3apeructpupoBano B Muntocte Poccun 30 Hosi6pst 2021 . N 66124

MHUHHCTEPCTBO 3JJPABOOXPAHEHHSI
POCCUCKOMN ®EJEPALIUU

IHPUKA3
oT 24 nHosiops 2021 r. N 1094

Ob YTBEPKAEHUU ITOPAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PELEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJAHKOB PEHHENITOB, COAEPKAIINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJIA IICUXOTPOIIHbBIX
BEIIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACIIPEAEJEHUS, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKKE ITPABHUJI O®POPMJIEHUA
BJAHKOB PELEINITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBuuM ¢ nyHKTOM 16 yactu 2 crathu 14 ®@enepanbHoro 3akoHa oT 21 HosOpsa 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 310poBbs TpakaaH B Poccuiickoit @enepamuun" (CoOpanue
3akoHo1atenscTBa Poccuiickoit @enepamuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 crarbu 26 ®enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHUYECKUX CPEACTBAX U
ncuxoTponHseix BenjectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noanyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxenus o
MunucrtepctBe 31paBooxpaHeHus Poccuiickoil ®Penepanuu, YTBEPKIEHHOTO TMOCTAaHOBIEHUEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 r. N 608 (CobOpanre 3aKOHOIaTEIHCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBao:

1. YTBepauTs:
[Topsimok Ha3HAUYEHHUS JIEKAPCTBEHHBIX MPErnapaToB corjaacHo npuioxenuto N 1;
(opMBI perenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE MTPenapaThl COTIacHO MpuiioxkeHuto N 2;

HOp}IIIOK O(bOpMHCHHH PCUCITYPHBIX OJlaHKOB Ha JICKAPCTBCHHLBIC TIpCraparbl, HUX YUC€Ta U
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XpaHEHUs coracHo npuioxeHuto N 3;

(dbopMBbI OJIAHKOB PEIENTOB, COACPKAINUNX HA3HAYCHUE HAPKOTHYECKUX CPEJICTB HIIM MCUXOTPOITHBIX
BEILIECTB, COTJIACHO MpuiiokeHuto N 4;

HOpSIIIOK HU3TOTOBJICHUS, PACIIPCACIICHUA, PCTUCTPALIMH, YUCTAa U XPAaHCHUA PCLCIITOB, COACPKAIIUX
Ha3HaA4YCHUE HAPKOTUYECKUX CPCACTB WJIH IICUXOTPOITHBIX BEHICCTB COrJIaCHO MPHUIIOXKCHHUIO N 5;

HpaBHna O(l)OpMJ'IeHI/IH PEUCIITOB, COACPKAIMMX HA3HAYCHUE HAPKOTHYECKHUX CPCACTB HIIN
MCUXOTPONHBIX BCHICCTB, B TOM YUCJIC B (I)OpMe SJICKTPOHHBIX JOKYMCHTOB COIVIACHO IMPHUJIOKCHUIO
N 6.

2. Ilpu3HaTh yTpaTUBIIMMU CUILY:

npuka3z MunuctepcerBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
YTBEPXKICHUU (POpMBI OIaHKOB PELENTOB, COACPKALIMX Ha3HAUEHUE HAPKOTUYECKUX CPEACTB WIIM
IICUXOTPOIHBIX BEIIECTB, IMOPAJKA WX H3rOTOBJICHUS, paclpeAeiieHus, perucTpanu, ydera u
XpaHeHMs, a Takke npaBwil odopmieHus" (3aperucTpupoBaH MHUHHMCTEPCTBOM  FOCTULIUM
Poccuiickoit @enepanuu 15 asrycra 2012 r., peructpaunonssii N 25190);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUU M3MEHEHHUIl B mpuka3 MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®@enepanuu ot 1
aBrycta 2012 r. N 54un "OG ytBepxkaeHuu (Gopmbl OTaHKOB PELETITOB, COAEPIKALIUX HA3HAYCHHE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJICHUS, paCIIPEICIICHNUS,
perucTpanuu, ydera U XpaHEHHUs, a Takke mpaBuil odopmieHus" (3aperucTpupoBaH
MunuctepctBoM toctuiuu Poccuiickoir @enepanuu 27 HosiOps 2015 r., perucrparmuoHHbii N
39868);

npuka3 MunucrepcrBa 3apaBooxpaneHus: Poccuiickoit @enepaunu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mpuka3 MuHuUcCTepcTBa 3apaBooxpaHenus Poccuiickoit @enepanuu ot 20
nexabps 2012 r. N 11751 "O06 yrBep:k1eHUM MOpsAKa Ha3HAYSHUS U BBIITUCHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, a Takke (opM penenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE IpenapaThl, MOpsIKa
oopmieHHs yKa3aHHBIX OJaHKOB, MX ydeTa M XpaHeHus" M mnpuiokeHue N 2 K IpHKazy
MunuctepcerBa 3apaBooxpanenusi Poccuiickoit ®enepaunn ot 1 asrycra 2012 r. N 541 "O6
YTBEP)KIEHUH (POpMBI OJTaHKOB PELENTOB, COACPKALIMX HAa3HAUEHUE HAPKOTUYECKUX CPEACTB WM
NICUXOTPOIHBIX BEIIECTB, MOPSAJKA HMX H3TOTOBJICHHUS, paclpeiesieHus, PETUCTpaluu, ydeTa H
XpaHeHMs, a Takke npaBwi odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTULIUM
Poccuiickoit deneparuu 18 utons 2016 r., peructparmonnsiii N 42887);

IYHKT 4 U3MEHEHUH, KOTOPBbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAaHEHUS U
conuanbHOro passutus Poccuiickon denepanuun 1 MunucTepeTBa 3apaBooxpaneHus Poccniickon
®denepauy Mo BOIpocaM OOpallleHus JIEKapCTBEHHBIX MpenapaToB, COJACpKAIUX HAPKOTUYECKHE
CPEICTBA, MCUXOTPOITHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKACHHBIX NPUKa30M MUHHCTEpPCTBA 34paBOOXPAHEHUS
Poccuiickoit ®denepauun ot 31 oktsa6ps 2017 r. N 882 (3apeructpupoBan MuHHCTEPCTBOM
roctuiuu Poccuniickoit @enepaunn 9 ssaBaps 2018 r., peructpannonnsiii N 49561);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepannu ot 11 gexabps 2019 r. N 1021H
"O BHeceHun HM3MeHeHUH B npwioxkeHus N 2 u 4 k npukasy MuUHUCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit ®enepannu ot 1 aBrycra 2012 r. N 541 "O06 yrBepxaeHHH (HOpMBI OJIAHKOB PELIENTOB,
coJlepKalluX Ha3HAUeHHE HAPKOTHYECKUX CPEACTB WM ICUXOTPOMHBIX BEIIECTB, MOPAIKA HUX
U3TOTOBIICHUS, PACIpeIeIeHUs, PETUCTPALIH, YUeTa U XPaHEHHs, a TakkKe MpaBuil opopmiIeHUs"
(3apeructpupoBan MuHnuctepctBoM roctuimn Poccuiickoit ®Pepepanmm 28 sHBaps 2020 1.,
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perucrpanoHHbiid N 57293);

npuka3 MunHucrepcTBa 3apaBooxpanenus Poccuiickoit @enepauun oT 8 okts16ps 2020 r. N 1076H
"O BHecenuu usmeHeHuit B [lopsnok peructpanuu, ydera 1 XpaHeHus ClIeUANbHBIX PEelEenTypPHBIX
0JIaHKOB Ha HApKOTHMYECKHE CPEJCTBA WJIM ICUXOTPOIHBIE BELIECTBA, YTBEP)KICHHBIM NpPHUKa30M
MunuctepctBa 3apaBooxpaHenusi Poccuiickoit ®denepanmu or 1 aBrycra 2012 r. N 54n"
(3apeructpupoBan MuHnuctepcTBoM toctuiuu Poccuiickori ®epeparuu 13 HOsiOps 2020 1.,
peructpannoHubiii N 60898);

npuka3 MunucTepcTBa 3apaBooxpanenust Poccuiickoit deneparmu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUU TMOPSJIKA HA3HAYEHUS JIEKAPCTBEHHBIX MpPEnaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHBIE Iperaparhl, mopsaka oGOpMIICHUS yKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHeHHs"
(3apeructpupoBan MunuctepctBom toctunuu Poccuiickoit ®denmeparuun 26 mapra 2019 r.,
peructpaunoHHbiii N 54173);

npuka3 MunucTepersa 3apaBooxpanenus Poccutickoit @enepanuu ot 11 gekabps 2019 r. N 1022H
"O BHeceHMHM M3MEHEHUH B IpuKa3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit denepaunn ot
14 suBaps 2019 r. N 41 "OO0 yTBepXIeHUU TOpPSIKAa HA3HAUYCHUS JICKAPCTBEHHBIX MPENapaToB,
¢dopM peLenTypHbIX OJAHKOB Ha JICKApPCTBEHHbIE Mpernaparhbl, MOpsika OQOPMIICHHS YKa3aHHBIX
0JlaHKOB, MX YydeTa U XpaHeHusd" (3apeructpupoBaH MuHucTepcTBOM rOCTHIMM Poccuiickoi
®enepanuu 28 suBaps 2020 r., peructpanuonssiii N 57292);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®@enepanuu or 8 okTs6psa 2020 r. N 10751
"O BHECEHMM H3MEHEHHMH B MOPSIOK HAa3HAYEHHUs JIEKAPCTBEHHBIX IPENapaTroB, YTBEP:KICHHbBIN
npukazoM MuHucrepcrBa 31paBooxpaneHust Poccuiickoit ®denepanuu ot 14 susaps 2019 r. N 4u"
(3apeructpupoBan  MuHHCTEpCcTBOM IocTuMu Poccuiickoit ®eneparuu 22 nekadbps 2020 1.,
peructpanuonssiii N 61695);

nyHKT 3.8 WHCTpyKIMM O TMOpS/IKE BBIMUCBIBAHUS JIEKAPCTBEHHBIX IPENapaToB U OPOPMIICHUS
peLenToB U TpeOOBaHUM-HAKIaJHBIX, YTBEPKACHHOM NpHKazoM MUHHCTEPCTBA 3/1paBOOXPAHEHUS U
counanpHoro passutus Poccuiickoit ®epepanuu ot 12 ¢espans 2007 r. N 110 "O nopsake
Ha3HA4YCHMs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, U3JENNM MEIUIUHCKOTO Ha3HA4YECHUS U
CHEIMAIM3UPOBAHHBIX TPOJYKTOB JiIedeOHOro mnHTaHuA" (3aperucrpupoBaH MUHHCTEPCTBOM
roctuiuu Poccniickoit @enepaunn 27 anpens 2007 ., peructpauuonssiii N 9364);

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U colManbHOro pa3sutus Poccniickoit denepanuu ot 17
mast 2012 r. N 5621 "O6 yrBepxienun Ilopsaka ormycka (U3MYECKHM JIMIIAM JIEKapCTBEHHBIX
[pernapaToB sl MEAMIMHCKOTO TNPUMEHEHHS, COJEpXKAaIllUX KpOME MallblX KOJUYECTB
HapKOTHUYECKUX CPE/CTB, ICUXOTPOIHBIX BELIECTB U UX MPEKypCOpPOB Apyrue (papmMaxkoisoruyeckue
aKTHUBHBIE BellecTBa" (3apeructpupoBaH MuHuctepcTBoM toctuiuu Poccuiickoit @enepanuu 1
utoHd 2012 r., peructpaunonssiii N 24438);

IYHKT 2 U3MEHEHUH, KOTOPbIE BHOCSITCS B HEKOTOPBIE MpHUKa3bl MUHUCTEPCTBA 31PABOOXPAHCHUS U
conuanbHOro passutus Poccuiickonn ®enepanuu, yTBEPKICHHBIX NPHUKa30M MMUHHUCTEpCTBA
3apaBooxpanenust Poccuiickoit ®enepanuu or 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @eneparuu 15 uronst 2013 1., peructpanuonubiii N 29064);

npuka3 MunucTtepcTBa 3apaBooxpaHenus Poccuiickoit ®enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHNHU U3MEHEHMH B MOPAJOK OTIyCKa (PU3NYECKUM JIHMIIAM JIEKAPCTBEHHBIX MpernapaToB s
MEAMIMHCKOTO IPUMEHEHUS, COAEPKAIIUX KPOME MAaJbIX KOJIMYECTB HAPKOTHMYECKHUX CPENCTB,
MICUXOTPONHBIX BEIIECTB U HMX IMPEKYypCOpPOB JpYyrue (papMakoIOrH4YeCKHe aKTHBHBIE BEIIECTBA,
YTBEPXKACHHBIN MTpHKa30M MUHUCTEPCTBA 3/1paBOOXPAaHEHNUs U COLMAIBHOIO pa3BuTusa Poccuiickoit
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®enepanuu ot 17 masg 2012 r. N 562H" (3apeructpupoBan MunucrepctBoM roctuiiuu Poccuiickoit
Oenepannn 10 certsops 2014 r., perucrpanmonnsiii N 34024);

IOYHKT | U3MEHEHUH, KOTOpbIE BHOCATCSI B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3ipaBOOXPAHECHUS U
conuanbHOro passutus Poccuiickon denepanuun 1 Munucrepersa 3apaBooxpanenus Poccuiickoi
®denepanun, YTBEpKICHHBIX NMPUKa3oM MuHucTepcTBa 3/1paBooxpaneHus Poccuiickoit denepanun
or 10 centsops 2015 r. N 634un (3apeructpupoBaH MuHHCTEpCTBOM IOCTHIMU Poccuiickoi
®Denepannn 30 certsops 2015 r., perucrparmonnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE MpHUKa3bl MUHUCTEPCTBA 31PABOOXPAHCHUS U
conuanbHOro passutusi Poccuiickoir @enepanuu 1 MuHUCTEpCTBa 3/1paBooxpaneHusi Poccuiickoii
@®enepanuu 1o BompocaMm 00pallleHus JIEKAPCTBEHHBIX IMPENapaToB, COJAEPKAIIMX HAPKOTHYECKHE
CPEICTBa, TICUXOTPOIHBIEC BEUIECTBA M UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPE/ICTB, MOAIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYeTy, YTBEPXKACHHBIX IPUKa30M MUHHUCTEpPCTBA 34paBOOXpPaHEHUS
Poccuiickoit ®denepanmu ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM
toctuuu Poccuiickoit @enepaunu 9 siaBaps 2018 r., peructpaunonssiii N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, W3roTroBiCHHBIE O JHS BCTYIUICHUS B CHITY
HACTOSAIIET0 MpHKa3a, MOTYT ObITh HCIIONB30BaHb! 10 1 Mapta 2023 roa.

4. Hacrosiuuii mpuka3 BeTymnaer B cuily ¢ 1 mapra 2022 r. u nelictByer no0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ilpunooicenue N 1
K npukasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 noabpsa 2021 2. N 1094u

HOPAJOK HASBHAYEHMUA JIEKAPCTBEHHBIX
INPEITAPATOB

I. O0mue nmoJs1oxKeHNA

1. Ha3HayeHMe JEKapCTBEHHBIX IIpeNapaToB il MEAMIMHCKOINO NpUMEHEHus (manee -
JIEKapCTBEHHBIE Mperaparbl) OCYIIECTBISETCS JedalluM BpaydyoM, (enpauiepoM, akylmlepkod B
CJIy4ae BO3JIO)KEHHs Ha HUX MOJHOMOYMH JIEHallero Bpaya, Ipy OKa3aHUHM MEJUIIMHCKON ITOMOIIH B
MEAMIMHCKUX OpraHu3anusax <I1>, B TMOpsAake, YCTAaHOBIEHHOM IpUKa3oM MuUHHUCTEpCTBa
3/1paBOOXPAaHEHUsS U cOLMaNbHOrO pa3sutusa Poccuiickoii ®enepauuu ot 23 mapra 2012 r. N 252n
"O6 ytBepxaenuu [lopsiika Bo3noxeHus Ha ¢enbiiepa, akylepky pyKoOBOJAUTEIEM MeIULIMHCKON
OpraHM3alMy TpU OpraHU3aluu OKa3aHUs IEPBUYHON MEAMKO-CAaHUTAapHOM IOMOIIM M CKOpOU
MEAMIMHCKOW MOMOIIM OTIENbHBIX (PYHKIIM Jieyallero Bpaya 1o HEnoCpeACTBEHHOMY OKa3aHHUI0
MEIUIUHCKONW TOMOIIM MALMEHTy B MEPHOJA HAOMIOJCHHS 32 HUM U €ro JICYeHUs, B TOM YHCIE 110
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HA3HAYCHUIO W MPUMEHCHUIO JICKAPCTBEHHBIX  MpPEMmapaToB, BKIOYAs  HAPKOTHYECKHE
JICKapCTBEHHBIC MTPETapaThl U TICKXOTPOIHBIE JICKAPCTBEHHBIE Mperaparbl” <2>, WHAUBHyaTbHBIMH
PEIPUHAUMATEIISIMHI, OCYIIECTBISIONMMMU MEIUIMHCKYIO JESITeIhbHOCTh (Janee - MEAMIIMHCKHE
PabOTHHKN).

<1> Ilyskt 11 crateu 2 depepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-®d3 "OO6 ocHoBax
oXxpaHbl 310poBbs TpaxkaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHonarenbcTBa Poccuiickoit
Oenepannn, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oguyuanvuolit ucMoUHUK IIEKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMECCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBan MunucrepctBoMm roctunmu Poccuiickoit ®enepanuu 28 anpens 2012 r.,
peructpanronHelii N 23971 ¢ u3MeHeHUsIMH, BHECEHHbIMM IpUKazoM MuHHCTEpCTBA
snpaBooxpaneHus Poccuiickoit ®enepanuu ot 31 okTabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccuiickoit ®enepaunun 9 suBapst 2018 r., peructpauuoHHbii N
49561).

MenuuuHCcKuii pabOTHUK, O(GOPMUBIIMK pELUENT ¢ HAPYUICHHEM HACTOSAIIETO IMOpsAKa, WIH
PYKOBOJIUTENb MEIUIIMHCKON OpraHm3anuu 00eCHeunBalOT CBOEBpPEMEHHOE IepeodopMiIeHue
TpeOyeMoro i NallMeHTa peLenTa.

2. CseneHuss O Ha3HAYEHHOM JICKApCTBEHHOM Ipenapare (HaMMEHOBAaHHUE JIEKapCTBEHHOI'O
mpemnapara,  JO3UPOBKa, CIIOCOO  BBEJACHMS M IPUMEHEHUS, pPEXUM  JI03UPOBaHMS,
IPOIOJDKUTEIBHOCTD JIEUeHUSI 1 000CHOBaHME HAa3HAYEHUS JIEKapCTBEHHOIO MpenapaTa) BHOCITCS
MEAMIMHCKUM paOOTHUKOM B MEIMLIMHCKYIO JOKYMEHTAIUIO MallMeHTa.

B cnyuasx, yka3zanHeix B myHkTax 8 - 11 Hactosmero [lopsnka, MenuuuHCKUN pabOTHHK,
Ha3HAYMBLIMKA JIEKapCTBEHHBIN Ipemnapat, opopMisieT Ha3HaYeHHE JIEKapCTBEHHBIX IpenapaToB, B
TOM 4HCJI€ TMOJIeKAIIUX W3TOTOBJICHUIO W OTHYCKY aNnTeYHbIMU OpraHu3alusMu (nauee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBUAYaJbHOIO W3rOTOBJICHMS), HAa peLenTypHOM OjaHKe,
opopMIIECHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH MOANUCHIO (Zajee - perent Ha OyMaKHOM
HocuTene), U (WIK) C COIJIacsl MallMeHTa WM €ro 3aKOHHOTO MPEACTaBUTENs <3> Ha pelenTypHOM
OyiaHke B (hopMe BJIEKTPOHHOI'O JOKYMEHTa C UCIOJb30BaHUEM YCWJIEHHON KBaIU(pUIIMPOBAHHON
AJIEKTPOHHOM MOJAMUCH METUIIMHCKOro paOoTHUKa (fanee - peuent B (opme 3JIeKTPOHHOTO
JIOKYMEHTA).

