3apeructpupoano B Munrocte Poccun 30 Hos0pst 2021 r. N 66124

MHUHUCTEPCTBO 31IPABOOXPAHEHUSI
POCCUUCKOU OEAEPAIINU

ITPUKA3
ot 24 nosiops 2021 r. N 1094n

Ob YTBEPKAEHUU ITOPAAKA HASHAYEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PEHHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHDBIE
IIPEITAPATDI, HOPAIKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJIAHKOB PEHHENITOB, COAEPKALINX HASHAYEHHUE
HAPKOTHUYECKHUX CPEACTB NJIHU IICUXOTPOITHbBIX
BEHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACHPEJAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAK/KE ITPABUJ1 O©POPMJIEHUA
BJIAHKOB PEHEIITOB, B TOM YUCJIE B ®POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 ctathu 14 denepanbHoro 3akona ot 21 HosiOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHBl 3M0pOBbs Tpaxkaan B Poccuiickoit ®enmepamuun” (Cobpanue
3akoHOaaTebeTBa Poccuiickoit @enepannu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nyHKTOM
2 cratpu 26 @enepanpHoro 3akoHa ot 8 siHBaps 1998 r. N 3-d3 "O HapKOTHYECKUX CPENCTBAX U
ncuxotponHbix BemectBax' (Cobpanne 3akoHOmaTenbeTBa Poccuiickoit Menepannu, 1998, N 2, cr.
219; 2017, N 31, cr. 4791), moamyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilomoxenus o
MunuctepcTBe 37paBooxpaHeHuss Poccuiickoit ®enepanud, YTBEPKJIECHHOTO IOCTAHOBJIEHUEM
[MpaButenscTBa Poccuiickoit @eaepannu ot 19 urons 2012 r. N 608 (Cobpanne 3aKOHOAATEILCTBA
Poccuiickoit denepanuu, 2012, N 26, cr. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBaio:

1. YTBepauth:
[Mopsinok Ha3HAaYEHHS JIEKApPCTBEHHBIX MpenapaToB corjaacHo npuioxeruto N 1;
(OpMBI perenTypHBIX OJAHKOB Ha JIGKAPCTBEHHBIE MPEnapaThl COriaacHo npuioxenuto N 2;

HOpHI{OK 0(1)0pMJ'IeHI/ISI PEUCIITYPHBIX OJaHKOB Ha JICKAPCTBCHHLIC IIpCIlapaThl, HX Y4YCTa H



XpaHeHus coryiacHo npuioxenuto N 3;

(GhopMbI OJTAHKOB PEIENTOB, COJICPIKANINX HA3HAUYCHNE HAPKOTUICCKUX CPEJICTB WIIM TICUXOTPOITHBIX
BEIIECTB, corjlacHo npuioxkennio N 4,

[Topsiiok U3roTOBIEHUS, PACHPEAEICHMS], PETUCTPALIMY, YUETa U XPAaHEHHS PELIENTOB, COAEPKALIUX
Ha3HAYEHUE HAPKOTHYECKHUX CPEICTB WM NICUXOTPOIHBIX BEIIECTB COTJIacHO npuioxeHuto N 5;

HpaBI/IJ'Ia 0(1)0pMJ'I€HI/I$[ pPEUCIITOB, COACPIKAIINX HA3HAYCHUC HAPKOTHYCCKHUX CpPCACTB HIIH
MNCUXOTPOIIHBIX BEIICCTB, B TOM YHUCJIC B (bopMe SJICKTPOHHBIX JOKYMCHTOB COI'JIACHO IPUIIOKCHHUIO
N 6.

2. Ilpu3HaTh yTPATHBIIUMU CHITY:

npuka3 MunHECTEepcTBa 3apaBooxpaneHus Poccuiickoit @eneparnuu ot 1 aprycra 2012 r. N 54n "O6
YTBEPKICHUU (OPMBI OJAHKOB PELENTOB, COJAEPKAIIUX Ha3HAUCHHE HAPKOTHYECKHX CPEACTB WU
NICUXOTPOIHBIX BEIIECTB, MOPSJIKAa MX W3TOTOBICHUS, PACIpPENCNCHHs, PErHCTpaliH, yd4era |
XpaHeHus,, a TaKKe npaBwl odopmicHus" (3aperucTpupoBaH MUHHCTEPCTBOM OCTHIIUN
Poccuiickoit @enepannu 15 asrycra 2012 r., perucrparmonssiit N 25190);

npuka3 MunuctepctBa 3npaBooxpanenusi Poccuiickoit ®enepannu ot 30 mrons 2015 r. N 3851 "O
BHECCHWH W3MEHEHWH B TpHKa3 MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit @enepammu ot 1
aBrycra 2012 r. N 54n "O6 yrBepxaeHun (Gopmbl OJIAHKOB PEIENTOB, COJEP)KAIINX Ha3HAUYCHHE
HapKOTHYECKHUX CPEJICTB WM IICUXOTPOIHBIX BEIIECTB, MOPSIKA X U3TOTOBIIECHUS, pacIpeIesIeHus,
pETHUCTpaliK, ydYeTa W XpaHeHHWs, a Takke mpaBwi odopmwieHus" (3aperucTpupoBaH

MunuctepctBoMm roctuiuu Poccuiickoit ®@enepanuu 27 Hos6ps 2015 1., perucrpammonssiii N
39868);

npuka3z MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 21 anpens 2016 r. N 2541 'O
BHECCHHH M3MEHEHM B mpuka3 MuHHcTepcTBa 3apaBooxpaneHus Poccuiickoit @enepannu ot 20
nexabps 2012 r. N 11751 "OO6 yTBep>KIeHHH MOPSIKa HA3HAYCHHUS U BBIMUCHIBAHHS JIEKAPCTBEHHBIX
mpernapaTroB, a Takke (GOpM pElenTypHbIX OJAHKOB Ha JICKAPCTBEHHBIC NpEnapathl, MOPsSAKa
oopmiieHHsT yKa3aHHBIX OJAHKOB, WX ydeTra W XpaHeHus' u mnpuwiokeHne N 2 k mpukasy
MunuctepcTtBa 3apaBooxpaneHust Poccuiickoit @enepanun or 1 asrycra 2012 r. N 54n "O6
yTBEpKIEHUU (HOpPMBI OJAHKOB PEIENTOB, COJACPKAIIUX Ha3HAUCHUE HAPKOTHUYECKUX CPEJCTB HIIU
NICUXOTPOTHBIX BEUIECTB, IMOPSAJKAa HX M3TOTOBJICHUSA, DPACIPENEICHUs, PETUCTpALlUH, YydeTa U
XpaHeHus,, a TaKkKe npaBwil odopmicHus" (3aperucTpupoBaH MUHHCTEPCTBOM  OCTHIIUU
Poccuiickoit @enepannu 18 urons 2016 r., perucrparmonnsiit N 42887);

INYHKT 4 U3BMEHEHUH, KOTOpbIe BHOCATCA B HEKOTOPbIE IPUKa3bl MUHUCTEPCTBA 3/IPaBOOXPAHEHUS U
conuanbsHoro passutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBA 3apaBooXxpaHeHus Poccuiickoit
denepanuu 1Mo BompocaMm OOpaIeHHs! JIEKApCTBEHHBIX MPENapaToB, COJEPKAIINX HAPKOTUYECCKHE
CPEJIICTBA, IICUXOTPOIHBIE BEIIECTBA M UX MPEKYPCOPBI, M JEKAPCTBEHHBIX CPEICTB, MOJIECKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP/KAEHHBIX MTPUKAa30M MUHHCTEPCTBA 31paBOOXPAHECHHUS
Poccuiickoit ®eneparn ot 31 okrsaops 2017 r. N 882u (3apermctpupoBan MHHHCTEPCTBOM
foctunuu Poccuiickoit @eneparun 9 susaps 2018 r., peructparmonnsiii N 49561);

npuka3 MuHUCTEpCTBa 3apaBooxpanenus Poccuiickoit @eneparnuu ot 11 nekadps 2019 r. N 1021n
"O BHeceHuu u3MeHeHwil B mpuwiokeHus N 2 u 4 k mpukasy MUHHCTEPCTBA 3ApaBOOXPAHEHHS
Poccuiickoit ®enepanuu ot 1 aprycra 2012 r. N 54n "OG6 yrBepxaeHnu (popMbl OJIaHKOB PEIENTOB,
COJIepKAIIUX HA3HAYCHWE HAPKOTHYECKUX CPEJCTB WM TICHXOTPOITHBIX BEIIECTB, MOPSAKA HX
W3TOTOBJICHUS, PACTPEACICHHs], PETUCTPAIMH, YYeTa U XPaHeHHs, a TakXkKe MpaBuil oopMicHUS"
(3apeructpupoBan MuHucTepcTBoM focTuinu Poccuiickoii ®Depeparmu 28 saBaps 2020 r.,




peructpannonnsii N 57293);

npuka3z MuHucTepcTBa 3apaBooxpaneHust Poccuiickoii @enepanuu ot 8 oxtsi6ps 2020 r. N 1076H
"O BHeceHun u3MeHeHu# B [lopsiiok perucrpanuu, yuera U XpaHeHUs CIICIIHATBHBIX PELENTYPHBIX
OJlaHKOB HAa HAPKOTHUYECKHE CPEJICTBAa WMIIM TCHUXOTPOITHBIC BEIECTBA, YTBEPXKICHHBIA MPHKA30M
MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®enepanmu or 1 asrycra 2012 r. N 54d"
(3apeructpupoBan MuHucTepcTBOM tocTuiiiu Poccuiickoit ®eneparmu 13 HosoOps 2020 r.,
peructpannonnsiii N 60898);

npuka3z MuHHcTepcTBa 37paBooxpaneHus Poccuiickoit @enepanyu ot 14 suaps 2019 r. N 41 "O6
YTBEPIKJICHUU MOPSJIKA HA3HAYCHHUS JICKAPCTBEHHBIX MpenapaToB, (OPM pEUenTypHBIX OJaHKOB Ha
JICKapCTBEHHBIC TpemapaTsl, Mopsaka oGOpMIICHHS YKa3aHHBIX OJIaHKOB, UX y4eTa U XpaHCHHS'
(3apeructpupoBan MunHHCTEpCTBOM focTHIMU Poccuiickoit ®exeparuu 26 mapra 2019 r.,
peructpannonnsiii N 54173);

npuka3 MunucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparnuum ot 11 nexabps 2019 r. N 10221
"O BHeceHWW M3MEHEHHI B Npuka3 MuHHUCTepcTBa 37paBooxpaneHus Poccuiickori denepamuu ot
14 suBaps 2019 r. N 41 "OO0 yTBepkJACHHH TOpPSIKAa HAa3HAYCHUS JICKAPCTBEHHBIX IPETapaToB,
¢dopM peuenTypHbIX OJIAaHKOB Ha JIEKApCTBEHHBIE Ipenaparbl, Hopsaka oGopMIIeHHs yKa3aHHBIX
OJaHKOB, WX ydera W XpaHeHHs (3aperucTpUpOBaH MUHHCTEPCTBOM FOCTHUIMH POCCHIICKOM
denepanuu 28 suBapst 2020 r., peructpanuonubiit N 57292);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccutickoit @eneparnuu ot 8 okrsabps 2020 r. N 10751
"O BHeceHMH W3MEHEHHWIl B TOPSIOK Ha3HAYEHUs JICKAPCTBEHHBIX IPENapaToB, YTBEPIKICHHBIH
npukazoM MuHucTepcTBa 3apaBooxpaneHusi Poccuiickoit ®enepanmu ot 14 suBapst 2019 r. N 41"
(3apeructpupoBan  MunuctepcTBoM toctunuu Poccuiickoit ®enmepanuu 22 gexabps 2020 1.,
peructpannonnsii N 61695);

nyHKT 3.8 VHCTPYKIMH O TMOPSIKE BBIMHUCHIBAHHS JICKAPCTBEHHBIX MpENapaTtoB U OQOPMIICHUS
pELenToB 1 TpeOOBaHHUI-HAKIIAIHBIX, YTBEPKICHHON MpUKa3oM MUHHCTEPCTBA 3/[paBOOXPAHECHUS U
coumanbHoro pa3Butusi Poccuiickoit ®enepanmu ot 12 ¢espans 2007 r. N 110 "O nopsaxe
HA3HAYCHHUS W BBIMHCHIBAHUS JICKAPCTBEHHBIX MPENApaTOB, U3JEIUNA MEAUIIMHCKOTO Ha3HAYCHUS U
CIEIUATU3UPOBAHHBIX MPOAYKTOB JiedeOHOro mnuTanus (3aperucTpupoBaH MHUHUCTEPCTBOM
toctunuu Poccuiickoit @enepanuu 27 anpenst 2007 r., peructpaunonnsiii N 9364);

npuka3z MUHUCTEPCTBA 3/IpaBOOXPAHECHUSI M COLMANBHOTO pa3Butusi Poccuiickoii denepanuu ot 17
mast 2012 r. N 5621 "O6 yrBepxknaeHun I[lopsnka oTmycka (GU3MUECKUM JIMIIAM JIEKAPCTBEHHBIX
npernaparoB JUii  MEIUIIMHCKOTO MPHMEHEHHUs, COJEpXKAIIUX KpPOME MalbIX KOJHYECTB
HapKOTHYECKHUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U MX MPEKYPCOPOB Apyrue GpapMakoIOrHIECKue
akTHBHBIC BerlecTBa" (3apeructpupoBan MunuctepcTBoM roctuiu Poccuiickoit deneparmu 1
utons 2012 r., peructpannonusiii N 24438);

IOYHKT 2 U3MEHEHUH, KOTOpble BHOCATCS B HEKOTOPBIE MPHUKa3bl MUHUCTEPCTBA 3IPAaBOOXPAHEHUS U
comansHoro pazButus Poccuiickoit dexpepanuiu, yTBEpKAEHHBIX NpUKazoM MHUHHUCTEPCTBA
3apaBooxpanenust Poccuiickoit ®enmepanum ot 10 wmrons 2013 r. N 369u (3aperumcrpupoBan
MununctepctBoM tocturmu Poccuiickoit @eneparuu 15 uronst 2013 r., peructparnuonnsiit N 29064);

npuka3 MunHHCcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®eneparuu ot 21 asrycra 2014 r. N 4650
"O BHECEHUHU W3MEHEHUI B MOPSAIOK OTIIyCKa (PU3UUYECKUM JIMIIaM JIEKaPCTBEHHBIX MPErapaToB JUJIs
MEIMIIMHCKOTO TNPUMEHEHHUs, COJEpXKalIMX KpPOME MajbIX KOJWYECTB HAPKOTHYECKHX CPEJICTB,
NICUXOTPOTIHBIX BEIIECTB U UX MPEKYpPCOpPOB Apyrue (apMakoJOrHUYecKue aKTUBHBIE BEIIECTBA,
YTBEPK/JICHHbIN MpHUKa3oM MUHHCTEPCTBA 3PaBOOXPAHEHUS U COLIMAIIBHOTO pa3BuTus Poccuiickoit




®eneparmu ot 17 mast 2012 r. N 562u" (3apeructpupoBan MUHHCTEPCTBOM FOCTUIMH Poccuiickoit
®deneparnmu 10 centsopst 2014 r., peructparmonnsiii N 34024);

NYHKT 1 u3BMEHEeHU, KOTOpbIe BHOCATCA B HEKOTOPbIE PUKa3bl MUHUCTEPCTBA 3/IPaBOOXPAHEHUS 1
conuanbHoro passutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBaA 3apaBooXpaHeHus Poccuiickoit
®enepauuu, yTBEPKACHHBIX MpUKa3zoM MuHHUCTEPCTBa 31paBooxpaHeHust Poccuiickoin @enepanuu
or 10 cents6ps 2015 r. N 634n (3apeructpupoBaH MHUHUCTEPCTBOM IOCTHIMHU Poccuiickoii
deneparmu 30 centsops 2015 r., peructpanmonusiii N 39063);

IOYHKT 3 U3MEHEHUH, KOTOPbIe BHOCSATCS B HEKOTOPBIE MPHUKa3bl MUHUCTEPCTBA 3/[paBOOXPAHCHUS U
conuanbsHoro passutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBA 3apaBooXxpaHeHus Poccuiickoit
denepanuu 1Mo BompocaMm OOpaIeHHs! JIEKApPCTBEHHBIX MPENapaToB, COJMEPKAIINX HAPKOTUYECCKHE
CpEeICTBa, NMCUXOTPOIHBIE BEHIECTBA U UX MPEKYPCOPOB, M JIEKAPCTBEHHBIX CPEJICTB, MOUICKAIIUX
PEeIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPKJICHHBIX NMPUKA30M MHHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®enepanu ot 31 okrsaops 2017 r. N 882u (3apeructpupoBan MHHHCTEPCTBOM
toctunuu Poccuiickoit @eneparyu 9 saBaps 2018 r., peructparmonnsiii N 49561).

3. Penentypusie Omanku (opmer N 107/y-HII, u3roToBI€HHBIC 10 IHS BCTYIUICHHS B CHITY
HACTOSIIIIETO MPHKa3a, MOTYT OBITh HCIIONTB30BaHbI 10 1 MapTa 2023 ropa.

4. Hacrosmumii mpuka3 BctynaeT B crity ¢ 1 mapra 2022 r. u netictByet g0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Tlpunoocenue N 1
K npuxazy Munucmepcmea 30pasooxpanenus
Poccuiickou ®edepayuu

om 24 nosops 2021 2. N 10944

HOPAJOK HASHAYEHUA JIEKAPCTBEHHDBIX
IHHPEITIAPATOB

. O01mmMe MoJI0KeHus

1. Ha3HaueHue JIEKapCTBEHHBIX MpENapaTtoB JUIl MEAWIMHCKOrO NOpuUMeHeHus (mamee -
JIEKapCTBCHHbBIE Mperaparhl) OCYIIECTBISICTCS JICYAl[MM BpavyoM, (eEsbIIepoM, aKkylIepKkoi B
cllydae BO3JI0KEHMs Ha HUX ITOJIHOMOYHI JIeHalero Bpaya, pu OKa3aHUH MEIUIIMHCKON ITOMOIIH B
MEIMIMHCKUAX OpraHu3amusx <1>, B TOpsjake, YCTaHOBJIEHHOM IpHKa3oM MuHHUCTEpCTBA
3paBOOXPAHECHHS U coIMabHOTO pa3Butus Poccuiickoit denepanuu ot 23 mapra 2012 r. N 2521
"O06 yrBepxknenuu [lopsiaka Bo3noxeHus Ha (enpaniepa, akynepKy pyKOBOIUTEIEM MEIUITMHCKOM
OpraHu3alyd NpU OpPraHU3alMd OKa3aHUsl MEPBUYHON MEJIMKO-CAHUTApHOW MOMOIIM U CKOPOU
MEIMIIMHCKON MOMOIIM OTAEIbHBIX (PYHKIHMH Jeyallero Bpaya 1o HEMOCPEICTBEHHOMY OKa3aHHIO
MEIMIIMHCKON MOMOIIM NAallMeHTy B MEpHO HAOIIOAEHUS 32 HUM M €ro JICUEeHHUs, B TOM YHCIE I10



HA3HAYCHUIO W  TNPUMEHEHHIO JIEKAPCTBEHHBIX  IPEMaparoB, BKJIKOYAs  HAPKOTHYECKHE
JIEKapCTBEHHBIC MIPETIApaThl M ICUXOTPOITHbIE JICKAPCTBEHHBIE TIPENapathl’ <2>, HHANBUIYaTbHBIMH
[pEINPUHUMATEIISIMA, OCYIICCTBISIFONIAME MEIUIUHCKYIO JEATEIbHOCTh (ajiee - MEIUIIMHCKHE
pabOTHUKH).

<1> Iynkr 11 crateu 2 ®enepanshoro 3akona ot 21 HosiOpst 2011 r. N 323-®d3 "O6 ocHoBax
OXpaHbl 310pOBbs rpaxkaad B Poccuiickoit @eneparun’ (CoOpanue 3akoHOAaTENBCTBA Poccuiickoii
denepanmu, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbhblii 3akoH N 323-D3).

Ocpuyuanvustii ucmouHUK 11eKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOUYHOCMb. UMEEHCA 8
euoy nynkm 11 yvacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-@3.

<2> 3apeructpupoBaH MunucrepctBoM roctunuu Poccuiickoit ®enepanun 28 anpenst 2012 r.,
peructpanmonnbii N 23971 ¢ u3MEHEHUSIMH, BHECCHHBIMH MpPHKa3oM MHHHCTEPCTBA
3apaBooxpanenust Poccuiickoit denepanmu ot 31 oktsabps 2017 r. N 882u (3apeructpupoBan
MunuctepctBom roctuiun Poccuiickoit @enepammu 9 saBapst 2018 r., perucrpanmonsusiii N

49561).

MeunuHckuid paOOTHUK, OGOPMHBIIHMI pELENnT ¢ HapylmIeHHEeM HACTOSIIET0 TMOpSIAKa, WIH
PYKOBOAMTENh MEIUIIMHCKOW OpraHu3allid O0ECIeYMBAIOT CBOEBPEMEHHOE MepeodopMIICHHE
TpeOyeMoro /sl MalKueHTa perenTa.

2. CmemeHuss O Ha3HAYEHHOM JIGKAPCTBEHHOM Tiperapate (HaMMEHOBaHHE JIEKAPCTBEHHOTO
mperapara,  J03MpPOBKa,  CIOCOO  BBEAGHUS W TPUMEHEHMs, PEXUM  JO3UPOBAHU,
[POJIOJDKUTENIFHOCTD JICYCHHsSI U 000CHOBaHHE Ha3HAUCHHUs JICKAPCTBEHHOT'O MperapaTa) BHOCSITCS
MEIMIIMHCKUM PaOOTHUKOM B MEIUIIMHCKYIO TOKYMEHTAIMIO allueHTa.

B cnyuasx, ykazanHeix B myHKTax 8 - 11 Hactosmero Ilopsiaka, MEIUIIMHCKHI paOOTHUK,
HA3HAYMBIIWHN JICKApPCTBEHHBIN mpenapat, opopmIisieT Ha3HaYeHHE JIEKAPCTBEHHBIX MPENapaToB, B
TOM 4YHCIE TOJJICKAIIUX M3TOTOBJICHHIO M OTHYCKY AalTeYHbIMU OpraHusanusmu (gaiee -
JICKApCTBEHHBIC TIpenaparbl HMHIMBHIYaJlbHOTO HW3rOTOBICHHS), HA PpEIENTYpHOM OJaHKe,
oopmileHHOM Ha OyMa)KHOM HOCHTENIe 3a CBOCH MOAMMCHIO (manee - perent Ha OyMa)KHOM
HocuTene), U (MIK) ¢ coryiacHs MalMeHTa WK ero 3aKOHHOTO MPEICTaBUTENs <3> Ha pelenTypHOM
OnmaHke B (opMe SJIEKTPOHHOTO JIOKYMEHTa C HCIOJIB30BAaHHEM YCHIICHHON KBaJTHU(pHINPOBAHHOM
ANIEKTPOHHOM TMOIMCH MEIUIMHCKOr0 paboTHuKa (mamee - peuent B (opMe 3IIEKTPOHHOTO
JTOKYMEHTA).

