3apeructpupoBano B Muntocte Poccun 30 HOsiOpst 2021 r. N 66124

MUHUCTEPCTBO 3 IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 24 nosiopst 2021 r. N 1094n

Ob YTBEPKJIEHUU IIOPAIIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PELENITYPHbBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEIMAPATDLIL, TIOPAJAKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®POPM
BJAHKOB PEHEINTOB, COAEPKAILIINX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UJIA HCUXOTPOIIHbBIX
BEHIECTB, HOPAIKA UX U3I'OTOBJIEHUAA,
PACIIPEAEJEHUS, PETUCTPALIUU, YUHETA U
XPAHEHUA, A TAKKE ITPABUJI O®OPMJIEHUSA
BJIAHKOB PEIKEIITOB, B TOM YUCJIE B ®POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crateu 14 ®enepanbHoro 3akona ot 21 Hos6ps 2011 1. N
323-®3 "OO6 ocHOBax oOxpaHbl 3M0pOBbsi TpaxknaaH B Poccuiickoii ®enepanuu" (Cobpanmue
3akoHojarenbeTBa Poccuiickoit denepamuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHkToM
2 crateu 26 denepanpHOro 3akoHa oT 8 ssHBaps 1998 r. N 3-O3 "O HapKOTHYECKHUX CPEACTBAX H
ncuxoTpornHeix BemecTBax" (Cobpanue 3akonomarenscTBa Poccuiickoit denepanuu, 1998, N 2, cr.
219; 2017, N 31, cr. 4791), nonnynkramu 5.2.177, 5.2.178 n 5.2.179 nynkra 5 TlomoxxeHus o
Munucrepctse 3apaBooxpaHeHus Poccuiickoir denepanuu, yTBEPKICHHOIO ITOCTAaHOBIECHUEM
[IpaButenscTBa Poccuiickoii ®enepanuu ot 19 urons 2012 r. N 608 (Cobpanue 3aK0HOaTEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, c1. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBEpauTs:
[Nopsimox Ha3HAUEHUS JIEKAPCTBEHHBIX MpenapaToB coracHo npuioxennto N 1;
(OopMBI peLienTypHBIX OJTaHKOB Ha JISKApCTBEHHBIE MTpenapaThl COracHo npuioxeHuo N 2;

[Mopsimox odopmiieHHs pEelEenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpenaparbl, MX y4yeTa H
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XpaHCHUA COrJIaCHO IMPUIIOKCHUTIO N 3,

(hopMBI OJIAHKOB PELIENITOB, COACPKAIIUX HA3HAYCHHE HAPKOTUYECKUX CPEACTB WIIH MCHUXOTPOITHBIX
BEIIIECTB, corylacHO npuitokeHuio N 4;

HOpHI[OK H3TOTOBJICHUA, PACTIPCACIICHUSA, PCTUCTPALIUN, YUETA U XPAaHCHUA PCLCIITOB, COACPIKAIINUX
HAa3HAYCHHUEC HAPKOTHYCCKUX CPEACTB NUJIHU IICUXOTPOITHBIX BEHIECTB COTJIACHO IMPUITIOKECHHIO N 5,

[IpaBuna odopmileHHsT pELENnToB, COAEPKAIIMX Ha3HAYEHUE HAPKOTHUECKUX CPEACTB WIH

NCUXOTPOMHLIX BCHIECCTB, B TOM YHCJIC B (bopMe QJICKTPOHHBIX TOKYMCHTOB COIJIACHO IMPUIIOKCHUIO
N 6.

2. IIpu3HaTh yTpaTUBIIUMU CHILY:

npuka3 Munuctepcera 31paBooxpanenus Poceniickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
YTBEPXKICHUH (HOPMBI OJIAaHKOB PELENTOB, COJAEPKAIMX HAa3HAYEHUE HAPKOTUYECKUX CPEACTB MU
NICUXOTPOIHBIX BEIIECTB, IMOPSJKA MX HW3TOTOBJIECHMS, PACHpPENEIICHUs, PETUCTpALUU, y4eTa H
XpaHeHMs, a Takxke MmpaBwil odopmwieHus" (3aperucTpupoBaH MUHHCTEPCTBOM  OCTHLIUU
Poccuiickoit @eneparmu 15 aBrycrta 2012 r., peructpaunonssiii N 25190);

npuka3 Munuctepctsa 3apaBooxpanenusi Poccuiickoit ®eneparuum ot 30 utons 2015 r. N 3851 "O
BHECEHUU W3MEHEHUH B mpuka3 MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoir @enepanuu ot 1
aBrycta 2012 r. N 54un "OO0 ytBepxkaeHun (Hopmbl OJIAHKOB PEIENTOB, COASPIKAIIMX Ha3HAUCHUE
HAapKOTUYECKUX CPEJCTB MM IICUXOTPONHBIX BEIIECTB, MOPAJIKA UX U3TOTOBIEHUS, paclpeaeIeHus,
perucTpanuy, ydera U XpaHEHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH

MunucrepctBoM toctuiu Poccuiickoit @enepanun 27 nHosiOpst 2015 r., peructpanmonssiii N
39868);

npuka3 MunucrepcTsa 3apaBooxpaHenus Poccuiickoit @enepannu ot 21 ampensa 2016 r. N 2541 "O
BHECEHUHU M3MEHEHMH B mpuka3 MuHuctepcTBa 31paBooxpaHeHus Poccuiickoit @enepanun ot 20
nexadbpst 2012 r. N 11751 "O06 yrBep)xaeHUH MOpsAKa Ha3HAYSHUS U BBITUCHIBAHUS JICKAPCTBEHHBIX
MpenaparoB, a Takke (GOpPM peHenTypHbIX OJAHKOB Ha JIEKApPCTBEHHBIC IPETapaTthl, MOpPsIKa
oopmieHHs yka3zaHHbIX OJIaHKOB, MX yueTa M XpaHeHus" u mnpuinoxkenune N 2 k mnpuxasy
MunuctepctBa 31paBooxpanenus Poccuiickoit ®enepauuu ot 1 asrycra 2012 r. N 54n "O6
YTBEPXKICHUU (DOPMBI OJIAHKOB PELENTOB, COJACPKAIIUX HA3HAYEHUE HAPKOTUYECKUX CPEACTB WM
MICUXOTPOIHBIX BEIIECTB, IMOpPsJIKA MX H3TOTOBJICHMSI, pACHpElesIeHMs, PErucTpaluu, ydera u
XpaHeHMs, a Takxke MmpaBwil odopmwieHUs" (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTHLIUU
Poccutickoit @enepannu 18 uroist 2016 r., peructpannonnsiii N 42887);

IOYHKT 4 U3MEHEHUH, KOTOPBIE BHOCATCS B HEKOTOPBIE ITPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn @enepanun 1 MuHucTepeTBa 3apaBooxpaHenuss Poccuiickoi
denepanuy Mo BOIpocaM OOpaIeHUs JIEKApCTBEHHBIX MPENapaToB, COJAEPKAIIUX HAPKOTUUYECKHE
CPEJICTBA, MICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPHI, U JIEKAPCTBEHHBIX CPEJCTB, MOJIEKALINX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETy, YTBEPKACHHBIX NTPUKa30M MUHMCTEpPCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit ®eneparu ot 31 oxts6ps 2017 r. N 882H (3apeructpupoBan MuHHCTEPCTBOM
toctunun Poccuiickoit @eneparu 9 ssuBapst 2018 r., peructpaunonnsiii N 49561);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 gexadps 2019 r. N 1021H
"O BHeceHun m3MeHeHuMi B mpwioxkeHus N 2 u 4 k mpukazy MUHUCTEPCTBA 3paBOOXpPAaHCHHUS
Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n "O6 yrBepxaeHnH HOpMbI OIaHKOB PELIEHITOB,
coJlep)KallluX Ha3HAYeHHE HAPKOTUYECKHX CPEJCTB WM TCUXOTPONHBIX BEIIECTB, MOPAIKA HUX
W3TOTOBJICHUS, PACTIPEACIICHUS, PETUCTPAIMY, YIeTa U XPaHEHHUs, a Takxke mpaBmi odopmieHus"
(3apeructpupoBan MunuctepctBoM roctuiiun Poccuiickoit Depeparuu 28 sHBaps 2020 r.,
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peructparmonnsiii N 57293);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit @eneparmu ot 8 oktss0ps 2020 r. N 1076H
"O BHeceHun n3mMeHeHui B [lopsiok perucTpanuu, yyeta u XpaHeHHUs! CIEHHUAIbHBIX PELeNTYPHbBIX
OJTaHKOB HAa HAapKOTUYECKHE CPEJCTBA WJIM TCUXOTPOIHbIE BEIIECTBA, YTBEP)KICHHBIH MPUKA30M
MunuctepctBa 3apaBooxpaneHuss Poccuiickoit ®enepammu ot 1 asrycrta 2012 r. N 54n"
(3apeructpupoBadn MunuctepctBoM roctuumu Poccuiickoit ®enepamun 13 Hoa6pst 2020 1.,
peructparonssiii N 60898);

npuka3 MuHuctepcTBa 31paBooxpaneHus Poccuiickoit @eneparun ot 14 auBaps 2019 r. N 41 "O6
YTBEPKACHUU MOPSAIKAa Ha3HAUCHUs! JIEKAPCTBEHHBIX MpernapaToB, GopM pelenTypHbIX OJTaHKOB Ha
JIeKapCTBEHHbIE Ipenaparhl, Mopsaka oGOopMIICHUS yKa3aHHbIX OJIAHKOB, UX ydeTa M XpaHEHUs"
(3apeructpupoBan MunuctepctBom toctunmu Poccuiickoit ®eneparmun 26 mapra 2019 r.,
peructpanuonssii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 gexadps 2019 r. N 10221
"O BHeCeHHMU M3MEHEHMI B mpuka3z MuHHUCTEpCcTBa 3apaBooxpaHeHus: Poccuiickoit denepanuu ot
14 auBapsg 2019 r. N 4n "OO yTBEp)KAEHUM NOpSAAKAa HA3HAYEHUs JIEKApPCTBEHHBIX IPENapaTosB,
¢dbopM perenTypHbIX OJAHKOB Ha JIEKAPCTBEHHBIE MpemapaThl, MopsAaka o(GopMIIeHUS yKa3aHHbBIX
0JIaHKOB, MX Yy4eTa W XpaHeHHd" (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHIMU Poccuiickoit
®denepanuu 28 suBaps 2020 r., peructparmonubiii N 57292);

npuka3 MuHHcTepcTBa 3apaBooxpaHenust Poccuiickoit deneparym ot 8 okTs16ps 2020 r. N 10751
"O BHECEHMH HU3MEHEHUW B MOPSJOK HA3HAYEHHUS JICKAPCTBEHHBIX MpenapaToB, YTBEPHKIACHHBIN
npukazoM MuHucrepcTBa 31paBooxpanenus Poccuiickoit denepaunn ot 14 susaps 2019 r. N 4u"
(3apeructpupoBan  MwuHHCTepcTBOM IocTuuu Poccuiickoit ®denepanun 22 nmekabps 2020 r.,
peructpanuonubiii N 61695);

nyHKT 3.8 WHCTpyKIHMHM O TOpS/AKE BBIMHMCHIBAHUS JICKAPCTBEHHBIX IPETapaToB W OQOPMIICHHS
peLenToB U TpeOOBaHUN-HAKIIAHBIX, YTBEPKACHHOM MpUKa30M MHUHUCTEPCTBA 31paBOOXPAHEHUS U
counanbHoro pa3sutus Poccuiickoir @enepanmu ot 12 despans 2007 r. N 110 "O nopsiake
Ha3HAYEHUs U BBINMCHIBAHUS JICKAPCTBEHHBIX MpPENapaToB, U3JENUN METUIMHCKOTO Ha3HAYCHUS U
CTHEIHATH3UPOBAHHBIX TPOJYKTOB JIEUeOHOro mHTaHuA" (3aperucTpUpoBaH MHHHCTEPCTBOM
toctunun Poccuiickoit @eneparmu 27 anpens 2007 r., peructpanuonssiii N 9364);

npuka3 MUHUCTEPCTBA 3paBOOXPaHEHMs U collManbHOro pa3Butus Poccuiickoit @enepanuun ot 17
mas 2012 r. N 5621 "O6 yrBepknenuu Ilopsinka oTmycka pu3MUecKuM JMIAM JEKapCTBEHHBIX
IpernapaToB s MEAUIMHCKOTO IPUMEHEHUs, COJEp)KalluX KpOME MallbIX KOJUYECTB
HapKOTMYECKUX CPEJACTB, ICUXOTPOIIHBIX BELIECTB M UX MPEKYpPCOPOB Apyrue (hapMakoIOoruyecKue
aKTUBHbIE BellecTBa" (3apeructpupoBaH MuHucTepcTBoM toctuiun Poccuiickoit @enepanuu 1
utonst 2012 r., peructpaumonnsiii N 24438);

IYHKT 2 U3MEHEHUI, KOTOPhIE BHOCITCS B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3IPaBOOXPAHEHUS U
couuanbHoro pasButus Pocculickoit @enepanuu, yTBEPKACHHBIX MPUKa3oM MHUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit ®@eneparuu ot 10 wurons 2013 r. N 369 (3apeructpupoBan
MununcrepetBoM rocturmu Poccuiickoit @enepanuu 15 uroms 2013 ., peructpanuonnsii N 29064);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickont ®enepanym or 21 asrycra 2014 r. N 4651
"O BHECEHMH U3MEHEHHUH B MOPAJOK OTIYCKa (PU3NYECKUM JIMIaM JIEKApCTBEHHBIX MpenapaToB AJis
MEUIMHCKOrO IMPUMEHEHHS, COAEpPKAIIUX KPOME MajblX KOJIMYECTB HAPKOTHUYECKHX CPEACTB,
MICUXOTPOMHBIX BEIIECTB U UX MPEKYpCOpPOB JApyrue (papMakoJOTHYECKUE AKTHUBHBIE BEIIECTBA,
YTBEPKACHHBIN IpUKa3oM MUHMCTEPCTBA 3[paBOOXPAHEHNUs] U COLMAIBHOIO pa3Butus Poccuiickoil
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®eneparun ot 17 masg 2012 r. N 562u" (3apeructpupoBan MuHHCTEPCTBOM OCTHIIMK Poccuiickoit
denepanuu 10 centsiops 2014 r., peructpanuonnsiii N 34024);

IOYHKT | U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE ITPUKa3bl MUHKMCTEPCTBA 3paBOOXPAHCHUS U
conuanbHoro passurus Poccuiickonn denepanuu 1 MuHucrepersa 3apaBooxpanenus Poccuiickoit
®denepanniv, YyTBEpKICHHBIX MTPUKa3oM MuHucTepcTBa 31paBooxpanenus Poccuiickoit deneparuu
or 10 cents6ps 2015 r. N 634 (3apeructpupoBaH MHMHHUCTEPCTBOM locTHLMU Poccuiickoit
Denepanuu 30 cerrsops 2015 r., peructpanmonnsiii N 39063);

IOYHKT 3 U3MEHEHU, KOTOPbIE BHOCSTCSI B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickoin @enepanum 1 MuHHCcTepeTBa 3apaBooxpaHeHus Poccuiickoit
denepanuyu Mo BOIpOcaM OOpAIICHUs JIEKAPCTBEHHBIX IMPENapaToB, COACPKAIIUX HAPKOTHUYECKUE
CpEJIICTBA, IICUXOTPOIHbBIE BEUIECTBA U UX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYeTy, YTBEPKACHHBIX NTPUKa30M MUHHMCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®eneparuu ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBan MuHHCTEPCTBOM
toctunun Poccuiickoit @eneparyn 9 ssuBapst 2018 r., peructparmonnsiii N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, W3roTroBieHHBIE 1O JHS BCTYIUICHHS B CHITY
HACTOSIIEro MPUKa3a, MOT'YT OBbITh HUCIIOIb30BaHbI 10 1 MapTa 2023 roxa.

4. Hacrosimuii mpuka3 BcTymnaeT B cuily ¢ 1 mapra 2022 r. u neiictByer a0 1 mapta 2028 r.

Munucmp

M.A. MYPALIKO

Ipunooscenue N 1
K npuxasy Munucmepcmea 30pasooxparnenus
Poccuiickou ®edepayuu

om 24 noaopa 2021 2. N 1094n

HOPAJOK HASHAYEHUA JIEKAPCTBEHHDBIX
ITPEITAPATOB

. O0mme mosoKeHusA

1. Ha3HaueHue JeKapCTBEHHBIX IpENapaToB JJIsi MEIULMHCKOTO IpUMEHEHUs (Janee -
JIeKapCTBEHHbIE IpernapaTbl) OCYIIECTBIISETCS JIeyallluM BpadoM, (eNpAlepoM, aKylIepKod B
ClIy4yae BO3JIOKCHMS Ha HUX IIOJIHOMOYMM JIEUalero Bpaya, IIpy OKa3aHUM MEAUIIMHCKOW ITOMOIIH B
MEIMLIMHCKUX oOpraHusauusax <I1>, B NOpsake, YCTAaHOBJIEHHOM IpUKa3oM MuHuCTEpcTBa
3/1paBOOXpAaHEHHS U colMaIbHOTO pa3BuTHs Poccuiickoit denepanuu ot 23 mapra 2012 r. N 252
"O06 yrBepxaenuu Iopsika Bo3noxeHus Ha (enbaiiepa, akylepKy pyKoOBOIUTEIEM MeIULIUHCKOM
OpraHM3alUy IIPU OpPraHU3AlMU OKAa3aHWs INEPBUYHOM MEIUKO-CAHUTAPHOM IOMOIIM U CKOPOH
MEIULIUHCKONW MOMOILM OTAENbHBIX (PYHKLHMI Jiealero Bpaya 1o HEMoCpeACTBEHHOMY OKa3aHUIO
MEAUIMHCKONW MOMOIIM MAallMEHTy B MEPUOJ HAOJIOIEHUS 32 HUM U €T0 JIEUYEHHs], B TOM UYHUCIE I10
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HA3HAYCHUIO M TNPUMCHCHHUIO  JICKAPCTBCHHBIX  IPEMapaToB, BKIOYas  HAPKOTHYCCKHUEC
JIEKapCTBEHHBIE MpenapaThl U MCUXOTPOIHBIE JIEKAPCTBEHHbIE Mpenaparbl’ <2>, HHAWBUyaJIbHBIMU
MPEINPUHUMATEISIMHA, OCYIICCTBISIFOIIUMU MEIUIIMHCKYIO JCSITeIbHOCTh (J1anee - MEJIMIUHCKUE
pabOTHHKN).

<1> Oynskr 11 craten 2 denepanpHoro 3akoHa ot 21 HosOps 2011 1. N 323-®3 "OO6 ocHoBax
OXpaHbl 3710poBbs Ipaxan B Poccuiickoit @enepanun" (CoOpanue 3akoHonaTenscTBa Poccuiickoit
®eneparum, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbubiii 3akoH N 323-D3).

OdpuyuanvHolii UCMOUHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHb: UMEEHICA 8
6udy nynkm 11 vacmu 1 cmamou 2 @edepanvnozo 3axkona om 21.11.2011 N 323-@3.

<2> 3apeructpupoBad MunuctepctBoM roctuuuu Poccuiickoit denepauuu 28 ampens 2012 r.,
peructpaionublii N 23971 ¢ u3MeHeHusMH, BHECEHHbIMM IpUKa3oM MuHHcTEpCTBa
3napaBooxpanenus Poccuiickoit @enepammu ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH

MunucrepctBoM toctuimu Poccuiickoit ®enepanun 9 suBapst 2018 r., peructpanmonsubsii N
49561).

MenuuuHckrii  pabOTHUK, O(OPMHUBIIMK peLenT ¢ HapyIICHHEM HACTOSIIETO TOPSIKA, WIIH
PYKOBOJIUTENb MEIMIMHCKOM OpraHm3aluy 00eclednBaloT CBOEBPEMEHHOE IepeodopMiIeHue
TpeOyeMOoro AJis MalUeHTa peLenTa.

2. CseleHuss O Ha3HAYEHHOM JICKapCTBEHHOM IIpenapaTe (HAaMMEHOBaHHE JIEKapCTBEHHOI'O
mpemapara,  JO3MpOBKa, CHOCO0  BBEIEHUS U NPUMEHEHHS, PEKAM  JTO3UPOBAHMUA,
IIPOAOIKUTEIBHOCTD JICYEHUSI U 00OCHOBaHHE HAa3HAYCHHUs JICKApPCTBEHHOI'O IperapaTa) BHOCITCA
MEIUIMHCKUM paOOTHUKOM B MEAUIIMHCKYIO JOKYMEHTAIMIO MalleHTa.

B cnyuasx, ykazanneix B myHKTax 8 - 11 Hacrosimero Ilopsimka, MeauIMHCKUNA paOOTHHK,
HA3HAYUBIINKA JIEKapCTBEHHBIN mpenapat, opopmiiseT Ha3HauUCHUE JIEKAPCTBEHHBIX IMPENapaToB, B
TOM 4YHCIIE TOJUICKAIMUX M3TOTOBICHUIO W OTIYCKY aNTEYHbIMH OpraHu3alusMu (janee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBHIYaJbHOIO M3rOTOBJIEHMS), Ha pELENnTypHOM OJaHKe,
oQopMIIeHHOM Ha OyMa)KHOM HOCHTEJE 3a CBOEH MOANUCHIO (Jajee - peuenT Ha OyMa)KHOM
HOCHUTeNE), ¥ (MJIM) C COTJIacusl MaleHTa WK €ro 3aKOHHOTO MPeJICTaBUTeNs <3> Ha pelenTypHOM
OyiaHke B (hOopMe BIIEKTPOHHOI'O JOKYMEHTa C MCMOJIb30BAaHHUEM YCHJIEHHOM KBanU(pHUIMPOBAHHON
JIEKTPOHHOW MOJIMUCH MEIUIMHCKOro paboTHUKa (danee - peuent B (opme 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilynkr 2 cratbu 20 ®enepanpHoro 3akoHa N 323-d3 (CobOpaHue 3aKOHOJIATEIIBCTBA
Poccwuiickoit @enepanuu, 2011, N 48, cT. 6724; 2021, N 27, ct. 5159).

