiickoit ®dexepanuu W o0ecneYMBAET OJHO3ZHAYHYIO
uaeHTU(GHUKAIMIO perenTa B ¢popMe 3IeKTpoHHOTO qokyMmeHTa B codetanuu ¢ OKATO, OI'PH unu
OI'PHUII);
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7) ormetku "Cito" (cpouno) mam "statim" (HememIEeHHO) MPH HEOOXOIUMOCTH CPOYHOTO HITH
HEMEJJICHHOTO OTITyCKa JIEKApCTBEHHOTO Mpernapara NaueHTy;

8) ampec mammeHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MecTa >KUTENbCTBA (MecTa MpeObIBAaHUS WIIH
MecTa (PaKTHUUECKOro IPOKMBAaHMS) C yKa3aHHMEM MHJIEKCa, HAUMEHOBAaHUS Kpasd, o00JacTH,
peciyOJIMKY, aBTOHOMHOTO OKpyra W MHOro cyOnekta Poccuiickoit ®@eneparuu, HauMEHOBAHHS
HACEJICHHOI0 IYHKTa, HAMMEHOBaHUS YIMIbI (MpOCIHEeKTa, Mepeyska, Mmpoesaa), HoMepa Joma (c
YKa3aHHUEM KOpILyca, Ip1 HaAJIM4MH ), HOMepa KBapTHUPHI);

9) HOMEp DJICKTPOHHOW MEAMIIMHCKON KapThl MAalMEHTa B TOCYAAPCTBEHHON HH(POPMAIMOHHON
cucteme B chepe 3apaBooxpaneHus cyonrekra Poccuiickoii @enepanumy;

10) pammnust, uMs, OTIECTBO (ITOCIICTHEE - TP HAJTMYMH) TTAIIMEHTA TTOTHOCTHIO;

11) nmara pokaeHusl TanueHTa (YKa3bIBAe€TCsS YHCIO, MeECAI, TOA), i jaered a0 1 rona
JIOTIOJTHUTEILHO YKA3bIBAETCSl KOJIUYECTBO MOJTHBIX MECSIICB;

12) hbamunus, MTHALIMAIB UIMEHHU U OTYECTBA (TIOCIIEHEE - TIPU HAJTMYWHU ) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

13) HauMmeHOBaHWE  JIGKAPCTBEHHOrO  mpemapara  (MEXIyHApOAHOE  HEMaTeHTOBAaHHOE
HAaUMEHOBAaHME, TPYINIHUPOBOYHOE MM XMMHUYECKOE HAMMEHOBaHWE, TOPTOBOE HAMMEHOBAHUE),
JI03UPOBKa, (hopMa BEITYCKa, KOJTHYECTBO (BCE TO3UITMH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoii
denepanuy WM Ha rocyJapcTBEHHOM si3bike Poccuiickoit denepannu U rocy1apcTBEHHOM S3bIKE
pecnyOJIMK ¥ MHBIX s13bIKax Hapo1oB Poccuiickoit denepammu <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cbeznma Hapomsbeix aernyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOoAaTenscTBa Poccuiickoii
Oenepannn, 1998, N 31, ct. 3804).

15) noKymMeHT, TOATBEPKIAIOMINM HA3HAYEHHE JIEKQPCTBEHHOTO IIpemapara I0 PEIICHUIO0
BpaueOHOM KOMUCCUHU MEIUIIMHCKON OpraHu3allly;

16) orMeTka O Ha3HAYEHHWM JIGKAPCTBEHHOTO TMpenapara IO PEeUIeHUI0 BpadueOHOW KOMHCCHUU
MEJUIIMHCKOM OpraHu3allMk B CIydasX, yKa3aHHbIX B a03arne BTopoMm miyHKTa 6 Ilopsimka
Ha3HAa4YEHHUs JIEKAPCTBEHHBIX MPENapaToB, yTBEPKIACHHOIO HACTOSIIUM IIPUKA30M;

17) ormMeTka O crenuaibHOM Ha3HAUYEHUU JIEKApCTBEHHOTO IperapaTa (3amojHseTcsl B ciayvasx,
YKa3aHHbIX B NyHKTax 15 n 24 I[lopsiaka Ha3HaUYEHUs JIEKAPCTBEHHBIX IIPENIAPATOB, YTBEPKIAEHHOTO
HACTOALIUM NMPUKA30M);

18) oTMeTKa 0 crenMasbHOM Ha3HAUYEHUU JIEKApCTBEHHOTO Iperapara MalueHTy ¢ 3a0ojeBaHueM,
TpeOYIOUIMM JUIUTEILHOTO KYpCOBOI'O JICUEHUs (3allOJIHAETCS B Cilydae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAuyeHHUsS JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKAEHHOIO HACTOALIMM IIPUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpenapara;

19) npu odopmiiennn perenta B popMe IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MPETapaThl,
yKa3aHHble B NMOAMYHKTax 2 - 5 myHkta 9 u nyHkre 11 Ilopsnka Ha3sHaueHHs JI€KApCTBEHHBIX
MpenapaToB, YTBEPKIACHHOTO HACTOSAIINM MPHUKA30M, Tpak/IaHaM, UMEIONIUM TIPaBo Ha OecIIaTHOe
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MOJTyYeHHUE JIEKAPCTBEHHBIX MPENapaTroB WK MOJydYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
3aMOJIHAIOTCS. PEKBU3HUTHI, MPEyCMOTPEHHBIE MOANYHKTaMU | - 18 HacTosIero myHkTa, a Takxke
CIIETYIOIINE PEKBU3HTHI:

a) KaTeropus TpaXkJIaH, HUMEIIUX TMPAaBO Ha IMOJYYCHHE JICKAPCTBEHHBIX IIpPEraparoB B
COOTBETCTBUU €O craTheil 6.1 DenepanmpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rOCyIapCTBEHHOW COLMAIbHOM oMo <9>;

<9> CobOpanue 3akoHoaatenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko HO30OTHYecKoi Gopmbl o MKB;

B) ucTouHuK (punHaHcupoBanus (1 - ¢enepanbHbIil OrOMKET, 2 - OIOMKET cyObekTa Poccuiickoit
®enepanny, 3 - MyHUIUNATBHBINA OIOKET);

r) pa3mep omuiathl (1 - 6ecrarho, 2 - 50%, 3 - uHOM %);

JI) CTPaxOBOW HOMEpP WHIWBHIYAJILHOTO IHUIEBOTO cyeTa TpaxaaHuHa B lleHcrmoHHOM (oHIe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

€) HOMep IoJIuca 003aTeIbHOTO MEJUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu npocTaBieHUH OTMETKM, yKa3aHHOW B moamyHkre 16 mynkra 20 Hacrosimero I[lopsinka,
peuent B (opMe 3JIEKTPOHHOIO JOKYMEHTa IOJAMUCHIBACTCS YCHUJIEHHOM KBalu(UIIMPOBAHHON
AJIEKTPOHHOM MOJIUCKHIO MpeAcenaTesss WM CeKpeTapss BpaueOHOW KOMHUCCUM METUIMHCKOM
OpraHM3aly, TpU IPOCTABICHUM OTMETOK, YKa3aHHbIX B noianyHkrax 17 u 18 nynkra 20
HacTtosamero Ilopsnka, - yCHJIEHHBIMH KBaJIU(QUIMPOBAHHBIMU 3JEKTPOHHBIMH MOJIHUCIMHU
COOTBETCTBYIOIUX MEIULMHCKUX PAOOTHUKOB.

