3apeructpupoBano B Munrocte Poccun 30 nHosiopst 2021 r. N 66124

MHUHUCTEPCTBO 3JPABOOXPAHEHUA
POCCUUCKOU OEJEPAIIUN

ITPUKA3
ot 24 Hosi0ps 2021 r. N 1094

Ob YTBEPXKXJIAEHUU ITOPA/IKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINTYPHbBIX BJIAHKOB HA JIEKAPCTBEHHDBIE
IHPEIMMAPATDI, NOPAAKA O®OPMJIEHUA YKAZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJIAHKOB PEHEIITOB, COAEPKAIIIUX HASHAYEHUE
HAPKOTHYECKHUX CPEJCTB UJIA IICUXOTPOITHBIX
BEHIECTB, HOPAAKA UX U3T'OTOBJIEHUNA,
PACHHPEAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHHA, A TAKXE ITPABUJ O®POPMJIEHUA
BJIAHKOB PEILEIITOB, B TOM YUCJIE B ®POPME
QJEKTPOHHBIX JOKYMEHTOB

B cooTtBercTBHM ¢ myHKTOM 16 yactu 2 crathu 14 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO ocHOBax OXpaHbl 370poBbi TpaxaaH B Poccuiickoit ®enepamuun" (CobOpanue
3akoHogarenscTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHkTomM
2 crarbu 26 @enepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX CPEACTBAX U
ncuxoTponHbiX BemectBax'" (CoOpanue 3akoHoarenbcTBa Poccuiickoit deneparuu, 1998, N 2, cT.
219; 2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nynxta 5 Ilonoxxenus o
MunuctepctBe 31apaBooxpaHeHusi Poccwuiickoit ®Depepaluiy, YTBEP>KICHHOTO IOCTaHOBIECHHEM
[IpaButenbctBa Poccuiickoit @eneparuu ot 19 uronst 2012 r. N 608 (Cobpanue 3akoHOAATEIHCTBA
Poccuiickoit deneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBepautsb:
[Topsiiok Ha3HAYEHUSI JIEKAPCTBEHHBIX MPenapaToB coriacHo mpuinoxkenuto N 1;
(hopMBI perenTypHbBIX OJIAaHKOB HA JIEKaPCTBEHHBIE MpenapaThbl COriacHo npunoxxenuto N 2;

HOpﬂ,Z[OK O(I)OpMJICHI/IH PeOCUTYPHBIX OJIaHKOB Ha JICKApCTBCHHBIC MpCIaparbl, HUX Y4YC€Ta U
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XpaHeHus coryiacHo npuiokenuto N 3;

(hopMBI OJIAaHKOB PEIENTOB, COJACPKAIINX HA3HAYCHHE HAPKOTUYECKUX CPEJICTB MM MCUXOTPOITHBIX
BEILIECTB, coryIacHO npuioxkeHuto N 4,

HOpSI[[OK HU3TOTOBJICHUS, PACIPCACIICHUA, PCTUCTPALIUA, YUCTA U XPAHCHUS PCUCITOB, COACPKAUX
Ha3HA4YCHUEC HAPKOTHYCCKUX CPCACTB UJIHU IICUXOTPOIHBIX BEHICCTB COTJTIACHO MPHUIIOKCHUIO N 5,

[IpaBuwia oQopMIICHHS PEIENTOB, COJACPKAMUX HA3HAYCHHE HAPKOTHUYECKUX CPEJICTB WM

IICUXOTPOMHBIX BCIICCTB, B TOM YHCJIC B (bopMe QJICKTPOHHBIX JOKYMCHTOB COTJIACHO IMPUJIOKCHUTIO
N 6.

2. Ilpu3HaTh yTpaTUBIINMHU CUITY:

npuka3 Munucrepcersa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O6
yTBEep)KJIeHHH (POPMBI OJTaHKOB PEIETTOB, COJEPKAIMUX HAa3HAYEHHE HAPKOTUYECKUX CPEJICTB WU
TICUXOTPOITHBIX BEIIECTB, MOPSAKA WX HM3TOTOBIICHUS, PACIPENCICHUS, PETUCTPAIlNH, y4deTa |
XpaHeHHUs, a Takke MnpaBuil odopmieHUs" (3aperucTpupoBaH MUHHCTEPCTBOM  FOCTHUILIMU
Poccuiickoit ®enepanuu 15 aBrycra 2012 r., peructpaunonssiii N 25190);

npuka3 Munucrepcrsa 3npaBooxpanenus Poccuiickoit ®@enepanuum ot 30 nrons 2015 r. N 3851 "O
BHECEHUM W3MEHEHHMH B IpHKa3 MuHHUCTEpCTBa 31paBooxpaHeHus Poccuiickonn ®@enepanuu ot |
asrycta 2012 r. N 54u "OG yrBepkaeHuu (Hopmbl OJAaHKOB PELENTOB, COAEPKAIIUX Ha3HAUYECHHE
HAapKOTHUYECKUX CPEJCTB MJIM IICUXOTPOMHBIX BEIIECTB, MOPSIKA UX U3TOTOBJIEHUS, paclpeieeH s,
perucTpanuy, ydera W XpaHEHHUs, a Takke mpaBui odopmieHHus" (3aperucTpupoBaH
MunuctepctBoMm toctuiiuu Poccuiickoit @enepanuu 27 Hosiops 2015 r., peructpanuonssiii N
39868);

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHHHM HM3MEHEHUH B Npuka3 MUHHUCTEpPCTBA 3ApaBooxpaHeHusi Poccuiickoit @enepanun ot 20
nexadps 2012 r. N 11751 "O06 yTBepkAeHUH TIOPSIKa HA3HAYCHUS 1 BBHITTMCHIBAHUS JIEKAPCTBEHHBIX
MpernapaToB, a Takke (QOpM peLEenTypHbIX OJAaHKOB Ha JIEKAPCTBEHHbBIE Mpenaparthbl, MOpsIKa
opopMIIeHHsST YKa3aHHBIX OJaHKOB, WMX ydera W XpaHeHus" u npuioxenue N 2 K mnpuxazy
MunucrtepctBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54 "OO6
yTBEpKAeHUH (OpMBbI OJAaHKOB PELIENITOB, COACPKAIIUX HAa3HAYCHHE HAPKOTHUECKUX CPEICTB WM
MICUXOTPOIHBIX BEIIECTB, MOPSAKA HMX HW3TOTOBJICHHUS, PACIpPEICIICHUS, PErUCTPallUd, y4deTra H
XpaHeHUs, a Takke MnpaBuil odopmieHus" (3aperucTpupoBaH MUHHUCTEPCTBOM  FOCTHUILIMU
Poccuiickoit @eneparuu 18 utosst 2016 r., peructparronssiii N 42887);

IOYHKT 4 U3MEHEHU, KOTOPbIE BHOCITCS B HEKOTOPbIE MpHKa3bl MUHHCTEPCTBA 3PaBOOXPAHECHUS U
conuansHOro pa3Butusi Poccuiickoit @enepanuu 1 MuH#cTepcTBa 3/paBooxpaHenust Poccuiickoit
@Oenepanyu 1o BompocaM oOpalleHusl JIEKapCTBEHHBIX MPENapaToB, COACpPKAIIUX HAPKOTUYECKUE
CpEeICTBa, MCUXOTPOIHBIE BEIIECTBA U UX MPEKYPCOPHI, M JIEKAPCTBEHHBIX CPEACTB, MOJUICKAIINX
MIPEeIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPKACHHBIX NMPUKa30M MUHHUCTEPCTBA 3/IPABOOXPAHECHHUS
Poccuiickoit ®@enepanmu ot 31 oxtsabps 2017 r. N 882H (3aperucrpupoBaH MHHHCTEPCTBOM
foctuituu Poccuiickoit @eneparuu 9 stuBapst 2018 r., peructpannonnsii N 49561);

npuka3 MuHucTepcTBa 37paBooxpanenus Poccuiickoit @enepanuu ot 11 gexabps 2019 r. N 10211
"O BHeceHnu uzMeHeHud B mpuioxkeHus N 2 u 4 x nmpukasy MHHHCTEpCTBa 3ApaBOOXPAHEHUS
Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6 yrBepxaeHHH (OpMbI OTaHKOB PELIENTOB,
COJIep/KalluX Ha3HAYECHHE HAPKOTHUYECKUX CPEACTB MM IICUXOTPOIHBIX BEIECTB, MOPSAKA HMX
W3TOTOBJIICHUS, pAacHpeaeeHNs, PETUCTPAlliK, YueTa U XpaHEHHs, a Takke MpaBuwil odopmiieHus"
(3apeructpupoBan MunuctepctBoM toctuuun Poccuiickoit ®enepaunun 28 suBaps 2020 r.,
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peructparmonubiii N 57293);

npuka3 MuHmcTepcTBa 31paBooxpanenust Poccuiickoit @enepannn ot 8 okradps 2020 r. N 1076n
"O BHeceHnu u3MeHeHui B [lopsaok perucTpanuu, ydyera 1 XpaHeHUs CHeIHaIbHBIX PEIEeNTyPHBIX
OJTaHKOB HAa HAPKOTUYECKHE CPEICTBA WMJIM TNCHXOTPOIHBIC BEIIECTBA, YTBEPKICHHBIH MPHUKA30M
MunucrepctBa 3apaBooxpaneHus Poccuiickoit ®enepanmu ot 1 aBrycra 2012 r. N 540"
(3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit ®enepanuu 13 wosiops 2020 r.,
perucrpanmonsbiii N 60898);

npuka3 MunucrtepcTBa 3apaBooxpanenust Poccuiickoit denepanmu ot 14 suBaps 2019 r. N 41 "O6
YTBEP)KJICHUH TOPSAKA Ha3HAYECHUS JIEKAPCTBEHHBIX IMPEraparoB, (GopM pelenTypHbIX OJIaHKOB Ha
JICKapCTBEHHBIE TIpernaparhl, mopsaaka oGpopMieHHs YKa3aHHBIX OJAHKOB, MX ydeTa M XpaHeHHs"
(3apeructpupoBan MunucrepctBoM toctunm Poccuiickoit ®denepanuu 26 mapra 2019 r.,
perucrpaimonssiit N 54173);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMU M3MEHEHUH B mpuka3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickoit @enepauuu ot
14 suBaps 2019 r. N 4u "OO yTBepKIeHHM NOpsSAKa Ha3HAYEHMs JIEKapCTBEHHBIX IpernapaTos,
¢dbopM penenTypHbIX OJAHKOB Ha JIEKapCTBEHHBIE IMpemnapaThl, MOpsiaka O(GOopMIIEHUS YKa3aHHBIX
ONaHKOB, MX YydeTa M XpaHeHus" (3apeructpupoBaH MuHuUCTEpCTBOM rocTHIMU Poccuiickoit
denepanuu 28 supapst 2020 r., peructpannonssii N 57292);

npuka3 MunucTtepcTBa 3apaBooxpanenus Poccuiickoit @enepannu ot 8 okTs6ps 2020 r. N 10750
"O BHECEHMH W3MEHEHUN B MOPSJAOK HA3HAYEHMS JIEKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIN
npukazoM MuHucrepcTBa 3apaBooxpaneHust Poccuiickoit ®enepanuu ot 14 susaps 2019 r. N 4n"
(3apeructpupoBan MwuHucTEpCTBOM IOCTHIIMU Poccuiickoit ®deneparun 22 npexabps 2020 r.,
peructparuonubiii N 61695);

nyHKT 3.8 WHCTPYKIHMH O TMOPSJAKE BBIMHMCHIBAHHUS JICKAPCTBEHHBIX IPEMapaToB M O(POPMIICHHS
perenToB U TpeOOBaHMI-HAKIIATHBIX, YTBEPKJACHHOW TPUKa30M MHHHCTEPCTBA 3IPaBOOXPAHCHUS U
cormmanbHoro passutus Poccuiickoir deneparuu ot 12 deBpans 2007 r. N 110 "O mopsiake
HA3HAYCHUS M BBIMHCHIBAHUS JICKAPCTBEHHBIX IPENapaToB, U3JCIHH MEIUIIMHCKOTO Ha3HAYCHUS U
CHCIHATM3UPOBAHHBIX IMPOJYKTOB JIEYCOHOr0 NHUTAaHUA" (3aperucTpupoBaH MUHHCTEPCTBOM
foctunn Poccutickoit @eneparuu 27 anpens 2007 r., peructparuonabii N 9364);

npuka3 MuHUCTEpPCTBA 3ApPaBOOXPAHEHHS M COLMAIBHOrO pa3BuTHUsi Poccuiickoit @eneparuu ot 17
Masg 2012 r. N 5621 "OO6 yrBepxkaenuu Ilopsiaka oTmycka (U3HMYECKUM JIMIIAM JIEKApPCTBEHHBIX
MpernapaToB s MEIUIMHCKOTO TPHUMEHEHUs, COJEepKalluX KpOME MalbIX KOJMYECTB
HApPKOTHYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue GpapMakoIOTHYECKHEe
aKTUBHBIE BeliecTBa" (3aperucTpupoBaH MuHuCTepcTBOM IocTuIMM Poccuiickoit @enepanuu 1
utons 2012 r., perucrpannonnsiii N 24438);

IYHKT 2 U3MEHEHHI, KOTOPbIE BHOCITCS B HEKOTOPBIE MPpHKa3bl MUHHCTEPCTBA 3JpaBOOXPAHECHUS U
coumansHoro passutus Poccuiickoit ®enepanuu, YTBEpXKACHHBIX MpUKa3oM MUHHUCTEpCTBA
3npaBooxpaHeHus Poccuiickoit ®@epepaunu ot 10 umrons 2013 r. N 369u (3apeructpupoBaH
MunuctepctBoM roctuimu Poccutickoit ®eaepanuu 15 uronst 2013 r., peructparmonnsiii N 29064);

npuka3 Munucrepersa 3apaBooxpanenus Poccuiickont ®enepannn ot 21 asrycra 2014 r. N 4651
"O BHECEHMH M3MEHEHHH B MOPSIOK OTIYCKa (PU3NYECKUM JIMIAM JICKapCTBEHHBIX MPENnapaToB s
MEIUIMHCKOTO IMPUMEHEHHUS, COACPXKAIIUX KPOME MaJbIX KOJMYECTB HAPKOTHYECKHUX CPEJACTB,
NICUXOTPOIHBIX BELIECTB U HMX NPEKYypcOpoB Apyrue (hapMakoIOrMyeckue aKTHUBHBIC BEIECTBa,
YTBEPXKACHHBIN MTpUKa30oM MUHUCTEPCTBA 3IpaBOOXPAaHEHUS U COLMAIIBHOTO pa3Butus Poccuiickoit
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@enepaunu ot 17 mag 2012 r. N 5621" (3apeructpupoBan MunucTepcTBOM foctuiiun Poccuiickoit
®enepanun 10 centsiops 2014 r., peructpaumonnsiii N 34024);

IIYHKT | U3MEHEHU, KOTOPbIE BHOCSITCS B HEKOTOPbIE ITpHKa3bl MUHHMCTEPCTBA 3paBOOXPAHEHUS U
conuansHoro passurus Poccuiickon ®@enepanyu 1 MuHucrepersa 3apaBooxpanenus Pocculickon
®enepanny, yrBEpKICHHBIX NTpUKa3oM MuHucrepcTBa 3apaBooxpanenus Pocculickon ®@enepanun
or 10 centsabps 2015 r. N 634u (3apeructpupoBan MunucrepcTtBoM roctuumu Poccuiickoit
®eneparun 30 certsops 2015 r., peructparmonnsiii N 39063);

IYHKT 3 U3MEHEHUI, KOTOPbIE BHOCATCS B HEKOTOPbIE MTPHKa3bl MUHHMCTEPCTBA 3paBOOXPAHEHUS U
coruansHOro passutus Poccuiickon ®@enepanyu 1 MuHucTeperBa 3apaBooxpanenus Poccuiickon
@enepauuy 1o BompocaM oOpallleHusl JIEKApCTBEHHbIX IPENapaToB, COAEpPKAIIUX HAPKOTUYECKUE
CpEICTBa, IICUXOTPOIHbBIE BEUIECTBA U UX NMPEKYPCOPOB, U JEKAPCTBEHHBIX CPEJCTB, MOJUICKAIINX
MIPEIMETHO-KOJIMUYECTBEHHOMY YYETY, YTBEpPKAECHHBIX MpHUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®enepaunn ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
toctuiun Poccuiickoit ®enepanuu 9 siuBapst 2018 r., peructparmonnsiii N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, w3rotoBieHHBIE 10 AHS BCTYIUIGHUS B CHITY
HACTOSIIIEro MpuKa3a, MOT'yT ObITh HCIIOJIb30BaHbl 10 1 mapta 2023 rona.

4. Hacrosimii mpukas Berynaer B cuity ¢ 1 mapra 2022 r. u perictsyet a0 1 mapra 2028 1.

Munucmp

M.A. MYPALIIKO

Ipunoosicenue N 1
K npuxa3zy Munucmepcmea 30pagooxpaHenus
Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1094n

IHHOPAJOK HASHAYEHMUA JIEKAPCTBEHHDBIX
IIPEITAPATOB

. O0mue moJ10KeHus

1. Ha3HaueHue JIeKapCTBEHHBIX NpENapaToB s MEIUIMHCKOTO IpUMEHeHus (naiee -
JIEKapCTBEHHbIE IpenapaTbl) OCYIIECTBIISIETCS JedalluM BpayoM, (esbIiepoM, akylepkod B
ClIlydae BO3JIO’)KEHHs Ha HUX IOJTHOMOYMH JIEYallero Bpaya, Ipyu OKa3aHUH MEJUIIMHCKON IIOMOIIH B
MEIUIMHCKUX OpraHu3anusx <>, B TMOpsAJKe, YCTAaHOBJIEHHOM IIpHUKa3oM MuHucCTEpCTBa
3JIpaBOOXpAaHEHMs U colMaiIbHOTO pa3BuTHs Poccuiickoit denepaunu ot 23 mapra 2012 r. N 252H
"O6 yrBepxaeHuu Ilopsiika Bo3noxeHus Ha (enpuepa, akylnepky pyKOBOJIUTEIEM METUIIMHCKON
OpraHM3alMy IpU OpPraHU3alUd OKa3aHUs IMEPBHUYHOM MEIMKO-CAaHUTApPHON IOMOIIM M CKOpOH
MEIULMHCKOW MOMOIIM OTICNBHBIX (YHKIUI Jieyaliero Bpaya 1o HEernocpeACTBEHHOMY OKa3aHUIO
MEIULUHCKOW MOMOIIM MAallMEeHTY B MEepHO] HAOIIOACHUS 32 HUM M €ro JICYCHHUs, B TOM YHUCIIe TI0
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Ha3HAYCHUI0O W  TNPUMCHEHHIO  JICKAPCTBEHHBIX  IPEMapaTroB, BKIOYAs  HAPKOTUYCCKHUE
JIEKapCTBEHHbIE IIPEaparhl U IICUXOTPOIIHBIE JIEKAPCTBEHHbIE IIpenaparhbl” <2>, UHAWBUTyaIbHbIMU
npeaAlpuHUMATCIIAMHA, OCYHICCTBIIAIONIMMU MCOAULIUHCKYIO ACATCIBHOCTD (,naﬂee - MCIUIIMHCKUC
paboOTHUKM).

<1> Mynkr 11 craten 2 PenepanpHoro 3akona ot 21 wosiops 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 310poBbs TpakjaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHonaTesnbcTBa Poccuiickoit
Oenepammm, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - @enepanbublii 3akoH N 323-D3).

Odpuyuanvuvlii UCMOUHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMEECHCA 8
6uody nynxkm 11 uacmu 1 cmamou 2 @eoepanvrozo 3axona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBaH MunuctepctBoM toctuniu Poccuiickoit @enepamuu 28 ampens 2012 r.,
peructpanronnslii N 23971 ¢ u3MeHeHUsIMH, BHECEHHBIMM TIpUKa3oM MuHHCTEpCTBA
3npaBooxpaHeHus: Poccuiickoii @enepauuu ot 31 okta0Ops 2017 r. N 882 (3aperucrtpupoBaH

MunuctepctBoMm toctuimu Poccuiickoit ®@enepanun 9 suBaps 2018 1., peructpanumonsbsii N
49561).

MenuuuHckuii paGOTHUK, OQOPMUBLIMM peUenT ¢ HapyIIeHHMEM HACTOSIIEro MOpsIKa, WM
PYKOBOJAUTENIb MEIUIMHCKON OpraHm3aluy 00eCIeunBalOT CBOEBPEMEHHOE Iepeo(opMIICHHUE
TpeOyeMoro Ui NalleHTa perenTa.

2. CpenmeHuss O Ha3HAYCHHOM JIEKapCTBEHHOM Ipemnapare (HauMEHOBAHHME JIEKAPCTBEHHOIO
mpemnapaTta,  JIO3UpOBKa, CIOCOO  BBEIEHUS M NPUMEHEHHUS, pPEeXUM  J03UPOBAHMS,
MPOJIOJKUTENBFHOCTD JIEYeHHs] 1 000CHOBaHME Ha3HAUEHUS JIEKAPCTBEHHOIO IMpenapara) BHOCSITCS
MEUIIMHCKUM paOOTHUKOM B MEAULIMHCKYIO JOKYMEHTAIIUIO MalUeHTa.