Perient B (hopMe 37€KTPOHHOTO TOKYMEHTA, COJEp KaIIHii Ha3HAUCHNUE HAPKOTUUYECKUX CPEJICTB WU
TICUXOTPOIHBIX BEHISCTB, IMOIMUCHIBAETCS C HCIOJB30BAHUEM YCHUJIEHHOW KBaTu(UIIMPOBAHHOMN
ANEKTPOHHOW MOMIMKCH JIeUallero Bpaya Wiu Qenplamepa, aKyllepKd, Ha KOTOPBIX BO3JIOKEHBI
(yHKIIMM JIeHalero Bpaya, 1 COOTBETCTBYIOLIEH MEIUIIMHCKON OpraHu3anuu <4>.
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<4> Ilynkt 1 crathu 26 denepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHUECKUX
cpeacTtBax M ncuxoTponHbix BemecTBax" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparum,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanbubiii 3akoH N 3-D3).

Odopmiienne perientoB B (GopMe MEKTPOHHBIX JTOKYMEHTOB OCYILECTBISETCS B Cllydae NMPUHATHA
YIIOJTHOMOYEHHBIM OPraHOM HCIIOJIHUTEIbHON BiacTu cyObekra Poccuiickoir @Denepanuu B
COOTBETCTBUM ¢ NMYHKTOM 4 ctaTh 6 PenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-03 "O6
oOpallleHHH JIEKapCTBEHHBIX CpelCTB" <5> pemieHus o0 HUCIOJIb30BAHUM HA TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepannu Hapsy ¢ pelenTaMu Ha JIEKApCTBEHHBbIE IpenapaTthl, 0pOPMICHHBIMU Ha
OyMa)XHOM HOCHUTEJIe, PELENTOB Ha JIEKAPCTBEHHbIE Ipenaparbl, CPOPMUPOBAHHBIX B (opme
AEKTPOHHBIX JOKYMEHTOB.

<5> Cobpanue 3axkoHogatenbcTBa Poccuiickoit denepamuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpum BbINMCKE NAUEHTa M3 MEIUIIMHCKOW OpraHu3aluy, B KOTOPOH €My OKa3blBajlach
MEAMLMHCKas MOMOILb B CTallMOHAPHBIX YCJIOBHUSX, MPU HEOOXOAMMOCTH IMPOJODKEHUS Ipuema
JEKapCTBEHHOI0 IIpernapara B aMOYJIAaTOPHBIX YCIOBHUSIX [JAaHHOMY [allMEHTy [0 PEHICHUIO
PYKOBOJMTEST MEIUIMHCKONW OpraHu3allii Ha3HayaroTcs ¢ odopmieHueM penenta B (opme
JNIEKTPOHHOTO JIOKYMEHTAa W (WJIM) HAa OyMaXHOM HOCHUTENe (32 WCKIIOYCHHEM O(OpMIICHUS
pELENTOB Ha JEKapCTBEHHbIE MpenapaThl, MOAJISKaIINe OTIYCKY OECIIaTHO WK CO CKUAKOMN) TH00
BBIIAIOTCS (MALMEHTY WIN €r0 3aKOHHOMY IIPEJICTaBUTEINI0) OJTHOBPEMEHHO C BBIITUCKOMN U3 UCTOPUU
00JIe3HM JIEKapCTBEHHBIE IpemapaTbl, B TOM YHCJIE€ HAPKOTUYECKHME M ICUXOTPOIHbIE
JeKapCTBEHHbIE IpenapaThl, BHeceHHble B cnucku |l u |1l mepeuns HapKOTHYECKUX CpPEICTB,
NICUXOTPOIHBIX BELIECTB U HUX IPEKYpPCOPOB, MOJUIEKAUIMX KOHTpOI B Poccuiickoit ®Penepanumy,
yrBepxkaeHHoro IlpaButensctBoM Poccuiickoit ®enepanuu <6> (manee - Ilepedens),
CUJIbHOJICUCTBYIOIME JIEKAPCTBEHHBIE NIpENapaTsl, Ha CPOK IpHUeMa MALMEHTOM 10 5 JHEH.

<6> Ilynkr 2 cratbu 2 @enepanbHoro 3akoHa N 3-d3 (CobOpanue 3akoHOoAareabcTBa Poccuiickoit
@enepannn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HaznaueHue JIEKapCTBEHHBIX TMpeNapaToB IMPU OKa3aHUM MEIUIIMHCKON TOMOIIM B
CTAIlMOHAPHBIX YCJIOBUAX MOXET OCYIIECTBIATHCA TOCPEICTBOM TpPEOOBAHUNH METUITMTHCKOM
OpraHu3alliy, HanpaBIseMbIX B AaNTEYHbIE OpPraHU3alMM, SBISIIOIIMECS  CTPYKTYPHBIMH
MOJpa3ICIICHUIMA MEAULIMHCKON OpraHu3anuu. </>

<7> IlyHkT 54 ctatbu 4 ®enepanbpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
nexkapcTBeHHBIX cpencTB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, cT1. 4456) (nanee - ®enepanbheiii 3akoH N 61-D3).
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5. Ha3naueHue JEKapCTBEHHBIX IMPEMapaToB OCYIIECTBISAECTCS MEIUIIMHCKUM PaOOTHUKOM TIO
MEKIYHAPOJHOMY HETIATEHTOBAHHOMY HaMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIUPOBOYHOMY
WM XUMHAYECKOMY HAaMMEHOBAaHUIO. B cilyyae OTCYTCTBHS MEXIYHApOIHOTO HEMATEHTOBAHHOTO
HAaUMEHOBAHUS U TPYIIIUPOBOYHOIO MM XMMHUYECKOI'0O HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpenapara
JIEKapCTBEHHBIN MpernapaT Ha3HAYaeTCs] MEIUIIMHCKUM PAOOTHUKOM 10 TOPTOBOMY HAaWMEHOBAHHUIO.
[Ipu Hanmuuum MEAUIMHCKUX TMOKa3aHUM (MHIMBUIYyalbHAs HEMEPEHOCHMOCTb, MO >KU3HEHHBIM
MOKa3aHUSAM) IO PEIICHHIO0 BpaueOHOM KOMUCCHUN MEAUIIMHCKON OpraHu3alui <8> OCYIIECTBIISETCS
Ha3HaueHue u oopMIICHHE Ha3HAUCHUS JIEKAPCTBEHHBIX MPEMapaToB, HE BXOISIIUX B CTAHAAPTHI
MEIUIIMHCKON TTOMOIIHU, pa3pabOTaHHBIE B COOTBETCTBUU ¢ NYHKTOM 14 ctatbu 37 DeaepaqbHOTO
3akora N 323-®3 <9>, wunam He MPEeAyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOU
peKoMeHmanue, Jaub0 1O TOProBbIM HAaWMEHOBaHUAM. PemieHne BpayeOHONW KOMHCCUHU
MEIUIIMHCKOW opraHu3anuu (GUKCUPYETCS B MEAMIIMHCKOW JOKYMEHTAIMH TMallMeHTa U B JKypHaie
BpaueOHOM KOMHCCHH.

<8> IIpuka3z MuHHCTEpPCTBA 37PABOOXPAHCHHS U COIMAIBHOTO pa3BUTUsA Poccuiickoit denepannn
or 5 mas 2012 r. N 5021 "OO yTBep)KICHHMU MOPSJKA CO3JAaHHUS U JEATEIbHOCTH BpaueOHOU
KOMHCCHH MEIUIIMHCKON opraHu3aiuu’ (3aperucTpupoBad MUHHCTEPCTBOM FOCTUIIMK Poccuiickoi
®enepauun 9 utons 2012 r., peructpanuonsabiii N 24516) ¢ u3MeHeHUMHU, BHECEHHBIMU MTPUKA30M
MunucrtepctBa 3apaBooxpaneHus Poccuiickoit @Depepamum ot 2 gexabps 2013 r. N 886H
(3apeructpupoBan MunmcTepcTBOM IocTUIMN Poccuiickoit ®@eneparuu 23 nekabps 2013 1.,
peructpaimonnsiii N 30714).

<9> CobOpanue 3akoHonatenbcTBa Poccuiickoii @eneparuu, 2011, N 48, cT. 6724.

Ecin npm okaszaHuM DAUUMEHTY MEIULMHCKOM IIOMOIIM B MEIUIMHCKOM OpraHu3aluu B
CTAlIMOHAPHBIX YCIOBHUAX IO PEIICHHIO BpaueOHOW KOMHCCHHU OCYILIECTBISIOTCS Ha3HAuYCHHE WU
IIPUMEHEHHUE JIEKAPCTBEHHOI'O IIpernapaTa C KOHKPETHBIM TOPrOBBIM HAaMMEHOBAaHUEM, TO IIPH
OKa3aHUU JAaHHOMY ITalMEHTY MEIULMHCKOW IIOMOIIM B WHOM MEIUIMHCKOW OpraHu3alid B
CTALIMOHAPHBIX YCIOBMSX, a TaKKe B aMOYJIATOPHBIX YCJIOBHUSX OCYLIECTBISIETCS HAa3HAUCHUE eMy
JIEKapCTBEHHOI'O IIpernapara ¢ TeM K€ TOPrOBbIM HauMeHOBaHuEM <10>.

<10> Ilynkr 2 nmocraHosnenus [IpaBurensctBa Poccuiickoit @enepanuu ot 30.06.2020 N 965 "O
BHeceHUH u3MeHeHH B [IpaBuia ¢dopmupoBaHus TMepedHs JEKAPCTBEHHBIX CPENICTB, 3aKylKa
KOTOPBIX OCYHIECCTBIACTCA B COOTBECTCTBHU C UX TOPrOBbBIMU HAMMCHOBAHUSIMHU, U O IMPUMCHCHUU
JIEKapCTBEHHBIX TMPENapaTtoB C KOHKPETHBIMH TOproBbiIMU HanMmeHoBaHusMU" (CoOpanue
3akoHoarenbeTBa Poccuiickoit deneparm, 2020, N 28, cT. 4422).

6. HaznaueHue JeKapCTBEHHOrO Iperapara B peLenTe Ha OyMa)KHOM HOCHTEJE WM pelenTe B
(dopMe 3IEKTPOHHOIO JOKYMEHTa O(opMIIseTcs Ha MMs HAalMEHTa, /Ul KOTOPOro INpelHa3HauyeH
JIEKapCTBEHHBIN IIpenapar.

Peuent Ha OymaxkHoMm HocuTtene, odhopMieHHbIH Ha peuentypHoMm oOmanke ¢dopm N 107/y-HIL, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBep>KIEHHBIX HACTOSIIMM MPUKA30M, MOXET OBITh
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MOJTy4eH MalUMEHTOM, €r0 3aKOHHBIM HPEJCTABUTENIEM WIM JIUIOM, UMEIOIHUM O(QOPMIICHHYIO B
COOTBETCTBUM C T'PAXKIAHCKUM 3aKOHOAATENBLCTBOM Poccuiickoin Penepanyuy JOBEPEHHOCTb OT
NalMEHTA Ha IIPAaBO MIOJyYEHUs TAKOr0 pelenTa (fajee - yoJHOMOYEHHOE JIULIO).

[IpencraBnenne OBEpeHHOCTH HE TpeOyeTcss B ciydae MOJYYEHHUsS pelernTa Ha JIeKapCTBEHHBIN
npernapat Ajs MHKypaOenbHOro OOJBHOIO Ha 3aBEpIIAONIEM »JTale ero JKU3HHU JIUIOM,
OCYILLIECTBISIONIMM YXOJ 32 TaKHMM HHKYypaOelnbHbIM OOJIbHBIM. B TakoM ciiyuyae MeTUIIMHCKHUN
pabOTHUK BBIAAET JUIY, OCYLIECTBIAIOMIEMY YyXOJ 3a HHKYpaOelbHbIM OOJbHBIM, JOKYMEHT,
MIOJITBEPKIAOIINIA MHKYpaOeIbHOE COCTOSIHUE OOJBHOTO, COJIEpKAIINil CBEJICHHS O JIUIIE, KOTOPOe
OyzeT mojy4yaTh JIEKapCTBEHHBIC MpEMmapathl Mo penenty (paMuaus, uMs, OT4eCTBO (IOCIETHEE -
IIpU HaJM4uM), BUJ, cepusl U (WIN) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIErO JIMYHOCTD), 3aBEPEHHBIN
MOJANUCHI0O M TEYaThl0 JAHHOTO MEIUIMHCKOrO0 pabOTHHKA, a TakXKe IeYaThi0 MEIUIIUHCKOM
OpTaHu3aIug.

JIOKyMEHT, TMOATBEPKAAONINN HWHKYpaOeITbHOE COCTOSHHE OOJBHOTO, OCTAE€TCS B aNTEYHOM
OpraHH3aIuu.

Penient B popMe 3JEKTPOHHOTO JTOKyMEHTa (OPMHPYETCSl C HCIOJIB30BAaHHUEM TOCYIapCTBEHHOU
nHpOpMaMOHHON cHCTeMBI B cdepe 3apaBooXpaHeHHs cyObekTa Poccuiickori denepanuu,
MEIUIMHCKON NH()OPMAIIMOHHON CUCTEMBI MEIULIMHCKON Oopranu3anuu <11>.

<11> Cratem 91 um 91.1 ®depepanpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOAATEIHCTBA
Poccwuiickoit @enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BBJAYM peLenTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKOHHOMY IIPEACTABUTEII0 WM
YIIOJIHOMOYEHHOMY JIMITY (PUKCHPYETCS] B METUIIMHCKOHN TOKYMEHTAIIUH MAI[UCHTA.

7. MenuuuHCKUM pabOOTHUKAM 3amperiaeTcs opopMiIATh PELENThl NpU OTCYTCTBHHM y MallMeHTa
MEIUIMHCKUX [I0Ka3aHWi; HAa HE3aperuCTPUPOBaHHBIE JICKAPCTBEHHbIE Ipenaparsl <12>; Ha
JI€KapCTBEHHbIE Ipenaparbl, KOTOpPblE B COOTBETCTBUM C MHCTPYKIHMEHW [0 MEIULUHCKOMY
IIPUMEHEHHUIO TPEJHA3HAYEHbl /I IPUMEHEHUS TOJbKO B MEIUIMHCKUX OpraHu3alusax; Ha
HAapKOTUYECKHE CpEACTBA M IICUXOTPONHBIE BellecTBa, BHeceHHble B cnucok [l Ilepeuns,
3aperucTpUPOBAaHHBIE B KAUECTBE JIEKAPCTBEHHBIX IPENApATOB, B LIEIAX NPUMEHEHUS IS JICUCHUS
HapKOMAaHWH.

<12> Pemenne Copeta EBpa3uiickoii skoHOMHUYEeCKON kKomuccuu oT 3 Hosa0ps 2016 r. N 78 "O
[IpaBuiiax perucTpanuyu 1 dKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUJIsI MEIULMHCKOIO NpUMeHeHus"
(opunmansHeIil caiit EBpasuiickoro skoHoMmuueckoro corosa http://www.eaeunion.org/, 21 Hosopst

2016 r.). Crates 13 ®enepanbaoro 3akoHa N 61-03 (CobOpanue 3akoHomatenscTBa Poccuiickoit
®eneparum, 2010, N 16, cT. 1815; 2020, N 14, cT. 2028).

I/IHI[I/IBI/II[yaJ'II)HBIM IpeaANpuHUMATECIIAM, OCYHICCTBJIAIOIIUM MCJIUIHNHCKYIO JACATCIbHOCTD,
JOITIOJIHUTCIIBHO K TpC6OBaHI/IHM, YKa3aHHBIM B 8.633.]_[6 NEPBOM HACTOSAIICTO ITYHKTA, 3alIPpCIIacTCA
O(i)OpMJ'IS[TI) PELCIITEI HA HAPKOTHYCECKHUE CPCACTBA M IICUXOTPOIIHBIC BEIICCTBA, BHCCCHHBIC B
CIITMCKH u )51 |_|| HepeqHﬂ (J:Lanee - HAPKOTHYCCKUC U IICUXOTPOIIHBIC JICKAPCTBCHHLIC ITPCIIapaThI
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crirckos Il u 111 Tlepeuns).

8. Ilpy Ha3HaueHUM HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB coucka [l
Ilepeuns, 3a MCKIIOYEHHEM JIEKapCTBEHHBIX IIPENapartoB B  BUAEC TPaHCACPMAaJIbHBIX
TEPANEBTUYECKHUX CUCTEM U JIEKAPCTBEHHBIX IPENApPaTOB, COAECPKAIIUX HAPKOTUUECKOE CPEJCTBO B
COUETAaHMM C AaHTArOHMCTOM ONHUOUJHBIX PELENTOPOB, pELENnThl Ha OyMa)kHOM HOCHUTEle
odopmisiroTes Ha perienitypHoM Oarke ¢popmer N 107/y-HIL

9. Penentypnsriii 61ank Gpopmber N 148-1/y-88 odopmisiercs npu Ha3HAYCHHH:

1) HapKOTHYECKUX W TICHXOTPOITHBIX JICKAPCTBEHHBIX NpemnaparoB crucka Il Ilepeuns B Buae
TPaHCIEPMAJIbHBIX TEPANIEBTUYECKUX CHUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPEMAapaTOB CHMCKA
Il Tlepeuns, coaepkamux HApPKOTHYECKOE CPEICTBO B COYETAHMM C AHTArOHHUCTOM OIMOUIHBIX
peLenTopoB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka [II [lepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAIINX:

a) KOJIEMH WJIM €ro COJM (B MepecyeTe Ha YUCTOE BEIIECTBO) B KoiauuecTBe 0 20 MI' BKJIIOUUTEIBHO
(Ha 1 mo3y TBepmaoil TekapcTBEeHHOH (hopMbl) uiau B koiuuecTBe 10 200 Mr BkimtounTensHO (Ha 100
w1 win 100 1 KuaKo# iekapcTBeHHON (OpPMBI JIIsl BHYTPEHHET0 IPUMEHEHHUS );

0) nceBnoddenprHa rTUAPOXIOPUI B KOIMIECTBE, MpeBbiaroniem 30 mr, u 10 60 MI BKIIOYUTEIHHO
(Ha 1 mo3y TBEpIOH JIEKAPCTBEHHOM (POPMBI);

B) nceBao3(deApuHa TUAPOXJIOPU B KOIUYECTBE, IpeBblmatomeM 30 mr, u 10 60 Mr BKJIIOUUTEIBHO
B COUYETAHUU C JIEKCTpOMETOp(PaHOM THIPOOPOMHUIOM B KOJIMYECTBE, MpeBbimatomeM 10 mr, u 10
30 Mr BKIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapcTBEHHON (OpPMBI);

r) JekcTpomeropdana runpodpomus B konmuectse 10 200 mr BrimountensHo (Ha 100 v wm 100 T
KHJIKOH JIeKapCTBEHHOM (OPMBI JIJIsl BHYTPEHHETO IPUMEHEHMS );

1) 2eapuHa THAPOXJIOPU B KomudecTBe, npespimaroniemM 100 mr, u 10 300 Mr BKIIOYUTENHHO (HA
100 mi miu 100 r sxuIKOM JIeKapCTBEHHOW (DOPMBI /1711 BHYTPEHHETO MPUMEHEHUS);

e) asdenpuHa TUApOXJIOpPHA B KoiauuectBe 10 S50 Mr BkmrouuTenbHO (Ha 1 103y TBepAoH
JI€KapCTBEHHOH (POPMBI);

X) (QEeHWIponaHoJaMUH B KOJMYECTBE 10 75 Mr BKIOUMTENbHO (Ha 1 103y TBepioi
nexkapcTBeHHON ¢(opmbl) mian g0 300 mr BrmouurtensHo (Ha 100 min wmmm 100 r Kuzakoi
JIEKapCTBEHHOU (DOPMBI [IJ1s1 BHYTPEHHETO PUMECHEHUS );

3) (eHoOapOHUTaT B KONMMYECTBE 0 15 Mr BKIIOYHMTENHHO B COYETAHWU C KOJCHWHOM (WM €ro
COJISIMU) HE3aBUCUMO OT KoJnuecTBa (Ha 1 103y TBepAOH JIeKapCTBEHHOM (OpMBI);

) (enobapouTan B koaumdecTBe 10 20 Mr BKIIOYUTEIBHO B COYETaHWH C d(eapuHom
THJIPOXJIOPUIOM HE3aBUCUMO OT KoJmuecTBa (Ha 1 103y TBepJoH JIeKapCTBEHHOH (hOpPMBI);

K) XJIOpJIMa3enoKCU B KOJIMUYecTBe, npesbimatonieM 10 mr, u 1o 20 Mr BKIoUMTENbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOM (HOPMBI);

3) nexapCTBEHHBIX MPENapaToB HMHAWBUAYAIBHOIO H3TOTOBIEHUS, COAEPKAIIMX HApPKOTUYECKOE
CpPEeACTBO WIHM TICUXOoTpomHoe BemecTBo cnucka II Ilepeuns, m apyrue Qapmakosorndeckue
AaKTUBHBIE BELIECTBA B J03€, HE MPEBBIIIAONIEH BBICUIYIO Pa30BYIO 103y, U IPU YCIOBHUH, YTO 3TOT
KOMOMHHMPOBAaHHBINA JIEKAPCTBEHHBIN MpernapaTr He SBISETCS HAPKOTUYECKUM WM MCHXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [lepeuns;
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4) nexkapCTBEHHBIX IpenapaToB, BKJIIOYEHHBIX B IMEPEYCHb JIEKApCTBEHHBIX CPEICTB JUIf
MEIUIMHCKOTO MPUMEHEHMs, NOJUIeKAINX MPEIMETHO-KOJIMYECTBEHHOMY YydYeTy (naiee -
JIEKapCTBEHHBIE MPEIapaThl, BKIIIOUEHHBIE B iepeueHb [IKY) <13>.