22. Ilo TpeOoBaHMIO NAIMEHTa WM €ro 3aKOHHOIO MpEeACTaBUTENS O(OPMIISETCS 3K3EMILISP
peuenta B (GopMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMakHOM HocuTene ¢ oTMmeTkoi "JlyOmukar
AJIIEKTPOHHOTO JOKyMeHTaA".

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

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIMBAEMBIX THIOTPAPCKUM crTocoO0OM (J1anee - penenTypHbie OJIaHKH, TIOJICKAIINE YIETY),
OCYILIECTBISCTCS B JKypHaJaX ydera, NPOHYMEPOBaHHBIX, MPOLIHYPOBAHHBIX M CKPEIUICHHBIX

OO CBHIO PYKOBOJAUTEIIA n I€4aTbrO MGHHHI/IHCKOﬁ oprannu3alnn 20048 IOATIUCHIO
HHAUBUAYAJIBHOT'O MPCANIPUHUMATECIIA, UMCIOLICTO JIMOCH3WIO HA MCIUIIUHCKYIO NCATCIIbHOCTD.

24. XKypnan yvera peuentypsbix 61ankoB popmel N 107-1/y coneput cienyrouue rpadsl:
1) HOMep 1O MOPAIKY;

2) B pazaene "[lpuxox":
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a) JaTa perucTpany JOKyMEHTa, ITOITBEPKIAIONIETO OCTYIUICHNUE;
0) HOMep U J1aTa JOKYMEHTA, ITOTBEP)KJAIOIIET0 OCTYIJICHNE, HANMEHOBAHHE TTOCTABIINKA,;
B) 00111ee KOJIMYECTBO MOCTYHUBIINX PELENITYPHBIX OJIAHKOB;

I‘) (I)aMI/IJII/ISI, HMHHUIKaJIbl UMCHH U OTYCCTBA (HOCHGI[HGC - Ipu HaJII/I‘H/II/I) H oA Ch OTBETCTBCHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, IMOJIYYHUBHICTO PEUCIITYPHBIC OJaHKHU OT IIOCTaBIIHKaA,

3) B paznene "Pacxon":
a) JaTa BbIJAud PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB,;

B) (amuius, HMHULMAIBl MMEHM M oOT4yecTBa (MOCNIENHEEe - IPU HAJIWYUU) OTBETCTBEHHOIO
MEIUIIUHCKOTO PAa0OTHHUKA, MTOTYYHBILETrO peleNnTypHbIe OJIaHKH;

F) IoAnucCh OTBETCTBCHHOI'O MCAUMIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBUICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) hamuins, MTHULMAIBI UMEHHU M OTYECTBa (IIOCIEHEE - IPU HAIWYMK) U MOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOr0 pabOTHHUKA, BBIJABIIETO PELENTYPHbIE OJaHKU;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. Kypnan ydera penentypubix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
crenyromue rpadsr:

1) HOMep 1O MOPAIKY;

2) B pasznene "[Ipuxon™:

a) JlaTa perucTpaluy J0KyMeHTa, IOATBEPKIAIOIIEero MOCTYIICHHE;

6) HOMEp U J1aTa JOKYMEHTA, MOATBEPKAAIOIIETO OCTYIIIICHUE, HAMMEHOBAHUE TTOCTABIIUKA,
B) 00I11ee KOJTMUYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

T') CepHH U HOMEpa PELENTYypPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJaHKOB IO CEPUSIM;

e) dhaMuius, MHUIMAJIBI UMEHU U OTYeCTBa (TIOCIeTHEeE - IPU HAJTUYUH) U TIOJINMKUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) J1aTa BBIJA4YM PEIENTYPHBIX OJIAaHKOB;

0) cepuM ¥ HOMEpa BBIJAHHBIX PEUENTYPHBIX OJAHKOB;
B) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

r) ¢amwinsg, HWHULOUAIBI MMEHH W OTuecTBa (IOCHeAHEe - MpPU HAJIMYMU) OTBETCTBEHHOI'O
MEIUIIUTHCKOTO Pa0OTHHUKA, MOTYYUBILETr0 pelenTypHble OJaHKH;

I[) IoAIIMCh OTBETCTBCHHOT'O MCIUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHLBIC 6J'IaHKI/I;

4) pamunus, MHUIMAIBI UMEHU U OTYECTBA (TOCeIHee - IPU HaJIUYKU) U TOJIHCh OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, BBIIABIIETO PeLENTYPHbIE OJIaHKHU;



5) OCTaTOK peuenTypHBIX OJIAHKOB.

26. Yuer peuentoB, OQOPMICHHBIX B (OpME HIEKTPOHHOIO JOKYMEHTA, OCYILECTBIIIETCS B
roCyJapCTBEHHON MH(OPMALMOHHON cucTeMe B cdepe 31paBooxpaHeHHs cyOobekta Poccuiickoii
@denepauy  MOCPEJICTBOM BEICHMSI €IMHOIO peecTpa peuenToB, O(GOPMIIEHHBIX B (opme
9JICKTPOHHBIX JOKYMCHTOB.

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

27. MeauuMHCKHE OpraHu3alliy IOJIy4aloT HeOOXOAWMBbIe pelenTypHble OlaHku, o(opmiieHHbIE
TUNOTpaCKUM CcrocoOOM, uepe3 TeppUTOpPHATIbHBIC OpTaHbl YIPaBICHHUS 31pPaBOOXPAaHECHUEM WIIH
OpraHMu3aly, YIOJHOMOYEHHbIE HA JTO OpraHaMH HCIIOJTHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PenentypHble OnaHKU, MOAJIEKAIINE YUYETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYECHHBIM
PYKOBOJIUTEIIEM MEIUIIMHCKOW OpPTraHW3allid, B 3allPaeMOM MeTauTHuecKoM Imkady (ceride) wmmm
METAJUINYECKOM SIIUKE.

29. UHnuBuAyallbHBIA MPEIIPUHUMATEb, UMCIONIHIA JTUIICH3UIO Ha MEIUIIMHCKYIO JCSTEIbHOCTD,
XPAHUT PEIeNTYpPHbIC OJaHKH, MOJICKAIIUE YUETY, B 3aITUPAEMOM MeTAITHYecKOM mKkady (ceide)
WA METAJUINYECKOM SIIITUKE.

30. IIpoBepka COCTOSIHMS XpaHEHHs, ydera, (paKTHUECKOTO0 HAJMYMsS M pacxola pPeuenTypHBIX
0J1IaHKOB, TOJJIeKALIMX Y4YeTy, OAMH pa3 B KBapTall OCYLIECTBISIETCS KOMUCCHEW, CO3AaHHOM B
MEJIUIIMHCKOW OpraHu3aluu.