<3> Myskr 2 crateu 20 DepepanpHoro 3akoHa N 323-O3 (CoOpaHue 3aKOHOIATEITHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penienit B (hopme AIEKTPOHHOTO TOKYMEHTA, COJEpIKAIIN Ha3HAUCHUE HAPKOTHIECKUX CPEJICTB WU
MICUXOTPONHBIX BEIISCTB, IMOAMUCHIBACTCS C HMCIOJb30BAaHUEM YCHUJICHHON KBaTH(UIIUPOBAHHOMN
DIIEKTPOHHOW TOJIMUCH JIeYalllero Bpada Wi (Qenpaiiepa, aKylmepKd, Ha KOTOPBIX BO3JI0KEHBI
(GYHKIIUM JIeYaIero Bpada, ¥ COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHu3aiun <4>,
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<4> [lysakt 1 crarbu 26 ®enepanbHoro 3akoHa oT 8 siHBapa 1998 r. N 3-®3 "O HapkoTHuYeCKHX
cpencTBax M ncuxoTpornHbix BemecTBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit deneparumy,
1998, N 2, ct. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbusiii 3akon N 3-D3).

Odopmiienne penentoB B pOpMe IEKTPOHHBIX TOKYMEHTOB OCYILECTBIISCTCS B Clydae MPUHATHA
YIOJIHOMOYECHHBIM OPTraHOM HCIIOJTHUTEIIBHOW BiacTH cyObekTa Poccuiickoii ®enepanuu B
COOTBETCTBUH C IMYHKTOM 4 crathu 6 ®DenepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHHuH JIeKapCTBEHHBIX CpelCTB" <5> pemieHus 00 HUCIOJIb30BAHUU HA TEPPUTOPHH CyOBEKTa
Poccuiickoit @enepanuu HapsiLy ¢ pelenTaMy Ha JIEKAPCTBEHHBIC TpenapaTsl, 0(hOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENE, PELENTOB Ha JIEKapCTBEHHbIE Npernaparbl, cHOPMUPOBAHHBIX B (opme
AJIEKTPOHHBIX TOKYMEHTOB.

<5> CoOpanue 3akoHogatenscTBa Poccuiickoit @enepanuu, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbIIMCKE NAUEHTa W3 MEIUIMHCKOW OpraHu3alud, B KOTOPOMl €My OKa3blBajJach
MEIUIUHCKas: TOMOIb B CTALlMOHAPHBIX YCIOBUSX, NPU HEOOXOAMMOCTH IPOJOIKEHHs MpUeMa
JCKapCTBEHHOTO IIperapara B aMOYJIAaTOPHBIX YCIOBUSX JaHHOMY TMAIUEHTy M0 PEHICHHUIO
PYKOBOJUTENST MEIUMLMHCKONW OpraHu3aluy Ha3HayaroTcs ¢ odopMileHHeM penenta B (opme
AJIEKTPOHHOTO JOKYMEHTa W (Wiau) Ha OyMa)XHOM HOCHTENE (3a MCKIIOYeHHEeM OQopMIeHUs
pELENTOB Ha JISKapCTBEHHbIE IpenapaThl, MOJIeXKaIIIe OTIYCKY OeCIUIaTHO UM CO CKUIKON) 100
BbIIaI0TCS (MALUEHTY WK €r0 3aKOHHOMY IPEJCTaBUTEII0) OJTHOBPEMEHHO C BBIITUCKON U3 UCTOPUH
00JIe3HM JIEKapCTBEHHBIE IIpernaparbl, B TOM 4YHCJIE€ HApKOTHMYECKHE U ICUXOTPOIHbIE
JIEKapCTBEHHBbIC Ipenaparbl, BHeceHHble B cnucku Il m III mepedHs HapKOTHYECKMX CpPEICTB,
IICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB, MOJIEKAINUX KOHTpoto B Poccuiickoit @enepanuy,
yrBepkaenHoro IIpaButensctBom  Poccuiickoit  ®eneparmun  <6> (mamee - Ilepedens),
CHWJIBHOJIEMCTBYIOIIHE JIEKAPCTBEHHBIE IIPENIAapaThl, HA CPOK NpUEMA ITALIUEHTOM JI0 5 THEH.

<6> IlysakT 2 crathu 2 DenepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit
Oepnepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IIpeNaparoB IpyW OKAa3aHWMM MEIHWIMHCKOM IMOMOIIM B
CTAlIMOHAPHBIX YCIOBUAX MOXKET OCYILECTBIISATHCS TOCPEACTBOM TpeOOBaHUNA MEIULIUHCKON
OpraHu3aliy, HalpaBIs€MbIX B aIlTEYHblE OpPraHU3alu, SBILIOIIMECS  CTPYKTYPHBIMHU
MOpa3AeICHUAMU MEAULIMHCKON OpraHu3anuu. </>

<7> Ilyskt 54 crateu 4 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamenuun
nekapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbcTBa Poccuniickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - ®eaepanbHbiii 3akoH N 61-D3).
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5. Ha3sHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIMHCKAM PAOOTHUKOM IIO
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HaUMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHapOJIHOTO HEMAaTEHTOBAHHOTO
HAaMMEHOBAHMS U TPYNITUPOBOYHOIO MM XMMUUYECKOIO0 HAMMEHOBAHMS JIEKAPCTBEHHOTO IMpernapara
JIEKapCTBEHHBIN MperapaT Ha3HAYaeTCs MEAUIIMHCKIUM PaOOTHUKOM 110 TOPrOBOMY HaMEHOBAHHMIO.
[Ipy HamMyuu MEIUIMHCKUX [OKa3aHUW (MHIMBHIyaJbHAash HEMEPEHOCUMOCTh, IO >KU3HEHHBIM
MOKa3aHUsIM) IO PEUICHUIO0 BpaueOHOW KOMUCCUU METUITMHCKOW OpTraHu3aIui <8> OCYyIeCTBIISCTCS
Ha3Ha4YeHWe W oopmIIeHHEe HA3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOISIIUX B CTAHIAPTHI
MEIUIIMHCKOW TOMOITH, pa3paboTaHHbIE B COOTBETCTBUU ¢ NYHKTOM 14 cratbu 37 deaepaibHOTO
3akoHa N 323-®3 <9>, unum He MNpPeayCMOTPEHHBIX COOTBETCTBYIOUIEH KJIMHUYECKOU
peKoMeHanue, JMOO0 IO TOProBbIM HAaWMEHOBaHUAM. PemeHne BpadyeOHONH KOMHUCCUU
MEAWIIMHCKOW OpTaHu3aIlui PUKCUPYETCS] B MEIUIIMHCKON JOKYMEHTAIUN TAIUEHTA U B )KypHAJe
BpayeOHON KOMHCCHH.

<8> IIpuka3 MuHucTEepCcTBa 3[PaBOOXPAHEHUS] U COIMAIILHOTO pa3BuTHs Poccuiickoit denepanuu
or 5 mas 2012 r. N 5021 "OO yTBEepX ACHUM NOPAIKA CO3AAHUS U JESITEIBHOCTH BpaueOHOM
KOMUCCHH MEIUIIMHCKOM opranu3anuu’ (3apeructprupoBad MUHUCTEPCTBOM focTulinu Poccuiickoii
Oenepannn 9 utonst 2012 r., peructpaunonubiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMU MPUKA30M
MuHucrepcTBa 3apaBooxpaHeHuss Poccuiickoit ®enepanum ot 2 aekadbps 2013 r. N 886H
(3apeructpupoBan MuHHCTEpCTBOM IocTUIMU Poccuiickoit ®@eneparum 23 nmekabps 2013 1.,
peructpanuonnbii N 30714).

<9> CoOpanue 3akoHoaTenbcTBa Poccutickoit @enepanmu, 2011, N 48, cT. 6724.

Ecin mnpu oka3zaHMM DAUUMEHTY MEIULUHCKONM IOMOIIM B MEJUIMHCKOM OpraHu3alud B
CTAaIlMOHAPHBIX YCJIOBUSIX IO PELIEHUI0 BpaueOHOM KOMHCCHM OCYIIECTBIISIIOTCS HA3HAYeHHE U
IIPUMEHEHHE JIEKapCTBEHHOI'O IIpernapara ¢ KOHKPETHBIM TOPrOBBIM HAaWMEHOBAaHUEM, TO IIPH
OKa3aHWU JAHHOMY MalWEHTy MEIUIMHCKOM IMOMOIIM B WHOW MEIUIIMHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCIIOBHSX, @ TaKXKe B aMOYJIaTOPHBIX YCIOBHUSX OCYLIECTBISETCS Ha3HAYCHUE eMy
JIEKapCTBEHHOI'0 Iperapara ¢ TeM K€ TOPrOBbIM HauMeHOoBaHueM <10>.

<10> IIyskTt 2 nocranoBienus IIpaBurenscrBa Poccuiickoit ®@enepaunu ot 30.06.2020 N 965 "O
BHeceHHH u3MeHeHuil B IlpaBuna ¢dopmupoBaHMs NepedHs JIEKAPCTBEHHBIX CPEJCTB, 3aKyIKa
KOTOPBIX OCYHICCTBIACTCA B COOTBCTCTBHU C UX TOPrOBBIMU HAMMCHOBAHUAMHU, U O IMPUMCHCHHUU
JIEKapCTBEHHBIX IpernaparoB C KOHKPETHBIMH TOProBeiMH HauMmeHoBaHusMHu" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2020, N 28, cT. 4422).

6. Ha3HaueHnue nexkapcTBEHHOTO Mpemnapara B pelenTe Ha OyMa)KHOM HOCUTENE WM pelenTe B
dbopmMe dIEKTPOHHOTO JOKYMEHTa O(OopMIIsieTCs Ha WMs TAIlMeHTa, I KOTOPOTo MpeIHa3HaueH
JIEKapCTBEHHBIN Mpemnapar.

Peunent na OymaxxHom Hocutese, odopMIIeHHBIH Ha perentypHoM Omanke Gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBep>KACHHBIX HACTOSIIUM IPUKA30M, MOXKET OBITH
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MOJTyYeH MMAalMEeHTOM, €r0 3aKOHHBIM MPEICTaBUTEIIEM WU JUIOM, UMEIOIINM O(POPMIICHHYIO B
COOTBETCTBUHU C TPaKJAHCKUM 3aKoHoJaTesnbcTBOM Poccuiickoil ®exepanuu JOBEpPEHHOCTHh OT
NAIMEHTa Ha IIPAaBO MOJYyYEHUs TAKOTO peLenTa (Aajnee - yIOJIHOMOYEHHOE JIULO).

[IpencTraBneHne JNOBEpEHHOCTH He TpeOyeTcs B ciydae HOIYy4eHHs pelenTa Ha JIEKapCTBEHHBIN
npenapar JUisli MHKypaOeiabHOro OOJBHOIO Ha 3aBEpLIAIOIIEM J3Tale €ro JKU3HU JIMLOM,
OCYIIECTBIISIIOLIMM YXOJl 32 TaKUM HHKYpaOelbHbIM OONBHBIM. B TakoM ciiyuyae MeIUIIMHCKHUN
paOOTHUK BBIIAET JIMIY, OCYLIECTBISIOIIEMY YXOJA 3a HMHKYpaOelbHbIM OOJbHBIM, JOKYMEHT,
HOATBEPKAAIOINI HHKYPaOeIbHOE COCTOSIHUE OOJIBHOTO0, COIEPKALIUNA CBEACHUS O JIUIE, KOTOPOE
Oyzer mosyyaTh JIEKAPCTBEHHBIE IIpenaparsl 1Mo peuenty (pamuius, uMs, OT4eCTBO (MOCIEqHee -
IIPU HAJIM4YUM), BUJ, cepusl U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIErO JINYHOCTD), 3aBEPEHHBIN
HOJNKMCHI0O U MEeYaThl0 JAHHOTO MEAMLMHCKOrO pabOTHHKA, a TakKXKe I€4aTbl0 MEAULUHCKON
OpraHu3alUHu.

JIOKyMEeHT, MOATBEPKAAIIUNA HHKYypaOelbHOE COCTOSSHUE OOJIbHOTO, OCTAaeTCsi B amnTEeyHOU
OpraHu3alIiHy.

Pettenit B hopMe 3IEKTPOHHOTO JOKYMEHTa (POPMUPYETCS] C MCIOJIB30BAHUEM TOCYAAPCTBEHHOM
uH(pOPMallMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit dDenepaunuu,
MEAUIIMHCKONW HH(POPMAITMOHHON CUCTEMBI MEIUIIMHCKOM opranu3amuu <11>,

<11> Crateu 91 u 91.1 ®enepanbHoro 3akona N 323-O3 (Cobpanue 3aKOHOATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5141).

@akT BbIAYM peLENTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKkOHHOMY IIPEACTABUTEII0 WM
YIOJIHOMOYEHHOMY JIMIY (PUKCUPYETCSl B MEAUIIMHCKON JJOKYMEHTAIMH MallleHTa.

7. MenuuuHcKkuM paboTHHKaM 3anpemniaercs oGopMIIsATh pelenTsl NP OTCYTCTBHM Yy MallMeHTa
MEAMIMHCKUX IIOKA3aHMWW; Ha HE3apernCTPUpPOBAHHBIE JIEKApPCTBEHHBIE Ipenaparsl <12>; Ha
JIEKapCTBEHHBIE Ipenaparbl, KOTOPblE B COOTBETCTBUM C MHCTPYKIUEH IO MEAUIUHCKOMY
IPUMEHEHUIO TIPEAHA3HAYEHBbl JUIsl NPUMEHEHUs TOJIBKO B MEIMLIMHCKMX OpraHM3alMsaX; Ha
HApKOTUYECKHE CPEACTBAa M TICUXOTPOIIHBIE BEUIECTBa, BHECeHHble B cnucok Il Ilepeuns,
3aperuCTpUPOBAaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENApaToB, B LEIAX NPUMEHEHUS VISl JICUEHHUS
HapKOMAaHUU.

<12> Pemenue Cosera EBpazuiickoil s3xoHOMUYecKON Komuccuu oT 3 HosiOps 2016 r. N 78 "O
[TpaBunax perucTpanuy U SKCIEePTH3bI JEKAPCTBEHHBIX CPEICTB JUISI METUIIMHCKOTO MPUMEHEHHS"
(oummanpHBI cailT EBpasuiickoro sxkoHOMHUYECKOTo coro3a http://www.eaeunion.org/, 21 HOsSOps
2016 1.). Crates 13 Penepanshoro 3akoHa N 61-®3 (CoOpanue 3akoHonaTenbcTBa Poccuiickoii
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

I/IHJII/IBI/IJIyaJ'IBHI)IM NpCaAIPpUHUMATECIIAM, OCYHICCTBIAIOIIUM MCIUIHUHCKYIO JACATCIIBHOCTD,
JOITIOJIHUTCIIbHO K TpeGOBaHI/IHM, YKa3aHHBIM B 3.633.1_16 MEPBOM HACTOALICTO ITYHKTA, 3alIpCHIACTCA
Oq)OpMJ'ISITI) PELCIITEI HA HAPKOTHYECKUE CPCACTBA M ICHUXOTPOIIHBIC BEIICCTBA, BHCCCHHBIC B
CIITMCKH H )41 m HepeqHﬂ (;[anee - HAPKOTHYCCKUC U IICUXOTPOIIHBIC JICKAPCTBCHHLBIC IMPCIIapaThbl
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cnuckos II u III Ilepeuns).

8. Ilpm HazHayeHMM HAPKOTUYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IpenapaToB chucka Il
Ilepeuns, 3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapartoB B  BUAE  TPaHCAECPMAIbHBIX
TEpPaNEeBTUYECKUX CUCTEM M JICKAPCTBEHHBIX IIPENApaToOB, COAEPKAIIUX HAPKOTUYECKOE CPENCTBO B
COYETaHUM C AHTAarOHUCTOM OIIMOMUJHBIX PELENTOPOB, peLenTsl Ha OyMa)XXHOM HOCHTENe
odopmisiroTcs Ha perientypHoM Onanke ¢popmer N 107/y-HIT.

9. Penentypnsrii 6;1ank popmer N 148-1/y-88 odopmisieTcs mpu Ha3HAYCHUH:

1) HapKOTHMYECKHMX M ICUXOTPONHBIX JIEKapCTBEHHbIX MpenaparoB cnucka Il [lepeuns B Buze
TPAHCACPMAJIBHBIX TEPAIIEBTUUECKUX CHUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaToB CIUCKA
II Ilepeuns, comep aluX HAPKOTUYECKOE CPEACTBO B COYETAHMU C AHTArOHUCTOM OIMOUIHBIX
penenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Ipenaparos cnucka III [epeyns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKAIIUX

a) KOJIEMH WJIM €ro COJM (B Iepecyere Ha YUCTOE BEIIEeCTBO) B KonnyecTBe A0 20 MI' BKIIIOUUTEIBHO
(a 1 no3y TBepaoi ekapcTBeHHOU (popmbl) WK B KosnnyectBe 10 200 Mr BrirounTenbHO (Ha 100
w1 win 100 1 KUAKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHN);

0) nceBnoddeprHa THAPOXIIOPUI B KOJTMUECTBE, MpeBbiaroniem 30 mr, u 10 60 MI BKIFOYHTEITHHO
(na 1 mo3y TBepAOH JeKapCTBEHHOM (POPMBI);

B) niceBA0d(GeprHa THAPOXJIOPHU]L B KOTMYECTBE, peBbliiaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYCTAHUU C JCKCTPOMETOP(PAHOM THAPOOPOMHUIIOM B KOJIMYECTBE, MpeBbimatoneM 10 mr, u 10
30 Mr BKIIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOUM (POpMBI);

r) JekcTpoMeTopdana ruapodpomus B kommaectse 10 200 mr BimountenasHo (Ha 100 v mmm 100 T
AKUJIKOH JIeKapCTBEHHOM (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) 2enpuHa THIPOXJIOpU B KonndecTse, npesbimatonieM 100 mr, u 10 300 Mr BKIIOYUTENHHO (Ha
100 ma mim 100 r 5xuIKOH JIeKapCcTBEHHON (DOPMBI /1711 BHYTPEHHETO PUMEHEHUS);

e) sdenpuHa TUAPOXJOpPUI B KoiaudecTBe 10 50 Mr BiiIrouuTenbHO (Ha 1 103y TBepAoi
JIEKapCTBEHHOH (POPMBI);

) (EHWINPONaHOJIaMUH B KOJMYECTBE 10 75 MI BKIOUMTENbHO (Ha 1 103y TBepaoi
nekapcTBeHHOH ¢opmbl) miu g0 300 mr BrmouutensHo (Ha 100 mim wmim 100 1 kuakoi
JIEKapCTBEHHOM ()OPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS);

3) ¢eHobapOUTan B KOIMUYECTBE M0 15 MI BKIIIOUHUTENHHO B COYETAHWU C KOJEHMHOM (MIU €ro
COJISIMHU ) HE3aBUCUMO OT KoJimdecTBa (Ha 1 103y TBep0ii JIeKapCTBEHHON (OPMBI);

u) ¢denobapburan B KommyecTBE 10 20 Mr BKJIOYUTEIBHO B COYETaHHH C ddenapuHom
TUAPOXJIOPUIOM HE3aBUCUMO OT KoJmdecTBa (Ha 1 103y TBep/10ii TeKapCTBEHHON (OPMBI);

K) XJIOpAHA3enoKCHl B KoJnyecTBe, nmpesbiiatomeM 10 mr, u 10 20 Mr BxiIouuTenbHo (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOM (hOpMBI);

3) JeKapCTBEHHBIX IpPENapaToB WHAWBUAYAJIBHOTO H3TOTOBJICHMS, COAEpXKAIIUX HApKOTUYECKOE
CpeICTBO WM TIcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, u npyrue ¢apmakoIorudyecKue
AaKTUBHBIC BEILECTBA B J]03€, HE NPEBBIIAIONIEN BBICIIYIO PAa30BYIO 103y, U IIPU YCIOBUU, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Npenapar He SBJSETCS HAPKOTUYECKUM MM MCUXOTPOIMHBIM
JIeKapCTBEHHBIM ITpenapatoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IIPENaparoB, BKIIOUEHHBIX B IEPEUEHb JIEKAPCTBEHHBIX CPEICTB IJIA
MEIMIUHCKOrO0 TNPUMEHEHUs, MOUIekKalUuX I[PEeIMETHO-KOJNYECTBEHHOMY Yydery (nmanee -
JIEKapCTBEHHBIE MpenapaThl, BKIIOUYEHHbIE B iepeueHb [1IKY) <13>.