<13> Hoanynkr 5.2.171(1) mynkTa 5 nocranoBnenus [IpaButenbctBa Poccuiickoit deaepanuu ot
19.06.2012 N 608 "O6 yrepxaeHuu [lomosxkenns 0 MUHHUCTEPCTBE 37paBooXpaHeHus Poccuiickoit
Oeneparun" (nanee - [lomoxkenne o Munucrepcrse) (Cobpanue 3akoHomaTenbeTBa Poccuiickoii
®eneparun, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuentypusbiii 61ank Gopmbr N 148-1/y-04(11) oopmitsiercss mpyu Ha3HAYEHUH JIEKAPCTBEHHBIX
IpenapaToB TpakJaHaM, HMEIOIINM MPaBo Ha OECIUIaTHOE MOyYeHHE JIEKapCTBEHHBIX NPENapaToB
VI TIOJTy9YEHHUE JIEKAPCTBEHHBIX MPETapaToB CO CKUIKOM.

11. Penenrrypnsbiii 6;1ank ¢hopmel N 107-1/y odopmiisercs: mpu Ha3HAUCHUU:
1) nekapcTBEHHBIX IpenapaToB, HE YKAa3aHHBIX B MyHKTaxX 8, 9 Hacrosmero [lopsnka;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COACPKAIIUX:

a) SproraMMHa THAPOTApTpaT B KOJWYECTBE 1O 5 Mr BKIOUMTENbHO (Ha 1 703y TBepaoi
JeKapCTBEHHOH (popMBI);

0) a¢enpuna runpoxiopun B konmdectse 10 100 mr Brmrountenpro (Ha 100 M wmm 100 r sxuakoit
JeKapCTBEHHON ()OPMBI ISl BHYTPEHHETO TPUMEHEHHS );

B) IceBaod(epuHa TUAPOXJIOPU]] B KoindecTBe, He npesblmatoniemM 30 mMr (Ha 1 103y TBepaoi
JIeKapCTBEHHON (OPMBI);

r) ncenoddenprHa THUAPOXJIOPUI B KOJIMYECTBE, HE IMpeBbimatonieM 30 Mr, B COYETaHUU C
nexkcTpoMeTophaHoM THUAPOOPOMHUIOM B KoJM4ecTBe, mpeBbimapmeM 10 mr, m go 30 wmr
BKIIFOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (pOpMBI);

) AekcTpomeTopdaHa THAPOOpPOMUA B KoJWuecTBe, mpeBbimaromem 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpIO# JIeKapCTBEHHON (hOPMBI);

e) penobapbuTan B konuyectse, npesbimatoniemM 20 mr, u 10 50 Mr BimouuTenbHO (Ha 1 103y
TBEP/I0M JIEKapCTBEHHOU (POpMBI);

k) (enobapbutan B KoamdecTBEe 10 20 Mr BKIIOYHUTEIRHO B COYETAHUU C IPrOTAMHUHOM
THIPOTAPTPATOM HE3aBUCHMO OT KomyecTBa (Ha 1 03y TBepaoil TeKapCTBEHHOH POPMBI);

3) XJOpAMa3enoKkcu] B koandecTBe A0 10 Mr BrirounTenbHO (Ha 1 103y TBEpoi JieKapCTBEHHOM
¢bopmbl).

12. Ilpu Ha3HAYEHUU JIEKAPCTBEHHOI'O Npernaparta MHIWBUAYAJIbHOI'O M3TOTOBJICHHUS B peLENTe Ha
OymMaxxHoM HocuTene W (wim) peuente B (GOpMe JJIEKTPOHHOTO JTOKYMEHTa HAWMEHOBAaHMS
JIEKapCTBEHHBIX CPEICTB (BEILECTB), BKIIOYEHHbIX B nepedeHb [IKY, ykaspiBarorcs B Hauaze
perenTa, 3aTeM - BCE OCTaJIbHbIE UHI'PEAUEHTHI.

13. Ilpu Ha3HAuyE€HUM JIEKApPCTBEHHOI'O Iperapara B pelente Ha OyMaKHOM HoOcUTene M (MJIIH)
peuente B popMe AJIEKTPOHHOTO JOKYMEHTA 3alpeniaeTcs MpeBbIlaTh KOJUYECTBO HAPKOTHUYECKHUX
CPEICTB WM ICHXOTPOMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBINMCAHO B OJHOM pELENTe,
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ycraHoBieHHoe npunoxkeHueM N 1 k Hactosmemy [lopsiiky, 3a HCKITIOUEHUEM CIIy4aeB, YKa3aHHBIX
B nyHKTax 15 u 24 nacrosmero [lopsaka.

14. Ilpu Ha3HA4YEeHUU JIEKAPCTBEHHBIX MPENMApaTOB, BKIOYEHHBIX B nepedeHs [IKY, no3a koTopbix
MPEBBINIACT BBICHIMA OJHOKPATHBIM MpUeM, MEAUIMHCKUN paOOTHHK 0003HAYaeT A03y 3TOro
JIEKapCTBEHHOI'O Ipernapara B pelente Ha OyMa)XHOM HOCHUTENEe NPONHChI0 C MPOCTaBICHHUEM
BOCKJIMIIATENILHOTO 3HAaKa U (WJIK) MPOCTABISIET BOCKIMIIATENBHBIN 3HAK TIPH OPOPMIICHUU pelieriTa
B (hopMe AIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IMpENnapaToB, BKIIOUEHHBIX B nepedeHs [IKY, npu
OKazaHWU MalnucHTaM, HYXIAIOMUMCA B TJIMTCIBHOM JICHCHHU, HCpBH‘IHOﬁ MC)II/IKO'C&HHTapHOfI
MTOMOIIH U MaJUVIMaTUBHOW MEIUIIMHCKOW TTOMOIIHM MOXKET OBITh YBEJIMUEHO C YY€TOM KIMHUYECKUX
peKoMeHanuii He 6oJiee YeM B 2 pasa Mo CPaBHEHHUIO C KOJWYECTBOM HAPKOTHYECKUX CPEACTB WUITU
TICUXOTPOMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIMMCAHO B OJHOM pEIENTEe, YCTAaHOBICHHBIM
npunoxxenueM N 1 x Hacrosemy [lopsaky.

B cnydasx, mpeaycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIIETO MyHKTa, Ha perenTax Ha OyMaKHOM
HocuTene mnpousBoauTcs Haanuch "llo crenuanbHOMYy Ha3HAYeHUIO", OTIEIBHO 3aBEpeHHAas
MTOAMHUCHI0O METUIIMHCKOTO paOOTHUKA W TIEYaThI0 MEAUITMHCKON opranu3anuu "J{is penentoB”, Ha
perenTax B (opMe IIEKTPOHHOTO JOKYMEHTa mpou3BogutTcs otMmeTka '"[lo crenuambHOMY
Ha3HA4YCHHUIO" ¢ TIPOCTABJICHUEM YCHJICHHOW KBATM(UIIUPOBAHHOW JJICKTPOHHOW IMOAHCH
MEIUIIMHCKOTO Pa0OTHUKA.

16. CocraB neKkapCTBEHHOTO Mperapara, JeKapcTBeHHas ¢opMa W OOpalieHue METUIIMHCKOTO
paboTHUKa K (QapMameBTUYECKOMY pa0OTHHKY 00 OTIMYCKE JIEKQpCTBEHHOTO IMpemnapara Ha
OyMa)XxHOM HocHuTeNle 0(OPMIISIIOTCS Ha JTATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJIeke, 3a
UCKJIIOYeHUEM O(GOPMIICHHS PELENnTOB B ()OpME IJIEKTPOHHOTO JOKYMEHTA, OCYLIECTBISEMOIO Ha
PYCCKOM SI3BIKE.

[pu opopmiteHNH perenTypHBIX OJaHKOB JOMYCKAETCsl MCIOJIb30BAHUE COKPAIICHUH (TPUIOKCHUE
N 2 x Hacrosmemy [lopsaky).

HpI/I Ha3HA4YCHHUMU JICKAPCTBCHHOI'O IIpf€riapata HE OOIYCKACTCA COKpAIlCHHE HaVMEHOBaHUMN
HUHI'PECANCHTOB, COCTABJIAIOIIUX HeKapCTBCHHBIfI npemnapart, HC IMO3BOJIAIOIINX YCTAHOBHTD, KaKoMu
HMMCHHO HeKapCTBeHHLIﬁ npenapar Ha3HA4YCH.

17. Cnoco0 mpuMeHeHHs JIeKapCTBEHHOTO NpernapaTa 0003Ha4YaeTcs ¢ yKa3aHHEM IyTH BBEICHMA,
JI03bl, YaCTOTbI, BpEMEHH MpPHEMa OTHOCUTENBHO CHA (YyTPOM, Ha HOYb) U €r0 JJIUTEbHOCTH, a JUIs
JEKapCTBEHHBIX MPENapaToB, B3aUMOJCHCTBYIOIIMX C MHIIEH, - BPEMEHM HUX YIOTPEOICHUS
OTHOCHUTEJIBHO ITpHUeMa MUILIH (10 €J1bl, BO BPEMsI €/Ibl, 10CJIE €/Ibl).

18. Ilpu HE0OXOIMMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B TeUEHHE ABYX paOOuuX JHEH) OTIycKa
JICKapCTBCHHOTO TMperapata MAaIlMeHTy B BEPXHEH dYacTW perenta Ha OyMakKHOM HOCHTENE
MpOCTaBIAIOTCS  0003HaueHus "Cito" (cpouno) wmm "statim" (HememneHHO). AHAIOTHYHBIC
0003HaYCHMSI TIPOCTABIIIOTCS B BHJIC OTMETOK MpH O0QOPMIICHUH perenTa B GopMe AJICKTPOHHOTO
JIOKYMEHTA.

19. Ilpu odopmieHUU Ha3HAYCHUS TOTOBOTO JIEKAPCTBEHHOT'O Tperapara B perente Ha OyMaKHOM
HOCHUTENIE WK peuente B (GopMe AJIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBa€TCS B COOTBETCTBUM C MHCTPYKIHUEH MO MEAUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapata. JJomycTUMO yka3bIBaTh J1I03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO JEHCTBUS
(mnst pe30pOTHBHOTO MPUEMa) B TBEPIBIX JICKAPCTBEHHBIX (hopMax (Harmpumep, TaOJICTKU, TOPOIIKH,
KarcyIbl) Kak coJIep>KaHue OJHOTO MM HECKOJIbKUX JIEWCTBYIOIIMX BELIECTB B €IMHULIAX MACCHI (B



rpaMMax, MuwuUrpammax). JlomyctumMo yKas3blBaTh [TO3UPOBKY JIEKAPCTBEHHBIX MPEMapaToB
CUCTEMHOTO JeWCTBHS (11 pe30pOTHBHOTO MPUMEHEHUS) B KHJKHX JICKAPCTBEHHBIX (opmax
(Hampumep, pacTBOPBI, CYCIIEH3MM) KaK COJEp>KaHUE OJHOTO WM HECKOJBKHX JACHCTBYIOLINX
BEIIECTB B EJMHHUIIAX MAacChl Ha €IUHUIY oObeMa (Hampumep, MUUIUTPAMM/MHJLTUINTD) C
yKa3zaHueM o01Iero o0bema JIeKapCTBEHHOH ()OPMBI.

Ilpu odopmieHnr Ha3HAUYEHUS JIEKAPCTBEHHOT'O IpernapaTa WHAMBHUIYAJIbHOTO HM3TOTOBJICHUS B
peuente Ha OyMa)kHOM HOCHTENE WM perente B (opMe IIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPIBIX U CHIMTY4YMX (papmarieBTHdecKux cyOctaHumid ykaspiBaerca B rpammax (0,001; 0,5; 1,0),
KUKUX - B MIJUTHIIUTPAx, FpaMMax U Karwisix.

20. PenenTtsl Ha OyMaXxHOM HocHTene, B (GopMe 3JIEKTPOHHOTO IOKYMEHTa, Oo(opmIeHHBIE Ha
penentypaoM Onanke ¢opmbl N 148-1/y-88 u mpemaHa3sHavyeHHBIC JUIS OTITYCKA JICKAPCTBEHHBIX
npenapaToB, MPEAYCMOTPEHHbIX moanyHkraMu | - 3 mnynkrta 9 wHacrosimero Ilopsiaka,
NEeWCTBUTENILHBI B TeUeHHE 15 mHEeH co aHs opopMiIeHUsI.

21. Penentsl Ha OymMa)xHOM HOcHTeNe, B (popMe 3JIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypaom Onanke ¢opmbl N 148-1/y-04(:1) u mpegHa3HAYCHHBIE U OTITYCKA JIEKAPCTBEHHBIX
npenapaToB TpaXkaaHaM, YkazaHHbIM B myHKTe 10 HacTosimiero Ilopsinka, 1elCTBUTEILHBI B TEUCHUE
30 gHet co aHS oopMIIeHUS, 32 UCKITIOUCHHEM clydaeB Oo(pOpPMIICHHUS perienTa B COOTBETCTBUU C
nyHktaMu 38 u 39 nacrosmero [lopsaka, npu KOTOPHIX OH JIEMUCTBUTENIEH B TeueHUE 15 nmHEH co
JHSL 0pOpMIIEHHSI.

22. Penenthl Ha OyMa)XHOM HOCHTENe, B (OpMe DJIEKTPOHHOTO IOKYMEHTa, O(QOpMJICHHBIC Ha
peuentypaom Omanke ¢opmbl N 148-1/y-04(:1) u mpegHa3HAYCHHBIE JJIT OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB TrpakJaHaM, [TOCTUTIIMM [EHCHOHHOTO BO3pacTa, HWHBAIMIAM TIEpBOIl TPYIIIIHL,
NETIM-UHBAIUAAM, a TaKXke TpaxaaHaM, CTPAJalolUM XPOHHUYECKHMMH 3a00JICBaHUSIMU,
TpeOyIOIMMH JJIMTEIBHOTO KYpPCOBOTO JIeYeHHsI, AeHcTBUTEIbHBI B TedeHue 90 mHeil co aHs
odopMIIeHHS, 32 UCKITFOYCHHUEM CITy4aeB, YKa3aHHBIX B MyHKTaX 38 u 39 Hactosmero [lopsaka, mpu
KOTOPBIX OH JCHCTBUTENEH B TeueHUe 15 nuel co qus ohopmieHus.

Jnis jeyeHHss XpOHMUYECKUX 3a00JeBaHMN YKa3aHHBIM KaTE€roOpHsM TpaXKl1aH JIEKapCTBEHHBIE
npenapatel ¢ O(OpMIEHHEM pelenToB Ha OyMa)kHOM HOCHTENE WM pELEnToB B Qopme
AJIEKTPOHHOI'0 JOKYMEHTa MOT'yT Ha3Ha4yaThCsl Ha Kypc JedeHus 1o 180 nHei.

23. PenenTsl Ha OyMaXHOM HoOcHTeNe, B (OopMe JJIEKTPOHHOTO JTOKyMEHTa, o(opmIIeHHBIC Ha
peuentypuom Osanke ¢dopmel N 107-1/y u mpenHasHaueHHbIE 7Sl OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB, MpeaycMOTpeHHbIX yHKTOM 11 HacTosmero Ilopsinka, neiictBurenbHbl B TeueHue 60
IHEl co aHA 0hOpMIICHHS.

Ilpy Ha3HayeHMHM TOTOBBIX JIEKAPCTBEHHBIX IPENapaToB M JIEKAPCTBEHHBIX MPENapaToB
MHIMBHUIyaIbHOTO H3TOTOBJICHUS NalMeHTaM C 3a00JIeBaHMSAMH, TPEOYIOIUMH JUIUTEIHHOTO
KypCcOBOro JieueHusi, ¢ opopmiieHueM Ha peuentypHom Onanke ¢opmer N 107-1/y penenrta nHa
OyMa)XHOM HOCHTENe WIH B ()OPME IIEKTPOHHOTO JIOKYMEHTA YCTaHABIMBACTCA CPOK JCHUCTBHSA
pelienTa B rpejesiax A0 OJHOro roja.

B cnyuae ycraHoBieHHs cpoka JAEHWCTBUS pelenTta B Mpefesiax 10 OJHOro Toja B peLemnTe
npousBoauTcs Haanuck: "[lo crnenuanbHOMY Ha3HaueHUIO", 0003HAYAETCS CPOK JACHCTBHS perenTa
U TEePUOJAMYHOCTh OTMYCKAa JICKAPCTBEHHBIX IMpErnapaToB M3 alTeYHOW OpraHu3alvd WId
WHAUBUAYAIbHBIM  TMpEeANpPUHUMATENIEM, HUMEIONIMM  JIMIEH3WI0 Ha  (DapMaleBTUYECKYIO
NEeATeNbHOCTh <14> (eXKeHeneIbHO, e)KEMECIIHO M WHBIC TTeproibl). JOTTOTHUTEBHO 9TO YKa3aHUE
3aBepseTCs MOJMUCHI0 MEAUIIMHCKOTO Pa0OTHUKA, a TaKKe MEeYaThi0 MEAWIIMHCKOW OpTraHU3aIliy



"Ilns penenitoB" (s perienta Ha OyMa)KHOM HOCHTENE) WM YCUICHHOW KBaTH(DHUIIMPOBAHHON
SHCKTpOHHOﬁ IHOAIMNCBhIO MCIUIMHCKOI'O pa6OTHI/IKa u Jydna, YHOJHOMOYCHHOI'O 3aBCpATh
JOKYMEHTBI OT HMEHH MEIMIMHCKOW opraHu3amuu (s perenta B (GopMe 3JICKTPOHHOTO
JIOKYMEHTA).

<14> [lynkr 47 gactu 1 crarem 12 @enepanmpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIICH3UPOBAHUU OTACIBHBIX BUAOB AestenbHocTU" (manmee - Depepanbubiii 3akoH N 99-D3)
(Cobpanme 3akonomatenbcTBa Poccuiickonn deneparmu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JEKAPCTBEHHbIC IpemnapaThbl, BKIOUYEeHHBbIE B miepedeHb [IKY, nma nedenus
MAIUEHTOB ¢ XPOHUYECKUMH 3a00JIEBAHUSIMHU MOTYT OPOPMIISIThCSI HAa Kype JiedeHus 10 60 qHei.

B cnyuae, xorma kypc sedenusi coctaBisier Oonee 30 gHEH, MOMOJHUTEIBRHO B peleNTax Ha
OymMa)kHOM HocHTelne mpousBoAuTcs Haanuch "llo cnenmanbHOMY Ha3Ha4YeHMIO", 3aBEpeHHas
MOAMMUCHI0 MEUIIMHCKOTO paOOTHUKA U MEeYaThi0 MEAUITMHCKON opraHu3anuu "J{ns penenToB", Ha
peuentax B (opMe 3IEKTPOHHOTO JOKyMEHTa mpous3BoautTcs ormetka "[lo cmenuambHOMY
Ha3HA4YCHHUIO" ¢ TPOCTABICHUEM YCWJICHHOW KBAJTM(UIIMPOBAHHOW OSJIEKTPOHHOW IOIUCH
MEIUIIMHCKOTO pabOTHWKA H JIMIA, YIOJHOMOYEHHOTO 3aBEpsSITh JOKYMEHTHI OT HMEHH
MEJIUIIMHCKON OpTaHu3alIliy.

25. Penent Ha OymakHOM HocuTene B (hOopMe 3JIEKTPOHHOIO JIOKYMEHTa, O(OPMIIEHHBIH ¢
HapylIeHHEeM YCTaHOBJIEHHbBIX HacTosUM [lopsiakom TpeGoBaHUi, cCUUTAETCS HEIEHCTBUTENIbHBIM.

I1. HazHaveHue JIeKAPCTBEHHBIX NPENAPATOB MPHU OKA3aHUHU
MeJIMIUHCKONH MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

26. Ilpu okazaHWM TALMUEHTY MEIUIMHCKON IMOMOIIM B CTAI[MOHAPHBIX YCIOBUAX Ha3HAYCHUE
JICKapCTBEHHBIX NPEMapaToB MPOU3BOIUTCS 0€3 ohopMIICHHUS perienTa MEAUIIMHCKUM PaOOTHHUKOM
€IMHOJIMYHO, 32 UCKJIFOUCHUEM CITy4aeB, YKa3aHHbIX B MyHKTE 27 HacTosiuero [lopska.

27. CormnacoBaHue Ha3HAY€HHUS JIEKAPCTBEHHBIX IPEMapaTOB C 3aBEAYIOIIUM OTIEICHHEM WIH
OTBETCTBEHHBIM JICKYPHBIM BPAuOM JIMOO JPYTUM JIMIIOM, YIIOJHOMOUYEHHBIM MPUKA30M TJIaBHOTO
Bpaua MEIUIMHCKOM OpraHM3aliy, a TakXKe, I[pH HaJU4ud, C BpauoM - KIMHHUYECKUM
(hapMakoI0roM HeOOXOAMMO B CIydasiX:

1) oIHOBPEMEHHOI0 Ha3HAYCHHUSI MIATU U 0o0Jiee JIeKapCTBEHHBIX IPErnapaToB OJTHOMY MAIlUEHTY;

2) Ha3HAYEHMS JICKApPCTBEHHBIX MPENapaToB, HE BXOASIIUX B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIIINX JICKAPCTBEHHBIX MpernapaTtoB <15>, mpu HETUMMYHOM TE€YCHUU 3a00JIeBaHUS, HATUIUU
OCJIO’)KHEHUN OCHOBHOTO 3a00jeBaHUs W (MJIM) COMYTCTBYIOLIMX 3a00JieBaHUM, MPHU Ha3HAYCHHUU
JIEKapCTBEHHBIX MpPEnapaToB, OCOOCHHOCTH B3aUMOJCHCTBHUSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
WHCTPYKLHUSAM MO0 WX TNPUMEHEHUIO NPHUBOIAT K CHUKEHHIO 3(PPEKTUBHOCTH U OE30MaCHOCTH
(dapmakoTepanuu 1 (WIKM) CO3/1al0T MOTEHLINUATIbHYIO OMTACHOCTD JIJIS )KU3HU U 3/I0pPOBbS MAIIUEHTA.
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<15> Yactu 1 cratem 60 DegepanpHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOJATENIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, c1. 4516).