31. Peuentypusie OnaHku, odopmisieMble Ha OyMa)XHOM HOCHUTENIEC M TOAJIeXKAIIHe YyUeTy,
BBIIAIOTCS  MEAMIIMHCKUM  pabOTHHKaM, HMEIOIMMM TMpaBo O(OpMIIEHUS pEelenToB, IO
pacnopsKEHHIO TJIaBHOTO Bpada UM €ro 3aMECTUTEIIS.

HOJ'IyLIeHHBIe PCUCITYPHBIC OJaHKM Ha 6YM21)KHBIX HOCUTCIIIX XPAHATCA MCEAULIMHCKUMU
pa6OTHI/IKaMI/I B ITIOMCHICHHUSAX, O6€CH€'—II/IBaIOHII/IX HUX COXPaHHOCTb.

32. IIporpaMMHO-TEXHUYECKHE CPEICTBA TI'OCYIAapPCTBEHHBIX HMH(DOPMAIMOHHBIX CHCTEM B cdepe
3/[paBOOXPAHEHMs], MEIUIMHCKUX HMH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHU3aIui
o0OecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME DIIEKTPOHHBIX
JIOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJEHHBIX MAJs XPaHEHHUsS pELENTOB, OQOPMIECHHBIX Ha
COOTBETCTBYIOIIMX (pOopMax pelenTypHbIX OJIaHKOB Ha OyMakHOM Hocutene <10>.

<10> HoamyskT 5.2.169 Tlonoxenus o Munucrepctee (CoOpaHue 3aKOHOIATEbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooscenue N 4
K npuxaszy Munucmepcmea 30pasooxpaHeniist

Poccuiickoti @edepayuu
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om 24 nosops 2021 2. N 1094n

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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickom demepaumm MemMumHCKaAS OOKYMEHTAalMd
dopma N 107/y-HII,
YTBEPXIEeHHasa IIPUKAa30M
MuHMCTEpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepaumu

or 24.11.2021 N 1094=H

PEIEIT
Cepusa N
" " 2 O I‘
(DaTa BHIMCKM peLenTa)
(B3pOCIEI, IOeTCKMM — HYXHOE MONUEePKHYTH)

damMmnima, mMs, OTUYECTBO (IIOCJelHee — IPM HaJIU4dUM)

naumMeHTa

BospacT

Cepusa M HOMEP OOJMCa 0083aTeJIbHOTO MEeIMIMHCKOTO CTPpaxOBaHUSA
HomMep MeIMUMHCKOM KapTH

damMmnima, mMsa, OTUECTBO (IIOCJelHee — IPM HaJIUdMUM)

Jleyvamero Bpauda (Qenbamepa, akylepKu)

[loonmuce M JMUYHasd IIedaThb Bpada
(nopnmuce Qenpruepa, aKyLepKu)




damMmnmAa, M4, OTUYeCTBO (mocnenHee - Inpn HaJIUYUL) n IIOOIIVIChb
YIIOJIHOMOYEHHOTI'O JIMila MEeIOMLMHCKOM OpTraHM3alnm

M.II.
OTMeTka aNTedHOM opraHmMs3auuy o0 OTIyCKe
dammnmsa, ¥MMsa, OTUYECTBO (IocjenHee - T[OPM  HaJluMuMM) M [DOIONMCH
PaboTHMKa alTedYHOM OpTaHM3aluu

M.II.

Cpokx gnmemcTBMA peuenta 15 nHen

Ipunooicernue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAIOK U3T'OTOBJEHUSA, PACITPEJAEJEHUA,
PEIT'UCTPAIIUU, YUETA U XPAHEHUS PELLEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHbBIX BEILIECTB

|. IlopsAIOK U3rOTOBJICHHS, pACTIPeAeIeHUS CIIeHATbHBIX
penentypHbIx 0J1aHkoB o ¢gopme N 107/y-HII

1. OpraHu3anuo U3roTOBIEHUS U pacHpeleneHus perentypHsix OiankoB mo ¢gopme N 107/y-HII
"CrneunanabHbIA pelenTypHbIi OaHK" (Jlanee - creluaabHbld PEeLEeNnTYpHBIM 0JIaHK) OCYIIECTBISET
MunncrepcTBo 3apaBooxpanenus: Poccuiickoit @enepannu (ganee - MUHUCTEPCTBO).

2. CnenuanbHble peLenTypHble OJaHKH SBISIOTCS 3alIMIIEHHONW MONUrpaduueckoi MpOoayKIHeH
ypoBHs "B", usroraBnuBaemoit Ha 6ymare po3oBoro 1sera pazmepom 10 cm X 15 cm, 10KHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAaHMAM, yKa3aHHBIM B NpHKa3ze MHHHCTEpCTBA
¢unancoB Poccuiickoit ®eneparuun ot 29 centsops 2020 r. N 2171 "OO6 yrBepxaeHUH
TexHUuecKkuX TpeOOBaHUN U YCIOBUN M3TOTOBICHUS 3AIIUIIICHHON OT MOJIETIOK MOIUTpaduIecKoi
nponykuun" (3apeructpupoBaH MuHucTtepcTBOM foctunimu Poccuiickoit ®epepanun 16 HOsIOps
2020 r., peructparmonsbiii N 60930).

3. B mensix opraHu3anuy M3rOTOBJICHUS W PaclpesesieHHs] CIeNHaIbHBIX PEeLEenTypHbIX OJaHKOB
MEJULUHCKUE OPraHHU3alU1, UMEIOIIUE NIPAaBO OCYILECTBIIATh BbIJa4y PELENTOB Ha HAPKOTHUYECKUE
CpelcTBa WM NICUXOTpoIHbIe BenlecTBa cnucka Il Ilepeuns u 3apeructpupoBanHble B Poccuiickoi
@denepau B KayecTBE JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEAMLMHCKOTO MpUMEHeHHs (lanee
COOTBETCTBEHHO - MEJIMLIMHCKAsl OpraHu3alus, HApKOTUYECKUM (IICUXOTPONHBIN) JIeKapCTBEHHBIN
npernapar), COCTaBJISIOT 3asBKH Ha pelienTypHble OJaHKH.
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4. B cpok 10 1 OKTAOps TEKymIero rojaa 3asBKM MEIUIIMHCKUX OpTaHM3aIliii Ha CIICIHaJIbHBIC
perenTypHbie OJaHKU PEICTABISIOTCS:

1) MEIUIMHCKUMH OpraHW3alUsIMH, HAXOASIIUMUCS B BeIACHUHM (elepalbHBIX OpPraHOB
MCIIOJTHUTENIbHOM BJIACTH, - B COOTBETCTBYIOIIKE (hefiepaibHble OPraHbl HCIIOTHUTEILHON BIACTH;

2) MEOUIIMHCKUMHU OpTraHM3alMsIMH, HaxXOIAIIMMUCSI B BEACHHH CYOBEKTOB Poccuiickoii
®denepauny, MEIWLIUHCKUMU  OpraHU3alMsIMU  MYHUIUOAIBHOM M YaCTHOM  CHUCTEM
3/IpaBOOXPAHEHUS] - B OpraHbl HCIIOJHUTEIBHON BiacTu cyObekToB Poccuiickoit denepanuu B
cdepe OXpaHbl 310pOBbs IPakKJaH, HA TEPPUTOPUU KOTOPBIX OHHM PACIIONIOKEHBI (Jajiee - OpraHsl
UCTIOJIHUTENIbHOW BiacTu cyObekToB Poccuiickoit @enepanun).