<3> Hyskr 2 crareu 20 ®exmepamproro 3akona N 323-03 (CobpaHue 3aKOHOIATEIHLCTBA
Poccuiickoit @enepannu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B opme 37€KTPOHHOTO JOKYMEHTA, COJIEPrKAIINN Ha3HAUeHHE HAPKOTUYECKUX CPEJCTB MU
NICUXOTPOTIHBIX BEIIECTB, MOJMHCHIBAETCS C HCIHOJIb30BAaHHEM YCWICHHON KBaJU(PUIIMPOBAHHOMN
AJIEKTPOHHOM TOAINMKCH JIeHallero Bpaya win Qenpliiepa, akylmepkd, Ha KOTOPBIX BO3JI0XKEHbI
(GyHKIMHM Jeyalero Bpaya, 1 COOTBETCTBYIOIIEH MEIUIIMHCKOM opraHu3anuu <4>.



<4> [ynkt 1 craten 26 ®enepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUECKUX
cpenctBax W ncuxoTporHbix BemectBax'" (CoOpanue 3akoHonmaTenbcTBa Poccuiickoit Denepanumy,
1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbhbiii 3akon N 3-D3).

OdopmiieHne penenToB B GopMe dIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCS B Clydae MPUHSATHS
YIIOJTHOMOYEHHBIM OpPraHOM HWCHOJHHUTENbHOW Biacth cyObekTa Poccuiickoir ®enepanuu B
COOTBETCTBUU C IMYHKTOM 4 ctatbu 6 DenepanpHoro 3axona ot 12 ampens 2010 r. N 61-®3 "0O6
oOpallleHUH JIEKapCTBEHHBIX CpeACTB’ <5> pelieHus 00 MCIOIb30BAaHUU HA TEPPUTOPUHU CyOBEKTa
Poccuiickoit denepanuu HapsAy C pelienTaMy Ha JIEKapCTBEHHBIC Mpenaparbl, 0pOPMICHHBIMHA Ha
OyMa)KHOM HOCHTENE, PEIENTOB Ha JICKApCTBEHHBIC MpemnapaTthl, CHOPMUPOBAHHBIX B (dopme
AJIEKTPOHHBIX JTOKYMEHTOB.

<5> Cobpanue 3akoHomatenbcTBa Poccuiickoit @eneparnmu, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Ilpu BeIHCKE TaNMEHTa W3 MEIUIIMHCKON OpraHW3aluHd, B KOTOPOH €My OKa3bIBallach
MEJIUIMHCKAs. TOMOUIb B CTAIlMOHAPHBIX YCJIOBHSX, NMPU HEOOXOAMMOCTU MPOAOKEHHS IpHeMa
JICKApCTBEHHOTO TIpernapara B aMmOyJNaTOPHBIX YCIOBUSX JaHHOMY TMAIlMEHTY [0 PEIICHUI0
PYKOBOAMTENSI MEJMIMHCKOW OpraHu3allii Ha3HavyarTcs C¢ odopmieHHMeM penenta B (opme
JJIEKTPOHHOTO JOKyMeHTa W (uiau) Ha OyMaKHOM HocuTede (32 HCKIoYeHHEM O(OpMIICHUS
pELenTOB Ha JIEKAPCTBEHHBIC TPENapaThl, Mo/IekKaIUe OTIYCKY OSCIUIATHO WK CO CKUIKOMN) JINOO
BbIAIOTCs (MMAIUEHTY WIIH €r0 3aKOHHOMY MPEICTABUTENI0) OJJHOBPEMEHHO C BBIMUCKOM U3 UCTOPUU
0OJIe3HH JICKapCTBEHHBIC TMpenaparbl, B TOM YHUCJIE HAPKOTHYECKUE H TCUXOTPOITHBIE
JIEKapCTBEHHbIE Mpenaparbl, BHeceHHble B crnucku |l u |l mepeuns HapkoTHYECKHUX CpEICTB,
MICUXOTPOIHBIX BEIIECTB M UX MPEKYPCOPOB, MOJJIEKANX KOHTPoJO B Poccuiickoit denepauny,
yrBepxkaeHHoro [IpaBurensctBoM Poccuiickoit ®Denmepamun  <6> (manmee - Ilepeuens),
CWJIbHOJIEHCTBYIOIINE JIEKAPCTBEHHBIE MpPEnapaThl, Ha CPOK MIpUeMa NAllMEHTOM JI0 5 JTHEH.

<6> [ynukr 2 crateu 2 Penepanproro 3akoHa N 3-®3 (Cobpanue 3akoHOAaTENbCTBA POCCHIICKOM
®enpeparuu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX IMpernapaToB NpPHU OKA3aHMM MEJUIUHCKOM TOMOIIM B
CTAllMOHAPHBIX YCJOBUSX MOKET OCYIIECTBIATHCA IOCPEACTBOM TpeOOBaHUN MEAULIMHCKOM
OpraHM3alliy, HaIlpaBJIsEMbIX B AaNTEYHbIE OpPraHU3allUd, SBJLIOIIMECS  CTPYKTYPHBIMU
NoJIpa3ieICHUSIMA MEUIIMHCKON Opranu3anuu. </7>

<7> Ilynkt 54 crateu 4 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
nekapctBeHHBIX cpeacts” (Cobpanune 3akoHomatenscTBa Poccuiickoit @eneparun, 2010, N 16, cr.
1815; 2019, N 31, cr. 4456) (nance - ®enepanbubiii 3akoH N 61-D3).



5. Ha3nauenme neKkapCTBEHHBIX MPENApPAaTOB OCYLIECTBISAETCS MEIUIMHCKUM pPAaOOTHUKOM IIO
MEXIYHAapOIHOMY HEMAaTEHTOBAHHOMY HAaUMEHOBAHUIO, a IIPU €r0 OTCYTCTBUHU - TPYNIIUPOBOYHOMY
WM XUMUYECKOMY HAaMMEHOBAaHUIO. B cilydyae OTCYTCTBUS MEXIyHapOJHOIO HENATEHTOBAHHOTO
HaMMEHOBAHUA U IPYNIMPOBOYHOIO WIM XMMHUYECKOTO HAUMEHOBAHHUS JIEKAPCTBEHHOIO Ipenapara
JIEKapCTBEHHBIN MpenapaT Ha3HA4YaeTCsl MEAUIIMHCKUM paOOTHUKOM 110 TOPTOBOMY HaMMEHOBAHHUIO.
[lpyn HaMMYMK MEIUIMHCKUX MMOKa3aHWi (MHAMBUAyaJbHAs HENEPEHOCHMOCTh, 10 >KU3HEHHBIM
MOKAa3aHUAM) TI0 PEIICHUIO BpaueOHONH KOMHCCHH MEIUIIMHCKOM OpraHu3aii <8> 0CyIIecTBISIeTCS
Ha3zHayeHHe U 0pOpPMIICHHE HA3HAYEHHUsS JICKAPCTBEHHBIX IPENapaToB, HE BXOJAIIMX B CTaHIAPThHI
MEIMIMHCKON TOMOIIHU, pa3paboTaHHBIE B COOTBETCTBHU ¢ MYHKTOM 14 crtathu 37 denepanbHOTO
3akoHa N 323-®3 <9>, wunm He TNPEAYCMOTPEHHBIX COOTBETCTBYIOUICH KIMHUYECKOU
peKOMeHanue, aub0 MO0 TOProBbIM HAaWMEHOBAaHWsM. PemieHue BpadyeOHOW KOMHCCUU
MEIMIIMHCKON OpraHu3anuu GUKCUPYETCs B MEAUIIMHCKON JOKYMEHTAIlUU TAllUeHTa U B XXypHAaJe
BpaueOHON KOMHCCHUHU.

<8> Ilpuka3 MuHHUCTEPCTBA 3/[PAaBOOXPAHEHHUSI U COLMAIBHOTO pa3BuTHs Poccuiickoit denepanuun
or 5 mas 2012 r. N 5021 "OO6 yTBep>KACHHM TOpSAKA CO3JaHHUS M JESITEIBHOCTH BpauyeOHOM
KOMHCCUM MEIUIIMHCKOM opranu3anuu’ (3aperucTpupoBad MUHHCTEPCTBOM oCTHIIME Poccuiickoit
deneparmu 9 urons 2012 r., peructpannonnsiii N 24516) ¢ u3MeHEHUsIMH, BHECEHHBIMHU TIPHUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoir ®enepanmu ot 2 nekabps 2013 r. N 886n
(3apeructpupoBan  MunuctepcTBoM toctunuu Poccuiickoit ®enmepanum 23 mexabps 2013 1.,
peructpannonnsii N 30714).

<9> CoOpanue 3akoHOaTenbeTBa Poccuiickoit @enepanmn, 2011, N 48, ct. 6724.

Ecnmu mpu okaszaHuM NDanMeHTy MEAMIMHCKOM IOMOINM B MEAUIMHCKOM OpraHu3aluu B
CTAallMOHAPHBIX YCJOBHUAX IO PEIICHHI0 BpaueOHOM KOMHCCHUHM OCYILECTBIISIOTCS Ha3HauY€HUE M
IIPUMEHEHUE JIEKaPCTBEHHOI'O IpernapaTta ¢ KOHKPETHBIM TOPIOBBIM HAWMEHOBAHHEM, TO IIPHU
OKa3aHWM JAHHOMY IIallUEHTY MEIMIMHCKOM INOMOIIM B HHOM MEIMIMHCKOM OpraHu3anuu B
CTAllMOHAPHBIX YCJIOBHSX, a TaKK€ B aMOYJATOPHBIX YCIOBHUSX OCYILIECTBISETCS Ha3HAUYCHUE €My
JIEKapCTBEHHOTO IperapaTa ¢ TeM e TOProBbIM HauMeHoBaHueM <10>.

<10> HyskT 2 nocranosieHus IlpaBurensctBa Poccuiickoit @enepanuu ot 30.06.2020 N 965 "O
BHECeHUM wu3MeHeHud B [IpaBmia (GopMHpOBaHUS MEpeYHs JICKAPCTBEHHBIX CPEICTB, 3aKyIKa
KOTOPBIX OCYIIECTBISICTCS B COOTBETCTBHM C MX TOPTOBHIMH HAMMEHOBAaHHUSIMH, U O MPUMEHEHUU
JICKAPCTBEHHBIX ~ IMPEMapaToB ¢ KOHKPETHBIMH TOProBbiMu HauMeHoBaHusMu'  (CoOpanue
3akoHoaaTenbeTBa Poccuiickoit denepanuu, 2020, N 28, ct. 4422).

6. Ha3naueHue JiekapCTBEHHOTO Iperapara B pelente Ha OyMa)KHOM HOCHTEJE WIH pelente B
¢dopMe 3IEKTPOHHOIO JOKYMeHTa o(popMIsieTcss Ha MM MalWeHTa, /Uil KOTOPOro IpelHa3Ha4YeH
JIEKapCTBEHHBIN MIpenapar.

Perenitr Ha Oyma)kHOM HOcHTese, opOpMIICHHBIH Ha pernentypHoMm Omanke dopm N 107/y-HIT, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;), yTBep>ICHHBIX HACTOSIIHM IMPHKA30M, MOXET OBITH



MOJTyYeH MAI[MeHTOM, €r0 3aKOHHBIM IMPEACTAaBUTEIEM WJIM JHUIIOM, UMEIOUIMM O(GOPMIICHHYIO B
COOTBETCTBUHM C TPAXKJIAHCKHUM 3aKoHOJaTelabcTBOM Poccuiickoit depepaiiu JOBEPEHHOCTh OT
NanMeHTa Ha MPABO MOJYYCHHUS TAKOTO pelenTa (1ajee - ynoJIHOMOUYSHHOE JIHIIO).

[IpencraBneHne MOBEPEHHOCTH HE TpeOyeTcs B Cilydae IMONTYYCHHs pelenTa Ha JIEKapCTBEHHBIN
npenapar Juisi HMHKypaOeiabHOro OOJBHOIO Ha 3aBEpIUAIOIIEM JTale €ero JKU3HU JIULOM,
OCYILECTBIISIIOIIMM yXOJI 32 TaKUM HWHKypaOelbHbIM OOJNBHBIM. B Takom ciyyae MeIUIIUHCKUIT
pabOTHHUK BBIJACT JIMIYy, OCYHIECTBISIOUIEMY YXOJ 3a HHKYpaOelIbHbIM OOJBHBIM, JIOKYMEHT,
MOJITBEPKIAIOIINN HHKYpaOeabHOe COCTOsIHUE OOJILHOTO, COJep KA CBEIEHUS O JIUIE, KOTOpOe
OyzeT mojy4ath JIeKapcTBEHHbBIE Tpernaparhbl o peuenty (pamunms, umsi, oTdyecTBo (mocieanee -
[pU HATHYKMK), BUJ, cepusi U (WIM) HOMEp JOKYMEHTa, YAOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBIN
MOANKUCHI0 W TEYaThl0 JAHHOTO MEIUIIMHCKOTO pabOTHUKA, a TaKKe MeYaThlo MEAMIIMHCKOMN
OpraHu3aluu.

I[OKYMCHT, HOI[TBGp)K,ZLElIOLL[HfI I/IHKypa6€J'IBHOC COCTOSAHHUC 60J'IBHOFO, OCTaeTcsl B aIlTCUHOU
OpraHu3aluu.

Penienit B hopme 37eKTPOHHOTO MOKYMEHTa (POPMHPYETCSl C HCIIOJIB30BAHUEM TOCYAAPCTBEHHOMN
nH(pOpPMAITMOHHON cHuCcTeMbl B cdepe 3mpaBooxpaHeHus cyowekra Poccuiickoit denepammu,
MEUITMHCKON MH(GOPMAIIMOHHON CHCTEMbl MEIUITMHCKON opranu3anuu <11>.

<11> Crareu 91 u 91.1 ®depepampHoro 3axkona N 323-d3 (CoOpaHue 3aKOHOJATEILCTBA
Poccuiickoit ®denepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BBIJAYM peLEeNTa Ha JIEKApCTBEHHBIM IpernapaT 3aKOHHOMY IPEACTABUTENIO  WIN
YIOJIHOMOUYEHHOMY JIUIY (PUKCUPYETCS] B METUIIMHCKON JJOKYMEHTAIIUN NaIMeHTa.

7. MeauuuHCKUM paOOTHUKAM 3alperaeTcs oQOpMIIATh PElenThl NPU OTCYTCTBUH Yy TalMEHTa
MEIMIIMHCKAX TIOKAa3aHWW; Ha HE3apEerUCTPUPOBAHHBIC JIEKAPCTBEHHBIE Npemnaparel <12>; Ha
JIEKapCTBEHHbIE TMpernapaThl, KOTOpble B COOTBETCTBUM C WHCTPYKIUEH MO MEIULUUHCKOMY
NPUMEHEHUIO TMpeAHa3HaYeHbl [JIsi NPUMEHEHHs TOJbKO B MEIMLIMHCKUX OpraHu3alusax; Ha
HapKOTHYECKHE CpEJICTBA M ICUXOTPOIHbIE BellecTBa, BHeceHHble B cnucok |l Ilepeuns,
3aperucTpUpPOBaHHBIE B KAYE€CTBE JIEKAPCTBEHHBIX NPENAPATOB, B LUEISIX MPUMEHEHUS JJIS JICUCHHUS
HapKOMaHHH.

<12> Pemienne CoBeta EBpaswmiickoil skoHOMUYECKOW komuccuu oT 3 Hosi0ps 2016 r. N 78 "O
[IpaBuiax perucTpanuil M SKCIEPTH3HI JICKAPCTBEHHBIX CPEJICTB IS MEAUIMHCKOTO MPUMEHEHHS "
(odpunmaneueiii caiit EBpasuiickoro skoHoMu4eckoro corosa http://www.eaeunion.org/, 21 uHosiops
2016 r.). Crares 13 ®denepanshoro 3akona N 61-d3 (Cobpanne 3akoHOIATEIBCTBA POCCHICKOM
®enpeparuu, 2010, N 16, ct. 1815; 2020, N 14, cr. 2028).

WHauBrayanbHBIM — OPENIIPUHUMATENAM, OCYIIECTBISAIOIIMM  MEIULUHCKYIO  JI€ATEIbHOCTD,
JIOTIOJIHUTENIBHO K TpeOOBaHUSM, yKa3aHHBIM B a03alle MepBOM HACTOSIIErO MYHKTA, 3alperiaercs
opopMIIATh pelenTbl Ha HAPKOTHUYECKHE CPEACTBA M ICUXOTPONHBIE BEIIECTBA, BHECEHHbBIE B
ciimcku Il u Il Tlepeuns (manee - HAPKOTHUECKHE M TICHXOTPOIHBIC JICKAPCTBEHHBIC Mperaparhl


http://www.eaeunion.org/

crirckoB Il u 111 Tlepeuns).

8. Ilpm Ha3HAYEHWU HAPKOTUYECKUX M TICUXOTPOITHBIX JICKApPCTBEHHBIX MpernaparoB crucka |l
[lepeuns, 3a MCKIIOYEHHEM JIEKQPCTBEHHBIX IMpEnapaToB B  BUJAE TPaHCAEPMAaJbHBIX
TEpPaneBTUYECKUX CUCTEM M JIEKaPCTBEHHBIX MPENapaToB, COJAEPKALIUX HAPKOTHUYECKOE CPEJICTBO B
COYCTAHWU C AHTArOHHCTOM OIHOUJHBIX PELUENTOPOB, peUenThl Ha OyMaXHOM HOCHUTEIe
odopmitsirores Ha perentypHoM Onanke ¢popmbl N 107/y-HIT.

9. Peuentyphsiii 6mank Gopmer N 148-1/y-88 odopmisiercs: mpu Ha3HAYCHUH:

1) HApKOTHMYECKUX M ICHUXOTPOIHBIX JICKAPCTBEHHBIX mnpenapatoB coucka |l Tlepeuns B Buze
TpaHCAEPMaJIbHBIX TEPANEBTHYECKUX CHCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB CIHCKA
Il Tlepeuns, conmepkamux HAPKOTHYECKOE CPEICTBO B COYETAHHH C AHTarOHHCTOM OIMHOMWIHBIX
penenTopoB, MCUXOTPOIHBIX JEKApCTBEHHBIX TpernapaTos ciucka |l [Tepeuns;

2) KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPEMaPaToB, COJACPIKAIINX

a) KOJICHH HJIH €ro COJi (B mepecyere Ha YMCTOE BEIIECTBO) B KojudecTBe 10 20 MI BKIIFOUUTEIBHO
(ma 1 mo3y TBepmo# jekapcTBeHHON (Gopmbr) wiau B kommdectBe 10 200 Mr BrarounTensHo (Ha 100
wut win 100 1 5KHAKOM JIeKapCTBEHHOM (DOPMBI JIJISl BHYTPEHHETO MPHUMEHCHHS);

0) niceBao3deprHa THAPOXJIOPHU B KOJIMUeCTBE, mpeBbimaromeM 30 Mr, u 10 60 M BKIIFOYHTETBHO
(ma 1 103y TBEpIOH JEKAPCTBEHHOM (HOPMBI);

B) 1ceBJo3(eIprHa TUAPOXIOPHI B KosinuecTBe, npesbimarnem 30 Mr, u 10 60 Mr BKIIFOYHTEIBHO
B COUCTAHHH C JEKCTPOMETOP(PAHOM THIPOOPOMHIIOM B KOJMYECTBE, npeBbimatoniem 10 mr, u 10
30 mr BruroumTeNnbHO (Ha 1 103y TBepIoii ieKapcTBEHHOM (OpMbI);

r) aekcrpomeropdana ruapodopomua B konmdectse g0 200 mr BriarountensHo (Ha 100 vt mm 100 ¢
KHJIKOM JIEKapCTBEHHON (POPMBI Il BHYTPEHHETO PUMCHEHMUS);

1) aeaprHa THAPOXJIOPH] B KoaudecTse, npesbinatonieM 100 mr, u 10 300 Mr BKIOYUTEIHHO (HA
100 mu1 wmm 100 1 %KuIKO# JTIeKapCTBEHHON GOPMBI [T BHYTPEHHETO IPUMCHEHUS);

e) sdenpuHa rumpoxyopug B kommdectBe 1m0 50 mr BrimouuTenbHo (Ha 1 o3y TBepmaoit
JICKapCTBEHHOM (POPMBI);

k) (EHWIMPONMAHOJaMHUH B KOJIMYeCTBE JO (/5 Mr BrmountensHo (Ha 1 103y TBepmoit
nekapcrBenHoit ¢opmer) wam g0 300 mr BrmouwmrensHo (Ha 100 mm wam 100 r kmakoi
JIeKapCTBEHHOU (OpPMBI Il BHYTPEHHETO IPUMEHEHUS);

3) (enobapOuran B KommdecTBe N0 15 Mr BKIIIOYMTEIBHO B COYETAHWH C KOJCHHOM (MM €ro
COJISIMH) HE3aBUCHMO OT KoymdecTBa (Ha 1 103y TBEpI0#i JeKapCTBEHHOU (HOPMBI);

u) ¢enobapOuran B kommuectBe g0 20 Mr BKIIOYHTEIBHO B COYETAHUH C OSPEAPHUHOM
THIPOXJIOPUIOM HE3aBUCUMO OT KojinmdecTBa (Ha 1 103y TBep0i IeKapCTBEHHOM (HOPMBI);

K) XJIOpAMAa3eMoKCH/] B KoJmuecTBe, mpespiiratoniem 10 mr, u 1o 20 mr BrarounTensHo (Ha 1 103y
TBEPJIOH JICKApPCTBEHHOM (OPMBI);

3) JieKapCTBEHHBIX MpENnapaToB WHAWBUAYAJIHHOTO H3TOTOBJICHUS, COJEPXKAIIMX HAPKOTUYECKOES
CpeACTBO WM mcuxorpornHoe BemecTBo cnucka |l Tlepeuns, u apyrue Qapmakororndyeckue
aKTHUBHBIC BEIIECTBA B J103€, HE MPEBBIIIAIONICH BBICIIYIO Pa30BYIO 103y, M MIPHU YCIOBHH, YTO ITOT
KOMOWHHMPOBAaHHBIN JICKAPCTBEHHBIH NpenapaTr He SBISETCS HAPKOTHYECKHM WIH MCHXOTPOIHBIM
JIEKapCTBEHHBIM TipernapaToM crrcka |l Tlepeuns;



4) neKapCTBEHHBIX MPEMapaToB, BKIOUEHHBIX B IIEPEYCHb JICKAPCTBEHHBIX CPEJACTB IS
MEIUIMHCKOTO TMPHMEHEHHs, [OJUISKAIMX M[PEIMETHO-KOJIMYSCTBEHHOMY yuery (manee -
JIEKapCTBEHHBIE TPEmaparhl, BKIIOUEHHbIE B epedens [TKY) <13>.