B yka3zaHHBIX cimy4yasx Ha3Hauy€HHUE JIGKAPCTBEHHBIX MpernapaToB (PUKCHUpPYeTCs B METUITMHCKON
JOKYMEHTAIIMU TIAlIMCHTa W 3aBEPSETCS TMOIMUCHI0 MEIUIIMHCKOTO PabOTHHUKA M 3aBEAYIOIIETO
oT/ieJieHreM (OTBETCTBEHHOTO JIEKYPHOTO Bpada WK APYTroro yrnoJIHOMOYEHHOTO JIUIIA).

28. MenuuuHckuii paOOTHUK MEAMIIMHCKONW OpraHu3aliu (€€ CTPYKTYPHOIO MOApa3JeiIeHHUs),
PacoJIOKEHHOM B CEJIbCKOM HACEJIEHHOM IIYHKTE, OCYIIECTBISET Ha3HAUYEHUE JIEKAPCTBEHHBIX
MpENnapaToB B CIy4yasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrogmero [lopsaka, e1MHOINYHO.

29. Tlo pemenuto BpaueOHONW KOMUCCHH TAIIMEHTAM TPU OKa3aHUU MM MEIHMIIMHCKON TIOMOIH B
CTaI_II/IOHapHBIX yCJIOBI/DIX Ha3HA4YarTCA JIeKapCTBeHHBIe HpenapaTH, HC BKJIFOUCHHBIC B Hepequb
YKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JICKAPCTBEHHBIX MPEMapaToB, B CIydae UX 3aMEHBI HU3-3a
HHI{HBHILY&HBHOﬁ HGHepeHOCI/IMOCTI/I, 110 ) KU3HCHHBIM ITOKA3aHUAM.

Pemenune BpaueOHOM KoMHCCUU GUKCUPYETCS B MEIUIIMHCKOM TOKyMEHTALMU MTALIUEHTA U KypHae
BpaueOHOM KOMUCCHUHU.

30. B caywasx oOciemoBaHus W JICUYSHHS TPaKIaHWHA B CTAI[MOHAPHBIX YCIOBUSX B pPaMKax
NPEOCTaBICHUs] MEIUIMHCKUX YCIYI Ha BO3ME3/IHOM OCHOBE 3a CUET JMYHBIX CPEJICTB I'pa)</aH,
CPEICTB IOPUIMYECKUX JIUL M HHBIX CPEACTB HA OCHOBAHMM JIOIOBOPA, B TOM 4YHCIE JI0rOBOpa
JN0OPOBOJIBHOIO MEIMIIMHCKOTO CTpaxoBaHHUsa <16>, eMy MOr'yT ObITh Ha3Ha4yeHbI JIEKAPCTBEHHBIE
mpenaparel, HE BXOISIIME B MEPEYCHb XKU3HECHHO HEOOXOIUMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
MIPEenaparToB, €CJIM UX Ha3HAYCHHE U PUMEHEHHE 00YCIOBICHO MEIUIIMHCKIMHU OKa3aHUSAMHU.

<16> Iloctanosnenue [IpaButensctBa Poccuiickoii @enepanuu ot 4 oktsiOpsa 2012 r. N 1006 "O6
yTBepkaeHnu [IpaBuin mpenocTaBiIeHUsT MEIUIIMHCKAUMU OPTaHU3AIMSIMH TUIATHBIX MEIUITMHCKHUX
yeayr" (Cobpanue 3akononatensctBa Poccuiickoit @enepanuu, 2012, N 41, cT. 5628).

I11. Ha3Ha4yeHue JieKAPCTBEHHBIX NIPENApPaTOB IPH OKA3AHUM
MEePBUYHON METUKO-CAHUTAPHON MOMOIIU, CKOPOH MeIULUHCKOMN
MOMOIIU ¥ NAJJIMATUBHOM MEIUIIUHCKOM MMOMOIIH

31. Ilpyn oka3zaHWM TEPBUYHONW MEIUKO-CAHUTAPHON TOMOIIM W TAUIMATUBHOW MEIUITMHCKON
MOMOIIM B aMOyJIaTOPHBIX YCIIOBUSIX Ha3HAUYCHHE JIEKAPCTBEHHBIX IMPENapaToB OCYIIECTBISICTCS
MEJIUIIMHCKUM PAaOOTHUKOM B CiIy4asx THIOUYHOTO TEUYCHMs 3a00JIeBaHUS TAIMEHTa HCXOMAS W3
TSOKECTH U XapakTepa 3a00JIeBaHHUs.

32. Ha3HaueHue JIEKapCTBEHHBIX MpPENapaToB MO PEIHICHUI0 BpayeOHONM KOMHCCHU IPHU OKa3aHUU
HNEePBUYHON METMKO-CAaHUTAPHON MOMOIIY, NMaNIMAaTUBHON METUIIMHCKON OMOIIM B aMOyJIaTOPHBIX
YCIIOBUSIX IPOU3BOAUTCS B CIyJasX:

1) OTHOBpPEMEHHOT0 Ha3HAYEHHsI OJHOMY MAlMEeHTY MATH U OoJiee JIEKapCTBEHHBIX IMPENapaToB B
TEUEHHUE OJTHUX CYTOK WJIU CBBIIIE JIECSITH HAMMEHOBAaHUY B TEUCHHUE TPUIATH JHEH;

2) Ha3sSHA4YCHUA JICKAPCTBCHHBIX MPCIapaToB IpHW HCTHIIWUYHOM TCUYCHHUUN 3360J’[GB3HI/I$I, HaJIM4Ynuu
OCJIO)KHEHUH OCHOBHOI'O 3a00JieBaHUS U (I/IJ'II/I) COIIYTCTBYIOIIUX 3a60J’IeBaHPII>i, IIpu Ha3HAYCHUU
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JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJCHCTBUS M COBMECTUMOCTH KOTOPBIX COIJIACHO
WHCTPYKIUSAM TI0 HMX TPUMEHEHHUIO TPUBOIAT K CHIKCHHIO 3()()EKTHBHOCTH M 0E30MacHOCTH
JIEYEHHUs NAUEHTA U (WIN) CO3aI0T NOTEHIMAJIBHYIO ONTACHOCTD ISl )KU3HU U 3[J0POBbsI MALIMEHTA;

3) NEepBUYHOIO HA3HAYEHUs NAIlMEHTy HAPKOTMYECKMX U ICUXOTPONHBIX JIEKaPCTBEHHBIX
npenapatoB couckoB Il u Il Tlepeunss (B ciydyae NpuHATHS PYKOBOAMUTENEM MEIUIUHCKOM
OpraHu3alluil peleHus O HEeOoOXOIMMOCTH COTJacoBaHMs HA3HAUYEHUS TaKHUX JIEKApCTBEHHBIX
npenapaToB ¢ BpaueOHOM Komuccueil).

33. IloBTropHOE Ha3HAa4YeHHWE HAPKOTUYECKMX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPErnapaToB
ciuckoB |l w 1l Tlepeunss mpow3BOAWTCS MEIUIIMHCKAM pAaOOTHHKOM CaMOCTOSITENBHO WIIN
€IMHOJIMYHO 0e3 yyacTHs BpaueOHOH KOMHCCHU MalMeHTaM C BbIPa)KEHHBIM OOJIEBBIM CHHAPOMOM
Tr000TO TeHe3a, HApYIIEHHEM CHa, CYJOPOKHBIMH COCTOSHHSIMH, TPEBOKHBIMH PacCTPOHCTBaMH,
(hoOusIMH, ICUXOMOTOPHBIM BO30YXK/IEHUEM.

34. Ilpu oxka3aHMM CKOpOM MEIMIMHCKON IIOMOIIM JIEKAPCTBEHHBIE IIpemapaThl HA3HAYAIOTCS
MEIULUHCKUM DPAOOTHUKOM BBIE3HOM Opurazsl CKOpPOH IMOMOIIM, MEIUIMHCKUM paOOTHUKOM
MEAULMHCKONW OpraHU3alMy P OKa3aHUU MEJIUIMHCKOMN MMOMOIIM IpakaaHaM MpH 3a00JIEBaHUSX,
HECUaCTHBIX CIydasx, TpaBMaX, OTPABIECHUSAX U JAPYIHMX COCTOSHHSX, TPEOYIOLIMX CPOYHOIO
MEJIUIIMHCKOTO BMEIIATEIbCTBA.

V. HazHaueHue JieKAPCTBEHHBIX NIPENapaToB rpa:kIiaHaM, MMe0 M
NpaBo Ha 0ecIIaTHOE MOJIyYeHHe JIeKAPCTBEHHbIX NPenapaToB UJin
MoJIy4YeHHe JIeKAPCTBEHHBIX MIPEeNapaToB cO CKUAKOM, IPU OKA3aHUH

MEePBUYHOM MEIUKO-CAHUTAPHON MOMO LI

35. Ilpm oka3aHuM TEPBUYHON MEAUKO-CAHUTAPHOM TMOMOINM HA3HAYCHUE MEIUIUHCKUM
pabOTHUKOM Ha OCHOBE KIMHMYECKHX PEKOMEHIAIM W C YY4eTOM CTaHAApTOB MEIMIIMHCKON
nmomomu <17> JeKapCTBEHHBIX IMPENapaToB, OTIYCKAa€MbIX OECIUIaTHO WJIM CO CKHJIKOM,
rpakaaHaM, UMEIOIUM TPaBO Ha OOeCrledeHue JEKapCTBEHHBIMH TMpenaparaMy 3a CYeT CPECTB
OIOJKETHBIX ACCUTHOBAaHUU (eaepaabHOro OroKeTa M OMKETOB CyOBekTOB Poccuiickoit
deneparuu, ocymiecTBiseTcs Ha perentypHoM Oanke N 148-1/y-04(x).

<17> Crarbs 37 ®enepanvHoro 3akoHa N 323-®3 (CoOpanme 3akoHOmaTenbcTBA Poccuiickoii
Oeneparum, 2011, N 48, cT. 6724; 2021, N 27, ct. 5186).

I[Ipu odopmitennn penenta Ha Omanke ¢opmbl N 148-1/y-04(;1) Ha OyMaKHOM HOCHTENE
oopMIISIOTCS [1Ba SK3EMIUISIPA, OJAMH M3 KOTOPBIX OCTAETCS B aTEYHOW OpraHU3allly, BTOPOHl - B
MEIUIUHCKOW JIOKYMEHTAIINY TTallUeHTA.

36. HpaBo HasHa4aTb JICKAPCTBCHHLIC IIPCIIApPAThl I'paKiaHaM, HMCHOIIUM IIpaBO Ha OecruiaTHoE
IMOJIYYCHUC JICKAPCTBCHHBIX IMPCIIApaTOB WJIM MOJYUCHUC JICKAPCTBCHHBIX MPCIIapaToB CO CKHHKOﬁ,
TAaKXC UMCIOT:

1) mepunHCKHE PabOTHHUKY, pabOTAarONIMe B MEIUIIMHCKONH OpPraHu3aluy 10 COBMECTUTENBCTBY (B
npeesiax CBOeH KOMITETCHIIUHN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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2) MEIUIUHCKHE pPAaOOTHUKU CTAllMOHAPHBIX OpPraHHM3alMi COIHUAIBLHOTO OOCITY)KUBAHHS MPH
HaJW4YUH JUICH3UH HA OCYIIECTBIECHUE MEAUIIMHCKON NEeATeNbHOCTH <18>, mpemaycMarpuBaronieit
BBINIOJIHEHHE Pa0O0T (OKa3aHWE YCIIYT) MO OKa3aHWIO TMEPBUYHOM MEIMKO-CAaHUTAPHOHW MOMOIIU B
aMOyJIaTOPHBIX YCIOBUSAX (HE3aBUCHMO OT BEOMCTBEHHOM MPUHAJICKHOCTH);

<18> IIyHkT 46 vactu 1 crareu 12 denepansroro 3akona N 99-d3 (CoOpaHne 3aKOHOIATEIIBCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MenunWHCKAE PaOOTHUKH  MEAWIMHCKUX  OpraHW3alfii, OKa3bIBAIOIMUX MEPBUYHYIO
MEUKO-CAHUTAPHYIO TOMOIIb, IOJBEIOMCTBEHHBIX (eepalbHbIM OpraHaM HCTOTHUTEIHHOM
BJIACTH WJIM OpraHaM UCIOJHUTENbHOM BIacTH cyobekToB Poccuiickoii @eneparum;

4) uWHAUBUIYyaJIbHbIE MPEINPUHUMATENIN, OCYILIECTBISAIOMINE MEIUIUMHCKYI0 ACSTEIbHOCTh U
BKJIIOYCHHBIE B PEECTP MEIUIIMHCKUX OpTaHHW3allUid, OCYIISCTBISIONINX MESITEIBHOCTh B cdepe
00513aTeTLHOTO METUITTHCKOTO CTPAaXOBaHUSI.

37. Ilpu Ha3HAUEHWH JIEKApCTBEHHBIX NpENapaToB TpakaaHaM, MMEIONIMM MpaBo Ha OecruiaTHOe
MOJTy4EeHHE JIEKAPCTBEHHBIX MPENapaToB WK MOJyYeHHE JIEKAPCTBEHHBIX MPENapaToB cO CKUIKOM,
B peLeNTe yKa3bIBaeTcs HOMep TenedoHa, MO KOTOpoMy pPaOOTHUK anTeuyHOW OpraHHM3alud TpU
HEOOXOAMMOCTH MOXET COrjacoBaTb € MEAMLMHCKUM paOOTHUKOM 3aMEHy JIEKApCTBEHHOTO
npenapara.

38. Ha3zHaueHrne HapKOTHYECKUX U MCUXOTPOMHBIX JIEKApCTBEHHBIX NpenapatoB cuucka Il [lepeuns
(32 UCKITIOYCHHEM JIEKAPCTBEHHBIX TpPENaparoB B BUIE TPAHCACPMAIBHBIX TEPANEBTUICCKUX
CUCTEM, a TaK)Xe JICKAPCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTUUECKOE CPEACTBO B COUETAHUU
C AaHTaroHWCTOM OIMOWMJIHBIX PEIENTOPOB) TpaXKAaHAM, HMEIOIIMM TPaBO Ha OecCIulaTHOE
MOJIyYEHHUE JIEKAPCTBEHHBIX MpENapaToB WIKA MOJYyYEHUs JIEKAPCTBEHHBIX MPENapaToB cO CKUIKOMH,
ocymiecTBisiercss Ha penentypHoM Onanke ¢opmber N 107/y-HII, k KOoTOpoMy HOMOTHUTEIHHO
odpopmiisercs perent Ha perentypHom 6manke Gopmbl N 148-1/y-04(1) (B 1ByX dK3eMIUIApax Mmpu
odopmIIeHUH Ha OyMa)KHOM HOCHUTEIIE).

39. HazHaueHne HapKOTUYECKUX M MICUXOTPOMHBIX JIEKApCTBEHHBIX npenaparoB crnucka Il Tlepeuns
B BHJIE TPAHCIAEPMAJIBHBIX TEPANIEBTUYECKMX CHUCTEM, HAPKOTHUECKHUX JIEKAPCTBEHHBIX IIPENApaTOB
ciucka Il Ilepeuns, comepx)amuyx HAPKOTHYECKOE CPEACTBO B COYETAHWH C AHTArOHHCTOM
ONMOUAHBIX PELENTOPOB, ICUXOTPONHBIX JEKAapCTBEHHbIX InpenaparoB cnucka [II Ilepeuns,
JIEKApCTBEHHBIX IIpEnapaToB, BKIIOYEHHbIX B nepedeHb [IKY, comepkammuxcs B noamyHkre 2
nyHkTa 11 Hacrosiuero Ilopsiaka, npenqHa3HaueHHbIE Ul JIEUEHUS IPpaKAaH, UMEIOIIMX IIPaBO Ha
OecIIaTHOE MOJy4eHHE JIEKApCTBEHHBIX IPENapaToB WM MOJIy4eHHE JICKapCTBEHHBIX IIPENnapaToB
CO CKHUJKOMW, ocymiecTBisieTcs Ha peuentypHbix Omankax ¢gopm N 107-1/y m N 148-1/y-88, k
KOTOPBIM JIOTIOJIHUTEIBHO 0(opMIIIeTCsl perient Ha pernentypHoM Omanke Gopmbr N 148-1/y-04(1)
(B IBYX 3K3eMILISIpax MpH 0OpMIIEHUN HAa OYyMa)KHOM HOCHUTEJIE).

Ipunooscenue N 1
k Ilopsioky nasnavenus
JIeKAPCMBEHHBIX NPEnapamos,

ymeepofcdeHHomy npuxKasom
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Munucmepcmea 30pasooxpanenus

Poccuiickou ®edepayuu

om 24 nosops 2021 . N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB UJIN
IHCUXOTPOIHLBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJHOM PELEIITE

N n/m MexayHapoIHOE HEITATEHTOBAHHOE @®opMa BbIITyCKa U KonungecTso
HalMEHOBaHME HAPKOTHYECKOTO U JI03UpPOBKa
TICUXOTPOITHOT'O JIEKAPCTBEHHOTO
npemnapara

1. bynpenopdun + Hanokcon TaGmeTku 60 TabeToK
cyonuurBanbHbie 0,2 Mr|(ymakoBka, kpatHas N
+ 0,2 Mr 20)

2. byrnipenopduna PactBop 111 HHBEKINH, 30 aMITyI
0,3 mr/ma 1 v (I pHIl-TIOOUKOB)

3. bynpenopdun TpancaepManbHbIi
[J1aCThIPb
35 MKr/49ac 20 macTeipeit
52,5 MKr/9ac 10 macteipei
70 MKr/49ac S TuacTeIpen

4. Mopdun PactBop /U1 nHBEKLNH, [20 ammyin
[pacTBOp 1A (ILTPUII-TIOOUKOB)
10/IKO’KHOTO BBEJICHHS
10 mr/mi 1 M

0. Kozneun + Mopdun + Hockanun + PactBop st 20 amIryn

[TanaBepun + TeGaun [10JIKO>KHOT'O BBEJICHHS

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

6. Tpumenepuavs Tabnerku 25 mr 50 TabsieTok

7. Tpumenepuany PactBop /i nebexkunit 20 ammyn
10 mr/mit 1 M (ILITPULI-TIOOUKOB)
20 mr/mit 1 M

8. Mopdun Ta6metku (kancynbl)  |180 TabneTox (karcyir)

[IPOJIOHTUPOBAHHOTO
nercTBUA

10 Mr

30 Mr

60 Mr

100 mr

60 TabneTok (Karcyn)
40 TabneToK (Karcyi)
20 Tab1eToK (Kamncymn)
20 TabneTok (Karcyn)




200 mr

dakoH 50 MKr/mo3a
2,0 mut (10 mo3)

3,2 M (20 mo3)

5,0 M (40 no3)
diakoH 100 Mkr/mo3a
2,0 M1 (10 103)

3,2 M (20 mo3)

5,0 M (40 no3)
dakoH 200 MKr/mo3a
2,0 M1 (10 103)

3,2 mi (20 no3)

5,0 M1 (40 no3)

0. Mopdun Tabnerku
5 mr 100 TabGnerox
10 mr 100 TaGnetok
10. Mopduu Kamnu ans npuema 4 prakona
BHYTpb 20 mr/mi 20 mi
11. Mopdun PacTBop 11 puema
BHYTPb (MOHOJI03bI)
2 Mr/mit 5 Mt 100 ammyn /3
6 Mr/MI 5 Mt 80 ammy /3
20 mMr/ma 5 M 30 ammyn /3
12. OxcuxonoH + Hamokxcon TaOmeTku
[IPOJIOHTUPOBAHHOTO
EeCTBUSA
S5 mr + 2,5 Mr 100 TabmeTok
10 Mmr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTox
40 mr + 20 mMr 20 TabneTok
13. [TpormonmnpeHmmITOKCH I TUINHUIIEpUuH TabneTku 3ameunsie 20 |50 TabneTox
MT
14, deHTaHmI [[1acTeipb
12,5 Mkr/9ac 20 mnacTteipeit
25 MKr/dac 20 miacTeipeit
50 MKr/49ac 10 mnacteipeit
75 MKr/4ac 10 macteipeit
100 MKr/gac 10 nutacteipeit
15. DeHTaHuI Cripeil Ha3aJIbHBIN

24 ¢akoHa
12 bnmakoHOB
6 (brakoHOB

12 ¢makoHOB
6 (rakoHOB
3 dbmaxona

12 ¢makoHOB
6 (1akoHOB

3 ¢urakona

Ipunooscenue N 2

K Ilopsoky nasnauenus

JIEKapCme€erHrRblx npenapamoe,

ymeepofcdeHHOMy npuxKasom

Munucmepcmea 30pasooxpanenus



Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEHJAOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPAIIEHUA ITPU O©POPMJIEHUMU PELIEIITOB

N | Cokpaienue [NonHoe HanucaHue [epeBon
/11

1. Ja ana 110, TOPOBHY

2. lac., acid. acidum KHCIIOTa

3. |aer. aerozolum A’p030J1b

4. lamp. ampulla amMIysa

5. [ag. aqua BOJIA

6. |aqg. purif. aqua purificata BOJ/Ia OUUIIICHHAS

7. |but. butyrum Macio (TBEpOE)

8. |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (ITycts BeimaHo, [Iyctsh
OyIeT BBIIAHO)

11. D.S. Da, Signa Detur, Signetur Boinait, 0603Haub [Tycts Oyaer
BbIaHO, O003HAUYEHO

12. |D.t.d. Da (Dentur) tales doses Brinaii (Ilycts OynyT BblIaHBbI)
TaKHe JT03bI

13. (dil. dilutus a3BEJICHHBIN

14. DDiv. inp. aeq. |Divide in partes aequales Pa3nenu Ha paBHbBIE YaCcTH

15. |emuls. emulsio PMYITbCHS

16. [extr. extractum HKCTPAKT, BBITSKKA

17. |in enem. in enemas B MUKPOKJIM3MaX

18. |F. Fiat (fiant) [Tycth 00pasyercs (0Opazyrorcs)

19. [gran. granulum rpaHyJIbl

20. gt gtt gutta, guttae Karuist, Karuim

21. |gtt. peror. guttae peroralis KaIUTH JJ1s1 IpUeMa BHYTPb

22. |inf. infusum HACTOI

23. [inamp. in ampullis B amITyJiax

24. |in tab. in tab(u)lettis B Ta0JIeTKAax

25. intab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKAX C MIPOJIOHTUPOBAHHBIM
BHICBOOOXKICHHEM

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

obhd.