<13> Ioanyskr 5.2.171(1) nynkra 5 nocranosnenus I[IpaButensctBa Poccuiickoii deneparuu ot
19.06.2012 N 608 "O6 yrBepxaenuu Ilonoxenuss o MunucrepcTse 3apaBooxpanenus: Poccuiickoit
Oeneparun" (manee - [Monoxxenne o Munucrepcre) (Cobpanue 3akoHonmaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Penentypubiii 6mank Gopmer N 148-1/y-04(11) oopmiisercss ipu Ha3HAYCHUU JICKAPCTBEHHBIX
npenapaToB TpakIaHaM, UMEIOIIUM MPaBO Ha OECIUIaTHOE MOJTyYCHHE JICKAPCTBEHHBIX MPEnapaToB
WJTH TTOJTYYCHHUE JICKAPCTBEHHBIX TIPEIapaToB CO CKUIKOM.

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

a) SproraMMHa THAPOTApTpaT B KOJMYECTBE 1O 5 Mr BKIOUMTENbHO (Ha | 103y TBEpaoit
JIEKapCTBEHHOU (POpMBI);

0) a¢enpuna ruapoxsopus B koaudectse 10 100 mr BrmountensHo (Ha 100 M unm 100 r sxuakoit
JICKapCTBEHHOM (POPMBI [Isi BHYTPEHHETO IIPUMEHEHU );

B) IceBaod(erpuHa ruApOXJIOpU] B KoindecTBe, He npesbimatonieM 30 mr (Ha 1 1o3y TBepaoi
JIEKapCTBEHHOH (POPMBI);

r) mnceBaoddenprHa THAPOXJIOPUA B KOJHUYECTBE, HE MpeBbimaronmieM 30 Mr, B COYETAaHUU C
nekcTtpomeTopaHoM TUAPOOPOMHIOM B KOJM4YecTBe, mpeBbimaromeM 10 mr, u go 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOH OpMBI);

n) JekcTpomeropdaHa TUAPOOpOMHUA B KojaudecTBe, mnpesbimaromem 10 mr, m go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOUN (OpMBI);

e) (¢eHobapOuTan B kKonmyecTse, mpesbimatonieM 20 mr, u g0 50 Mr BkIouMTenbHO (Ha 1 1103y
TBEP/IOH JIEKapCTBEHHOU (popMmBbl);

k) (enobGapobutan B komumdecTBe 10 20 MI BKIIOYHTEIBHO B COYETAHMH C DPrOTaMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJH4YecTBa (Ha 1 103y TBepAOH JeKapCTBEHHOU GopMbl);

3) XJIOpna3enokcuy] B koiaudectse 10 10 Mr BkiItouuTenbHO (Ha 1 103y TBEpIIOM JieKapCTBEHHOM
bopmbr).

12. Ilpn Ha3HAYEHHUH JIEKAPCTBEHHOTO MperapaTa WHANBUAYAILHOTO M3TOTOBIECHUS B PELENTe Ha
OymaxkHOM HocutTene W (wiaM) peuente B (OpMe DJIEKTPOHHOTO JOKYMEHTAa HAaWMEHOBAHMS
JIEKapCTBEHHBIX CPENCTB (BEIIECTB), BKIIOYECHHbIX B mepeueHb [IKY, ykaspiBaioTcs B Hauanie
perenTa, 3aTeM - BCe OCTATbHBIC HHTPETUCHTEHI.

13. Ilpu Ha3HaueHUM JIEKAPCTBEHHOIO IIpernapara B pelente Ha OyMaKHOM HOCUTeNne U (WJIH)
perente B (opMe 3JIEKTPOHHOTO JOKYMEHTA 3alpellaeTcsi MPEeBbIaTh KOJIMUYECTBO HAPKOTHUECKUX
CPEACTB MM TICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIUCAHO B OIHOM pELENTe,
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ycTaHoBiieHHOe npuiioxkenreM N 1 k Hactosimemy [lopsiky, 3a UCKIIIOUEHHEM ClTy4aeB, YKa3aHHBIX
B nmyHKTax 15 u 24 nacrosmero ITopsaka.

14. Ilpu Ha3HAUYEHUU JIEKAPCTBEHHBIX IMPENApaToB, BKIOYEHHBIX B nepedeHs [IKY, no3a koTopbix
NPEBBIIIACT BBICIIMN OJHOKPATHBIA IMpHEM, MEIUIMHCKHNA paOOTHUK 0003HAYaeT 103y 3TOTO
JICKapCTBEHHOI'0 Mpemnapara B pelente Ha OyMaKHOM HOCHUTEJIE MPOIKUCHIO C IMPOCTaBICHHEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIM) MPOCTABISIET BOCKIHUIIATEIbHBIN 3HAK TPU O0(OPMIICHHH PELenTa
B (hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalUEeHTaM, HY)KJAIOIUMCS B JUIMTCIBHOM JICUYEHUH, NEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHON MEIUIIMHCKON MOMOIIN MOXXET OBITh YBEIMYEHO C YUETOM KIMHHUECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 10 CPABHEHUIO C KOJMYECTBOM HAapKOTHUYECKUX CPENICTB WU
NICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITh BBINHCAHO B OJHOM pELENTEe, YCTAHOBJICHHBIM
npunoxkenueM N 1 k Hacrosmemy [lopsaky.

B ciyuasix, npeaycMOTpEeHHBIX a03aleM MepBbIM HACTOSAIIEr0 MYHKTAa, HA pelenTax Ha OyMaKHOM
HocuTene npousBoguTcs Haanuch '"[lo coenuanbHOMY Ha3Hau€HUIO", OTIENbHO 3aBEPEHHas
HOJNKMCHI0O MEIUIMHCKOIO pabOTHHUKA U ME€YaThi0 MEIUIMHCKOM opraHu3auuu "Jlns peuentos", Ha
peuentax B (opMe SIEKTPOHHOTO JOKyMEHTa mpou3Boautcs orMerka "llo crenuambHOMY
Ha3HAueHUIO" C INPOCTABICHUEM YCHUJICHHOM KBaIU(pHUIMPOBAHHOW 3JEKTPOHHOM MOIMHUCH
MEJUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOIO Ipernapara, JieKapcTBeHHas ¢opma U oOpalieHue MEAUIIMHCKOTO
pabotHuKa K (papManeBTHYECKOMY paOOTHHUKY 00 OTHYyCKE JIEKapCTBEHHOTO IIpernapara Ha
OyMaxHOM HOocuTelle 0(OPMIISIFOTCS Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJeKe, 3a
UCKJTIOUeHHEM O(OpMIICHHUSI pelenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISIEMOTrO Ha
PYCCKOM SI3BIKE.

[Tpu odopmiieHNH perenTypHbIX OJaHKOB JIOMYCKAETCsl MCIOIb30BAHNE COKpAIEHUH (IpUIIOKEHHE
N 2 k "acrosimemy Ilopsaxy).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIiapaTra HC JOOIMYCKACTCA COKpalICHUC HaMMEHOBaHHUM
HHIPECIUCHTOB, COCTABJIAIOIINX HeKapCTBeHHBIfI npemnapar, HE IO3BOJIAIOIHNX YCTAHOBUTD, KaKou
HUMCHHO HeKapCTBeHHBIﬁ npemnapar Ha3HA4YCH.

17. Cnoco0 nmpuMeHeHHUs JIEeKapCTBEHHOro INpenapara 0003HayaeTcs ¢ yKa3aHUEeM IyTH BBEJCHMS,
J103bl, YaCTOTbI, BpEMEHH MPHEMa OTHOCUTENIbHO CHA (YyTPOM, Ha HOYb) M €r0 JJIUTEIbHOCTH, a JIs
JIEKapCTBEHHbIX MpEnapaToB, B3aUMOJCHCTBYIOIIMX C MHIIEH, - BpPEeMEHM HUX YIOTPeOICHUS
OTHOCHUTEJIbHO MpUeMa MUILH (10 €]1bl, BO BPeMs €/Ibl, IIOCTIE €]IbI).

18. Ilpu He0OXOAUMOCTH HEMEUICHHOTO WJIM CPOYHOTO (B T€UEHHUE JBYX pabouyux JHEH) OTIyCcKa
JIEKapCTBEHHOT'O TIperapara MalueHTy B BEPXHEW YacTH pelenta Ha OyMakKHOM HOCHUTEIE
MPOCTABISIIOTCS  0003HaueHus: 'cito" (cpouno) wnm '"statim" (HEMEIJIEHHO). AHAJIOTHYHBIC
0003HaYeHHS TIPOCTABIISIOTCS B BUJIE OTMETOK MpH 0GOPMIICHUH perenta B popMe dJIEKTPOHHOTO
JIOKYMEHTA.

19. IIpu oopmieHnn Ha3HaYEHUS TOTOBOTO JICKAPCTBEHHOT'O Iperapara B perente Ha OyMaKkHOM
HOCHUTEJIE WM pelente B (opMe AIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JIEHCTBYIOIIMX BEIIECTB
YKa3bIBAa€TCSl B COOTBETCTBUM C MHCTPYKIMEW MO MEIUIIMHCKOMY IPHUMEHEHHIO JIEKAPCTBEHHOIO
npenapara. JlonycTuMo yka3bIBaTh J1I03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CHCTEMHOIO JEWCTBUA
(U1 pe30pOTUBHOTO MPHEMA) B TBEPABIX JEKAapCTBEHHBIX (hopMax (Hampumep, TabJIEeTKH, MOPOILIKH,
KarcyJibl) Kak COJepyKaHUE OJHOTO MM HECKOJIbKUX JIEHCTBYIOIIMX BEIIECTB B €IMHUIIAX Macchl (B



rpaMMax, MwumMrpammax). Jlomyctumo ykasblBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IIPENAapaTOB
CHCTEMHOr0 JeicTBHsl (Ui pPEe30pOTUBHOrO IMPUMEHEHUs) B JKHIKUX JIEKAPCTBEHHBIX (opMax
(HampuMep, pPacTBOPBI, CYCIICH3UHM) KaK COJEPKAHUE OJIHOTO WM HECKOJIBKUX JCHCTBYFOIIMX
BEIICCTB B CAMHHMIAX MAacChl Ha EIMHHIY oObeMa (HampUMep, MUUIUTPaMM/MULIMIATP) C
yKa3zaHHeM 00I1ero o0beMa JIEKapCTBEHHOM (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIEKAPCTBEHHOTO Iperapara WHAWBHUIYAIbHOTO HM3TOTOBJICHHUS B
peuente Ha OyMa)KHOM HOCHTENE WM penente B (OopMe UIEKTPOHHOTO AOKYMEHTa KOJIUYECTBO
TBEPIBIX U CHINYYHX (papMaleBTUYECKHX cyOcTaHmmid ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTIUINTPaxX, TpaMMax 1 Karisx.

20. PenenTsl Ha OyMa)XHOM HocHTeNe, B (OpMe JIIEKTPOHHOTO JTOKYMEHTa, O(OopMIIEHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 um mpemHasHaueHHBIE I OTIyCKa JIEKAPCTBEHHBIX
npenaparoB, NPEIyCMOTPEHHBIX moanyHktamMmu 1 - 3 mnyHkra 9 Hacrosmero [lopsika,
JIEHCTBUTEIILHBI B TeUCHHE 15 mHEH co aHS opopMIiIeHHSI.

21. Penentsl Ha OyMa)XHOM HocuTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
MpernapaToB rpakaaHam, ykazanHbeiM B myHKTe 10 HacTosmero [Topsiaka, nelicTBUTENbHBI B TEUCHHE
30 nueil co aHA O0OpMIICHHS, 32 UCKIIOYEHUEM CilydaeB O(pOpMIIEHUS pELeNTa B COOTBETCTBUHU C
nyaktamu 38 u 39 nactosmero Ilopsiaka, mpu KOTOpBIX OH JEHCTBUTENEH B TeueHHE 15 nHel co
JHSL 0pOpMIIEHUS.

22. PenenThl Ha OyMaXHOM HOCHUTENE, B (OpMe 3JICKTPOHHOTO JOKyMEHTa, OPOpPMIICHHBIC Ha
penentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeqHa3HAYCHHBIE I OTIYCKA JIGKAPCTBEHHBIX
npenapaToB TpaxkJaHaM, JOCTHTIIAM TIEHCHOHHOTO BO3pacTa, WHBAIWAAM IIEPBOM TPYIIIBI,
JIeTSIM-UHBATUIAM, a TaKXkKe TpakJaHaM, CTPAJaloNUM XPOHUYECCKHUMH  3a00JICBaHUSMH,
TPEeOYIOUMMH JITUTEIBHOTO KYPCOBOTO JICUCHHMsI, JICHCTBHTEIbHBI B TeueHue 90 nHel co JHs
odopmIIeHHs, 32 UCKIIFOYCHHEM CITyJaeB, yKa3aHHbIX B MyHKTax 38 u 39 nacrosmiero [lopsiaka, mpu
KOTOPBIX OH JICMCTBHUTENICH B TeUeHHEe 15 qHEl co aHS 0dopMIICHHS.

Jis neyeHMs XpOHMUYECKUX 3a00JeBaHMN yKa3aHHBIM KaTETOPHMsIM TpaX/JaH JIEKapCTBEHHBIE
npenaparsl ¢ O0QOPMJIEHHEM pELENTOB Ha OyMaXHOM HOCHUTENIE WM peuentoB B (opme
JIEKTPOHHOIO JOKYMEHTAa MOT'YT Ha3Ha4aTbCs Ha Kypc jieueHus 1o 180 nueil.

23. Penentsl Ha OyMa)XHOM HocuTene, B (OopMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHoM Onanke c¢opmbel N 107-1/y u mnpenHasHaueHHbIE A OTHYCKAa JIEKapCTBEHHBIX
IpenapaToB, IpeIycMOTPEeHHbIX MyHKTOM 11 Hacrosimero [lopsnka, nelictBurenbHbl B TeueHue 60
JTHEH co AHS 0QPOPMIICHHUS.

[lpy Ha3Ha4eHHWH TOTOBBIX JIEKAPCTBEHHBIX IpenapaToB U JICKApCTBEHHBIX IpenapaToB
WHAVBUAYAJIbHOTO M3TOTOBJIEHUS MallUEHTaM C 3a00JieBaHUSMHU, TPEOYIOIIMMH JUIUTEIBHOTO
KypCOBOTO JieueHHs, ¢ opopmieHHeM Ha peuentypHoMm Omanke ¢opmel N 107-1/y penenta Ha
OyMa)XxHOM HOcHUTele Wi B (opMe 3JIEKTPOHHOTO JOKYMEHTa yCTaHABIMBAETCS CPOK JAEUCTBUA
pelenTa B mpejenax A0 0JHOro roja.

B cnywae ycraHoBieHHsS CpoKa NEWCTBHSI pelenTa B Mpeaenax 10 OJHOTO ToJa B pelenTe
npousBoauTcs Haanuck: "Ilo crnenuanbHOMYy Ha3HaueHHIO", 0003HAYAETCS CPOK ACHCTBHSI perenTa
U TIEPUOJUYHOCTh OTIYyCKAa JIEKAPCTBEHHBIX TMIPEMapaToB W3 AaNTEeYHOW OpraHu3aIiu WA
WHAVBUAYAIbHBIM — TPEINpUHUMATETIEM, HMEIOIIMM  JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JeATETLHOCTh <14> (ex)eHenenbHO, eKEeMECIYHO ¥ WHBIE TTeproibl). JOTTOTHUTENBHO 3TO YKa3aHUE
3aBepseTCs MOAMUCHI0 MEIUIIMHCKOTO Pa0OTHHKA, a TaKKe MEeYaThi0 MEIUIIMHCKOW OpTraHH3alliu



"Ilns peuenTtoB" (ans perenta Ha OyMa)XHOM HOCHTENE) WM YCHJIEHHOW KBaNIU(DUIIMPOBAHHOM
JIEKTPOHHOW TOJMHUCHI0 MEIUIUHCKOIO pabOTHMKA W JIMLA, YIOJHOMOYEHHOIO 3aBEpsTh
JOKYMEHTBl OT HMEHH MEIWIMHCKOW opraHm3auuu (ans peuenta B (opMe 3IIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynkr 47 uvactu 1 crateu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUM OTACJIbHBIX BHUAOB JesrenabHOCTH" (manee - denepanbHblii 3akoH N 99-D3)
(Cobpanue 3akoHomatenbcTBa Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JEKapCTBEHHbIC Npemnaparhbl, BKJIOYEeHHbIE B nepeueHb [IKY, mis neuenus
MAIUEHTOB C XPOHUYECKUMU 3a00JIEBAaHUSMHU MOTYT OPOPMIIATBCS Ha Kypc JeueHus 10 60 THEeH.

B cnywae, korma kypc jedeHus cocraBisgeT Ooiee 30 nHel, JOMONHUTENBHO B peLeNTax Ha
OyMaxHOM HocuTelne npou3BoAuTcs Haanuch "Ilo cnenuanbHOMY Ha3HAueHUIO", 3aBEpeHHas
HOJNKMCHI0O MEUIIMHCKOIO pabOTHHUKA U ME€YaThi0 MeIUIMHCKON opranu3auuu "Jlns penenrtos", Ha
penentax B (opMe SIEKTPOHHOTO JOKyMEHTa mpou3Boautcs orMerka "llo crenuampHOMY
Ha3HAuYeHUI0" C MPOCTABICHUEM YCUJICHHON KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOM mHOAIMCH
MEAMIIMHCKOTO pPAa0OTHHKA U JIMIA, YIOJIHOMOYEHHOTO 3aBEpATh JOKYMEHTbl OT WMEHHU
MEIUIUHCKON OpraHu3aluH.

25. Peuent Ha OyMaxkHoM Hocutene B ¢opMmMe BJIEKTPOHHOTO JTOKyMEHTa, OGOpPMIICHHBIH C
HapyIIEHWEM YCTaHOBJICHHBIX HacTosMM [lopskoM TpeOoBaHMil, cCUNTAETCSA HEEHCTBUTEILHBIM.

I1. HazHayeHue JTeKapCTBEHHBIX MPENnapaToB MPH OKA3aHUHU
MeIUIUHCKOM MOMOIIM B CTALIMOHAPHBIX YCJIOBUAX

26. Ilpn oka3zaHuMM MNalMEHTy MEIUIUHCKON NOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HA4YCHHE
JIEKapCTBEHHBIX NpEnapaToB MPOU3BOAUTCS 0€3 opopMIIEHHs perenTa MEIUIUHCKUM PaOOTHUKOM
€AMHOJIMYHO, 32 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B MyHKTe 27 Hactosuero [lopsaka.