B cnywasx, ykazanHpix B myHKTax 8 - 11 Hacrosmero Ilopsimka, MeaMIMHCKHANA paOOTHHK,
HA3HAYMBLIMK JIEKapCTBEHHBIN Mpernapar, oGopmisieT Ha3HaYeHUE JIEKAPCTBEHHBIX MpPEeraparos, B
TOM YHCIIe TOJUIeKAIIUX HW3TOTOBIECHUI0 U OTHYCKY alTeYHbIMU OpraHu3auusMu (naiee -
JIEKapCTBEHHbIC IMpernapaThl HMHIUBUIYAJIBHOTO M3TOTOBIIEHHUS), HAa peUEnTypHOM OjaHKe,
opopMIIEHHOM Ha OyMa)KHOM HOCHTENIe 3a CBOEM MOANHUCHIO (Jlanee - perent Ha OyMa)KHOM
HOCHTeNe), U (WJIK) ¢ corjacus MalMeHTa WK €ro 3aKOHHOTO MpeACTaBUTENS <3> Ha pelenTypHOM
OnmaHke B (hopMe AIIEKTPOHHOTO JAOKYMEHTA C HCMOJb30BaHUEM YCHIIEHHON KBaIU(pHUIMPOBAHHON
AIIEKTPOHHOW TMOJMUCH MEAMIIMHCKOTO pPa0OTHUKA (nanee - peuent B (opMe DIEKTPOHHOTO
JOKYMEHTA).

<3> [ynkr 2 crateu 20 DepepanbHoro 3axkona N 323-O3 (Cobpanue 3aKOHOAATENbCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Peuent B (bopMe SJICKTPOHHOTO NOKYMCHTA, conepx(amnﬁ Ha3HAYCHUC HAPKOTUYICCKUX CPCACTB TN
NICUXOTPOIMHBIX BEHICCTB, MOAIMHUCBIBACTCA C HCIIOJIB30BAHUCM YCHHCHHOﬁ KBaHH(I)HHHpOBaHHOﬁ
SHGKTpOHHOﬁ MNOANUCHU JICHAIICro Bpada HIIN (penbnmepa, AKYHICPKHU, Ha KOTOPBIX BO3JIOKCHBI
(I)YHKI_II/II/I JieHalero Bpava, u COOTBeTCTBYIOH_Ieﬁ MEIUIIMHCKOMN opraHu3anuunu <4>,
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<4> Ilynkt 1 crateu 26 denepanbHoro 3akoHa oT 8 stHBaps 1998 1. N 3-®3 "O HapKOTHUECKUX
CpeacTBax M MCUXoTpomnHbix BemecTBax" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu,
1998, N 2, ct. 219, 2017, N 31, ct. 4791) (nanee - ®enepanpubiii 3akoH N 3-D3).

Odopmiienue perentoB B GopMe NEKTPOHHBIX JOKYMEHTOB OCYIIECTBISIETCS B CIIy4ae MPHUHSITHS
YIIOJTHOMOYEHHBIM OpPraHOM HCIOJHUTENFHOW BiacTH cyObekra Poccuiickoit @eneparmuu B
COOTBETCTBUH C IMYHKTOM 4 ctathu 6 DexepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
oOpamieHnn JIeKapCTBEHHBIX CpeicTB" <5> pemieHusi 00 MCIOIb30BAaHUN Ha TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepanun HapsiLy ¢ pelienTaMi Ha JIGKApCTBEHHBIC TpenapaTsl, 0(hOpMIICHHBIMU Ha
OyMa)XHOM HOCHUTENE, PELENTOB Ha JIEKAPCTBEHHBIE IMpenaparbl, CHOPMUPOBAHHBIX B (opMme
AIIEKTPOHHBIX IOKYMEHTOB.

<5> Cobpanue 3akoHoaTenbcTBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbeIIHCKE NAUMEHTa W3 MEAUIMHCKOM OpraHu3aluyd, B KOTOPOM €My OKa3blBaJlach
MEJIMIIMHCKAsI TIOMOIIb B CTAIAOHAPHBIX YCIOBHUAX, MPU HEOOXOIMMOCTH MPOJODKEHHUS MpHeMa
JIEKApCTBEHHOTO TMperapata B aMOyJaTOPHBIX YCIOBHUSAX JJAHHOMY TAIlMEHTy MO PEHICHUIO
PYKOBOJUTENS MEIUIMHCKON OpraHu3alii Ha3zHadalTcsd ¢ odopMieHHEM penenta B (opme
ANIEKTPOHHOTO JOKyMEHTa W (Wiau) Ha OyMakHOM HOcHUTeNne (3a HMCKIOYeHHEeM OQOpMIICHUS
PELENTOB Ha JIEKAPCTBEHHBIE Mpenapathl, Mo yIekKalile OTIyCKy OeCIIaTHO WM CO CKUIKOMN) 1100
BBIJAIOTCS (MALMEHTY WJIN €r0 3aKOHHOMY IIPEICTaBUTEINI0) OJJHOBPEMEHHO C BBIIMMCKON U3 UCTOPUH
0oJie3HM JIeKapCTBEHHBbIE Tpenaparbl, B TOM YHCJIE€ HApKOTUYECKHE U TCUXOTPOIHBIE
JIEKapCTBEHHBIC Tpenaparbl, BHeceHHbIe B crmcku |l u |1l mepeunss HapKOTHYECKHX CpPENCTB,
MICUXOTPOIHBIX BELIECTB U WX MPEKYpPCOPOB, MOJUIekKAIIUX KOHTpoto B Poccuiickoit denepanuu,
yrBepkaeHHoro [IpaButenbctBoM  Poccumiickoit  ®eneparun  <6> (mamee - IlepedeHs),
CHJIBHOJCMCTBYIOIINE JIEKAPCTBEHHBIE MIPETapaThl, Ha CPOK MpHeMa MMalMeHTOM JI0 5 THEH.

<6> Ilynkr 2 crateu 2 @enepanbHoro 3akona N 3-d3 (Cobpanue 3akoHonatenbeTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naueHue JICKQpCTBEHHBIX IIpPEMapaToB IMPH OKa3aHUM MEIUIMHCKOW IOMOINM B
CTAllMOHAPHBIX YCIOBUSX MOXET OCYIIECTBISTHCS MOCPEACTBOM TpeOOBaHUN MEAMIIMHCKON
OpraHM3alliy, HaIlpaBsIeMbIX B AaNTeUHble OPraHu3allM, SBIAIOMIUECS CTPYKTYPHBIMH
MOJPA3ACICHUSIMU MEAUIIMHCKON OpraHu3alum. </7>

<7> Ilynkr 54 cratbu 4 ®enepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpareHuu
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHonarenbeTBa Poccuiickoit ®eneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - ®enepanbuplii 3akoH N 61-D3).
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5. Ha3nayeHue neKapCTBEHHBIX MPEMAPATOB OCYILECTBIACTCS MEAULMHCKUM pPaOOTHUKOM TIO
MEXAYHapOJHOMY HENAaTEHTOBAHHOMY HAaUMEHOBAHMIO, a IIPU €r0 OTCYTCTBUU - TPYINIIMPOBOYHOMY
WIM XMMHYECKOMY HAMMEHOBaHHIO. B ciydae OTCYTCTBUS MEKIyHapOJHOTO HENaTEHTOBAHHOTO
HAaMMEHOBAaHUS U TPYNIIMPOBOYHOIO WIM XMMHUYECKOTO HAUMEHOBAHUS JIEKAPCTBEHHOI'O Iperapara
JIEKapCTBEHHBIHN MpernapaT Ha3HayaeTcsd MEAULUHCKAM paOOTHUKOM IO TOPrOBOMY HaUMEHOBAHMUIO.
[Ipy HanMuuum METUIMHCKUX MOKa3aHUM (MHAMBUIYyalbHasi HENEPEHOCUMOCTb, 10 KU3HEHHBIM
MIOKa3aHUSIM) IO PElICHUI0 BpauyeOHOM KOMUCCHN MEAUIIMHCKON OpraHu3alii <8> OCYIIEeCTBIIAETCS
Ha3HaYeHUe U OPOpPMIICHHE Ha3HAUEHUS JIEKApPCTBEHHBIX NPENapaToB, HE BXOJSIIMX B CTaHIApThI
MEJIMIIMHCKOM TOMOIIH, pa3pab0TaHHbIE B COOTBETCTBUU ¢ NYHKTOM 14 crarbu 37 DenepanbHOTrO
3akoHa N 323-®3 <9>, wim He NPEAYCMOTPEHHBIX COOTBETCTBYIOUICH KIMHUYECKOU
peKoMeHaanue, b0 1O TOProBbIM HAaWMEHOBaHUSM. PemieHue BpaueOHOW KOMHUCCUU
MEJUIIMHCKON opraHu3aluu GUKCUPYETCs] B MEIULMHCKON JOKYMEHTAllMU MalueHTa U B XKypHale
BpaueOHOI KOMHCCHUU.

<8> Ilpuka3 MuHHUCTEPCTBA 3/IpaBOOXPAHEHUS W COIMAILHOTO pasBuTHs Poccuiickoit denepanun
or 5 mag 2012 r. N 5028 "OO yTBepkAE€HUU HOPSAJKAa CO3AAHUSI U JESITEIbHOCTH BpaueOHOM
KOMHCCUU MEIUIIMHCKON opranu3zanuu’ (3apeructpupoBad MuHucTepcTBoM toctuiiuu Poccuiickoit
Oenepaunu 9 urons 2012 r., peructpauuonssiii N 24516) ¢ u3MeHeHUSIMH, BHECEHHBIMHU ITPUKa30M
MunuctepctBa 31paBooxpaHenust Poccuiickoit ®enepaunn ot 2 gekabps 2013 r. N 886n
(3apeructpupoBan MwunucrepcTBoM roctuiuu Poccuiickoit ®deneparuun 23 pexadbps 2013 r.,
peructparrionssiii N 30714).

<9> Cobpanue 3akoHomarenabcTBa Poccuiickoit denepanmm, 2011, N 48, ct. 6724.

Ecnrm npu okazaHuM mMany@eHTy MEAMIIMHCKOW TIOMOIIM B MEIUIIMHCKOW OpraHU3alii B
CTAIlMOHAPHBIX YCIOBHUSIX IO PEIICHHI0 BpayeOHOW KOMHMCCHHU OCYIICCTBISIOTCS HA3HAUYCHUE M
MIPUMEHEHHE JICKQPCTBEHHOTO IIpernapara ¢ KOHKPETHBIM TOPIOBbIM HAMMEHOBAaHUEM, TO IIPH
OKa3aHUW JaHHOMY IIallMCHTY MEIUIIMHCKOW TOMOIIM B WHOW MEIUIIMHCKOW OpraHW3allid B
CTAIlMOHAPHBIX YCIIOBHSX, a TAKKE€ B aMOYIaTOPHBIX YCIOBUSX OCYIIECTBIISICTCS Ha3HAYCHHE €My
JIEKApCTBEHHOTO TIperapara ¢ TeM K€ TOProOBbIM HauMeHOBaHueM <10>.

<10> Ilynkr 2 nocranoBienus [IpaButensctBa Poccuiickoit ®enepanuu ot 30.06.2020 N 965 "O
BHeceHMn u3MeHeHuil B IlpaBuna QopmupoBaHUsS MepedHs JEKAPCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBHH C UX TOPrOBHIMH HAUMEHOBAHHSIMH, U O MPUMEHEHHUU
JIEKAPCTBEHHBIX MPEMapaTOB C KOHKPETHBIMH TOProBbiIMH HamMeHoBaHusmu" (CoOpaHue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2020, N 28, ct. 4422).

6. HazHaueHue JeKapCTBEHHOrO IMpemnapaTra B pelente Ha OyMa)KHOM HOCHTENE WM pelenTe B
(dopme 3IEKTPOHHOTO JOKYMEHTa Oo(opMIisieTcs Ha MMs MAIMeHTa, JUii KOTOPOro MpeaHa3HauyeH
JIeKapCTBEHHBIH Mpemnapar.

Penent Ha OymaxkHoM Hocutene, odopMIIeHHBIH Ha peuentypHoMm Onanke ¢gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(11), yTBepKIE€HHBIX HACTOSAIIMM IPHKA30M, MOXET OBITh
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MOJIyYeH IMAIIMEHTOM, €r0 3aKOHHBIM IPEJCTABUTEIIEM WM JIUIIOM, UMEIOIINM O(GOPMIICHHYIO B
COOTBETCTBMU C TPAXKIAHCKAM 3aKOHOJATENILCTBOM Poccuiickoin Penepaunu TO0BEPEHHOCTb OT
MalKMeHTa Ha MPaBO MOJYyYEHHUs TaKOTo pelenta (Jajiee - yrnoJHOMOYEHHOE JIUIIO).

[IpencraBieHre JOBEPEHHOCTH HE TPeOYETCsl B Cllydae IOJY4YEHMsI pelenTa Ha JIEeKapCTBEHHBIN
mnpernapar i MHKYypaOeabHOro OO0JBHOIO Ha 3aBEPILAIOLIEM JTale €ro JKU3HU JIMLOM,
OCYILECTBISIONINM YyXOJI 32 TaKUM HHKYpaOelbHBIM OOJBHBIM. B TakoM ciydae MEIUITMHCKUI
pabOTHUK BBIJACT JIMILYy, OCYIICCTBIIIOMIEMY YyXOJl 32 HHKYpaOelIbHBIM OOJIBHBIM, JOKYMECHT,
MOITBEPXKTAIOIINI MHKYPaOeIIbHOE COCTOSIHUE OOJIBHOTO, COMIEPIKAIIN CBEJICHUS O JIUIIEe, KOTOPOe
OyZeT TmoJy4aTh JICKaQpCTBEHHBIC Iperaparsl 1Mo penenty ((pammims, uMs, oT4ecTBO (TIOCIeaHee -
MIpU HAJIMYWU), BUJ, cepusi U (UJIM) HOMEP JHOKYMEHTa, yIOCTOBEPSIONIETO JUYHOCTD), 3aBEPEHHBII
MOJMUCHI0 M TIEYaThl0 JAHHOTO MEIUIIMHCKOTO pPabOTHHKA, a TaKKe IeYaThi0 MEIUIIMHCKON
OpraHu3aliy.

JIOKyMEHT, TMOJITBEPKAAIONINN HHKYpaOeIbHOE COCTOSIHUE OOJBHOTO, OCTAaeTCA B aNTEYHOU
OpraHu3aliy.

Peuent B dopmMe 371€KTPOHHOTO JOKyMEHTa (POPMUPYETCS] C HMCMOJIb30BaHUEM TOCYIapCTBEHHOM
nHpopManMoHHOM cucteMbl B cdepe 3apaBooxpaHeHUs: cyOwnekta Poccuiickoit deneparum,
MEUITMHCKON HH(POPMAITMOHHON CUCTEMBI METMIIMHCKOM opranmu3anuu <11>.

<11> Cratem 91 m 91.1 ®enepampHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOIATEILCTBA
Poccuiickoit ®deneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@akT BbAAYM peELENTa Ha JIEKApPCTBEHHBIM Mpemapar 3aKOHHOMY MPEACTABUTENI0 WM
YIOJHOMOYEHHOMY JUIYy GUKCUPYETCS B METUIIMHCKOM TOKYMEHTAIMH MallueHTa.

7. MemuuuHCKUM pabOTHUKaM 3ampeniaercs oGopmiiiaTh peuenTsl NMPU OTCYTCTBUM Yy TAallMEHTa
MEIUIIMHCKUX [OKa3aHW; Ha He3aperucTpUpOBaHHBIC JICKAPCTBEHHbIE mpenaparsl <12>; Ha
JIEKapCTBEHHbIE IIperaparbl, KOTOPbIE B COOTBETCTBHM C WHCTPYKIHUEH MO MEAUIIMHCKOMY
MPUMEHEHUIO TpeJHa3HAUYEHbl JJs NPUMEHEHHUS TOJBKO B MEIMIMHCKUX OpraHu3alusx; Ha
HAapKOTHYECKHUE CpEICTBAa M IICUXOTPOIHbIE BeliecTBa, BHeceHHble B chucok II Ilepeuns,
3aperucTpUpPOBaHHBIC B KAUECTBE JIGKAPCTBEHHBIX MPENaparoB, B LENIAX MPUMEHEHUS IS JICUCHUS
HapKOMaHHH.

<12> Pemenue CoBeta EBpazuiickoii sxoHOMUYecKOi komuccuu OT 3 Hosiops 2016 r. N 78 "O
[IpaBunax peructpanuu M SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIsI MEIUIIUHCKOTO MpUMEHEeHus"
(odurmansHeli caiit EBpasuiickoro skoHOMu4eckoro corosa http://www.eaeunion.org/, 21 HosOps
2016 r.). Crarbs 13 ®enepanbHoro 3akoHa N 61-®3 (Cobpanue 3akoHomatenscTBa Poccuiickoii
®eneparun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

I/IH,Z[I/IBI/I,[[yaJ'ILHLIM NpeaApUHUMATECIIAM, OCYHICCTBJIAIOIIUM MCIUIIUHCKYIO ACATCIBbHOCTD,
JAOIIOJITHUTCIIBHO K TpeGOBaHI/IHM, YKa3aHHBIM B 36321]_16 NEPpBOM HACTOALICTO ITYHKTA, 3alIpCIIaACTCA
O(pOpMHHTb PCLOCITEI HA HAPKOTUYCCKHUC CPCACTBA U ICHXOTPOIIHBIC BCIICCTBA, BHCCCHHLIC B
CITMCKH u n m HepeqHﬁ (L[anee - HAPKOTHYCCKHUC U IICUXOTPOITHLIC JICKAPCTBCHHBIC ITPCIIapaThbl
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criucko Il u 111 [Tepeuns).

8. Ilpu Ha3HaueHUM HAPKOTUYECKHMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB coucka Il
Ilepeuyns, 3a HCKIIOYEHMEM JICKAPCTBEHHBIX IIpENapaToB B  BHUAEC  TPAHCACPMAJIBHBIX
TEPANeBTUYECKUX CUCTEM M JICKAPCTBEHHBIX IIPENApaTOB, COAEPKAILIUX HAPKOTHYECKOE CPEICTBO B
COUETAaHUM C AaHTArOHMCTOM OIHUOMJHBIX PpELENTOPOB, pELENThl Ha OyMa)XKHOM HOCHUTEIE
odopmisiroTcs Ha pernientypHoM 6manke ¢popmber N 107/y-HIT.

9. Penenitypusriit 61ank popmer N 148-1/y-88 odopmisieTcs mpu Ha3HAYECHUH:

1) HapKOTMYECKMX M INCUXOTPOIHBIX JIEKApCTBEHHBIX IpenapaToB cnucka Il Ilepeuns B Buue
TPAHCACPMAJIBHBIX TEPAIIEBTUYECKUX CHCTEM, HAPKOTUUYECKHX JICKAPCTBEHHBIX IIPENapaToB CIHCKA
Il Tlepeuns, conxepkalmux HapKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHHUCTOM OMHMOMIHBIX
peLenTopoB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX Npenaparos cnucka [II [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToOB, COACPKAIINX:

a) KOJIEUH WJIM €ro COJM (B MepecueTe Ha YMCTOE BEIIECTBO) B KoJMuecTBe 10 20 MI' BKITIOUUTEIHHO
(Ha 1 mo3y TBepmo# JekapcTBeHHOW (PopMbl) uiu B kosmyecTBe 0 200 mMr BkimtountensHo (Ha 100
M win 100 1 xuaKoit iekapcTBeHHON (GOPMBI 17151 BHYTPEHHET0 IPUMEHEHHUS );

0) nceBaodenprHa THAPOXIOPHT B KOJIHMUECTBE, MpeBbimatoneM 30 mr, u 10 60 MT BKIIOUATETHEHO
(1a 1 no3y TBepOii TeKapCTBEHHON (GOPMBI);

B) nceBao3deapruHa ruipoXI0pua B KoJmdecTse, mpespimaonieM 30 mr, u 10 60 M BKIIIOUYUTEIHHO
B COYETAHUU C AEKCTpoMeTOphaHOM THAPOOPOMHIOM B KOJIMYECTBE, MpeBbimatomemM 10 mr, u 1o
30 Mr BKIFOUHATENBHO (Ha 1 103y TBEpIOi JIeKapCTBEHHOU (POPMBI);

r) AekcTpoMeropdana ruapodpomust B komdectse 10 200 mr BrmountensHo (Ha 100 Mo wm 100 T
KHJIKOH JIEKapCTBEHHON ()OPMBI JIJIsl BHYTPEHHETO TIPUMEHEHH );

1) >beapuHa THAPOXIOPHUI B KoJndecTBe, npesbimaromneM 100 mr, u g0 300 Mr BKITtoUnTEIHHO (Ha
100 M1 w100 T 5kuaKOM JTeKapCTBEHHON (OPMBI U1 BHYTPEHHETO PUMECHEHHS );

e) asdenpuHa THAPOXIOPHI B KoiaudecTBe 10 S50 Mr BriIrouuTenbHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOU (POpMBI);

*) (EHWINPONaHoJaMUH B KOJMYECTBE 1O 75 Mr BimouuTenbHo (Ha | o3y TBepaoi
nekapcTBeHHOW (opmbl) maum g0 300 mr BrmountenbHo (Ha 100 miu wm 100 © Kuakou
JIeKapCTBEHHOU (POPMBI JIIsl BHYTPEHHETO IPUMEHEHNS );

3) (eHoOapOUTaT B KOJIMYECTBE IO 15 Mr BKIIOUYHMTEIBHO B COYETAHUM C KOJACHMHOM (WM €ro
COJISIMH) HE3aBUCHMO OT KoJim4yecTBa (Ha 1 03y TBepIoii JiekapCTBEHHON QOPMBI);

n) ¢eHobapOuTasm B KoJmyecTBe 10 20 Mr BKIIOYUTEIBHO B COYETAaHUU C dPeapuHOM
THJIPOXJIOPHUIOM HE3aBUCHMO OT KoJindecTBa (Ha 1 103y TBepAo# JiekapCTBEHHOH (OPMBI);

K) XJIOpJIMa3enoKcu B KoJu4ecTBe, mpesbimatoneM 10 mr, 1 10 20 Mr BKIOYMTENbHO (Ha 1 103y
TBEPJI0i1 JIeKapCTBEHHOH (OpMBI);

3) JeKkapCTBEHHBIX MpenapaToB HHIAMBHYAIbHOTO H3TOTOBJIEHHUS, COJEPIKALIMX HAPKOTHUECKOE
CpeAcTBO WM NcuxoTponHoe BemecTBo crnucka Il ITlepeuns, u npyrue ¢dapmakonorundeckue
AaKTUBHBIC BEILECTBA B J103€, HE NPEBBILIAIONIEH BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBUU, YTO DTOT
KOMOWHUPOBAHHBIHM JIEKapCTBEHHBIN NpenapaTr He SBISETCS HAPKOTUYECKUM HIIM MCHUXOTPOITHBIM
JIEKapCTBEHHBIM IpenapatoM cnvcka Il [lepeuns;
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4) J5ekapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEICTB JUId
MEJUIIMHCKOTO IPUMEHEHMs], NOJUIEKAIUX NPEAMETHO-KOJIMYECTBEHHOMY YYeTy (najee -
JIEKapCTBEHHbIE IPEaparhl, BKIOUeHHbIE B nepedeHs [1IKY) <13>.