BBICBOOOXKICHUEM, TOKPBITHIX
000JI0YKOH




27. |in tubul. in tubulis B TIOOMKAX

28. |lin. linimentum JTUHUMCHT

29. |liq. liquor PKHJIKOCTh

30. |lot. lotion JIOCHOH

31. |m. pil. massa pilularum ITIOJIbHAS Macca

32. |membr. bucc. |membranulae buccales IJICHKHU 3aleYHbIC

33. M. Misce, Misceatur Cwmenrait
(ITyctp OyzmeT cMmenaHo)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YUCIIOM

36. |ol. oleum Maciio (KHIKOE)

37. |past. pasta nacTa

38. |pil. pilula, pilulae TIVUITIONIS, TTVITEOJTA

39. |p. aeq. partes aequales ABHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXKICHHBIN

41, |pulv. pulvis MOPOIIIOK

42. Q. s. quantum satis CKOJIBKO MOTPEOYeTCsl, CKOJIBKO
HaJ10

43. Ir., rad. radix KOpEHb

44. Rp. Recipe Bo3pmu

45.  Rep. Repete, Repetatur [TosTopu (Ilycth Oynmer
MMOBTOPEHO)

46. |rhiz. rhizoma KOPHCBHIIE

A7. |S. Signa, Signetur 0603124k (ITycTs Oymer
0003HaYEHO)

48. |sem. semen cemst

49. |simpl. simplex POCTOM

50. [sir. sirupus cUpoI

51. |sol. solutio acTBOP

52. |spr. spray cripei

53. |spr. nas. spray nasale CIipell Ha3aJbHbIN

54. |supp. suppositorium CBeYa, CYMIO3UTOPHI

55. [susp. suspensio CyCIICH3UsI, B3BECh

56. [tab. tab(u)letta TabyieTKa

57. [t-ra, tinct. tinctura HACcTOlKa

58. [tubulis tubulis TIOOUKH

59. |STT Systema Therapeutica TpancaepmanbHas

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

Ipunoosicernue N 2

K npuxazy Munucmepcmea 30pasooxpanerus

Poccuiickou ®edepayuu

om 24 noaops 2021 2. N 1094n



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

MMHMCTepCTBO SIOIPaBOOXPaHEeHNMA

Poccunickon denmepaumnm

Kon dopwmer mo OKY[I

Kon yupexnmenma no OKIIO

MenmMuMHCKad IOOKYMeHTalud

HamMeHOBaHMe (mMTaMIl)

MeIMLMHCKOM opraHmszalumnm

PELIEIT

(r3poOCHH,

" "

dopma N 107-1/y

YTBepXOeHa IIPpUKa30M
MuHMCTEepCcTBa 3OPaBOOXPAaHEHUI
Poccunickom denmepaluun

orT 24 HOs0psa 2021 r. N 1094mu

OETCKMIM — HYXHOE INOIOUEPKHYTH)

20 r.

daMmImsa, MHMLMAJIE MMEHM M OTUeCTBa

nalumMeHTa

(mocyienHee - OpM HAJUUUKN)

JaTa poxmoeHUd

daMmIiMsa, WMHUIMAJIE MMEHM M OTUeCcTBa

Jedamero Bpada (desnbpaumepa, akKyllepKu)
py6. |kom. |Rp.

(mocynenHee — NpM HaJIUUUN)




py0. |komo. |Rp.

py0. |kom. |Rp.

[Tomnnmce

M IIedaTh Jledallero Bpauda M.II.

(momonmuck OQeJsbaumepa, aKyllepKu)

PeunienT merMcrBUTEeJIeH B TeueHme 60 gpgHer, mo 1 roma ( )

(HyXHOE NONUEPKHYTH) (ykazarhb

KOJIMUEeCTBO IIHEIN)

OBbopoTHad CTOpPOHAa

OTMeTKa O Ha3HAUYEHUU
JIeKapCTBEHHOTO IIpelnapatTa
10 pelleHMI0 BpaduebOHOM KOMUCCUU

[TpuroroBmi [Iporepmi OTnycTmi




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

MUHMCTEPCTBO 3OPaBOOXPaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumum MengmuMHCKasa JOKyMeHTalMsa
dopma N 148-1/y-88

HammMeHoBaHme (wTamil) YTBEepXIOeHa IPpUKA30M

MEeIMLVHCKOV OPTaHM3alun MyHMCTEPCTBA 3OPAaBOOXPAaHEHUS
Poccurickom denepaumum

HaumMeHoBaHMe (lITaMIl) oT 24 Hosbps 2021 r. N 1094H

VMHIMBUOYAJLHOTO NpPenlIpUHMMaTEeIsS

(ykazaTh ampec, HOMEp U OaTy JUIEeH3UWU,

HaVMEeHOBAHME OPpraHa TI'OCYyIapCTBEHHOMW BJIACTH,

BHIOABIIETO JIMIIEHS3UIO)

e | L Lo UL

PELEIT mon 20 .
(maTa odopMIIeHUA-pelLenTa)

(B3pOCIEM, IOEeTCKMM — HYXHOEe NOOUYEePKHYTH)

damMmnima, MHMLIMAJE MMEHM M OTdeCcTBa (IIoCcJielHee — IIPM HaJIUuuM)
rnanumeHTa

JaTa poxOoeHUd

Anpec MecTa XuUTeJbCTBa wiu N MeIMUMHCKOM KapThl aMOyJlaTOPHOTO
IIaureHTa, IIoJiydarumel'O MeIMIVMHCKYI IIOMOIIb B aMGYJ'IaTOprIX YCIIOBUMAX

daMunmsa, MHMLMAJE MMEeHM M OTdecTBa (IIocJelHee — IPM HaJluuumM)



Jledamero Bpada (bespomepa, akylLepKu)

[loonmce M mnedaThk Jedalero Bpada M.II.
(mnomnmucek ¢Qespruepa, aKylepKu)

PellenT IOeMCTBUTEJIEH B TeueHue 15 nHen

ObopoTHas CTOpPOHAa

OrMeTKa O Ha3HAUYeHUU
JIEKAPCTBEHHOTO IpernapaTa
10 PEleHMI Bpade®OHOM KOMUCCUU

[TpuroTOBMII [Iporepun OTnycTumi

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

MUMHMCTEPCTBO 3IOPaBOOXPAaHEHUA YTBEPXIEHA
Poccumckom demepaumnm MECTO IJIA npmkasoM MuMHMCTepCTBa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccumickom denepauun
or 24 HOosbOps 2021 .
N 1094=n



ITam

Koo mMemmMumMHCKOM OpTraHM3alnNM

ITam

Kon MHOVMBMIOYyAJIBHOT'O IIpeOIIpMHYVIMAaTEeJIA

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon VICTOUHMK OMHAHCHMPOBAHMA: |$ OILJIATH:
KaTeropmuu HO3OJIOTUYECKOM |[([IOOYEPKHYTH) (IOOUEPKHYTH)
IpaxiaH bopmel (mo MKE)
1. denmepasbHEM OB0OXET 1. BecnnatHO
2. BomxeT cybmekTa 2. 50%
Poccurickon Odenmepaumum
3. MyHMUMNAJLHEM OnmkeT |3. MHOM %
PELEIIT Cepusa N ODaTa odQopmMmIIeHMUS: 20 .

damvmmiinsg,
IpY HaJIWU4dMM)

IIaumMeHTa

VHMLIMAJIBEL VMIMEHM ¥ OTUeCTBAa

(rmocyienHee -
JaTa poxnoeHud



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

CHWJIC

N noJsmca
004g93aTEeNIEHOTO
MEIIULIMHCKOT'O
CTpaxoBaHMUA :

HOMep MGI[I/ILU/IHCKO% KapTel IIaluMeHTa, IIoJIydamel'O MeIMIMVMHCKYK IIOMOIb B
aMOyJIaQTOPHEIX YCJIOBUSAX

damMmnmda, MHULMAJE MMEHM M OTUeCcTBa (IocjenHee -— IIPM HaJIUUUN)
Jedamero Bpada (despnumepa, akKyllepkKu)

Pyb6. Korm. R i e e e e e e e e e e e e e
5
S eI 10 = 1

[logpnuch M neuvaThb Jieyvalle'o Bpauda M.II.

(momnmuck OQesbaumepa, aKyllepKu)

PeuenT perncrBUTesiIeH B TeuveHme 15 mHem, 30 muHer, 90 mHenl
(HyXHOe MNOOYEepPKHYThH)
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<*> B cJydYae M3TOTOBJIEHMS PeLEeNTypHOTO OJlaHKa C MCIOJb30BaHMEM
KOMITBIOTEPHEIX TEXHOJIOTMH.

Ipunoosicenue N 3
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickou ®edepayuu

om 24 nosops 2021 . N 1094n

HOPAAOK O®POPMJIEHUSA PELEINITYPHbBIX BJIAHKOB
HA JTEKAPCTBEHHBIE IIPEITAPATBI, UX YYETA U
XPAHEHUA

l. Odopmiienne penenta Ha OyMa:KHOM HOCHTeJIE

1. Ha peuentypasix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BEpXHEM
yII1y MPOCTABIISIETCS IITaMIT MEIUITMHCKON OpraHU3alliy ¢ YKa3aHHEeM ¢ HaMMCHOBAaHWUS, ajpeca
TenedoHa ¢ 1aToi BHIMUCKH (1aTOM o(OopMIICHHS) pelienTa Ha JIeKapCTBEHHBIN Tpernapar.

JlononHutenbHo Ha peuentypHoM Omanke ¢opmbl N 148-1/y-04(;1) mnpocraBisieTcss KoA
MEIHMIIMHCKOW OpPTaHW3allii B COOTBETCTBUU ¢ OCHOBHBIM T'OCYJApCTBEHHBIM PETHCTPAMOHHBIM



HoMepoM (nanee - OI'PH).

Cepust peuentyproro Omanka ¢opmbr N 148-1/y-04(;1) Bmowaer koj cyobekrta Poccuiickoii
denepanuy, COOTBETCTBYIOIIUNA ABYM TMepBbiM mudpam OOmepoccuiickoro kiaaccudukaTopa
00BEKTOB aIMUHUCTPATUBHO-TeppUTOpHaNIbHOTO AeneHus (nanee - OKATO).

Pa3pemaeTtcs nsroraBnuBath perentypabie 01anku Gopmer N 107-1/y u popmer N 148-1/y-04(1) ¢
MIOMOIIIbIO0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypusie Onmanku  popmbr  popmer N 148-1/y-88 H3roTaBIMBarOTCS  HUCKIIOYHUTEIBHO
TUNIOrpadcKUM crocooom.

2. Ha PCUCIITYPHBIX 6J'IaHKaX, O(I)OpMJIﬂeMLIX HHAUBUAYAJIbHBIMHA  NPCANTPUHUMATCIIAMU,
HUMCIOIMMHU JIMOCH3UWIO HAa MCOUIMUHCKYIO IOCATCIBHOCTH, B BECPXHEM JICBOM YIIIY TI/IHOFpa(i)CKI/IM
CIIOCOOOM  HIIH MyTeM TMPOCTABJICHHUA MITaMIla JOJIZKCH OBITh YKa3zaH aApeC HHIAUBUAYAJIBHOI'O
OpeaArnpruHUMaTeiid, HOMCp M JaTa JULOCH3WH, HAUMCHOBAHHC OpraHa FOCy,)I&pCTBCHHOfI BJIaCTH,
BBIJABIICTO JIMIICH3UIO.

3. Peunentypubie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) 3amonHSIOTCS
METUIIMTHCKUM paOOTHUKOM YePHUIAMH WIH IAPUKOBON PYUKOM.

4. Nomyckaetcs oopmiieHHE BCEX PEKBU3UTOB (3a HCKItoueHueM pekBu3uta "[loanuck seyaniero
Bpaua (moanuch (enpamiepa, akymepku'") penentypHbix OiaHkoB (opmbl Gopmer N 107-1/y,
¢dopmbr N 148-1/y-88 u hopmer N 148-1/y-04(11) ¢ nCHIOAB30BaHUEM MTEYATAIOLINX YCTPONCTB.

5. Odopmienne penentypubix OmankoB ¢opmer N 148-1/y-04(1) Brimouaetr nudpoBoe
KOJUPOBaHUE.

[udpoBoe koaupOBaHNE YKa3aHHBIX PEIENTYPHBIX OJAHKOB BKITFOYAECT:

1) xon meauuuHckod opranuzauuu (OI'PH) wnm kol MHIMBHUIYaJbHOTO HpPENNPUHUMATENS B
cooTBeTCTBUM ¢ OCHOBHBIM TOCYIApCTBEHHBIM PErMCTPALIMOHHBIM HOMEPOM HHIMBHYaJbHOTO
npeanpunumarens (manee - OI'PHUII), npocraBnseMblii mpu HM3rOTOBIEHHM PELENTYPHBIX
OJIAHKOB;

2) KOJA KaTeropuu TpakJaH, UMEIOIIMX NpaBO Ha TMOJyYEHHUE JIEKAPCTBEHHBIX IpEenapaToB B
COOTBETCTBUU cO cTaThed 6.1 DenepanpHOro 3akoHa ot 17 wmromsas 1999 r. N 178-®3 "O
TOCYJIapCTBEHHOH colMabHON oMo <1>, 1 Koa HO30JI0THYecKoi popmbl o MexxayHapoIHOM
CTATUCTUYECKON Kiaccudukanmyu Oosie3HEW u mpobiieM, CBsA3aHHBIX CcO 3a0poBbeM (10-i
nepecmotp) (nanee - MKB), 3anonHseMble JiedamyM BpadoM ITyTeM 3aHECEHHS KaxJIou 1upsl B
MyCThIE SYEUKH, IPU FTOM TOUYKA MIPOCTABIISIETCS B OT/ACIBbHOM sSTUEHKE;

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

3) ormetrky 00 wucrounuke ¢uHaHcHpoBaHus ((enepanbHblii Ormomxker [1], Oomker cyObekTa
Poccuiickoit ®enepanuu [2], MyHHIUNAIbHBIA OrO/pkeT [3]) W MPOIEHTE OIUIATHI perenTa
(6ecmmmatro [1], 50% [2], uHoit % [3]);

4) WTPUX-KOJ - JOMOJHUTEIbHBIA PEKBU3UT (B Cllydyae W3TOTOBJIEHHUS HA TEPPUTOPUH CyOBEKTa
Poccuiickoit @enepanuu penenTypHoro 6JaHKa ¢ HCIOJIb30BAHNEM KOMITBIOTEPHBIX TEXHOJIOTHH).
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6. B peuentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "damunus,
MHUIMAIBl UMEHU U OTYecTBa (MOC/EIHEe - MpPU HaJU4MK) ManueHTa" yKas3bIBarOTCS (pamuiius,
WMHUIMAJIBI MMEHU M OTYEeCTBa (TIOCJIEHEE - IPH HAIWYHMN) TAlUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "/lata
poxIeHHA" yKa3bIBACTCS J1aTa POXKACHUS MalMeHTa (YMCII0, MECSIL, TO).

JlononHuTenbHO B penentypHbix Omankax ¢opmbl N 148-1/y-88 u popmer N 107-1/y ana nereit B
Bo3pacte 110 1 rona B rpade "JlaTa poxaeHus" yKa3bIBaCTCS KOJTMYECTBO MOTHBIX MECAIICB.

8. B penentypupix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHMIIC" m "N mommca
00513aTEIbHOTO MEJAMIMHCKOTO CTPAaXOBaHMA'" YKa3bIBAIOTCS CTPAXOBOM HOMEpP HHIUBHIYaJIHHOTO
auneBoro cuera rpaxknannHa B I[lencuonnom douae Poccwmiickoit ®enepanuu (CHUJIC) (npm
HaJII/I‘-II/II/I) M HOMCD I10oJIMCa 00513aTEIHLHOTO MCIHUIMHCKOI'O CTpaxoOBaHUA.

9. B penentypubix Oiankax ¢opmel N 148-1/y-88 B rpade "Aapec MecTa KUTEIBCTBA WM HOMED
MEIUIIMHCKOW KapThl TMAalMEHTa, IMOJIYYAIOIIero MEIUIIMHCKYI0 IOMOIIs B aMOYJIaTOPHBIX
ycloBUsAX", yKa3bIBaeTCsl IMOYTOBBIA agpec MecTa JKUTENbCTBAa (MecTa MpeObIBaHUS WIM MecTa
(haKTHUYECKOTO MPOKMBAHUS) MAIIMEHTA WM HOMEP MEIUIMHCKON KapThl MAlUEHTAa, MOJIYYaoIIero
MEUIIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSIX <2>.

<2> Ilpuka3z MunnctepcTBa 3apaBooxpaneHus Poccutickoii @eneparuu ot 15 nexadps 2014 r. N
834n "OO6 yTBepKIeHIH YHU(PHUIUPOBAHHBIX (OPM METUIIMHCKON JOKYMEHTAIIUHU, UCTIONb3YEMBIX B
MEUIIMHCKUX OpraHU3alusiX, OKa3bIBAIOLIUX MEIUIIMHCKYIO IIOMOIIb B aMOYyJIaTOPHBIX YCIOBUSAX, U
NnopsiAKOB 1o ux 3anonHeHuto" (nanee - I[lpuka3z N 834mH) (3apeructpupoBan MUHHCTEPCTBOM
octurm - Poccutickorr ®eneparuun 20 depans 2015 1., peructpammonnsii N 36160) ¢
M3MEHEHUsIMH, BHECEHHBIMU IIpHKa3aMu Munucrepcrsa 3apaBooxpanenus Poccuniickoit denepanuu
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MuHucCTEpcTBOM rOCcTUIMK Poccuiickoit denepannu 4
anpens 2018 r., perucrpaunonnsiii N 50614), ot 2 nost6ps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM roctuiuu Poccuiickoit ®enepannu 27 HosOps 2020 r., peructpanuoHHbid N
61121).

VYkazaHue u ajgpeca MeCTa XKUTEJIbCTBA U HOMEPA MEIULMHCKOW KapThl MALMEHTA, MOJIYYaroIlero
MEIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBIISIETCS OLIUOKOM.

B peuenrtypnsix 6imankax ¢popmsl N 148-1/y-04(m) B rpade "Homep MeauIIMHCKOM KapThl IAIMEHTA,
MOJIYYAIOLIEr0 MEIUIMHCKYI0 IIOMOUIb B aMOyJaTOPHBIX YCIOBUSAX" YKa3bIBa€TCd HOMEP
MEAMLIMHCKONW KapThl MAllMEeHTA, MOJIyYaloIlero MeJUIMHCKYIO IIOMOIIb B aMOYIaTOPHBIX YCIOBUSX
<3>.

<3> IIpuka3 N 834H.

10. B rpade "damunus, THAIMATB UIMEHU U OTYEeCTBA (ITOCIIEAHEE - IPU HAJIMYHH) JICYAIIero Bpada
(benpamiepa, axymepku)" penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(;1) yka3pIBarOTCs MOTHOCTHIO (paMUIIMSI, HHUIMATIBI UIMEHHU, OTYECTBa (TIOCIEHEe - TIPU
HaJIMYMU) MEIULMHCKOro pabOTHHKA, Ha3HAYUBIIETO JIEKAPCTBEHHBIE MpernapaThl U 0POPMUBIIETO
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perent.

11. B rpade "Rp" peuentypusix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaeTCs:

1) HauMeHOBaHUE JIEKAPCTBEHHOTO MpemnapaTa (MeXIyHapoJHOEe HEMAaTeHTOBAHHOE HAaUMEHOBAHHUE,
TpPYIIIMPOBOYHOC UJIM XUMHUYCCKOC HAMMCHOBAHNE, TOPTrOBOC HaI/IMCHOBaHI/Ie) Ha JJATUHCKOM A3BIKE
WIH Ha PYCCKOM s3bIKe, (hopMa BBIYyCKa, JO3UPOBKA, KOJIMYECTBO (YKa3bIBACTCS TMPOIMCHIO Ha
peuentypaoM omanke Gopmer N 107/y-HII);

2) croco® MpUMEHEHHUs JIEKApCTBEHHOIO TMpernapaTa Ha TOCYJapCTBEHHOM s3blke Poccuiickoit
denepanuu WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickont denepanuu U rocyJapCTBEHHOM S3bIKE
pecnyOIMK U MHBIX s3bIKaX HapoaoB Poccuiickoit deneparnuu <4>.

<4> Yactp | crateu 15 3akona Poccuiickoit ®@enepammu ot 25 oktsaops 1991 r. N 1807-1 "O
a3pIkax HaponoB Poccwuiickoit @enepammn” (manee - 3akon N 1807-1). (Bemomoctu cbesna
Hapoaubix nenyratoB PCOCP u Bepxosrnoro Coera PCDOCP, 1991, N 50, cr. 1740; CobOpanue
3akoHonarenbeTBa Poccuiickoit deneparmu, 1998, N 31, ct. 3804).

13. IIpu opopmiieHHnU peleNTYPHBIX OJTaHKOB 3aIlpPEIlaeTCs OrPAaHNYMUBATHCS OOIIMMHU YKa3aHHUSIMH,
Hanpumep, "Buytpennee", "M3BecTHO".

B anexmpounom 0oKymenme Hymepayus nyHKmoe coomeemcmayem ophuyuaipbHomy
UCHOYHUKY.

14. Peuent, odopmieHHblii Ha penentypHom Omanke ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(x1), moanuceIBaeTCS MEAUIIMHCKIM PAOOTHUKOM M 3aBEPSIETCS €T0 MeYaThIO.