5. B 3asBKe MEIMIIMHCKON OpraHM3alud Ha CIEHUAIbHBIC pEIEeNnTypHble OJTaHKH YKa3bIBAIOTCS
CIIENYIOLINE CBEICHHUS:

1) cBeneHuss 0 MEIUIIMHCKOM OpraHu3alyy, NOJABUIEH 3asiBKy Ha CIHELUaJIbHbIE pELEenTypHbIE
6s1aHKH (IT0JIHO€ HAMMEHOBAHUE, aJPEC MECTa HAX0XKJICHHS);

2) KOJMYECTBO CIELUAIbHBIX pPELENTYPHbIX OJIaHKOB, M3pPacXOJ0BaHHbIX MEIULIMHCKON
opranusanueil Ha 1 ssHBaps IpeIIIeCTBYIOLIETO roa;

3) KOJIMYECTBO CIEUUAIBHBIX PELENTYPHbIX OJaHKOB, HEOOXOJMMBIX MEIUIMHCKON OpraHu3aluu
Ha CJIEYIOLIUHN TOI.

3asBKa MEIWIIMHCKOW OpraHW3allid Ha CICNUaIbHBIC PEHENTYpHbIC OJaHKU ITOAIMUCHIBACTCS
PYKOBOAMTENEM MEIUIIMHCKON OpraHU3alMy, KOTOPBI HECeT NMEPCOHAIBHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTH U JJOCTOBEPHOCTh YKa3aHHBIX CBEIACHUM.

6. denepanbHble OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOJIATCS MEAUIMHCKHE
opraHu3aiyu (nanee - ¢peaepaabHble OpraHbl HCIIOTHUTEIBLHOM BIACTH), U OPTraHbl UCTIOJIHUTEILHON
BracTu cyobekToB Poccuiickoit denepanny Ha OCHOBaHWU 3assBOK MEIUIIMHCKUX OpPraHM3alfii Ha
CIelUaIbHBIE PelenTypHbIe OJaHKU (OPMUPYIOT CBOJHBIC 3asBKU Ha CIICMAIIbHBIE PEIENTYpPHBIC
OJlaHKH U B CPOK 710 | 1ekaOps TeKyIIero rojia mpeacTaBistoT uX B MUHUCTEPCTBO.

7. B cBOgHOM 3asBKE Ha CIICLHMaJIbHEIC PCUCIITYPHBIC OJTaHKH YKa3bIBAOTCA CICAYIONIUC CBEACHUA:

1) cBegenust o ¢enepaibHOM OpraHe HCIOIHUTEIbHOW BIACTH (OpraHe HCIIOJIHUTENbHOM BJacTu
cyobekta Poccuiickoit @enepanuu), NpeACTaBUBIIEM CBOAHYIO 3asBKYy Ha CIIELUAJIbHbIE
peuenTypHble 0JaHKK (TIOJIHOE HAMMEHOBAHKE, a/IpeC MECTa HaX0XKIEHNUs);

2) KOJWUYECTBO CIENHAIBHBIX PEHENTYPHBIX OJaHKOB, paclpeeieHHBIX (eaepabHBIM OpraHOM
UCTIOJIHUTENIbHOW BIAcTH (OpraHOM MCIIOJHUTEIbHOM BiiacTH cyObekTa Poccuiickoit denepanyn) Ha
| ssHBaps mpeameCcTBYIOMEro Iojla MEeXAy MEIUIIMHCKUMU OpraHnu3alusaMu;

3) KOJMYECTBO CHELHUANbHBIX PELENTYpHBbIX OJaHKOB, HEOOXOOUMBIX (efepaTbHOMY OpraHy
WCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENbHOM BiacTu cyobekTa Poccuiickoit denepanun) Ha
CIIEYIOIINN TOJ] 11 paclpeieeHHs] MEXAY MEAUIIMHCKUMU OpraHu3alusIMu;

4) cBemeHuss O TMOJBEAOMCTBEHHOW OpraHM3alluy, YIOJIHOMOYEHHOW (eaepaibHbIM OpraHoOM
MCIIOJTHUTENIbHOM BJIacTH (OpraHoOM MCIIOJIHUTENbHOM BiacTu cyObekta Poccuiickoit denepannn)
OCYILECTBIISATh OJIYYEHHE CHEIUATbHBIX PEIeNTypHBIX OJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHUE U
BBIJIaYy MEIUIIMHCKMM OpTraHW3alusaM (ITOJIHO€ HAMMEHOBAHME, aJIpec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranu3anuu, (pakTudeckuii aapec MoCcTaBKM).

8. Ha ocHOBanmmu IMOJIYYCHHBIX CBOJHBIX 3asdBOK Ha CICHHUAIBHBIC PEHCITYPHBIC OJaHKH



MUHHCTEPCTBO €KEroTHO B CPOK 10 15 ssHBaps ciemyroniero roga GopMupyeT u yTBEpKIaeT TUIaH
pacnpeacicHud CICHUAJIBbHBIX PCUCHITYPHBIX 6HaHKOB, B KOTOPOM OTpakacTCid T1oaoBas
notpedbHocts Poccuiickoit @enepanyyi B CHENMAIbHBIX PELENTYPHBIX OJlaHKax (nqajnee - IUIaH
pacnpezneneHuss MuHucCTepCTBa).

9. B ninane pacnpenenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIIEYIOLINE CBEICHU:
1) mOpsIAKOBBIN HOMED 3aIKCH;

2) HauMeHOBaHHE (elepalbHOrO OpraHa HCIOJIHUTENbHOM BIacTH (OpraHa HCIOJIHUTEIbHOM
Brnactu cyowsekra Poccuiickoit denepanun), mpeACcTaBUBIIETO CBOJHYIO 3asBKY Ha CIEIHAIbHBIC
pelentypHble OJaHKu;

3) HE0OX0IMMOE KOJMYECTBO CIIEHUAIBHBIX PELENTYPHBIX OJIaHKOB.

10. HampaBnieHue crieuaibHBIX PELENTYPHBIX OJAHKOB (eiepajbHBIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM HCHOJHHUTEIbHON BiacTu cyObekToB Poccuiickoit denepanuun ocyuiecTBiseTcs
MuHHCTEPCTBOM B KOJIMYECTBE, IIPEYCMOTPEHHOM IIJIAHOM paclpezesieHnss MuHucrepcrsa.