<13> Homnynkr 5.2.171(1) mynkra 5 nmocraHoBnenus [IpaBurenbcTBa Poccuiickoit denepanyu ot
19.06.2012 N 608 "O06 yrBepxknenuu [lonoxxenus 0 MuHHCTEpCTBE 3paBoOXpaHeHus Poccuiickoit
Oenepauun" (manee - [lonoxxenne o Munucrepctse) (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®epnepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsbrii 61ank Gopmbr N 148-1/y-04(11) odopmisieTcs mpu Ha3HAYEHUH JIEKAPCTBEHHBIX
MpernapaToB IpaxJaHaM, UMEIOIUM MpaBo Ha OecIIaTHOE MOIyYeHUE JIEKApCTBEHHBIX MpenapaToB
WM MOJTyY€HHUE JIEKapCTBEHHBIX IIPENapaToB CO CKUJIKOM.

11. Peuentypusrii 6ank ¢popmsl N 107-1/y opopmisiercs mpu Ha3HAUCHUH:
1) nexapcTBEHHBIX MTpeNapaToB, HE YKa3aHHbBIX B MMyHKTax 8§, 9 Hactosuiero [lopska;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COAEPKAIIHX:

a) JproTaMMHa THAPOTAPTPAT B KOJMYECTBE 10 S5 Mr BKIOUMTEIbHO (Ha 1 103y TBepaou
JIeKapCTBEHHOU (OPMBI);

0) a¢enpuna runpoxiopun B koaudectse 10 100 mr BrmrounTenpHO (Ha 100 mut uimu 100 T sxuakoi
JIEKapCTBEHHOM (POPMBI 1711 BHYTPEHHETO NTPUMEHEHUS );

B) mceBaoddeaprHa TUAPOXJIOPHU B KoJMUYecTBe, He mpeBbimaromeM 30 mr (Ha 1 m03y TBepaoit
JIEKapCTBEHHOU (POpPMBI);

r) mnceBaod(denpuHa THUAPOXJIOPHUA B KOJIMYECTBE, HE MpeBbimatomieM 30 Mr, B COYETAaHUU C
neKkcTpoMeToppaHoM THUIPOOPOMHIOM B KojJuuecTBe, mpeBbimarmmeM 10 mr, u mo 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHOU (POpPMBI);

1) pAekcrpomeTropdaHa TUIPOOpPOMHUA B KOJMYECTBE, mpesbimatomeMm 10 mr, u go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHOU (POPMBI);

e) ¢dbenobapObuTa B KoJMuecTBe, mpeBbimaromniemM 20 mr, u 1o 50 mr BrarouuTenbHO (Ha 1 103y
TBEPJIOH JICKAPCTBEHHOU (OPMBI);

K) ¢eHoOapOutan B KomuuecTBe 10 20 Mr BKIIOYUTEIBHO B COYETAHHMM C 3ProTaMUHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJMuUecTBa (Ha 1 103y TBEpAOH JIeKapCTBEHHOU GOpMBbI);

3) XJIOPJMA3CTIOKCHT B KOJHuecTBe J0 10 Mr BKIOYMTENbHO (Ha 1 703y TBEpAOH JIEKAPCTBEHHOM
dhopmbi).

12. HpI/I Ha3HAYCHUU JICKAPCTBCHHOTO IIp€riapaTa MHAUBHUAYAJIbHOTO HU3IrOTOBJICHUSA B PCUCITC HaA
6YMa)KHOM HOCHUTCIICE U (I/IJ'II/I) peuceiTe B (bopMe QJICKTPOHHOTO JOKYMCHTA HAWMCHOBAHUA
JICKApCTBCHHBIX CPCACTB (BCIJ_IGCTB), BKJIFOUCHHBIX B IICPCYCHDb HKy, YKa3bIBAlOTCA B HAYAJIC
PeLCIITa, 3aTEM - BCC OCTAJIbHBIC UHTPCIUCHTHI.

13. Tlpu Ha3HaueHUM JIEKApCTBEHHOIO Ipernapara B pelente Ha OyMaKHOM HOcUTene U (WiM)
peuente B popMe IEKTPOHHOTO JIOKYMEHTA 3alpeliaeTcs MPeBbIaTh KOJIMUYECTBO HAPKOTHYECKHX
CPEACTB WM TCHUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBbITh BBIMCAHO B OJHOM pELENTe,
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ycraHoBieHHoe npuioxkeHneM N 1 k HactosieMy Ilopsaxy, 3a HCKIIFOUEHUEM CIlydaeB, YKa3aHHBIX
B NyHKTax 15 u 24 nacrosmero [lopsika.

14. IIpu Ha3HAYEHUH JIEKAPCTBEHHBIX MPENApaToB, BKIOYEHHBIX B nepedueHb [IKY, no3a kotopbix
IIPEBBIIIAET BBICIIMI OJHOKPATHBIM NpUeM, MEIULUUHCKUNA pabOTHUK O0003HAYAET /103y 3TOI0
JIEKapCTBEHHOIO IIpernapara B peLenTe Ha OyMa)XHOM HOCHTENE IPOIHUCBIO C IPOCTaBICHUEM
BOCKJIMIIATEJIFHOTO 3HaKa M (WJIM) MPOCTABISET BOCKIUIATEIBHBIN 3HAK IPpU 0(OPMIICHUH peLenTa
B (hopMe PIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JICKAPCTBEHHBIX MperapaToB, BKIOYEHHBIX B nepedeHs [IKY, npu
OKa3aHWU MalMeHTaM, HYXIAIOUIMMCS B JUIUTCIBHOM JICUEHUHU, MEPBUYHON MEIMKO-CAaHUTApHOU
MOMOIIH Y MAJJTMATUBHON MEAMIIMHCKON MTOMOIIM MOXKET OBITh YBEIHMYEHO C YUETOM KIMHUYECKUX
peKkoMeHaanuii He 0oJiee 4eM B 2 pasa Mo CPaBHEHUIO C KOJUYECTBOM HAPKOTUUYECKUX CPEICTB WUITU
TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBITh BBHIMTHUCAHO B OJHOM pEIENTe, YCTAaHOBIECHHBIM
npunoxxenueMm N 1 k Hacrosiemy [Hopsiaxy.

B cnydasx, mpeaycMOTpeHHBIX ab3arieM MepBbIM HACTOSINIEr0 MyHKTA, Ha perenTax Ha OyMakHOM
HOocuTene mpou3BoAuTcs Haanmuch "llo cnenumanpbHOMY Ha3HA4YeHUIO", OTIEIBHO 3aBEpEHHAS
MOJIMUCHI0 METMIIMHCKOTO pa0OTHHUKA M TIEYaThi0 MEIUIIMHCKON opranm3anuu "J{ms pementoB", Ha
perienitax B ¢GopMe DIEKTPOHHOTO JIOKyMEHTa Tpou3Boautcs oTMmerka '"Ilo cmemuanbHOMY
Ha3HAYeHUIO" C TMPOCTABICHHWEM YCWJIEHHON KBaIM(QUIMPOBAHHOW SJIEKTPOHHON MOANHCU
MEIMIIMHCKOTO PabOTHUKA.

16. CocraB NeKapCTBEHHOTO TMpernapara, JieKapcTBeHHass (opma W 0OpalieHne MeTUIIMHCKOTO
paboTHHKa K (apManeBTHYECKOMY pPaOOTHHUKY 00 OTHYCKE JIEKQpCTBEHHOTO TIpermapara Ha
OyMa)XHOM HocuTesle 0(OPMIISIIOTCS Ha JTATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTEIILHOM MajIexke, 3a
UCKITIOYeHHEM O(OpMIICHHS PELeNTOB B (OpPME AIIEKTPOHHOIO JAOKYMEHTA, OCYILECTBISEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHUH perenTypHBIX OJTaHKOB JIOIYCKAETCS NCTIOIh30BaHUE COKPAIICHHUH (ITPHIIOKCHHE
N 2 k "Hactosmemy [lopsnky).

HpI/I HasHAa4YCHUHN JICKApCTBCHHOI'O IIpfliapara HE MOOIIYCKACTCA COKpallCHUEC HauMEHOBAaHUN
HHI'PCAUCHTOB, COCTABJIAIOIIUX HeKapCTBeHHBIﬁ mpemnapar, HE IO3BOJJIAIONIUX YCTAHOBHUTD, Kakou
HMMCHHO HeKapCTBeHHBIﬁ Impemnapar Ha3HA4YCH.

17. Cnoco0 mpuMeHeHHUs JIEKapCTBEHHOTO IpernapaTa 0003Ha4YaeTcsl ¢ yKa3aHUEM ITyTU BBEACHUSA,
JI03bl, YaCTOThI, BpEMEHH MpHeMa OTHOCUTENLHO CHa (YTPOM, Ha HOYb) U €ro JJIUTENbHOCTH, a JJIs
JIEKapCTBEHHBIX IPENapaTroB, B3aWMOACWUCTBYIONIMX C NHILEH, - BPEMEHH WX YHOTpeOleHus
OTHOCHUTEIILHO MpUeMa MUIIH (10 €1bl, BO BpeMs €bl, IOCTIE €JIbl).

18. Tlpn HEOOXOQMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TEUCHHE JBYX pabouux THEH) OTIycKa
JICKApCTBEHHOTO Tperapara IMalUeHTy B BEPXHEW YacTH pelenrta Ha OyMaKHOM HOCHTENe
MPOCTaBIIAIOTCS 00o03HaueHuss '"Cito" (cpouno) wmmm "statim" (mememaeHHO). AHAIOTMYHBIC
0003HaueHHsI TPOCTABIISIOTCS B BHJIC OTMETOK MPHU OGOPMIICHHH pelenTa B popMe AIEKTPOHHOTO
JOKYMEHTA.

19. Tlpu odopmieHnH Ha3HauUEHHsI TOTOBOTO JIEKAPCTBEHHOIO MpenapaTa B pelente Ha OyMakHOM
HOCHUTENIe WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JECHWCTBYIOLIMX BEIIECTB
YKa3bIBa€TCsl B COOTBETCTBUM C MHCTPYKLHEH 10 MEIUIIMHCKOMY IPHUMEHEHUIO JIEKAPCTBEHHOIO
npenapara. JJomycTuMo yka3bplBaTh JO3MPOBKY JIEKAPCTBEHHBIX IPENApaToOB CUCTEMHOIO ACHCTBUS
(1t pe30pOTUBHOTO MpHEMa) B TBEPAbIX JEKapCTBEHHBIX (hopMax (Hampumep, TaOJIETKH, TOPOILKH,
Karicyibl) Kak cojep’KaHhe OJTHOTO MM HECKOJIbKUX JIEHCTBYIOIINX BEIIECTB B €IMHUIIAX MacChl (B



rpaMmax, Muwumrpammax). Jomyctumo ykas3biBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IpErapaToB
CHCTEMHOTO JACHCTBHS (111 pe30pOTUBHOTO TNPHMEHEHHs) B KUAKHUX JIEKapCTBEHHBIX (opmax
(HampuMep, pacTBOPBI, CYCIEH3UM) KaK COJCPKAHWE OJHOTO WM HECKOJIBKUX JCHCTBYIOIIHX
BEIIECTB B CAMHUIIAX MAcChl Ha €OUHUIYy oObema (HAmpUMep, MUJUTUTPAMM/MHJUTHIUTD) C
yKa3zaHueM o01Iero o0beMa JeKapCTBEHHON (OPMBI.

[Ipu odopmileHNE Ha3HAYECHHUs JIEKAPCTBEHHOTO Ipernapara WHIAWBHIYAIbHOTO H3TOTOBJICHUS B
peuente Ha OyMa)XHOM HOCHTENE WIH pelente B (Gopme 3JIEKTPOHHOTO JOKyMEHTa KOJIUYECTBO
TBEPJBIX M CBHITYyYHX (papMalleBTHUECKHX CyOcTaHIMi ykasbpiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUAX - B MIJUTIJIATPAX, TpaMMax M Karuisix.

20. PemenThl Ha OyMaXHOM HOCHUTeNe, B (hOpMe SIIEKTPOHHOTO JTOKyMEHTa, O(QOpMIICHHBIC Ha
perientypaoM Onanke ¢opmbl N 148-1/y-88 w mpemHasHaueHHBIC IS OTITYCKA JIGKAPCTBEHHBIX
npenapaTroB, MPEAYCMOTPEHHBIX moanyHktamMmu 1 - 3 myHkta 9 wHactosimero [lopsinka,
NEHUCTBUTENBHBI B TeUCHHE 15 AHEH co qHS 0popMIICHUSI.

21. Penentel Ha OymMaxXxHOM HOcHUTeNe, B (OpPME DIEKTPOHHOTO TOKYMEHTa, OpOpMIIEHHBIE Ha
pernientypaoM Onanke ¢opmbl N 148-1/y-04(:1) u mpeaHa3HAYCHHBIE I OTIYCKA JICKAPCTBEHHBIX
MpEenapaToB Ipak/iaHaM, yKa3zaHHbIM B TyHKTe 10 Hacrosero [lopsnka, 1eHCTBUTENBHBI B TEUCHUE
30 gueii co aHs odopmiieHHs, 32 UCKIIOUEHUEM CIy4aeB OQOPMIICHHUS pelenTa B COOTBETCTBUU C
nyHkramu 38 u 39 Hacrosimero [lopsiaka, mpu KOTOPBIX OH JAEMCTBUTEIEH B TeUYEeHHE 15 nHEN co
THST 0POPMIICHUSI.

22. Penentel Ha OyMa)XHOM HOCHUTENe, B (OpPME DIEKTPOHHOTO TOKYMEHTa, O(GOpMIICHHBIE Ha
pernientypaoM Onanke ¢opmbl N 148-1/y-04(;1) u mpeaHa3HAYCHHBIC JUI OTIYCKA JIEKAPCTBEHHBIX
IpenaparoB rpaxiaHaMm, JJOCTUIIIMM II€HCMOHHOIO BO3pacTa, HWHBAJIMAAM IEPBOW TPYIIIIHI,
NEeTSM-UHBAJIMJAM, a Takke TpaxaaHaM, CTPaJalollMM XpPOHUYECKMMH 3a00JIeBaHUSIMH,
TPEOYIOIMMUMHU JITUTEIHFHOTO KYpPCOBOTO JICUCHUS, NEHCTBHUTENbHBI B TeueHue 90 mHel co mHs
odopMIIeHHs], 32 UCKITFOUCHUEM CITy4aeB, yKa3aHHBIX B TyHKTax 38 u 39 nacrosmiero [lopsiaka, mpu
KOTOPBIX OH JICHCTBUTEINICH B TeueHue 15 qHel co qHs ohopMIIeHuUS.

Jlis nedeHuss XpPOHMYECKUX 3a00JeBaHUN YKa3aHHBIM KaTErOpUsSM TpakJaH JEeKapCTBEHHBIE
npemnapatsl ¢ OoQopmieHHEM pelenToB Ha OyMa)XHOM HOCHTENE WM peuentoB B ¢opme
AJIEKTPOHHOTO JOKYMEHTa MOT'YT Ha3HavaTbcs Ha Kypc Jiedenus 10 180 mueil.

23. Peuentsl Ha OymMakHOM HoOcuUTene, B (opMe 3JIEKTPOHHOTO TOKYMEHTa, O(QOpMIIEHHBIE Ha
peuentypuoMm Onanke (opmer N 107-1/y um mnpemHa3HaueHHBIE I OTITYCKA JIEKAPCTBEHHBIX
MpenaparoB, NPeayCMOTPEHHBIX MyHKTOM 11 Hacrosmero [lopsiaka, neicTBuTenbHbl B TeueHue 60
JHEH co AHA 0OpMIICHHSL.

[Ipy Ha3HAYCHMHM TOTOBBIX JICKAPCTBEHHBIX IpENapaToB M JICKAPCTBEHHBIX IpEIapaToB
WH/IMBUYAIBHOTO W3TOTOBJICHHS TAallMEHTaM C 3a00JICBaHUSMH, TPEOYIOUIUMH JUTUTESIHLHOTO
KypcoBoro JjeueHus, ¢ ohopmieHuem Ha peuentypHom Onanke ¢opmbl N 107-1/y peuenrta Ha
OyMa)XHOM HOCHTEJe WU B (DOpME SJIEKTPOHHOTO JOKYMEHTa YCTaHABJIMBACTCS CPOK JCHCTBUS
perienTa B npejaesax A0 0JHOTO roja.

B CJIyda€ YCTAHOBJICHHA CpPOKa JIeNCTBUA peuenita B IpeAciiax OO0 OAHOI'0 TroJa B PCHCITC
MMPOU3BOJAUTCA HAAIIUCH: "Tlo CricuaJibHOMY HaSHa“ICHI/IIO", 0003HauaeTcs CpOK JEeNCTBUSA peuciTa
U HOCPUOAUYHOCTL OTIIYCKa JICKAPCTBCHHBIX IIPCIIApATOB U3 anTe4yHoHn OopraHusanv  WJin
HHAUBUAYAJIbHBIM MNpECAIIPUHUMATCIICM, MMCIOIIIUM JINLCH3UIO Ha (I)apMaI_IeBTI/I‘IeCKYIO
ACATCIBHOCTD <14> (C)KCHCIICJ'IBHO, CXKCMCCAYHO U UHBIC HepI/IO,[[LI). I{OHOJ’IHI/ITCHBHO 9TO YKa3aHUC
3aBEpACTCA NOANNCHbIO MCIUITUHCKOT'O paGOTHI/IKa, a TakKe MeYaThbl0 MEIUITMHCKOM OopraHu3aln



"Ilns penentoB" (A penenta Ha OyMaXHOM HOCHTENE) WM YCHJIEHHOW KBaaM(pUUIMPOBAHHOMN
BHCKTpOHHOf/’I INOAIMMChO MCOAHUIIMHCKOI'O pa6OTHI/IKa U Jdna, YIIOJHOMOUYCHHOI'0 3aBCPATH
JOKYMEHTBI OT HWMEHH MEIUIIMHCKOW opraHm3amuu (A perenta B (GopMe 3JICKTPOHHOTO
JIOKYMEHTA).

<14> Ilyskr 47 vactu 1 cratem 12 ®DepepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUIICH3UPOBAHUU OTIENBHBIX BUIOB aesaTenbHOCTH" (nmasee - Denepanbhbiii 3akoH N 99-03)
(Cobpanue 3akoHOmatenbeTBa Poccuiickoit @enepammm, 2011, N 19, cr. 2716; 2021, N 27, cr.
5177).

24. Peuentsl Ha JEKapCTBEHHBbIE INpenaparbl, BKIOYEHHble B mnepedeHb [IKY, mna nedenus
MAIMEHTOB ¢ XPOHUUYECKUMH 3a00JIEBAaHUSMHU MOTYT O(POPMIISITHCA HA Kypc JiedueHus 10 60 aHei.

B cnyuae, xorma xypc seudeHust coctaBiisier Oosnee 30 mgHEH, MOMOJHUTENIBRHO B pelenTax Ha
OyMa)XHOM HocuTene npousBoAuTcs Haanuch "llo cnenuanbHOMY Ha3HauyeHUIO", 3aBepeHHas
MOJIMUCHI0 METUIIMHCKOTO pa0OTHHUKA M TIEYaThi0 MEIUIIMHCKOMN opranmu3anuu "J{is pementos", Ha
perienitax B ¢GopMe SIEKTPOHHOTO JIOKyMEHTa TNpou3BoautTcs oTMmeTka '"Ilo cmemuanbHOMY
Ha3HAYeHUI0" C TMPOCTaBICHUEM YCWICHHOW KBaJIU(PHUIIMPOBAHHOW AJIEKTPOHHOM TMOJIHUCH
MEIUIIMHCKOTO paOOTHHKA W JIMIA, YIOJIHOMOYEHHOTO 3aBepsiTh JOKYMEHTBI OT HMEHH
MEIHUIIMHCKOW OpraHu3alnH.