Penenit, oopmitennsiii Ha perienitypHoM Onanke Gopmer N 148-1/y-88 u popmer N 148-1/y-04(x),
JIOTIOJTHUTEIIHLHO 3aBEPSETCS MeYaThio MeAUIIMHCKON opranuzanun "/l peuentos”.

s peuenta, opopmiieHHOTO Ha perientypHoMm Omanke ¢opmsl N 107-1/y, nanmuue nevatu s
penientoB" He ABISETCS 0053aTEIbHBIM.

15. Ha ogaom peuentypHom 6nanke ¢popmel N 148-1/y-88 u ¢popmsr N 148-1/y-04(11) pa3periaercs
OCYIIECTBIISATh HA3HAUYCHHE TOJIBKO OJTHOI0 HAMMEHOBAHUS JICKApPCTBEHHOTO ITperapaTa.

Ha omnom penentypHom Onanke ¢opmbl N 107-1/y paspemnaercss OCYIIECTBIATh, Ha3HAYEHHE
TOJBKO OJHOTO HAMMEHOBAHMS JIEKAPCTBEHHOro Tmpemapara, oTHocsmerocs 1o ATX «
anTuncuxoruyeckuM cpeacteam (kox N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM H
cenatuBHbIM cpenctBam (kogq N 05C), amtmpenpeccantam (kogq N 06A) W He moIeKamero
MPEeIMETHO-KOJIMUYECTBEHHOMY YYETYy, U 10 TPeX HaUuMEHOBAaHUM JIEKAPCTBEHHBIX MPEMapaToB - IS
HHBIX JIEKAPCTBEHHBIX IIPENAPATOB, HE OTHECEHHBIX K BbIeykazaHHbIM ATX.

16. UcnipaBiienus B peliente He T0MyCKartoTCs.

17. TIpu odopmienun peuentypHsix 61ankos Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JICKapCTBEHHBIC TIperapaThl, Ha3HAYCHHBIE II0 PEHICHHWI0 BpayeOHOW KOMECCHH, Ha 000poTe
pelenTypHOro OJIaHKa CTAaBUTCS CTICIHAbHAS OTMETKA (IITaMII).

18. Ha peuentypuom 6:anke popmbr N 148-1/y-04(;1) BHU3Y UMeeTCs JTMHUS OTPBIBA, pa3AeIsAIonas
peLenTypHbIA OJJAaHK U KOPELIOK.
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Kopemok ot penenra, opopMIEHHOTO Ha YKa3aHHOM DPELENTYpHOM OJIaHKE, BBIJAETCs MalMeHTY
(ero 3aKOHHOMY IMpEACTABUTENI0) B alTEYHONW OpPraHMU3allMM, HAa KOPEUIKE JENIaeTCsi OTMETKa O
HAaMMEHOBaHMH JIEKAPCTBEHHOTO MIpenapara, JO3UPOBKE, KOJIUYECTBE, CIIOCOOE MPUMEHEHHUSI.

1. Opopmienue penenta B popMe 3J1€eKTPOHHOIO TOKYMEHTA

19. Penenit B (hopMe 3JIEKTPOHHOIO JIOKYMEHTA, MOAMMCAHHOIO YCHJICHHON KBaJU(UIIMPOBAHHON
ANEKTPOHHON MOAMUCHI0, POPMUPYETCI MEAUIIMHCKUM PaOOTHUKOM, CBEJIEHUS O KOTOPOM BHECEHBI
B (enepanbHBIl PETUCTP MEIUIMHCKHX pPAOOTHHKOB <5>, a TaKkXKe MPHU YCIOBUU PETUCTPAILUH
MEIUIIMHCKOM OpraHu3aluu, B KOTOpoi odopMisieTcss peuent, B QeaepalbHOM peecTpe
MEIUIIMHCKUX OpraHu3aluil <6> eIWHOW TOCyIapCTBEHHONH HH(OPMAIIMOHHOW CHUCTEMBI B cdepe
3paBOOXPAaHEHHU M TOJKIIOYEHHS TaKOW MEIWIHMHCKOM OpraHu3alii K TOCYJapCTBEHHON
nHPOPMAIIMOHHOH cucTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit deneparmm <7>.

<5> Yacte 4 crateu 91.1 @enepanmpHoro 3akoHa N 323-03 (CoOpanHue 3aKOHOAATEIHCTBA
Poccwuiickoit @enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crarbu 91.1 denepanvHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATENIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Cratbu 91 u 91.1 denepanpHoro 3akona N 323-d3 (Cobpanue 3akoHOAATENbCTBA Poccuiickoi
®eneparum, 2011, N 48, cT. 6724).

20. IIpu odopmienun peuenta B Gopme dJIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MPENapaThl,
yKa3aHHble B IyHKTax 9 u 11 Ilopsnka Ha3Ha4YeHMsI JIEKAPCTBEHHBIX ITPENApaTOB, YTBEPKIECHHOTO
HACTOSLUM IIPUKA30M, M OTIIYyCKAa€Mble 3a IIOJIHYI0 CTOMMOCTb, 3aIllOJHSAIOTCS CIIELYIOIINE
PEKBU3UTBHI:

1) kon cyowekta Poccuiickoit ®enepammu no OKATO, ompenenstounuii TocynapCTBEHHYIO
nH(OPMALIMOHHYIO cUCTEMY B cdepe 3lpaBooxpaHeHus cyobekra Poccuiickoit ®enepanuu, B
KOTOPO# cpopMUpOBaH perent B GopMe IEKTPOHHOTO JOKYMEHTA,

2) HAaMMEHOBAaHNE MEIUITMHCKON OpraHu3aIiu, ajapec, TenedoH uin GaMuins, HTHALUATB IMEHU H
oTyecTBa (MOcjeHee - TPU HATMYUN) WHAUBUIYAJIBHOTO MPEANPUHUMATENS], HUMEIOIIETO JINLEH3UIO
Ha MEJIUIIMHCKYIO JIESITEIbHOCTD, €r0 aJIpec;

3) OI'PH ropunuueckoro nuna (MeauuuHckoil opranmzauuu) win OI'PHUII muauBuayansHOrO
MpeANpUHUMATETS;

4) nata odopmiieHus perenta (yka3bIBaeTCs YMUCII0, MECSIL, TOJT);

5) nata oOkoHuYaHWs JedcTBUA penenta (GpopMUpyeTCs TOCYIapCTBEHHONW WHOOPMAIMOHHOM
cuctemorr B cdepe 3apaBooxpaHeHus cyOwnekra Poccuiickoit ®denepanmuu B COOTBETCTBUU CO
cpokamu AeicTBus perenToB: 15 nueit, 30 nueit, 60 nueit, 90 quel, no 1 roma);

6) yHUKanpHBIM HOMep peuenta (popmupyercs rocyrapcTBeHHOW HHPOPMAIMOHHON CHCTEMOIl B
chepe 3apaBooxpaHeHHs] CcyObekTa Poccuiickoii ®Denepanumu U oOecredMBaeT OJHO3HAYHYIO
UICHTU(PUKAIUIO perenTa B (jopMe 3IeKTpoHHOTO nokymeHTa B couetanuu ¢ OKATO, OI'PH unu
OI'PHUII);
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7) otmetku "Cit0" (cpouno) wim "statim" (HeMmeqIEeHHO) TMPH HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJIJICHHOTO OTITyCKa JIEKapCTBEHHOTO TpernapaTa MaieHry;

8) ampec manueHTta (yKa3bIBaeTCsl MOYTOBBIA aIpec MecTa JKUTEIbCTBAa (MecTa NMpeObIBAHUS WM
MecTa (aKTHYECKOro TMPOXKUBAHUSA) C YyKa3aHUEM HHJIEKca, HANMEHOBaHWs Kpas, 00JacTH,
pecnyOuKH, aBTOHOMHOTO OKpyra W MHOro cyownekTta Poccuiickoit deneparny, HaMMEHOBaHUS
HACEeJICHHOTO IMyHKTa, HAMMEHOBAaHUS YNHIBI (TPOCIEKTa, Mepeylika, mpoe3aa), Homepa aoma (c
yKa3aHHEM KOpITyca, IPH HaJTU4UU), HOMEpa KBapTUPHI);

9) HOMEp ANEKTPOHHOW MEAMIIMHCKOW KapThl MAIlMeHTa B TOCYAApCTBEHHOW HH(OPMAIIMOHHOM
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccutickoit deaeparu;

10) pamunus, uMsi, OTYECTBO (TIOCIETHEE - TPU HATUYUH) MAIUEHTA MOJTHOCTHIO;

11) JaTta PpOXKACHUA TTAallUCHTA (yKa3BIBaeTC}I qucCiI0, MCCAIL, TO,I[), b1 6) 6 QI (3 1) B (0) 1 roaa
JOIMMOJTHUTEIIbHO YKa3bIBA€TCA KOJIUYCCTBO IMOJTHBIX MECAILICB,

12) ¢pamunus, HUIMAIBI IMEHH U OTYeCTBa (TOCIeIHee - IPU HATHYWU) MEIUIUHCKOTO paOOTHHUKA
MIOJIHOCTBIO;

13) HauMeHOBaHME  JIEKAPCTBEHHOro  Mpemapara  (MEXIYHApOJIHOE  HEMaTeHTOBAaHHOE
HAaWMEHOBaHKE, TPYNIHPOBOYHOE WM XUMHYECKOC HAaWMEHOBaHHE, TOProBO€ HAUMEHOBAHHE),
JI03UPOBKa, (hopMa BBIMYCKA, KOJIMYECTBO (BCE MO3UIIMH YKA3bIBAIOTCSA HA PYCCKOM SI3bIKE);

14) cnoco® mpuUMeHeHMs JIEKapCTBEHHOrO Ipernapara Ha rocyJapCTBEHHOM s3blke Poccuiickoit
denepany WIM Ha TOCYIapCTBEHHOM s3bike Poccuiickont denepanny U rocyJapCTBEHHOM SI3BIKE
pecnyOiIMK U MHBIX A3bIKax HapoaoB Poccuiickoit deneparun <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (BemomocTtu cbhe3na HapoaHsix nemyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHOIATeNIbCTBA Poccuiickoii
®eneparun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEpPKIAIOIIMKA Ha3HAUYEHUE JIEKAPCTBEHHOI'O IHpernapara M0 PpEeLICHUI0
BpaueOHOM KOMUCCHUU MEIULIMHCKON OpraHu3allky;

16) oTMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipernapara IO pPELIEHUI0 BpaueOHON KomHccHH
MEIMLIMHCKOW OpraHM3allid B CiydasX, yKa3aHHbIX B a0zane BTopoM nyHkra 6 Ilopsnka
Ha3HA4EHUs JIEKAPCTBEHHBIX [IPENAPATOB, YTBEPKACHHOTO HACTOALIMM PUKA30M;

17) orMeTka O crenuaibHOM Ha3HAUYEHUU JIEKAPCTBEHHOTO IperapaTa (3amoiHseTcs B ClydasX,
yKa3aHHBIX B MMyHKTax 15 u 24 Tlopsiaka Ha3HauYeHUS JI€KAPCTBEHHBIX MPEMapaToB, YTBEPKICHHOTO
HACTOSILIUM IIPUKA30M);

18) oTmMeTKa O crienManbHOM HAa3HAYEHUH JIEKAPCTBEHHOI'O Mperapara MalueHTy ¢ 3a00JieBaHUEM,
TPeOYIOIIMM UINTEILHOIO KypCOBOT'O JICYEHUS (3alOJIHAETCS B Cilydae, yKa3aHHOM B IIyHKTe 23
Ilopsinka Ha3HaueHuUs JEKApPCTBEHHBIX IIPENApaTOB, YTBEPKACHHOI'O HACTOSILKM IIPUKA30M) C
IIPOCTABJICHUEM NEPUOIMYHOCTHU OTIIYCKA JIEKAPCTBEHHOTO IIpernapara;

19) npu odopmienun peuenta B (opMe IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MPENapathl,
yKa3aHHble B MOAMYHKTaxXx 2 - 5 myHkTa 9 u nyHkre 11 Ilopsnka Ha3sHaueHUs JE€KapCTBEHHBIX
MIPEnapaToB, YTBEPKIEHHOTO HACTOSALIMM MPUKA30M, TpaKAaHaM, UMEIOIUM IPaBo Ha OecriaTHoe
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TOJIYYCHHUC JICKAPCTBCHHBIX IPCIIAPATOB HUJIU IMOJIYYCHHUC JICKAPCTBCHHLBIX IMPEIIapaToB CO CKHHKOP’I,
3aMIOJIHAIOTCA PCKBU3UTHI, IMPEAYCMOTPCHHLBIC MOAIMNYHKTAMU 1-18 HACTOALICTO ITYHKTA, a4 TaKXKC
CJICAYIOUC PCKBU3UTHI:

a) Kareropus TpaxIaH, HMMEIOIIMX T[PaBO HAa TMOJTYYCHHE JIEKApCTBEHHBIX TIpernapaToB B
COOTBETCTBUHM €O cTaTheil 6.1 DenepanpHOro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
rocyAapCTBEHHOM cOLManbHOM momonu" <9>;

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

0) ko Ho3osornyeckoi ¢hopmel o MKB;

B) UCTOYHUK (uHaHcupoBaHus (1 - denmepanpHbIl OrOMKET, 2 - OMOMKET CyObekTa Poccuiickoit
®denepanuu, 3 - MyHUITATIATBHBIN OFOKET);

r) pa3Mep oruiatel (1 - 6ecmatHo, 2 - 50%, 3 - uHoit %);

1) CTpaxoBOW HOMEp HMHIMBUAYAJIbHOI'O JIMLEBOIO cueTa rpaxjaaHuHa B [leHcroHHOM QoHze
Poccuiickoit ®enepanuu (npu Hannuuu) (CHUJIC);

e) HOMCD ITOJIUCa 00513aTEJILHOTO MCIUIUHCKOT'O CTPpaxXOBaHUA.

21. Ilpn mpocTaBneHUH OTMETKH, yKa3zaHHOW B moamyHkre 16 mynkra 20 nHacrosimero Ilopsiaxa,
peuent B (QopMe SIIEKTPOHHOTO JOKYMEHTA IOANMCHIBACTCS YCHJICHHOH KBaIH(DUIIUPOBAHHOM
9JIEKTPOHHOW TOAMMCHIO MpeAcenaTeNis WIM CeKpeTaps BpaueOHONH KOMUCCHM MEIMLMHCKOMN
OpraHu3alyy, NpU IPOCTABICHUH OTMETOK, yKa3aHHBIX B moamyHkrax 17 u 18 mynkra 20
Hactosimero Ilopsinka, - yCWJIEHHBIMH KBaJdM(DUUUPOBAHHBIMH 3JEKTPOHHBIMU IOJMHUCIMU
COOTBETCTBYIOIIUX MEIUIIMHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO TAIMEHTAa WM €r0 3aKOHHOTO MPEACTABUTENS OQOPMIIICTCS SK3EMILUIP
perienTa B GopMe JIIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOCHUTENe ¢ OTMeTKou "JlyOmmkar
3JIEKTPOHHOIO JIOKyMeHTa".

I1l. Yuer pennenTypHbIX 0JIAHKOB (32 HCKJIKYEHHEM PelleNTyPHbIX
os1ankoB o ¢popme N 107/y-HII "CrneunajbHblil penentypHbIi
01aHK")

23. VYuer peuentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n),
M3rOTaBIMBAEMBIX TUHOIPA()CKUM CIIOCOOOM (aliee - pelenTypHble OJaHKH, MOJIeKaIIUe yIeTy),
OCYIIECTBIISIETCSI B JKypHaJlaX yd4eTa, MPOHYMEPOBAHHBIX, IMPOIIHYPOBAHHBIX M CKPETUICHHBIX
NOJMUCHIO  PYKOBOJUTENS M  TeyaTbl0  MEAMLMHCKOW  OpraHu3allMd Wi HOJIHUCHIO
MHIUBHIyaTbHOTO TIPEIIPUHIMATEIS], UMEIOLIET0 JIMIEH3UIO Ha MEJUIUHCKYIO JICSTEIbHOCTD.

24. XypHan ydera perentypHbix 01aHkoB hopmbel N 107-1/y comepxut cieayroniue rpadbr:
1) HoMep 1O MOPAIIKY;

2) B pazaene "IIpuxon:
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a) JlaTa perucTpaiy JOKyMeHTa, MOATBEP>KIAIOIETO MOCTYIUICHHE;
0) HOMep U J1aTa JOKYMEHTa, TIOITBEPKIAIOIIETO TOCTYIICHIE, HANMEHOBAHHE ITOCTABIINKA,
B) 00111€€ KOJMYECTBO MOCTYMUBIINX PEIENITYPHBIX OJIAHKOB;

) ¢pamMuIns, MHUIUAIBI UMEHH U OTYeCTBa (IIOCJIeHEE - MPU HAJIMYMHU) U TOJIUCh OTBETCTBEHHOTO
MEIMIMHCKOTO PaOOTHUKA, ITOJyYUBILETO PEUENTYpHbIE OJJAHKH OT IMOCTABIINKA;

3) B paznene "Pacxon':
a) Jarta BbIIA4M PEeLENTYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIIAHHBIX PELENITYPHBIX OJIAHKOB;

B) (baMI/IHI/ISI, nHunuajibl HMMCHHM H OT4YCCTBA (HOCJIGI[HGG - IIpu HaHI/I‘II/II/I) OTBCTCTBCHHOI'O
MCANIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

I') HOJIMCHh OTBETCTBEHHOTO MEJUIIMHCKOr0 pabOTHHKA, TIOTYYUBIIETO PELENTYPHbIE OIaHKHU;

4) hamunus, THULIMAIBI IMEHHU M OTYECTBA (IIOCTEeIHEE - TPHU HAIWYHMH) U TOANUCH OTBETCTBEHHOTO
MEAMIMHCKOr0 paOOTHUKA, BBIAABILIETO PELIENTypHbIE OIaHKH;

5) OCTaTOK pelenTypHbIX OJIaHKOB.

25. Kypnan ydera peuentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x) comepxut
crenyromue rpads:

1) HOMep 1O MOPAIKY;

2) B pazznene "lIpuxon":

a) JaTa PperucTpaluyu T0KyMEHTa, OATBEPKAAOIIET0 MOCTYIIIICHUE;

6) HOMED U J1aTa JOKYMEHTA, ITOATBEPKAAIONIETO MOCTYIJICHHE, HAUMEHOBAHUE TTOCTABIINKA;
B) o011ee KOJUYECTBO MOCTYNUBIINX PELIENTYPHBIX OJIaHKOB;

T') CepUH U HOMEPA PELETITYPHBIX OJJaHKOB;

1) KOJIMYECTBO PELIETITYPHBIX OJIAHKOB 110 CEPHSIM;

) amMuIns, MHUIIUAIBI UMEHH B OTYeCTBa (ITOCIIeHEE - MPU HAIUYUH) U TMOANKHCH OTBETCTBEHHOTO
MEUIIMTHCKOTO pabOTHUKA, TOJYUYHBIIETO PEIENTYpHbIe OJaHKK OT MOCTaBIIUKA;

3) B paznene "Pacxon':

a) J1aTa BbIJAYM PELENTYPHBIX OJJAHKOB;

0) cepuu ¥ HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PELENTYPHBIX OJIAHKOB;

r) ¢amwiusg, HWHUAOUATBL WMEHH W OTdYecTBa (TOCIeAHee - MPU HAIUYUH) OTBETCTBEHHOTO
MEIUIIMHCKOT0 pabOTHUKA, MOJIYYHUBILEr0 PeleNTypHble OJIaHKY;

,Z[) IoANMCh OTBETCTBCHHOI'O MCANIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBHICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) pamunus, HUIMAIBE IMEHU U OTYECTBA (TIOCIEeIHEee - TIPU HATWYWHU) U MOANICH OTBETCTBEHHOTO
MEUIIMHCKOT0 paOOTHUKA, BBIJABILIETO pelENTYPHbIE OJaHKU;



5) ocTaToK peuenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OQOPMICHHBIX B ()OpME BIIEKTPOHHOTO JOKYMEHTA, OCYILECTBIIETCS B
rocyaapCcTBEHHON WH(OpPMAIMOHHOW cucTeMe B cdepe 3apaBooXpaHeHUs cyObekTa Poccuiickoi
denepaluy  MOCPEJCTBOM BEJIEHHUS €IMHOTO peecTpa peuenToB, o(GOpMIIEHHBIX B (opme
AJIEKTPOHHBIX JJOKYMECHTOB.

V. XpaHeHue penenTypHbIX 0JIAHKOB (32 MCKJIIOYEeHUEM
peuentypHbix 0aHkoB 1o ¢gopme N 107/y-HII "CneunajbHbii
peuenTypHbIi 0JaHK')

27. MeauIMHCKHE OpPTaHU3alMH TMOJYYal0T HEOOXOAMMBIE PElenTypHble OIaHKH, 0(QOpMIICHHBIC
TUNOTPAPCKUM CIIOCOOOM, Yepe3 TeppPUTOpUAIbHBIE OpPraHbl YIPaBICHUS 31pPaBOOXpPAaHEHHEM WM
OpraHu3allii, YIOJHOMOYEHHbIE Ha JTO OpraHaMd MCHOJHUTEIBHOM BJIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. Pe].[eHTypHBIe 6HaHKI/I, nNoICKAIMUEC YUYCTY, XPAHATCA OTBCTCTBCHHBLIM JIMIIOM, HA3HAYCHHBIM
PYKOBOJMTENIEM MEAUIIMHCKONW OpraHM3alliy, B 3allMpacMoM MeTautndeckoM mmkady (cerde) nmum
METAITNIECKOM SIITHKE.

29. nauBuayanbHbIi NpeanpuHUMATEb, UMEIOIIUNA JIMIICH3UI0O HA MEIUIMHCKYIO JIeITebHOCTD,
XPaHUT pelenTypHble OJaHKU, MOAJIEKAIIUE YUETY, B 3aIUPaeMOM MeTainyeckoM mkady (ceide)
WU METAJUTMYECKOM SIIIUKE.