<13> [oanyukr 5.2.171(1) nyukra 5 nmocranoBnenus [IpaButensctBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O06 yrBepxacaun [TosoxxeHuss 0 MUHUCTEPCTBE 3/IpaBoOXpaHeHus Poccuiickoit
denepanun” (nanee - [Monoxenne o Munucrepcrse) (CoOpanue 3akoHomaTenbcTBA Poccuiickoit
denepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penenrypubiit 0mank Gopmer N 148-1/y-04(1) obopmiisieTcss pu Ha3HAYCHHUH JIEKAPCTBEHHBIX
IpernaparoB rpaxkJIaHaM, HMEIOIMM MPaBoO Ha OECIUIATHOE MOJIYYCHUE JICKAPCTBEHHBIX TPENapaToB
WITH TI0JTy9I€HHE JIEKaPCTBEHHBIX MPEapaToB cO CKHIKOM.

11. Peuentypusiii 61ank Gpopmet N 107-1/y opopmiisiercst npu Ha3HAYCHUH:
1) nekapCTBEHHBIX MMPEMAPATOB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosmiero Ilopska;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COACPKAIINX:

a) JprotaMHHa THIPOTAPTPAT B KOJMYECTBE A0 5 Mr BrIOuHMTeNbHO (Ha 1 103y TBepmoii
JICKapCTBEHHOU (hOPMBI);

0) adenpuna ruapoxiopua B komuuectse g0 100 mr Brmrounteapro (Ha 100 mut wim 100 r xxuakoit
JICKapCTBEHHOU ()OPMBI [JIs BHYTPEHHETO MIPUMEHEHUSI);

B) mnceBaoddeapuHa THAPOXIOpUA B KoiuuyecTBe, He mpesbimatoiieM 30 mr (Ha 1 mo3y TBepmoit
JICKapCTBEHHOU (OPMBI);

r) mceBiod(enpruHa TUAPOXJIOPHI B KOJMYECTBE, He mpeBbimaromem 30 Mr, B COYETAHHH C
nexctpomeropdanom ruapoObpoMuaoM B KoduuecTBe, mpembimaromem 10 mr, mw go 30 wmr
BKIIFOUMTENHO (Ha 1 103y TBepI0H JieKapCTBEHHOM (hOpMBI);

n) nekcrpomeropdana TuaApoOpoMua B KoiaudecTBe, mnpeBbimaromemM 10 mr, mw mo 30 mr
BKJIFOUNTENHHO (Ha 1 103y TBEpI0# JIeKapCTBEHHOM (OPMBI);

¢) ¢denobapbuTan B KosmuecTBe, npessimamomem 20 mr, u go 50 mr BrimouurtensHo (Ha 1 103y
TBEPJIOH JIEKAPCTBEHHOM (HOPMBI);

k) (GeHoOapOutan B komudectBe 10 20 Mr BKIIOYHTEIBHO B COYETAHHU C IPrOTaMHHOM
THIPOTAPTPATOM HE3aBUCHMO OT KoyindecTBa (Ha 1 103y TBep/I0ii JIeKapCTBEHHON (OPMBI);

3) XJIOpaUasenokcua B konmuectse n0 10 mr BrimountensHo (Ha 1 103y TBEpoil JieKapCTBEHHOMN
bopmpr).

12. HpI/I Ha3HAUYCHHUU JICKAPCTBCHHOI'O IIpCIliapaTa MHAWBHUAYAJIBbHOT'O M3rOTOBJICHUA B PCLCITC Ha
6YM3.)KHOM HOCHUTCJIIC H (I/IJ'II/I) peuenTe B (bopMe QJICKTPOHHOI'O JOKYMCHTA4 HAWMMCHOBAHUA
JICKAaPCTBCHHLIX CpPCACTB (BGH_IGCTB), BKIIIOUCHHBIX B IICPCUCHDb HKY, YKa3bIBalOTCA B Ha4dalic
peueiTa, 3aTeM - BCC OCTAJIbHBIC HHI'PCIUCHTHI.

13. Tlpu Ha3HaYeHWH JIEKAPCTBEHHOIO Mperapara B peuente Ha OyMaKHOM Hocutene H (VUTH)
pernente B popMe JIEKTPOHHOTO JOKYMEHTA 3alpeliaeTcsl MPEBBIIATh KOJINYECTBO HAPKOTUIECKHIX
CPEICTB WJIM TICUXOTPOIMHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMHCAHO B OJHOM pELEITE,



ycraHoBieHHoe npuwiokenueM N 1 x Hacrosmemy [lopsiaky, 3a HCKITIOYEHHEM CITydaeB, YKa3aHHBIX
B myHKTax 15 u 24 nacrosmero [lopsaka.

14. Ilpu Ha3HAUYEHUHU JIEKAPCTBEHHBIX IpeNapaToB, BKIOYEHHbIX B nepedyeHs [IKY, noza xoTopsix
MIPEBHINIACT BBICIINK OJHOKPATHBIA MpPHEM, MEAWIHMHCKUNA pPabOTHHK O00O3HAYaeT /03y 3TOTO
JIEKapCTBEHHOTO Tpernapara B pelente Ha OyMa)XHOM HOCHUTENE MPOMHCHIO C IMPOCTaBICHHEM
BOCKITMIIATEILHOTO 3HAaKa W (WJIK) MPOCTABIIAET BOCKIIMIATEIIBHBIN 3HAK MTPH O()OPMIICHHH PeIernTa
B (hopMe JIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IMpEnaparoB, BKIOUYEHHBIX B nepedensb [IKY, npu
OKa3aHWU MAlMEeHTaM, HYXJAIOIIMMCS B JJIMTEIbHOM JIEYEHUH, NEPBUYHOM MEIMKO-CAaHUTApPHOU
MOMOIIN ¥ NAJJTHATUBHON MEMIIMHCKON MOMOIIN MOXKET OBITh YBEIMUYEHO C YYETOM KIIMHUYECKHX
peKoMeHIaIuii He OoJiee yeM B 2 pa3a MO CPAaBHEHHIO C KOJTHMYECTBOM HAPKOTHUYECKUX CPEACTB MU
MICUXOTPOTHBIX BEUIECTB, KOTOPOE MOKET OBbITh BBITUCAHO B OJIHOM pEIENTe, yCTaHOBICHHBIM
npuioxenreM N 1 k Hacrosimemy [opsnky.

B ciryuasx, mpenrycMOTpeHHBIX a03areM HepBbIM HACTOSIIETO IMYHKTA, Ha pelenTax Ha OyMaKHOM
HOCHTENIE TPOU3BOIUTCS Haanmuch '[lo crmenuamsHOMY Ha3HA4YEHUWIO', OTAETBHO 3aBEpECHHAS
MOJNMHUCHI0 MEIUIIMHCKOTO pa0OTHHKA M TeYaThl0 MEAMIIMHCKOM opranu3amnuu "y perentos”, Ha
perentax B (opMe DBJIEKTPOHHOTO JOKYMEHTa NPOU3BOAUTCA OTMeTKa '[lo crhenuaibHOMY
Ha3HAUYeHUI0' C TPOCTABICHHEM YCWICHHOW KBaTM(DUITUPOBAHHON DIIEKTPOHHOW MOAMHCH
MEUITTHCKOTO PabOTHUKA.

16. CocrtaB NeKapCTBEHHOTO TNIperapara, JieKapcTBeHHas (opma W oOpaimeHue MeIUIITHCKOTO
paboTHHKa K (apManeBTHUECKOMY paOOTHHKY 00 OTHYCKEe JIEKapCTBEHHOTO TIperapara Ha
OymMa)KHOM HOcHUTeJe OpOPMIISIOTCS Ha JJATHHCKOM WIIM PYCCKOM SI3bIKE B POJUTEIHHOM IaJIekKe, 3a
UCKIIIOYCHHEM O(QOPMIICHHSI PEIenToB B (opMe IJIeKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu oopmMiIeHNHU pelenTypHBIX OJTaHKOB JOMYCKACTCSl UCIIOIb30BAaHHE COKpAIICHUH (IPUI0KEHUES
N 2 k Hactosmemy [lopsaky).

HpI/I Ha3HAUYCHHUHN JICKAPCTBCHHOI'O IIpC€IllapaTa HE OOIIYCKACTCsA COKpallCHUC HaWMMEHOBaHUM
HHI'PCAHUCHTOB, COCTABJIAIOIINX HeKapCTBeHHLIﬁ npenapar, HE IMO3BOIAIOIMHNX YCTAaHOBUTD, Kakoi
HUMCHHO HeKapCTBeHHLIﬁ npernapaTt Ha3HAYCH.

17. Cnoco6 mpumeHeHusl JTEKapCTBEHHOTO Tpernapara 0003HavaeTcsi ¢ yKa3aHUEM ITyTH BBEICHUS,
03B, YaCTOThI, BPEMEHH IpHEeMa OTHOCHTENILHO CHa (yTPOM, Ha HOYb) U €ro JIMTEILHOCTH, a IS
JICKapCTBEHHBIX IPENapaToB, B3aMMOACHCTBYIOIIMX C THIICH, - BPEMEHH HX YyIOTpeOIeHus
OTHOCHTEIIBHO MpUeMa THIIH (0 eIbI, BO BPEeMs €Ibl, IOCIIE €Ibl).

18. TIpu HEOOXOAMMOCTH HEMEIJIEHHOTO MJIM CPOYHOTO (B TE€UEHHE JABYX PabOuYUX JHEH) OTIycKa
JIEKApCTBEHHOTO TMperapara MAIlMeHTY B BEpXHEW YacTH pelrenrta Ha OyMaXHOM HOCHTENe
NPOCTaBIAIOTCA 0003HaueHus "Cito" (cpouno) wim  “statim" (HememieHHO). AHamOrHMYHBIC
0003HAYECHHUS IPOCTABJISIOTCSA B BUJIE OTMETOK IPH O(QOPMIICHHH perenTa B GpopMe 3JIEKTPOHHOTO
JIOKYMEHTA.

19. IIpu odopmileHUN Ha3HAYESHHsI TOTOBOTO JIEKAPCTBEHHOI'O Mpernapara B perente Ha OyMakHOM
HOCHUTEJIC WM perente B (opMe JIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JCHWCTBYIOIIMX BEIECTB
YKa3bIBa€TCAd B COOTBETCTBUM C HMHCTPYKIMEH MO MEAMIIMHCKOMY NMPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara. J[onmycTUMO yKa3bIBaTh JI03UPOBKY JIEKAPCTBEHHBIX MPENapaTOB CUCTEMHOTO JECUCTBUS
(1 pe3opOTUBHOTO MpHEMa) B TBEP/IBIX JICKAPCTBEHHBIX (opMax (Hampumep, TaOJIETKH, MOPOIIKH,
KarCyJibl) KaK COJCPKAHUE OJJHOTO WIIM HECKOJBKUX ICHCTBYIONIMX BEUICCTB B €IMHUIAX MAcCChI (B



rpaMmax, MWUMrpamMmax). JlomycTHMO yKa3biBaTh JO3UPOBKY JICKAPCTBEHHBIX IPENapaToB
CHCTEMHOro jaedcTBusi (s pe30pOTHBHOrO NPUMEHEHHWS) B JKUAKHX JIEKAPCTBEHHBIX (opmax
(HampuMmep, pacTBOPBI, CYCIICH3MH) KaK COJEPKAHUE OJHOTO WM HECKOJBKUX JCHCTBYIOIINX
BEIIECTB B CJMHMIAX MAaCChl Ha CIUHHUIY oObeMa (Hampumep, MHUTUTPaMM/MUIUTHINATP) C
yKa3aHueM 00IIero o0bema JIeKapCTBEHHON ()OPMBI.

[Ipu odopmieHnn Ha3Ha4YeHHs JIEKAPCTBEHHOTO Nperapara WHAWNBUIYAJIbHOTO H3TOTOBICHHS B
perente Ha OyMa)KHOM HOCUTENE WM perente B (opMe DJIEKTPOHHOTO JTOKYMEHTa KOJIUYECTBO
TBEPJBIX U ChIMyunx (apMalleBTUUECKUX cyOctaHimii ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MIWUTHJIUTPAX, FpaMMax M Karuisx.

20. Peumentel Ha OyMakHOM HocuTene, B (hopMe DIIEKTPOHHOrO JIOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaom Onanke ¢opmbl N 148-1/y-88 u mpenHasHadeHHbIC IJIsi OTHYCKA JICKAPCTBEHHBIX
npernaparoB, MPeIyCMOTpeHHBIX moanyHkTamu 1 - 3 mynkta 9 Hacrosmero [lopsinka,
JIeCTBUTENBHBI B TeueHHe 15 aHel co qHs oopMIICHHUS.

21. Penenitel Ha OyMakxHOM HoOcuTese, B (OpMe 3JIEKTPOHHOTO IOKyMeHTa, oopMIICHHBIC Ha
peuentypaom Oianke ¢hopmer N 148-1/y-04(n1) u npenHasHadeHHBIE TS OTITYCKa JIEKAPCTBEHHBIX
npenapaToB TpakaaHaM, ykazaHHbIM B myHKTe 10 Hactosimero [lopsiaka, neiicTBUTEIBHEI B TEYEHUE
30 mHeit co mHsA ohopMIIEHHS, 3a UCKIIOYCHHEM CIIydaeB OQOpMIICHHUS PEIenTa B COOTBETCTBUU C
nyakramu 38 u 39 Hacrosmiero [lopsinka, pu KOTOPBIX OH JACHCTBUTENCH B Te4eHHe 15 mHEl co
nHs opopmITeHHMS.

22. Penenitel Ha OyMaXKHOM HocuTese, B (OpMe 3JIEKTPOHHOTO ITOKyMeHTa, oopMIIeHHBIC Ha
peuentypaoM Oianke ¢popmer N 148-1/y-04(n1) u npenHasHadeHHBIE U OTITYCKa JIEKAPCTBEHHBIX
npenapaToB TpakJaaHaM, JJOCTUTIINM TEHCHOHHOTO BO3pacTa, WHBAIMIAAM IIEPBOW TPYIIIH,
ANeTIM-HHBAIMIAM, a TakKkKe TpaxkJaHaM, CTPAJaloNMM XPOHWYECKHMHU 3a00JIEBAaHHSIMHU,
TpeOYIOIHMMHU JUTUTEIIHHOTO KYpCOBOTO JIEUEHUs, JAeicTBHTeNbHBI B TedeHne 90 mHel co mHS
odopMIICHHSI, 32 HCKIIFOUCHHEM CITyJaeB, yKa3aHHbIX B TyHKTaX 38 u 39 Hacrosmiero [lopsaka, mpu
KOTOPBIX OH JICCTBUTEIICH B TeUeHHe 15 nHel co THs 0popMITeHUS.

I[J'IH JCYCHUA XPOHUYCCKHX 3a00JIeBaHUH YKa3aHHbIM KaTCropusaM rpaxiaaH JICKAPCTBCHHLBIC
npenapaTtel C 0(1)0pMJ'I€HI/IeM peuciToOB Ha 6YM3.)KHOM HOCHUTCJIC HWJIM PCLCIITOB B (bopMe
QJICKTPOHHOI'O AOKYMCHTA MOI'YT Ha3HA4aTbCA Ha KypC JICHCHUA 10 180 HHeﬁ.

23. Peuentel Ha OyMaXxHOM HocuTene, B (hopMe DIIEKTPOHHOTO JIOKyMEHTa, O(opMIIeHHBIE Ha
peuentypruom Omanke ¢opmel N 107-1/y u mnpenHazHaueHHbIC Ui OTIyCKa JICKApPCTBEHHBIX
IpernaparoB, MPeAyCMOTPEHHBIX TyHKTOM 11 HacTosiiero [Topsinka, neficTButensHbl B TedeHune 60
THEH co THS 0(hOpMIICHHUSL.

[lpy Ha3HaueHWH TOTOBBIX JICKAPCTBEHHBIX NPENapaToB U JIEKAPCTBEHHBIX IIPEIapaToB
WHIUBUIYabHOTO HW3TOTOBJICHUS TMAIMEHTaM C 3a00JIeBaHUSAMH, TPEOYIOIIUMH JIUTEIHHOTO
KypCOBOTO JiedeHus, ¢ opopmicHreM Ha pernentyprHom Omanke ¢opmer N 107-1/y penenra Ha
OyMa)KHOM HOCHUTEJe WM B (hopMe DIEKTPOHHOTO NOKYMEHTA yCTaHABIMBAETCS CPOK JEHCTBHS
perenTa B mpejaeax 10 OJHOTO To/a.

B ciyuae ycraHOBIeHHS CpoKa IEHCTBHS pelenrta B IpelnesiaX 10 OJHOTO TroJila B perenTe
pou3BOAUTCA Haanuch: "'[lo cnenmmanbHOMY Ha3HAYCHHIO'W, 0003HAYAETCSl CPOK JIEHCTBUS perenTa
U TEPUOJUYHOCTh OTIyCKAa JIGKAPCTBEHHBIX INIPENapaToB W3 AaNTEYHOW OpTaHW3alHd HIIH
WHIUBUAYAIBHBIM  TPEANPUHUMATENEM, HMEIOIMIMM  JIMICH3WI0 Ha  (apMaleBTUYECKYIO
AeATenbHOCTh <14> (exeHeIeTbHO, eXKEMECIIHO U WHBIC TIepUo/bl). JlOTOIHUTENFHO 3TO yKa3aHHe
3aBepseTCsl MOJNHMCHI0 METUIIMHCKOTO0 pa0OTHHKA, a TaKKe IMeYaThi0 MEIUIIMHCKOW OpraHH3aluu



"Ilns peuenToB” (st perienta Ha OyMa)XHOM HOCHTENE) WM YCHIEHHON KBaJU(DHUIIMPOBAHHOM
QJIEKTPOHHOW TOJIHCHI0 MEIUIIMHCKOTO pa0OTHHKA U JIMIA, YIIOJHOMOYEHHOTO 3aBepsTh
JTOKYMEHTBl OT HMEHH MEJHMIMHCKOW opraHu3aimuu (aast perenta B (OpMe DIIEKTPOHHOTO
JTOKYMEHTA).

<14> Ilynkr 47 yactu 1 crateu 12 ®DenpepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JMIICH3UPOBAHUU OTIENBHBIX BUAOB JestenabHOCTH (nmanee - Denepanbhbiii 3akoH N 99-D3)
(CobOpanue 3akoHomatenbcTBa Poccmiickoit ®enepannu, 2011, N 19, cr. 2716; 2021, N 27, cT.
5177).

24. PemenThl Ha JIEKapCTBEHHBIE Mpemaparhl, BKItOUeHHbIe B mepedeHb [IKY, mia neuenus
MAIMEeHTOB C XPOHUYECKUMH 3a00JIeBaHUSIMU MOTYT 0(pOpPMIISITECS Ha Kypc jedeHus 1o 60 mHei.

B cmyuae, korma kypc nedenust cocrtaiser Oosee 30 gHEH, JOMOJHUTENLHO B pelenTax Ha
OyMa)XHOM HOCHUTEJe TPOM3BOIUTCA Haamuch '[lo cnenmuansbHOMY Ha3HAa4YeHHIO', 3aBEepeHHas
MOJMHUCHI0 MEIUIIMHCKOTO paOOTHHKA M TIeYaThl0 MEAMIIMHCKON opranu3anuu "Jlyis perentos”, Ha
perentax B (opMe DBJIEKTPOHHOTO JOKYMEHTa NPOU3BOJAUTCA OTMETKa '[lo crhenuaibHOMY
Ha3HAYCHUI0' C TPOCTABICHHEM YCWJICHHOW KBAJTH(DUITUPOBAHHON DIIEKTPOHHOM TMOAMHCH
MEJUIMHCKOTO pa0OTHHKAa W JIMIA, YIOJHOMOYSHHOTO 3aBepSATh JOKYMEHTHl OT HMEHH
MEIUIITHCKOM OpraHn3aIiH.

25. Penent Ha OyMaxHOM HOcuUTele B (OpMe DJIEKTPOHHOTO JIOKYMEHTa, O(OPMIICHHBIA C
HapyLIEHUEM YCTAaHOBJIEHHBIX HacTosAmUM [lopsiaikom TpeOOBaHMM, CUUTACTCS HEIEHCTBUTEIbHBIM.

Il. Haznauenue JEKAPCTBCHHBLIX IIPpeapaToB IIPU OKa3aHUU
MeIMIUHCKOM IMOMOIIH B CTAIIMOHAPHBIX YCJI0OBUAX

26. HpI/I OKa3aHHUU IMAlHUCHTY MCHHHHHCKOﬁ noMomu B CTAaOMOHAPHBIX YCJIOBUAX HA3HAYCHHUC
JICKAPCTBCHHLIX IPCIIapaTOB IMPOHU3BOAUTCA 0e3 0(1)0pMJ'I€HI/I5[ peucnTta MEAUITUHCKUM pa6OTHI/IKOM
CANHOJINYHO, 3a UCKIIIOYCHUCM CJIYy4acB, YKAa3aHHBIX B ITYHKTC 27 HaCTOALICTO Hopﬂzu(a.

27. CormacoBaHWe Ha3HAYCHHs JICKAPCTBEHHBIX IPENApaTOB C 3aBEAYIOIIUM OTICIICHHEM HIIH
OTBETCTBEHHBIM JIKYPHBIM BPauoM JHOO JPYTUM JIUIOM, YIOJTHOMOYEHHBIM MPHUKA30M TJIaBHOTO
Bpaya MEIUIMHCKOW OpraHW3alud, a TaKkKe, NpHW HAIWYAH, C BpPAauYOM - KIMHUYECKUM
(hapmMakosIoroM HEOOXOAMMO B CITydasX:

1) omHOBpEMEHHOT0 Ha3HAYCHUSI ISITH U OO0JIee JIEKApCTBEHHBIX MPENapaToB OJHOMY IAI[HCHTY;

2) Ha3HAUCHMS JICKAPCTBEHHBIX MPEMapaToB, HE BXOIANIMX B MEPEUCHDb KU3HCHHO HEOOXOIUMBIX H
BOXHEHINTNX JICKAPCTBEHHBIX MpenaparoB <15>, npu HETUNMHYHOM TeUEHUU 3a00JIeBaHUs, HATHYUU
OCJIO)KHEHHI OCHOBHOTO 3a00jieBaHusi U (WJIM) CONYTCTBYIOIIMX 3a0O0JieBaHMi, MPU HA3HAYCHUH
JIEKapCTBEHHBIX MpenapaToB, 0COOCHHOCTH B3aUMOJIEUCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
WHCTPYKIUSIM 10 MX NPUMEHEHUIO NPUBOAAT K CHWKECHHIO A()(EKTHUBHOCTH M 0€30MacHOCTU
bapmakoTepanuu U (WIK) CO3AAI0T MOTCHIUAIBHYIO OMACHOCTD JJIs )KU3HU M 3[I0POBbS MAIMCHTA.