27. CormacoBaHue Ha3HAuUEHUs JIEKAPCTBEHHBIX MPENapaTroB C 3aBEAYIOIIUM OTICICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpaduoM 100 APYyrum JIMoM, YIIOJIHOMOYCHHBIM IIPUKA30M I'JIABHOT'O
Bpaua MEIUIMHCKOW OpraHu3aludd, a Takke, MpH HaJIWudd, C BpauoM - KIMHUYECKHM
(dhapmMakoI0roM HEOOXOAUMO B CIyUasX:

1) OHOBPCMCHHOT'O HA3HAYUCHUS IISITU U Oolee JICKAPCTBCHHBIX NPCIIAPATOB OAHOMY ITAIITUCHTY,

2) Ha3HAa4YeHUs JIEKaPCTBEHHBIX MPENapaToB, HE BXOAALIMX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MpernapaToB <15>, mpu HETUIMHYHOM TE€YEHHH 3a00JI€BaHUs, HATUYUU
OCJIOKHEHUH OCHOBHOTO 3a0o0jieBaHMs M (MJIM) COMYTCTBYIOIIMX 3a00J€BaHMN, MPHU HAa3HAYCHUU
JIEKapCTBEHHBIX IpernapaToB, 0COOEHHOCTH B3aUMOJIEHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM MO HMX TPUMEHEHUIO NPUBOJAAT K CHUKEHHIO 3(PQPEKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (WIK) CO3AI0T NOTEHLIUATbHYIO OMTACHOCTH JIJIS )KU3HH U 3/10pOBbs MaIlUEHTA.
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<15> Yactu 1 crateum 60 ®DepepanpHoro 3akoHa N 61-@3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepanuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX CiIydasx Ha3HAYCHHE JIEKAPCTBEHHBIX IPENapaTtoB (UKCHPYETCS B MEIHIIMHCKOM
JOKYMEHTAllUM TalMeHTa U 3aBepsieTcs IMOANUCHI0 MEIUIMHCKOrO PabOTHUKA M 3aBEAYHOIIEro
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOT'O Bpaya Ui JIPYroro yroJIHOMOYEHHOTIO JINLA).

28. MemunuHCKUil paOOTHUK MEIUIMHCKON OpraHu3ainuu (e CTPYKTYPHOTO TOoJpa3/eicHus),
pPacIoJIOKEHHOM B CEIbCKOM HACEJICHHOM ITYHKTE, OCYIICCTBIISICT HAa3HAYCHUE JIEKApPCTBEHHBIX
MpENaparoB B CiIydyasx, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosuero [lopsiaka, eTMHOIUYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHH IMAIIMCHTaM MPU OKa3aHUM MM MEIUIIMHCKON TOMOIIU B
CTAllMOHAPHBIX YCJIOBHUSIX HAa3HAYAIOTCS JIEKAPCTBEHHBIC IMpEnaparbl, HE BKIIOYCHHBIE B NEPEUCHD
JKU3HEHHO HEOOXOJMMBIX W BaXKHEHIIHMX JICKAPCTBEHHBIX MPEMApaToB, B CIydae UX 3aMEHbI H3-3a
WHIUBUIyaJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKA3aHUSM.

Pemenne BpaueOHOM KOMUCCHH (DUKCHPYETCS B MEAMIIMHCKOM TOKYMEHTALUY MAllHeHTa U KypHaje
BpaueOHOI KOMHCCHH.

30. B cinydasax oOcnenoBaHus M JIEUEHHUS TIpaKJaHMHA B CTAllMOHAPHBIX YCIOBUSAX B paMKax
IPEJIOCTaBICHUS MEAUIUHCKUX YCIYr Ha BO3ME3JHOW OCHOBE 33 CYET JIMYHBIX CPEICTB I'pakKaaH,
CPEACTB IOPUIMYECKUX JIMI] U HMHBIX CPEJICTB Ha OCHOBAaHWU JIOTOBOPA, B TOM YHUCIIE JOTOBOpa
JO0OPOBOJILHOTO MEIUIIMHCKOTO CTpaxoBaHUs <16>, eMy MOT'YT ObITh Ha3HA4eHBI JICKAPCTBEHHEIC
npenapaTthl, HE BXOSIINE B IEpEYeHb KXU3HCHHO HEOOXOMUMBIX M BAKHEHWIIUX JIEKapPCTBEHHBIX
IpernaparoB, €CIM X Ha3HaYEeHHE U IPUMEHEHUE 00yCIOBICHO MEAMIIMHCKUMH ITOKa3aHUSIMH.

<16> IloctanoBnenue [IpaBurensctBa Poccuiickoit denepannu ot 4 oktsa6psa 2012 r. N 1006 "O6
yrBepkaeHnn [IpaBui mpemocTaBieHUs MEAMIWHCKAMHU OpPTraHU3alMsIMU TUTATHBIX MEIHIIMHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 2012, N 41, cT. 5628).

II1. HazHauyeHue JIeKAPCTBEHHBIX MPENApPaTOB PH OKA3aHUU
NEePBUYHON MEeTUKO-CAHUTAPHOU NOMOLIH, CKOPO MeIUIMHCKON
MOMOIIY U NAJIMATUBHON MEJUIIUHCKOM IMOMOLIHU

31. Ilpu oka3aHMM MEPBUYHON MEIUKO-CAHUTAPHOM TMOMOIIM M TAJUTMATUBHOW METUIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIIOBUSX Ha3HAUEHUE JIEKAPCTBEHHBIX IMPEMapaToB OCYIIECTBISIETCS
MEJIUIIMHCKUM PAOOTHUKOM B CIIy4asX THUIIMYHOTO TEUYEHHUs 3a00JeBaHUS MallMeHTa HCXOIS W3
TSDKECTH U XapakTepa 3a00J1eBaHuUs.

32. Ha3naueHue JieKapCTBEHHBIX MpENapaTroB MO PEIICHHI0 BpaueOHOM KOMHCCHU MpU OKa3aHUU
NEPBUYHON MEIMKO-CaHUTAPHON OMOIIH, MAJUIMATUBHON METUIIMHCKON TTOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSX MPOU3BOIUTCS B CIIydasX:

1) oqHOBpEMEHHOT0 Ha3HAYEeHMsI OJIHOMY MAllMEeHTY MISATH U OoJiee JIEKapCTBEHHBIX MPENapaToB B
TE€YEHUE OJIHUX CYTOK WJIM CBBILIE 1€CATH HAMMEHOBAHUM B TE€YCHUE TPUALIATU JHEH;

2) Ha3SHA4YCHUA JICKAPCTBCHHBIX MPCIapaToB IMPU HETUIIMYHOM TCUCHUH 3360J’IeBaHI/I$I, HaJIM4Yuu
OCJIO)KHEHUH OCHOBHOI'O 3a00JieBaHUS U (I/IHI/I) CONMYTCTBYIOIINUX 38.60J'ICB8.HHI>1, IIpu Ha3HAYCHHUU
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JICKApPCTBCHHLIX MPCIapaToB, 0COOEHHOCTHU BSaHMO,Z[efICTBPISI U COBMCCTUMOCTH KOTOPBIX COIIaCHO
HHCTPYKIOUAM II0 HX IMPUMCHCHUIO IPUBOAAT K CHHUXKCHHIO 3(1)(1)CKTI/IBHOCTI/I u 0e30MacHOCTH
JICUYCHU ITallUCHTA U (I/IJII/I) CO3Aar0T MOTCHIUAJIbHYIO OITAaCHOCTD IJIA JKU3HU U 3JOPOBbA MAIMCHTA,

3) TUepBUYHOTO HA3HAYCHHS TMMANHMCHTY HAPKOTHYECKHX U TCUXOTPONHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u III Tlepeuns (B ciyyae NPUHSATHS PYKOBOJMTEIEM MEIMIIMHCKON
OpTaHHW3aIlMi PEIICHUS O HEOOXOJMMOCTH COTJIACOBAHMS HA3HAUEHUS TAKUX JICKAPCTBEHHBIX
MpenapaTroB ¢ BpauyeOHOM KOMHUCCHEH ).

33. TloBTOopHOE Ha3HAYCHHWE HAPKOTUYECKUX U IICUXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB
cmckoB II m III Ilepeunss mpow3BOAMTCS METUIMHCKHM paOOTHHUKOM CaMOCTOSTEIBHO WIIH
€IMHOIMYHO 0e3 ydacTHsi BpaueOHOM KOMHCCHU MAalMEHTaM C BBIPQKEHHBIM OOJIEBBIM CHHIPOMOM
1r000r0 TeHe3a, HapyIIeHHEM CHA, CyJOPOKHBIMH COCTOSIHUSIMH, TPEBOXXHBIMU PacCTpOMCTBaMHU,
(b oOuAMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIMIMHCKON IOMOIIM JIEKapCTBEHHbIE IpernapaTrbl Ha3HAYarOTCs
MEIUIUHCKUM DPAOOTHUKOM BBIE3IHOM Opurazsl CKOpPOH IMOMOIIM, MEIULMHCKUM pPaOOTHHUKOM
MEAMLMHCKONW OpraHM3aluy P OKa3aHUM MEIULMHCKOM MMOMOLIM IrpaKaaHaM IpU 3a00JIeBaHUsX,
HECUaCTHBIX CIydYasX, TpaBMaX, OTPABICHUSAX U JPYTUX COCTOSHUAX, TPEOYIOUIMX CPOYHOIO
MEJUIMHCKOI0 BMELIATEIbCTBA.

IV. HaznaveHue jieKapCTBEHHBIX MPENApPaTOB IrPaskIaHaAM, MMEIO UM
NMPaBo HA OecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHbIX NMPeNnapaToB Win
MOJIy4YeHHe JIEKAPCTBEHHBIX MPENapaToB cO CKUJAKOM, IPH 0KA3aAHUH

NMEePBUYHON MeIUKO-CAHUTAPHOM MOMOIIU

35. Ilpu oka3aHuM TIEPBUYHOM MEIUKO-CAHUTAPHON TOMOIIM HA3HAYEHHUE MEAUIIUTHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJIAIMH M ¢ Y4eTOM CTaHJapTOB MEIUIIMHCKOM
nomou <17> JeKapCTBEHHBIX MPENapaToB, OTIYCKAaE€MbIX OECIJIaTHO WJIM CO CKUAKOM,
rpaxkJlaHaM, UMEIOIMM MpaBO Ha oOecledeHne JIEKApCTBEHHBIMU IpenapaTaMy 3a CYET CpPEe/CTB
OIOJKETHBIX AaCCUTHOBAaHUM (QeaepanbHOro Orwokera U OHKETOB CcyOBhekToB Poccuiickoit
deneparun, ocylecTBiseTcs Ha peuentypHom onanke N 148-1/y-04(x).

<17> Crartps 37 ®epepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiiennn penenta Ha Onanke ¢opmbl N 148-1/y-04(;1) Ha OyMa)kKHOM HOCUTENE
0(pOpPMIISIOTCS 1BA SK3EMIUISAPA, OAMH U3 KOTOPBHIX OCTAETCS B allTEUHOW OpraHu3alliH, BTOPOH - B
MEIUITUTHCKON JTOKYMEHTAIINH TaIlHeHTA.

36. [IpaBo Ha3HauaTh JIEKAPCTBEHHBIC IMpeMNapaThl rpakJaaHaM, UMEIONUM MPaBO Ha OecrIaTHOE
MOJyYEHHE JIEKAPCTBEHHBIX MpPEnapaToB WK NOJYYEHUE JIEKAPCTBEHHBIX IMPENAPATOB CO CKUIAKOM,
TAKXKE UMEIOT:

1) MeauuuHCKHe pabOTHUKH, paboTarole B MEIUIIMHCKON OpraHn3allui 0 COBMECTUTENbCTBY (B
npeJienax CBOe KOMIIETEHIINH);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
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2) MeAWIHMHCKUE pAOOTHUKM CTAIlMOHAPHBIX OpraHU3allMii COLMATBHOTO OOCTYKUBAaHUS TIpU
HaJIUYHMH JMICH3UA Ha OCYIIECTBICHUE MEIUIIMHCKON JeATEIbHOCTH <18>, mpemycMaTpuBaroIiei
BBHITIOJTHEHNE paboT (OKa3aHWE YCIYT) MO OKAa3aHUIO MEPBUYHON MEIUKO-CAHUTAPHON TMOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHUMO OT BEIOMCTBEHHOMN IPUHAIICKHOCTH );

<18> Ilynkt 46 yactu 1 crateu 12 @enepanbHoro 3akoHa N 99-03 (Cobpanue 3aK0HOJATENHCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuMUMHCKHE PAOOTHMKM  MEIUIIMHCKUX  OpraHW3aluii, OKa3bIBAIOIIUX MEPBUYHYIO
MENKO-CAHUTAPHYIO IIOMOIIb, IOABEAOMCTBEHHBIX (elepabHBIM OpraHaM HCIOTHUTEIbHOM
BJIACTH WJIM OpraHaM MCIOJHUTEIBLHOHN BiIacTH cyObeKTOB Poccuiickoit denepanmu;

4) UWHOUBHUIyAJIbHBIC TMPEANPUHUMATEIN, OCYIIECTBISAIOMIME MEIUIIMHCKYIO JACSITEIBHOCTh U
BKIIIOUEHHBIE B PEECTp MEIUIMHCKUX OpTraHMU3allMi, OCYHIECTBIAIOIIUX ACSITENbHOCTh B cdepe
00513aTeIbHOTO MEAUITUHCKOTO CTPaXOBaHMUSI.

37. 1lpn Ha3HAUYE€HUHU JIEKAPCTBEHHBIX IpENapaTroB IpaxkJaHaM, UMEIOIIMM IIpaBO Ha OecIiaTHOe
HOJIy4EeHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYEHUE JIEKAPCTBEHHBIX MIPENapaToB CO CKUIKOM,
B pelenTe YKa3blBaeTCs HOMEpP TejaedoHa, 10 KOTOpOMY PabOTHHUK alTEe4YHON OpraHu3aluu Ipu
HEOOXOMMOCTH MOXET COIJIaCOBAaTh C MEIUIMHCKMM paOOTHUKOM 3aMEHy JIEKapCTBEHHOI'O
npemnapara.

38. HaznaueHne HapKOTUYECKUX U MCHXOTPOITHBIX JIEKAPCTBEHHBIX NpemnapartoB coucka Il [Tepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJE TPAHCACPMAIBHBIX TEPAeBTUYECKUX
CHCTEM, a TaKKe JIEKAPCTBEHHBIX TPENapaToB, COAEPKAINX HAPKOTUYECKOE CPEACTBO B COUCTAHUH
C QHTaroOHUCTOM OITMOWJHBIX PEIENTOpPOB) TpakIaHaM, HWMEIOIMIMM MpaBo Ha OecruiaTHOe
NOJy4eHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYEHHUs JIEKAPCTBEHHBIX MPENapaToB cO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoMm oOnanke (opmer N 107/y-HII, k kOoTOpoMy OTOJHUTETHEHO
odopmisiercs perent Ha peuentypHoM Oianke Gopmbel N 148-1/y-04(i1) (B 1BYX 3K3eMIUIspax MpH
odopmIIeHUH Ha OyMa>KHOM HOCHUTEJIE).

39. Ha3HaueHne HapKOTUYECKUX M TICHXOTPOIHBIX JIEKapCTBEHHBIX mpenaparoB crucka Il [lepeuns
B BUJIC TPAHCAEPMAJIbHBIX TEPANEBTUUYECKUX CUCTEM, HAPKOTHMUYECKUX JICKAPCTBEHHBIX MPENapaToB
coucka Il Ilepeuns, comepxkamuyx HAPKOTHYECKOE CPEACTBO B COYETAHUM C AHTAarOHHMCTOM
ONHOMJHBIX PELENTOPOB, TNCUXOTPONHBIX JIEKapCTBEHHbIX mpenaparoB cnucka [ Ilepeuns,
JIEKapCTBEHHBIX IPEraparoB, BKIIOUEHHBIX B mepedeHb [IKY, comepxammuxcs B TOAIYHKTE 2
nyHkta 11 Hactosmero Ilopsnaka, npeaHa3sHaYeHHbIE IS JIGYEHUs TPa)K/1aH, UMEIOLUX MpaBo Ha
OecrutaTHOE TOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB HMIIM TOIyYeHHE JIEKAPCTBEHHBIX MPEnapaToB
CO CKHUJKOW, OCyIIecTBIseTcs Ha penentypHsix Omankax ¢gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJTHUTENHHO 0GOpMIIIETCS perenT Ha penentypHoMm Onanke Gopmbr N 148-1/y-04(1)
(B IBYX 3K3EMILISpax MpH opopMIIEHUH HAa OyMaXKHOM HOCHUTETIE).

Ipunoowcenue N 1
K Ilopsoky nasnauenus
JIeKapCMBEHHbIX NPenapamos,

VMBEPHCOEHHOMY NPUKAZOM
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Munucmepcmaa 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KOJINYECTBO HAPKOTHYECKHUX CPEACTB WJIHN
IICUXOTPOIIHbBIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIUCAHO B OJHOM PEIEIITE

[IPOJIOHTUPOBAHHOT O
MEeNCTBUS

10 Mr

30 mT

60 Mr

100 mr

N n/n Mesx1yHapoIHOE HETTaTEeHTOBAaHHOE dopma BbITTyCcKa U Konuuectso
HaNMEHOBAaHNE HAPKOTHYECKOTO U JI03UPOBKA
MICUXOTPOMHOTO JIEKAPCTBEHHOTO
npernapara

1. bynpenopdun + Hanmokcon TabeTku 60 TabneTok
cyOnuHreanbpHele 0,2 mr|(ynakoBka, kpaTHast N
+ (0,2 Mr 20)

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

3. bynpenopdun TpaHcaepMaTbHBIN
[1aCTHIPb
35 MKr/49ac 20 mmacTeIpeit
52,5 MKr/4ac 10 mmacteipeit
70 MKT/4ac S acTeipeit

4. Mopdun PacTBOp 11 MHBEKLUH, 20 amIyn
[pacTBOp U1 (ImpUL-TFOOUKOB)
[O/IKO’KHOTO BBEJICHHS
10 mr/mo 1 Mo

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

[TanaBepun + TeGaun [O/TKO’KHOTO BBEJICHHS

0,72 +5,75 + 2,7+ 0,36
+ 0,05 mr/ma 1 M
1,44 +11,5+5,4+0,72
+ 0,1 mr/m 1 mi

6. Tpumenepunun TaGnerku 25 mMr 50 TabieTok

7. TpumenepuanH PacTBop i nHbeKui 20 amiysn
10 mr/mom 1 Mo (IImpuUII-TIOOUKOB)
20 mr/min 1 M

8. Mopdun Ta6merku (karcynbl)  |180 TabmeTox (Karcy)

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




200 mr

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

3,2 mi (20 103)

5,0 mit (40 mo3)
daaxon 100 Mkr/mo3a
2,0 M1 (10 no3)

3,2 mi (20 103)

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

3,2 mi (20 103)

5,0 Mt (40 mo3)

0. Mopdun TabneTku
S5 Mr 100 tabierox
10 mr 100 Tabnerox
10. Mopdun Karmum nis npuema 4 dnakoHa
BHYTpH 20 Mr/mMi 20 M
11. Mopdun PacTBOp M1 npuema
BHYTPb (MOHO/103b1)
2 Mr/mut 5 Mt 100 ammyn />
6 Mr/MIT 5 MIT 80 ammyn /3
20 mMr/mi 5 mi 30 amrryn /3
12. OxcukoaoH + HamokcoHn TaOmeTkn
[POJIOHTPOBAHHOTO
melicTBUA
S Mr + 2,5 Mr 100 TabneTox
10 mMr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. [TponmonmndenmmTokcudTHANHIepUIuH|{ [ abneTku 3amednsie 20 (SO TadmeTok
MT
14. DeHTaHnI [ InacTeIpb
12,5 mxr/g9ac 20 macTeIpeit
25 MKr/4gac 20 ruacteipeit
50 MKr/4ac 10 mmacteipeit
75 MKr/49ac 10 mmacteipeit
100 mkr/4yac 10 mmacteipeit
15. DeHTaHnn Cripeit Ha3aIbHbIN

24 (nakona
12 pnakoHoB
6 Q1akoHOB

12 ¢pnakoHoB
6 (hakoHOB
3 ¢urakona

12 ¢pnaxoHoB
6 (hakoHOB

3 ¢urakona

IIpunoswcenue N 2

K Ilopaoky nasnauenus

JIEKAPCMBEHHbIX npenapamoe,

ym@epofcdeHHOJwy npuKasom

Munucmepcmesa 30pasooxpanerust



Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K HCITIOJIB3OBAHHUIO
COKPALIEHUA ITPU O®OPMJIEHHUMU PELEIITOB

N | Cokpaiienue [Tonnoe Hanucanue [TepeBon
/11

1. |aa ana 0, TOPOBHY

2. lac., acid. acidum KHUCJIOTA

3. J|aer. aerozolum a’p030J1b

4. Jamp. ampulla amITyJia

5. laq. aqua BOJA

6. |aq. purif. aqua purificata BOJIa OYUIIICHHAs

7.  |but. butyrum MacJyI0 (TBEpOE)