25. Penent nHa OymaxxHom Hocutene B ¢GopMe DIIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIH C
HapyIIEHHEM yCTaHOBIICHHBIX HACTOSIIUM [lopsimkom TpeOOBaHUM, CYUTACTCS HEJICHCTBUTEILHBIM.

I1. HaznayeHue JieKapCTBEHHBIX NPeNapaToB NPU 0KA3aHUM
MeIUIIMHCKOH MOMOIIM B CTAIIMOHAPHBIX YCJIOBHAX

26. Ilpu oka3aHMM MALKMEHTYy MEIUIUHCKON IMOMOIIM B CTAllMOHAPHBIX YCIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX MpENnapaToB MPOU3BOAUTCS 0e3 odopMIIeHHS pelenTa MeJIULIUHCKUM PabOTHHUKOM
€IMHOJIMYHO, 33 UCKIIIOYEHHEM CITydaeB, YKa3aHHBIX B MMyHKTe 27 Hactosmiero [lopsaka.

27. CorilacoBaHue Ha3HAYCHHUS JICKAPCTBCHHLBIX IIp€rapaToB C 3aBCAYIOIIUM OTACICHHUEM WA
OTBCTCTBCHHBIM JCKYPHBIM BpPadOM h19%(s0) ApYruM JIUOoM, YyIIOJHOMOYCHHBIM IIPHUKAa30M IJIaBHOI'O
Bpayda MeﬂHHHHCKOﬁ opraHu3anyu, a TakKKe, IIpU HAJIW4YUHK, C BpadyoOM - KIMHHUYCCKHM
q)apMaKOJ'IOFOM H606XOI[I/IMO B ClIydasax:

1) OJHOBPCMCHHOI'O HA3HAYCHUS IIATH U boiee JICKAPCTBCHHLBIX MPEIIapaTOB OAHOMY IAIIUCHTY,

2) Ha3HA4YCHUA JICKAPCTBCHHLIX IIPCIIaPaTOB, HC BXOIAIINX B IICPCUCHDL ) KU3HCHHO HCO6XO,I[I/IMBIX n
Ba)KHEHUIITNX JICKAPCTBCHHLIX IIPCIIaApaTOB <15>, IIpU HCTUIIMYHOM TCUCHHU 38.60JI€B3.HI/I$I, HaJINn4Ynuun
OCJIOJKHEHUH OCHOBHOTO 3a00JIeBaHUS U (I/IJ'II/I) COIIYTCTBYROIIUX 38.60J'ICB8.HHI>1, IIpU Ha3HAYCHHUU
JICKAPCTBCHHBIX IIPCIIApaTOB, 0COOCHHOCTHU B3aHMOJECUCTBUSI U COBMECTHUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIOUAM 110 HUX MPUMCHCHUIO IIPUBOAAT K CHHUIKCHHIO Bq)(i)eKTI/IBHOCTI/I n 0e30macHOCTH
(l)apMaKOTepaHI/II/I u (I/IJ'II/I) CO3IAar0T MOTCHIUAJIbHYIO OITACHOCTD IAJIA ) KU3HU U 3JOPOBbA IMATUCHTA.
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<15> Yactu 1 crarbu 60 DenepambHoro 3akoHa N 61-®3 (Cobpanme 3aKOHOIATENHCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2020, N 29, c1. 4516).

B ykazaHHBIX cilydasix Ha3Ha4YeHUE JIEKAPCTBEHHBIX IPENapaTroB (PUKCHPYETCS B MEIMIIMHCKOM
JOKYMEHTAIlMM MalUeHTa U 3aBEpseTCs] NOJNUCHI0 MEIUIIMHCKOrO pabOTHHKA M 3aBEIYIOLIETrO
OT/ielIeHHeM (OTBETCTBEHHOIO JIE)KYPHOI'O Bpaya WIH JPYToro yIOJHOMOUYEHHOTO JIUIA).

28. MenuuuHcKkui pabOTHUK MEIMLMHCKONW OpraHu3aluu (€€ CTPYKTYpPHOIO HOJpa3zieiieHus),
pacIoJIOKEHHONH B CEJIbCKOM HACEIEHHOM IIyHKTE, OCYIIECTBJISIET Ha3HAYEHUE JIEKapCTBEHHBIX
[IpernapaToB B clydasX, yKa3aHHBIX B MyHKTax 27 u 29 Hactosuero [lopsaka, e1nHOINYHO.

29. Ilo pemieHuo BpauyeOHOW KOMHCCHH MAllMEHTaM MpPH OKa3aHUU UM MEIMIIMHCKOW TOMOIIU B
CTallMOHAPHBIX YCIOBUSAX HA3HAYAIOTCA JIEKAPCTBEHHBIE IMPEMAapaThl, HE BKIIOYECHHBIE B MEPECUEHD
KU3HEHHO HEOOXOJUMBIX U BRKHEHIIHNX JICKAPCTBEHHBIX MPENApaTOB, B CIy4ae WX 3aMEHBI W3-3a
VHIUBUTyaIbHOM HETIEPEHOCUMOCTH, IO )KU3HEHHBIM MTOKA3aHUSIM.

Pemenne BpaueOHOI KoMuccun (PUKCUPYETCS B MEIUIIMHCKOM TOKYMEHTALlMU MAlUEHTa U KypHaJe
BpaueOHOM KOMHCCHUU.

30. B ciyuasx oOcrnenoBaHMsl U JICUEHUs TpakJaHMHA B CTAlMOHAPHBIX YCIOBHUSX B paMKax
MIPEIOCTABJICHNUS MEIUIUHCKUX YCIYr Ha BO3ME3JHON OCHOBE 3a CYUET JIMYHBIX CPEACTB Tpak/aH,
CPEICTB IOPUIMYECKHUX JIMI[ M WHBIX CPEICTB HAa OCHOBAaHMM JOrOBOPa, B TOM YHUCIE JOTOBOpa
JNO0OPOBOJIBHOTO MEAMIIMHCKOTO CTpaxoBaHus <16>, eMy MOTryT ObITh Ha3HAu€HBl JEKapCTBEHHBIE
npenapaTsl, He BXOJSIIME B MEPEUYCHb >KU3HEHHO HEOOXOJUMBIX M BaKHEHIIUX JIEKaPCTBEHHBIX
IIPEnapaToB, €CIM UX Ha3HAUYCHHE U IPUMEHEHUE 00yCIOBICHO MEIUIIMHCKMMU IOKA3aHUAMHU.

<16> IlocranoBnenue [IpaButenbctBa Poccuiickoit @enepannu ot 4 oktsiops 2012 r. N 1006 "O6
yrBepkIeHnH [IpaBuil TpeaoCTaBICHUS] MEIUIIMHCKAMHU OPTraHU3aIMsIMHA TUTATHBIX METUITMHCKUX
yenyr" (CoOpanue 3akoHoaarenberBa Poccuiickoit @enepanuu, 2012, N 41, cT. 5628).

I11. Ha3na4yeHue JJeKaPpCTBEHHbBIX IPENApPaTOB MPU OKA3aHUU
MEePBUYHOM MEJUKO-CAHUTAPHON MOMOLIU, CKOPOH MeIUILMHCKOMI
MOMOIUM U NAJIMATUBHOM MeJULMHCKON MOMOLIA

31. Ilpy okazaHuM NEPBUYHOM MEIAMKO-CAHUTAPHOM MOMOIIM W MAJJIMATUBHON MEIMIIMHCKOMN
MOMOIIM B aMOYyJIaTOPHBIX YCIOBUAX Ha3HAUCHHUE JIEKAPCTBEHHBIX IPENapaToOB OCYIIECTBIAETCS
MEJUIIMHCKUM PAOOTHUKOM B CIy4asX TUIUYHOTO TEUYEeHUs 3a00JIeBaHUS MalMEHTa HMCXOIS W3
TSDKECTH M XapakTepa 3a00J1eBaHMs.

32. Ha3nayeHue JEKapCTBEHHBIX IPENapaToB [0 PEHICHUIO BPauyeOHON KOMHCCHUU IMPH OKa3aHHUU
MEPBUYHON MEUKO-CAaHUTAPHON MOMOIIIH, MAaJUTMATUBHON MEIUIIMHCKON MOMOIIM B aMOyIaTOPHBIX
YCIIOBHSIX MPOU3BOJIUTCS B CIy4asix:

1) OIHOBPCMCHHOTO HA3HAYCHUSA OJHOMY IMALUCHTY ITSATU U Oolee JICKAPCTBCHHLIX IIPETIapaTOB B
TCUYCHUC OAHUX CYTOK HJIM CBBIIIC NCCATU HaMEHOBAHUI B TCUCHHUE TpuanaTu I[Hefl;

2) Ha3HAUYCHUS JICKAPCTBCHHBLIX NPCIApPATOB MPHU HCTHUIIMYHOM TCUCHUH 3216OJ'ICBaHI/I$I, HaJIM4nun
OCJIO)KHEHUH OCHOBHOTO 3a00JIeBaHUS U (I/IJ'II/I) COIIYTCTBYIOIIUX 3a60J’IeBaHHI>i, IIpU Ha3HAYCHHUU
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JIEKapCTBEHHBIX IIPENapaToB, 0COOCHHOCTU B3aUMOJAEHUCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIHUSAM 1O UX NPUMEHEHHIO MPUBOJAAT K CHIKEHHIO 3()(HEKTUBHOCTH M 0e30MacHOCTH
JICYEHHUs MalueHTa U (WIKM) CO3/1al0T NOTEHLUAIbHYIO OIIACHOCTD /ISl )KU3HU U 3/I0pOBbS NAL[UEHTA;

3) MNEepBMYHOIO HA3HAYEHUS] NAlMEHTy HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKApCTBEHHBIX
npenapatoB couckoB Il u Il Ilepeunst (B ciydae NpuHATUS PYKOBOJUTENIEM MEIUIIMHCKOM
OpraHM3alMi pelIeHHs O HEOOXOJMMOCTH COIJIACOBAHMS HA3HAYEHMsS] TaKUX JIEKAPCTBEHHbBIX
[IpernapaToB ¢ BpaueOHOM KoMuccuei).

33. IloBTOpHOE Ha3HAUYEHUE HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaTroB
cnuckoB 1l u [l Ilepeuns npousBOAUTCS METUIUMHCKUM PpPaOOTHUKOM CAMOCTOSITEJIBHO WIH
€IMHOJINYHO 0e3 ydyacTus BpaueOHOM KOMMCCUM MALMEHTaM C BBIPAKEHHBIM OOJIEBBIM CUHAPOMOM
JT000r0 reHesa, HapylIEHHEM CHa, CYJIOPOXHBIMU COCTOSIHUSIMHU, TPEBOXHBIMU PACcCTPONCTBaMHU,
($hoOUAMH, ICUXOMOTOPHBIM BO30YKIEHUEM.

34. Ilpu oka3aHMM CKOpPOM MEIMIMHCKON NOMOIIM JIEKAPCTBEHHBIE IpernapaThl Ha3HAuYaroTCs
MEJUIIMHCKUM pa0OTHUKOM BBIE3AHOM OpHUragpl CKOpPOH MOMOIIM, MEAUIHMHCKUM pPabOTHUKOM
MEUIIMHCKON OpraHu3aliyi Ipu OKa3aHUU MEJULMHCKON IMOMOIIM rpakJaHaM MpH 3a00JIEeBaHUSAX,
HECYACTHBIX CIly4yasix, TpaBMaX, OTPABJICHUAX U JIPYIHMX COCTOSHUSX, TPEOYIOUIMX CpPOYHOIO
MEJMIIMHCKOTO BMEIIATEIbCTBA.

V. HazHaueHue JieKapCTBEHHBIX NPENapaToB rpaxaaHaM, MMEHIIHUM
NPaBo Ha OeCIIaTHOE MOJIy4YeHHe JIeKAPCTBEHHBIX NPeNnapaToB UM
NOJIyYeHHe JIEKAPCTBEHHBIX MPEeNapaToB O CKUIKOM, IPH 0Ka3aHUHN

NMEePBUYHON MEeIUKO-CAHUTAPHOM MOMOIIU

35. Ilpu oka3aHMM TEPBUYHOM MEIUKO-CAHUTAPHOM TIOMOIIM HA3HAYEHUE MEIULIMHCKUM
pabOTHUKOM Ha OCHOBE KIWHHUYECKHX PEKOMEHIANHWA W C YY4ETOM CTAaHJIApTOB MEIUIIMHCKON
nmoMommu <l7> JeKapCTBEHHBIX IMPENapaToB, OTIYCKAEMbIX OECIJIaTHO WM CO CKHUIKOH,
rpaKJIaHaM, WMEIONIUM TIPaBO Ha OOCCIeUeHUE JICKAPCTBEHHBIMM IperapaTaMy 3a CYET CPEJICTB
OIO/DKETHBIX aCCUTHOBaHUW (QenepanbHOro OrokeTa W OOKETOB CyOBbekTOB Poccuiickoii
denepanun, ocymecTsiseTcs Ha peuentypHoM omanke N 148-1/y-04(o).

<17> Crarbsa 37 ®enepansuoro 3akoHa N 323-03 (CobOpanue 3akoHOnaTenbcTBa Poccuiickoit
Oenepanum, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopmnenun penenta Ha Onanke ¢dopmbl N 148-1/y-04(;1) Ha OymMakHOM HOCHUTENE
0QOPMIISIOTCS IBA SK3EMILISPa, OJMH U3 KOTOPBIX OCTAETCS B alTEUHOW OpraHU3alllK, BTOPOH - B
MEJHUIIMHCKON TOKYMEHTAIH MallueHTa.

36. HpaBo Ha3HAa4YaTh JICKAPCTBCHHBIC NPCHAPAThl I'paXJaHaM, UMCIOLNIUM IIpaBO Ha OecruiaTHOE
MOJIYYCHHE JICKAPCTBCHHBIX IMPETIApaTOB HUJIU IMOJIYYCHUC JICKAPCTBCHHBIX IMPEIIapaToB CO CKH)IKOﬁ,
TAaKXXC UMCIOT!

1) MmeaunuHCKHEe PabOTHUKH, paboTaroIMNe B MEIUIIUHCKON OpraHU3aIliU 10 COBMECTUTENLCTBY (B
npezenax CBOeH KOMIIETEHIINN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635

2) MEOUIMHCKUE pPaOOTHHUKHM CTAlMOHAPHBIX OPraHU3alUi COLMAJIBHOIO OOCIYKUBAaHUS IIpU
HaJU4YUM JUIEH3UH HA OCYHIECCTBICHUE MEAMIIMHCKOM JesaTeabHOCTH <18>, mpemycMarpuBaronieit
BBITNIOJIHEHHE paboT (OKa3aHHWE YCIYT) MO OKa3aHUIO MEPBUYHON MEIMKO-CAaHUTApHON TMOMOIIH B
amMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM NMPUHAICKHOCTH);

<18> [ynkT 46 yactu 1 crateu 12 ®enepanbHoro 3akoHa N 99-03 (Cobpanre 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeauuMHCKHE paOOTHMKM MEIUIMHCKUX  OpraHU3aluii, OKa3bIBAIOUIUX MEPBUYHYIO
MEJMKO-CAaHUTAPHYIO0 IIOMOIb, TOJBEJOMCTBEHHBIX (elepaabHbIM OpraHaM HCIHOJHUTEIbHOU
BJIACTH WJIM OpraHaM UCIOJHUTENIbHOM BilacTH cyobekToB Poccuiickoit @exneparui;

4) UWHIUBUIyaJIbHBIC TNPEINPUHUMATENHN, OCYIIECTBISIONINEG MEAUIIMHCKYIO JEATeIbHOCTh W
BKJIIOYCHHBIE B PEECTP METUIIMHCKUX OpTaHMU3aIlui, OCYIIECTBISIONIUX ICATEIHHOCTh B cdepe
00s13aTeILHOTO MEUIIMHCKOTO CTPaXOBaHMUS.

37. Ilpn Ha3HAUEHWUHW JIEKAPCTBEHHBIX IMpEnapaToB TpakJIaHaM, UMEIONIUM TpaBO Ha OecriaTHOE
MOJIy4YE€HHE JICKAPCTBEHHBIX MPENapaToB WIM MOIYYEHUE JIEKAPCTBEHHBIX MPEMapaToB CO CKUJIKOM,
B peIenTe yKa3bIBaeTCs HOMEp TenedoHa, MO0 KOTOPOMY PAaOOTHHK aNTEUYHOW OpraHU3aIud MpH
HEOOXOJUMOCTH MOJXKET COTJacoBaTh C MEIWIMHCKUM pAaOOTHHKOM 3aMEHY JIEKapCTBEHHOTO
npenapara.

38. Ha3znaueHne HapKOTHYECKUX U MICUXOTPOMHBIX JIEKaPCTBEHHBIX MpenaparoB coucka Il [lepeuns
(32 HMCKITIOYEHHEM JIEKapCTBEHHBIX IMPENapaToB B BHUJE TPAHCIEPMAaIbHBIX TEPANIeBTHYCCKUX
CHCTEM, a TaK)Xe JICKAPCTBEHHBIX MPEapaToB, COMEPIKAIINX HAPKOTHIECKOE CPEICTBO B COUCTAHUN
C QHTarOHUCTOM OIMOMJHBIX PEIENTOPOB) TpaKJaHaM, HMEIOIIMM TpaBO Ha OecruiaTHOe
MOJTy9YCHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYCHUS JICKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoMm Onanke ¢opmer N 107/y-HII, x koTOpoMy IOTOJHHUTETHHO
odopmiseTcs perent Ha penentypHoM omanke Gopmbel N 148-1/y-04(1) (B 1BYX dK3eMIUIIpax MpH
odopMIIeHHH Ha OyMa)KHOM HOCHUTEJIE).

39. Ha3naueHue HapKOTHYECKUX U MICUXOTPOIHBIX JIEKapCTBEHHBIX MpemnaparoB coucka Il [lepeuns
B BHUJI€ TPAHCIEPMAJIbHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB
cnucka Il Tlepeuns, coaepxkamux HApKOTHYECKOE CPEICTBO B COYETAHUM C aHTarOHUCTOM
OTMHMOUIHBIX PELENTOPOB, ICUXOTPOMHBIX JIeKapCTBEHHbIX mpemnaparoB coucka [II Ilepeuns,
JIEKapCTBEHHBIX IMIperaparoB, BKIOYEHHbIX B mnepeueHb [IKY, conmepkammxcs B MOANYHKTE 2
nynkTa 11 Hacrosimero Ilopsiaka, mpenHa3HaYeHHbIE JUIS JICUEHUS TpaXaaH, UMEIOIIUX IPaBO Ha
OecIIaTHOE TMOJTyYeHHUE JIeKApCTBEHHBIX MPEnapaToB WM MOJy4YEeHUE JIEKAPCTBEHHBIX MpErnapaTroB
CO CKHJKOH, OcyIlecTBisieTcss Ha peuentTypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJHUTEILHO 0(OpPMIIETCs perent Ha perentypaom Omanke ¢popmbr N 148-1/y-04 (i)
(B IBYX 3K3eMILIsIpax Mpu o(opMIIEHUH Ha OyMa)XHOM HOCHUTEJIE).