<15> Yactu 1 crarem 60 Denepanshoro 3akoHa N 61-®3 (Cobpanume 3aKOHOIATEIHLCTBA
Poccuiickoit @enepannu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B YKa3aHHbIX CJIy4asAaX HA3HAYCHHUC JICKAPCTBCHHBLIX IPCIIapaToOB (bHKCpreTCH B MCHHHHHCKOﬁ
JOKYMCHTAIUN IMaOKWCHTA MW 3aBCPACTCA MOAINUCBIO MCIAUIMHCKOI'O pa6OTHI/IKa n 3aBCAYIOLICTO
OTACICHUECM (OTBGTCTBCHHOFO JACKYPHOIr'o Bpayda W Apyroro ynoJHOMOYCHHOIO J'II/IL[a).

28. MemuuuHCKUiIl pabOTHUK MEIUIIMHCKOW OpraHu3anuu (ee CTPYKTYPHOTO MOJpa3feicHus),
pPAcHoOJIO)KEHHOH B CEJIbCKOM HACEJIEHHOM MYHKTE, OCYIIECTBIISIET HA3HAYEHUE JIEKapCTBEHHBIX
MperaparoB B ClIydasix, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosimero [lopsaka, e JMHOIHYHO.

29. Tlo pemieHnto BpadyeOHONW KOMHUCCHHU TAIIMEHTaM IMPH OKa3aHWW UM MEIMIIMHCKOW MOMOIIY B
CTaIMOHAPHBIX YCIOBUSX HA3HAYAIOTCS JICKAPCTBEHHBIE IMPENapaTrhl, He BKIIOYCHHBIC B TIEpEUCHb
KM3HEHHO HEOOXOJMMBIX M BaKHEWIIHMX JIEKaPCTBEHHBIX IPEIaparoB, B Cllydae MX 3aMEHBI M3-3a
VHIUBUIyalIbHON HENEPEHOCUMOCTH, 110 )KU3HEHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHON KoMHUCCHU (PUKCUPYETCS B MEJULIMHCKOM IOKYMEHTAIMH ITallMeHTa U XKypHaJIe
BpaueOHON KOMHUCCHUH.

30. B cayuasx oOcnenoBaHus M JIEYEHMs TpakJaHMHA B CTAI[MOHAPHBIX YCJIOBUSAX B paMKax
IIPEOCTABICHUS MEIUIMHCKUX YCIYr Ha BO3ME3JHOM OCHOBE 3a CUET JIMYHBIX CPEACTB IPaXIaH,
CPEICTB IOPUAMYECKUX JIMIl U HHBIX CPEACTB HAa OCHOBAHMM JOrOBOpA, B TOM YHCJIE JIOTOBOPA
JOOPOBOJILHOTO MEAMIIMHCKOTO CTpaxoBaHus <16>, emy MOryT ObITh Ha3HAuY€HBI JICKAPCTBEHHBIE
mpernaparbl, He BXOJSIIUE B MEPEUCHb KU3HEHHO HEOOXOJUMBIX M BAKHEWIINX JIEKAPCTBEHHBIX
MpenapaToB, €CJIM X Ha3HAUEHHE U IPUMEHEHUE 00YCIOBICHO MEIMIMHCKUMHU MOKA3aHUSMHU.

<16> IlocranoBnenue [IpaBurensctBa Poccuiickoii denepanun ot 4 oktsaops 2012 r. N 1006 "O6
yTBepkaeHUU [IpaBun mpeaocTaBieHUsT MEAMIIMHCKHUMH OpPTaHH3AIMsIMH TUIATHBIX MEIUIIMHCKHX
yeayr” (CoOpanue 3akoHonatenbctBa Poccuiickoit @eneparun, 2012, N 41, cr. 5628).

I1l. HaznaueHne JJeKApCTBEHHBIX NMPENApPaTOB NMPH O0KA3aAHUU
NEePBUYHON MEAUKO-CAHUTAPHOU MOMOIIU, CKOPOl MeAUIIMHCKOU
MOMOIIY U NAJVIMATUBHOM MEAUIMHCKON MOMO LM

31. Ilpu oka3aHWMU TEPBUYHON MEIMKO-CAHMUTAPHOW TOMOINM W TMAJUTMATUBHOW MEIUITMHCKON
NIOMOIIKM B aMOyJaTOPHBIX YCIIOBUSIX HA3HAUYEHHE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS
MEIMIMHCKUM PAOOTHHKOM B ClIydasxX THUIHWYHOTO TEUEHUs 3a00JeBaHMS MAIMEHTAa UCXOIS W3
TSOKECTH U XapakTepa 3a00J1eBaHMUs.

32. Ha3zHaueHue JICKQpCTBEHHBIX TPENapaToOB MO PEIICHHUIO BpauyeOHOW KOMHCCHH TNPH OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHOW IMOMOIIH, MAJUTHATHBHOW MEJIMIIMHCKOW TTOMOIIN B aMOyJIaTOPHBIX
YCIIOBUSIX MTPOU3BOJAUTCS B CIIydasiX:

1) OOHOBPEMCHHOI'O HAa3HAYCHHA OJHOMY IHNALUUCHTY IIATH U Oomee JICKApCTBCHHLIX IIPC€IIapaToOB B
TCUCHHUC OAHUX CYTOK WJIK CBBIIIC NCCATH HAaUMEHOBAHUM B TCUCHUE TpuaAuaTu ,I[Hefl;

2) Ha3HAYCHUS JICKAPCTBCHHBIX MPENApaToB MPH HETUIMYHOM TEYCHUU 3a0O0JICBAHUS, HAJTHYHH
OCJIO)KHEHHI OCHOBHOTO 3a00jieBaHusi W (WJIM) CONYTCTBYIOIIMX 3a0O0JieBaHM, MPU HA3HAYCHUH



JIEKapCTBEHHBIX MPEnapaToB, 0COOCHHOCTH B3aMMOICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIUSAM II0 MX NPUMEHEHHUIO NPUBOAAT K CHIXKEHHIO 3((EKTHBHOCTH U 0€30MacHOCTU
JIeYCHUsI MAlMeHTa U (MJIK) CO3Jal0T MOTEHIIMABHYIO OTIACHOCTD JUIS )KU3HH U 3I0POBBS MAIMCHTA,;

3) MepBHYHOrO HA3HAYCHUS TALUCHTY HAPKOTHYSCKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB couckoB Il u Il Tlepeuns (B ciydae NOPUHATHS PYKOBOJUTEIEM MEAUIIUHCKON
OpraHu3alliyd pEelIeHUs O HEOOXOIMMOCTH COIJIACOBAHMSA HA3HAUYEHUSI TAaKUX JIEKAPCTBEHHBIX
npenapaToB ¢ BpaueOHOM KOMUCCHEIH).

33. TloBTOpHOE Ha3HAaYeHHE HAPKOTUYECKHX M TICHXOTPOIIHBIX JIEKAPCTBEHHBIX IpenapaToB
ciuckoB Il wu Il TlepeyHs npoOM3BOAUTCS METUIIMHCKHMM pPAOOTHUKOM CaMOCTOSITEIILHO WIIH
€IMHOJIMYHO 0e3 yJacTHs BpaueOHOW KOMHCCHUU TMAallMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM
M000r0 TeHe3a, HapYIICHWEM CHa, CYJOPOKHBIMH COCTOSHHSIMH, TPEBOXHBIMU PacCTPOHCTBaMH,
(b oOusIMH, TICHXOMOTOPHBIM BO30YKICHHEM.

34. Tlpu oxazaHMHM CKOPOW METUITMHCKOW ITOMOIIM JIEKAPCTBEHHBIC MpemapaThl Ha3zHAYAIOTCS
MEIMIMHCKAM pPAaOOTHUKOM BBIE3THOW OpHUrajabl CKOpOIl MOMOIIM, MEAMIMHCKUM pPaOOTHHUKOM
MEIMIIMHCKON OpraHu3aliy Ipy OKa3aHUHM MEAULMHCKOM MOMOIIM TpakJaHaM MpH 3a00JeBaHUSIX,
HECUACTHBIX CJIydYasx, TpaBMax, OTPABICHHUAX M JAPYTUX COCTOSHHUAX, TPEOYIOUIUX CPOYHOTO
MEIMIIMHCKOTO BMEIIATEIbCTBA.

V. HazHa4yeHue JieKapCTBEHHBIX MPENapaToB rPaxxaaHaM, UMK UM
NMPaBo Ha 0eCIJIaTHOE MOJIyYeHHe JIEKAPCTBEHHbIX MPENnapaToB W
MOJIyYeHHe JIeKAPCTBEHHBIX MPENapaToB CO CKUIAKOM, IPH OKA3aHUHU

NEePBUYHON MEAUKO-CAHUTAPHOU MOMOIIHA

35. Ilpm oka3aHuM TIEPBUYHOM MEIAMKO-CAHUTAPHOW TOMOIIM Ha3HAYCHHE MEIUIIMHCKAM
pabOTHUKOM Ha OCHOBE KJIMHMYECKHMX PEKOMEHIAIMH M C y4eTOM CTaHJapTOB MEIUIIMHCKOU
momomu <17> jexapCTBEHHBIX IMPEMapaToB, OTIYCKAeMbIX OECIJIaTHO WM CO CKHUIKOM,
rpaxjaHaM, MMEIOIUM MpaBO Ha oOecliedeHue JIEKapCTBEHHBIMU MperapataMu 3a CYeT CPEACTB
OIO/DKETHBIX accWUTHOBaHUU (emepanpHOro Oromkera u  OrOKETOB CyOBeKTOB Poccuiickoii
denepanuu, ocymecTrisieTcs Ha pernentypaom omanke N 148-1/y-04(x).

<17> Cratesa 37 ®denepanpaoro 3akoHa N 323-d3 (Cobpanue 3akoHOJaTeNbCcTBA Poccuiickoii
®denepanun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Mpu odopmnenun peuenta Ha Onanke ¢opmbl N 148-1/y-04() Ha OyMakHOM HOCHTEIE
oOopMIISIOTCS IBa SK3EMILISIPA, OJUH U3 KOTOPBIX OCTACTCS B aNTEUHOW OpraHHM3allld, BTOPOU - B
MEIMIUHCKOMN IOKyMEHTAIMH MallUEHTA.

36. IlpaBo Ha3HauaTh JIGKAPCTBEHHBIE MpENapaThl rpaKAaHaM, UMEIOIIUM IPaBO Ha OecIIaTHOE
MIOJIyYE€HHE JIEKAPCTBEHHBIX MIPENApaToOB WM MOIYYEHHUE JIEKAPCTBEHHBIX MPENApATOB CO CKUIKOM,
TaKXe UMEIOT:

1) MeaunMHCKKE PabOTHUKH, pabOTaIOIIME B MEIUIIMHCKOW OPraHU3allii 110 COBMECTHTEILCTBY (B
npejenax CBoei KOMIIETCHIINH);



2) MemuIUHCKHE PaOOTHHKM CTAllMOHAPHBIX OpPraHH3aldil COIHMATBHOTO OOCITYXHBaHHS TIPH
HAJIMYMH JIMLIEH3UU Ha OCYIIECTBICHHE MEIUIIMHCKON nesTenbHOCTH <18>, mpemycmarpuBaromeit
BBINIOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKAa3aHUI0 MEPBHYHON MEIMKO-CAHUTAPHOW TMOMOIIU B
aMOYJTaTOPHBIX yCIOBHSAX (HE3aBUCHMO OT BEJJOMCTBEHHOW MPHHA/IJICKHOCTH);

<18> Ilynkt 46 wactu 1 crateu 12 denepanbroro 3akoHa N 99-d3 (CobOpaHue 3aKOHOATEILCTBA
Poccuiickoit @enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeOMIMHCKHE pabOTHUKM MEIUIIMHCKMX  OpraHM3allii, OKa3blBAIONIMX MECPBHYHYIO
MEIMKO-CAaHUTAPHYIO TIOMOIIb, I0JIBEIOMCTBEHHBIX (e/epaabHbIM OpraHaM HUCIHOJHUTEIbHON
BJIACTH WJIA OpraHaM MCIOJHUTEIBHON BIacTH cyOBekToB Poccuiickoit deneparum;

4) WHOWBUAyalIbHbIE NPEANPUHUMATEIHN, OCYIICCTBIIAIONINE MEAUIUHCKYIO JEITeIbHOCTh U
BKJIFOUCHHBIC B PEECTpP MEIUIIMHCKUAX OpraHW3alldid, OCYIIECTBISIONUX ACSITCIBHOCTh B cdepe
00513aTeILHOTO MEIUITMHCKOTO CTPaXOBaHUSI.

37. Ilpu Ha3HAUYeHHMH JIEKAPCTBEHHBIX MPEMapaToB TpakIaHaM, UMEIOIIMM IPaBO Ha OecIiaTHOE
MOJYYeHHUE JICKAPCTBEHHBIX IMPENapaToB WU MOJyYeHHE JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOH,
B peLenTe yKa3blBaeTcsi HOMep TeledoHa, 1Mo KOTOpoMy pabOTHUK aNTeYHOH OpraHH3aluyl IpU
HEOOXOAMMOCTH MOXET COTJIacoBaTh C MEJAMIMHCKAM pPAaOOTHUKOM 3aMEHYy JIEKapCTBEHHOTO
npernapara.

38. Ha3zHaueHne HApKOTUYECKHUX M TICHXOTPOIHBIX JIEKAPCTBEHHBIX TpenapaToB crucka |l [lepeuns
(32 HWCKJIFOYCHHEM JIEKApCTBEHHBIX IpErnapaToB B BHJE TPaHCACPMATbHBIX TEpPaAeBTHICCKUX
CHCTEM, a TaKKe JICKAPCTBEHHBIX MPEIapaToB, COACPKAIIMX HAPKOTUIECKOE CPEICTBO B COUCTAHUH
C AaHTAarOHWCTOM OIHMOWIHBIX PELENTOPOB) TpakJaHaM, HMEIOIIUM TpPaBO Ha OecluiaTHOe
MOJYYEHHUE JICKAPCTBEHHBIX MPENapaToB WK MOJIyYCHHS JICKAPCTBEHHBIX MPEMapaToB cO CKUIKOH,
ocymiecTBisieTcs: Ha peuentypHoM Onanke ¢dopmbl N 107/y-HII, k KOTOpOMY IOIMOJHHUTEIBHO
oopmitsieTcst perient Ha peuentypHoMm Onanke Gopmer N 148-1/y-04(1) (B 1BYX SK3eMIUIIpax Mpu
oopmiieHNH Ha OyMaKHOM HOCHUTEJIE).

39. Ha3HaueHne HApKOTUYECKHUX M TICHXOTPOIHBIX JIEKAPCTBEHHBIX TipenapaToB cnucka |l [lepeuns
B BUJIC TPAHCIEPMAIbHBIX TEPANCBTHYECKUX CHCTEM, HAPKOTHYECKHUX JICKAPCTBEHHBIX INPEIapaToB
cimcka |l Tlepeuns, conepKampx HAPKOTUYECKOE CPEICTBO B COYETAHWU C AHTArOHUCTOM
OMMMOWJHBIX PELENTOPOB, IICHXOTPOITHBIX JIEKapCTBEHHBIX mpenapaToB coucka |l Tlepeuns,
JICKapCTBEHHBIX IIpETapaToB, BKIIOYEHHBIX B mepedeHb [IKY, conepkammxcs B TOANYHKTE 2
nyHkta 11 wHacrosmero Ilopsimka, mpeaHa3HaueHHBIE IS JICYCHUS TPak[JaH, UMEIOIIUX TPaBo Ha
OecrulaTHOE IOJTydeHHe JIEKapCTBEHHBIX IMPENapaToB HIIH MOJydYeHHE JEKapCTBEHHBIX INPEIapaToB
CO CKHJKOM, OCYIIECTBISICTCS Ha penentypHbsix Omankax ¢opm N 107-1/y mw N 148-1/y-88, k
KOTOPBIM JIOTIOJTHUTEIHHO 0(opMIIsieTCs penenT Ha pernentypaoM Omanke Gopmer N 148-1/y-04 (i)
(B mByx 3K3eMIuIsipax npu 0HOpMICHHH HA OYMaKHOM HOCHTEIE).

Ipunooscenue N 1
k Ilopaoky nasnauenus
JIeKapCMBEeHHbIX NPenapamos,

VMBEPAHCOEHHOM) NPUKAZOM



Munucmepcmea 30pasooxpanerus

Poccuiickoti @edepayuu

om 24 nosopsa 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
HCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJJHOM PELEIITE

N o/m Mex1yHapo/IHOE HEelaTeHTOBAaHHOE ®opma BhINTyCKA U KomnuectBo
HaMEHOBaHHE HAPKOTUYECKOTO U TO3UPOBKA
IICHXOTPOTIHOTO JIEKAPCTBEHHOTO
npenapara

1. bynpenopdun + Hamokcon TabneTku 60 TabmeTox
cyonuuarBanbabie 0,2 mr|(ymakoBka, kpaTHas N
+ 0,2 Mr 20)

2. bynperophun PacTBop 1i1st mHBEKINH, [30 ammym
0,3 mr/mi 1 M (mmpui-TIOOUKOB)

3. Bynpenophun TpaHcaepmalibHbIN
[U1aCTHIPb
35 MKr/dac 20 mnacTeIpei
52,5 MKkr/4ac 10 mnacteipeit
70 mkr/gac 5 MIacThIpei

4. Mopdun PacTBop 1y1st mHBEKINH, [20 ammyn
[pacTBOp IS (mmpHI-TFOOUKOB)
MO/IKO’KHOTO BBE/ICHUS
10 mr/mn 1 mn

0. Koneun + Mopdun + Hockanun + PactBOp nu1st 20 ammmyn

[ManaBepun + TeGaun MO/IKO’KHOTO BBE/ICHUS

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

6. Tpumenepuanx Tabnetku 25 mMr 50 TabyieToK

7. TpumenepuanH PacTBop ast uabekuuii 20 ammyn
10 mr/mot 1 Mot (mmpHI-TFOOUKOB)
20 mr/mu 1 Mo

8. Mopdun TaGnerku (kancymnbi)  |[180 tabnerox (karcys)

MPOJIOHTHPOBAHHOTO
neiicTBHS

10 mr

30 mr

60 mr

100 mr

60 Tabaerox (karcys)
40 TabseTok (Karcyin)
20 tabaerox (karcys)
20 tabaerox (karcys)




200 mr

draxon 50 Mxr/mo3a
2,0 M1 (10 103)

3,2 ma (20 103)

5,0 i (40 103)
dnaxon 100 Mxr/mgosa
2,0 M1 (10 103)

3,2 ma (20 103)

5,0 mit (40 103)
dnaxon 200 Mxr/nosa
2,0 mut (10 mo3)

3,2 mit (20 103)

5,0 mut (40 103)

9. Mopdun TabneTkn
5 MI 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Karmmu s mpuema 4 dmakona
BHYTPb 20 Mr/mit 20 Mt
11. Mopdun PacTBop 11t mprema
BHYTPb (MOHOIO3bI)
2 mr/mvut 5 vt 100 ammyst />
6 mr/vut 5 vt 80 ammryt /3
20 mr/mia 5 Mot 30 amryot /3
12. OxcukonoH + Hamokcon Ta0aeTku
MPOJIOHTHPOBAHHOTO
ENCTBUS
5 Mmr + 2,5 Mr 100 TabneTox
10 Mr + 5 mr 60 TabmeTox
20 mr + 10 mr 40 TabieTok
40 mr + 20 mr 20 TabneTox
13. [TpormmonmndenmmrokcumyTrnunepuuH/Tabnetkn 3amednsie 20 |50 TabaeTok
MT
14. DenTaHmI [TnacTeiph
12,5 mxr/yac 20 TutacTeIpeit
25 Mkr/gac 20 mnacTeIpeit
50 Mkr/gac 10 mnacteipeit
75 Mkr/gac 10 mnacteipeit
100 mkr/4ac 10 mnacteipeit
15. DeHTaHUI Cripeii Ha3aabHBIM

24 ¢nakoHa
12 pnakonos
6 pmakoHOB

12 pnakonos
6 pmakoHOB
3 ¢urakona

12 ¢makonoB
6 pmakoHoB

3 ¢urakona

IIpunooswcenue N 2

K Ilopsaoky nasnauenus

JNIEKAPCNBEHHbBIX npenapamoe,

VMBEPHCOEHHOM) NPUKAZOM

Munucmepcmea 30pagooxpanenus



Poccuiickou ®edepayuu

om 24 nosops 2021 2. N 1094x

Cnpagouno

PEKOMEH/OBAHHBIE K UCIIOJIB3OBAHHUIO
COKPAILIEHUSA ITPU O®POPMJIEHHUU PELIEIITOB

N | Coxkpamienue [TonHoe HanucaHue [TepeBon
n/m

1. ja ana 10, TIOPOBHY

2. lac., acid. acidum KHCIIOTa

3. [aer. aerozolum A3p030J1b

4. lamp. ampulla amITyJia

5. [ag. aqua BOJIA

6. [ag. purif. aqua purificata BOJIa OYHIIICHHAS

7. |ut. butyrum maciio (TBepoe)

8. [caps. capsula Karcysa

9. |comp., Cps compositus (a, um) CITOYKHBIN

10. |D. Da (Detur, Dentur) Beimait (ITycts Beimano, [ycts
Oy/IeT BBIAAHO)

11. D.S. Da, Signa Detur, Signetur Beimait, 0603uaub [Tycts OymeT
BeIIaH0, O003HAYEHO

12. D.td. Da (Dentur) tales doses Beinait (ITycts OyayT BBIIaHBI)
TaKHE JI03bl

13. [dil. dilutus a3BeJICHHBIN

14. Div.inp. aeq. [Divide in partes aequales Pa3nienu Ha paBHBIC YacTH

15. |lemuls. emulsio PMYyIIbCHS

16. |extr. extractum PKCTPAKT, BBITSKKA

17. |in enem. in enemas B MUKPOKJIH3Max

18. |F. Fiat (fiant) [Tycth 0Opa3syercs (00pa3yroTcs)

19. |gran. granulum rpaHyJIbI

20. |ot., gtt gutta, guttae Karuis, Karin

21. |ott. peror. guttae peroralis KAIUTH JIUISI TPHeMa BHYTPh

22. |inf. infusum HacTO!