11. MuHHCTEPCTBOM JOMOJHUTEIHHO K KOJIMYECTBY CHEIHAIbHBIX PELENTYPHbIX OJaHKOB,
MpPEeAyCMOTPEHHOMY IUTAaHOM pachpeneneHus MuHuctepcTBa, (GOpMHUPYETCS PE3EpBHBIN 3arac
CHEIHMAlIbHBIX PElENTYPHBIX OJNIAaHKOB B KoyimyecTBe, He mpeBbimatomeM 150 000 cnenuanbHbIX
peuenTypHbIX OJIAHKOB.

12. B cnydae yBenmu4eHHsI MOTPEOHOCTH B CICHHATBHBIX PEHENTYPHBIX OnaHkax (enepaabHbIC
OpraHbl HCIOJHUTEIBHOM BiacTu (OpraHbl MCIOJHUTEIBHOM BIACTH CyOBbEeKTOB Poccuiickoil
d)e)lepaum/l) HaIpaBJIAIOT B MI/IHI/ICTCpCTBO CBOJHBIC 3asdBKM Ha MOOIIOJHUTCIBHOC KOJIHMYCCTBO
CHeLHaIbHbBIX PELeNTYpHbIX OJaHKOB (C 00OCHOBAHUEM YBEIUYEHUS MOTPEOHOCTH B CIELUATbHBIX
peuenTypHblX OJlaHKax), KOTOpble NPENOCTaBIsAOTCI MHUHHCTEPCTBOM U3 PE3EPBHOIO 3amaca
CHelHalTbHbBIX PELENTYPHBIX OJaHKOB.

13. ®enepanbHble OpraHbl UCHIOJHUTEIBLHON BIAacTU (OpraHbl UCIOJHUTENBHON BIacTU CyOBEKTOB
Poccuiickoii ®eneparun) pacupeaessoT MoJydYeHHbIE CIEIHaIbHbIE PElENTypHbIE OJIaHKU MEXKIY
MEAMIMHCKUMHU OpraHu3alMsIMU Ha OCHOBAaHMM IUIAHOB paclpeleNeHus, CPOPMUPOBAHHBIX B
COOTBETCTBUHU C 3asBKAMU MEIUIIMHCKUX OpTaHU3alMii Ha clielMabHbIe peleNTypHble OJaHKH.

I1. llopsimok perucrpanum, y4era i XpaHeHHUs CIIEHUATbHBIX
penentypHbIx 0jaHkoB o ¢gopme N 107/y-HII

14. MuHucTepcTBO, HHble (eAepalbHble OpraHbl HCHOJHUTEIBHOM BIACTU M OPraHbI
UCIIOJTHUTENIbHOM BiacTu cyobekToB Poccuiickoil denepanny opraHu3yoT XpaHeHUe CleualbHbIX
pelenTypHbIX OJaHKOB B IOABEJOMCTBEHHBIX OpraHM3alMAX, YHOJHOMOYEHHBIX OCYIIECTBIATH
MOJIyYEHHUE CIELUUaNIbHBIX PEHEeNTYpHbIX OJIaHKOB OT MUHHCTEPCTBA, UX XpaHEHHE M BbLIAUy
MEAMIMHCKUM OpraHu3alusM (Jajee - yIoJIHOMOYEHHAsl OpraHu3alius).

15. B ynoJIHOMOYE€HHOW OpraHu3alMd U MEAUIMHCKON OpraHW3allid, MOJYYUBIIEH ClelualbHbIe
pelenTypHble OIaHKU, OPTAaHU3YeTCsl PETUCTPALIMS, YIeT U XpaHEHUE CHEIHATbHBIX PEeIeNTYPHBIX
0JIaHKOB.

Perucrpamusi, y4er M XpaHEHUE pE3EpBHOIO 3araca CIEHMATbHBIX pPELENTYpHBIX OJIaHKOB
MunucTepcTBa OCyllecTBIseTcs (eepalbHbIM TOCYAapCTBEHHBIM OIOJKETHBIM YUPEXKICHUEM,
HaxXoJsIIMMCA B BeleHUM MuHuUCTepcTBa (/ajee COOTBETCTBEHHO - pE3EpBHBIN  3arac,



MOJABEOMCTBEHHOE YUPEIKICHHUE).

16. PaboTHWK, Ha3HAYEHHBIH TPUKA30M PYKOBOJUTENS  YIIOJHOMOYCHHOW OpTraHU3aIlf
(YIIOJTHOMOYEHHOM  OpraHu3aiuu, IOJBEJOMCTBEHHOIO  YUYPEXKJCHHsS) OTBETCTBEHHBIM  3a
PETUCTpalMI0, XPAaHEHHE M Y4YeT CHElMAbHBIX PELENTypHbIX OJaHKOB (/1ajgee - OTBETCTBEHHBIM
pabOTHUK), HAa OCHOBAaHWU JIOBEPCHHOCTH, O(OPMIIEHHOW B TMOpPSAKE, YCTAHOBICHHOM
3aKOoHO/IaTeLCTBOM Poccuiickoit ®deaepanuu (C TOAMUCHIO PYKOBOAMTEINS YIOJTHOMOYEHHOM
opraHu3anuu (yrnoJIHOMOYEHHOM OpraHu3alid, I0JIBEIOMCTBEHHOTO YUPEKJEHHUS), TJIABHOTO
Oyxrairepa, 3aBepEHHBIX KPYIJION MEYaTbi0), MOJYy4yaeT ClelHaIbHble pElenTypHble OJNIaHKU U
OCYIIECTBIISIET BEJICHUE KypHaJla PErMCTPAllUd U Y4eTa CHEIUAIbHBIX PELEenTypHBIX OJIaHKOB, K
KoTopoMy TmpuoOmaer (Horo- u (WIM) BHAEOMATEepUabl, MOATBEpKIarIue ¢Gakt odopMiIeHUs
peLenTypHBIX OJIAHKOB Ha IOMY (TIPH HATUYHH).

17. Xypnan perucrpauu M y4yeTa CHEIHAIBHBIX PELENTYpHBIX OJaHKOB JOJDKEH ObITh
IIPOHYMEPOBaH, MPOLIHYPOBaH, UMETh Ha MOCJIEIHEN CTPAHULIE 3aIUCh, COAEPIKALLYIO KOJIUYECTBO
CTpaHUIl, MOJIHOE HAMMEHOBAaHUE YIIOJTHOMOYEHHOH oOpraHu3anuu (MEIUIUHCKON OpraHu3alui,
MOJIBEJOMCTBEHHOI'O YUPEX/IEHHUSA), a TaKK€ CKpPEIUJIEH IOJNUCHI0 PYKOBOJIUTENS M IE€YaThIO
YIIOJTHOMOYEHHOM Opranu3anuu (MeIMIUHCKON OpraHu3alnu, MoJBEAOMCTBEHHOTO YUPEXKICHNU).

Kypuan peructpauud © y4yeTa CHEIHAIbHBIX PELENTYpHBIX OJaHKOB pPE3EpPBHOIO 3amaca
MuHnucTepcTBa CKPEIUISIETCS TAK)KE MOJMUCHIO TUPEKTOpa (B CIIydae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHnTa peryiupoBaHus OOpalleHUs JIEKAPCTBEHHBIX CPEICTB M MEAUIIMHCKUX
n3aenuii MuHHCTEPCTBA U NeYaTbi0 MUHUCTEpPCTBA.