Ipunooscenue N 1
k Ilopsoky nasnauenus
JIeKAPCMBEHHBIX NPEnapamos,

YMBEPIHCOEHHOMY NPUKAZOM
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Munucmepcmea 30pasooxpanenus

om 24

Poccuiickoti @edepayuu

Hos0ps 2021 2. N 1094n

KOJIMYECTBO HAPKOTHYECKHUX CPEACTB UJIN
IICUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJHOM PELEIITE

N n/n MexayHapoHOE HEITATEHTOBAHHOE dopma BBIITyCKa U Komnuectso
HauMEHOBaHUE HAPKOTHUECKOTO U J03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npenapara

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

2. bynpenoppun PactBop /U1t mEbEKINH, |30 ammmyn
0,3 mr/mit 1 M (ImpuI-TIOOMKOB)

3. bynpenopduna TpancaepManbHbBIN
[1aCThIPb
35 Mkr/4gac 20 rmacTeIpei
52,5 Mkr/4ac 10 mnacTeipeit
70 MKr/49ac S TIacThIpe

4. Mopdun PactBop 1 MHBEKITUH, 20 aMITyIt
pacTBOp s (ImpuI-TIOOUKOB)
[0/IKOYKHOTO BBE/ICHUS
10 mr/mi 1 Mo

5. Konenn + Mopdun + Hockanun + PactBop mis 20 ammyn

[lanaBepun + Tebaun [0/IKOYKHOTO BBE/ICHUS

0,72 + 5,75+ 2,7 + 0,36
+ 0,05 mr/mi1 1 M
1,44 +115+54+0,72
+ 0,1 mr/mi 1 mi

6. Tpumenepuana TabyeTku 25 Mr 50 TabyeToK

7. Tpumenepuun PactBop st uabekuuii |20 ammyn
10 mr/ma 1 mn (mmpuI-TIOOUKOB)
20 mr/mn 1 mn

8. Mopdun Tabnerku (kamncynel)  |180 Tabnerox (karcyam)

[IPOJIOHTPOBAHHOTO
melicTBUs

10 mr

30 Mr

60 Mr

100 mr

60 TabaeTok (karcyn)
40 TabneTox (Karcyn)
20 TabneTok (Karcyn)
20 TabneTok (Karcyn)




200 mr

0. Mopdun TabneTku
5 Mmr 100 Tabnerok
10 mr 100 Tabserok
10. Mopdun Kannu nns npuema 4 prmakona
BHYTPb 20 Mr/mi 20 M
11. Mopdun PactBop 1151 mpuema
BHYTPb (MOHOJI03bI)
2 Mr/mi 5 vt 100 amrryi /3
6 Mr/MII 5 MIT 80 ammyi /3
20 mr/mut 5 mi 30 ammyn /3
12. OxcukonoH + Hamokcon TaOmeTkn
MIPOJIOHTHPOBAHHOTO
e CTBUSA
S Mr+ 2,5 Mr 100 TabneTox
10 mr + 5 mr 60 TabneTox
20 mr + 10 Mr 40 TabieTox
40 mr + 20 mr 20 TabneTok
13. [IponmnonmndennmrokcusTIINUepuanH Tabnetku 3ameunsie 20 [S0 TabneTok
MT
14. DeHTaHnI [[nacTeipp
12,5 mkr/gac 20 macTeipeit
25 MKr/4ac 20 rmacTeipen
50 Mkr/49ac 10 mnacTeipeit
75 MKr/4ac 10 mnacTeipeit
100 mkr/4gac 10 nmnacTeipeit
15. deHTaHnI Cripeili Ha3aIbHBINA

Dnakon 50 MKr/mo3a
2,0 M1 (10 m03)

3,2 ma (20 mo3)

5,0 M (40 mo3)
Dnakon 100 Mkr/mo3a
2,0 M1 (10 103)

3,2 ma (20 mo3)

5,0 M (40 mo3)
Dnakon 200 MKr/no3a
2,0 M1 (10 m103)

3,2 ma (20 mo3)

5,0 M (40 mo3)

24 pmakona
12 pnakoHoB
6 ¢rakoHOB

12 pnakonoB
6 ¢rakoHOB
3 ¢urakona

12 pnakoHoB
6 ¢urakoHOB

3 ¢urakona

Ipunoocenue N 2

k Ilopsoky nasnauenus

JeKapCmeeHHnblx npenapamoe,

YMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanenus



Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPALIEHUA ITPU O®OPMJIEHUU PELIEIITOB

N | Coxkpaienue [Tonnoe Hanucanue ITepeBon
n/m

1. |aa ana 110, IOPOBHY

2. lac., acid. acidum KHCIIOTa

3. [aer. aerozolum A3p030J1b

4. |amp. ampulla amITya

5. [ag. agua BOJIA

6. [aqg. purif. aqua purificata BOJIa OUYHIIICHHAS

7. |out. butyrum Macito (TBepoe)

8. |caps. capsula Karcysa

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

10. |D. Da (Detur, Dentur) Beinait (ITycts Beigano, [lycts
OyJIeT BBIJAHO)

11. |D.S. Da, Signa Detur, Signetur Brinaii, 0603uaub [TycTs Oyaer
BuIgaH0, O003HAYEHO

12. |D.t.d. Da (Dentur) tales doses Boigaii (ITycts OymyT BbIIaHBI)
TaKue JI03bI

13. (dil. dilutus pa3BeIeHHBIN

14. |Div. inp. aeq. |Divide in partes aequales Pasjenu Ha paBHbBIC YacTH

15. |emuls. emulsio OMYJIbCHS

16. |extr. extractum DKCTPAKT, BBITSKKA

17. |in enem. in enemas B MHKPOKJIH3Max

18. |F. Fiat (fiant) [Tycts 0Opasyetcs (00pa3yroTcst)

19. |gran. granulum rpaHyJIbl

20. |gt., gtt gutta, guttae Karuis, Karuim

21. |gtt. peror. guttae peroralis KaIUTH [T IpUeMa BHYTPb

22. |inf. infusum HACTOi

23. [inamp. in ampullis B aMITyJIax

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

25. |intab. prolong. |in tab(u)lettis prolongatis B Ta0JIETKAX C POJIOHTUPOBAHHBIM
BBICBOOO XK ICHUEM

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

obd.

BBICBOOOXKICHUEM, TIOKPBITBIX
000JI0YKOH




27. |in tubul. in tubulis B TFOOMKaX

28. [lin. linimentum JTMHUMEHT

29. [lig. liquor PKUKOCTD

30. |lot. lotion II0CBOH

31. |m. pil. massa pilularum MTIOJIbHAS Macca

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

33. M. Misce, Misceatur Cmermait
(Ilyct Oyzer cmeniaHo)

34.  |mixt. mixtura MUKCTypa

35. |N. numero YUCIIOM

36. |ol. oleum Macsio (FKUIKOE)

37. |past. pasta rnacra

38. |pil. pilula, pilulae TIVUTIONS], TTVUJTEOITH

39. |p. aeq. partes aequales [paBHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXKICHHBIN

41, |pulv. pulvis OPONIOK

42. 9. s. quantum satis CKOJIbKO TIOTPEOyeTCs, CKOJIBKO
HaI0

43. |r., rad. radix KOpEHb

44.  Rp. Recipe Bo3bpMu

45. [Rep. Repete, Repetatur [ToBTOopu (ITycTh OyneT
MOBTOPEHO )

46. |rhiz. rhizoma KOPHEBHIIIE

47. |S. Signa, Signetur 0O603naub (ITycts Oyaer
0003HAYEHO)

48. |sem. semen cemst

49. [simpl. simplex IPOCTOM

50. [sir. sirupus CHpOTI

51. [sol. solutio pacTBop

52. [spr. spray cripeit

53. [spr. nas. spray nasale Cripeil Ha3aJabHBII

54. [supp. suppositorium CBEYa, CYIIIO3UTOPHUIL

55. [susp. suspensio CYCIICH3Us, B3BECh

56. [tab. tab(u)letta TabaeTKa

57. [t-ra, tinct. tinctura HAaCTOWKa

58. [tubulis tubulis TIOOUKH

59. [STT Systema Therapeutica TpancaepManbHas

Transcutanea TepaneBtuueckas Cucrema
60. (ung. unguentum Mashb
61. |vitr. vitrurn CKJISTHKA

Ipunooscenue N 2

K npukasy Munucmepcmea 30pagooxpanenus

Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n



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

MMHMCTEPCTBO 3IpaBOOXpPaHEeHUd Kon ¢opwmer no OKY]

Poccumickonm denmepaumm Kon yupexnmenma no OKIIO

MemmMumMHCKad IOOKYMeHTalud

HamMeHOBaHMe (WTaMII) ®dopma N 107-1/y

MEeNUUMHCKOM OpTraHM3aLmnn YTBEepX)IeHa IPpUKa30M
MUHUCTEPCTBA 3OPAaBOOXPAHEHUI
Poccumickom denepauun

or 24 HOo86psa 2021 . N 1094Hu

PELIEIT
(B3pOCIE, IOeTCKMM — HYXHOE INOOUEPKHYTH)
"o 20 T.
daMmIMsa, MHMLMAJE MMEeHM M OTuecTBa ([ocjiegHee — IIPU HaJIU4dUM)
naumueHTa
JaTa poXOoeHUd
daMmmsa, MHMLMAJE MMEHM M OTUeCcTBa (IocJiegHee - IIPM HaJMuUM)

Jedamero Bpada (despruepa, akKyllepkKu)




py0. |xkom. |Rp.

pyo. |kxomo. |Rp.

[loopnuce

1 IeyaThb Jiedalero Bpauda M.II.

(noonucek ¢espruepa, akKyllepkKu)

PelenT peMcrBuUTEJIeH B TeueHme 60 pgHem, mo 1 roma ( )

(HyXHOE MNONUEPKHYTH) (yxkazarhb

KOJIMUECTBO IIHEWM)

ObopoTHas CTOPOHAa

OTMeTKa O Has3HadYeHUU
JIEKaPCTBEHHOT'O IpelapaTa
IO PelleHMI0 BpaduebHOM KOMMUCCUU

[TpuroTOBMII [Iporepmn OrTnnycTumi




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

MyHMCTEPCTBO 3OPAaBOOXPaHEHUS Konm dopwmer mo OKYI 3108805

Poccurickon demepaumnm MemmMumHCKasa IOOKYyMEHTALMSI
dopma N 148-1/y-88

HammvMeHnoBaHMe (mwTamil) YTBepXOeHa NIPpUKasOM

MEIMLMHCKOM OpTraHM3alLumn MyHMCTEepCTBa 3OPaBOOXPaHEeHUH
Poccumickom denepauumn

HamMeHOBaHMe (lITaMII) orT 24 HOosOps 2021 r. N 1094H

VHIVBUIOYAJBHOTO NPEenNIpUHMMAaTEeIS

(yxazaTh ampec, HOMEp UM OaTy JIMLEeH3UM,

HaVMeHOBAaHME OpraHa I'OCyIapCTBEHHOM BJIACTH,

BEIOABIIETO JIMLIEH3UIO)

e L U UL LU

PELEINT mo 20 .
(maTa odopMIIeHMA-pPeLEenTa)

(B3pOCIEI, IOeTCKMM — HYXHOE IIONUEPKHYTH)

daMmmMsa, MHMULMAJE MMEHM M OTUeCcTBa (IocJiedHee - IPM HaJIMuUM)
rnaumMeHTa

JaTa poXOoeHUd

Anmpec wMecTa xuTeNbCcTBa MIM N MeOMUMHCKOM KapTh aMOyJIaTOPHOIO
IIaumMeHTa, I[IoJIydallmeIl'O MeIMIVMHCKYIO IIOMOIb B aMGYHaTOpHHX YCIJIOBUMAX

daMmIIMsa, MHUILMAJE MMEHM M OTUecTBa (IocJieHee - IIPM HaJUMuUM)



Jeyamero Bpada (denbpamepa, axkylepKu)

[logpnmuce M IeuyaThb Jiedalero Bpauda M.II.
(noonuce ¢Qespruepa, akKyllepkKu)

PellenT meMcTBUTEJIEH B TeueHMe 15 nHem

OBbopoTHasas CTOPOHA

OTMeTKa O Has3HadYeHUU
JIEKAPCTBEHHOT'O IpelapaTa
IO PEUIeHMI BpadebOHOM KOMUCCUU

[TpuroTOBMII [TpoBepmi OrnycTmi

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/Y-04 (J)

MMHMCTEPCTBO 3OpaBOOXPaHEeHMUA YTBEPXIEHA
Poccurickonm demepaumu MECTO IJiA npmkasomM MuMHMCTepCTBa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickon denmepaumm
or 24 HOsabOpsa 2021 .
N 1094u



MITamm

Konm MemuMUMHCKOM OpTraHM3aluM

MITamn

Konm mMHOMBUIOYyaJILHOTO IIpealiprHMaTeJid

Kon ¢opwmer mo OKYI 3108805

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

Kon Kon VICTOUHMK OMHAHCUPOBAHMUA: |$ OIJIATH :
KaTeropum HO30JIOTMUEeCKOMN (MOOUYEepPKHYTH) (MOOUYEepPKHYTH)
TrpaxiaH bopmel (mo MKE)
1. denepanpHBEM OOIXET 1. BecnnaTHO
2. Bomxer cybwexkTa 2. 50%
Poccumickom demepaumm
3. MyHMUMIAJBHBEM OwlmxeT |3. MHOM %
PELEIIT Cepusa N HaTra odopmMmIieHMUA: 20 r.

Samunusa,
IpY HaJIW4dMM)

MHULIMAJIE MMEHM M OTueCcTBa
malumMeHTa

(nmocrnenHee

JaTa poxmeHUdA



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

CHIMJIC

N noJjgmca
0bg3aTeJIbHOTO
Me IVMIIVIHCKOTI'O
CTpaxoBaHMA:

HOMep MGEMHMHCKOﬁ KapTel IIaluVveHTa, II0JIydarmero MeIOIMUIVMHCKYK IIOMOIB B
aMOyJIaTOPHEIX YCJIOBUSAX

damvmnmsa, MHMLMAJE MMEHM M OTUeCcTBa (IocJelHee - IIPM HaJIM4dUM)
Jedamero Bpada (despnuepa, akKyllepkKu)

PyO. Korm. 2
0 i
S T 1 >

[lognuce ¥ redaThb Jievallero Bpaua M.II.

(mnoonucek ¢espruepa, akKyllepkKu)

PeuenTt percrBuUTesieH B TeueHme 15 mHem, 30 muHem, 90 mHel
(HyXHOE NONUEPKHYTH)
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[TpuroTOBMII [Iporepmn OrnycTmi

<E> B cJiydae M3TOTOBJIEHMA peneriTypHoTro BJlaHKa C MCIIOJIb30BaHUEM
KOMIIBIOTEPHBIX TEXHOJIOTUM .

Ipunoosicenue N 3
K npuxa3zy Munucmepcmea 30pagooxpaHents
Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1094n

MHOPAJOK O®OPMJIEHUSA PELHEIITYPHDBIX BJIAHKOB
HA JJEKAPCTBEHHBIE ITIPEITAPATDI, UX YUETA U
XPAHEHUA

l. Opopmiienne penenta Ha OyMaKHOM HOCHUTeJIe

1. Ha peuentypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€eBOM BepXHEM
Y1y IPOCTABIISETCS MITaMI MEAMLIMHCKONW OpraHM3alliu ¢ yKa3aHHEeM ee HauMEHOBaHHUs, ajpeca U
TeseoHa ¢ 1aTON BBIMUCKH (aToil 0(opMIIeHHs ) pelienTa Ha JIeKapCTBEHHBIH Mpemnapar.

JononuutenbHo Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(;1) npocraBisieTcs KoJ
MEIULMHCKOM OpraHu3ani B COOTBETCTBUU ¢ OCHOBHBIM I'OCYJApCTBEHHBIM PErMCTPALMOHHBIM



Homepowm (nanee - OI'PH).

Cepust peuentypHoro Omanka ¢opmbl N 148-1/y-04(;1) Birodaer koj cyObekra Poccuiickoi
denepani, COOTBETCTBYIOIIMK JBYM TMepBbIM Iudppam OOmepoccuiickoro kiaaccuburaTopa
00BEKTOB a/IMUHUCTPATUBHO-TEPPUTOpHATLHOTO nenenus (nanee - OKATO).

Paspemaercs usroraBnuBath pernentypubie Oanku Gopmer N 107-1/y u dpopmer N 148-1/y-04(1) ¢
MTOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Omanku  Qopmer  popmer N 148-1/y-88 uW3roTaBiIMBarOTCS  HMCKIIOYUTEIIHHO
TUNIOTPA(CKUM CTIOCOOOM.

2. Ha peuentypHbix OmaHkax, OQOPMISEMBIX HHIUBUAYAJIBbHBIMUA TPEANPHUHAMATEISIMH,
MMEIOLIUMU JIMLEH3UI0 Ha MEIULMHCKYIO JEATEIbHOCTh, B BEPXHEM JIEBOM YIJy THUIOTPadCKUM
CrocoOOM WJIM MYTEM IMPOCTaBICHHUS IITaMIa JOJDKEH ObITh yKa3aH aapec WHAWBUAYAJIbHOTO
NpEeANPUHUMATENS,, HOMEpP M JaTa JULEH3MHM, HaMMEHOBAHUE OpraHa rocyJapCTBEHHOM BIACTH,
BBIJIABILIETO JIULEH3UIO.

3. Peuentypueie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anonHsFOTCS
MEJIUIUHCKUM paOOTHUKOM YEPHUIAMH WU MMAPUKOBOM PYIKOH.

4. Jlomyckaetcsi opopMIICHHE BCEX PEKBU3UTOB (3a MCKIIOUeHUEM pekBu3uTa "lloanuce nedamiero
Bpaua (MOINHCh (Qenpamepa, akymepku') pernenTypHbXx OmaHkoB ¢opmbl ¢opmer N 107-1/y,
dopmer N 148-1/y-88 u popmer N 148-1/y-04(i1) ¢ ncnob30BaHUEM TIEYATAIOIINX YCTPOUCTB.

5. Odopmienne pernentypubix OmaHkoB ¢opmbl N 148-1/y-04(n) BrimodaeT mudpoBoe
KOJHMPOBaHUE.

HudpoBoe koarpoBaHUe yKa3aHHBIX PELENTYPHBIX OJAHKOB BKIIOYAET:

1) xon memaummHcKoM opranm3zanuu (OI'PH) wim kon wHAMBUAyanbHOTO NpEANPUHUMATENS B
COOTBETCTBUU ¢ (OCHOBHBIM TOCYJapCTBEHHBIM PETHMCTPAIIMOHHBIM HOMEPOM HHIWBHIYaJILHOTO
npeanpuanmatens (manee - OI'PHUII), npocrtaBnsieMblii NMpH HM3TOTOBJICHHHM PEIENTYPHBIX
OJIAHKOB;

2) KOJ KaTeropuu TpaKJaH, MMEIOIIMUX IPaBO HA MOJydYeHHE JICKapCTBEHHBIX IPENapaToB B
COOTBETCTBUU cO cTaThel 6.1 DenmepanbHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O
roCyJIapCTBEHHOM cOIManbHOM moMoniu" <1>, U Ko HO30J0THYecKOor GopMbI o MexayHapoIHOH
CTaTUCTUYECCKON Kiaccudukaimu OoJie3HEH © mpoOsieM, CBsA3aHHBIX €O 370poBbeM (10-i
nepecmoTp) (manee - MKDB), 3amonHseMble JeqamuM BpauoM MyTEM 3aHECEHUS KXo MUphl B
MyCThIe sTYEHKH, TPU STOM TOUYKA MIPOCTABISETCS B OTACIHHOM sueiike;

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

3) orMerky 00 uctouHuke (uHaHcupoBaHus (deaepanpHblii Oromxker [1], OrpKeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHUIUNANbHBIA OromkeT [3]) W TpOLEHTE OMaThl pelenTa
(6ecrumatno [1], 50% [2], unoit % [3]);

4) mTpUX-KOA - JONOJHUTENbHBIA PEKBU3UT (B Clydyae M3TOTOBJICHUS HAa TEPPUTOPUHM CYOBEKTa
Poccuiickoit @enepanuu perentypHoro 6JaHKa ¢ UCIOIb30BaHUEM KOMIBIOTEPHBIX TEXHOJIOTHIA).
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6. B peuentypusix 61ankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnms,
WHUIMATIBI UMEHH M OT4decTBa (IOCIeqHee - NpPU HAIMYMM) MalUeHTta" yKa3bIBaroTCs (amuus,
MHULMAJIbl UIMEHU U OTUYECTBA (IIOCIIEHEE - IPU HAIIMYMM) MTaLUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x;) B rpade "/lara
pOXKACHHS" YKA3bIBACTCS 1aTa POKJICHUS MalMeHTa (YHCII0, MECSII, TON).

JlononmHuTenbHO B perentypHbix Onankax ¢Gopmer N 148-1/y-88 u dopmsr N 107-1/y ans nereit B
Bo3pacte 10 1 rona B rpade "ata poxaeHus" yKa3bIBa€TCs KOJTHMYECTBO MOJTHBIX MECSIIEB.

8. B penentypubsix Onankax ¢opmer N 148-1/y-04(;1) B rpadax "CHUIIC" u "N mosmca
0053aTEIIFHOTO0 MEAWIUHCKOTO CTPAaXOBaHHS'" YKa3bIBAIOTCS CTPAXOBOM HOMEp HHIUBHIYaTbHOTO
auneBoro cuera rpaxnaaHvHa B IlencuonHom ¢oune Poccuiickoit ®@enepauuu (CHUJIC) (mpu
HaJU4YMH) U HOMEp ToJIMca 00s13aTEILHOTO MEIUITMHCKOTO CTPaXOBaHMS.

9. B peuentypubix Omankax gopmbl N 148-1/y-88 B rpade "Axpec MecTa KUTEIBCTBA UM HOMEP
MEJUIIMHCKOM KapThl MalueHTa, IMOJIyJaloUulero MEAMIMHCKYI0 TIOMOIIb B aMOyJaTOPHBIX
yCIIOBUSX'", YKa3bIBAETCSl MOYTOBBIM aJpec MecTa KUTEIbCTBAa (MecTa MpeObIBaHUS WM MeECTa
(aKkTUYEeCKOro MPOKMBAHUS) MAIMEHTa WIM HOMEP MEIULMHCKON KapThl MAlUEHTAa, MOIy4aloLIero
MEHUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MunuctepctBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 15 nexabps 2014 r. N
834u "OO0 yTBepKIeHUH YHUPHUITUPOBAHHBIX (DOPM METUIIMHCKOW JTOKYMEHTAIIUH, UCTIOJIb3YEMBIX B
MEUIIMHCKUX OPTraHU3aUsAX, OKa3bIBAIOUIUX MEAUIIMHCKYIO TOMOIIb B aMOYIaTOPHBIX YCIOBUSAX, U
nopsiakoB 1Mo ux 3anosHeHuto" (manee - I[Ipukaz N 834H) (3apeructpupoBaH MHUHHCTEPCTBOM
octuin - Poccuiickoit @enepanmu 20 depans 2015 1., perucrpanmonusiii N 36160) ¢
W3MEHEHUAMH, BHECEHHBIMU NMpUKa3zaMu MuHuUcCTEepCTBa 31paBooxpaHeHust Poccuiickoit denepanun
oT 9 suBaps 2018 r. N 2 (3apeructpupoBan MunHCTEpCcTBOM FOocTUIMU Poccuiickoit denepanuu 4
anpens 2018 r., peructpammonasiii N 50614), ot 2 Hos06ps 2020 r. N 1186H (3apeructpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®enepanuu 27 HosiOps 2020 r., peructpanuoHHbiidi N
61121).

Vkazanne u aapeca MeCTa XHUTCJIbCTBAa U HOMEpPpA Me,Z[I/II_[HHCKOfI KapThbl ManuycHTa, IMOJIy4aromiero
MCAUIHUHCKYIO ITOMOIIb B aM6ynaTOpHBIX YCIOBUAX, HC ABJIACTCA OIIINOKOIA.