23. [inamp. in ampullis B aMITyJiax

24. |in tab. in tab(u)lettis B Ta0JIeTKAX

25. [in tab. prolong. |in tab(u)lettis prolongatis B Ta0JIETKAX C MPOJIOHTHPOBAHHBIM
BHICBOOOXKICHUEM

26. [in tab. prolong, (in tab(u)lettis prolongatis obductis B TabneTkax ¢ IPOJOHTHUPOBAHHBIM

obd. BHICBOOOKICHUEM, TTOKPBITHIX

000JI09KOI




27. |in tubul. in tubulis B TIOOMKaxX

28. |[lin. linimentum ITUHUMEHT

29. [lig. liquor PKHJIKOCTD

30. |lot. lotion II0CHOH

31. m. pil. massa pilularum MTIOJIbHAS Macca

32. |membr. bucc. |membranulae buccales [JICHKH 3aIeYHbIC

33. M. Misce, Misceatur Cwmeraii
(ITycte OymeT cMerano)

34.  |mixt. mixtura MHUKCTypa

35. |N. numero YUCIIOM

36. |[ol. oleum Macsio (KUAKOE)

37. |past. pasta macra

38. |pil. pilula, pilulae IFUTEOJTSE, TTIFUTEOJTH

39. |p. aeq. partes aequales paBHBIC YaCTH

40. |ppt., praec. praecipitatus OCaKJICHHBIH

41, |pulv. pulvis MOPOIIOK

42. |q.s. quantum satis CKOJIBKO MOTPEOYeTCs, CKOJIBKO
HAaJ10

43. Ir., rad. radix KOPEHb

44. Rp. Recipe Bosbpmu

45. |Rep. Repete, Repetatur [TosTopu (ITycts OyaeT
[HOBTOPEHO)

46. [rhiz. rhizoma KOPHCBHIIIC

47. |S. Signa, Signetur 0O603Hayb (I[Tycts OyaeT
0003HAYCHO)

48. |sem. semen cemst

49. [simpl. simplex POCTOM

50. [sir. sirupus CHPOII

51. sol. solutio acTBOP

52. [spr. spray cripeit

53. [spr. nas. spray nasale CrIpeil Ha3aJIbHBIN

54. |supp. suppositorium CBeua, CYMIO3UTOPHIt

55. [susp. suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta TabyeTKa

57. [t-ra, tinct. tinctura HacToMKa

58. [tubulis tubulis TIOOMKH

59. STT Systema Therapeutica TpancaepmansHast

Transcutanea TepaneBTrueckas Cucrema
60. [ung. unguentum Masb
61. |vitr. vitrurn CKJISIHKA

IIpunooswcenue N 2

K npuxazy Munucmepcmea 30pasooxpanenus

Poccuiickou @edepayuu

om 24 nosops 2021 2. N 10944



®OPMA PEIENTYPHOT'O BJIAHKA N 107-1/Yy

MMHMCTEPCTBO 3OPaBOOXPAaHEeHUA Kon dopmer o OKY]

Poccurickon demepalumu Kon yupexnmenma no OKIIO

MemnuumMHCcKasa OOKyMeHTalMd

Hammvenosaumve (wTamm) dopma N 107-1/y

MEIMLMHCKOM OPTaHU3aLUN YTBepXkIeHa NPUKAa30M
MYHMCTEPCTBA 3IPaBOOXPAHEHNS
Poccurickon denmepauuu

or 24 nosbps 2021 r. N 1094u

PELEIT
(B3poOCHLlt, OEeTCKUM — HYyXHOE MNOJUEPKHYTH)
o 20 1.
dammnusa, MHMUMAJE MMeHu u orTdecTiBa ([lociemHee — NpM HAJIMUMA)
naluueHTa
JaTa poxIeHMs
daMunusa, UHULMATE MMeHr u oTdecTiBa ([ocjienHee — NpM HAJIMUMK)

neuamero Bpada (denbmmepa, akKymepKn)

py6.- |xon. |Rp-



[lonnomcse
M IIedaThb Jiedallero Bpaua M.II.

(nonnuces desbromepa, axKylepKy)

PenentT melcrTBuTelieH B TedueHme 60 nuett, nmo 1 roma ( )]

(HyXHOE MONUYEPKHYTH) (yxaszars

KOJIMUECTBO IHEN)

ObopoTHasA CTOpPOHAa

OTMeTKa O Has3HaA4YeHUM
JIEKApPCTBEHHOTI'O Ipenapara
10 peleHMn BpadebOHOM KOMMCCUU

[IpuroToBMII [Iporepun OrnycrTui




®OPMA PEIEINTYPHOT'O BJIAHKA N 148-1/y-88

MUHMCTEPCTBO 3APaBOOXPAHEHUS Kon dopmu nmo OKyI 3108805

Poccutickol demepauum MenmuMUMHCKAas IJOKYyMEHTaLUs
dopma N 148-1/y-88

Haumenosanue (mramr) YTBEepXIeHa NIPUKA30M

MEIMUMHCKOM OpTaHu3aLumn MYHVCTEpPCTBA 3IPaBOOXPaHEeHMS
Poccurickon denmepauuu

Hammvenosaumve (wTamn) or 24 unoabps 2021 r. N 1094u

VHIVBUIYAJbHOTO MPEelnpUHMMATEN A

(yxasars ampec, HOMEp ¥ IATy JIMLEH3UM,

HaVMEHOBAHME OpraHa TOCYNAapCTBEHHONM BJIACTH,

BBEIIIABUIETO JIULEHSNIO)

e | L L v UL

PEIEIT v 20 .
(mara odopmneHua-pelenTa)

(B3pochbi, HEeTCKUM - HYXHOE MNONUEPKHYTH)

dammnmsa, MHMLUMAJL MMeHu u orTdecTBa ([locriemHee — NpM HAJMUMA)
naumMeHTa

HDaTa poxmeHMs
Ampec MecTa XuTeJabcTBa WaxM N MeIMUMHCKOM KapTe aMO0yJIaTOPHOTO
nanMeHTa, OoJydanmero MeOUIIMHCKYK IIOMOIBL B aMOyJIaTOPHBIX YCJIOBUSAX

damMmIia, MHULIMAJE MMEHM UM OTUEeCTBAa (nocnenHee - Hnpun HaJTMT{MM)



neuamero Bpada (desbmmepa, akKymepKn)

[lognmce M edaThb Jiedallero Bpaua M.II.
(nonnuces desbromepa, axKyllepKy)

PeuenTt nmemcrBuUTesIeH B TedueHue 15 nuen

ObopoTHasa CTOpPOHAa

OrMeTka O Ha3HAUEeHUU
JIeKapCTBEHHOT'O IIpelaparTa
[0 PemeHrin BpauyebHOM KOMMCCUM

[IpuTroTOBMII [TpoBepMIt OTnycTuil

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

MMHMCTEPCTBO 3OPaBOOXPAaHEeHUA YTBEPXIOIEHA
Poccumckon demepaumum MECTO IJIA npMUkasoM MyHMUCTepCTBa
MTPUXKOIA <*> 3IPaBOOXPaHeHnd

Poccumckom denmepaumu
or 24 uosbpa 2021 r.
N 1094u



Tamr

Konm MemmMumMHCKOM OpTraHM3aluu

Tamr

Kon mMHOMBUIOYAJBLHOTO IIpeninprHMaTeJld

Konm dopmuer mo OKYI 3108805

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

Kon Koxn cTOouHUK GUHAHCUMPOBAHMUA: [ OrJIaTH:
KaTeTropun HozosoTuuecko |(MOmUepKHYTH) (nonuepkuyTh)
Tpaxmnan dopmer (o MKB)
1. denmepanbuet GooXeT 1. Becnmnaruo
2. BomxeT cybmekTa 2. 50%

Poccurickon denmepauuu

3. MyHuUMOasabHEDT OomxeT |3. mHOM %

PELIEIT Cepus N IaTa ObOPMIIEHMS - 20 r.

damMmiiva, MHUMLUMAJE MMEHM M OTUEeCTBAa (nocnenHee -
npm HaﬂMQMM) IIanumMeHTa HarTa POXIOEHNA




CHIJIC

N nosmca
obsa3aTeJqILHOTO
Me OMILMHCKOT'O
CTpaxoBaHUA:

HoMep MeIMLMHCKOM KapTh MNalMeHTa, NOJydanlero MeOMUMHCKYK [IOMOUb B
aMOyJIaTOPHEIX YCJIOBUAX
daMunusa, UHULMATE MMeHu u oTdecTiBa ([ocjienHee — NpuU HAJIMUMK)
neuamero Bpaua (desbmmepa, aKymepKn)

Py6. Kor. e
I o
S ] e | =

[lognmce M IIedaThb Jiedallero Bpaua M.II.

(nonnuces denbromepa, axKylepKy)

PeuenTt nercreuTeseH B TeueHue 15 nuemt, 30 mueit, 90 nmuen
(HyXHOE MONUYEPKHYTH)

———————— (BanosHgeTCca CneurajaMCcTOM AalTeuHOM OPTaHM3alMU) ——————=—-—

OTNylWEeHO IO PpeLenNTy: ToproBoOe HaMMEHOBAHUE
I ODO3UPOBKA-:

HaTra ornycka: " " 20 r. |[KommuecTBO:

[[PMTOTOBWJI: [[pOoBEePMII - OrnycTuii:

(uHua oTpeBa)

Kopelok pelLelNTypHOI'O OJlaHKa Crioco® NpMMEHEeHUS:
HarMeHOBaHMUE [IPpOOOIIXUTEJIBHOCTD oHen
JIeKapCTBEHHOT'O IpernaparTa.:




O3MpPOBKaA -

KoJIMuecTBO NPMEMOB B IEHb: pas
Ha 1 npuewm: en.

OBopoTHas CTOPOHA

10 peleHMn BpadedOHOM KOMMCCUU

OTMeTKa O Ha3HAuUeHUMu
JIEKAPCTBEHHOI'O IIpelriaparTa

[IpuroToBMII

[Iporepmi

OTnyCcTui

<*> B cJayuae

M3TOTOBJIECHUA penernTypHoro OJlaHKa C MCIOJIb30BAaHUEM
KOMITBIOTEPHBIX TEeXHOJIOT' UM -

IIpunooscenue N 3

K npukazy Munucmepcmea 30pagooxpaHenus

Poccuiickou @edepayuu

om 24 nosops 2021 2. N 10941

HOPAJOK O®POPMJIEHUSA PELIEIITYPHbBIX BJIAHKOB
HA JIEKAPCTBEHHBIE IIPEITAPATDI, UX YYETA U
XPAHEHUA

. Odopmitenne penenrta Ha OyMaKHOM HOCHTEIe

1. Ha peuentypusix Gmankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YTy MPOCTABISETCS MITaMIT MEIUIIMHCKOM OpPTaHU3alluy ¢ YKa3aHHEM ee HauMEHOBAHUs, ajpeca U
TeseOHa ¢ IaTOM BRIMUCKH (1aToi opopMiIeHHs) perenTa Ha JICKapCTBEHHBIN perapar.

JIOTIONMHUTENILHO Ha peuentypHoM OnaHke (GOpMBI

N 148-1/y-04(;1) npocraBiseTcss KOJ

MEIUITHHCKOM opraHuzaliii B COOTBCTCTBHU C OCHOBHBIM rocy1apCTBEHHBIM PCTUCTPALMOHHBIM



Homepowm (masee - OI'PH).

Cepust penentyproro Onanka (opmer N 148-1/y-04(;1) Briouyaer koj cyObekta Poccuiickoit
denepanuu, COOTBETCTBYIOMIMKA JBYM TmepBbIM Huppam OOmEepoccHiickoro KiaccupukaTopa
00BEKTOB aJIMHUHUCTPATUBHO-TeppuTopHaibHoro nenenus (nanee - OKATO).

Paspemaercst usroraBnuBarhk perentypsbeie omanku popmbl N 107-1/y u popmer N 148-1/y-04(xn) ¢
MOMOIIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penientypubie  Onanku  opmer  ¢opmbr N 148-1/y-88  m3rotaBiMBaIOTCS UCKIIOYUTEIBHO
TUTIOTPA(CKUM CITOCOOOM.

2. Ha penentypHeix OnaHkaX, OG(OPMISIEMBIX WHAMBHAYAJIbHBIMH TPEINPUHUMATEISIMHY,
UMEIOIIMMH JIMIICH3UI0 Ha MEIUIIMHCKYIO JIESTeIbHOCTh, B BEPXHEM JIEBOM YIIIy THUIOTPACKUM
croco0OM WJIM TYTEM MPOCTABJICHUS IITaMIa JODKEH OBITh YKa3aH aApec WHIUBHAYAJIbHOTO
MpeANnpuHUMATENsl, HOMEp M JaTa JIMIEH3UM, HAaMMEHOBAHHME OpraHa TOCyJapCTBEHHOH BIACTH,
BBIJABILIETO JINLEH3HIO.

3. Penenrtypubie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) 3amomHsAIOTCS
MEUIIMHCKIM Pa0OTHHKOM YEPHHUIIAMHE HJIH IAPUKOBOM PYUKOIA.

4. Jlomyckaercsi oopMIIEHHE BCEX PEKBU3UTOB (3a MCKIOYCHHEM pekBu3uTa "Tloamuch jedariero
Bpaya (Moamuch Qenpamepa, aKyniepku') penentypHsix OmaHkoB ¢opmber Gopmer N 107-1/y,
dopmbr N 148-1/y-88 u hopmer N 148-1/y-04(1) ¢ ucmonb30BaHUEM TI€YATAIOIIUX YCTPOHCTB.

5. Odopmienne penentypHbix OnankoB ¢opmer N 148-1/y-04(;m) Briarouaer 1mdpoBoe
KOJIMPOBaHHE.

[udpoBoe KOTUPOBaHUE YKA3aHHBIX PELENTYPHBIX OJIAHKOB BKIIIOYACT:

1) xon memuiuHckoi opranuzanmu (OIPH) wiu xox WMHAMBHIYANIbHOTO MPEIIPUHHMATENS B
COOTBETCTBUU C OCHOBHBIM TOCYAApCTBEHHBIM PErUCTPALMOHHBIM HOMEPOM HHJMBHUIYaJIbHOTO
npeanpuanmarenst (manee - OI'PHUII), npocraBisemMblii TPH HM3TOTOBJICHHH PELEHTYPHBIX
OJIAaHKOB;

2) KOJ KATeropuu Tpa)<laH, HUMCIONMX MPAaBO HA MOJYYCHHUE JIEKAPCTBCHHBIX IPEIapaToB B
COOTBETCTBUM cO cTaThedl 6.1 dDenmepanpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rOCYJapCTBEHHOMN coUaibHON momoniu” <1>, 1 KoJ HO30J0rH4ecKoi GopMbl 0 MexayHapoHOH
CTaTUCTUYECKOM Kiaccudukanmu Ooie3Hed W mpoOieM, CBs3aHHBIX co 3aopoBbeM (10-it
nepecmoTp) (manmee - MKB), 3amonHsemMble JIeqaniM BpadyoM ITyTEM 3aHECEHHUS KakKIOW IU(PHI B
MYCThIE STYEHKH, IPU 3TOM TOUKA MTPOCTABIISIETCS B OTJICTLHOMN STUEHKE;

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

3) ormetrky 00 ucrtounuke ¢unancupoBanus (denepanpHbiii OropreT [1], OmKeT cyOBekTa
Poccuiickoit ®enepauuu [2], MyHunmnanbHbii Oromker [3]) W OpoOIEHTE OIUIATHI perenTta
(6ecrutarno [1], 50% [2], unoii % [3]);

4) WTpUX-KOA - JOMOJHUTEIbHBIN PEeKBU3UT (B CIy4ae W3rOTOBJICHUS HA TEPPUTOPUHU CYOBEKTa
Poccuiickoit @enepanuu perentypHoro OaHKa ¢ UCIOJIb30BAHHEM KOMITBIOTEPHBIX TEXHOJIOTHIA).



6. B penenrypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B rpade "damunus,
WHHUIMAIBI UMCHH M OoTdecTBa (MOCieNHee - MPU HaJIWYWH) TalueHTa’ yKasplBatoTCs (hamuims,
WHHUIIMAIB HMEHH M 0TYeCTBa (TMOCIe/IHEE - TIPY HAIMYHMH) [AI[HEHTA.

7. B penenrtypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "JlaTa
poXxJIeHHs" YKa3bIBACTCS JIaTa POXKICHHS ManueHTa (YUcio, MecsIl, TO/).

JlononHuTENBHO B perientypHbix Omankax ¢gopmber N 148-1/y-88 u ¢popmsr N 107-1/y mns nereit B
Bo3pacte 10 1 roga B rpade "/laTa poxaeHus" yKa3pIBaeTCsl KOJIMYECTBO MOJHBIX MECSIIEB.

8. B peuentypueix Onankax ¢opmbl N 148-1/y-04(n) B rpadax "CHUIIC" u "N mnosuca
00513aTENTPHOT0 MEAMIIMHCKOTO CTPaxXxOBaHUS' YKa3bIBAIOTCS CTPAXOBOH HOMEp HHIMBHIYaTbHOTO
JMIEBOro cyera rpaxmanuHa B I[lencwmonnom ¢onme Poccuiickoit ®enepanmu (CHUIIC) (npu
HAJIMYKMK) U HOMEp ToJKca 0053aTeIbHOT0 MEUIIMHCKOTO CTPAaXOBAHHSI.

9. B penentypubix O0mankax Gopmbel N 148-1/y-88 B rpade "Anpec mecrta )KUTEIbCTBA WM HOMEP
MEIMIIMHCKON KapThl TMAlUEeHTa, IOJYYarollero MEIWIMHCKYI0 TIOMOINb B aMOYJIaTOPHBIX
ycioBusx", yKa3bIBaeTCsl TOYTOBBIM aJpec MecTa KHUTelbcTBa (MecTa mpeObIBaHUS WM MecTa
(baKTHUECKOTO MPOKUBAHUS) MMAIHEHTA MM HOMEp MEIUIIMHCKON KapThl MAI[HEHTA, MOJYYaroIIero
MEIUIIHCKYIO TIOMOIIb B aMOyJIaTOPHBIX YCIOBHAX <2>.

<2> [lpuka3 MunucrepcTBa 3apaBooxpaneHusi Poccuiickoit @enepanun ot 15 gexadbps 2014 r. N
834H "O06 yTBepx)acHNN YHUPHUITMPOBAHHBIX (OPM MEIUIIMHCKON TOKYMEHTAINH, UCTIOIb3YEMBIX B
MEIUIHCKAX OPTaHU3AIMSIX, OKA3bIBAIOIINX MEIUIIMHCKYIO MOMOIIb B aMOYITaTOPHBIX YCIOBUSX, U
nopsiakoB 1o ux 3amonHeHuio” (mamee - Ilpukaz N 834n) (3apeructpupoBan MHHHCTEPCTBOM
foctuuu  Poccuiickoit Penepanmun 20 despans 2015 r., peructparmonnsiii N 36160) c
M3MEHEHUsIMHU, BHECEHHBIMU MpUKazamMu MuHHcTepcTBa 3/ipaBooxpaneHus: Poccuiickoit @enepanuu
ot 9 stuBapst 2018 r. N 2 (3apeructpupoBan MunuctepcTBOM roctuiu Poccuiickoit @enepanun 4
anpens 2018 r., perucrpammonnsiii N 50614), ot 2 nosiOps 2020 r. N 1186n (3apeructpupoBan
MunuctepctBoMm roctuiuu Poccuiickoit ®@enepanuu 27 HosOps 2020 1., peructparuonHbiii N
61121).

VYkazaHue u aapeca MecTa XKUTEJIbCTBA U HOMEpa MEIMLMHCKONW KapThl MALlMEHTA, MOJYYarollero
MEIMIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIOBUAX, HE ABISIETCS OIINOKOM.

B peuentypusix 6nankax Gopmer N 148-1/y-04(x) B rpade "Homep MeTUIIMHCKOM KapThl MAIUCHTA,
MOJIYYalOIIero MEIUIMHCKYI0 TIOMOLIb B aMOYJaTOPHBIX YCIOBUSIX' — yKa3bIBae€TCs HOMEpP
MEIUIMHCKON KapThl NAlMEHTA, MOJYyYaIOIIEero MEAUIIMHCKYIO TOMOILb B aMOyJIATOPHBIX YCIOBUSAX
<3>,

<3> [Ipuka3z N 834H.

10. B rpade "damuiusi, MHUIHATB IMEHH U 0TYeCTBa ([IOCJIeIHEE - IPH HAIMYHH) JICUAIero Bpaya
(benpmmepa, akymepku)' peuentypHsix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(:n) yka3pIBAIOTCS MOJHOCTHIO (DaMUIIKs, MHUIMATBI KMEHH, OTYeCTBa (IIOCIEIHEE - MPH
HAJIMYMHU) MEJUIUHCKOTO paOOTHUKA, HA3HAYMBIIETO JICKAPCTBEHHbBIC Mpenaparsl U 0(OPMHBIICTO



perenT.

11. B rpade "Rp" peuentypusix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
yKa3bIBaeTCA:

1) HanMeHOBaHKE JICKAPCTBEHHOTO Tpernapara (MeX yHapOoIHOe HEMATCeHTOBAHHOE HAaMMEHOBAHUE,
IPYINIUPOBOYHOE MM XUMHUYECKOe HAMMEHOBAHKE, TOPrOBOC HAMMEHOBAHUE) HA JIATUHCKOM SI3bIKE
WIM Ha PYCCKOM si3bIke, (hopMa BBIMYCKA, TO3MPOBKA, KOJMYECTBO (yKa3bIBaeTCs MPOIMHUCHIO HA
peuentypaom Onanke Gopmer N 107/y-HIT);

2) cnoco0 MpUMEHEHHs JICKAPCTBEHHOTO Mpenapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoii
®denepanuu UM Ha TocyaapcTBeHHOM si3bike Poccuiickoit denepannu U rocy1apcTBEHHOM SA3bIKE
pecnyOIMK U MHBIX s3bIKax HapoaoB Poccuiickoii Denepannn <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit @eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccwuiickoit ®Demepanuu” (mamee - 3akom N 1807-1). (BemomocTtn chesna
Haponubeix aemyratoB PCOCP u BepxosHoro Cosera PCDOCP, 1991, N 50, ct. 1740; CoGpanue
3akoHOaaTesbeTBa Poccuiickoit deneparmu, 1998, N 31, ct. 3804).

13. IIpu odopmieHNH pEeENTYPHBIX OJIAHKOB 3alperiaeTcs OrPaHNIUBATHCS OOITUMHU YKa3aHUSIMH,
Hanpumep, "'Buytpennee”, "U3BecTHO".

B snekmponnom 0oKymenme Hymepayus RyHKno6 cOOMeEen cmeyem opuyuaibHomy
UCMOYHUKY.

14. Penent, odopmieHHbII Ha penentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(x), moanuchIBacTCS MEIUIIMHCKAM PAOOTHUKOM U 3aBEPSETCS €ro Mevarhio.

Perierit, opopmiennsiii Ha perentypaom Omanke Gopmer N 148-1/y-88 u dpopmer N 148-1/y-04(1),
JIOTIOTHUTEINIBHO 3aBEPSETCS MeYaThio MEAUITMHCKOM opranu3anuu 11 penentos”.

Jlns penenita, opopmiieHHOTO Ha peuentypHoM Onanke Gopmbl N 107-1/y, nanuuue mevatu " Jlns
peuenToB” He SABISETCS 005S3aTEIbHBIM.