18. B KypHaJIE PpCerucrpanuu MW YydeTa CICHUAIBHBIX PCHCITYPHBIX 0J1aHKOB YKa3bIBAOTCA
CICAYIOUEC CBCACHUA:

1) nopsIKOBBIM HOMED 3aIUCH;

2) npuXxoA CHelHUaIbHBIX PELENTYPHBIX OJaHKOB:

a) PEeKBU3UTHI U J1aTa PETUCTPALMU IPUXOIHOTO TIOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNMBIINX CHEIUATIBHBIX PELENTYPHBIX OJaHKOB;

B) cepHs 1 HOMEP CIENHUATBHOTO PEIeNTypHOTO OJIaHKa;

I') KOJINYECTBO CHEIMATIBHBIX PELENTYPHBIX OJAHKOB MO KAXKA0H cepuu;

1) hamuiusi, UM, OTYECTBO (TIOCIIEHEE - TPH HATUYMH) U MTOANUCH OTBETCTBEHHOI'O pabOTHHKA,
3) pacxoJ cielMaNbHbIX peLEeNnTypPHBIX OJJAHKOB:

a) J1aTa BBIJJAYM CIIEIUAIBHBIX PEIENTYPHBIX OJIAHKOB;

0) cepuy 1 HOMEpa BbIJIAHHBIX CHEIMATIbHBIX PELENTYPHBIX OJaHKOB;

B) KOJMYCCTBO BBIJAHHBIX CICHOUAJIBHBIX PCHCIITYPHBIX OJIaHKOB C YKa3zaHueM B ckoOKax
KOJMYCCTBA CIICHUAJIBHBIX PCUCIITYPHBIX 6J'IaHKOB, BBIJJAaHHBIX IJId Oq)OpMJ'IeHI/ISI Ha I0MY;

r) damuiaus, UMs, OTYECTBO (TOCIeAHEe - NpPU HAJIMYUM) M TOJNHCH JIMIA, MOJIYYHBIIETO
CHelHalibHbIe pelenTypHbIe OJaHKu;

1) KOJIMYECTBO CIEIHUATIbHBIX peLEeNnTypHbIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) ¢damunms, UM, OTYECTBO (MOCJIETHEE - TMPH HAIMYMU) U TOANUCH U, O(POPMUBIIETO
CIelMaIbHbIE PELEeNTYPHBIC OJIAHKW Ha JOMY,



4) damunmsi, ©Ms1, OTYECTBO (TIOCTEAHEE - TPH HATMYHH ) U TTOANKUCH OTBETCTBEHHOTO PabOTHUKA,
5) OCTaTOK CHeNUABHBIX PEIECTITYPHBIX OJIAHKOB.

19. CneumaneHbplii penenTypHbId OJaHK SBISETCS JOKYMEHTOM CTPOTOW OTYETHOCTH. 3arac
CHELMAIbHBIX PpELENTypHbIX OJAHKOB B MEIUIMHCKOW OpraHu3ally JOJDKEH XPaHUThCS B
CHELMATbHBIX IOMEUICHUAX, celdax WIM B CIENUATBHO M3TOTOBJICHHBIX MIKadax, OOUTHIX
OLIMHKOBaHHBIM JK€JIe30M, C HaJIe)KHbIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenus, ceiidpl, mKadpl, B KOTOPHIX XPAHITCA CIIEHUANbHBIE PELENTYpPHbIE OJaHKH, JTOJXKHBI
OBITh 3aKpPBITHl HA 3aMKH W IIOCJI€ OKOHYaHUs PabOThl OIedYaTaHbl MEYATHIO YIIOJHOMOUYEHHOM
opranu3zanuy (MEIUIMHCKONW OpraHU3aI[iK) WK OTUIOMOUPOBAHBI.

20. B MemMIMHCKHX OpraHU3aldsX 3arac CIeHUaIbHBIX PEIENTYpHbIX OJaHKOB HE JOJKCH
MPEBBIIATH ['OJIOBOM MOTPEOHOCTH.

21. Paspemaercst BbIaBaTh MEIUIMHCKOMY pPa0OTHUKY, MMEIOLIEMY IpaBO Ha3HA4aTh
HapKOTHYECKHUE (IICUXOTPOIIHBIE) JIEKAPCTBEHHBIE IIpenapaThl, €IMHOBPEMEHHO HE OoJjiee IBajlaTu
CHeLHalIbHbIX PELENTYPHBIX OJaHKOB.

MeaunuHckue paOOTHUKM, BBIIMCHIBAIOLIME PELENThl HAa HApKOTUYECKUE (IICUXOTPOIHbIE)
JIEKapCTBEHHBIE IIpenaparbl, HA OCHOBAaHMM IIPUKa3a PYKOBOIUTENS MEIULMHCKOW OpraHU3aluy
HECYT JIMYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTb IIOJIYYEHHBIX CIELUAIbHBIX PELENTYPHBIX
6sankoB. CriennanbHble pelenTypHble OJaHKH, MOJyY€HHbIE MEIULMHCKUM PaOOTHUKOM, XPaHTCS
10JT 3aMKOM B ceii(pax, MeTaJuIMYeCKHX IKadax Win MEeTaAJUIMYECKHUX SIIUKaX.

22. B MEQUIMHCKOW OpraHU3allMi CO3/a€TCS IMOCTOSIHHO JEHCTBYIOIIAs KOMHUCCHS, KOTOpas He
pexxe 1 pa3a kBapran (MO PEIICHUI0 PYKOBOIUTENS MEIULMHCKON OpraHU3allii BO3MOKHO Yallle)
OCYIIECTBIISICT MTPOBEPKY COCTOSIHUS PETHUCTPAIMU U YU€Ta CIICIHATBHBIX PEICNITYPHBIX OJIAHKOB, B
TOM YMCIIE IIYTEM CBEPKH 3aIMCEH KypHAJIa PETHCTPALMU U ydeTa CIELHUAJIbHBIX PELENTYPHBIX
0J1aHKOB, C (DaKTHYECKUM HAJIUYHEM CHEIUATBHBIX PEIENTYypHBIX OJAHKOB, a TaKXKe IMPOBEPKY
COCTOSTHUSI XpaHEHHsI CTICIIUATBHBIX PEHENTYPHBIX OJTaHKOB.

[To pe3ynpTaTam NMpOBEPKH B )KypHAJIE PETUCTPAIIMU M YU€Ta CHEIUaTbHBIX PEIENTYPHBIX OJAaHKOB
JIETIAeTCsl 3alUCh O pe3yJbTaraXx IPOBEIAEHHUsS CBEPKU JAHHBIX, 3aKPEIUICHHAs IOAIUCIMU BCEX
YJIEHOB KOMUCCHH, WJIM CO3JAETCA CIEIUAIbHBIA aKT TPOBEPKH.