30. IIpoBepka cocTosiHMSI XpaHEHUs, y4yeTa, (aKTUYECKOr0 HAIM4YUs U pacxofa pelenTypHbIX
0JIaHKOB, TOJUICKAIIMX YYETy, OJUH pa3 B KBApTaJ OCYIIECTBISETCS KOMHCCHEW, CO3/IaHHOW B
MEAUIIMHCKOW OpraHU3aIliH.

31. PeuentypHble OmaHku, odopmisieMble Ha OyMa)XHOM HOCHUTENIE W TOJUIEXKAILINE Y4eTy,
BBIIAIOTCSI  MEIUIMHCKUM pab0OTHUKAaM, MMEIOIIMM 1paBo O(OpPMIIEHUS pELEeNnToB, IO
pacnopsKEHHIO TJIaBHOTO Bpadya UM €0 3aMECTUTEIIS.

HOJIyLIeHHI)Ie PEUCIITYPHBIC OJaHKM Ha 6YMa)KHI)IX HOCUTCIIAX XpaHATCA MCIAUIMHCKUMH
pa6OTHI/IKaMI/I B IOMCHICHUAX, O6CCH€‘{I/IBaIOH_[I/IX HX COXPaHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEICTBAa TOCYAAPCTBEHHBIX HMH(OPMAIMOHHBIX CUCTEM B cdepe
3[PaBOOXPAHEHUS, MEIUIMHCKAX HHOOPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX  OpTaHU3aIfi
0o0ecrieunBalOT XpaHEHHWE JJIEKTPOHHBIX pPELEnToB, OQOPMIIEHHBIX B (opMe 3IEKTPOHHBIX
JOKYMEHTOB B TEUCHHE CpPOKOB, YCTAaHOBJCHHBIX JUIsI XpAaHEHHS PEHENTOB, O(POPMIICHHBIX Ha
COOTBETCTBYIOLINX (pOpPMax pelenTypHBIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> HonmyskT 5.2.169 Tlonoxenus o MunucrepctBe (Codpanue 3akoHonaTeNbcTBa Poccuiickoii
®deneparum, 2012, N 26, cT. 3526; 2021, N 43, cT1. 7258).

Ipunooicenue N 4
K npuxazy Munucmepcmea 30pasooxpanerus

Poccuiickou ®edepayuu
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om 24 noaops 2021 2. N 1094n

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

MMHMCTEPCTBO 3OPaBOOXPaHEeHUA Kon dopwmer o OKY[I

Poccurickoy Odenmepaluum MemouumHCckasd IOOKYyMeHTallus
dopma N 107/y-HII,
YTBEPXIEeHHAad IPpUKas30M
MyHMCTEpPCTBa 3OPaBOOXPaHEeHUH

LTaMIl MeOMIMHCKOM OpTaHM3alMM Poccunickon denmepaluun

or 24.11.2021 N 1094=H

PEIEIT
Cepusa N
\AJ A 2 O I‘
(maTa BHIMCKM peLenTa)
(B3pOCIE, IOEeTCKMM — HYXHOE [NOOUEPKHYTH)

damMmnusa, uMsS, OTUECTBO ([IOCJelHee — IPM HaJIUuuM)

naumMeHTa

BozpacrT

Ceprsa M HOMEP nojuca 0083aTeJIbHOTO MEeIUIIMHCKOTO CTPpaxOBaHUSA
HoMep MeImMUMHCKOM KapThl

damMmnimda, mMs, OTUYECTBO (IOCJenHee — I[PV HaJIU4dUM)

Jedamero Bpauda (desbpaumepa, akKyllepkKu)

N

[Mognmuce M JIMYHAA I[I€e4YaThb Bpada
(noonuce ¢esprumepa, akKyllepkKu)




damMmnmga, ¥MMS, OTUECTBO (IocjiemHee -— IIPM  HaJMUUM) UM IIOLNMUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM OopTaHMu3alumn

M.II.
OTMeTKa alTeudHOM opTaHmM3auMm 00 OTIyCKe
damMmnmsa, MMsS, OTUECTBO (IocjiemgHee — OpPM  HaIMuMM) M HOANMCH
PaboTHMKA aNTEeYHOM OpTaHM3alum

M.II.

Cpox gmewcTeBMa peuenta 15 nHen

Ipunoscenue N 5
K npuxasy Munucmepcmea 30pasooxparnenus
Poccuiickou ®edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJIOK U3I'OTOBJIEHUSA, PACITIPEAEJTEHUA,
PEI'’MCTPAIIUU, YUETA U XPAHEHUS PELHEIITOB,
COAEP/KALINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM HCUXOTPOIIHbIX BEHIIECTB

|. llopsiok U3roTOBJIEHHS, paclpeleeHusl CleuaJIbHbIX
peuentypHbIx 01aHkoB 1o ¢popme N 107/y-HII

1. Opranu3anuio U3roToBJICHUS U paclpeleieHus peuentypHsix O6mankoB no ¢popme N 107/y-HII
"CreuuaiabHBIN pelenTypHbld OaHK" (Janee - CIenuanbHbld PeHeNTypPHBIA OJIaHK) OCYIIECTBISET
MunuctepcTBo 3apaBooxpaneHus Poccutickoit eneparuu (nanee - MUHHCTEPCTBO).

2. CrneumanbHble pEENTypHbIE OJaHKU SIBISIOTCS 3alIUIIEHHON MoJMrpaduueckord MpomayKIuei
ypoBHs "B", u3roraBnuBaemoii Ha Gymare po3oBoro 1Beta pazmepom 10 cMm X 15 cM, TOKHBI UMETh
CEpUI0 U HOMEp, a TaKXKe COOTBETCTBOBaTh TPEOOBAaHHUSAM, YKa3aHHBIM B MpHKa3ze MUHHCTEpCTBA
¢unancoB Poccuiickoit ®enepaumu ot 29 centsOps 2020 r. N 2171 "OO yrBepxaeHHU
TexHuyeckux TpeOOBaHMIA U YCIIOBUI M3TOTOBICHUS 3aIUIIEHHON OT MOANEIOK MOIUrpadudecKoit
npoaykiuu" (3aperucTpupoBan MuHHCcTepcTBOM toctuiinud Poccuiickoit @enepamuu 16 HOSOpS
2020 r., peructpanuonnbiit N 60930).

3. B mensx opraHuM3alydy M3TOTOBJICHUS M PaCIpe/eeHUs] CIEUUANbHBIX PELEenTypHBIX OJIaHKOB
MEJULMHCKUE OpraHU3alii, UMEIOLINE IIPABO OCYIIECTBIIATH BbIIady PELENTOB HA HAPKOTUYECKHE
CpeAcTBa MM IICUXOTpolHble BeniecTBa cnucka Il Ilepeuns u 3aperucrpupoBannsie B Poccuiickon
®enepauun B KayecTBE JIEKAPCTBEHHBIX IPENapaToB Uil MEAMLMHCKOrO HpPUMEHEHHs (Janee
COOTBETCTBEHHO - MEJMLMHCKAas OpraHu3alusi, HAPKOTUYECKUI (IICUXOTPOIHBIN) JIEKApCTBEHHBIN
npenapar), COCTaBJISAIOT 3asBKU Ha peLeNTypHbIE OIaHKH.
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4. B cpok m0 1 okTs0psi Tekyliero roja 3asBKM MEAMIIMHCKHX OpTraHU3aluid Ha CHEIUalIbHbIC
penenTypHbie OJIAHKU TTPEICTABIISIIOTCS

1) MeAMIMHCKHUMM OpraHM3allMsIMHM, HaXOASIIMMUCS B BeJEHUU (enepalbHbIX OpraHOB
WCIIOJIHUTENIHOM BIIACTH, - B COOTBETCTBYIOIIHE (he/iepalibHbIe OpraHbl UCTIOTHUTEILHON BIACTH,

2) MEOUIMHCKUMH OpraHW3alUsIMU, HaxXOISIIUMHCSI B BEICHHH CyOBEeKTOB Poccuiickoi
®enepanyy, MEIWLUUHCKUMU  OpPraHU3alMsIMU  MYHMIMOAJIBHOW W YacCTHOM  CHUCTEM
3IpaBOOXPAaHECHHS - B OPraHbl HCIIOJTHHUTEIBHON BiacTh CcyObekTOoB Poccuiickoit dexepamuu B
cepe oxXpaHbl 3I0pPOBbs TPAKIaH, HA TEPPUTOPHH KOTOPHIX OHHU PACIOJIOKEHBI (J1aliee - OpraHbI
WCTIOTHUTENIBHON BIacTH cyOBbekToB Poccuiickoit denepanun).

5. B 3asBKe MEIUIIMHCKOW OpraHW3alMKM Ha CHEIUaIbHBIC PEIENnTypHbIe OJAHKH YKa3bIBAIOTCS
CJICAYIOIINE CBEICHHUS:

1) cBeneHuss 0 MEIMLMHCKOM OpraHM3allid, MOJABLICH 3asfBKy Ha CIEIHalIbHbIE peLenTypHbIe
0y1aHKu (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXK/ICHU);

2) KOJIMYCCTBO  CIICHUAJIBHBIX  PCHCITYPHBIX 6JIaHKOB, H3PaCXO0J0BAHHBIX Mel[I/IHHHCKOﬁ
Opr&HPB&LIPIGﬁ Ha 1 SAHBaps MPEAMCCTBYIOIICTO I'0J1a;

3) KOJHMYECTBO CIEUUAIBHBIX PELENTYPHBIX OJaHKOB, HEOOXOIUMBIX MEIMLMHCKON OpraHU3aluu
HAa CJIEQYIOIUH TOA.

3asBKa MeﬂHHHHCKOﬁ OopraHu3ani Ha CIICOUAJIbHBIC PCEHCITYPHBIC OJaHKH oAU CBIBACTCA
PYKOBOAUTCIICM MEIHUITMHCKOM opraHusaluu, KOTOpI)II\/JI HECCT NCPCOHAJIBHYIO OTBETCTBCHHOCTL 34
000CHOBAaHHOCTh U AOCTOBCPHOCTDb YKAa3aHHBIX CBEJICHUI.

6. ®enepanbHble OpraHbl UCIOJHUTEIBHON BIACTH, B BEJIEHUN KOTOPBIX HAaXOIATCS MEAMLIMHCKHE
opranuzauuu (aanee - ¢peaepaibHble OpraHbl UCIIOJIHUTENIBHON BIACTH), U OPTaHbl HCTIOTHUTEIIBHON
BJacTu cyobekToB Poccuiickoit denepanuy Ha OCHOBAaHHH 3asiBOK MEIMIIMHCKUX OpraHM3aluil Ha
CHelMabHbIe peLenTypHble OlaHKU (POPMUPYIOT CBOAHBIEC 3asIBKM HA CHEIMAJIbHBIC pELENTypHbIE
0JIaHKM U B CPOK 710 | 1ekaOpst TEKYIIEro roja npeacTaBisioT uX B MUHUCTEPCTBO.

7. B cBOIHOM 3as1BKE Ha ClieMaIbHbIE PeENTypHbIE OJJAHKU YKA3bIBAIOTCS CIEIYIOIINE CBEICHUS:

1) cBeaeHust o ¢eaepaabHOM OpraHe HCIOJHUTENBHON BiacTU (OpraHe MCHOJHUTENBHOM BIACTH
cyorekta Poccuiickoit ®enepanuu), TPENCTABUBIIEM CBOJHYIO 3asBKY Ha CICIHAIBHBIC
perenTypHble OJaHKu (MIOJIHOE HAMMEHOBAHUE, aJIpeC MECTa HaXOXKICHUS );

2) KOJHMYECTBO CHEIUAIBHBIX PELENTYpPHBIX OJaHKOB, pPacHpeesIeHHbIX (eAepalbHBIM OpPTraHOM
WCTIOTHUTEJIPHON BJIACTH (OpraHOM UCIIOJIHUTEIHLHOM BiIacTH cyonekTa Poccuiickoit denepannn) Ha
1 stHBapst MpeAIIEeCTBYIONIETO ro/ia MKy MEAUIIMHCKUMH OpPTaHU3aIUsIMU;

3) KOJMYECTBO CHELMAJIbHBIX PELENTYpPHBIX OJAaHKOB, HEOOXOAMMBIX (enepalbHOMY OpraHy
WCTIOJHUTEJILHOW BJIacTH (OpraHy MCIOJIHUTENbHOM BiacTu cyOobekTa Poccuiickoit denepanyn) Ha
CIIEIYIOIINI TOJ, ISl pacIpeeeHUs MEKIY MEAULIMHCKUMY OPraHUu3alusAMU;

4) cBeneHUs O TMOABEJOMCTBEHHOM OpraHU3alMK, YIOJHOMOYEHHOW (QeaepallbHbIM OpraHoM
WCIIOJHUTEJIBHOW BIAacTU (OpraHOM MCIIONHHUTENIbHOHN BiacTu cyobekra Poccuiickoit denepanum)
OCYIIECTBIISTH MOJyUYEHUE CIIEHUANBHBIX PEUENTYpPHBIX OJJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHHUE U
BbIaYy MEJIMLMHCKUM OpraHu3anusM (IIOJIHOE HAaMMEHOBAaHUE, aJpec MECTa HaXOXKICHUS,
MNHH/KIIIL, OKTMO opranusaiuu, pakTHIeCKH aapec MOCTaBKH).

8. Ha ocHOBaHuu MOJIYYCHHBIX CBOJHBIX 3ad4BOK Ha CIHCHHAJIBHBIC PCUCIITYPHLIC OaHKHu



MUHHCTEPCTBO €KETOHO B CPOK JI0 15 stHBaps cieayromniero rojga GOpMHUPYET M YTBEPKAACT IJIaH
pacupCacyCHus CICUUAJIBHBIX  PCHCITYPHBIX 6J'IaHKOB, B KOTOPOM OTpaXacTCd T1oaoBas
norpedHocTh Poccuiickoit denepanyiu B CHEIMATBHBIX PEHENTYPHBIX ONlaHKaX (najiee - IUIaH
pacrpezeneHus MUHUCTEPCTBA).

9. B nnane pacnpeneneHus MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIIUE CBEICHUS:
1) nopsAAKOBBIM HOMED 3aIUCH;

2) HauMeHOBaHHE (eJepanbHOr0 OpraHa MCIOJHUTENBHOW BIACTH (OpraHa HUCIOJHUTEIBHON
Brnactu cyobekrta Poccuiickoit deneparyu), mpeacTaBUBIIETO CBOJAHYIO 3asBKY Ha CHCIHATbHBIC
pelentypHbie OJIaHKU;

3) He0OX0MMOE KOJIMUECTBO CIENUATBHBIX PEIENTYPHBIX OJIAHKOB.

10. HampaBneHnue crnenuaibHBIX PEHENTYPHBIX OJIAHKOB (pepepaabHbIM OpraHaM HCTIOJHUTEIHHOU
BJIACTH, OpPTraHaM HCIIOJIHUTEIHHON BiIAacTH CyObekToB Poccuiickoit @enepaluu OCyIIeCTBISETCS
MuHHUCTEPCTBOM B KOJIUYECTBE, IPEIYCMOTPEHHOM IIAHOM pacupenesneHus MuHucTepeTsa.

11. MUHHCTEPCTBOM JOMOJNHHUTEIHHO K KOJIWYECTBY CHEIUAIBHBIX PEIEeNTYPHBIX OJIaHKOB,
MIPEeIyCMOTPEHHOMY IUIAHOM pactipeneneHuss MuHuctepcTBa, (GopMmHupyeTcs pe3epBHbIN 3amac
CHEIHUANIBHBIX PEIENnTYpHBIX ONaHKOB B KoumyecTBe, He mpebimaromeM 150 000 crenuanbHBIX
peUEenTypHBIX OJTaHKOB.

12. B cayyae yBenwueHHsI MOTPEOHOCTH B CHEIHANBHBIX PEIENTYPHBIX OJlaHKaxX (emepaabHbIe
OpraHbl HMCIOJHUTEIbHOM BiacTH (OpraHbl MCIOJHUTEIBHONM BIacTH cyObekToB Poccuiickoii
@Oenepanuy) HampaBiIsSOT B MHHHCTEPCTBO CBOJHBIC 3asBKM Ha JOMOJHUTEIBHOE KOJIHMYECTBO
CTMIEUATILHBIX PEIENTYPHBIX OJIAHKOB (C 0OOCHOBAaHMEM YBEJIWYEHUSI TOTPEOHOCTH B CIIECIIMAIBHBIX
pelenTypHbIX ONlaHKax), KOTOpbIe MPENOCTaBISAIOTCS MHMHHUCTEPCTBOM M3 PE3epBHOrO 3armaca
CTIENUATILHBIX PEIENTYPHBIX OJTaHKOB.

13. denepasibHble OpraHbl UCHIOJHUTENBHONM BJIACTU (OpPraHbl UCTIOJHUTENIBLHOM BIACTH CYOBEKTOB
Poccwuiickoit @eneparun) pacupeaeisaioT NOTyYeHHbIE CIICIHATBLHBIC PEIENTYPHBIC OTaHKU MEXKIY
MEAUIMHCKUMHI OpraHU3alMsIMU Ha OCHOBAHMU IUIAHOB paclpenesieHus, Cc(HOpMHUPOBAHHBIX B
COOTBETCTBUHU C 3asiBKAMH MECIUITMHCKUX opraHmauHﬁ Ha CIICHUAJIBHBIC PCUCIITYPHBIC OJIaHKH.

I1. llopsimok perucrpanum, y4era U XpaHeHHUs CIIEHHATbHBIX
peunentypHbIx 0j1ankoB o ¢gopme N 107/y-HII

14. MunuctepcTBOo, HHbIe (enepalbHble OpraHbl HCIOJHHUTEIBHON BJIACTH M OpraHbl
UCTIOJIHUTENIbHOU BiacTu cyobekToB Poccuiickoit denepanyy opraHu3yroT XpaHEHUE CIeLUalbHbIX
pelenTypHbIX OJAHKOB B IIOJIBEJOMCTBEHHBIX OPIraHMU3ALMSIX, YIIOJIHOMOUYEHHBIX OCYILECTBIISThH
NOJY4YE€HUE CHEIHMAJIbHBIX PELENTYpHBIX OJaHKOB OT MMHHCTEpCTBA, MX XpaHEHUE U BblIAdy
MEIUIIMHCKUM OpTraHMU3alMsIM (Jajiee - yIIOJTHOMOYEHHAs OpraHu3aIus).

15. B ynonHOMOYEHHON OpraHW3alMy U MEIULMHCKON OpraHu3aliy, NOJYyYUBIIEH CHelrallbHbIe
peuenTypHble OJaHKM, OPraHU3yeTCsl PEeTHCTpalus, yUeT U XpaHeHHE CHelHaIbHbIX PEeLEeNTYPHBIX
0JIaHKOB.

Perucrpauusi, yuyeT M XpaHEHME pE3EpBHOIO 3alaca CHEIUAIbHBIX PELENTYPHbIX OJaHKOB
MunucTepcTBa OCylIeCTBIsEeTCS (eAepatbHbIM TOCYJapPCTBEHHBIM OIOJKETHBIM YUPEKICHHUEM,
HaxoIsAUIMMcs B BeleHMM MuHHcTepcTBa (Janee COOTBETCTBEHHO - PE3epBHBIA  3amac,



MOABEJOMCTBEHHOE YUPEKICHUE).

16. PaboTHMK, Ha3HAuYeHHBI NPUKA30M PYKOBOAUTENS  YIIOJIHOMOYEHHOW OpraHu3aliu
(YIOJTHOMOYEHHOM  OpraHu3alyy, MOJBEJOMCTBEHHOTO YYPEXKICHHMsA) OTBETCTBEHHBIM  3a
PETUCTpaINIo, XpaHEHHE M YYeT CIELUHaTbHBIX PELENTYpHbIX OJIAaHKOB (Jlanee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHMM JIOBEPEHHOCTH, OQOPMIICHHOH B TOpSAKE, YCTAaHOBJICHHOM
3akoHOJaTeNnbCTBOM Poccuiickoit @Penepauuu (¢ MOIMUCHIO PYKOBOJIUTENS YIIOJIHOMOYEHHOU
opranu3anuy (YHoJHOMOYEHHOH OpraHM3alvy, MOJBEIOMCTBEHHOTO YUPEXIEHHUs), TIJIaBHOIO
Oyxranrtepa, 3aBEpPEHHBIX KpPYIJIOH IeuaThio), MOJy4yaeT CIEIHaJbHbIe peLUenTypHble OJIaHKH U
OCYILECTBIISIET BEJICHHE *KYpHala PETUCTpAllMd M y4eTa CIEeLUAIbHBIX PELeNTypHBIX OIaHKOB, K
KoTOpoMmy mpuoOuiaer ¢oto- W (WIM) BHASCOMATepUaNbl, MOATBepxkaatone (akt odopmieHus
pelenTypHbIX OJIAaHKOB Ha 10MY (TIPU HAIHYHUN).

17. XKypHan perucrpauMd M Yydera CIHEHHUAIbHBIX PELENTYpHBIX OJAaHKOB JOJDKEH OBbITH
MIPOHYMEPOBaH, MPOIIHYPOBaH, UMETh Ha MOCJIEIHEN CTPAaHUIE 3aIUCh, COACPKAIILYIO KOJTUYECTBO
CTpaHMII, IMOJHOE HAaUMEHOBAaHME YIOJHOMOYEHHOW OpraHu3auuu (METUIIMHCKON OpraHu3aliH,
MIOJIBEZIOMCTBEHHOTO YYPEXKICHHSA), a TaKXKe CKPEIUIEH MOJIUChI0 PYKOBOAUTENS M I€YaThIO
YIIOJIHOMOYEHHOM OpraHu3annu (MeIULUHCKON OpraHu3alyy, 0IBEJOMCTBEHHOIO YUPEKICHHUS ).

XKypHan peructpanmud ¥ y4eTa CHEIHAIBHBIX pEIENnTypHBIX OJIAHKOB pPE3epBHOTO 3amaca
MuHuCTEepCTBA CKPEIUIIETCS TAaK)Ke TOMUCHI0 AUPEKTOpa (B CIydae €ro OTCYTCTBHUS - 3aMECTHTEIIS
nupekTopa) JlemapraMeHTa perylupoBaHUs OOpaIleHUsl JICKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX
n3zenui MUHUCTEPCTBA U Ie4aThi0 MUHUCTEPCTBA.