15. Ha oxnom penentypaom Oaanke Gopmer N 148-1/y-88 u dhopmer N 148-1/y-04(n) paspemaetcs
OCYIIECTBISITh HA3HAYCHHE TOJIBKO OJJHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mperapara.

Ha omnom penentypuom Omanke ¢opmbr N 107-1/y paspemraercs OCyIIECTBJIATh Ha3HAYEHHUE
TOJBKO OJIHOTO HAaWMEHOBAaHMS JIEKAPCTBEHHOIo mpemnapara, oTHocsamerocss mo ATX «k
aatuncuxoruueckum cpeactBam (kox N 05A), ankcuonmtukam (kog N 05B), cHOTBOpHBIM H
cematuBHbIM cpenctBaM (koxg N 05C), amtumenpeccantam (kox N 06A) um He mojiexkamiero
[PEIMETHO-KOJIMIECTBEHHOMY YUETy, M 10 TPEX HAWMEHOBAHHIA JICKAPCTBEHHBIX MPEMapaToB - IS
MHBIX JICKAPCTBEHHBIX MPEIapaToB, HE OTHECCHHBIX K BhIleyKazaHHbIM ATX.

16. UcnpaBneHust B periente He TOMYCKAIOTCS.

17. Tlpu odopmiennu perentypHbix OnankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) na
JICKAPCTBEHHBIC TMpEMaparhl, Ha3HAYCHHBIC [0 PELICHUI0 BpavueOHON KOMECCHH, Ha 000poTe
peLenTypHOro OJlaHKa CTABUTCS CIeIUAIbHAsS OTMETKA (IITaMII).

18. Ha penenrryprom Giianke Gopmbr N 148-1/y-04(1) BHH3Y MMeEETCSI TMHUS OTPBIBA, Pa3IeIIromiast
peLenTYpHBIN GJIaHK U KOPEIIIOK.



Kopemok ot penenra, oOpMIEHHOTO0 Ha YKa3aHHOM pEIENTYpHOM OJIaHKe, BBIJACTCS MAIlUEHTY
(ero 3aKOHHOMY TpPEJICTABHTENI0) B alTCYHOW OpraHM3allid, HAa KOPEIUIKE JENaeTcss OTMETKa O
HAaMEHOBAaHUH JIEKAPCTBEHHOTO MpemnapaTa, J03UpOBKe, KOJIUYECTBE, CIIOCO0E MPUMEHEHHUS.

1. Odopmiienue penenta B (popMe 3JI€KTPOHHOIO TOKYMEHTA

19. Penent B opme 3JIEKTPOHHOTO JOKYMEHTA, MOIMHCAHHOTO YCHJICHHOW KBaJIH(UIIUPOBAHHOM
AJIEKTPOHHOU MOJMHUCHI0, POPMHUPYETCS METUIIMHCKHUM PAOOTHUKOM, CBEJICHHUSI O KOTOPOM BHECECHBI
B (eaepanbHbIil PErUCTP MEAMIMHCKAX PAOOTHHKOB <5>, a TakkKe MPHU YCIOBUH PETUCTPALUU
MEIMIIMHCKON OpraHu3alui, B KOTOpoil odopmisieTcs perent, B (eaepalbHOM peecTpe
MEAMIMHCKUX OpraHu3anuii <6> eInHON rocyaapCTBEeHHON MH(GOPMAIMOHHON cHUCTEMBI B cdepe
3IpaBOOXPAHEHUs M TMOAKIIOUEHHMS TaKOW MEIUUHMHCKOM OpraHu3alMid K TOCYJapCTBEHHOU
nHPOPMAIIMOHHOM cucTeme B cepe 3apaBooxpaHenus cyorekta Poccuiickoit enepanmm <7>.

<5> Yacte 4 crateu 91.1 ®denepanphoro 3akona N 323-03 (CobOpanue 3aKOHOMATEIHCTBA
Poccuiickoit @enepannu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crateu 91.1 ®enepanphHoro 3akoHa N 323-03 (CoOpaHue 3aKOHOAATEIILCTBA
Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Cratpu 91 u 91.1 ®enepansroro 3akona N 323-D3 (Cobpanue 3akoHOIaTENBCTBA POCCHIICKO#M
®deneparmu, 2011, N 48, ct. 6724).

20. TIpu opopmnennn perenita B opMe JIEKTPOHHOTO TOKYMEHTa Ha JIEKapCTBEHHBIC TPETapaThl,
yka3aHHble B myHKTax 9 u 11 IMopsinka HasHaYeHHs JIEKaPCTBEHHBIX IPENapaToB, YTBEPKIACHHOTO
HACTOSIIUM TIPUKA30M, M OTIIyCKaeMble 3a TIOJIHYI0 CTOMMOCTbB, 3allOJIHSIOTCS CIEIyIoIue
PEKBU3UTEHI:

1) xom cyoOwekra Poccmiickoit ®emeparmun no OKATO, ompeaenstonuii rocyaapCTBEHHYIO
MH(OPMAITMOHHYIO CHUCTEeMY B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit ®Denepanuu, B
KOTOpPO# chopMUPOBaH pelenT B (hopMe SJISKTPOHHOTO JOKYMEHTA;

2) HanMCHOBAHUC MCHHHHHCKOﬁ OopraHusanuvy, aapec, TCHG(I)OH Ui (baMI/IJ'II/ISI, HMHHIIKMaJIbl HMCHH U
OT4YCCTBA (HOCJ’IGI[HCG - I[Ipu HaJ'II/I‘-II/II/I) HHIUBUAYAJIBHOI'O MPCATIPUHUMATECIIA, UMCIOIICTO JIMICH3UTO
Ha MCIUMLIMHCKYIO ACATCIbHOCTD, €TI0 aJpec,

3) OI'PH ropuanyeckoro jmna (Meauiuackoil opranuzarmu) win OTPHUIl wHIuBHIyaIbHOTO
[peIPUHUMATEIS

4) nata opopmieHus perenra (yKa3slBaeTCs IHCIIO0, MECSII, TOJ);

5) nmata okoHuaHHUs JeicTBHS perenrta (GopMHpyeTcs ToCyAapCTBEHHONM HH(DOPMAIMOHHON
cUCTeMOi B cdepe 3apaBooxXpaHeHus cyObekTa Poccuiickoit demepanuu B COOTBETCTBHUH CO
cpokamu jeiictBus perientoB. 15 aueit, 30 gueit, 60 aueit, 90 nuei, 1o 1 roxa);

6) yHuKanbHBIH HOMEp perenTta (GopMHUPYETCsl TOCYIapCTBEHHOW MH()OPMAIIMOHHOW CHCTEMOM B
chepe 3mpaBooxpaHeHus cyOwbekra Poccmiickoit @expepanmu u oOecrieuwBaeT OJHO3HAYHYIO
uaeHTUUKAHIO perenta B popme 3JeKTpoHHOTo JokyMeHTa B couetanuu ¢ OKATO, OT'PH wnm
OT'PHUII);



7) ormetku "Cito" (cpouno) mam "statim" (HememieHHO) TpH HEOOXOAUMOCTH CPOYHOTO HIIH
HEMEUICHHOTO OTITYCKa JICKapCTBEHHOTO MPErapaTa MalueHTy;

8) anmpec marmenTa (yka3bIBaeTCs MOYTOBBIA aJpeC MECTa KHUTENbCTBA (MecTa MpeObIBAHUS HIIH
MecTa (DAKTHYECKOrO MPOKUBAHMS) C YKa3aHUEM WHJICKCA, HAMMEHOBAHHS Kpas, o0iacTy,
pecnyOiaMKH, aBTOHOMHOTO OKpyra W MHoro cyobekrta Poccuiickoii denepanuu, HaMMEHOBAHUS
HACEJICHHOI'O MyHKTa, HAaMMEHOBaHUs YIHIbI (IPOCIEKTa, Mepeylika, mpoes3za), Homepa noma (c
yKa3aHHUEM KOpITyca, IIPU HAJHYNK), HOMepa KBapTHPHI);

9) HOMep DJCKTPOHHOH MEIUIMHCKOM KapThl MAI[MEHTa B TOCYJAapPCTBEHHOM HH(OPMAIMOHHOM
cucTeme B cdepe 3apaBooxpaneHus cyorekra Poccuiickoit ®eneparumy;

10) dpamusus, uMst, otaecTBO (MOCIEHEE - PH HAIWYHHN) MMAIIHEHTA MTOJTHOCTHIO;

11) para poxaeHuss nanueHTa (yKasbIBaeTCs 4YHCIIO, MeCsl, ron), Juii jaered go 1 roxaa
JIOTIOTHUTENIBHO YKa3bIBAETCS KOJIMYECTBO MOJHBIX MECAILIEB;

12) dbamumus, MHUIIHAIIBI KMEHH U OTYeCTBa (IIOCIIEAHEE - TPU HAIMYNHN) MEAUIIMHCKOTO pabOTHHKA
MOJTHOCTEIO;

13) HauMeHOBaHWE  JIEKAPCTBEHHOro  mpemapata  (MEXIYHApOJAHOE  HEMAaTCHTOBAHHOE
HAaMMCHOBaHHUE, TPYMIIUPOBOYHOC WIIM XHMHUYECKOE HAWMEHOBaHHE, TOPTOBOC HAMMEHOBAaHHE),
I03UPOBKa, (hopMa BBITyCKa, KOJHUECTBO (BCE MO3MIIUK YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) crnoco6 mpuMEHEeHHs JIEKapCTBEHHOro Iperapara Ha TOCyIapCTBEHHOM si3bike Poccuiickoii
denepauuu WIK Ha TOCyJapcTBEHHOM s3blke Poccuiickoit denepannu U rocy1apCTBEHHOM SA3BIKE
peciyONuK U MHBIX s3bIKax HapooB Poccuiickoii @enepannu <8>;

<8> Yactp 1 crarteu 15 3akona N 1807-1 (Bemomoctu cwe3na HapomaHbix genyratoB PCOCP wu
BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanne 3akoHOAaTenbcTBa Poccuiickoit
deneparmu, 1998, N 31, ct. 3804).

15) 1OKyMeHT, TMOATBEPXIAIONIMI Ha3HAUYECHHE JIEKAPCTBECHHOIO IIperapara IO PEHICHHIO
BpaucOHON KOMUCCUHU MEAMIIMHCKOW OpraHu3alluy;

16) oTrmerka O Ha3HAYCHHWH JIEKAPCTBEHHOTO TMperapara IO PEHICHHI0 BpadyeOHOW KOMHCCHH
MEJUIMHCKOM OpraHM3alii B CIy4asX, yKasaHHbIX B a03ame BTopoMm myHKTa 6 Ilopsaka
Ha3HAYCHHMS JIEKAPCTBEHHBIX MPENapaToOB, YTBEPKICHHOTO HACTOSIIIUM IIPHKA30M;

17) ormeTKka O crelHMaibHOM Ha3HAYEHHWHU JIEKAPCTBEHHOTO mpemnapara (3amojHseTCs B CiIydasx,
yKa3aHHBIX B TyHKTaxX 15 u 24 Ilopsiaka Ha3HaYeHUS JIEKAPCTBEHHBIX MPETapaToB, YTBEPKIECHHOTO
HACTOSIIIIAM MTPHUKA30M);

18) OTMCTKA O CIICHUAJIBHOM HA3HAYCHHUHU JICKAPCTBCHHOI'O IIpCIiapaTa MaluCHTY C 3360J’I€BaHI/IeM,
Tp€6y1-OH_II/IM AJIUTCIIBHOTO KYPCOBOI'O JICUCHHA (SaHOJ'IHHGTCSI B CJIy4dac, YKa3aHHOM B IIYHKTC 23
Hop;mKa Ha3sHA4UYCHHA JICKAPCTBCHHLIX IMPEMIapaToB, YTBCPKACHHOI'O HACTOAIIUM HpI/IKaSOM) C
MPOCTABJICHUEM NIEPUOJUIHOCTH OTIIYCKA JICKAPCTBCHHOI'O IIpenapara,

19) npu odopmiieHnn penenta B GpopMe MEKTPOHHOTO JOKYMEHTA Ha JICKAPCTBCHHBIC TPENaparhl,
yKa3zaHHble B moanyHkTax 2 - 5 mynkrta 9 u mynkrte 11 Ilopsnka Ha3HaueHUs JEKapCTBEHHBIX
MpenaparoB, YTBEPKJACHHOTO HACTOSAUIUM MPUKA30M, TPaXAaHaM, UMEIOLIMM MPaBO Ha OeCIIaTHOE



MIOJIyYE€HHE JIEKAPCTBEHHBIX MIPENApaToOB WIM MOIYYEHHUE JIEKAPCTBEHHBIX MPENApaTOB CO CKUIKOM,
3aIOJIHAIOTCS PEKBU3UTHI, MIPEyCMOTPEHHbIE MOAMyHKTaMu 1 - 18 Hacrosimero myHkra, a Takxke
CJIEIyIOLINE PEKBU3UTHI:

a) KaTreropus TrpaxKJaH, HUMCIOUIMX [PAaBO Ha IMOJYYCHHUE JICKAPCTBEHHBIX MpPENapaToB B
COOTBeTCTBUU cO craTheir 6.1 DenmepanmpHoro 3akonHa ot 17 wmroms 1999 r. N 178-®3 "O
rOCyJapCTBEHHOU COIMaNbHON momotu" <9>;

<9> CoOpanue 3akoHomarenbcTBa Poccuiickoit deneparmu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko1 HO30JOTHYecKOl Gopmbl o MKB;

B) ucTouHHMK (uHancupoBanus (1 - demepanbHbii Or0KET, 2 - OIOKET CyObekTa Poccuiickoit
denepanyu, 3 - MyHUIUIIAIBHBINA OI0DKET);

r) pasmep ormiatsl (1 - 6ecruratHo, 2 - 50%, 3 - unoit %);

1) CTPaxOBOM HOMEpP HMHIMBHIYaJbHOTO JIMIEBOrO cueTa rpaxaaHuHa B I[leHcrnoHHOM (HoHIE
Poccuiickoit ®enepannu (npu Hammuun) (CHUIIC);

€) HoMep noJrca 00s3aTebHOr0 MEAUIIMHCKOTO CTPaXOBaHHUSI.

21. Tlpu mpocTaBieHUHM OTMETKH, YKa3aHHOH B moamyHKkTe 16 mynkTta 20 Hactosimero Ilopsika,
peuent B (opMe DIIEKTPOHHOTO JIOKYMEHTAa TOMKMCHIBACTCS YCHWJICHHOW KBAIM(MUIIMPOBAHHOU
AJNIEKTPOHHOW TOAMKCHIO TpEACenaTeNsi WIM CeKpeTapss BpaueOHOW KOMHCCHHM MEIUIIMHCKON
OpraHu3allii, TpPHU MPOCTABICHHHM OTMETOK, YKa3aHHbIX B moamyHktax 17 w 18 mnynkra 20
Hactosimiero [lopsinka, - YCHJICHHBIMH KBaJTU(PUIIMPOBAHHBIMU DJIEKTPOHHBIMH  IMTOAMUCIMU
COOTBETCTBYIOIIMX MEIUIUHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHWIO TAIMEHTAa WJIM €ro 3aKOHHOTO MpPEJICTaBUTENS O(OpPMIISETCS SK3EMILIIP
pernenta B (opMe SJIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HoOcuTele ¢ oTMeTkoi 'JlyOmukar
3JIEKTPOHHOTO JIOKYMEHTa".

I11. YueT penenTypHbBIX 0J1aHKOB (32 HCKJIIOYEHHEM pelenTyPHBIX
oaankoB o popme N 107/y-HII ""CnennanbHbIi penenTypHbIii
0aaHK'")

23. Yuyer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 um N 148-1/y-04(n),
M3rOTAaBIMBAEMBIX TUIIOIPAPCKUM CIOCOOOM (Iaee - perenTypHble OJaHKH, MOICKAIINE YUETY),
OCYIIECTBISIETCA B JKYpHaJlax yd4eTa, MPOHYMEPOBAHHBIX, IPOMIHYPOBAHHBIX W CKPEIJICHHBIX

oAU CBIO PYKOBOAUTEIIA )41 ncyaTbro MGIIHHHHCKOﬁ OopraHu3alvu NI IIOAIINCBIO
HHIAWBUAYAJBbHOTO MPEAIIPUHUMATEIIA, UMCIOIICTO JIULCH3NIO HA MEIUIUHCKYIO ACATCIIBHOCTD.

24. Kypuan yueta peuentypusix 6ankoB Gopmsr N 107-1/y comgepxut cienyromire rpadsor:
1) HoMep 110 TOPSIKY;

2) B paznene "Tlpuxox'™



a) J1laTa perucTpaluy J0KyMEeHTa, MOATBEPKIAFOIIETO MTOCTYIICHHE;
0) HOMep U JaTa TOKYMEHTA, MOATBEPKIAIOIIEero NOCTYIUICHHE, HAUMEHOBAaHHE MIOCTABIIUKA,
B) 00I1Iee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

F) (baMI/IJ'II/ISI, HMHHUIKMaJIbl HMCHHU U OTYCCTBA (HOCJ’ICI[HCC - [Ipu HaJ'II/I‘-II/II/I) " IIoA1IMCh OTBETCTBCHHOI'O
MCAUIIMHCKOI'O pa6OTHI/IKa, MNOJYyYUBIICTO PCUCIITYPHBIC OJaHKH OT MMOCTAaBIIIMKa,

3) B pazzene "Pacxon™:
a) Iara BBIJa4d PEIENTYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

B) (damuius, WHUNKAIBI UMEHH W OTdecTBa (IOCIEIHEE - NPU HAIWYUH) OTBETCTBEHHOTO
MEIMIIMHCKOTO paOOTHHUKA, MTOJIYYHUBIIETO peLlenTypHbIe OJIaHKH,

r) MOJIKICh OTBETCTBEHHOTO MEIUIIMHCKOTO PabOTHHUKA, TIOYYUBIIIETO PEIETYPHbIC ONaHKH;

4) (baMI/IJ'II/ISI, HMHHUIKAJIbl UMCHH M OTYCCTBA (HOCJ'IC,I[Hee - [Ipu HaJ'II/I‘II/II/I) " IIoAIMCh OTBETCTBCHHOI'O
MCAULIMHCKOI'O pa6OTHI/IKa, BbIAABHICTO PEUCIITYPHBIC 6J'IaHKI/I;

5) ocTaTok penenTypHbIX OJTaHKOB.

25. XKypuan ydera penentypHeix OnankoB ¢opm N 148-1/y-88 u N 148-1/y-04(n1) comepkut
cienyromue rpadser:

1) HOMep 1O MOPSIIKY;

2) B pazueie "Tlpuxox'™

a) JlaTa pErucTpaluy JOKYMEHTA, MOATBEPKIAFOIETO MTOCTYIICHHE,

6) HOMep ¥ JaTa JJOKYMEHTa, TIOATBEPXKIAIOIIETr0 MOCTYIUICHHE, HAMMEHOBAHHE ITOCTABIIUKA;
B) 001I[ee KOJIMYECTBO MOCTYMUBIIMX PEIENTYPHBIX OJIaHKOB,;

I) CepUU U HOMEPA PEIENTYPHBIX OJaHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB 110 CEPHSM;

e) (baMI/IJ'II/IH, HMHHIaJdbl HMCHHU U OTYCCTBA (nocne,uHee - I[IpH HaJ'II/I‘-II/II/I) " IIOoAIMCh OTBETCTBCHHOI'O
MCAUIIMHCKOI'O pa6OTHI/IKa, MNOJYyYHUBIICTO PCUCIITYPHBIC OJaHKH OT MOCTAaBIIIMKa,

3) B pasnene "Pacxon™:

a) JaTa BBIJa4M PEIENTYPHBIX OJIAHKOB;

0) cepuy U HOMEpPA BBIIAHHBIX PELENTYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJAHHBIX PEIENTYPHBIX OJaHKOB;

r) ¢aMunus, WHAIHAJIBI MMEHH M OT4ecTBa (MOCICOHEE - NPH HAIWYUH) OTBETCTBEHHOT'O
MEIMIIMHCKOTO paOOTHHUKA, MTOJYYHUBIIEr0 pelenTypHbIe OJIaHKH,

,Il) IoANMKUCh OTBETCTBCHHOI'O MCIUITMHCKOI'O pa6OTHI/IKa, MNOJTYYHUBIICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) paMunusi, THAIATBI IMCHU M OTYecTBa (MIOCICIHEE - IPU HAIWYHHU) U TIOIIKCh OTBETCTBEHHOTO
MEIMIIMHCKOTO paOOTHUKA, BBIJABILIETO PELENTypHbIE OJIaHKH,



5) ocTaTok penenTypHbIX OJTaHKOB.

26. Yder penentoB, OQOPMIICHHBIX B (OpME 3JIEKTPOHHOTO IOKYMEHTA, OCYIIECTBIICTCS B
rOCyJapCTBEHHOW MH(OPMAIMOHHON cucteme B cdepe 3apaBooxpaHeHus cyOwbekra Poccuiickoit
denepanuy  MOCPEACTBOM BEACHUS EIWHOTO pEecTpa peuentoB, O(GOpMIEHHBIX B (dopme
AJIEKTPOHHBIX TOKYMEHTOB.

IV. XpaHeHue penenTypHbIX 0JIaHKOB (32 HCKJIIOYEeHHEM
penentypHbIX 0JankoB mo ¢popme N 107/y-HII "' CrnenuaabHbIi
penenTypHbIii 0JaHK"")

27. MeauiHCKHAE OpraHW3aliK T0JydaloT HEOOXOIUMBIE pelenTypHble OJaHKu, oQopMIICHHBIC
TunorpadckuM crnocoboM, dyepe3 TeppUuTOpHalIbHBIE OPraHbl yIPaBJICHUS 3APAaBOOXPAHCHHEM HIIN
OpraHu3alliy, YIOJHOMOYEHHbIE Ha JTO OpraHaMH HCIHOJHHUTEIbHONW BJAcTH CyOBEKTOB
Poccuiickoit @enepanumu.

28. PeuentypHble OJaHKH, MOJJIEKAIINE y4YeTy, XPaHITCS OTBETCTBEHHBIM JIMILIOM, Ha3HAYEHHBIM
PYKOBOJIHUTEIEM MEIUIIMHCKOW OpraHW3allii, B 3alUpacMoOM MeTautindeckoM mikady (ceide) nmm
METaJUINYECKOM SITUKE.

29. UnnuBuayanbHBIN MpeANPUHUMATENb, UMEIONIUM JIMIEH3MUI0 Ha MEIUIUHCKYIO JeSTeIbHOCTS,
XPaHHUT PELENTypHbIC OJIAHKH, MOUIeXKAIIME YIETY, B 3alIUpaeMOM MeTaindeckoM mkady (ceiide)
WM METAJTTMYECKOM SIIHKE.