B penentypubix 61ankax gopmsl N 148-1/y-04(:1) B rpade "Homep MeIUITMHCKOM KapThl MAlUEHTA,
MOJIyYAlOMIEr0 MEJUIUHCKYI0 TIOMOIIb B aMOYJIaTOPHBIX YCJIOBHUSX" yKa3bIBaeTCS HOMED
MEIUIIMHCKOM KapThl MAIMEHTA, MTOJYYaroIlero MEAUIIMHCKYIO TIOMOIIb B aMOYyIaTOPHBIX YCIOBHUSIX
<3>.

<3> [Ipuxa3 N 834H.

10. B rpade "Pamuins, MHULIUAIB UMEHH U OTYECTBA (TIOCIEIHEE - IPU HAJIMYUH) JIeYallero Bpaya
(penpamepa, axymepku)" peuentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(11) yka3pIBaroTCs MOJHOCTHIO (haMIIINS, MHUIIMAIBI UMEHH, OTYECTBA (IIOCIeiHee - MPH
HINYMH) METUIIMHCKOTO paOOTHMKA, HA3HAUMBIIETO JIEKAPCTBEHHBIE MpenapaThl U 0(hOPMHUBILEr0
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peLent.

11. B rpage "Rp" penentypubix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
YKa3bIBa€TCSL:

1) HauMeHOBaHUE JIEKAPCTBEHHOTO Ipenapara (MeX/IyHapoIHOE HEMaTeHTOBAaHHOE HaUMEHOBAHHE,
IpynnmrvupoOBOYHOC HJIM XUMHUUYCCKOC HAMMCHOBAHUE, TOProBOC HaI/IMeHOBaHI/Ie) Ha JIAaTUHCKOM A3BIKE
WIA Ha PYyCCKOM f3bIKe, (hopMa BBIMyCKa, JHO3MPOBKA, KOJIMYECTBO (YKa3bIBACTCS MPOMHCHIO HA
peuentypaom 6manke popmer N 107/y-HII);

2) crnoco0d MpUMEHEHHs JIEKApCTBEHHOrO TMperapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
@enepanny WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM S3bIKE
pecnyOIIMK U UHBIX 3bIKax Hapos10B Poccuiickoit denepannn <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit @eneparun ot 25 okrsadps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoit ®enepanuun" (mamee - 3akon N 1807-1). (Bemomoctu chesna
Hapoaubix nenyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. Ilpu opopmaeHnn perenTypHbIX OJaHKOB 3alpemniacTcsl OTPaHUYNBATHCS OOIMIMMH YKa3aHUSMH,
HarpuMmep, "Bryrpennee", "3BecTHO".

B anexmponnom 00Kymenme Hymepayus nynKmoe coomeencmeyen ouuuanbHomy
UCHIOYHUKY.

14. Penent, odopmieHHbli Ha penentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(o1), moaANMKMCHIBACTCS MEAUIIMHCKAM PAOOTHUKOM M 3aBEPSETCS €ro MeUYaThIo.

Penenit, oopmitennniii Ha pernentypHoM Onanke Gopmbr N 148-1/y-88 u dpopmer N 148-1/y-04(:1),
JIOTIOJTHUTEIBHO 3aBEPSAETCS NeYaThi0 MEIMIIMHCKON opranu3aruu "Jlis penentos".

st perienita, opopmiaeHHoro Ha perentypHom Omanke Gopmer N 107-1/y, Hanuuue nedatu "Jlms
perenToB" He SIBISETCS 0053aTEIBHBIM.

15. Ha ogaoMm penentyprom Omanke Gpopmbr N 148-1/y-88 u popmer N 148-1/y-04(11) paspemiaercs
OCYIIECTBIISITH HA3HAYCHHUE TOJBKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Iperapara.

Ha omnom peuentypnom Omanke ¢opmbr N 107-1/y paspemiaercss oCyleCTBISITh Ha3HAYCHHE
TOJILKO OJHOTO HaWMCHOBAHMs JICKAPCTBEHHOTO Ipemapara, oTHocsmerocs mno ATX «k
antuncuxotundeckum cpeactam (koa N 05A), ankcmonutukam (kog N 05B), CHOTBOpHBIM U
cenatuBHbIM cpenctBaMm (kox N 05C), antmpenpeccantam (kog N O06A) m He momaexaniero
MPEIMETHO-KOJIMYECTBEHHOMY yUETY, U JI0 TPEX HAUMEHOBAHUH JICKAPCTBEHHBIX MPEMapaToB - JJIs
WHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

16. McnpaBienus B peLenTe He JOMyCKarTCs.

17. Ilpu odopmnennn peuentypHsix 61ankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIEKapCTBEHHbIE Ipernaparhl, Ha3HAuU€HHbIE IO PELIEHHI0 BpayeOHOM KOMHCCHH, Ha 000poTe
peLenTypHoro 6JaHKa CTaBUTCA CHelMaibHas OTMETKa (IITamI).

18. Ha peuentypnom Onanke ¢popmbl N 148-1/y-04(;1) BHU3Y UMeeTCs TMHUS OTPBIBA, pa3zessatomas
pelenTypHbIi OJaHK U KOPEIIOK.
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Kopemok ot pemernra, 0o)OpMICHHOTO Ha YKa3aHHOM PEIENTYpPHOM OJIaHKE, BBIJACTCS MAlUEHTY
(ero 3aKOHHOMY MPEJICTABHUTEINI0) B aNTEUYHOW OpraHU3allMM, Ha KOPEUIKE JAENAaeTCs OTMETKa O
HAaUMEHOBAHHH JICKAPCTBEHHOTO Tperapara, J03UpOBKe, KOJIMYECTBE, CIIOCOOE MPUMEHEHHSI.

1. Opopmienue penenrta B gopmMe 3J1€KTPOHHOIO JOKYMEHTA

19. Peuenit B ¢opMe 3IEKTPOHHOTO JOKYMEHTA, MOIIMUCAHHOTO YCHUJICHHOW KBaau(UIMPOBAHHOMN
AIIEKTPOHHOMU MOJAMUCHIO, POPMHUPYETCS METUIIMHCKAM PaOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI
B (enepanabHBIl PEruCTp MEIUIMHCKUX pPabOTHUKOB <5>, a TaKkkKe IpPU YCIOBHUH PETUCTPAINU
MEIUIIMHCKOW OpraHu3anuy, B KOTOpOW odopmisieTcs perent, B (enepaabHOM peecTpe
MEIUMIIMHCKUX OpraHu3anuii <6> eIWHON ToCyIapCTBEHHOW WH(OPMAIMOHHOW cUCTeMBbI B cdepe
3/]paBOOXpPAHEHUS] W TNOJKIIOYEHMS] TakoW MEIUIIMHCKOM OpraHu3aluud K TOCyAapCTBEHHOM
nH(popMallMOHHOU cucTeme B cepe 3apaBooxpaHenus cyobekta Pocecniickoit @eneparuu <7>.

<5> Yactp 4 crateum 91.1 ®DenpepanpHoro 3akoHa N 323-®3 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactp 4 cratem 91.1 ®DenpepanpHoro 3akoHa N 323-®3 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Crarbu 91 u 91.1 ®enepansroro 3akoHa N 323-03 (Cobpanue 3akoHo1aTeIbeTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724).

20. ITpu odopmiernn perenta B GopMe JMEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIC TTPemaparhl,
yka3aHHble B myHKTax 9 u 11 Ilopsnka Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO
HACTOSIIUM TPUKA30M, M OTIYCKaeMble 3a TOJHYI0 CTOUMOCTb, 3allOJIHSIOTCS CIEIyIolue
PEKBU3UTHI:

1) xon cyowekra Poccuiickoit ®enepanmu nmo OKATO, omnpeaensronuii rocyaapCTBEHHYIO
nH(OPMALIMOHHYIO cUCTeMy B cdepe 3apaBooxpaHeHUs cyobekra Poccuiickoit ®enepanuu, B
KOTOpOil chopmupoBaH perent B popme 3JIeKTPOHHOTO JOKYMEHTA;

2) HaMMCHOBAHUC MCHHHHHCKOﬁ OpraHu3anuu, aapec, TGJ'IC(bOH niIn (1)aMI/IJ'II/I$I, HMHHUIUAJIbl HMMCHHU U
O0T4YCCTBA (HOCJ’ICI[HCC - I[IpH HaJ'II/ILII/II/I) HHIUBUAYAJIBbHOI'O IMPEANIPUHHUMATEIA, HMCIOUICTO JIMICH3UTO
Ha MCAUNUHCKYIO ACATCIBHOCTD, €TI0 aIpeC;

3) OI'PH ropuanueckoro nuna (MemunuHckoi opranmszanuu) win OI'PHUII unauBuayanbHOTO
MpeaIPUHUMATEIS;

4) nata oopmieHus perenTa (yka3plBaeTCs YUCIO, MECSIL, TO1);

5) nmata okoHYaHHs JecTBHS penenta (GopMHUpyeTcs TOCYIapCTBEHHOW WHGOPMAIMOHHOMN
cuctemoii B cdepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit denepanuu B COOTBETCTBUU CO
cpokamu feiicTBus perenToB: 15 queit, 30 queit, 60 gueii, 90 aueii, no 1 roaa);

6) yHUKaJbHBI HOMEp perenta (Gopmupyercss rocyaapCcTBEHHON MH()OPMAIIMOHHONW CUCTEMOU B
chepe 3apaBooxpaHeHus cyobekra Poccuiickoir @enepanuu U o0OecrneyMBaeT OTHO3HAYHYIO
uaeHTUQUKAINIO perenTa B (opMe dNIeKTpoHHOTO JAokymeHTa B coueTannu ¢ OKATO, OI'PH wnun
OI'PHUII);
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7) otmetrku "Cit0" (cpouno) wim "statim" (HemeIeHHO) MPU HEOOXOAUMOCTH CPOYHOIO HJIH
HEMEJIEHHOTO OTITYCKa JICKAPCTBEHHOTO TIperapaTa MmaiueHTy,

8) ampec mamueHTa (yKas3blBaeTCsl MOYTOBBIA aJ[pec MECTa KUTEIbCTBA (MecTa MpeObIBaHUS WU
MecTa (DaKTHUECKOTO TMPOKUBAHUS) C YyKa3aHHMEM WHJEKCAa, HAaMMEHOBAHHs Kpas, oO0JacTH,
pecnyOJIMKK, aBTOHOMHOTO OKpyra W WHOTro cyObekTa Poccuiickoit ®Denepanuu, HauMEHOBaHHS
HACeJICHHOTO IMMyHKTa, HAaMMEHOBaHHWA YIHIBI (IPOCIEKTa, Mepeyika, mpoesna), Homepa aoma (c
yKa3aHHUEM KOpILyca, Py HAJIMYUH ), HOMEpa KBApTHUPHI);

9) HOMEp SIIEKTPOHHOW MEIUIIMHCKON KapThl MAMEHTa B TOCYIAapCTBEHHOW WH(OPMAIMOHHOM
cucteme B cepe 3apaBooxpaneHus cyorekta Poccniickoit Deneparum;

10) pamunust, ums, 0TYECTBO (MOCIEIHEE - IPU HATTMYUHN) TTAIIMEHTa OJHOCTHIO;

11) nmata pokneHuss mnauueHTa (yKas3blBaeTcs YMCIO, Mecsl, Tox), Uil aered no 1 roxa
JIOTIOTHUTEIBHO YKa3bIBACTCSI KOJMYECTBO MOJHBIX MECALIEB;

12) damunus, vHUIMAIBI UMEHHU U OTYECTBA (TMOCIEHEe - IPU HATUYMU) MEIUIIMHCKOTO0 pabOTHHUKA
MOJIHOCTBIO;

13) HaumMmeHOBaHHME  JIEKapCTBEHHOrO  mpemnapara  (MEXIyHapoJHOE  HEMaTeHTOBAaHHOE
HauMEHOBaHHUe, TIPYNIHUPOBOYHOE WM XMMHUYECKOE€ HaWMEHOBaHHE, TOProBO€ HAaMMEHOBaHMUE),
J03UPOBKa, (hopMa BbIMYCKa, KOJIMYECTBO (BCE MO3UIIMH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cnoco6 mpuMeHeHHs JIEKapCTBEHHOIO IpernapaTa Ha TOCYAapCTBEHHOM s3blke Poccuiickoit
denepanny WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM S3BIKE
pecnyONuK ¥ MHBIX sI3bIKax Hapo10B Poccuiickoii denepanun <8>;

<8> Yactp 1 crarbm 15 3akona N 1807-1 (Bemomoctu chesna Hapomaubix aenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHoaarenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804).

15) 1OKyMeHT, NOATBEPXKIAIOIIMIA Ha3HAUEHUE JIEKAPCTBEHHOTO Ipernapara [0 pPEelIeHUI0
BpaueOHOM KOMHUCCUU MEIULIMHCKON OpraHu3aluiy;

16) ormMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO pPeUIeHUI0 BpaueOHOM KoMuccuu
MEIUIIMHCKOM OpraHu3allid B CIydasX, yKa3aHHbIX B a03ame BTopoMm mnyHkTa 6 I[lopsnka
HA3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHOTO HACTOSIIIUM PUKA30M;

17) otMeTka O creuuMaibHOM Ha3HAYEHUH JIEKAPCTBEHHOTO Mpernapara (3amojHsSeTcsl B ClIydasx,
yKa3aHHBIX B MyHKTax 15 u 24 [Nopsaka Ha3HaUYEHUS JIEKapCTBEHHBIX MPENapaToB, YTBEPKIACHHOTO
HACTOSIIIIUM IPUKA30M);

18) OTMCTKA O CIICHUAJIBHOM HA3HAYCHUHU JICKAPCTBCHHOTO IIpCIiapaTa IMalkuCHTY C 38.6OJ'IGB8.HI/ICM,
Tpe6y10H_II/IM JJIUTCIIBHOTO KYPCOBOTO JICHCHUA (SaHOJ'IHSIeTCSI B CJIy4ac, yKa3aHHOM B ITYHKTC 23
Hopﬂm(a Ha3HAYCHUA JICKAPCTBCHHLIX IMPCIApPaTOB, YTBCPKACHHOTO HACTOSAIMINUM HpI/IKa3OM) C
MMPOCTaBJICHUECM NICPUOJUIHOCTU OTITYCKA JICKAPCTBCHHOTO IIPCIiapara,

19) mpu odopmienun perenta B Gopme 37IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbIC Mpenaparsl,
yKa3aHHble B MOANYHKTax 2 - 5 myHkTa 9 u mynkre 11 Ilopsiaka HasHadyeHUs JEKapCTBEHHBIX
MPEenapaToB, YTBEPKIAEHHOTO HACTOSALIMM MPUKA30M, TpaXkaaHaM, UMEIOIUM MIPaBoO Ha OecIuiaTHOe
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IMMOJIYYCHHC JICKAPCTBCHHBIX ITPCIIapaTOB HUJIM MOJYYCHHC JICKAPCTBCHHLIX ITPCIIapaToB CO CKHHKOﬁ,
3aIlOJIHAKOTCA PCKBU3UTHI, MPCAYCMOTPCHHLIC NOAITYHKTAMHA 1-18 HACTOAIICIO IIYHKTA, a TAKXKC
CJICAYIOIIUC PCKBU3UTHI:

a) Kareropusi TIpaxJaH, HMEIOLIUX I[IpaBO Ha IIOJYYEHHUE JIEKApCTBEHHBIX IIPENaparoB B
COOTBETCTBUU €O crathed 6.1 DenepanpHOro 3akona or 17 wmromst 1999 r. N 178-®3 "O
roCyJIapCTBEHHOM colManbHOM momonu" <9>;

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

0) ko1 Hozosoruueckoi ¢popmel o MKB;

B) McTOuHUK (puHaHcupoBanus (1 - denepanbHbIii OroKeT, 2 - OromKeT cyObekTa Poccuiickoii
®denepanu, 3 - MyHUITUTIATBHBINA OFOKET);

r) pa3mep orutathl (1 - 6ecratHo, 2 - 50%, 3 - wHO %);

J) CTPaxoBOM HOMEp HHAWBHUIYaIbHOTO JIMIIEBOrO cyeTa rpaxaaHnHa B IleHcuonHoM (oHze
Poccuiickoit ®enepanuu (npu vanuuun) (CHUJIC);

€) HOMep ToJIrca 0053aTeTbHOTO METUITMHCKOTO CTPaXOBaHHUS.

21. Ilpu mpocTaBiaeHUM OTMETKH, YKa3aHHOW B moAmyHkTe 16 myHkrta 20 Hacrosmero Ilopsiaka,
perent B ¢opMe BIEKTPOHHOTO JOKYMEHTa TIOJMHCHIBACTCS YCHUJICHHOW KBaJM(ULIMPOBAHHOMN
ANIEKTPOHHOM TOMMUCHIO TIpPEAcenaTeNsl WU CceKperapss BpauyeOHOM KOMUCCHM MEAWITMHCKOU
OpraHu3alii, MpPU MTPOCTABICHHM OTMETOK, YKa3aHHbIX B mnoamyHkrax 17 wu 18 mynkra 20
Hactosiero [lopsinka, - yCHJIEHHBIMH KBaTU(HUIMPOBAHHBIMH 3JEKTPOHHBIMH  MOIMUCIMHU
COOTBETCTBYIOIINX METUIIUHCKHUX PAOOTHUKOB.

22. Ilo TpeGoBaHMIO MalMEHTa WM €ro 3aKOHHOIO MPEACTAaBUTENS OQOPMIISIETCS SK3EMILIAP
peuenta B ¢dopMe AIIEKTPOHHOTO JOKyMEHTa Ha OyMakKHOM Hocutene ¢ oTmeTkoil "Jlyomukar
3JIEKTPOHHOTO JOKyMeHTa".

[11. Y4eT penenTypHbIX 0JAHKOB (32 HCKJIIOYEeHHEM PelenTyPHBIX
0s1ankoB mo popme N 107/y-HII "CneunajibHblil penentypHbIi
0J1aHK"')

23. VYuer penentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTaBJIMBAEMBIX TUMIOTPA(CKUM CIIOCOOOM (Ialiee - pelenTypHble OJaHKH, TOISKAIINE YIETY),
OCYIIECTBIISIETCS B JKypHaJlaX ydera, MPOHYMEPOBaHHBIX, MPOLIHYPOBAHHBIX M CKPEIICHHBIX
MOAMUCHI0  PYKOBOJWUTENS W  Me4YaThbl0  MEAMIMHCKOW  OpraHM3alid WIH  TOJANUCHIO
WHIUBUAYAIBHOTO MIPEITPUHUMATES], UMEIOIIEro JIMIEH3UI0 Ha MEAUIIMHCKYIO S TeTbHOCTD.

24. XKypnan y4era peuentypHbix 01aHkoB popmel N 107-1/y comepxut cnenyromuue rpadst:
1) HOMep 1O NOPSAKY;

2) B pa3nene "[Ipuxon":
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a) jaTa PerucTpaluy J0KyMEHTa, HOATBEPIKIAIOIIEr0 OCTYIUICHHE;
0) HOMep U J1aTa TOKYMEHTA, MOATBEP K IAIOIIEro MOCTYIICHHE, HAMMEHOBAHHE TIOCTABILMKA,;
B) 00IIIee KOJMYECTBO MOCTYHMBIINX PELENTYPHBIX OJaHKOB;

r) (paMunKs, MHALIHATBE IMEHU U OTYECTBA (TIOCIIeHEee - IPY HAIWYHHN) U TIOJIHUCH OTBETCTBEHHOTO
MEIUIUHCKOTO PabOTHUKA, IMOJIyYHBIIErO PEHENTypHbIE OJAHKH OT ITOCTABIIHKA,

3) B paznene "Pacxon:
a) J1aTa BBIJAYM PELENTYPHBIX OJaHKOB;
0) KOJTMYECTBO BBIJAHHBIX PEICTITYPHBIX OJIAHKOB;

B) (aMunus, MHULMAIBI MMEHM M OTYecTBa (IOCIEAHEEe - NpU HaJU4YMK) OTBETCTBEHHOTO
MEUIIMHCKOTO pabOTHUKA, MOJIYYUBILIErO pelenTypHble OIaHKH;

I') MOANKCH OTBETCTBEHHOTO MEINLIMHCKOTO pPaOOTHHKA, MOJIYYUBILIETr0 PELENTypHbIE OJIaHKH;

4) Gpamunns, THUIMAIBI UMEHU U OTYECTBA (TIOCIEeIHEE - IPU HAJIMYMHN) U TIOJJIUCh OTBETCTBEHHOTO
MEJHUIIMHCKOTO pabOTHUKA, BBIIABIIETO pelenTypHbIE OJaHKU;

5) oCTaTOK pelenTypHBIX OJaHKOB.