8. [caps. capsula Karcysa

9. [comp., cps compositus (a, um) CII0KHBII

10. [D. Da (Detur, Dentur) Broigaii ([Tycts Beigano, [lycts
OyJIeT BbIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Haub [IycTs Oyaer
BrITaH0, O003HAUECHO

12. [D.t.d. Da (Dentur) tales doses Brigaii ([Tycte OyayT BbIIaHbI)
TaKue 03Bl

13. |dil. dilutus a3BeJICHHBIN

14. |Div.in p. aeq. [Divide in partes aequales Pa3nenu Ha paBHBIE YacTH

15. jemuls. emulsio PMYJIBCUS

16. fextr. extractum DKCTPAKT, BBITSKKA

17. |in enem. in enemas B MUKPOKJIM3MAaX

18. |F. Fiat (fiant) [Tyctb 06pazyetcs (0Opasyrorcs)

19. |eran. granulum CpaHyJIbI

20. |gt., gtt gutta, guttae Karuisi, Karuid

21. |gtt. peror. guttae peroralis Karuy JUisl IpueMa BHYTpb

22. |inf. infusum HAacTON

23. [in amp. in ampullis B aMITynax

24. lin tab. in tab(u)lettis B TaOJIeTKax

25. |in tab. prolong. (in tab(u)lettis prolongatis B TaOJETKaxX C MPOJOHTHPOBAHHBIM|
BBEICBOOOKIEHUEM

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

obd. BBEICBOOOKIEHUEM, TOKPBITHIX

000JI04KOM




27. |in tubul. in tubulis B TIOOMKAx

28. [lin. linimentum UIMHUMEHT

29. [liq. liquor PKUJTKOCTD

30. |lot. lotion ITOCHOH

31. |m. pil. massa pilularum MAJTIOJIbHASI Macca

32. |membr. bucc. |membranulae buccales [UICHKY 3alleYHbIE

33. [M. Misce, Misceatur Cwmerrai
(ITyctp Oyzner cMmeriano)

34. |mixt. mixtura MHKCTYypa

35. IN. numero YHCIIOM

36. ol oleum Maci0 (KUIKOE)

37. |past. pasta racra

38. pil. pilula, pilulae MTAJTIOJIS, TIMJTEOJTH

39. |p. aeq. artes aequales ABHBIEC YaCTH

40. |ppt., praec. praecipitatus OCaKJICHHBIN

41.  [pulv. ulvis [MOPOIIIOK

42, q.s. quantum satis CKOJIBKO MOTPeOyeTcs, CKOIBKO
Ha/10

43. Ir., rad. radix KOpPEHb

44.  Rp. Recipe Bo3pMmu

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

46. [rhiz. rhizoma KOPHEBUIIE

47. S. Signa, Signetur O603Haub (Ilycts Oyner
0003HaYEHO)

48. |sem. semen ceMst

49.  [simpl. simplex [IPOCTOU

50.  [sir. sirupus CUpOI

51. [sol. solutio [pacTBOp

52. |spr. spray cripeit

53. [spr. nas. spray nasale CIIpeil Ha3aJIbHbII

54. |supp. suppositorium CBEYa, CYMIO3UTOPUI

55. [susp. suspensio CYCIIEH3Hs], B3BECh

56. [tab. tab(u)letta Ta0OJieTka

57. [t-ra, tinct. tinctura HacTOMKa

58. |tubulis tubulis TIOOUKH

59. |STT Systema Therapeutica TpancnepmanbHas

Transcutanea Tepanestuyeckas Cucrema
60. |ung. unguentum Mas3b
61. |vitr. vitrurn CKJISTHKa

Ilpunoswcenue N 2

K npukasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noabpsa 2021 2. N 1094u



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

MMHMCTepCTBO 3OPaBOOXPaHEeHMA

Poccumickom demepaumnm

Kon dopwmer nmo OKYI

Kon yupexneHusa o OKIIO

MenmMuMHCKasa IOOKYMeHTalud

HammMeHoOBaHMe (lTaMil)

MeIOMLMHCKOM OopraHmMzalumnm

PELIEIT

(B3pPOCIE,

w w

dopma N 107-1/y

YTBepXIOeHa IIPpMKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEeHUH
Poccurickonm denmepaumu

or 24 HOs0psa 2021 . N 1094Hu

OETCKMIM — HYXHOE INOOUEPKHYTH)

20 r.

daMmUIiMsda, MHMULMAJE MMEHM M OTUeCcTBa

IIaluMeHTa

(mocyjienHee - IIpM HaJIUYUM)

DaTa poxnmeHud

daMunMsa, MHMLMAJE MMEHM UM OTUeCTBa

Jleyvamero Bpauda (Qenbamepa, akKylepKu)
py©O. |xomo. |Rp.

(mocyenHee - TOPM HaJIUUUU)




py0O. |kom. |Rp.

py©o. |komo. |Rp.

[Toonucso

M redvaThk Jedalero Bpauda M.II.

(momnmuce Qesbpauepa, aKylepKu)

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

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRBO IOHEM)

OBopoTHasa CTOpPOHA

OTMeTKa O HAa3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PelleHMUl BpadebHOM KOMMCCUU

[TproTOBMII [Iporepmn OrnycTumi




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

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemouumHCKad OOKYMEHTAalMI
dopma N 148-1/y-88

HammMeHOBaHMe (wTam) YTBepXIOeHa IPpUKa30M

MEOUIIMHCKOM OpIraHu3alum MuHMCTEpPCTBa 3IOPaBOOXPAHEHUHA
Poccurickonm denmepaumu

HammMeHOBaHMe (lTaMil) oT 24 HOosOps 2021 r. N 1094H

VHIOVBUOYAJBHOTO NpellpUHUMAaTEeS

(yxazaTe ampec, HOMEP UM HOaTy JIMLEH3UM,

HaVMeHOBaHMEe opraHa I'OCyOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

s L UL UL

PELEIT mo 20 m.
(maTa odopMIieHUA-pPeLenTa)

(B3pPOCHE, IOEeTCKMM — HYXHOE NOOUEPKHYTH)

daMuMsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJelHee — MIPM HaJUuuumM)
rnanumMeHTa

DaTa poxmeHUA

Ampec MecTa XuUTeJbCTBa iy N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, OOoJiydanleI'0 MeOMUMHCKYI [IOMOUbL B aMOyJaTOPHEIX YCJIOBUSAX

daMmIMsa, MHULMAJE MMEHM M OTdUecTBa (ocjenmHee — IIPU HaJIUUUN)



Jleyamero Bpada (besnpmmepa, akylLlepKu)

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

PellenT IOeMCTBUTEJIEH B TeueHMe 15 nHen

ObopoTHasas CTOPOHA

OTMeTKa O Has3HadeHUU
JIEKAPCTBEHHOTO Ipelnapara
10 PEleHMI0 BpaduebHOM KOMMUCCUMU

[TopTroTOBMII [IpoBepmi OrnycTmi

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

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

Poccunickom demepaluun
or 24 HOsbpsa 2021 .
N 1094H



ITamr

Konm MeOoMUMHCKOM OpraHM3aluMn

Tam

Koo mMHIOMBMIOyaJIbBHOT'O IIpenlipmMHIMaTeJIA

Kon ¢opmer mo OKYI 3108805

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

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

Samuniusa,
OpY HaJIWU4dMM)

MHULIMAJIE MMEHM M OTueCTBa
nalMeHTa

(nmocynennee -
DaTa poXmoeHUd



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

CHIWJIC

N moJsirca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA :

HoMep MeIMILMHCKOM KapTH HallMeHTa, [ojiydanmeTl'o MeIULMHCKYI IOMOIL B
aMOyJIQTOPHEIX YCJIOBUSAX

damMmnmsa, MHULMAJE MMEHM M OTdUeCcTBa (IocjenmHee — IIPM HAJIUUUN)
Jledamero Bpada (dernbpmmepa, akKyLEepKM)

Pyb6. Korm. R i et et e e e e e e e e
3
S T e 0 = Y

[lognuce M HedaThb Jeyaller'o Bpada M.II.

(momnmuce Qespauepa, aKyllepKu)

PelienT merMcTrBUTeJIeH B TeudeHme 15 gHem, 30 muHem, 90 mHeml
(HyXHOe TMOOUEePKHYTH)

———————— (3amojyiHgeTCca CHeurajJMCTOM alTeUYHOM OPpTaHM3aluM) ———————-—

OTIYyLWEHO I[I0 pPeLenTy: Toproesoe HaMMeHOBaHME
I OO3MPOBKA:

lara ornycka: " " 20 1. [KoJImuecTBO:

[[pUTOTOBMII: [[pOoBEepPMIT: OTnnycTui:
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HOPAIOK O®OPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmuienune penenrta Ha OyMaKHOM HOCHUTEJIE

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepxHEM
YIITY TMPOCTABIISIETCS ITaMI MEAWIIMHCKOW OpTraHU3alliy ¢ YKa3aHWEM e HauMEHOBAHWUsI, ajipeca U
TesneoHa ¢ 1aTol BBIMUCKY (JaToi oopMIIeHHs ) pelLienTa Ha JIeKapCTBEHHBIN npenapaT

HomnonmuutensHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(;) mpoctaBisieTcst  KoJ
MEJIUIMHCKOW OpraHu3alid B COOTBETCTBUM C OCHOBHBIM T'OCYJAPCTBEHHBIM PETHCTPALMOHHBIM



HoMmepoM (nanee - OI'PH).

Cepust penentypHoro Omanka (opmsr N 148-1/y-04(;1) Brmowaer koj cyObekta Poccuiickoii
®denepanuu, COOTBETCTBYIOIIMK JBYM TMEpBbIM Idpam OOmepoccuiickoro KiaccuburaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHUATIbHOTO Jenenus (nanee - OKATO).

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

Peuentypusie Omanku  Qpopmbel  popmber N 148-1/y-88 U3roraBmmMBarOTCS HUCKIFOUYUTEIBHO
TUTIOTPAQCKUM CITOCOOOM.

2. Ha peuentypusix OnaHkax, oO(GOPMISEMbIX HHIUBUAYAJIbHBIMH MPEIIPUHUMATEISIMH,
UMEIOILMMH JIMLEH3UI0 Ha MEIULUHCKYIO JESITeIbHOCTb, B BEPXHEM JIEBOM YIUIy TUHOrpadCKUM
CHOCcOOOM WM TyTEM MPOCTABICHHS INTaMIa JOJDKEH OBITh YKa3aH aapec WHIMBHIYaIbHOTO
IpEeIIIPUHUMATENS], HOMEP W JaTa JIMLIEH3MHM, HaUMEHOBAHHWE OpraHa IOCyNapCTBEHHOW BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Peuenrtypubie Omanku ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) 3amoHSIOTCS
MEIUIIMHCKUM PA0OTHUKOM YEPHUIIAMH WJIH HIAPUKOBON PYYKOIA.

4. omyckaercs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIIOUYeHHEM pekBusuta "[loamuck neyamniero
Bpaua (moamuch ¢enpamepa, akymepku') penenTypHbix OmankoB (opmbel Gopmbr N 107-1/y,
dopmbr N 148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ ncmosib30BaHUEM TIEYATAIONIUX YCTPOMCTB.

5. Odopmienne penentypHbix OnaHkoB ¢opmbl N 148-1/y-04(1) Briodaetr mudpoBoe
KOJIUPOBAHUE.

[MuppoBoe KoAMpPOBaHHUE YKA3aHHBIX PELIENTYPHBIX OJIAaHKOB BKJIFOYAET:

1) xon menuuumHckoil opranuzauuu (OI'PH) winm xon MHIMBHIYaldbHOTO HpEeINpUHUMATENS B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJAapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM WHJIMBHIYaIbHOTO
npennpuaumarens (nainee - OI'PHUII), npocraBnsiemplii Npu M3rOTOBIEHUM PELENTYPHBIX
0JIaHKOB;

2) KOJ KaTeropuu TIpaxJaH, UMEIOUIMX IpaBO Ha IOJyYEHHUE JIEKAPCTBEHHBIX IMpENnapaTroB B
cooTBeTcTBUU €O cratheil 6.1 denepanpHoro 3akoHa or 17 wumromsa 1999 r. N 178-®3 "O
roCy/IapCTBEHHOU colalibHON oMomu" <1>, u Ko Ho30J0rn4eckoi popmbl Mo MexxayHapo HOM
CTaTUCTHUYECKOW Kiaccudukaimu Oose3Held u mpolsieM, CBsA3aHHBIX co 370poBbeM  (10-if
nepecmotp) (manee - MKDB), 3amonHsieMble JiedamuM BpauoM IMyTEM 3aHECEHUs] Kaxaou HMUQpH B
IIyCThIE AYEHKH, IPU ITOM TOUKA IIPOCTABIISIETCS B OTAEIBHON AUEHKE;

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

3) ormetrky 00 wucrouHuke QuHaHcupoBaHus (penepanpHbiii Oroxker [1], OGromkeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHHIMOANBHBIA OrO/pkeT [3]) W MPOIEHTE OIUIaThl perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTPUX-KOA - NOMOJHUTEIbHBIA PEKBU3UT (B Cllydyae M3TOTOBJICHHS Ha TEPPUTOPUU CyOBEKTa
Poccuiickoit @enepanuu perienTypHoro 6JaHKa ¢ UCIOIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).
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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,
WHUIMATBl UMCHH M OTYecTBa (TOCIIEHEE - MPH HAIWYMW) TAlKUeHTa" yKa3bIBAOTCS (aMuIvs,
WHUIMAIB] IMEHU U 0T4YeCTBA (MOCIEAHEE - IPU HATMYWH) MMAIMEHTA.

7. B penentypubix Onankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;n1) B rpade "Jlara
pokaeHUs" yKa3bIBACTCS aTa POXKACHHS NalreHTa (4uciio, MecsIl, roj).

JlononHuTenbHO B pernentypHbix Omankax ¢gopmber N 148-1/y-88 u ¢opmsr N 107-1/y ans nereit B
Bo3pacte 70 1 roga B rpade "Jlata pokaeHus" yKa3bIBaeTCS KOJIHMYECTBO MOTHBIX MECSIICB.

8. B penentypueix Onankax ¢opmer N 148-1/y-04(;1) B rtpadax "CHUIIC" m "N mnonmca
00513aTeNTLHOTO MEIUIIMHCKOTO CTPaXxOBaHUA'" YKa3bIBAIOTCS CTPAaXxOBOW HOMEP HWHAWBHIYaTbLHOTO
auneBoro cuera rpaxkaannHa B IleHcuonHoMm ¢onne Poccuiickoit @epepanun (CHWIC) (mpu
HAIMYUH) U HOMEP TI0JUCa 00s13aTEIIBHOTO METUIIMHCKOTO CTPAXOBAHHUS.

9. B penentypnbix 6mankax Gopmber N 148-1/y-88 B rpade "Anpec mecTa KUTEIbCTBA WIIM HOMEP
MEAWIIMHCKOW KapThl TAIMEHTa, IMOJIYYAIOMEro MEAWIMHCKYI0 IIOMOIbL B aMOYJIaTOPHBIX
ycIoBUsAX", yKa3bIBA€TCSl IMOYTOBBIA aJ[pec MecTa JKUTENbCTBA (MecTa MpeObIBAaHUS WM MecTa
(aKTHYECKOTO MPOXKUBAHUS) MALMEHTA WM HOMEP MEAUIIMHCKONW KapThl MaIlMeHTa, MOTy4Yarolero
MEAMIIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX <2>.

<2> [Ipuka3 MunucTepcTBa 31paBooxpaneHus Poccuiickoin @enepanuu oT 15 nexadps 2014 r. N
8341 "OO6 yrBepkIeHIH YHH(PHUIUPOBAHHBIX (OPM MEIMIIMHCKON TOKYMEHTAIINH, HCIIOJIb3YEMbIX B
MEIUIUHCKIX OPraHU3alMsIX, OKa3bIBAIOIIUX MEAULIMHCKYIO TOMOILb B aMOYJIaTOPHBIX YCIOBUSAX, U
NopsAAKOB N0 ux 3amosiHeHuro" (nanee - Ilpuxaz3 N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuiii - Poccuiickort @enepanmu 20 depans 2015 1., peructpanmonnbii N 36160) ¢
W3MEHEHUSIMH, BHECEHHBIMU NPHKa3aMu MUHHUCTEPCTBA 3ApaBooxpanenus Poccuiickon @enepanyuu
oT 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit denepannn 4
anpens 2018 r., peructpaunonHslii N 50614), ot 2 HosiOps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @enepaunn 27 Hos6ps 2020 r., peructpauuoHHbId N
61121).

VYKka3zaHue U aapeca MECTa XUTEIbCTBA U HOMEpPAa MEAULMHCKOW KapThl MAalMEHTA, MOJYy4arollero
MEAMIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIIOBUSX, HE SBIISETCS OLIMOKOM.

B penentypubix 61ankax gopmsl N 148-1/y-04(1) B rpade "Homep MeaMIIMHCKON KapThl MAIlUEHTA,
MOJIYYaAIOLIero MEIUIMHCKYI0 TIOMOIIb B aMOyJaTOpPHBIX YCIOBHUSAX" YyKa3bIBaeTCs HOMED
MEIUIUHCKON KapThl NAllMEHTA, MOJIyYaroIlero MeAULUHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBUSX
<3>.

<3>IIpuka3 N 834H.

10. B rpade "damumnus, HTHALIUATB UMEHHU U 0TYeCcTBa (TIOCTEAHEE - TP HAJTMYKHN) JIeYalllero Bpavya
(penmpamepa, akymepku)' penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(:1) yka3pIBatoTCS MOJHOCTHIO (haMUIHS, HHUIIUAIBI UIMEHH, OTYECTBa (TIOCJIECTHEE - TPU
HaJUYHMH) MEIUIIMHCKOTO PabOTHHKA, HA3HAYMBIIETO JICKAPCTBEHHBIE MpemapaThl U 0POPMHUBIIIETO
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peLent.

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

1) HamMeHOBaHUE JIEKAPCTBEHHOTO Tperapara (MeKIyHapoJHOEe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIAPOBOYHOE MM XUMUYECKOe HAMMEHOBAHUE, TOPrOBOEC HAMMECHOBAHKE) HA JJATUHCKOM SI3bIKE
WIK Ha PYCCKOM sI3bIKe, (hopMa BBITYCKa, TO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOMKCHIO HA
penentypaoM oanke popmel N 107/y-HII);

2) cnoco® MpUMEHEHUs JEKapCTBEHHOIO Ipenapara Ha TroCyAapCTBEHHOM s3bike Poccuiickoii
denepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon ®Penepanuu U rocyJapCTBEHHOM SI3BIKE
pecnyONuK M UHBIX sI3bIKax HapooB Poccuiickoi denepanun <4>,

<4> Yactp 1 cratbu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsops 1991 r. N 1807-1 "O
sa3pIkax HaponoB Poccuiickoit ®enepanuun” (manee - 3akon N 1807-1). (Bemomoctu chesna
Hapoausix nenyratoB PCOCP u BepxoBnoro Cosera PCOCP, 1991, N 50, ct. 1740; CobOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 1998, N 31, ct. 3804).

13. ITpu opopmiteHNU peleNTYPHBIX OJAHKOB 3alPEIIaeTCsl OTPAHHYNBATHCS OOIMMHU YKA3aHUSMH,
Harnpumep, "Buyrpennee", "U3BecTHO".

B IJIEKMPOHHOM 00Kymeume Hymepauusa nyHKmoe coomeemcmeyem 0dmuuaﬂbuomy
UCMOYHUK).

14. Penent, odopmieHHblli Ha perentypHom Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(:1), nonnuceiBaeTcsd MEIUIIMHCKUM paOOTHUKOM U 3aBEPSIETCS €ro MevaTbio.