30. IlpoBepka cocTosiHMSI XpaHEHMs, ydeTa, (PaKTUYECKOro HalW4Ms M Pacxoja pPeuenTypHBIX
OJIaHKOB, MOJUIEkKAIIUX YYeTy, OJUH pa3 B KBapTal OCYIIECTBISIETCS KOMHCCHEH, CO3JaHHOH B
MEIUIUHCKON OpraHu3alyuy.

31. PeuenrtypHbie OnaHku, odopmisieMble Ha OyMaXHOM HOCHTENIEC M TOMJISKAIINE YYEeTy,
BBIIAIOTCS.  MEIUIUHCKUM  pabOTHHKAM, WMEIOIIMM TpaBO OQOPMIICHHS PELEnTOB, IO
pPacHopsKEHUIO IIABHOTO Bpaya WIH €ro 3aMEeCTHTEIIS.

HOJ’Iy‘{eHHBIe PeUCUTYPHBIC OJaHKH Ha 6yMa)KHBIX HOCUTCJIAX XPpaHATCA MCAULIHUHCKHUMHA
pa6OTHI/IKaMI/I B IOMCIICHHUAX, 06€CH€‘{I/IB3.I-OH_II/IX HX COXPAaHHOCTD.

32. IlporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYAApCTBEHHBIX HH(OPMAIMOHHBIX CHCTEM B chepe
3paBOOXPAHEHUs, MEIWIUHCKHUX HWH(GOPMAIIMOHHBIX CHUCTEM MEIUIIMHCKUX OpraHu3alui
00ecIieunBalOT XpAaHEHHE OJIIEKTPOHHBIX pElenToB, O(QOPMIICHHBIX B (OpMe 3IJIEKTPOHHBIX
JTOKYMEHTOB B TEYEHHE CPOKOB, YCTAHOBIICHHBIX /IS XpPaHEHUS PELenToB, OQOPMICHHBIX Ha
COOTBETCTBYIONUX (popMax pelenTypHbIX OTaHKOB Ha OymaxHOM HocuTene <10>.

<10> Ioanyukr 5.2.169 ITonoxenus o Munuctepcrse (Codpanue 3akoHoIaTeIbcTBa Poccuiickoii
denepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunoscenue N 4
K npuka3y Munucmepcmea 30pasooxpanenus

Poccuiickoti @edepayuu



om 24 nosopsa 2021 2. N 1094n

®OPMA CIHEIVAJILHOT'O PELENTYPHOT'O BJIAHKA N 107/y-HII

MMHMCTEPCTBO 3OPaBOOXPAaHEeHUA Kon dopmel nmo OKY[

Poccumckom demepaumum MemouumHCcKkasa OOKYMEHTALUA
dopma N 107/y-HII,
YTBEPXIOEeHHAS IPUKA30M
MuHmMcTepCcTBa 3OPaBOOXPAaHEHM

MTaMI MEeOMUMHCKOM OpTaHM3aluu Poccumckom denmepaumm

or 24.11.2021 N 1094u

PEIEIT
Cepus N
o 20 .
(nara BHIMCKM pelLenTa)
(B3pochbi, HEeTCKUM - HYyXHOE MNONUEPKHYTH)
damunvsa, uma, oruectso (ocsjemHee — NPV HaJIMUUMN)
nanveHTa
BospactT

Cepusa M HOMEp MoJMca 06A3aTeJIbHOTO MEIMULUHCKOTO CTPaxOBaHMUA
HomMep MeIMUMHCKOW KapTEH
davmunusa, uMsa, ordecteo ([ociiemHee — NpPM HaJIWMUMK)
neuvamero Bpaua (desbmmepa, aKymepKn)

MoAnMMUChL M JMUHaA MedyaTh Bpaua
(noanvicys denbmmepa, arKymepKn)




damvmmiims, MH , OTUeCTBO (nocnenHee - npm HaJ'H/ItlI/H/I) n IIoOInMChb
YIIOJIHOMOUYEHHOTI'O JIMILa MEeIOULIMHCKOMN opraHmM3zaumm

M.II.
OTMeTka alTeuHOM opTraHmMszauum o0 OoTIycKe
dammnua, wuMa, ordectso (mocrienHee - OpuM HaIMuMKM) M [DONONUCH
paboTHMKA alTEedYHOM OpITaHM3alLumu

M.II.

Cpok mevicTBua peuenrta 15 nuen

Ipunooscenue N 5
K npuxazy Munucmepcmea 30pasooxpanenust
Poccuiickoti @edepayuu

om 24 nosopsa 2021 2. N 1094n

HOPAJOK U3TI'OTOBJIEHUSA, PACITPEJIEJEHUAA,
PEI'UCTPAIIUU, YYHETA U XPAHEHUSA PELEIITOB,
COAEP/KALINUX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WJIN ICUXOTPOITIHBIX BEHIECTB

|. ITopsiiok U3roTOBJIEHUSI, pacnpe/ie/eHus CenuaJIbHbIX
penenTypHbIX 0JaHkoB mo ¢gopme N 107/y-HII

1. Opranuszanuio M3roTOBICHHUS W PAaCHpeAeSeHHus penenTypHsix O1ankoB o ¢popme N 107/y-HIT
"CrienaibHBIN penenTypHbIii O1aHk™ (1anee - CrenualbHBIA PEHEeNTYPHBIH OJIaHK) OCYIIECTBISCT
MuHucTepCcTBO 31paBooxpaneHus Poccuiickoit @enepanuu (nanee - MUHHCTEPCTBO).

2. CrneuuanbHble peLENnTypHbIe OJIAHKH SIBIISTIOTCS 3AIUIICHHOW MOJIUrpaduuecKoil MpoayKuuei
ypoBHs "B", u3roraBnmBaemoii Ha Oymare po3oBoro nsera pazmepoM 10 cm X 15 cM, JOIKHBI UMETh
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATH TPEOOBAaHUSIM, YKa3aHHBIM B NpHKa3ze MUHUCTEPCTBA
¢unancoB Poccuiickoit ®Depepamm ot 29 centsaops 2020 r. N 217 "OO6 yTBepkaeHHH
TexHU4eckux TpeOOBaHMA M YCIOBUN M3TOTOBJICHUS 3aIUIICHHOW OT MOAICIIOK MOJUTpaduIecKon
npoaykiuu” (3apeructpupoBad MUHHCTEPCTBOM focTuiimu Poccuiickoit ®enepanun 16 HOsSOps
2020 r., peructparmonnsiii N 60930).

3. B memsx opraHuzanuu M3rOTOBIICHUS M pacCHpeAesiCHHs CIeHUATbHBIX PEIENnTypHBIX OJaHKOB
MEJIUIMHCKHE OpraHU3alli, UMEIOIINE PaBO OCYUIECTBIIATH BbIJAUy PELENTOB HA HAPKOTHUECKHE
CpelcTBa WM NCUXoTpomnHbie BemectBa cuucka |l Ilepeuns u 3aperucrtpupoBannbie B Poccuiickoit
denepani B KavyecCTBE JICKAPCTBEHHBIX MPENApaToB Ui MEIHIMHCKOTO TpHMeHeHus (nanee
COOTBETCTBEHHO - MEIMIIMHCKAs OpTraHU3alisl, HAPKOTHYCCKUI (IICHXOTPOIHBIN) JIEKapCTBEHHbIH
npernapar), COCTaBIISIOT 3asSBKH Ha PELENTypPHbIC OJaHKH.



4. B cpok 10 1 okTsOpsi Tekymiero rojaa 3asiBKM MEAWLIMHCKUAX OpPraHM3allMi Ha CIHelHaIbHbIe
penentypHsie OJIaHKU MPEICTaBISAIOTCS:

1) MCIULIMHCKHUMH  OpraHU3alUsIMH, HaXOoAAIIMMHUCA B BCIACHHUH q)e[[epaJ'IBHI)IX OpraHoOB
HUCIIOJTHUTEIILHOMU BJIaCTH, - B COOTBCTCTBYIOIIIUC (beﬂepaJ'IBHBIe OpraHbl HUCIOJIHUTEILHOMU BJIACTH,

2) MEIWIMHCKUMH OpTaHW3allMsMH, HaXOJAIIMMHUCSI B BeIACHUU CYyOBEKTOB Poccwuiickoii
®enepauuy,  MEIWLMHCKAMHM  OpPraHU3alUsMU  MYHULUHMNAIBHOM M YacTHOM  CHUCTEM
3IpaBOOXPAHEHMs] - B OpraHbl MCIHOJHUTENbHOW BiacTu cyObekToB Poccuiickoit denepanuu B
cepe oXpaHbl 30POBbsl TPAXKIAH, HA TEPPUTOPUH KOTOPBIX OHU PACHOJIOKEHBI (Iajiee - OpraHbl
UCIIOJIHUTEbHOM BiacTu cyObekToB Poccuiickoii denepanun).

5. B 3asgBKe MEIMIIMHCKON OpraHU3alMy Ha CIELHATIbHBIC PEIeNTypHble OJaHKH YKa3bIBAIOTCS
CJIEIYIOLIUE CBEACHMUS:

1) CBCIACHHA O MCHHHHHCKOﬁ OpraHu3aluy, noz[aBmeﬁ 3asBKY Ha CIICHHAJBbHBIC PCHCITYPHBIC
OaHKu (HOHHOG HanMMCHOBAHHEC, aApCC MECTa HaXO)KI[eHI/ISI);

2) KOJMYECTBO CHCHHAIBHBIX PEIENTYpHbIX OJaHKOB, H3PACXOJOBAHHBIX  MEIHIIMHCKOM
opranuzanueit Ha 1 sHBaps NpeecTBYIOMIEro roaa;

3) KOJIMYECTBO CIENHANbHBIX PEHENTYPHBIX OJIAHKOB, HEOOXOIMMBIX MEIUIIMHCKON OpraHU3aIliH
Ha CIEyIOUIUH TO/I.

3asBKa MCHHHHHCKOﬁ OpraHu3aliiy Ha CICHHAJIbHBIC PCUCIITYPHBIC OlaHKu IO AN CBIBACTCA
PYKOBOJHUTCIIEM MGI[I/II_II/IHCKOI\/'I OpraHu3aluy, KOTOpBIfI HECCT NCPCOHAJIBbHYIO OTBCTCTBCHHOCTDL 3a
000CHOBAHHOCTD H AOCTOBCPHOCTb YKAa3aHHBIX CBeI[eHHﬁ.

6. <DeﬂepanLHLIe OpraHbl HUCIIOJIHUTEIILHOMN BJIaCTH, B BEACHHUU KOTOPBIX HAXOOATCA MCIULIMHCKUC
OopraHu3alnuu (nanee - (be;[epanLHLIe OpraHbl HCIIOJIHUTEIILHOM BJ'IaCTI/I), " OpraHbl HUCIIOJIHUTEILHOMU
BJ1aCTHU CY6’LCKTOB Poccuiickoit CDe)lepauI/H/I Ha OCHOBAaHHH 3a1BOK MCIHMIIMHCKHX OpFaHI/ISaHI/Iﬁ Ha
CIICOHaJIbHBIC PCUCIITYPHBIC OlaHKu (bOpMI/Ip}II-OT CBOJHBIC 3asIBKHM Ha CIICHHAJIbHBIC PCUCIITYPHBIC
OJIaHKU U B CpPOK o0 1 z[eKa6p51 TCKYLICTo roja npcacTaBjsdOT UX B MI/IHI/ICTepCTBO.

7. B cBO/IHOI 3asiBKe Ha CIIEIHAJIbHBIE PELENITYpHbIE OJJAHKU YKa3bIBAIOTCA CIIEIYIOIINE CBEICHUS:

1) cBenenust o (eaepaabHOM OpPraHe HCIOJIHHMTEIBHON BiIacTH (OpraHe HMCIOJHUTEIBHOM BIIACTH
cyobekta Poccuiickoii ®epeparvu), MpPEACTABUBIIEM CBOJHYIO 3asBKYy Ha CIICIHAIbHBIC
perientypHbie Oanku (MOJIHOE HAMMEHOBAHKE, aJPEC MECTa HaAXOKICHHS);

2) KOJHMYECTBO CIEIMAIBHBIX PELENTYPHBIX OJAHKOB, paclpeieieHHbIX (eaepasbHbIM OpraHOM
UCIIOJIHUTEIBHOM BilacTh (OpraHOM MCIIOJHUTEIILHOM BiIacTH CyObekTa Poccuiickoit deneparnnn) Ha
1 sHBaps MpeaIecTBYIONIETo rojja MeXKAY MEIULIMHCKUMU OpraHUu3alusIMy,

3) KOJMYECTBO CICIHMAIBHBIX PEIENTYPHBIX OJaHKOB, HEOOXOAMMBIX (eaepasibHOMy Oprany
WCIIOJIHUTEIBHOM BIacTH (OpraHy MCIIOJIHUTEIbHOM BiIacTh cyonekTa Poccuiickoit Memepannu) Ha
CJICIYIOLIUI o1 AJISl pacipeieIeHns: MEX 1y METUIIMHCKIMH OpraHU3alusIMH;

4) cBeneHHs O IOJBEJIOMCTBEHHON OpraHM3alluK, YIOJTHOMOYCHHOUW (eaepaabHbIM OpraHoM
UCIIOJIHUTEIbHOM BiacTu (OpraHoOM HMCIOJNHUTEIbHOUM BiacTu cyOwbekTa Poccuiickoin deneparun)
OCYILIECTBIIATh MOTYYCHUE CIIEIUATBHBIX PELENTYPHBIX OJIAHKOB OT MUHHUCTEPCTBA, UX XPaHEHUE U
BbIJa4y MEJMIMHCKHM OpraHu3anusM (MOJHOe HAMMEHOBAaHHUE, aJpec MeCTa HaXOXKICHUS,
WHH/KIIIT, OKTMO opranu3aiuu, GaKTHUECKHA apec MOCTABKH).

8. Ha ocHoBanun MNOJYYCHHBIX CBOAHBIX 3asdBOK Ha CICHUAJIBHBIC PCHCIITYPHBIC OaHKu



MuHUCTEPCTBO €XKETOAHO B CPOK 110 15 stHBaps ciepyromero rojaa GopMupyer u yrBepKIaaeT MiiaH
pacnpefiefieHHsl  CIEUMAlIbHBIX PEHENTYpPHbIX OJaHKOB, B KOTOPOM OTpa)kaeTcsi To0Bas
notpebHoCcTh Poccwuiickoit demepannu B ClENHATbHBIX PEIENTYPHBIX ONaHkax (mamee - TUIaH
pacrtipeneneHuss MUHHCTEPCTBA).

9. B rutane pacrnpenenenuss MUHHCTEPCTBA YKA3bIBAIOTCS CIEAYIONINE CBEICHHS:
1) mopsAKOBBI HOMEP 3aMKCH;

2) HauMeHOBaHWe (eaepalbHOr0 OpraHa HUCIOJHUTENBHONH BiacTd (OpraHa HCIOJHHUTEIBHOM
Biactu cyowsekTa Poccuiickoit denepanuu), npeCcTaBUBIIEIO CBOJHYIO 3asBKY Ha CIICI[HATbHbIC
penenTypHbie OJIaHKH,

3) He00XOAMMOE KOJIMYECTBO CIEIUABHBIX PELEHTYPHBIX OJaHKOB.

10. HampasiieHne CrelMaibHBIX PEIEeNTYPHBIX OJaHKOB (helepallbHbIM OpraHaM HCIIOJHUTEIBHON
BJIACTH, OpraHaM HCIOJIHUTEIBHOW BiacTH cyObeKkTOB Poccuiickoit denepanun OCyIIECTBISIETCS
MuHHCTEPCTBOM B KOJIMYECTBE, IPEAYCMOTPEHHOM IUIAHOM pacrpeaeneHust MuHucTepcTna.

11. MuHHUCTEPCTBOM MJOMOJHUTENFHO K KOJMYECTBY CIEIHUANBHBIX pPELENTYPHBIX OJIaHKOB,
NpeAyCMOTPEHHOMY IIJIAaHOM pachpeseneHuss MuHucTepcTBa, (GopMupyercss pe3epBHBIN 3arac
CHEIMANBHBIX PEIEeNTYPHBIX OJaHKOB B KosmdecTBe, He mpesbimaronmiemM 150 000 crenmambHBIX
pelenTypHBIX OJIAHKOB.

12. B cnydae yBenu4eHHss MOTPEOHOCTH B CHENMATIBHBIX PEIENTYpHBIX OnaHKax ¢enepaibHbie
OpraHbl HCIOJHHUTEIBHOW BiacTH (OpraHbl HMCIOJHHUTEIBHOW BIACTH CyOBEKTOB Poccuiickoii
denepanyu) HaMpaBiIsOT B MHHUCTEPCTBO CBOJHBIC 3asBKU Ha JIOMOJHHUTEIBHOE KOJIHYECTBO
CIEIUANBHBIX PEUENTYPHBIX OJaHKOB (C 000CHOBAaHUEM YBEIHUYCHHS MOTPEOHOCTH B CIICIUATBHBIX
peLEnTYpHBIX OJIaHKaX), KOTOpbIE MPEIOCTaBJISIOTCS MHHUCTEPCTBOM W3 PE3epPBHOrO 3armaca
CHEHUaNbHBIX PEUENTYPHBIX OJaHKOB.

13. cDe,Z[epaJ'H:HI)Ie OpraHbl HWCIIOJIHUTEILHON BIACTU (OpFaHBI HUCIIOJIHUTEIILHON BIIACTH CY6LCKTOB
Poccuiickoit CDGI[epaI_II/II/I) pacopeaciAioT MOJTYYCHHBIC CIICHHUAJIbHBIC PCUCIITYPHBIC OJaHKH MCXKOY
MCIAWLUHCKHUMH OpraHu3alusiMMi Ha OCHOBAHHUU IIJIAHOB PpPaCHpCACIICHUA, C(l)OpMHpOBaHHBIX B
COOTBCTCTBHUHU C 3adBKaMH MCIUITMHCKHUX OpFaHI/ISaLII/Iﬁ Ha CIICHUAJIBHBIC PCUCIITYPHBIC OJ1aHKH.

I1. Ilopsiaok perucTpanum, yuera U XpaHeHHUs CHIEHHATbHBIX
peuentypHbIX 6J1aHkoB 1o ¢popme N 107/y-HII

14. MI/IHI/ICTepCTBO, HWHBIC (bez[epaanLIe OpraHbl HUCIIOJIHUTEIILHON BJIAacTH U OpraHbl
HUCIIOJITHUTEIILHON BJIACTU Cy'6’b€KTOB Poccuiickoit <Deﬂepau1/m OpPraHU3YIOT XPaHCHUC CIICHHUAJIbHBIX
PEUCITYPHBIX 0JJaHKOB B MNOABCAOMCTBCHHBIX OpraHu3anugax, YIIOJHOMOYCHHBIX OCYIICCTBJIATH
MNOJYYCHHUC CIICHHUAJIBHBIX PCUCIITYPHBIX 0JJaHKOB OT MI/IHI/ICTepCTBa, HUX XpaHCHHUC W BbIAAYY
MCINLHUHCKHUM OpTraHUu3alusaM (nanee - YOOJTHOMOYCHHAsA opraﬁnsauml).

15. B ynmoaHOMOYEHHOW OpraHW3allid ¥ MEIUITUHCKON OpraHW3allMH, MOJYyYHMBIICH CICIHAIbHBIC
perenTypHbie OJJAaHKH, OPTaHU3YyeTCsl PErHCTpallis, Y9eT U XpaHCHHUE CICIUANIBHBIX PELENTYPHBIX
OJIAaHKOB.

Peructpanms, ydeT M XpaHEHHE pE3EpPBHOIO 3araca CHENMAJIbHBIX pEIEeNTypHBIX OJaHKOB
MunuctepcTBa OCyIIeCTBIsETCS (eepaqbHbIM TOCYJApPCTBEHHBIM OIOKETHBIM YUPEKICHHUEM,
HAXOJAIIMMCS B BeJcHWM MuHHCTepCTBa (Janee COOTBETCTBEHHO - pE3epBHBII  3armac,



MO/IBEJIOMCTBEHHOE YUPEIKICHHUE).

16. PaboTHWK, Ha3HAYCHHBI MPHUKA30M PYKOBOJUTENS  YIOJHOMOYEHHON  OpraHH3aliu
(YrmoyIHOMOYEHHOH  OpraHM3aluy, [OJABEJOMCTBEHHOIO  YUPEXKJCHHsS) OTBETCTBEHHBIM 32
PETUCTPALIMIO, XPAHEHHE M YYET CIEIHUABHBIX PEIENTYPHBIX OJIAHKOB (1ajiee - OTBETCTBEHHBIN
pabOTHUK), HA OCHOBAaHUHU JIOBEPEHHOCTH, OGMOPMIICHHOW B TMOpPSJAKE, YCTAHOBICHHOM
3aKOHOAATeNIbCTBOM Poccuiickoii ®enepanuu (¢ MOANKMCHI0 PYKOBOIMTENS YIIOJIHOMOUYEHHOMN
opranu3anud (yrmoJHOMOUYCHHOW OpraHU3allid, IOJBEIOMCTBEHHOIO YYPEKICHUS), TIABHOTO
Oyxrantepa, 3aBEpPEHHBIX KpPYIJIO IMeYaThi0), MOJydaeT CHCIHATIbHbIC PELUENTYpHbIC OJNAHKH |
OCYIIECTBIISIET BEACHHE KypHajla PETUCTpallMi M y4YeTa CHELHAJIbHbIX PEUENTypHbIX OJaHKOB, K
KoTopoMmy mpuobmaer (Goro- u (WiaM) BUAECOMATEpHUAIBI, MOATBEpXkKAaromre (Hakrt odhopMiIeHUs
peLenTYPHBIX OJaHKOB Ha JIOMY (IIPH HATUYHUH).

17. >KypHaJ'I peructpaun MW Yy4d€Ta CICHUAJIIBHBIX PCHCIITYPHBIX 0JIAaHKOB JOJI2KCH OBITE
MNpOHYMCPOBAH, IMPOIIHYPOBAH, UMCTb Ha HOCJ'IGI[HCﬁ CTpaHULEC 3aIlluChb, COACPIKALIYIO KOJIMYCCTBO
CTpaHul, IIOJIHOC HAMMCHOBAHHC ynOHHOMO‘ICHHOﬁ OopraHu3alnuu (MGHHHHHCKOﬁ OpraHu3anuu,
noaABCAOMCTBCHHOI'O y‘-Ipe)K,Z[eHI/ISI), a TaKXKXC CKPCIUICH IOAINMUCBIO PYKOBOJUTCIIA H IICHYATBIO
ynOJ’IHOMO‘ICHHOﬁ OopraHu3alnuu (MGHHHHHCKOﬁ OopraHu3anuy, NoABCIJOMCTBCHHOI'O y‘ipe)KI[eHI/IH).