23. denepanbHbIe OpraHbl HCIIOTHUTEIHHOMN BIACTH W OPTaHbl HCTIOJHUTEIBHON BIACTH CyOBEKTOB
Poccuiickoit ®Penepany  OCYHIECTBIISIIOT KOHTPOJIb 3a OpPraHU3alUell pErHCTpalyH, ydeTa Hu
XpPaHEHUsl CHEUUAIbHBIX pELENTYpHbIX OJaHKOB B  YINOJHOMOYEHHBIX OpraHu3alusx H
MEAMIMHCKUX OpraHU3ausx.

24. Bplgaua crnenuaigbHBIX PEHEnTypHBIX OJIAHKOB W3 pe3epBHOroO 3amaca MHHHCTEpCTBA
denepanbHBIM OpraHaM HCIIOJHUTEIHHON BJIACTH U OpPTaHaM HCIOJHUTEIHHON BIIACTH CYOBEKTOB
Poccuiickoit deneparuu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM IOJABEIOMCTBEHHOTO
VUpPEXKIIEHUST HAa OCHOBAaHWU peEHIeHHs OO0 OTHyCKe CHEIHANBHBIX peLEeNnTypHBIX OJaHKOB,
0hOpMIIEHHOTO B BHJE NHCbMa, TOJINUCAHHOTO JUPEKTOPOM (B cCllydae €ro OTCYTCTBUS -
3aMecTuTeNeM aupekTopa) JlemaprameHTa peryiaupoBaHUs OOpaIleHHs JIEKAPCTBEHHBIX CPEJICTB U
MEJIUIMHCKUX U3/iennii MUHUCTEepCTBa.

[IpoBepka AESATENBHOCTH MOABEAOMCTBEHHOIO YUYPEKJIEHHUS 10 PETUCTPALMHU, YYETY U XPAaHEHHUIO
pE3epBHOrO 3amaca ocyliecTBiseTcs JlemapTaMeHTOM peryaupoBaHus OOpalleHus JeKapCTBEHHBIX
CpPEACTB M MEIUUMHCKHX u3aenuii MuHucrepcTtBa 2 pa3a B roj He mosaHee 20 yucia mecsua,
CIEAYIOLIEr0 3a UCTEKIIUM MOJYTOUEM.



Ipunooscenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEPKALHINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM HCUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHBIX TOKYMEHTOB

l. Odopmiienne penenta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypusix 6mankax ¢opmsl N 107/y-HII B 1eBoM BepxHEM YTy MPOCTABISETCS IITAMII
MEIMIUHCKON OpraHu3alliy ¢ yKa3aHHEM ee IOJHOI0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBINUCKH (1aTOi 0(hopMIIeHHS) pelienTa Ha JIEKapCTBEHHBIN penapar.

Peuentypusie Onanku ¢opmbel N 107/y-HIT m3roraBnuBaroTcs HCKIIOYUTEIHHO THIOTPA(CKUM
CIOCOO0OM.

2. Ha peuentypHeix OnaHkax, O(GOPMISEMbIX HWHIUBUAYAIbHBIMH IPEIIPUHUMATEISIMHA,
UMEIOIMMH JIUIEH3HI0 Ha MEIUIUHCKYIO JEATeIbHOCTb, B BEPXHEM JIEBOM YTy THUMOTPadCKUM
CIIOCOOOM MJIM IYTEM IMPOCTaBJIEHHS ILITaMmIa JOKEH ObITh yKa3aH aJpec HWHIUBUAYAIbHOIO
IpEeANpPUHUMATEIL, HOMEP M Jara JIMLEH3UHM, HaMMEHOBAHME OpraHa roCyJapCTBEHHON BIACTH,
BBIJIABLIETO JIMIIEH3HIO.

3. Peuentypnslie 6nanku popmel N 107/y-HIT 3anonHsroTcss MeAMIMHCKUM paOOTHUKOM YEpHUIAMU
WJIY [IAPUKOBOM PYUYKOM.

4. Jlomyckaercs oopMIIEHHE BCEX PEKBU3UTOB (3a MCKIIOUeHHEM pekBu3uTa "[loamuck seyariero
Bpaua (moamuch (¢enpaumepa, akymepku)') penentypHsix OmankoB ¢opmer N 107/y-HIT ¢
UCTIOJI30BaHUEM T1€YATAIOIINX YCTPOUCTB.

5. B penentypHom 6sanke popmel N 107/y-HIT B ctpokax "®amumust, uMs, 0TYECTBO (TIOCIIEAHEE -
npu Hanuuuu) nanueHta" u "Bospact" yka3plBarOTCS MOJIHOCTbIO (aMuiusi, WMs, OTYECTBO
(mocnenHee - IpU HAJTMYMM) MAIUEHTA, €r0 BO3PacT (KOJIMYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe JAaThl POXKJICHHS MAIEeHTa.
6. B peuentyprom Oianke ¢popmer N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MojiHca 00s3aTEILHOI0 MEIUIIMHCKOTO CTPaXxoBaHMs'" yKa3bIBaeTCs
HOMeEp ToJuca 00513aTeIbHOI0 MEUIIMHCKOTO CTPAaXxOBaHUsI MallMeHTa (IIpy HaJIU4nn);

2) B ctpoke "Homep MeIMIMHCKOW KapThl" YKa3bIBaeTCS HOMEp MEIUIIMHCKOW KapThl MAI[MEHTA,
MOJYYalOIEro MEIUIIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX YCJIOBUSAX, MM HCTOPUU OOJIe3HU
MAlMEHTA, BBIITMCHIBAEMOTO U3 MEIUIIMHCKON OpraHU3allny;



3) B cTtpoke "®amumusi, UMs, OTYECTBO (ITOCICAHEE - IPU HAJIMYWH) JIeyaliero Bpada (¢enpamepa,
aKymepkn)" yKa3bplBaeTCsl HOTHOCTBIO (haMuIust, UMsi, OTYECTBO (TIOCIIEIHEE - IPU HAJIMYUH) Bpada
(enpamepa, aKymiepku), BBIMHCABIIETO  PEIENT HAa  HAPKOTHYECKHH  (TICUXOTPOITHBIN)
JIEKapCTBEHHBIN ITpenapar.

7. B rpade "Rp" peuentypnoro 6manka gpopmber N 107/y-HII yka3siBaetcst:

1) HaMeHOBaHKE JICKAPCTBEHHOT 0 mpemnapara (MeKIyHapoAHOE HEMAaTCHTOBAHHOE HAMMEHOBAHUE,
TpynmnupoBOYHOC HIIN XUMHUUYCCKOC HAMMCHOBAHNEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM S3BbIKEC
WIM Ha PYCCKOM sI3bIKe, ()OpMa BBITYCKa, AO3WPOBKA, KOJMYECTBO (YyKa3bIBACTCS MPOMUCHIO Ha
penentypaom 6manke popmbel N 107/y-HIT);

2) cnocod TpUMEHEHHs JEKAapCTBEHHOTO TMpernapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoii
®denepanii WM Ha TOCYIapCTBEHHOM s3bIke Poccuiickoit deepaliii ¥ TOCyJapCTBEHHOM SI3BIKE
pecmyOIMK U MHBIX s3bIKax Hapo1oB Poccuiickoit denepanuum <1>.