Penent, odhopmiiennsiit Ha perentypHoM Osanke Gopmbl N 148-1/y-88 u popmer N 148-1/y-04(:),
JIOTIOJIHUTEIILHO 3aBEPSETCA MeYaThi0 MEIUIIMHCKOM opranu3auuu "l penentos".

Hns peuenta, opopmieHHoro Ha perentypHom Omanke Gopmer N 107-1/y, nanuuue neyatu "J{ns
penenToB" He SBISETCS 00sS3aTeIbHBIM.

15. Ha ognom peuentypHoMm 6nanke Gopmel N 148-1/y-88 u ¢popmsr N 148-1/y-04(11) pazpemaercs
OCYIIECTBIISITh HA3HAYCHHUE TOJIHKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO TIperapara.

Ha onmnom penentypHom Onanke ¢opmbel N 107-1/y paspemraercss OCyIIECTBISATh Ha3HaueHHE
TOJIbKO OJIHOTO HAaMMEHOBaHUsSl JIEKapCTBEHHOro mpemnapara, otHocsmerocs mo ATX k
anTUncuxornueckuM cpeactBam (koa N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM H
cegatuBHbIM cpenactBaMm (kog N 05C), antuaenpeccantam (kog N 06A) m He MOAJIEKAIIETO
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, U 10 TPEX HAUMEHOBAaHUH JIEKAPCTBEHHBIX IIPEMApPATOB - JUIS
WHBIX JIEKAPCTBEHHBIX MPENAPATOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

16. McnipaBieHus B penenTe He JOMYCKaroTCs.

17. Ilpu opopmienun perentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIEKapCTBEHHBIC TpenapaThl, HAa3HAYCHHBIC IO PENICHHI0 BpadyeOHOW KOMHCCHH, Ha 000poTe
peLenTypHoro OJaHKa CTaBUTCS CIELUANbHAs OTMETKa (IITamII).

18. Ha peuentypuom 6nanke popmel N 148-1/y-04(;1) BHU3Y UMeeTcs JIMHUS OTPBIBA, pa3/essionias
pelenTypHbIi OJaHK U KOPEIIOK.
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Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM DPELENTYpPHOM OJIaHKE, BBIIACTCS MAIMEHTY
(ero 3aKOHHOMY IIPEICTABUTENIO) B ANTEYHOW OpraHM3alMM, HAa KOPEIIKE JeJaeTcsi OTMETKa O
HaMMEHOBAHUU JIEKAPCTBEHHOTO Ipernapara, J03UpPOBKe, KOJIMYECTBE, CI0CO0e MPUMEHEHUSI.

II. Ogopmiienue peenta B (popme JJIEKTPOHHOI0 JIOKYMEHTA

19. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHUJICHHOW KBATH(UIIMPOBAHHOM
AIIEKTPOHHOM MOJIHCHI0, HOPMUPYETCS MEAUIIMHCKAM PaOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMIMHCKUX PAOOTHHUKOB <5>, a TakKe MPU YCIOBHHM PETUCTPALUU
MEIMIUHCKOW OpraHu3ali, B KOTOpOil odopmisieTcs peuent, B (deaepairbHOM peecTpe
MEJIUIIMHCKUX OpraHu3aiui <6> eIuHON rocynapCTBEHHON HWH(GOPMAIMOHHOW CHCTEMBI B cdepe
3paBOOXPAaHEHUsT M IOAKIKOYEHUS TAaKOW MEIMIMHCKOM OpraHu3alvu K TIOCyJapCTBEHHOH
nH(pOpMaAITMOHHOM cucTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit deneparnuu <7>.

<5> Yactb 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-03 (CobpanHue 3aKOHOIATENHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<6> Yactb 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-03 (CobpanHue 3aKOHOIATENHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Cratbu 91 u 91.1 ®enepanbHoro 3akona N 323-D3 (Cobpanue 3akoHOoAaTEIbCTBA POccuiickoi
®denepannm, 2011, N 48, c1. 6724).

20. IIpu odbopmienun peuenta B (popme 2JIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIE MPEnapaThl,
yka3zaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPKIEHHOTO
HACTOALIMM IIPUKa30M, M OTIYCKacMble 3a IOJHYH0 CTOMMOCTb, 3aIOJIHAIOTCS CIELYIOIINE
PEKBHU3UTHIL:

1) xox cyOwekta Poccuiickoit ®enepanmun mo OKATO, ompenensionuii rocyaapCTBEHHYIO
WH(GOPMAILIMOHHYIO CHUCTeMY B cdepe 3apaBooxpaHeHus cyOwnekta Poccuiickoit Denepanuu, B
KOTOpOH chopMUpOBaH perent B (hopme JIeKTPOHHOTO JOKYMEHTA;

2) HaAaNMMCHOBAHUC MCZ[HHHHCKOﬁ opranusanuvu, aapec, Teﬂe(bOH nim (I)aMI/IJ'II/ISI, HWHHUIKMAJIbl UMCHHU U
OTYCCTBa (HOCJ’I@I[HGC - Ipu HaJ'II/I‘-II/II/I) HHAWBUAYAJbHOI'O0 NPCANPUHHUMATEIIA, UMCIOUICTO JIMIICH3UTO
Ha MCIULIUHCKYIO ACATCIBHOCTD, €TO aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranmsaruu) win OI'PHUII uaauBuayanbHOTO
MpEAITPUHAMATENS;

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

5) nara okoHYaHMsS JeicTBUS perenta (popMupyercss rocydapCTBEHHON HH(OPMAIMOHHON
cucreMoil B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoil ®enepanuu B COOTBETCTBHM CO
cpokamu AeucTBus perenToB: 15 quedt, 30 gueit, 60 muei, 90 quelt, 1o 1 roma);

6) yHHKaJIbHBI HOMEp penenta (hopMUpyeTcs TOCyAapCTBEHHOW MH(POPMAIIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHHss cyObekTa Poccuiickori Denepanmu U oOecleynBaeT OJAHO3HAYHYIO
uaeHTuUKaIuoo perenta B popme 35ekTpoHHOTo JokyMeHTa B couetannn ¢ OKATO, OI'PH umu
OI'PHUII);
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7) ormetku "cito" (cpouno) wim "statim" (HEMEIJIEHHO) MPU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJIJICHHOTO OTITYCKa JIEKAPCTBEHHOTO Mpernapara naueHTy,

8) ampec marmeHTa (yKa3bIBaeTCs MOYTOBBIA ajpec MecTa JKUTENbCTBA (MecTa MpeObIBAaHHS HITH
MecTa (DaKTHYEeCKOro TPOXKHBAHHSA) C YKa3aHHEM HWHJIEKCa, HAMMEHOBAaHUS Kpas, o00jacTw,
peciyOIMKK, aBTOHOMHOTO OKpyra W HMHOTO cyObekra Poccuiickoit ®Demepannv, HauMEHOBaHHS
HACEJICHHOTO IMyHKTa, HAMMEHOBAHUsS YJIUILI (MPOCIEKTa, Mepeyika, Mmpoesna), Homepa jaoma (c
yKa3zaHHEM KOpITyca, PU HAJHYUH ), HOMEpa KBapTUPHI),

9) HOMEp >NEKTPOHHON MEIMIIMHCKOM KapThl MallME€HTa B TOCYJAapCTBEHHON HH(OpMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccutickoit denepanuu;

10) pamuinus, uMs, OTYECTBO (MIOCJIEHEE - IPU HAJTMYKHN) MAllMeHTa OJHOCTHIO;

11) nmata pokaeHus mnanuMeHTa (yKa3blBaeTCs YMCIO, MeEcsl, roa), ais naered a0 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCS KOJTUYESCTBO IMOJTHBIX MECSIICB;

12) ¢pamuivs, HUIIMAIBI MMEHU U OTYECTBA (TIOCIIeIHEe - MPU HATMYUHU) METUIIUHCKOTO PaOOTHHUKA
MOJIHOCTHIO;

1 3) HanMCHOBAaHUC JICKApCTBCHHOI'O Inpcliaparta (MG)KI[YHapOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYINIHUPOBOYHOC WJIM XHMHUYCCKOC HAMMCHOBAHHUC, TOPIrOBOC HaI/IMCHOBaHI/Ie),
J03HUPOBKaA, (1)OpMa BBIITYCKA, KOJIMYECTBO (BCC MO3UINHU YKA3bIBAKOTCA HA PYCCKOM HSBIKG);

14) cnoco0 mpuMeHEeHHs JIEKapCTBEHHOIO IpernapaTa Ha rocydapCTBEHHOM s3bike Poccuiickoit
®denepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon denepanuu U rocyJapCTBEHHOM SI3BIKE
pecmyOIIMK U UHBIX s3bIKax Hapos10B Poccuiickoit denepannn <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (Bemomoctu che3na Hapoansix aenyratoB PCOCP u
BepxoBunoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomarenscTBa Poccuiickoi
Oeneparnun, 1998, N 31, ct. 3804).

15) nOKyMEHT, NOATBEPXKIAIOUIMIA Ha3HAUYEHUE JIEKAPCTBEHHOI'O IMpenapara [0 PEeLICHUI0
BpaueOHOW KOMUCCUHU MEIULIMHCKOIN OpraHu3alny;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PELIEHUI0 BpaueOHOW KOMHCCHUU
MEIMIMHCKON OpraHu3alliil B CcllyyasX, yKa3aHHbIX B a03ane BTopoM nyHkTa 6 Ilopsaka
Ha3HAaYEeHUs! JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIIUM IPUKA30M;

17) oTMeTKa O crenMaibHOM Ha3HAUYCHMM JICKApCTBEHHOIO Iperapara (3aroyiHseTcsl B Cllydasx,
yYKa3aHHBIX B MyHKTax 15 u 24 Ilopsaka Ha3Ha4Y€HMs JIEKaPCTBEHHBIX IIPENapaToB, YTBEPKIACHHOTO
HACTOALIUM IPUKA30M);

18) oTmMeTka O crierMaTbHOM Ha3HAUYEHUH JIEKaPCTBEHHOI'O Mpernapara MalnueHTy ¢ 3a00JeBaHuEM,
TpeOyIOIMM JUIMTETFHOTO KYPCOBOTO JIEUEHUS (3amojHsEeTCs B cily4yae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HA4YeHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKIEHHOI'O HACTOSIIUM IPUKA30M) C
MIPOCTaBJICHUEM NEPUOJNUHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) npu odopmienun peuenta B GopMe IEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHbIE MPenapaThl,
yKa3aHHble B NOAMYHKTax 2 - 5 myHkTa 9 u nyHkre 11 Ilopsnka HasHadeHUs JIEKapCTBEHHBIX
IpenapaToB, YTBEPKIEHHOT'O HACTOSAIIMM MPUKA30M, FpaxKlaHaM, MMEIOLINM paBo Ha OecruiaTHOe
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IIOJIy4EHHE JIEKAPCTBEHHBIX IIPENapaToB UM IOJyYCHHUE JIEKAPCTBEHHBIX IPENApaTOB CO CKUAKOM,
3aIIOJIHSAIOTCS. PEKBU3UTHI, IPEyCMOTPEHHBIE NMOANYHKTaMHU | - 18 HacTOAILIEro ImyHKTa, a TaKxke
CIIEYIOIINE PEKBUSHTBI:

a) KaTeropus TpaKJaH, HUMEIOIIUX TMPABO Ha IMOJYYCHUE JIEKAPCTBEHHBIX IMpEenaparoB B
cooTBeTcTBUU €O cTathei 6.1 denpepanbHoro 3akoHa ot 17 wmronsa 1999 r. N 178-®3 "O
roCcyJapCTBEHHOM colManbHOM momoiu'" <9>;

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

0) xox Ho3osorudeckoi ¢hopmbl Mo MKBH;

B) uctouyHuk (uHancupoBanus (1 - denepanpHblii Or0mKeT, 2 - OrOIKeT cyObekTa Poccuiickoit
®denepann, 3 - MyHULIUITAIBHBINA OIOJKET);

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

J1) CTpaxoBOW HOMEp HMHIUBUAYAJIbHOI'O JIMLEBOIO cueTa IpaxJaHuHa B [leHcMOHHOM QoHzae
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTeJILHOIO MCIHUIMHCKOI'O CTpaXOBaHM.

21. Ilpu mpocTaBieHUHU OTMETKH, yKa3zaHHOW B moanyHkre 16 mynkra 20 nHacrosmero I[lopsaxa,
peuent B QopMme 3JIEKTPOHHOTO JOKYMEHTA IOANKMCHIBACTCS YCHUJICHHONW KBaTU(UIIMPOBAHHOM
9JICKTPOHHOM TOJIUCHIO TIpPeJcenaTelsl WM CeKpeTaps BpauyeOHOM KOMHUCCHHM MEIMIIMHCKOU
OpraHu3aIy, TPH TPOCTABICHUH OTMETOK, yKa3aHHBIX B moamyHktax 17 u 18 mynkra 20
Hactosmero [lopsnka, - yCHIEHHBIMH KBadHU(UIIMPOBAHHBIMU SJIEKTPOHHBIMH MOIIUCIMH
COOTBETCTBYIOIINX MEIUIIMHCKUX PAaOOTHHKOB.

22. Tlo TpeOoBaHMIO MAalMEHTa MM €ro 3aKOHHOTO MpeACTaBUTENS O(OPMIISIETCS 3K3EMILIp
peuernita B ¢GopMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMa)XHOM HocutTene ¢ oTMeTkou "Jlyommkar
AJIEKTPOHHOIO JOKYMEHTa".

I11. Yyer penentypHbIX 0JIAHKOB (32 HCKJIKYEHHEM pelenTyPHBbIX
01ankoB o popme N 107/y-HII "CneunajbHbINA pelenTypHbIH
01aHK"")

23. Vuer penentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
HU3TroTaBINBACMBIX TI/IHOl"pa(I)CKI/IM crmocobom (naﬂee - PCLCIITYPHLIC 6J'IaHKI/I, IIOJICKAIIHUEC yquy),
OCYIIECTBIAECTCA B JKYypHallaX yd4eTa, IPOHYMEPOBAHHBIX, IIPOIIHYPOBAHHBIX MU CKpPEINIEHHBIX

OO CBIO PYKOBOJUTCIIA )41 ncyaTbro MCI[HHHHCKOﬁ OopraHu3anuunu NN OO CBIO
HHIUBHUAYAJIBHOT'O MPCANIPUHUMATEIA, UMCIOIICTO JIMOCH3WIO HA MCIUIIUHCKYIO ACATCIIBHOCTD.

24. Kypnan yuera perentypHbix 01ankoB Gpopmer N 107-1/y cogepxkut cneayrormue rpadsb:
1) HomMep 1o nopsAIKY;

2) B paznene "[Ipuxon™:
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a) JlaTa perucTpanuy J10KyMEHTa, IOATBEPKIAIOLIET0 TOCTYIIEHHE;
0) HOMep U J1aTa JOKYMEHTa, TOATBEPIKIAIOIIEr0 NOCTYINIEHNE, HAMMEHOBAHUE ITOCTAaBIIMKA;
B) 0011ee KOJIMYECTBO NMOCTYIHMBIIUX PELIENTYPHBIX OJIAaHKOB;

F) (baMI/IJ'II/IH, HHHUIOHaJIbl UMCHH U OTUECTBaA (nocnez[Hee - IIpH HaJ'II/I‘lI/II/I) U 1oAIIMCh OTBETCTBCHHOI'O
MCIUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIHKaA,

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

B) (daMuius, WHUIMATBI MMEHM M OT4ecTBa (MOCIEAHEEC - MPU HAIMYUU) OTBETCTBEHHOTO
MEAMIMHCKOTO PaOOTHHKA, MOTYYHUBIIETO PELENTYPHbIE OJaHKH;

I') HOJIMCHh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, TIOTYYMBIIETO PELENTYpHbIE OJIaHKH;

4) pamunus, MHUIMAIBI UMEHU U OTYECTBA (TOCEIHEE - IIPU HAJIMYKU) U MOJIUCh OTBETCTBEHHOTO
MEIUIUHCKOr0 paOOTHUKA, BBIIABLIETO PELIENTYPHbIC OIaHKH;

5) OCTaTOK penenTypHbIX OJaHKOB.

25. Kypnan ydera pernentypabix OmaHkoB Gopm N 148-1/y-88 u N 148-1/y-04(n) comepxut
creayrome rpadpr:

1) HoMep 1O OPAIKY;

2) B pazaene "[lpuxoxn":

a) JjaTa PerucTpaLuy JT0KyMeHTa, HOATBEPKAAIOLIEr0 MOCTYIIICHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAIOIIEro MOCTYIIEHHE, HAUMEHOBAHNE TIOCTABIIUKA,;
B) 00111€€ KOJIMYECTBO MOCTYMUBIINX PELENTYPHBIX OJIaHKOB;

T') CEpUU U HOMEpPA PEENITYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/ISI, HMHHUIKMAJIbI UMCHHU U OTYCCTBA (HOCJ'IGI[HCG - Ipu HaJ'II/ILII/II/I) " IOAIIMCHh OTBETCTBCHHOI'O
MCIHUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJaHKU OT IIOCTaBIINKaA,

3) B paznene "Pacxon':

a) laTa BBIJJAYU PELETITYPHBIX OJIaHKOB;

0) cepur ¥ HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PEIENITYPHBIX OJIAHKOB;

r) ¢aMuwiusg, WHUOMATBI MMEHM W oOT4yecTBa (MOC/eAHEe - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIMHCKOTO pabOTHHKA, MOTYYHUBIIETO PELENTYPHbIE OJaHKH;

1) IOANKCH OTBETCTBEHHOI'O0 MEJAUIIMHCKOTO PaOOTHHKA, MOTYYHUBILErO PeLeNTypHbIe OJaHKY;

4) hamunus, THULIMAIBI UMEHHU M OTYECTBa (IIOCIeHEE - IPU HATMYMH) U TOANNUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;



5) oCTaToOK perenTypHbIX OJIaHKOB.

26. Yyer peuentoB, OPOPMIICHHBIX B (OpME IJIEKTPOHHOIO JOKYMEHTA, OCYIIECTBISCTCS B
rocyJIapCcTBEHHON HMH(OPMAIMOHHON cucTeMe B cdepe 3IpaBOOXpaHeHUs CyObekTa Poccuiickoi
Oenepaiii  MOCPEJCTBOM BEACHHSI EIUHOTO pPEecTpa pementoB, o(opMIeHHBIX B (opme
3IEKTPOHHBIX JTOKYMEHTOB.

IV. XpaHenne penentypHbiX 0JIaHKOB (32 HCKJIIOYEHHEM
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII " CneunanbHbii
peuenTypHblii 0J1aHK'")

27. MeauuMHCKUE OpPTaHU3alMK IOJy4aroT HEOOXOJMMbIE pelenTypHble ONaHKH, 0(OpMIICHHBIE
TUnorpa)cKuM crocoOoM, uepe3 TeppUTOpHATIbHBIE OpraHbl YIPaBICHHUs 31pPaBOOXPAaHEHUEM WIIH
OpraHu3alliy, YIOJHOMOYEHHBIE Ha JTO OpraHaMH HCIOJHUTEIBHONH BIACTH CYOBEKTOB
Poccuiickoit denepaiumu.

28. PeuenrtypHbie OJIaHKH, TOJJIEKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAUIIMHCKOW OpraHu3allid, B 3alHpaeMoM MeTauinueckoM Ikady (ceide) miu
METaJUTMYECKOM SIIIIUKE.

29. nauBuayanbHbIN NPEANPUHUMATENb, UMEIONIUN JIMIICH3UI0 HA MEIUIIMHCKYIO JeATeIbHOCTD,
XPaHUT pelenTypHble OJaHKU, MOANEKAIUE YUeTy, B 3alIUPaeMOM MeTalTn4ueckoM mikady (ceide)
WJIM METAJUTUYECKOM SIITUKE.

30. IIpoBepka cOCTOSHHS XpaHEHHs, y4deTa, (PaKTUYECKOro HAJIWYUS W pacxofa pPeLeNnTypHBIX
0JIaHKOB, TOJUICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHUEW, CO3JaHHOU B
MEAUIIMHCKOW OpraHHU3aIliH.