XKypHnan peructpauud M ydeTa CIEUUATBHBIX PELENTYPHbIX OJaHKOB pE3epBHOrO 3araca
MuHHCTEpCTBA CKPEIUISICTCS] TAKXKE MOMUCHI0 TUPEKTOpa (B Cilydae ero OTCyTCTBHS - 3aMECTUTEIIS
aupektopa) JlemapTaMeHTa peryupoBaHUs OOpaIleHUs JEKapCTBEHHBIX CPEJCTB U MEIHIIMHCKUX
u3aennit MuHucTepCTBa U 1nevarbio MUHUCTEPCTBRA.

18. B xypHaje perucTpaldd M Yy4yeTa CIEUUATbHBIX PELHENTYypHBIX OJIAHKOB YKa3bIBAIOTCS
CJIEIYIOLIUE CBEACHMUS:

1) mopsAKOBBI HOMEP 3aMKCH;

2) MPUXO/I CIICIHATBHBIX PEIECITYPHBIX OJIAHKOB:

a) PeKBHU3HTHI U JIaTa PETHUCTPALIUH TPUXOIHOTO JOKYMEHTA,

0) o0lIee KOJIMYEeCTBO MOCTYIUBIINX CIEIUAIBHBIX PEIIENTYPHBIX OJIaHKOB,;

B) CepHsi U HOMEp CIICIHATIbHOTO PEIENTYPHOTo OJIaHKa;

I') KOJMYECTBO CIEIUATBHBIX PELENTYPHBIX OJIAHKOB MO KaXIOW CEpUH;

1) damustus, ©Msi, 0T4eCTBO (MOCIIEAHEE - IPU HAIWYKH) U MOJUCh OTBETCTBEHHOTO paOOTHHKA,
3) pacxoj1 CrieHaIbHBIX PEIEITYPHBIX OJIAHKOB:

a) JaTta BbIJIa4yM CICHUATBHBIX PEENTYPHBIX OJaHKOB,;

0) cepur U HOMEpa BBIIAHHBIX CICIUATBHBIX PEIEHTYPHbBIX OJaHKOB;

B) KOJIMYCCTBO BbIJAHHBIX CIICOHUAJIBHBIX PCUCIITYPHBIX OJIaHKOB C YKa3aHuemM B CKOOKax
KOJINYECTBA CIICHHAJIbHBIX PCUCIITYPHBIX 6J'IaHKOB, BbIJAHHBIX JJIA 0(1)0pMJ'IeHI/IH Ha J0MY,

F) q)aMI/IJ'II/ISI, UM, OTYCCTBO (HOCJ’ICI[HCC - IOpu HaJ'II/I‘-II/II/I) u MnoAanvucCh Juoa, IOJIY4YHUBIICTO
CIICOHAJIbHBIC PCLHCIITYPHBIC 6J'IaHKI/I;

1) KOJIMYECTBO CHEIUAIBHBIX PEIENTYPHBIX OJaHKOB, 0DOPMIICHHBIX Ha IOMY;

e) dbamwius, uMs, oTdyecTBO (MOCHEIHEEe - MPH HAIMYMHA) W TOAMUCH JIHIA, O(OPMHBIICTO
CHelUaNbHble PeLeNTYpPHbIE OJIAHKH Ha JIOMY;



4) pamuust, ©Ms1, 0TYECTBO (MIOCIIEAHEE - IPU HATWYUH) U MOJIUCh OTBETCTBEHHOTO paOOTHHKA;
5) ocTaToK CrielMaIbHBIX PEIEeNTYPHBIX OJaHKOB.

19. CrenumanbHBIA peHENTYpPHBIA ONaHK SBISETCS JOKYMEHTOM CTPOTOHM OTYETHOCTH. 3amac
CHEUMAJbHBIX PELENTYypHBIX OJaHKOB B MEIUIIMHCKOM OpraHM3allUd JIOJDKEH XPaHUThCS B
CHeNMaIbHBIX TOMEIICHHAX, ceiiax WIM B CIENUaJbHO H3TOTOBJICHHBIX INKadax, OOUTHIX
OLIMHKOBAHHBIM K€JI€30M, C HaJIe’KHbIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Momemenust, ceridrbl, mKadbl, B KOTOPBIX XPAHATCS CICUUANBHBIC PEHENTYPHbIC OJaHKH, JTOJKHBI
OBITh 3aKPBITBI HA 3aMKH M MOCJIE OKOHYAaHHs pabOTHl ONeYaTaHbl MEYaThiO YIOJIHOMOYECHHOM
opranu3anui (MeIUIMHCKON OpraHU3aI[iK) WK OTNIOMOUPOBAHBI.

20. B MCIUILIMHCKUX OpraHu3aluiax 3allaC CIICHUAJIbHBIX PCHCITYPHBIX OJIaHKOB HE JOJDKCH
MNpCBbIIATD FO,Z[OBOﬁ HOTp€6HOCTI/I.

21. Paspemaercss BbIJaBaTh MEIUIIMHCKOMY pPAOOTHHKY, WMEIONIEMY TIpaBO Ha3HA4aTh
HapKoTHYecKre (IICHXOTPOIIHBIC) JIEKapCTBEHHbBIE MPEMapaThl, SANHOBPEMEHHO He 0oJjiee IBaaaTu
CIIEUAIIBHBIX PELENTYPHBIX OJTaHKOB.

Meuiuackue pabOOTHUKY, BBIIMKHCHIBAIOIINE pEIENThl HA HApKOTHYeCKHe (IICHXOTPOITHBIC)
JIEKapCTBEHHBIE Ipernaparsl, Ha OCHOBAaHUM IPUKA3a PYKOBOAMTENS MEAULMHCKON OpraHu3anuu
HECYT JIMYHYK0 OTBETCTBEHHOCTb 3a COXPAaHHOCTH IIOJYYEHHBIX CIEHHMAIBHBIX PpPELENTYPHBIX
6manKkoB. CrieranbHble pelenTypHble OJaHKH, MOTy4YeHHbIE MEIUIIMHCKUM PaOOTHUKOM, XPaHATCS
0JT 3aMKOM B celi(hax, MEeTAIIIMYECKUX mKadax MM METAJUINYECKUX SAIIUKaX.

22. B MCHHHHHCKOﬁ opraHu3anyu CO34a€TCsA IOCTOAHHO HeﬁCTBYIOIHaﬂ KOMHUCCHUA, KOTOpas HC
PEKE 1 pa3a KBapTal (HO PCUICHUIO PYKOBOOUTECIIA MCHHHHHCKOﬁ OopraHu3alliyl BO3MOKHO qame)
OCYHICCTBJIACT MPOBEPKY COCTOAHHUA PCTUCTPALMU U YUCTA CIICHHUAJIbHBIX PCUCIITYPHBIX 6J'IaHKOB, B
TOM YHUCJIC MIYTEM CBCPKHU 3amnucein JKypHaJla perucTpallin U y4de€Ta CIICHUAJIBbHBIX PCUCIITYPHBIX
6J'IaHKOB, C (baKTI/I‘-IeCKI/IM HaJIMIUEM CIICHUAJIBHBIX PCUCITYPHBIX 6J'IaHKOB, da TaKKC IIPOBCPKY
COCTOAHUA XpaHCHUS CIICHUAJIBHBIX PCUCIITYPHBIX 0JIaHKOB.

Ilo pe3yiibTaTaM IIPOBEPKU B XKYPHAJIC PETUCTPpALMU U YUCTa CIICHHUAJIbHBIX PCUCIITYPHBIX 0JIaHKOB
ACJTIACTCA 3alluCb O pPE3yJibTaTaX MPOBCACHUS CBCPKHU AAHHBIX, 3aKPCIIJICHHAA MNOAINUCAMU BCEX
YJICHOB KOMUCCHH, UJIK CO3OAaCTCA CHCLII/IaHBHI)Iﬁ AKT IIPOBCPKHU.

23. ®enepanbHble OPraHbl UCIIOJHUTEIBHOM BJIACTH M OPTaHbl HCIIOJHUTEIBHON BJIACTH CYOBEKTOB
Poccuiickoit ®@enepanuu OCYUIECTBISIOT KOHTPOJb 3a OpraHM3alMeld perucrpainud, ydera Hu
XpaHEHHsI CIEUUAIbHBIX PEHEeNTypHBIX OJIAHKOB B  YINOJHOMOYEHHBIX OpraHu3alusx u
MEIMIUHCKUX OpraHU3aIHsIX.

24. Bpimaya crenuanbHBIX PEIENTYPHBIX OJAaHKOB M3 PE3epBHOTO 3amaca MHHHCTEpPCTBA
¢denepabHBIM OpraHaM MCIOJHUTENBHOW BJIACTH M OpPraHaM HCHOJHHUTEIbHOU BIIACTH CYyOBEKTOB
Poccuiickoit ®Denepanu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM TOJBEIOMCTBEHHOTO
YUPEXKJEHHsI HAa OCHOBAHUHU peIIeHUs 00 OTIyCKEe CHEIHaJbHBIX pPElENnTypHBIX OJIaHKOB,
0hOpPMJICHHOTO B BHJE MKChMa, MOIMUCAHHOTO IHPEKTOPOM (B Cilyyae €ro OTCYTCTBHS -
3aMecTHTeNIeM JupekTopa) JlenapraMeHTa peryaupoBaHus OOpalleHHs JeKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3Jenuii MuHucrepcTsa.

HpOBepKa ACATCIIbBHOCTU IMOABCAOMCTBCHHOI'O YUPCKIACHHUA IO PCrucCrpalvv, y4c€Ty U XPaHCHHUIO
PE3CPBHOI0O 3araca OCymeCTBIIACTCA I[eHapTaMeHTOM peryiupoBaHua 06pa1ueHI/1;1 JICKAaPCTBCHHLIX
CpeaAcTB U MCAULHUHCKHX I/ISI[GJ'II/Iﬁ MI/IHI/ICTepCTBa 2 pasa B roJ HEC MO3AHCC 20 yucia MEcCi1a,
CJICAYIOUICTO 3a UCTCKIIUM ITOJTYT'OJJUCM.



IIpunooscenue N 6
K npuka3y Munucmepcmea 30pasooxpanenus

Poccuiickou ®edepayuu

om 24 nosops 2021 2. N 10944

IHPABUJIA O®OPMJIEHUA PELEIITOB,
COAEPXKALINUX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WIHN ICUXOTPOIIHBIX BELHIECTB, B TOM
YUCJIE B ®POPME JIEKTPOHHbBIX TOKYMEHTOB

. Odopmiienne penenrta Ha OyMaKHOM HOCHTEIe

1. Ha penentypusix 61ankax ¢Gopmer N 107/y-HII B ieBoM BepxHEM yIiy MPOCTABIISIETCS IITAMIT
MEIUIHCKON OpraHu3ally C yKa3aHWEM ee IOJIHOTO HaMMEHOBaHHMs, ajapeca u TenedoHa ¢ IaToi
BBIMTMCKH (aToi 0(OpMIICHHSI) pEellenTa Ha JICKapCTBEHHBIH Mperapar.

Pentenrrypubie Omanku ¢dopmbl N 107/y-HIT u3rotaBmuBaroTCsS HMCKIIOYHATEILHO THHIOTPAGCKUM
CIIOCOOOM.

2. Ha penentypHeix OnaHkaX, OGQOPMISIEMBIX WHAMBUAYAJIbHBIMH TPEINPUHUMATEISIMHY,
UMEIOIIMMH JIMIICH3UI0 Ha MEIUIIMHCKYIO JIESTeIbHOCTh, B BEPXHEM JIEBOM YIIIy THUIOTPACKUM
crocoO0OM WJIM TYTEM MPOCTABJICHUS IITaMIa JODKEH OBITh YKa3aH aApec WHIUBHAYAJIbHOTO
MpeANpuHUMATENsl, HOMEp M JaTa JIMIEH3UM, HAaMMEHOBAHHME OpraHa TOCyJapCTBEHHOH BIACTH,
BBIJIABIIIETO JINLEH3HIO.

3. Penentypubie 6manku Gopmer N 107/y-HIT 3amonHsroTcss MEIUIIMHCKAM PAaOOTHUKOM YepHUIIAMH
WJIY IIapUKOBOW PYUYKOi.

4. Jlomyckaercst opopMIIeHHE BCEX PEKBU3HMTOB (3a HUCKIIOUeHHEM pekBusuta "Tloamnuck sedarero
Bpaya (momnuch (enpamiepa, akymepkn)') penentypHbix OmankoB ¢opmer N 107/y-HIT ¢
HCIIOJIb30BAHUEM TI€YATAIOIINX YCTPOHCTB.

5. B peuentypuom Onanke popmer N 107/y-HII B ctpokax "®damunus, umsi, oTdaecTBo (mocieanee -
npu Hanuuuu) nanueHTa” W "Bospact” ykas3pIBarOTCS MOJHOCTBIO (aMHIIUs, HMs, OTYECTBO
(mocrnemHee - Mpy HATMYKU) TAIMEHTA, €ro BO3PacT (KOJUYECTBO MOJHBIX JIET).

JlonmycTHMO yKa3aHHe AaThl POKICHUS MalUeHTa.
6. B perenitryprom Gmanke dpopmer N 107/y-HIT:

1) B crpoke "Cepust ¥ HOMEp IMOJIKMCa 00SM3aTEILHOIO MEIMIIMHCKOTO CTPaXxOBaHHS" YKa3bIBACTCSI
HOMeEp MoJIca 0053aTeIPHOTO MEMIIUHCKOTO CTPaXOBaHuUs MalueHTa (Ipy HATHYUH);

2) B ctpoke "Homep MeaMIIMHCKON KapThl" yKa3bIBACTCS HOMEP MEIAMIIMHCKON KapThl MAIHEHTa,
MOJTyYAIOIeT0 MEJUIUHCKYI0 TIOMOIIb B aMOYJIAaTOPHBIX YCIOBHUSIX, WM HCTOPUU OOJIE3HU
MAIMEeHTa, BHITUCHIBAEMOTO M3 MEIUIIMHCKOW OpraHU3alIlNY,



3) B cTpoke "damuius, WM, 0T4eCTBO (IOCIIEAHEE - TPH HAIMYKHN) jedamero Bpada ((enpamepa,
aKyIepku)"” yKa3bIBaeTCsI MOJHOCTBIO (DaMiIHs, UMsl, OTY4eCTBO (MIOCIIE/IHEE - IPH HAIMYNH) Bpaya
(benmpamiepa, aKymiepkw), BBIMHACABIIETO PEHENT HA  HAPKOTHYCCKHH  (IICHXOTPOITHBIN)
JIEKapCTBEHHBIN MIpenapar.

7. B rpade "Rp" peuenrtypHoro 61anka ¢popmbl N 107/y-HIT ykaseiBaercs:

1) HanMeHOBaHUE JIEKAPCTBEHHOTO mpernapara (MeXAyHapoJHOS HENaTeHTOBAHHOS HAMMEHOBAHUE,
IPYINIUPOBOYHOE MM XHUMHUYECKOe HAMMEHOBAHKE, TOPrOBOC HAMMEHOBAHUE) HA JIATUHCKOM SI3bIKE
WIM Ha PYCCKOM si3bIke, (hopMa BBIMYCKa, JTO3MPOBKA, KOJMYECTBO (yKa3bIBaeTCs MPOIMHUCHIO HA
peuentypaom 6nanke Gopmer N 107/y-HIT);

2) cmoco06 MpWMEHEHHs JIEKApCTBEHHOTO Mpenapara Ha TOCYAapCTBEHHOM si3bIKe Poccuiickoit
®denepanuu UM Ha TocyJapcTBeHHOM si3bike Poccuiickoit denepannu U rocy1apcTBEHHOM SA3bIKE
pecnyOIMK U MHBIX S3bIKax HapoaoB Poccuiickoii Denepanun <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit @eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccwiickoit ®Demepanuu” (mamee - 3akonm N 1807-1). (BemomocTtu chesna
Hapoabix gemyratoB PCOCP u Bepxosaoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmieHNN penenTypHbIX OJaHKOB 3ampeniacTcsl OTPAaHNYUBATHCS OOIIMMU yKa3aHUSIMH,

Harnpumep, "'Buyrpennee”, "U3BecTHO".

9. llpu odopmieHun manueHty perentypHoro Omanka ¢gopmbl N 107/y-HIT Ha HapKOTHYESCKHIA
(MCUXOTPONHBII) JEKApCTBEHHBIH MpenapaT B paMKaX OKa3aHHs MEAUIMHCKON TMOMOIIM MpH
OTIpE/ICJICHHOM 3a00JICBAHUU TaKOW PELEIIT 3aBEPsIeTCS:

1) moNUChIO U IMYHOM NeYaThio Bpaya MO0 MoAnuchio (enpamepa (akyepkn);

2) meyaThbl0 MEAWIMHCKON OpraHM3aiyu, Ju00 CTPYKTYPHOTO TOAPA3JCICHUS MEIHIINHCKOM
opranu3anuu "Jlis penentoB”, KOTopas MPOCTABISAETCS JTUIOM, YIIOJTHOMOYEHHBIM PYKOBOIUTEIIEM
MEIUIIMHCKOM OpraHM3aliy ¢ yKa3zaHueMm (aMuiny, UMEHH, oT4ecTBa (MOCIeHEe - IPU HATHYHUH)
Y TIPOCTABIICHHEM €T0 JIMYHOH MOJIIHCH.

B cinyuasx HeoOxoaumocTd O(OpPMIICHHUsSI pelenTa Ha HAPKOTHYSCKHH (TICUXOTPOIHBIN)
JICKapCTBEHHBIH Iperapar Ha JIOMy B paMKaxX OKa3aHUS MaJUIMATUBHONW MEIMIMHCKON MMOMOIIN
JOIYCKaeTCss TPEeIBapUTENIbHOE 3aBEpPEeHHE pelenTa MITaMIIOM MEIWIHCKON OpraHu3anuy,
neyaTbl0 MEAHMIMHCKOH OpraHM3alil 70O CTPYKTYPHOTO TOJPA3ICICHHUS MEIUIMHCKOM
opranu3anuu "Jlys penentoB”, KOTopas MPOCTABISAETCS JTUIOM, YIIOJTHOMOYEHHBIM PYKOBOUTEIIEM
MEIUIIMHCKOM OpraHu3alny, ¢ yKa3aHueM (paMiiIny, UMEHH, OT4ecTBa ([IOCIeAHEe - IPU HATHYHH)
Y TIPOCTaBJIGHUEM €ro JIMYHOW moamucy. [Ipu 3ToM B )KypHalle perucTpanuy U y4era pelenTypHbIX
ONaHKOB B COOTBETCTBUM ¢ [lOpsakoM perucTpanuy, ydeTa ¥ XPaHEHHs CIIeHUAIbHBIX
pelenTypHbIX OJaHKOB Ha HAPKOTHYECKHE CPEJICTBA MIIM TICHXOTPOITHBIC BEIIECTBA, YTBEPKACHHBIM
HACTOSIIUM TPHUKA30M, JeNaeTCsi OTMETKAa O €ro Bbaade i Oo(GOpMIICHHS Ha JIOMY, a TaKkKe
OTMETKa, YJIOCTOBEPEHHAs TOAMUCHIO Bpada 0o despamepa (akymepku), OpOPMHUBIIETO PEIETIT,
0 (hakte ero odopmiIeHHUS, KOTOPBI MOKET OBITH JOMOJHUTEIBHO MOATBEPXkAeH (OoTO- u (HITH)
BUIEOMATEpUATIAMH.

B crtpoke "OtmeTka anTedHOl opraHm3amuu 00 OTHycke' CTaBUTCS OTMETKa anTeYHOMH
opraHu3anud 00 OTIYCKE HApPKOTHYECKOro (NMCHXOTPOIHOr0) JEeKapCTBEHHOro mpemnapara (c



yKa3aHWeM HAaWMEHOBAHMs, KOJHMYECTBA OTIYIIEHHOTO HAPKOTHYECKOTO (ICHXOTPOITHOTO)
JIEKapCTBEHHOTO TIpernapaTa W JaThl €ro OTIYCKa), KOTOpas 3aBepseTcs MOAMUCHI0 pabOTHHKA
anTeYHOW OpraHMW3alliH, OTIYCTUBIIETO HAPKOTHYCCKHH (IICHXOTPOIHBINA) JIEKaPCTBEHHBIH
npenapat (¢ ykasaHueMm ero (GpaMuiIn{, MMEHH, OTdecTBa (IMOCIIEAHEE - MPH HAIMYHH), a TAKXKe
KPYTJION MevyaThlo anTeYHOW OpPraHU3allid, B OTTHCKE KOTOPOM JTOMKHO OBITh MAECHTH()HUIIUPOBAHO
MOJTHOE€ HAUMEHOBAHUE alTeYHON OpraHu3aIuu.

10. Ha omnom penenrtypHom Onanke hopmbl N 107/y-HIT pa3pemiaercsi OCyIecTBIIATh HA3HAUCHHUE
TOJIBKO OJJTHOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO Ipernapara.

11. VicnpaBnieHus B perienTe He TOMYyCKatTCs.

1. Odpopmiaenue penenta B (popMe 3JIEKTPOHHOT O IOKYMEHTA

12. Penent B opme 3JIEKTPOHHOTO JOKYMEHTA, MOIMHCAHHOTO YCHJICHHON KBaJIH(UIUPOBAHHOM
AJIEKTPOHHOU MOJMHUCHI0, POPMHUPYETCS METUIIMHCKIM PAOOTHUKOM, CBEJICHHUSI O KOTOPOM BHECECHBI
B (elepanbHBId PErucTp METUIMHCKUX Pa0OTHHKOB <2>, a TaKKe INPH YCIOBUH PETHCTPALUU
MEJUIMHCKOM OpraHu3aliy, B KOTOPOH odopMisieTcs pelent, B (QenepasbHOM peecTpe
MEJUIIMHCKUX OpraHu3anuii <3> eAMHOW TOCYAapCTBEHHOW HMH(POPMAIMOHHON CHCTEMBI B cdepe
30paBOOXPAHEHUs] M TOJKIIOYCHHS TaKOW MEIUIMHCKOW OpraHW3allid K TOCYAapCTBEHHOMN
nH(pOPMAITMOHHOH cUcTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit @eneparnum <4>.

<2> Yacte 4 crateu 91.1 ®denepanphoro 3akona N 323-®3 (CobOpanue 3aKOHOMATEIHLCTBA
Poccuiickoit @enepannu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 crateu 91.1 denepanphoro 3akona N 323-O3 (CobOpaHue 3aKOHOMATEIHLCTBA
Poccuiickoit @enepannu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratbu 91 u 91.1 denepanbuoro 3akona N 323-D3 (Cobpanue 3akoHoaaTenbCTBA Poccuiickoit
Ddenepanun, 2011, N 48, ct. 6724).

13. [lo TpeGoBaHWIO TalMEHTa WM €r0 3aKOHHOTO TNPEJCTaBUTENS O(OPMISIETCS DK3EMILISP
pernenta B (opMe SJIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOcUTele ¢ oTMeTkoi 'JlyOmukar
3JIEKTPOHHOTO JIOKYMEHTa".