25. XKypnan ydera penentypHbix OmankoB (opm N 148-1/y-88 m N 148-1/y-04(;) comepxut
cnenytomniue rpador:

1) HOMep 1O MOPSIAKY;

2) B pazaene "[lpuxon™:

a) laTa PerucTpamuy JOKyMEHTa, IOATBEPIKAAIOIETO MOCTYIUICHHUE;

6) HOMep U J1aTa JOKYMEHTA, MMOATBEPKIAIOIIETO MMOCTYIUICHHE, HANMEHOBAHHE TIOCTABIINKA,;
B) 00IIIee KOJMYECTBO TOCTYIHMBIINX PELIENTYPHBIX OJaHKOB;

') CEpUU ¥ HOMEpPA PELENTYPHBIX OJaHKOB;

1) KOJIMYECTBO PEIECTITYPHBIX OJAHKOB IO CEPHSIM;

e) (baMI/IJ'II/IH, HMHHUIIKMAJIbl UMCHH K OTYCCTBA (HOCJ'ICI[HCC - I[IpH HaJ'II/ILII/II/I) 1 IO AITMCHh OTBETCTBCHHOI'O
MCIUIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBIICTO PELECIITYPHBIC OJIaHKHU OT IIoCTaBIIMKa,

3) B paznene "Pacxon:

a) JlaTa BBIJA4YU PELeNTypHBIX OJaHKOB;

0) cepun ¥ HOMepa BBIJAaHHBIX PEIENTYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJAHHBIX PEIENITYPHBIX OJIaHKOB;

r) (I)aMI/IJ'H/IH, HHUIKMAaJIbl HMMCHHM H OTYCCTBA (HOCJ'ICI[HCC - Ipu HaHI/I‘II/II/I) OTBCTCTBCHHOTI'O
MCIHUIIMHCKOT'O pa60THI/IKa, MOJIYYUBIICTO PEUCIITYPHBIC 6J'IaHKI/I;

,[[) oA Ch OTBETCTBCHHOTO MCAUITMHCKOI'O pa6OTHI/IKa, MOJIYYUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) (I)aMI/IJ'II/ISI, nHUOallbl UMCHHU U OTYCCTBA (HOCJ'ICI[HCC - Ipu HaJ'II/I‘lI/II/I) 1 IOAIIMCh OTBETCTBCHHOTI'O
MCIHUIMHCKOI'O pa60THI/IKa, BBIABHICTO PCLCIITYPHBIC 6J'IaHKI/I;



5) ocTaToK peuenTypHbIX OJaHKOB.

26. Yuer peuentoB, OGOpPMIICHHBIX B (hopMe BIEKTPOHHOTO JOKYMEHTA, OCYIIECTBIISETCS B
roCyJapCTBEHHON MH(pOPMALMOHHON cuctemMe B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoii
@enepanii  MOCPEICTBOM BEICHHS €AWHOTO peecTpa peuentoB, OQGOpPMICHHBIX B (opme
AIIEKTPOHHBIX IOKYMEHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 HCKJIKYEHHEM
peuentypHbIx 0j1ankoB 1o ¢gopme N 107/y-HII " CnenuanbHbIi
peuenTtypHbIii 0Oj1aHK")

27. MeaMUIMHCKHE OpraHu3aliy IMOJy4aloT HEOOXOJMMBIE peLenTypHble ONaHKH, OQOpPMIIEHHBIE
TUNorpad)CKUM crocoOoM, depe3 TepPUTOPHUATIbHBIE OPTraHbl YIPaBICHUsS 3/IpaBOOXPAHEHUEM WM
OpraHM3aliy, YIOJHOMOYEHHbIE Ha 93TO OpraHaMH MCIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu.

28. PenenTypHble OJaHKU, TOJUICKAIIHE yIETY, XPAHITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOJHUTEIEM MEAUIIMHCKONW OpPraHM3alliy, B 3alIMpacMoOM MeTajuimueckoM mmkady (ceide) umum
METAJLUTHICCKOM SIITUKE.

29. MHauBUyanbHBIA TPEIIIPUHUMATENb, UMEIOIIAN JIMIIEH3UI0 HA MEIUIUHCKYIO JEATEIbHOCTD,
XPaHUT PEIENTYPHBIC OJaHKH, TOJICKAIINE YIETY, B 3alTUPacMOM MeTauindeckoM mkady (cede)
WM METAJUIMYECKOM SIIIHKE.

30. IlpoBepka COCTOSIHHSI XpaHEHHS, ydera, (PaKTHUYECKOTO HAJWYUs M pacxoja PEleNnTYPHBIX
OJIaHKOB, TOJUIEkKAIIUX YYETy, OJAMH Pa3 B KBapTal OCYIIECTBISETCS KOMHCCHEW, CO3/IaHHOW B
MEUIIMHCKOM OpraHu3aIiy.

31. PenentypHbie OnaHku, odopmisgeMble Ha OyMa)KHOM HOCHTENE M TOJICKAIINE YUEeTy,
BBIIAIOTCS  MEAWIMHCKUM  paOOTHUKAM, WMEIONIUM TMpPaBO OQOPMIICHHS PEIEeNTOB, IO
pacropsHKEHHIO TIIABHOTO Bpaya MITH €r0 3aMECTHUTEIIS.

HonyquHHe PEUCIITYPHBIC OJaHKM Ha 6YMa)KHBIX HOCUTCIIAX XpaHATCAd MEAULIUHCKHUMHA
pa6OTHI/IKaMI/I B IIOMCIICHUAX, 06CCHe‘lI/IBaIOH_[I/IX HUX COXpPaHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEACTBA T'OCYIapCTBEHHBIX MH(YOPMAIIMOHHBIX CHUCTEM B cdepe
3IpaBOOXpPAHEHUS, MEIAUIMHCKUX HMHQOPMAIMOHHBIX CHUCTEM MEIUIMHCKUX OpraHu3aluii
o0OecreunBarOT XpaHEHHWE DJIEKTPOHHBIX peuenToB, OQGOPMIEHHBIX B (opMe 3IEKTPOHHBIX
JOKYMEHTOB B TEUYEHHE CPOKOB, YCTAaHOBJIGHHBIX JUIsl XPAaHEHHUS PELENTOB, O(GOpPMIIEHHBIX Ha
COOTBETCTBYIOIIUX (OpMaxX pelenTypHbIX OJJaHKOB Ha OyMakHOM Hocutese <10>.

<10> IHoamyskt 5.2.169 Ilonoxenus o Munuctepctse (CoOpanue 3akoHoarenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooxcenue N 4
K npuxazy Munucmepcmea 30pagooxpanens

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

®OPMA CIHENVAJIBHOT'O PEIENTYPHOT'O BJIAHKA N 107/Y-HI

MMHMCTEPCTBO 3IpaBOOXpPaHEeHUA Kon ¢opwmer o OKY]

Poccurickon demepaumnm MemmMumHCKasa IOOKYyMEHTALMSI
dopma N 107/y-HII,
YTBEPXIOEeHHAd IPUKA30M
MyHMCTEPCTRBa 3IOPaBOOXPAHEHUS

WTaMII MEeIMLUMHCKOM OpI'aHM3aluKu Poccumickom demepaumm

or 24.11.2021 N 1094=H

PELEIT
Cepusa N
\AJ \AJ 20 I‘
(DaTa BEHOMCKM pelelnTa)
(B3pOCIE, IOeTCKMM — HYXHOE INONUEPKHYTH)
dammnmsa, MMA, OTUECTBO (IocJelHee - IIPM HaJlMuUM)
naumMeHTa
Bospacrt

Cepusa M HOMep HOJMCa 0083aTeJIbHOT'O MEeIMUMHCKOTO CTpaxOBaHUA
HomMep MeIMUMHCKOM KapTH

dammnmsa, MMA, OTUECTBO (IocJelHee - IIPM HaJlMuUM)

Jedamero Bpada (despaumepa, akKyllepKu)

[loonMce M JIMUHAasA IedaTb Bpada
(momnuck ¢QeJspauepa, aKyllepKu)




daMUIMsa, MMS, OTUeCTBO (mocyemHee - 1OpM HaJIMuUM) M I[IOHIMUCH
YIIOJIHOMOUYEHHOT'O JiMlla MeOMIIMHCKOM OpIraHM3aluu

M.II.
OTMeTKa aNTEedYHOM opTraHMs3alumum OO OTIyCKe
dammnmsa, MMs, OTYECTBO (ocjenmHee - I[OpM  HaJIMuMM) UM HOANMCH
PaboTHMKA alNTEeYHOM OpTaHM3aluu

M.II.

Cpokx nmemcTeBMa peuenta 15 nuen

Ipunoowcenue N 5
K npuxa3y Munucmepcmea 30pasooxpanenus
Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJAOK U3I'OTOBJIEHUS, PACIIPEAEJIEHUS,
PEIT'UCTPAIIUU, YUHETA U XPAHEHUSA PELEIITOB,
COAEPKAHIUX HASHAYEHUE HAPKOTUYECKUX

CPEACTB WIN ICUXOTPOIIHbBIX BEIHIIECTB

|. IlopsiioK U3rOTOBJIEHHS, pacTIpeae/IeHUs CleUATbHBIX
peuentypHbIx 0j1aHkoB 1o ¢opme N 107/y-HII

1. Opranu3aiuio H3roTOBJICHUS M paclpeesieHus perentypHbix 6mankos mo ¢Gopme N 107/y-HII
"CrnenuanbHbIi penenTypHbId OnaHk" (fanee - creruaibHBIN perenTypHbIid OJJaHK) OCYIIECTBIISCT
MunuctepcTBo 31paBooxpanHeHust Poccuiickoit @eaepanun (nanee - MUHUCTEPCTBO).

2. CnenuanbHble peleNTypHbIe OJaHKUA SBIISIOTCS 3aIMIIEHHON MOJHUrpauuecKor MmpoayKIuen
ypoBHs "B", usroraBnuBaemoii Ha Oymare po3oBoro 1sera pazmepom 10 cM X 15 cm, TOTKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAHMAM, yKa3aHHBIM B IMpHKa3ze MHHHCTEpCTBa
¢unancoB Poccwuiickoit ®enepanuu ot 29 centsops 2020 r. N 2170 "OO yrBepKIeHUH
Texuuueckux TpeOOBaHUI U YCIIOBUN M3TOTOBIICHUS 3ALIUIICHHON OT MOAIEIOK NOIUrpadudecKoit
nponykuuu" (3apeructpupoBaH MunuctepctBoM toctuimu Poccuiickoit @enepanuu 16 Hos0ps
2020 r., peructparponasii N 60930).

3. B mensix opraHu3aniy U3rOTOBJIICHUS U paCMpe/eieHHs CIeNHUaIbHBIX PEelEenTypHBIX OJaHKOB
MEIUIMHCKUE OPraHU3alllii, UMEIOIIME ITPABO OCYIIECTBIIATh BblJAa4y PELENTOB HA HAPKOTUUECKUE
CpPEACTBA MJIM NICUXOTpOoNHbIEe BemecTsa cuucka II Ilepeuns u 3aperucrpupoBanssie B Poccuiickoit
Qenepaniii B KadyecTBE JIEKAPCTBEHHBIX NpPENapaTtoB Ui METUIIMHCKOTO NpPUMEHEHHs (Janee
COOTBETCTBEHHO - MEIMIIMHCKAs OpraHU3allusi, HAPKOTUYECKUI (TICUXOTPOIHBIN) JeKapCTBEHHBIH
Mpermapar), COCTaBJISIOT 3asIBKU Ha peleNTYpHbIE OJaHKU.
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4. B cpok a0 1 okTaOps Tekyilero rojaa 3asBKM MEIWLMHCKUX OPraHu3alil Ha ClelUabHbIE
perenTypHbie OJaHKU TPEICTABIISIFOTCS:

1) MCIUIMHCKUMH OpraHu3alusMu, HaxoAAIIUMHUCA B  BCACHUU (l)eﬂepaHBHBIX OpraHoB
HUCIIOJTHUTEIBHOM BJIaCTH, - B COOTBCTCTBYIOIIHC q)e;[epaanHe OpraHbl HCIIOJIHUTEILHOMI BJIaCTH,

2) MEIUIMHCKUMH OpraHU3alMsIMHU, HaXOSIIUMHUCA B BeIeHUU CyObekToB Poccuiickoii
Qenepauny, MEIUUUHCKHUMH  OPraHU3alMsMA  MYHUUMIAIBHOM WM YacTHOM  CUCTEM
3IpaBOOXPAHEHUS - B OPraHbl HCIIOJHHUTEIIBHOW BiacTH CyObekTOB Poccuiickoit denepannu B
cdepe OXpaHbI 3I0pPOBbS TPAKIaH, HA TEPPUTOPHH KOTOPBIX OHHU PACIIOJIOKCHBI (Jajiee - OpTraHbl
HCIIOJIHUTENBHOM BilacTu cyobekToB Poccuiickoit @eneparum).

5. B 3asBke MeIMUMHCKOM OpraHu3alMyd Ha CHElMaJbHblE PElEeNnTypHble OJIaHKH YKa3bIBaIOTCS
CIIELYIOIINE CBEICHHUS:

1) cBemeHUsT 0O MEIUITMHCKON OpraHW3allMd, TMOJABIICH 3asBKy Ha CICIHAIBHBIC pElenTypHbBIC
Oy1aHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOX/ICHHUS);

2) KOJIMYECTBO CIELUMATIbHBIX PELENTYpHBIX OJaHKOB, HW3pPAaCXOJOBAHHBIX MEAUIIMHCKON
opranu3amuen Ha 1 ssHBapsi MpeAIIeCTBYIOIIETO TO/1a;

3) KOJMYECTBO CIEIHAIBHBIX PEHENTYPHBIX OJTaHKOB, HEOOXOJAMMBIX MEAMIIMHCKOW OpraHU3aIlhd
Ha CJEAYOIINN IO

3asBKa MEIUIIMHCKOW OpraHW3allid Ha CHCIHAIbHBIC pelenTypHble OJIaHKH MOIMUCHIBACTCS
PYKOBOJUTEIEM MEIUIIMHCKOW OpraHU3aliy, KOTOPBIM HECET MEePCOHAIBHYI0O OTBETCTBEHHOCTH 3a
000CHOBAHHOCTH U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHUM.

6. denepanbHbIC OpraHbl UCTIOJHUTEIHHOM BJIACTH, B BEICHUU KOTOPBIX HAXOMATCS METUITMHCKHE
opraHu3aruu (nanee - ¢heaepaibHble OpraHbl HCTIOTHUTEIBLHOM BIACTH), U OPTraHbl UCTIOJIHUTEIBHOM
Biactu cyobekToB Poccuiickoit denepanuym Ha OCHOBAHWU 3asBOK MEAMIIMHCKUX OpraHU3aIil Ha
CrienuagbHbIe perlenTypHble OJaHKU (POPMHUPYIOT CBOJHBIC 3asBKU Ha CIICIIMAJIbHBIE PEICNTYPHBIC
OJIaHKHU ¥ B CPOK /10 1 ekaOpst TEKYIIEero rojia MPeACTaBISIIOT UX B MUHUCTEPCTRBO.

7.B CBOI[HOﬁ 3aj4BKC Ha ClICHUAJIbHBIC PELCIITYPHBIC OnaHku YKa3bIBarOTCA CICAYIOIINUE CBEACHMS:

1) cBenenus o (enepanbHOM OpraHe HCIOJIHHUTEIBHOW BIACTH (OpraHe HMCIOJHUTEIBHON BIACTH
cyobekta Poccuiickoit ®enepanuu), NpeNCTaBUBIIEM CBOJHYIO 3asBKy Ha CHELHMAJIbHBIC
penientypHble 6JaHKU (MOJIHOE HAMMEHOBAHUE, aJIpec MEeCTa HaX0XKICHU );

2) KOJHMYECTBO CIEHHUAIBbHBIX PELENTYypHBbIX OJIaHKOB, pacmupefeleHHBIX (elepalbHbIM OPraHoOM
MCIOJIHUTENBHOM BIacTH (OpraHOM HCIIOTHUTEIbHOU BIacTu cyObekTa Poccuiickoit @enepanm) Ha
1 sHBaps MPEaIIECTBYIOMIETO T0Aa MEXI1Yy MEIUIIUHCKUMU OPraHU3aIUsIMU;

3) KOJHMYECTBO CHEUUATIbHBIX PEUENTYPHbIX OJaHKOB, HEOOXOAUMBIX (enepaibHOMY OpraHy
UCIIOJIHUTENBHOM BJIacTH (OpraHy MCHOJHUTENBbHOM BlacTu cyobekTa Poccuiickoit @eneparum) Ha
CIIEYIOIIUN TOJ TS paclipeieNICHUs] MEXy MEAUIIMHCKIMH OpPraHu3alusIMu;

4) cBeieHuss O TMOJBEAOMCTBEHHOW OpraHu3allM, YIMOJHOMOYEHHOU (enepaabHbIM OpraHoM
UCTIOJIHUTENIBHONW BiIacTU (OpraHOM MCIIOJHHUTENbHOHM BiacTu cyowbekTa Poccuiickoit deneparyn)
OCYIIECTBIATh MOJYYEHUE CIEHUANIbHBIX PELENTYPHbBIX OJIAaHKOB OT MUHUCTEPCTBA, UX XpaHEHHUE U
BbIIa4y MEIUIIMHCKUM OpraHu3auusM (MOJIHO€ HaMMEHOBaHME, aJpec MecTa HaXOXKJICHMS,
WHH/KIIIT, OKTMO opranuzanuu, pakTH4ecKuii apec MOCTaBKH).

8. Ha ocHOBanum MOJIYYCHHBIX CBOJAHBIX 3asBOK Ha CIICHUAJIBHBIC PCLCITYPHBIC OJIaHKH



MUHHCTEPCTBO €KEroJHO B CPOK A0 15 sHBaps cieayromero rojaa GOpMUpPYET U YTBEPKIACT IUIaH
pacripesielieHUs]  CIEeUUANbHBIX PELENTYpHBIX ONaHKOB, B KOTOPOM OTpaKaeTcs ToJI0Bas
notpebHocts Poccuiickoit @enepanuyu B ClENUalIbHBIX PEIENTYpHBIX OJaHKax (manee - IUIaH
pacrnpenenenus MUHHCTEPCTBA).

9. B nuiane pacnpenenenuss MUHUCTEPCTBA yKa3bIBAIOTCS CIEAYIOILINE CBEICHUS:
1) mopsIKOBBII HOMEp 3aNUCH;

2) HauMmeHOBaHME (he[epalbHOIO OpraHa HCHOJHUTENbHON BIacTH (OpraHa HCHOJHHUTEIbHOU
BIacTH cyownekra Poccuiickoit denepanun), MpeACTaBUBIIETO CBOJHYIO 3asBKY Ha CIEIUAIbHBIC
penenTypHbie OJIaHKH;

3) HeoOX0MMO€E KOJIMUYECTBO CIIEUATbHBIX PELENTYPHBIX OJIaHKOB.

10. HampaBnenue crienuanbHBIX pEeLENTypHBIX OJIaHKOB (eiepalibHbIM OpraHaM HCHOJIHUTEIbHOM
BJIACTH, OpPTraHaM HCIOJHUTEIbHON BiacTu cyOnekToB Poccuiickoit deneparum ocyiecTBaseTcs
MuHHUCTEPCTBOM B KOJIMYECTBE, TPEAYCMOTPEHHOM ILJIAHOM pacrpesiesienns MUHuUCTepCTBa.

11. MUHHCTEPCTBOM JIOTIOJIHUTEIBHO K KOJIMYECTBY CHEIUAIbHBIX PELENTYPHBIX OJaHKOB,
MPEAYCMOTPEHHOMY TUIAHOM pacmpeneneHus MuHucTtepcTBa, (GOPMHUPYETCs pPE3epBHBIA 3amac
CHeIMaIbHBIX PELENTYPHBIX OJIAaHKOB B KoJiMuecTBe, He mpeBbimaromeM 150 000 crmenuaibHBIX
pelenTypHbBIX OJTaHKOB.

12. B cinydae yBenuueHMs] MOTPEOHOCTH B CHENMANBHBIX PELENTYpHbIX OnaHkax (enepaibHbIe
OpraHbl HMCHOJHUTENBbHOM BIIACTH (OpraHbl HCHOJHUTENBHON BiacTu cyObekToB Poccuiickoit
®enepanyn) HanpabiasAlOT B MHUHHMCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJHUTENBHOE KOJHMYECTBO
CHeIUaIbHBIX PEIENTYPHBIX OJaHKOB (C 0OOCHOBAaHMEM YBEIUYCHHS TIOTPEOHOCTH B CIIEIIUATIBHBIX
pelenTypHbIX OlaHKax), KOTOpPble NPEAOCTABIAIOTCS MMHUCTEPCTBOM M3 PE3EPBHOIO 3amaca
CIELUANIbHBIX PELENTYPHBIX OJIAHKOB.

13. denepanbHbIC OpPraHbl UCTIOTHUTEIHHOW BIACTH (OpraHbl UCTIOJHUTEIHHOW BIACTH CyOBEKTOB
Poccuiickoit @eneparin) pacpeaesstoT MOJydeHHbIE CIEIUaTbHbBIC PEIEnTypHbIC OJaHKU MEXITY
MEIUIIMHCKUMU OpraHU3alUsMU Ha OCHOBaHMM IUIAHOB pacIpeleieHus, CPOPMUPOBAHHBIX B
COOTBETCTBUU C 3asBKAMU MEIUIIMHCKUX OpraHU3allfil Ha CIe[MalIbHbIe peleNTypHbIe OJIaHKH.

Il. Ilopsinok perucrpanum, y4era U XpaHeHUs ClleuaJIbHbIX
peuentypHbIx 0j1aHkoB o ¢popme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalbHble OpraHbl HCHOJHUTENBHOM BIIACTH U OpraHbl
WCIIOJIHUTENBHOM BIacTu cyobekToB Poccuiickoit denepannv OpraHu3yroT XpaHEHUE CHEIUaIbHbBIX
pelenTypHbIX OJaHKOB B MOJBEIOMCTBEHHBIX OPTraHU3AIMIX, YIIOJIHOMOYEHHBIX OCYIIECTBISATH
MOJIyUeHUE CIEeUUATIbHBIX PEHENTYpHbIX ONaHKOB OT MUHHCTEPCTBA, UX XpAaHEHHE U BbLIAYY
MEIHUIIMHCKUM OpraHu3aiusM (fanee - yImoJTHOMOYEHHAs OpraHu3aIus).