18. B kypHaie perucrpalyy M Yy4eTa CICHUATbHBIX PEHENnTYPHBIX OJaHKOB YKa3bIBAIOTCS
CIEAYIOLIUE CBEACHHUS:

1) nopsAAKOBBIM HOMED 3aIUCH;

2) IpUXOA CIEIHATBHBIX PEIENTYPHBIX OJAHKOB:

a) PEKBU3UTHI M J]aTa PETUCTPAIIMY TIPUXOTHOTO IOKYMEHTA;

0) o0111ee KOJMYECTBO NOCTYMUBIINX CIIEIUATBHBIX PELENITYPHBIX OJIAHKOB;

B) CEpHsl U HOMEP CIEIMATIBHOTO PEeLENTYPHOro OJIaHKa,;

T') KOJIMYECTBO CIEIHMATBHBIX PEHENTYPHBIX OJAHKOB MO KAXKIO0H CepHH;

1) baMuiusi, UMs1, OTYECTBO (TIOCTIEHEE - PU HAJTUYHH) U TTOAUCH OTBETCTBEHHOTO PabOTHHUKA;
3) pacxoa cnenuaIbHbIX PELENTYPHBIX OJaHKOB:

a) J1aTa BbIJIa4d CIIEUUATBHBIX PELENTYPHBIX OJIaHKOB;

0) cepun ¥ HOMEPA BBIJJTAHHBIX CIICIIMAIBHBIX PELETITYPHBIX OJJaHKOB;

B) KOJIMYECTBO BbIAAHHBIX CIHCHHAJIBHBIX PCHCIITYPHBIX OJaHKOB C YKa3aHuEM B CKOOKax
KOJIMYCCTBA CIICHHUAIIBHBIX PCHCIITYPHBIX 6HaHKOB, BBIJAaHHBIX IJIA O(l)OpMJIeHI/DI Ha 10MY;,

r) ¢amunus, UMs, OTYECTBO (IIOCJIEJHEE - MpPU HAJIWYMM) M MOANUCH JIMLA, MOJYYUBIIETO
CHelHaIbHbIC PeLENTYPHbIE OJIaHKHU;

1) KOJIMYECTBO CIIEIUANIBHBIX PELENITYPHBIX OJaHKOB, O(OPMIICHHBIX HA JOMY;

e) ¢damuius, UMs, OTYECTBO (IIOCIIEHEE - MpPH HAIWYUM) M TOJNUCH JUIa, O(QOPMUBILETO
CHelMaIbHbIE PELENTYPHbIE OJIaHKK Ha JIOMY;



4) dbamunust, UM, 0OTYECTBO (TIOCIIEHEE - TPU HAIWYMK) U TTOJMUCh OTBETCTBEHHOTO paOOTHHKA;
5) OCTaTOK CIeNUANBHBIX PEIENTYPHBIX OJIAHKOB.

19. CneuuanbHblil peuenTypHbI OJaHK SBISETCS JOKYMEHTOM CTpPOrOil OTYETHOCTH. 3amac
CHELMANbHBIX pELEeNTypHbIX OJAHKOB B MEIMIMHCKONH OpraHu3allid JIOJDKEH XPaHWUThCS B
CHEIHAJIbHBIX TOMENICHUAX, ceidax WIM B CHEUUalIbHO H3TOTOBJIEHHBIX MIKadax, OOUTHIX
OLIMHKOBAHHBIM JKE€JI€30M, C HaJ€)KHBIM BHYTPEHHUM WA HAaBECHBIM 3aMKOM.

[Momemenusi, ceiidpl, MKapbl, B KOTOPBIX XPAHITCS CICNHUATbHBIC PEIENTYPHbIC OJTaHKH, TOJIKHBI
OBITh 3aKpBITHI Ha 3aMKHM U MOCJIE OKOHYaHHUs pabOThl OreuyaTaHbl MEYaThi0 YIMOJIHOMOYEHHOU
opraHu3aiuy (MeIUIIMHCKON OpraHu3aliii) WK OIJIOMOMPOBAHEI.

20. B MeauIMHCKHX OpTaHW3alUsX 3amac CHCIUaTbHBIX PEHENTYPHBIX OJIAHKOB HE JOJKEH
MIPEBBIILIATH FOJJOBOM MOTPEOHOCTH.

21. Paspemaercss BbIAaBaTh MEAMLUMHCKOMY paOOTHUKY, HMEIOIIEMY NpaBO Ha3HA4yaTh
HapKOTHYECKUE (IICUXOTPOIHbIE) JEKAapCTBEHHbIE MIPENnapaThl, €INHOBPEMEHHO He 0OoJjiee ABajLaTH
CHEIHAJIbHBIX PELEITYPHBIX OJIAHKOB.

MeaunuHckue paOOTHUKM, BBINHCHIBAIOIIME PELENThl HAa HApKOTHYECKHUE (TICUXOTPOIHBIE)
JIEKapCTBEHHBIE IIpenapaTbl, HA OCHOBAHWU IPUKa3a PYKOBOJAUTENS MEAULMHCKON OpraHu3alnuu
HECYT JMYHYK OTBETCTBEHHOCTh 3a COXPAaHHOCTb IIOJYYEHHBIX CHEHUAJIbHBIX PELENTYPHBIX
6mankoB. CrienuanbHble pelenTypHble OJaHKH, MOJyYeHHbIE MEIUIIUTHCKIM PaOOTHUKOM, XPaHATCS
MI0J1 3aMKOM B celi(pax, MeTaJuIMuecKuX mKkadax win MEeTaTHIECKUX SIHKaX.

22. B MeIUIIMHCKON OpraHU3allid CO3/1a€TCSl MOCTOSHHO NEHCTBYIOMIAs KOMHCCHS, KOTopas He
pexe 1 pasa kBaptai (10 PEIICHUIO PYKOBOIWUTENS MEIUIIMHCKON OpraHU3alliid BO3MOXKHO Yallle)
OCYIIECTBISIET MPOBEPKY COCTOSHUSL PETHCTPAIIUN U YUeTa CIEeIHaIbHBIX PEIENTYPHBIX OJaHKOB, B
TOM YHUCJI€ TyTeM CBEPKU 3aIlMCEH >KypHaJIa PETUCTpAIlMd W ydeTa CHEIUATIbHBIX PElENTypPHBIX
OJlaHKOB, C (PAaKTUYECKUM HAIUYHEM CICHHUANbHBIX PEIENTYPHBIX OJAHKOB, a TaKXe MPOBEPKY
COCTOSTHUSI XpaHEHUS CTICIIHAJIBHBIX PELENITYPHBIX OJTAHKOB.

IIo pe3yiibTaTaM IIPOBEPKHU B KYpPHAJIC PCTUCTPAUU U YUCTA CIICHHUAJIBHBIX PCLCIITYPHBIX 0J1aHKOB
ACJIACTCA 3allMCh O PEe3ylibTaTaxXx MHPOBCACHHA CBCPKU JAHHBIX, 3aKPCIJICHHAsA HNOANMCAMH BCCX
YJICHOB KOMUCCHH, UJIN CO3AACTCA CHELUAaJIbHBINA aKT IIPOBCPKH.

23. ®enepanbHble OpraHbl UCTIOTHUTEIBHON BIACTH U OPraHbl UCIIOJHUTENILHON BIACTH CYOBEKTOB
Poccniickoit ®enepanuy OCYIIECTBISIIOT KOHTPOJb 33 OpPraHU3alMed pPErucTpanud, ydera H
XpaHeHHs CHEIMAJIbHbIX pPELENTYpPHBIX OJAaHKOB B  YIOJHOMOYEHHBIX OpraHu3alMix M
MEAMLMHCKUX OPTaHU3aUsIX.

24. Bplgaya chenUalbHBIX PELENTYpHbIX OJIAaHKOB U3 pEe3epBHOrO 3amaca MUHHUCTEPCTBA
(denepaabHbIM OpraHaM HCIIOJHUTEIbHON BJIACTU U OpPraHaM MCIOJIHUTEIbHOW BIIACTU CYOBEKTOB
Poccuiickoii ®Penepaniuu OCYIIECTBISAETCS OTBETCTBEHHBIM pPAaOOTHUKOM MOJBEIOMCTBEHHOTO
YUPEXKJEHUS Ha OCHOBAaHUM pelIeHHs OO0 OTHyCKe CIHEeHUalbHbIX PpPELENTypHbIX OJaHKOB,
oopMieHHOr0 B BHUJE MNHUCbMa, IOANUCAHHOTO JAHUPEKTOpPOM (B cllydae €ro OTCYTCTBUS -
3aMecTUTesIeM aupekTopa) JlemaprameHTa peryiupoBaHUs oOpalleHUs JIEKApCTBEHHBIX CPEJICTB U
MEIULIMHCKUX U31enuii MUHHUCTEPCTBA.

[IpoBepka AesATEILHOCTH MOABEIOMCTBEHHOTO YUYPEKICHHUS 0 PETUCTpAIlUU, YUETy U XPaHEHUIO
pe3epBHOro 3amaca ocyuiecTBisercsa JlemapraMeHTOM peryaupoBaHus 0OpalieHus JeKapCTBEHHbBIX
CPEeACTB U MEAMIMHCKUX u3Aenuit MunuctepcTBa 2 paza B roj He mnoszaHee 20 uducna mecsia,
CJIEIYIOIIETO 32 UCTEKILIUM TOTYTOTUEM.



Ipunoxcenue N 6
K npuxazy Munucmepcmea 30pagooxpanerus
Poccuiickoit @edepayuu

om 24 noaops 2021 . N 1094n

IHPABUJIA O®OPMJIEHUA PELEIITOB,
COAEPKALINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WA HCUXOTPOIIHbLIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

|. Odopmiienne penenta Ha OyMa:KHOM HOCHTeJIe

1. Ha peuentypusix 6mankax ¢gopmer N 107/y-HII B 1eBoM BepxHEM YTy MPOCTABIISETCS IITaMIT
MEIULUHCKON OpraHu3aly ¢ yKa3aHHEM ee MOJHOI0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBIIHICKY (J1aTOi 0opMIIeHHS) pelieNTa Ha JIEKapCTBEHHBIH Mpenapar.

Peuentypusie Onanku ¢opmel N 107/y-HII wm3roraBnuBaroTcs HUCKIOYUTEIBHO THIOTPa(CKUM
CIIOCOO0M.

2. Ha peuentypHpix OnaHkax, OQOPMISEMBIX HHIWBUIAYaJbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIMMH JIUIEH3UI0 Ha MEIULUHCKYIO JeSITeIbHOCTh, B BEPXHEM JIEBOM YIJIy THUIIOTPa(CKUM
Croco0OM WIJIM ITyTEeM MPOCTABICHHS INTaMIIa JOJDKEH OBITh yKa3aH aJipec WHIMBHIYaJIbHOTO
NpeIIIpUHUMATENS, HOMEP U JaTa JIMLIEH3UM, HaUMEHOBAHHWE OpraHa roCyJapCTBEHHOM BIIACTH,
BBIJIABIIETO JIUIEH3HIO.

3. Penentypusie 61anku ¢popmbl N 107/y-HIT 3anonHs0TCS MEAUITMHCKUM paOOTHUKOM YEepHUIIAMHU
WJIY IIaPUKOBOW PYUKOM.

4. lonmyckaetcsi oopMIIEHHE BCEX PEKBH3UTOB (3a MCKItoUueHHeM pekBusnuta "lloanuch nedaniero
Bpaua (moamuchk ¢enpamepa, axyuepku)"') penentypHsix OmankoB ¢opmbl N 107/y-HII ¢
UCTIOJIb30BaHUEM NEYaTAIOIINX YCTPOUCTB.

5. B penentypaom 6manke dopmer N 107/y-HIT B ctpokax "damunus, umsi, OTIECTBO (TTOCTIETHEE -
npu Hanmuunu) mnanuenta’ u "Bospact" yka3plBalOTCS TOJHOCTHIO (paMuiIHs, MMS, OTYECTBO
(mocneaHee - MpU HAJIMYMM) MALUEHTA, €T0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

JlonmycTuMO yKa3aHue 1aThl POXKIACHUS MALUEHTA.
6. B peuentypaom 61anke popmer N 107/y-HIT:

1) B ctpoke "Cepusi © HOMEp MoOaKMca 0053aTEILHOTO MEIUIIMHCKOTO CTpaxOBaHMs" yKa3bIBACTCS
HOMeEp TIOJIMCa 005I3aTEIBHOTO MEMIIMHCKOTO CTPAXOBAHMSI MAIUEHTA (TIPU HAJTUYHHN );

2) B ctpoke "Homep MeaumuHCKOM KapThl" yka3blBaeTCs HOMEpP MEIMLMHCKON KapThl MalUEHTa,
HOJIYYalOLEero MEIUIUHCKYI0 MOMOIIb B aMOyJaTOPHBIX YCIOBUSIX, WIM MCTOPUM OO0JIe3HU
MalyeHTa, BHITUCHIBAEMOT0 U3 MEAUIIMHCKON OpraHU3aIuiy;



3) B cTpoke "®aMunus, UM, OTYECTBO (TIOCIIEAHEE - IPU HAJMYMK) Jevalero Bpada (denpamiepa,
aKyIllIepKu)" yKa3bplBaeTCs MOJHOCTHIO (paMUIIUs, UM, OTYECTBO (IIOCJIEHEE - MIPU HAJIMYMHK) Bpada
(penpaimepa, axkymiepkd), BBIIHCABIIETO pEHENT Ha  HAPKOTUYECKUH  (TICUXOTPOIIHBIN)
JIEKapCTBEHHBIN Mpenapar.

7. B rpade "Rp" peuenrtypnoro 61anka popmer N 107/y-HIT yka3siBaeTcs:

1) HauMeHOBaHUE JICKAPCTBECHHOTO Mpemnaparta (MeXIyHapOIHOE HEaTEeHTOBAHHOE HAUMEHOBAHHE,
TpYINIIUPOBOYHOC UIIHU XUMHUYCCKOC HAMMCHOBAHHE, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJATUHCKOM A3BIKEC
WIM Ha PYCCKOM sI3bIKe, (hOpMa BBIMYCKa, TO3UPOBKA, KOJIMYECTBO (YKa3bIBA€TCS MPOIKCHIO Ha
peuentypaoM omanke Gopmer N 107/y-HII);

2) cmoco® MpUMEHEHHUs JIEKapCTBEHHOTO IMpernapaTa Ha TOoCyJapCTBEHHOM s3blke Poccuiickoit
denepanyy WIM Ha TOCYIapCTBEHHOM s3bike Poccuiickon denepanuu U rocyAapCTBEHHOM SI3bIKE
pecnyOIIMK U MHBIX s3bIKax HapooB Poccuiickoit denepanum <1>.

<1> Yacte | cratem 15 3akona Poccuiickoit ®@enepammu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwuiickoit ®denepammu” (manee - 3akon N 1807-1). (Bemomoctu cwesna
HapoaHbIx nenyratoB PCOCP u BepxoBHoro Coseta PCDCP, 1991, N 50, ct. 1740).

8. IIpu odopmieHnn perenTypHBIX OJIAHKOB 3aIPEIIacTCs OrPAaHMYMBATHCS OOIIMMH YKa3aHUSMH,
Hanpumep, "Bruytpennee", "13BecTHO".

9. Ilpu odopmiernn manueHTy penentypHoro Omanka ¢opmer N 107/y-HIT Ha HapkoTHYeCKwHiA
(TICHXOTPOTIHBINM) JICKAPCTBCHHBIM MpermapaT B paMKax OKa3aHUs MEJAMIUHCKOW MOMOINU TpHU
OTIpeIeICHHOM 3a00JIeBaHNH TaKOH PEIIETIT 3aBEPSETCS:

1) mOAMUCHIO U IMYHOU TIEYaTh0 Bpaya TU00 MOAMUCKHIO (ebalepa (aKylepKh);

2) me4yaTbl0 MEIULMHCKON OpraHu3alud, JTU00 CTPYKTYpHOTO TMOApa3IeieHUs METUIIMHCKOM
opranuzaruu "J{ns perentos", KOTOpasi MPOCTABISIETCS JTUIIOM, YIIOJTHOMOUYEHHBIM PYKOBOJAUTEIIEM
MEUIIMHCKOW OpraHu3aluy ¢ yKazaHueMm (GpamMuiiny, UIMEHHU, OT4ecTBa (TOCeIHee - IPH HATHYUN)
Y IPOCTABJICHUEM €r0 JIMYHOU MOANHUCH.

B cinyudasx HeoOxoguMocTH oQoOpMIeHHMs pelenTa Ha HAPKOTUYECKHH (TICHXOTpPOIHBI)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKax OKa3aHMs MaJUIMaTUBHOW MEAMIIMHCKOW MOMOIIU
JIONyCKAeTCsl MPEBApUTEIIbHOE 3aBEpeHHE pelenTa IITaMIIOM MEIUIMHCKONH OpraHHu3aluy,
reyaTrbl0 MEAMIMHCKOW oOpraHu3aluu JIMOO CTPYKTYPHOTO MOJAPA3JCJICHUs MEIUIIMHCKOU
opranuszanuu "/ penentos”, KOTopas MPOCTABIIAECTCS JINLOM, YIIOJHOMOYEHHBIM PYKOBOJUTEIEM
MEJUIIMHCKOM OpraHu3alyy, ¢ ykasaHuem (paMuianu, IMEHH, OT4eCcTBa (TOCIeIHEE - IPU HATUYUN)
U MIPOCTABJIEHUEM €T0 JMYHOM noanucu. Ilpu 3ToMm B KypHaje perucTpaluy 1 ydeTa pelenTypHbIX
O0maHkoB B coorBercTBUM ¢ [lopsakom peructpanuu, ydera M XpaHEHHS CIHEHUAIbHBIX
peLenTypHbIX OJJAHKOB Ha HAPKOTHUYECKUE CPE/ICTBA WM TICUXOTPOIHBIE BELIECTBA, YTBEPKIEHHBIM
HACTOSIIIMM TIPUKA30M, JeJIaeTcd OTMETKa O €ro Bbliade Uil OQOpPMIICHMS Ha JOMY, a TaKKe
OTMETKa, yJJOCTOBEPEHHAsl MOANUCKHIO Bpaya Jubo Qenpamiepa (akymepku), 0hOpMUBIIETO pelenT,
0 Qaxrte ero odopmiieHuUs, KOTOPHIH MOKET OBITH JOIMOJHUTENBHO MOATBEPKIEH (OTO- U (WIIH)
BUJIEOMaTEpUATIAMHU.

B crtpoke "Otmerka anTedyHOW opraHuzanmud OO0 OTIyCcKe" CTaBUTCS OTMETKA AamlTeYyHOM
OopraHu3anuu 00 OTIYCKE HApKOTHYECKOro (IICHXOTPOIHOr0) JIEKAPCTBEHHOTO Tmpemnapara (c
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yKa3aHHEM HaUMEHOBAHMSA, KOJUYECTBA OTIYLIEHHOIO HAPKOTUYECKOrO  (TICUXOTPOIIHOTO)
JIEKapCTBEHHOI'O Ipenapara U JaThl €ro OTIYCKa), KOTOpasl 3aBepseTcs IMOANUCHIO PaOOTHHKA
anTeYyHOM OpraHu3aluM, OTIYCTUBLIEr0 HAPKOTUYECKMH (NCUXOTPONHBIN) JIeKapCTBEHHBIN
npenapat (C ykazaHueM ero (paMuianM, UMEHH, OT4ecTBa (IIOCIIEAHEE - NPU HATUYMU), a TaKKe
KpYIJION MeYaThlo0 anTeYHOM OpraHu3aliy, B OTTHUCKE KOTOPOH JOJIKHO OBbITh MAECHTH(QHUIHPOBAHO
MOJIHO€ HAUMEHOBAHUE allTeYHOU OpraHU3aIuH.

10. Ha ogaom penentypHom Oanke dopmer N 107/y-HII paspemaercs ocyliecTBiIsTh Ha3HAYECHUE
TOJILKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO TIperapara.

11. UcnipaBnenus B periente He T0MyCKarTCs.

1. Odopmiienue peunenta B popMe JJIEKTPOHHOTO JOKYMEHTA

12. Penient B (hopme 3IIEKTPOHHOTO JTOKYMEHTA, MOJAMUCAHHOTO YCHJICHHOW KBaTH(UIIMPOBAHHOM
AJIEKTPOHHON MOJIMHUCHIO0, POPMUPYETCS METUIIMHCKUM PaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepanbHbIil PErucTp MEIUIMHCKUX PAaOOTHHUKOB <2>, a TaKKe IpU YCIOBHM PETUCTpalUU
MEIMIMHCKOW OpraHu3alui, B KOTOpOH odopmisercs penent, B QenepaibHOM peecTpe
MEAMLMHCKUX OpraHu3anuil <3> eIuHON rocyaapcTBEHHOM HMH(OpPMAIMOHHOM CHUCTEMBI B cdepe
3paBOOXPAaHECHMs M TNOMKIIOYECHUS TaKOW MEIMIMHCKOM OpraHu3aluu K TOCYJapCTBEHHON
nHGOPMAIMOHHOH cucTeme B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit deneparum <4>.

<2> Yacte 4 crareu 91.1 denepanvHoro 3akona N 323-®3 (CobpaHue 3aKOHOIATENIBCTBA
Poccuiickoit ®eneparnu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<3> Yacte 4 crateu 91.1 ®enepampHoro 3akoHa N 323-O3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<4> Crarpu 91 u 91.1 @enepansroro 3akoHa N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2011, N 48, cT. 6724).

13. Tlo TpeGoBaHMIO TAIMEHTAa WM €r0 3aKOHHOTO MPEACTaBUTENSS O(GOpMIIIETCS SK3EMILUIIP
perenTa B GopMe JIIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HocuTene ¢ OoTMeTKou "JlyOmmkat
3JIEKTPOHHOT'O TOKyMEHTa'".
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