31. Peuentypuble Osanku, odopmisieMble Ha OyMaKHOM HOCHUTENE M TOJIEKAIIUE YueTy,
BBIIAIOTCS  MEAMIMHCKUM  paOOTHUKaM, HMEIOIUM MpaBo OGOpMIIEHUS pELenToB, IO
pacropsHKEHUIO TNIABHOTO Bpayda MIIM €r0 3aMECTUTENS.

HOJ’Iy‘leHHLIG PELCIITYPHBIC OlaHKH Ha 6YMa)KHI>IX HOCUTCIIAX XPAHATCA MCEAULIUHCKUMU
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘II/IB3IOH_II/IX HUX COXPAaHHOCTh.

32. IlporpaMMHO-TEXHUYECKHUE CPENICTBA TOCYIAapPCTBEHHBIX WMH(POPMALMOHHBIX CHCTEM B cdepe
3IpaBOOXPAaHEHUS, MEIUIMHCKUX HWHQOPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX OpraHu3alui
o0ecreunBaOT XpaHEHHWE JJIEKTPOHHBIX pPeLenToB, O(OPMIEHHBIX B (QOpMe SIEKTPOHHBIX
JIOKyMEHTOB B TEUYEHHE CPOKOB, YCTAHOBIICHHBIX Il XpaHEHUS pELEenTOB, O(POPMIIEHHBIX Ha
COOTBETCTBYIOLIMX (hopMax peLenTypHbIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> Hoanyukt 5.2.169 Ionoxenus o MunucrepctBe (CoOpaHue 3akoHonatenscTBa Poccuiickoit
@enepannn, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunoscenue N 4
K npukasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu
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om 24 nosaops 2021 2. N 1094n

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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickom demepaumm MemMumHCKaAS OOKYyMEHTAalMd
dopma N 107/y-HII,
YTBEPXIEeHHasa INPUKa30M
MuHMCTEpPpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepaumu

or 24.11.2021 N 1094H

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

damMmnmsa, uMsa, OTUECTBO ([IOCJedHee -— MPM HaJIUuuuM)

nauveHTa

BospactT

Cepusa M HOMEp [NoJMca 0083aTeJIbHOTO MEeOMUIMHCKOT'O CTPpaxoBaHMS
HomMep MeIMLMHCKOM KAapTH

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

Jledyamero Bpada (benpmmepa, akylLepKu)

[loanmch UM JIMUYHAasA IIedaThb Bpada
(moonmuce desbaumepa, akKyllepKu)




dammiius, wMsa, OTUECTBO (IocjiengHee -— TIIPM  HaJlMuMM) U TIIOJANMUCH
YIIOJIHOMOUYEHHOTO JiMlla MEeOMUIIMHCKOM OpIlaHu3aluu

M.II.
OTMeTKa aNTEeuHOM OopTraHM3auuM OO OTIyCKe
dammnmsa, wmMsS, OTYECTBO (IocjenmHee — [OPpM  HaIMuMM) M HOANMCH
paboTHMKA aNTEYHOM OpTaHM3aLuUu

M.II.

Cpok meMcTBUA pelenta 15 nHel

Ipunooscenue N 5
K npuxasy Munucmepcmea 30pagooxpaHenuist

Poccuiickxoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJIOK U3TI'OTOBJIEHUSA, PACITPEJAEJEHUA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELHEIITOB,
COAEPKALHINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

I. [TopsiioK U3roTOBJIEHNSI, paclpeieSieHUs] CIIeNNATbHBIX
peuentypHbix 01aHkoB 1o ¢popme N 107/y-HII

1. Opranuzanuio U3roTOBJICHUS M paclpeieleHus perenTypHbix O6naHkoB no ¢opme N 107/y-HII
"CrienuanbpHbIi pelenTypHbli OnaHK" (fanee - crnenualbHbIi pelenTypHblid OJaHK) OCYIIECTBISET
MunuctepcTBO 3apaBooxpanHeHus: Poccutickoit @enepanuu (nanee - MUHUCTEPCTBO).

2. CnenuanbHble pelenTypHble OJaHKU SBISIOTCS 3allUIICHHON MOJUIpaHUuecKod MpoayKIHeH
ypoBHs "B", u3roraBnuBaemoit Ha 6ymare po3oBoro 1seta pasmepoM 10 cMm x 15 cM, TOIKHBI UMETh
CEpUI0 U HOMEp, a TaKkKe COOTBETCTBOBaTh TPEOOBAaHMAM, yKa3aHHBIM B IpHKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit @enepamun ot 29 cenrsaops 2020 r. N 2171 "OO6 yTBepkaeHUU
Texandyecknx TpeOOBaHMIA M YCIOBUM M3TOTOBIICHUS 3AITUIIICHHONW OT MOJACIIOK TOJUTPAPUISCKOM
nponaykuuu" (3apeructpupoBan MuHHUCTepcTBOM roctuiimu Poccuiickoit ®@eneparuu 16 HOsOps
2020 r., peructpanuonssiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W PAclpeleNieHHs CIeIHaIbHBIX PELEeNnTypHBIX OJaHKOB
MEJIUIIMHCKUE OpraHU3alliK, UMEIOIINE TPAaBO OCYIIECTBIIATh BbIJayy PELENTOB HA HAPKOTUUECKHE
CpEeACTBA WK NCUXOTponHbIe BemecTsa cuucka Il Ilepeuns u 3aperucrpupoBannsie B Poccuiickoit
®denepani B KayecTBE JIEKAPCTBEHHBIX NPEMapaToB ISl MEAMIIMHCKOTO TMPUMEHEHHUs (naiee
COOTBETCTBEHHO - MEIUIIMHCKAsl OpraHu3allvs, HAPKOTUYECKUI (IICUXOTPOIMHBIN) JIeKapCTBEHHBIH
mpenapar), COCTaBJISIFOT 3asiBKH Ha PEIENTYypHbIE OJIaHKH.
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4. B cpok m0 1 OKTaOps TeKymiero roja 3asBKA MEIUIMHCKUX OpraHU3alliii Ha CHelHalbHBIC
perentypHbie OJaHKU MPEICTaBISAIOTCS:

1) MEOUIIMHCKMMHU OpTaHHW3alldsIMH, HaxXOIAIIMMHUCSI B BeICHUH (QeaepaabHbIX OpraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (hefiepaibHble OPTaHbl HCIIOTHUTEILHON BIACTH,

2) MEOUIMHCKUMHU OpraHM3alMsIMH, HaxOoIAIIMMHCS B BelAeHHMH CcyObekToB Poccuiickoii
Qenepauny, MEIULUMHCKMMHU  OpPraHU3alMsMM  MYHULMOAJIBHOM M YAaCTHOM  CHUCTEM
3/[paBOOXpPAHEHHUS] - B OpraHbl HCIOJHUTENBbHON BiacTu cyOobekToB Poccuiickoit denepauuu B
cdepe OXpaHbI 3I0pPOBbS TPaKIaH, HA TEPPUTOPUU KOTOPBIX OHHU PACIIONIOKEHBI (Hajiee - OpraHsbl
HCITOJTHUTENIbHON BlIacTH cyOBhekToB Poccuiickoit deneparun).

5. B 3asaBke MC,Z[I/II_II/IHCKOI‘/'I opraHu3alli Ha CICHOUAJIbHBIC PCUCITYPHBIC OnaHKH YKa3bIBarOTCA
CIICAYIOIUC CBCACHUA:

1) cBeneHHS O METUIIMHCKOM OpraHu3alyy, IOJABIICH 3asiBKY Ha CICI[HAIBHBIC pElEHTypPHBIC
Oy1aHku (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHU);

2) KOJMYECTBO CIELUUAIbHBIX PELENTYpHBIX OJaHKOB, M3PACXOJ0BAaHHBIX MEIUIMHCKOU
opraHusaunueil Ha | sHBaps IpeIIeCTBYIOLIETO IOAa;

3) KOJIMYECTBO CHEIHMAIBHBIX PEUENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHu3aluu
Ha CIEAYIOLINN rO.

3asBka MGHHHHHCKOﬁ OopraHu3alliid Ha CIHCHUAJIbHBIC PCELCIITYPHBIC OJaHKH IIOAIMCBIBACTCA
PYKOBOIHUTCIICM MG[[I/IIII/IHCKOfI Oopranusalnuu, KOTOpBIﬁ HECCT NCPCOHAJIBHYIO OTBETCTBCHHOCTH 3a
000CHOBAHHOCTD U AOCTOBCPHOCTb YKAa3aHHBIX CBeHeHHﬁ.

6. denepanbHble OPTaHbl UCTIOTHUTEIBHONW BJIACTH, B BEJICHUM KOTOPBIX HAXOIATCS MEAUIIMHCKHE
opranuzaiuu (nauee - ¢peaepanbHble OPraHbl HCIIOJHUTEIBHOM BIACTH), U OPTaHbl UCIIOTHUTEIbHOM
Biactu cyobekToB Poccuiickoii denepanum Ha OCHOBAaHUM 3asBOK MEIMIIMHCKUX OpraHU3aIMi Ha
CHeIMallbHbIe pelenTypHble OJaHKU (OPMHUPYIOT CBOJHBIC 3asiBKM Ha CHEIHAlbHBIE PElENTYPHbIE
0JIaHKHW U B CPOK 710 | iekabpst TeKyIIEero rojia mpeACcTaBIsIIOT UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3as4BKC Ha CIICIUAJIBHBIC PCUCIITYPHBIC OnaHKH YKa3bIBaKOTCA CIACAYIONIUC CBCACHUA:

1) cBegenust o ¢eaepaibHOM OpraHe HCIOJTHHUTEIHHOW BIACTH (OpraHe HCIOJHUTEIBHON BIacTU
cyorekta Poccuiickoit ®denepanuu), NpeaCTABUBIIEM CBOJHYIO 3asBKy Ha CIEIUAJIbHBIE
penienTypHble OJaHKH (MTOJTHOE HAMMEHOBAHUE, aJ[pec MecTa HaXOKICHUS);

2) KOJMYECTBO CHEIHAIBHBIX PELENTypHBIX OJaHKOB, paclpeAeleHHBIX (enepalbHbIM OpraHOM
WCITOJTHUTENIbHON BJIACTH (OpraHOM MCTIOTHUTENBHOM BiacTu cyobekTa Poccutickoit deneparimn) Ha
1 stHBaps MpeIIECTBYIOLIErO rojla MeXAy MEIUIIMHCKUMU OpraHnu3alusiMu;

3) KOJNMYECTBO CIHEUUAIbHBIX pEUENTYpPHbIX OJaHKOB, HEOOXOAMMBIX (erepaTbHOMY OpraHy
UCTIOJIHUTENILHOW BJAacTH (OpraHy MCHOJIHMUTENBHOM BiacTu cyowekra Poccuiickoit denepanyn) Ha
CJEYIOIINN 0T JUIsl pacIIpeeNIeHUs] MEXTY MEAUINHCKUMHU OpraHU3alHsIMHU;

4) cBeneHuss O TOJBEAOMCTBEHHOW OpraHu3allud, YINOJHOMOYEHHON (eaepaabHbIM OpraHoOM
UCTIOJIHUTENILHOW BJAacTH (OpraHOM MCIOJHMUTENbHOM BiacTu cyobekta Poccuiickoit deneparium)
OCYIIECTBIISATH MOJIyY€HHE CIIEUANBbHBIX PEUENTypHBIX 0JIaHKOB OT MUHUCTEPCTBA, UX XpaHEHHE U
BbIJJa4y MEIUIMHCKMM OpraHu3alusM (IIOJIHO€ HaMMEHOBAaHME, aJpec MeCTa HaXOXKJICHHS,
WHH/KTIIT, OKTMO opranuszanuu, pakTHYeCKHd apec TOCTaBKH).

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



MUHUCTEPCTBO €XKETOHO B CPOK 10 15 stHBaps ciexyromiero roga GopMUPYeT U yTBEPKIaeT IJIaH
pacrpeiefieHusi CIEHUANbHBIX PEUENTypHBIX OJIAHKOB, B KOTOPOM OTpa)kaeTcsi ToA0Bas
notpebHocTh Poccuiickoit denepanyyi B CHENHMATBHBIX PEIENTYPHBIX OJlaHKax (najiee - TUIaH
pacnpezneneHuss MUHUCTEPCTBA).

9. B nmnane pacrpenesneHuss MUHUCTEPCTBA yKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMEDP 3AINCH;

2) HamMeHOBaHWE (eJIepPATBHOTO OpraHa WCIOJIHUTEIBLHOW BIAcTH (OpraHa WCIOIHUTEIbHOM
BJacTu cyobekra Poccuiickori deneparun), MpeACTaBUBIIETO CBOJHYIO 3asBKY Ha CICIHAIbHbIC
perentypHbie OJIaHKH;

3) HE0OX0MMOE KOJIMYECTBO CIEIUANIBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnieHue criequajibHbIX PELENTYpHBIX OJaHKOB (eiepaabHbIM OpraHaM HCIIOJIHUTEIbHON
BJIACTH, OpraHaM HCIOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit denepaiyivi OCyIIeCTBISIETCS
MHUHHCTEPCTBOM B KOJIMYECTBE, IPETyCMOTPEHHOM IIJIAHOM paclpeienenns MUHuCTepeTBa.

11. MuHHCTEpCTBOM JOMOJHUTEIBLHO K KOJMYECTBY CHEIHUATbHBIX PEHENTYPHBIX OJIaHKOB,
MPEelyCMOTPEHHOMY IUIAHOM pachpenenenus MunHucrepcTBa, (HopMHUpYyeTCs pe3epBHBIN 3amac
CIIENMATIFHBIX PELENTYPHBIX OJAHKOB B KoJiMyecTBe, He mpeBbimaromeM 150 000 crnennanbHBIX
pELenTypHBIX OJIaHKOB.

12. B ciyuae yBenn4eHHs NOTPEOHOCTH B CIELUANBHBIX pELENTypHBIX OJlaHKaxX (enepaabHble
OpraHbl HWCIOJHHUTEIBHOW BIAcTH (OpraHbl HCIOJHHUTEIBHOH BIIACTH CyOBEKTOB Poccuiickoi
®denepanuu) HanpapiIsAlOT B MHUHHCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHMUTEIBHOE KOJIMYECTBO
CHEIHATBHBIX PEIENTYPHBIX OJAHKOB (C 000CHOBAHHEM YBEITHYEHUS MOTPEOHOCTH B CHEIHUATBHBIX
peLenTypHbIX OJaHKax), KOTOpble MPEAOCTABISAIOTCS MHHHUCTEPCTBOM M3 PE3EPBHOrO 3amaca
CIEIHaJIbHBIX PELENTYPHbIX OJIaHKOB.

13. denepanbHble OpraHbl UCTIOTHUTENHLHON BIACTH (OpraHbl UCHIONHUTENBHON BIacTU CyOBEKTOB
Poccuiickoit deneparuu) pacpeaessoT MOJyUYeHHbIE CIeIUalbHbIe PEIENTypHbIE OJaHKH MEXITY
MEAWIIMHCKUMH OpTaHW3allMsIMH Ha OCHOBAaHMU IUIAHOB pachpeaeneHus, cHOpMHUPOBAHHBIX B
COOTBETCTBUH C 3asiBKaMH MECIUITMHCKHUX opraHmauHﬁ Ha CIICOUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. Iopsinok perucTpanum, y4yeTa U XpaHeHU CeNUATIbLHBIX
peuentypHbix 01aHkoB 1o ¢popme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalibHble OpraHbl HCIOJHUTENIBHOM BIACTH U OpraHbl
UCTIOJIHUTENIbHON BiacTu cyOBbekToB Poccuiickoit denepanyy opraHu3yoT XpaHeHHEe CHelHalbHbIX
pelenTypHbIX OJIAHKOB B IOJIBEJOMCTBEHHBIX OPTraHU3AlMSIX, YIOJIHOMOYEHHBIX OCYIIECTBIISThH
NOJyYeHUE CIEIHaIbHBIX PELENTYPHbIX OJaHKOB OT MHHHMCTEpCTBA, UX XpaHEHUE U BbLIAUY
MEAMIMHCKUM OpraHu3alusaM (Jajee - yIoJIHOMOYEHHas: OpraHu3alius).

15. B ymonHOMOUYEHHOW OpraHM3aIii U MEIUIIMHCKOW OpraHU3aliH, MOTYYHBIICH CIeHaIbHbIC
perenTypHble OJJaHKHA, OPTAaHW3YeTCs PETUCTPAIMS, YIeT U XPAaHCHUE CIEIUAIBHBIX PEICHTYPHBIX
OJIAHKOB.

Perucrpanusi, yd4er M XpaHEHHE pE3epBHOIO 3amaca CHENHMaJIbHBIX PELENTYPHBIX OJaHKOB
MunncTepcTBa OCYIIECTBISETCS (eAepaIbHBIM TOCYJApPCTBEHHBIM OIOJKETHBIM yUPEKICHUEM,
HaXoJAUIMMCS B BeAGHMHM MuUHHUCTEpCTBa (Jlaee COOTBETCTBEHHO - PE3epBHBIA  3arac,



MOJABEAOMCTBEHHOE YUPEKIACHHE).

16. Pa0oTHMK, Ha3HAYEHHBIH NPUKA30M PYKOBOAMUTEIS  YIOJHOMOYEHHOM OpraHu3aluu
(YIOJTHOMOYEHHOM  OpraHu3alMy, MOJBEAOMCTBEHHOIO  YUPEXKIEHHsA) OTBETCTBEHHBIM  3a
PETUCTpAIMIO, XPaHEHHE U YUYeT CIECHUANbHBIX PELENTYPHBIX OJIAHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHUM JIOBEPEHHOCTH, O(OPMIIEHHOW B MOpPAIKE, YCTAaHOBJICHHOM
3aKoHOAaTenbCcTBOM Pocculickoit @enepanuu (¢ MOANMCHIO PYKOBOJAUTENS YIOJIHOMOYEHHOU
opranu3anuu (ynoJHOMOYEHHOH OpraHM3allid, [OJBEIOMCTBEHHOIO YUYpPEXAEHUs), TIJaBHOIO
Oyxranrtepa, 3aBEpPEHHBIX KPYIJIOW MEYaThi0), MOJIyYaeT CIEHHUalbHbIE PELeNnTypHbIC OJaHKH H
OCYILECTBIISICT BEJICHHE XKYpHaja PErucTpald M ydeTa CIEeLUalbHBIX peLEeNTypHbIX OJaHKOB, K
KoTOpoMy mnpuoOuiaer ¢oro- U (WIM) BHIECOMATepUalbl, MOATBEpXkAatonIe (HakT opopmICHHUS
pelenTypHbIX O0JaHKOB Ha oMY (TTPY HAJIMYHWH).

17. XypHan perucrpauMd W YydeTa CHEHHAIbHBIX pPEHENTYpHBIX OJAaHKOB JIOJKEH OBITh
IIPOHYMEPOBaH, MPOLIHYPOBaH, UMETh Ha MOCIIEIHEW CTPAHULE 3AMKCh, COAEPKALIYI0 KOJIUYECTBO
CTpaHHUL, IMOJIHOE HAMMEHOBAaHUE YIOJIHOMOYEHHOH oOpraHu3anuu (MEIULIUHCKON OpraHu3aluu,
MOJIBEJOMCTBEHHOTO YUPEXKJICHHUSA), a TaKKe CKpPEIJIEH MOJMUCHI0 PYKOBOJIUTENS M IMEYaThio
YIIOJTHOMOYEHHOM Opranu3anuu (MeIMIUHCKON OpraHu3alni, MoBEOMCTBEHHOIO YUpPEXKICHNU).

Kypnan peructpauuu M y4yeTa CHEHHUAJbHBIX PELENTYpPHBIX OJAaHKOB pPE3EPBHOIO 3amaca
MuHHCTEpCTBa CKPEIUIIETCS TAKXKe MOANUCHI0 AUPEKTOPA (B Ciydae ero OTCYTCTBUS - 3aMECTUTEIIS
aupekTopa) JlemapraMeHTa peryiupoBaHusl OOpallleHUs JIEKAPCTBEHHBIX CPEICTB M MEAUIIMHCKUX
n3zenuii MuHucTepersa U nedatsto MUHUCTEPCTBA.