<1> Yactp 1 crareu 15 3akona Poccuiickoii @enepamun ot 25 oktsiops 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccuiickoit ®eneparuun” (manee - 3akon N 1807-1). (Bemomoctm chbesna
HapoHbix nenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMiICHHH PEIENTYPHBIX OJAHKOB 3amlpeliacTcs OrpPaHUIMBATHCS OOIIMMHU yKa3aHUSMHU,
HarnpuMmep, "Bayrpennee", "U3BecTHO".

9. IIpu odopmnenun mauueHty peuentypHoro o6manka gopmbel N 107/y-HII Ha napkoTHueckwmii
(TICHXOTPOITHBII) JIGKAPCTBEHHBIA Mpenapar B paMKax OKa3aHWS MEIUIIMHCKOH TOMOIIM TIpU
oTpeieIeHHOM 3a00JIeBaHUN TaKOM pelenT 3aBepsieTcs:

1) noanmuceIO U TMYHOM MeYaThio Bpaya JUO0 NOANUCKHIO (enbaiiepa (aKyIepKu);

2) mevarbl0 MEIUIMHCKOM OpraHu3aluu, Ju0O0 CTPYKTYpHOTO TOAPA3/IEICHHUS] METUIIMHCKOU
opranuszanuu "/{is penentos”, KOTopast IPOCTaBISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIMHCKONW OpraHM3allMy ¢ yKa3aHueM (haMUINU, UMEHHU, OTUYeCTBa (TOC/IeIHee - IPU HAIUYUH)
U IIPOCTABIICHUEM €T'0 JINYHOM IOIHUCH.

B cnyuasx HeoOxogumocTd oOQOpMIIEHHS pelenTta Ha HapKOTHYECKUM (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN MpenapaT Ha JOMY B paMKax OKa3aHHs MaUIMaTUBHOM METUIIMHCKOM MOMOIIH
JIOTIYCKaeTCsl IpeABapUTENbHOE 3aBEpPEeHUE pelenTa IITaMIOM MEIULUHCKON OpraHu3aluy,
neyaTbl0 MEIUIMHCKOM OpraHM3aldyd JMOO CTPYKTYpPHOTO MOJPA3/ENeHUus MEeIUIIMHCKON
opranuzanuu "J{ns peuentoB", KOTOpas MPOCTABIAECTCS JIUIIOM, YIIOJITHOMOYEHHBIM PYKOBOJIUTEIIEM
MEIUIIUHCKON OpraHMu3alluy, C yKa3aHueM (haMuIuu, UMEHH, OTYeCTBa (TIOCIIeAHEee - IPU HAJTMYUH)
U MIPOCTaBJICHUEM €ro JMYHOU noanucH. [lpu sToM B xKypHasle perucTpaiiy U yueTa pelenTypHbIX
OmaHKOB B COOTBeTCTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHS CHEIHMaIbHBIX
pelenTypHbIX OJaHKOB Ha HAPKOTHUYECKHE CPEJICTBA MIIM IICUXOTPOITHbIE BEIIECTBA, YTBEPKIAECHHBIM
HACTOSIIIUM TPUKA30M, JEJaeTcs OTMETKa O ero Bbliaue i opopMieHHs Ha JIOMY, a TaKKe
OTMETKa, YJJOCTOBEPEHHAs MOJIUCKIO Bpaya J1u00 Qenpamiepa (akymepku), 0pOpMUBLIETO PELENT,
0 daxrte ero opopmiieHHUs, KOTOPBIA MOXET OBITh TOMOJHUTEIBHO MOATBEPKACH (poTo- M (Win)
BUJICOMaTepHaaMu.

B crpoke "OTmeTka anTeuyHON oOpraHuzanud 00 OTIyCKE" CTaBUTCA OTMETKAa anTeYyHOM
OpraHu3ali 00 OTIYCKE HAPKOTHYECKOTO (TICHXOTPOMHOI0) JEKapCTBEHHOTO Tpemapara (¢
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yKa3aHHMEM HaMMEHOBAHMA, KOJUYECTBA OTIYIIEHHOIO HApKOTHYECKOro (ICHXOTPOIHOIO)
JIEKapCTBEHHOI'0 Ipernapara M JaTbhl €ro OTIIYCKa), KOTOpasl 3aBepsieTcsl IMOANUCHIO pabOTHHKA
anTeYyHOM OpraHu3aliM, OTIIYCTUBIIEr0 HAPKOTUYECKMH (IICMXOTPOIHBIN) JIEKapCTBEHHBIN
npenapat (¢ ykazaHuem ero (paMuiInM, UMEHH, OoTdecTBa (TOCIEIHEE - MPH HAJMYUH), a TaKXKe
KPYIJION IeYaThlo alTeYHOl OpraHMu3aluu, B OTTUCKE KOTOPOH JOJKHO ObITh MACHTU(OUIUPOBAHO
II0JIHOE HAMMEHOBAHUE allTeYHON OpPraHU3aLNH.

10. Ha ogaoMm penientypHom Onanke ¢opmbel N 107/y-HII pa3pemiaeTcst OCyIecTBIATh HA3HAYCHUE
TOJIBKO OJIHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOTO TIperapara.

11. McipaBienust B perienTe He AOMYCKatOTC.

1. Odpopmiienue peuenta B gopMe 3JIeKTPOHHOT0 JOKYMEHTA

12. Peuent B hopme 2IIEKTPOHHOTO JAOKYMEHTA, MOJMUCAHHOTO YCHUJICHHOW KBaTU(HUIIMPOBAHHOU
JIEKTPOHHOHN MOJANHUCKHI0, POPMHUPYETCS MEITUIIMHCKAM PAOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAMIMHCKUX PAOOTHHUKOB <2>, a TakKe MPU YCIOBHH PETUCTPALMU
MEIWIIMHCKOW OpraHW3alui, B KOTOpPOW odopMisieTcs perent, B (QeaepaibHOM peecTpe
MEAMIIMHCKUX OpraHu3aiuii <3> eAuHON rocydapCTBEHHOW MH(OPMAIMOHHOW CUCTEMBI B cdepe
3APAaBOOXPAaHCHHUA HW IOAKIIIOYCHHA TaKoOM MGILI/IHHHCKOﬁ opranu3aliu K FOCyI[apCTBeHHOﬁ
nH($OPMaILMOHHOH cucTeMe B cdepe 3apaBooxpaHeHus cyorekTa Poccuiickoit @enepannn <4>.

<2> Yacte 4 cratbu 91.1 denepansHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 cratbu 91.1 denepanpuHoro 3akona N 323-d3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<4> Crarbu 91 n 91.1 @enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbcTBAa Poccuiickoit
O®enepanun, 2011, N 48, ct. 6724).

13. [lo TpeOoBaHMIO MalMEHTa MM €ro 3aKOHHOTO MpEACTaBUTENS OGOPMIISIETCS 3K3EMILIp
peuenta B ¢opMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM HocutTene ¢ oTMmeTkou "Jlyommkar
AJIEKTPOHHOIO JOKYMEHTa".
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