18. B kypHane perucrpandd M ydeTa CHEHUATBHBIX PELENTYPHBIX OJAHKOB YKa3bIBAIOTCA
CIEAYIOLIUE CBEACHUS:

1) MOpsIAKOBBIN HOMED 3aIKCH;

2) Npux0/1 CeUAIbHBIX PELENITYPHBIX OJIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPALlUU MPUXOJHOTO JOKYMEHTA;

0) o0111ee KOJIMYECTBO MOCTYMUBIINX CIIEIUATBHBIX PELENITYPHBIX OJIAHKOB,

B) cepHs U HOMEP CHEUUaIbHOTO PeeNnTypHOro OJaHKa;

I') KOJIMYECTBO CIEHAIbHBIX PELENTYPHBIX OJaHKOB MO KaXKIOW CEpUU;

1) haMuusi, UMsi, OTYECTBO (TIOCTIEIHEE - PY HAJTUYHH) U TTOANUCH OTBETCTBEHHOTO PaOOTHHUKA,
3) pacxoJ cienuanbHbIX PeleNnTypHbIX OJaHKOB:

a) JlaTa BbIJauy CIIEUAIBHBIX pEleNTypHBIX OJIaHKOB,;

0) cepun ¥ HOMEpa BBIJAHHBIX CHEIHATBHBIX PELENTYPHBIX OJAHKOB;

B) KOJMYCCTBO BBIJJAHHBIX CICHOUAJBHBIX PEHCITYPHBIX OJaHKOB C YKa3zaHueM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCITYPHBIX 6HaHKOB, BBIAAHHBIX OJIA O(I)OpMJ'ICHI/IH Ha 10MY;

r) ¢damuius, uMs, OTYECTBO (IOCIIeHEe - MpU HAJIWYMHM) U TOANKCH JIMIA, MOJYyYUBIIETO
CrelHaltbHbIe pelleNTypHbIe OJIaHKHU;

I[) KOJIMYCCTBO CIICHUAJIBHBIX PCUCITYPHBIX 6J'IaHI(OB, O(I)OpMJ'ICHHBIX Ha 10MYy,

e) ¢damuius, UM, OTYECTBO (IMOCJIEJHEE - MPH HAIMYUMU) U MOANUCH JUIA, OPOPMUBIIETO
CriellMaibHbIe PelleNTypHbIe OJIaHKU Ha JIOMY;



4) hbamunust, UM, OTYECTBO (TIOCJIEHEE - TPH HATWYHMH) U TTOANUCH OTBETCTBEHHOTO PAa0OTHUKA;
5) ocTaToK CrelMaIbHBIX PELENTYPHBIX OJaHKOB.

19. CnenmaibHbId pENENTYpHBIA OJIaHK SBJISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIEUHUATBHBIX PEUENTYpHbIX OJaHKOB B MEIUIMHCKOM OpraHu3aluyd JOJDKEH XPaHUThCS B
CHEIUAIbHBIX TMOMENIeHMsIX, ceidax WM B CIEUHMATbHO M3TOTOBJICHHBIX INKadax, OOHTHIX
OIIMHKOBAHHBIM KEJI€30M, C HaJICKHBIM BHYTPEHHHUM I HABECHBIM 3aMKOM.

[Tomemienusi, ceri(pl, mKadpl, B KOTOPHIX XPAHATCS CIELUANBHbBIC PEeNTypHbIC OJTaHKH, JOJKHBI
ObITh 3aKpbITHl HA 3aMKHM U IOCJIE€ OKOHYaHMsA PAaOOThl OMNEYaTaHbl €YATHIO YIOJHOMOYEHHOU
opranu3anuy (MeIUIUHCKON OpraHU3aliy) WIH OTIOMOUPOBAaHBEI.

20. B MeOMIMHCKUX OpraHH3alysX 3amac CHEeHUaIbHBIX PELENTYPHBIX OJaHKOB HE [OJDKEH
IPEBBIIIATH [OJJOBOI MOTPEOHOCTH.

21. Paspemiaercs BbAaBaThb MEIUMLUHCKOMY paOOTHUKY, MMEIOIIEMY MpaBO Ha3Hayarb
HapKOTHUYECKUE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE IIpenapaThl, €JMHOBPEMEHHO He OoJsiee ABalaTu
CIEIHAJIbHBIX PELIENITYPHBIX OJIAHKOB.

MenunuHcke paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HApKOTUYECKHE (IICUXOTPOIHBIE)
JIEKApCTBEHHBIC IIpENaparbl, HA OCHOBAaHWU IIPHKa3a PYKOBOAMTEN MEIULMHCKOW OpraHHu3aluu
HECYT JIMYHYKO OTBETCTBEHHOCTb 3@ COXPAaHHOCTb IIOJIYYEHHBIX CICLUAIbHBIX PELENTYPHBIX
OsiankoB. CrienianbHble peuenTypHble OJaHKH, MOIYyYEHHbIE MEIUIIMHCKUM Pa0OTHUKOM, XpaHSTCA
10J] 3aMKOM B cel(pax, MeTaJuIMYeCcKHX IKa(ax Uiu MEeTAJUIMYECKHUX SAIIUKaX.

22. B MeQuUMHCKOW OpraHu3allu CO3/a€TCsS MOCTOSIHHO JEHCTBYIOLIAs KOMHUCCHS, KOTOpas He
pexe 1 pa3a xBaprai (10 PEUICHUIO PYKOBOJUTENS MEIUIIMHCKON OpraHu3ali BO3MOXKHO 4Yallle)
OCYIIECTBIISIET MIPOBEPKY COCTOSHUS PETUCTPALIUU U YUeTa CIEelHAIbHBIX PEIENTYPHBIX OJIaHKOB, B
TOM YHUCJI€ TyTeM CBEPKH 3alHCeH >KypHaJIa PETUCTpAIlMU U Y4eTa CHEelUaTbHBIX PeleNTYPHBIX
051laHKOB, ¢ (AaKTUYECKUM HAITUYHEM CIEIUANbHBIX PEIENTYPHBIX OJaHKOB, a TaKXe MPOBEPKY
COCTOSIHHSI XpPaHEHHUS CTICIUATIBHBIX PELENTYPHBIX OJaHKOB.

ITo pe3yiibTarTaM IMPOBEPKHU B KYPHAJIC PECTUCTPALMU U YUCTA CIICHHUAIIBHBIX PEHCIITYPHBIX 0J1aHKOB
ACIACTCA 3alMCb O PE3yJibTaTaX MPOBCACHHA CBCPKHU JAHHBIX, 3aKPCIUICHHAsA MNOAMNMUCAMHU BCCX
YJICHOB KOMUCCHUH, UJTIN CO30AaCTCA CIIELMAJIbHBIN aKT IIPpOBEPKHU.

23. denepanbHble OpraHbl UCIIOJHUTEIBHON BIACTH M OpPraHbl UCIIOJHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit ®denepanuy OCYLIECTBISAIOT KOHTPOJIb 3a OpraHM3alMeld pPETUCTpaluu, ydera |
XpaHEHMs CHEeNMaJbHBIX PELENTYPHbIX OJAHKOB B  YINOJHOMOYEHHBIX OpraHu3aluix H
MCIUIMHCKUX OpraHru3alusiIx.

24. Bplgaua crnenuanbHBIX pEHENTYpPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MUHHCTEpCTBA
dbeneparbHBIM OpraHaM HMCIIOJHUTEIHHOM BJIACTH M OpraHaM HCIOJHUTEIHHON BJIACTH CyOBEKTOB
Poccuiickoit denepanuu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM TOJIBEIOMCTBEHHOTO
VUpEXKICHUST Ha OCHOBAaHMHM pEIICHUS 00 OTIYCKEe CIEeNHATBHBIX PEHENnTypHBIX OJIaHKOB,
O(pOPMIICHHOTO B BHJE MHCHhMa, IMOAMMCAHHOTO IUPEKTOPOM (B cllydyae €ro OTCYTCTBUA -
3aMecTHTeNIeM JupekTopa) JlemaprameHTa peryjaupoBaHus OOpalleHus JICKAPCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

ITpoBepka neATENBPHOCTH NOJBEJOMCTBEHHOIO YUPEXKACHUS MO PETUCTPALMU, YUETY M XPAHEHUIO
PE3epBHOTO 3amaca ocylecTBiseTcsa JlenapTaMeHTOM peryJnpoBaHus 0OpalleHus JIeKapCTBEHHBIX
CPEICTB U MEIMLUMHCKHUX H3lenuii MunucrepctBa 2 pa3a B rox He mosaHee 20 uyucna mecsia,
CJIEAYIOLIETO 32 UCTEKILIUM IOJIYTOIUEM.



Ipunooicenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEP/KALHINX HASBHAYEHUE HAPKOTUYECKHUX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

I. O¢popmiienne peenta Ha OyMaKHOM HOCHUTEJE

1. Ha penentypubix 6nankax ¢gopmsl N 107/y-HII B neBoM BepXHeM yriy MpOCTaBISETCS IITAMII
MEIUIIUHCKON OpraHu3aliy C yKa3aHHeM €€ MOJTHOr0 HauMEHOBaHUS, aapeca U TenedoHa ¢ JaToi
BBIMKCKY (J1aToi 0(OpMIICHHUS) PeLIenTa Ha JIEKApCTBEHHBIN Mpernapar.

Peuenrtypusie Omanku ¢opmer N 107/y-HIT wmsroraBnuBaroTCs HCKIIOYUTEIHHO THIOTPA(CKUM
CIocoooM.

2. Ha peuentypHbix OnaHkax, o¢GOpMISEMbIX HHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
MMEIOIIMMH JIMIICH3UI0 Ha MEAMIIMHCKYIO JIEATebHOCTh, B BEPXHEM JIEBOM YTy THIOTpadCKuM
CrocoOOM WM IyTeM IMPOCTaBICHHS IITaMmma JODKEeH OBbITh yKazaH aJpec WHIUBUAYATbHOTO
NpeANPUHUMATEII, HOMEP M JlaTa JHUIEH3UHM, HaUMEHOBAHHE OpraHa rocyJapCTBEHHOW BIACTH,
BBIJIABUIETO JIMIIEH3HUIO.

3. Peuentypusie 61anku Gopmel N 107/y-HII 3anonsstoTcs METUIIMHCKAM PaOOTHUKOM YE€pHUIAMHU
WJIU IIAPUKOBOM PYUYKOH.

4. lonmyckaeTcst opopMIIeHHE BCeX PEKBU3UTOB (3a MCKIOYeHHeM pekBusuta "lloamnuck nedaiiero
Bpaua (moamuch Qenpamniepa, akyumepku)") peuentypHsix OnankoB ¢opmel N 107/y-HIT c
MCII0JIb30BaHUEM TI€YATAIOUINX YCTPOUCTB.

5. B peuentypuom 6sanke ¢popmbl N 107/y-HII B cTpokax "®damumnus, umsi, oT4ecTBO (IIOCIETHEE -
npu HaauuuM) manueHta" u "Bospact" yka3plBalOTCA IMOJHOCTBIO (aMuiIMsi, MMS, OTYECTBO
(mocnenHee - Mpy HAJIMYKK) TAIIMEHTa, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe AaThl POXKICHUS MMaIlUeHTA.
6. B penentypnom 6manke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepus u HOMEp TOJIHCAa 0053aTETLHOTO MEAUITMHCKOTO CTPaxOBaHMs'" YKa3bIBACTCS
HOMeEp TOoJUca 00513aTENHHOTO MEIUIIMHCKOTO CTPAaXxOBaHUSI MallMeHTa (MIPH HAJTHYUN );

2) B crpoke "Homep MeaumMHCKOM KapThl" yKa3bIBae€TCs HOMEpP MEIMLMHCKON KapThbl MALMEHTA,
MOJIYYaAIOLIET0 MEIUIIMHCKYI0 TOMOUIb B aMOyJaTOPHBIX YCIOBUSIX, WJIM HCTOpUU OO0JIe3HH
NALUEHTA, BBIIMCHIBAEMOT0 U3 MEINLIMHCKON OpraHu3aluu;



3) B cTpoke "®damunus, UM, OTYECTBO (TIOCIEAHEE - TIPU HATMYUH) JIeaero Bpaya (¢enpamepa,
aKylepkn)" yKa3blBaeTCsl NOJHOCThIO (haMMIIus, UMsI, OTYECTBO (TOCIIEHEE - IPU HAJIMYUM) Bpaya
(pempamiepa, aKkymiepku), BBIMHCABIIETO PEIENT HAa  HAPKOTUYECKUH  (IMICUXOTPOITHBII)
JIeKapCTBEHHBIN Mpernapar.

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

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TIperapara (MeX/IyHapoJHOe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIAPOBOYHOE MM XMMUYECKOE HAMMEHOBAHUE, TOPrOBOES HAUMEHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM sI3bIKe, (hopMa BBIMYCKa, MO3UPOBKA, KOJIMYECTBO (YKA3bIBACTCSI MPOIKUCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHMs JEKapCTBEHHOIO Ipenapara Ha TroCyAapCTBEHHOM s3bike Poccuiickoii
®Penepanyy WIM Ha TOCyIapCTBEHHOM s3blke Poccuiickon denepanyv U rocyAapCTBEHHOM SI3bIKE
pecnyOJIuK M MHBIX S3bIKax Hapo 0B Poccuiickoit deaepanum <1>.

<1> Yacte 1 cratbu 15 3akona Poccuiickoit denepanun ot 25 oktsiops 1991 r. N 1807-1 "O
sa3pIkax HaponoB Poccuiickoit ®enepamun” (manee - 3akon N 1807-1). (Bemomoctu chesna
Hapoausix nenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmileHHH pelenTypHBIX OJIAHKOB 3alpeIacTcsi OrPAaHUYUBATHCS OOIIMMH yKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmiennn manueHTty peuentypHoro Oyanka ¢opmel N 107/y-HIT Ha HapkoTHYecKwmii
(TICUXOTPOTIHBII) JIEKAPCTBEHHBIA Mpenapar B paMKaxX OKa3aHUS MEIUIMHCKON MOMOIIM MpHU
oTpezieIeHHOM 3a00JIEBAaHUN TAaKOH pelenT 3aBepsieTcs:

1) moANMCHIO ¥ IMYHOM MedaThio Bpada 00 MOJNUCHIO (pebamepa (aKyIwepKh);

2) mevarbl0 METUIIMHCKOW OpraHu3aluu, JTU00 CTPYKTYpHOTO TMOAPA3/IeICHUs] METUITTHCKOM
opranuzaruu "Jlyig peunentoB", KoTopasi MPOCTABISAETCS JIUIIOM, YIIOJHOMOYEHHBIM PYKOBOJIUTEIEM
MEAMIIMHCKOW OpraHM3allMK C YKa3aHueM (haMuJINM, UMEHHU, OTUYeCTBa (MOCIeHEe - TPU HATHYUH)
Y TIPOCTABJICHUEM €T0 JINYHOU TOJIMUCH.

B cnyuasx HeoOxoauMocTu oQopMieHHs pelenta Ha HApKOTUYECKUH  (TICUXOTPOIIHBIN)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKax OKa3aHMs Ma/VIMaTUBHOW MEAMIIMHCKOW IMOMOIIU
JIOTIYCKaeTCsl IPEABAPUTENBHOE 3aBEPEHUE pelenTa LITAMIIOM MEIUIMHCKOM OpraHu3alud,
NeYaThl0 MEIMLMHCKON OpraHu3alMu JuOO CTPYKTYpPHOTO TOJpa3fefieHuss MeAUIIMHCKON
opranuszanuu "/{is penentos”, KOTopast IPOCTABISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIMHCKONW OpraHu3alliy, ¢ YKa3aHueM (aMWINHM, UMEHU, OTYeCTBa (IIOCIIeIHEE - IPU HATUYUN)
Y [IPOCTABJIEHUEM €T0 JIMUHOM noanucu. Ilpu aTom B xKypHase perucTpal U yueTa pelenTypHbIX
OmaHkoB B coorBercTBUU ¢ [lopsnkoM peructpauuu, y4dera M XpaHEHUS CIeHUaTbHBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUECKUE CPE/ICTBA MITU IICUXOTPOIHbIE BEIECTBA, YTBEPKACHHBIM
HACTOALIMM TPUKa30M, JeNaeTcsi OTMETKa O €ro Bblgade Juis odOpMIIEHUS Ha JIOMY, a TaKxKe
OTMETKA, yIOCTOBEPEHHAs MOANMCHIO Bpaya MO0 (emnbamepa (akymepku), opopMUBIIETO pelenT,
0 (QaxTte ero opopmiieHUs, KOTOPHIH MOXKET OBITH JOMOJHUTEIBHO MOATBEpKIeH (OTO- U (WIIN)
BUJEOMaTepHaIaMHu.

B crpoke "OtrmeTrka amnTeuHOW oOpraHuzaluu o0 OTIycKe" CTaBUTCS OTMETKa alTe4yHOM
opraHu3any o0 OTIYCKE HapKOTHYECKOTo (TICUXOTPOMHOI0) JEKapCTBEHHOTO Ipenapara (¢
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yKa3aHHEM HaMMEHOBAHMSA, KOJIUYECTBA OTIYIIEHHOTO HApKOTHYECKOrO (TICHXOTPOITHOTO)
JIEKapCTBEHHOTO IIpenapaTa M JaTbl €ro OTIycKa), KOTOpas 3aBepsieTcsl MOANMUCHI0 pabOTHHKA
anNTeYHON oOpraHu3aluM, OTIYCTUBILIErO0 HAPKOTUYECKUM (IICUXOTPOIIHBIN) JIEKapCTBEHHBIN
npenapar (¢ ykazaHuem ero (GpaMuiIuM, UMEHM, OTYeCTBa (IOCIEJHEE - MPU HAIUYUHU), a TaKxKe
KPYTJION MEeYaThlo anTeYHON OpraHu3aluy, B OTTUCKE KOTOPOH MOJKHO OBITh MIECHTU(UIIMPOBAHO
II0JIHOC HANMEHOBAHME allTEYHON OPraHU3ALNH.

10. Ha ogaom penientypuom Omanke dopmel N 107/y-HII paspermaercs ocymmecTBiIsITh Ha3HAYCHUE
TOJIbKO OJIHOT'O HAMMEHOBAHHUSI JIEKAPCTBEHHOTO Mperapara.

11. UcnpaBienus B perienTe He T0MyCKatTCs.

II. Odopmiienue peuenrta B (popMe 3JIEKTPOHHOIO JOKYMEHTA

12. Peuent B hopme IIEKTPOHHOTO JOKYMEHTA, TOJIMUCAHHOTO YCHUJICHHOW KBaTH(HUIIUPOBAHHON
AIEKTPOHHOU MOAMUCHI0, POPMUPYETCS MEAUIIMHCKUM PpaOOTHUKOM, CBEICHHS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMLMHCKMX PAOOTHHUKOB <2>, a TakKe NPU YCIOBUM PETUCTPALUU
MEAMIIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs penent, B (QeaepalbHOM peecTpe
MEAMIIMHCKUX OpTaHu3ail <3> eIMHOW TOCYJapCTBEHHOW MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3[PABOOXPAHEHUS] W TOJKIIOYCHHS TaKOW MEIUIIMHCKOM OpraHu3aludud K TOCYyAapCTBEHHOM
nH(}OpPMaLIMOHHOHN cucTeMe B cdepe 31paBooxpaHeHus cyobekta Poccuiickoit denepaunn <4>.

<2> Yactb 4 cratbu 91.1 ®epepanbuHoro 3akona N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crateu 91.1 ®degepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATEILCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

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

13. Ilo TpeOoBaHMIO NHAalMEHTAa WM €ro 3aKOHHOI'O MpPEICTaBUTENsST O(QOPMIISETCS 3K3EMILISP
peuenta B (GopMe 3JIEKTPOHHOI'O JOKYMEHTa Ha OyMakHOM HocuTene ¢ oTMeTkoi "JlyOmukar
AJIIEKTPOHHOTO JOKyMeHTaA".
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