15. B ymnoaHOMOYEHHO# OpraHu3allii U MEIUIIMHCKON OpraHu3aliy, MOJYYHUBIICH CrelHalbHbIe
pelenTypHble OaHKU, OPraHU3yeTCs PErucTpalys, Y4eT U XpaHEeHHE CIEIUANbHBIX PEIENTYPHBIX
OJIAaHKOB.

PeFI/ICTpaHI/IH, Y4€T MU XPAHCHHUC PE3CPBHOTIO 3allaCa CICHUAIIBHBIX PCHCITYPHBIX OJIaHKOB
MI/IHI/ICTepCTBa OCYIICCTBIIAICTCSA (pez[epaanHM TOCYydapCTBCHHBIM 6IO,[[)I(6THHM YUYpPCIKACHUCM,
HaxoadmumMcess B BCIACHHHU MI/IHI/ICTepCTBa (;[anee COOTBETCTBCHHO - peBepBHBIfI 3ariac,



MOJIBEJIOMCTBEHHOE YUPEKICHHUE).

16. PaboTHMK, Ha3HAUYEHHBI MPUKA30M PYKOBOJAUTENS  YIIOJTHOMOYEHHOW OpraHU3aIiu
(YNOJIHOMOUEHHOW  OpraHu3alyy, [OJBEAOMCTBEHHOTO  YYpPEXJEHHSA) OTBETCTBEHHBIM 32
PEeTUCTpAINIO, XpaHEHHE M YYeT CIEHUAIbHBIX PELENTYpPHbIX OJIAHKOB (Janee - OTBETCTBEHHBIN
paOOTHHMK), Ha OCHOBAaHWU JOBEPEHHOCTH, O(OPMICHHOW B TOPSAKE, YCTAHOBICHHOM
3aKkoHoJaTenscTBOM Poccuiickoit ®enepauuu (¢ MNOANMCHIO PYKOBOAUTENS YIMOJHOMOUYEHHOM
opranu3anuu (yrnoJHOMOYEHHOM OpraHu3aluy, IOABEIOMCTBEHHOIO YUYPEKICHUs), IJIaBHOTO
Oyxrajirepa, 3aBEpEHHBIX KPYIJIOH IEYaThi0), IMOJIy4aeT CHEIUAIbHBIC PEIENTYpHbIC OJIAaHKA H
OCYILIECTBIISIET BEJCHHME KypHaJla PETUCTPAllMM U y4yeTa CIELMAJIbHBIX PELENTYypHbIX OJaHKOB, K
KoTopoMy mpuoOmaer (Gorto- u (Wim) BUIACOMATEpHANBI, MOATBEPKIAONINEe (aKkT O0(OPMIICHHS
peLenTypHbIX OJIaHKOB Ha JOMY (IIpH HAJIMYHH).

17. XKypHan peructpalii ¥ YydeTa CICUHAIbHBIX PEHENTYpHbIX OJIAHKOB JOJDKEH OBITh
MIPOHYMEPOBAH, MPOIIHYPOBAaH, UMETh Ha MOCIEAHEN CTPAHMIIE 3AMUCH, COAEPKAILYIO KOJINYECTBO
CTpaHMI], TOJIHO€ HANMEHOBAHUE YIIOJHOMOYEHHOW OpraHu3anuu (MEIUIIMHCKOW OpraHu3aIlvH,
MOJIBEIOMCTBEHHOTO YYPEXKICHHUS), a TaKKe CKPEIUICH IOJIMUChI0 PYKOBOJUTENST U TEYaThIO
YIOJITHOMOYEHHOM OpraHu3auu (MeIUIIMHCKON OpraHu3alliu, MOABEIOMCTBEHHOTO YUPEKICHNU).

Kypnan peructpanuu W ydeTa CHENUATBHBIX PEIENTYpHBIX OJaHKOB pEe3epBHOrO 3amaca
MuHuCcTEepCTBA CKPETUTSIETCS TAaK)Ke MOMUCHIO TUPEKTOpa (B CIydae €ro OTCYTCTBHUS - 3aMECTUTEIIS
nupekTopa) JlemapraMeHTa peryJIupoBaHUs OOpaIieHus JICKAPCTBEHHBIX CPEJCTB M MEIUIIMHCKUAX
n3aenuii MUHUCTEPCTBA U e4aThi0 MUHUCTEPCTBA.

18. B xypHane perucrpanuy H Yydera CIEHUAIbHBIX PEUENTYpPHbIX OJaHKOB YKa3bIBaIOTCS
CIIENYIOLIUE CBEICHHUS:

1) MOpsAAKOBBIN HOMEp 3aIHCH;

2) MpUX0/1 CTIENUATIBHBIX PEIENTYPHBIX OJIAHKOB:

a) PEKBU3UTHI M JIaTa PETHCTPAIAN TIPUXOTHOTO TOKYMEHTA;

0) oO1Iee KOJMYECTBO MOCTYMUBIINX CIEIHATBHBIX PEIENTYPHBIX OJaHKOB;

B) CEpHsl K HOMEP CIEIHMAIbHOTO PEIENTYPHOrO OJIaHKa,

T') KOJIMYECTBO CIEIMABHBIX PELENTYPHBIX OJTaHKOB IO KaXI0H Cepuu;

1) aMuIust, UMsI, OTYECTBO (TIOCTIEAHEE - TIPU HAJMYHH) U MONKCH OTBETCTBEHHOTO PabOTHUKA,
3) pacxo/ crenuaibHbIX PEHENTYPHBIX OJIAHKOB:

a) JlaTa BbIJIAYU CIICIUAIBHBIX PEICNITYPHBIX OJAHKOB;

0) cepuy 1 HOMEpa BbIIAHHBIX CICIUATBHBIX PEUENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJAHHBIX CICHHAIBHBIX PCLCHTYPHBIX OJIaHKOB C YKa3zaHHueM B CKOOKax
KOJIMYCCTBA CIICHUAJIbHBIX PCLCIITYPHBIX 6HaHKOB, BbIJTAaHHBIX JJIA Oq)OpMHeHI/IH Ha 1OMY;,

r) (l)aMI/IJ'II/ISI, nUMs, OTYCCTBO (nocnez[Hee - 1Ipu HaJ'II/I‘II/II/I) U HIoAIHrCh Jinha, I[MOJYYHUBIICTO
CIICIUAJIbHBIC PCUCIITYPHBIC 6HaHKI/I;

,[[) KOJIMYCCTBO CIICHIUAJIBHBIX PCHCIITYPHBIX 6J'IaHKOB, O(l)OpMJ'ICHHI)IX Ha 10MY;

e) (baMI/IJ'II/ISI, nMs, OTYCCTBO (HOCHGI[HGG - IIpu HaJ'II/I‘-II/II/I) n 1noAnucCh JIMIQ, O(I)OpMI/IBIJ_IeFO
CIICIUAJIbHBIC PCUCIITYPHBIC OlaHKH Ha AOMY;,



4) bamumusi, iMsi, 0TYECTBO (ITOCIICTHEE - IPU HAMYUH) U TIOAMUCH OTBETCTBEHHOTO paOOTHUKA;
5) oCTaTOK CHEeNHaNbHBIX PELEeNTYPHBIX OJAHKOB.

19. CneumanbHblii peUENTypHBIA OJaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3armac
CIELUANBHBIX PEHENTYPHBIX OJaHKOB B MEIUIIMHCKONH OpraHM3aluu JIOJDKEH XpPaHWUTHCS B
CIEUUANBHBIX TOMEUICHHUAX, celdax WM B CHENHAIbHO HW3TOTOBJICHHBIX IIKadaxX, OOUTHIX
OLIMHKOBAHHBIM JK€JIE30M, C Ha/IeXKHBIM BHYTPEHHUM WJIM HaBECHBIM 3aMKOM.

[Tomemienus, ceiidpl, mKagpl, B KOTOPbIX XPaHATCS CIEUUAIbHBIE PELENTYPHbIE OJIaHKH, TOJIKHBI
OBITh 3aKpPBITHl Ha 3aMKH W TIOCJIE€ OKOHYAaHWs PAa0OTHI OTEYaTaHbl IMEYATHIO YHNOJIHOMOYEHHOMN
oprau3anuu (MEJULMHCKONW OpraHU3aliu) Uil OIIOMOUPOBAHBIL.

20. B MeOMIMHCKMX OpraHW3alMsAX 3arac CIEMUATbHBIX PEHEeNTypHBIX OJaHKOB HE OJDKEH
MIPEBBILIATH F'0I0BOM MOTPEOHOCTH.

21. Paspemaercs BblJaBaThb MEAMIIMHCKOMY pa0OTHHKY, MMEIOIIEMY IIpaBO Ha3HayaTh
HapKOTHUYECKUE (TICUXOTPOIIHbIE) JEKAapCTBEHHbIE MpenapaThl, EAMHOBPEMEHHO HE OoJjiee J1BaalaTH
CHEIHAJIbHBIX PELENTYPHBIX OJaHKOB.

MenuuuHckre pabOTHUKH, BBIMHCHIBAIOIIME pEUENThl Ha HApKOTUYECKHE (TICHUXOTPOIIHBIE)
JIEKApCTBEHHBIC IIpenapaTsl, HA OCHOBAHMH IIPUKa3a PYKOBOJIUTENS MEIUIMHCKON OpraHu3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTh 32 COXPAaHHOCTb IIOJYYEHHBIX CHEIUAIBHBIX PEUENTYPHBIX
6nankoB. CrielanbpHble pelenTypHble OJJaHKHU, MOJIyY€HHbIE MEAUIIMHCKUM PaOOTHUKOM, XpaHATCS
01 3aMKOM B cefi(hax, MeTalInyecKuX mKadax Uil METAUTMYECKUX SIIHUKAX.

22. B MeIMIIMHCKOW OpraHu3aluy CO3/1Aae€TCsl MOCTOSIHHO JEHCTBYIONIAsh KOMHUCCHUS, KOTOpas HeE
pexe 1 pa3a kBapTtan (IO PEUICHUIO PYKOBOJIUTENS MEIUITMHCKOM OpraHU3allMd BO3MOYKHO YaIlle)
OCYIIIECTBJIISIET TIPOBEPKY COCTOSHUS PETUCTPAIIMU M ydeTa CICIHATBHBIX PEUENTYPHBIX OJIAaHKOB, B
TOM YHCJIE MYTEM CBEPKH 3alKCEH XypHaJla PETHCTpPAllMd M y4eTa CHEIUaTbHBIX PEENTYPHBIX
0J1aHKOB, C (PaKTHMUYECKHM HAJIUYHEM CIEIUATBHBIX PEIENTYPHBIX OJIAHKOB, a TaKXKe IMPOBEPKY
COCTOSIHUSI XpaHEHHS CIICIIMAIIBHBIX PEIENTYPHBIX OJaHKOB.

[To pe3ynbpTaTam MpOBEPKH B JKypHAJIE PErUCTPALlMU U y4eTa CHEelHAIbHBIX PEelENTYPHbIX OJIAHKOB
JieNlaeTcsl 3alluch O pe3ysibTaTax IMPOBEACHUS CBEPKU JAHHBIX, 3aKpelieHHas MOJIMUCAMHU BCeX
YJIEHOB KOMHUCCHH, WJIH CO3J]Aa€TCS CIICUANbHBIN aKT IPOBEPKHU.

23. denepanbHble OPraHbl UCMIOJHUTENBHOMN BIACTH U OPraHbl UCIIOJIHUTEIBLHON BIACTU CYOBEKTOB
Poccuiickoit ®Denepaiiuy OCYILIECTBIAIOT KOHTPOJIb 3a OpraHU3alMedl perucTrpamnuu, ydyera Hu
XpaHEHUS] CHEIUAIbHBIX PEHENTYPHbIX OJaHKOB B  YIOJHOMOYEHHBIX OpraHU3alusX W
MEIUIIMHCKUX OPraHU3aIUsX.

24. Breigaua cnoenuanbHBIX PELCIITYPHBIX OJIaHKOB U3 PE3CPBHOIO 3ariaca MI/IHI/ICTepCTBa
q)e,ﬂepaJ'ILHHM opraHam HCITOJIHUTEILHOM BJIACTH M opraHam HCITOJIHUTENLHON BIIACTH CY6"[>€KTOB
Poccuiickoit d)enepaum/l OCYHICCTBJIIACTCA OTBCTCTBCHHBIM pa6OTHI/IKOM noaABECAOMCTBCHHOI'O
YUYpCKACHUS Ha OCHOBAHUH PCHICHUA 00 OTIIYCKC CIICHUAJIBHBIX PCEUCITYPHLIX 6J'IaHKOB,
O(l)OpMJ'IeHHOFO B BHJIC IIHKMCbMaA, IMOAINHUCAHHOIO JUPCKTOPOM (B cjyqac ¢€ro OTCYTCTBUA -
3aMCCTUTCIICM I[I/IpeKTopa) I[enapTaMeHTa peryianpoBaHus O6paH_[eHI/I$I JICKApCTBCHHBIX CPEACTB U
MEIUITMHCKUX U3ACIHMN MI/IHI/ICTepCTBa.

HpOBepKa ACATCIIBHOCTU MOABCIOMCTBCHHOI'O YYPCKIACHUS IO PETUCTPALIUH, YUCTY U XPAHCHUIO
PE3CPBHOIO 3arraca OCYHICCTBIIACTCA I[eHapTaMeHTOM peryjimpoBaHua O6paH_IeHI/IH JICKApCTBCHHBIX
CpCACTB U MCOULIMHCKHUX 156631 (S 07405 MI/IHI/ICTepCTBa 2 pa3a B roa HE IMO3OHEC 20 4mcna Mecina,
CJICAYIOUICTO 3a UCTCKIINM MOJIYT'OAUCM.



Ipunoscenue N 6
K npukasy Munucmepcmea 30pagooxpanenus
Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

INPABUJIA O®OPMJIEHUSA PELHEIITOB,
COAEPKAHNIUX HASHAYEHUE HAPKOTUYECKUX
CPEACTB WIN ICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX JOKYMEHTOB

|. Opopmiienne penenta Ha OyMa)KHOM HOCUTEJIE

1. Ha peuentypubix Onankax gopmel N 107/y-HII B neBoM BepxHEM YIily MpOCTABISETCS LITaMII
MEIULUHCKON OpraHu3aliy ¢ yKa3aHHEM €€ MOJHOr0 HAMMEHOBAHUs, ajpeca U TenedoHa ¢ naTon
BBINTUCKU (J1aTOM 0(OopMIIEHHSI) pelienTa Ha JIEKAPCTBEHHBIN Mpenapar.

Peuentypusie 6manku ¢opmel N 107/y-HII usroraBnuBaroTcs HUCKIOYUTEIBHO THIOTPadCKUM
CIIOCOOOM.

2. Ha peuentypHbpix OnaHkax, OGOPMISEMBbIX HWHIUBUAYAIbHBIMU MpPEeIIPUHUMATEISIMH,
MMEIOLUMU JIMLEH3UI0 Ha MEIUIUHCKYIO NIeATEIbHOCTh, B BEPXHEM JIEBOM YINy TUNOTrpadCKUM
CrocoOOM WJIM MyTEM MPOCTaBJICHHUS MITaMIa JOJDKEH ObITh yKa3aH aapec WHAUBHUAYaTbHOTO
MpeanpuHUMaTess, HOMEp U JaTa JIMIEH3UH, HAaUMEHOBAHHME OpraHa TrOCyJapCTBEHHOW BJACTH,
BBIJABILIETO JTUICH3UIO.

3. Penentypusie 61anku Gpopmbel N 107/y-HII 3anmomHsr0TCS MEAUITMHCKUM paOOTHUKOM YepHUTIAMU
WJIY [IAPUKOBOHM PYUYKOM.

4. Jlonyckaercss opopMIICHHE BCEX PEKBH3HMTOB (3a UCKIOYeHHEM pekBu3uTa "[loanuck jevarero
Bpaya (moamuchk Qenpamepa, akymepku)") peuentypHsix OmankoB ¢opmer N 107/y-HIT ¢
WCIIOJIb30BAHUEM ITEYATAIONINX YCTPOUCTB.

5. B penentypuom 6ianke dopmel N 107/y-HII B cTpokax "®damumnus, uMsi, OTYECTBO (IIOCIIETHEE -
npu Hanuuuu) nanueHTa" u "Bo3pact" yka3pIBalOTCS MOMHOCTBIO (aMIuIUs, HMs, OTYECTBO
(mocnenHee - Mpy HATMYUK) TAIIMEHTA, €r0 BO3PACT (KOJUYECTBO MOJTHBIX JIET).

JlomycTuMO yKka3zaHHe AaThl POKICHUS MallEeHTA.
6. B peuentypnom Gianke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MHojHca 00s3aTETbHOI0 MEAUIIMHCKOTO CTPaXxOBaHMs'" yKa3bIBaeTCs
HOMEp MoJirca 0043aTeIbHOTO MEJUIIMHCKOTO CTPAXOBaHU MallMeHTa (MIPH HATUYHH);

2) B ctpoke "Homep MeauuuHCKON KapThl" yKa3bIBaeTcs HOMEP MEAMIMHCKOW KapThl MalMeHTa,
MOJIyYaOIIero MEAUIUHCKYI0 TOMOIIb B aMOyJaTOPHBIX YCIOBMSIX, WM HUCTOPUH OO0JIE€3HU
MALMEHTA, BHIIMCBIBAEMOT0 U3 MEINLINHCKON OpraHu3allny;



3) B cTpoke "damwius, UMs, OTYECTBO (TIOCTIEAHEE - MPU HATWYKH) JIeyallero Bpayda (Qenpamepa,
aKymepku)" yKa3bplBaeTCs MOJHOCTHIO (paMHIIHs, UMsI, OTYECTBO (MIOCTIEHEE - MPU HAJTMYMN) Bpada
(penpamiepa, axKymepku), BBIMHCABIIETO  PEIENT HAa  HAPKOTUYCCKUH  (IMICUXOTPOITHBIN)
JIEKapCTBEHHBIN IIpenapar.

7. B rpade "Rp" penentypHoro 6manka ¢popmer N 107/y-HII yka3siBaercs:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO IpenapaTa (MeXIyHapOoIHOE HEaTEHTOBAHHOE HaUMEHOBAaHUE,
IPYNIUPOBOYHOE WJIM XUMUYECKOE HAUMEHOBAHUE, TOPrOBOE€ HAUMEHOBAHKE) HA JIATUHCKOM SI3bIKE
WIM Ha PYCCKOM s3bIKe, (popma BBIMYCKa, J103UPOBKA, KOJIMYECTBO (YKa3bIBAE€TCSl MPOIUCHIO Ha
peuentypaom 6manke Gopmer N 107/y-HII);

2) cnoco0 TNpuUMEHEeHMs JIEKapCTBEHHOI'O Iperapara Ha TrocCyAapCTBEHHOM s3bike Poccuiickoit
Penepanny WIM Ha TOCYIapCTBEHHOM s3bike Poccuiickont denepanui U TOCyJapCTBEHHOM SI3BIKE
pecnyONIMK ¥ MHBIX sI3bIKax Hapo10B Poccuiickoit deneparm <1>.

<1> Yacte 1 crateu 15 3akona Poccuiickoit @eneparun ot 25 okrsadps 1991 r. N 1807-1 "O
s3pIkax HapoJoB Poccwiickoit ®enepanuun" (mamee - 3akon N 1807-1). (Bemomoctu chesna
HapoaubIx aemnyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHnH perenTypHbIX OJAHKOB 3aIMpPENIaeTCs OrPAHNYUBATHCS OOIMMHU YKA3aHHUSIMU,
HarpuMmep, "Bryrpennee", "3BecTHO".

9. Ilpu odopminenun mamueHty penentypHoro Omanka ¢opmbl N 107/y-HII Ha HaproTHdeckuit
(TICHXOTpOTIHBIN) JICKAPCTBEHHBIH Ipermapar B paMKaxX OKa3aHWS MEIWIMHCKONH TOMOIIM TpU
OTIpE/IeIICHHOM 3a00JICBaHUHU TaKOH PEIenT 3aBepsIeTCs:

1) moanMMChHIO U TMYHOM MEeYaThio Bpada JIM00 MOANMUChIO debamepa (aKyIepK ),

2) meyaTrbl0 MEIUIMHCKON OpraHu3anuu, Ju00 CTPYKTYpHOTO TMOAPA3NICNCHUS MEIUIIMHCKOM
opranuzanuu "/{s peuentos”, KOTOpast IPOCTABIAETCS JUIIOM, YIIOJIHOMOUYEHHBIM PYKOBOIUTEIEM
MEHUIIMHCKOM OpraHu3alyy ¢ ykazaHueM (paMuiInu, UMEHHU, OT4eCTBa (TOCeIHee - MPH HAJTUYKN)
Y IPOCTABJICHUEM €r0 JIMYHON MOAIUCH.

B cuyuasx HeoOxomuMocTH OQOpMIICHHS pelenTa Ha HAPKOTUYCCKHU  (TICHXOTpPOITHBINH)
JICKApCTBEHHBIN Mpernapar Ha JOMY B paMKaX OKa3aHUs MaUIMaTHBHON MEIMIMHCKOW TOMOIIH
JOIMYCKAeTCsl TPEBAPUTEIILHOC 3aBEPEHHUE peIeNnTa I[ITaMIIOM MEIUIIMHCKONH OpraHu3allny,
MeYaThl0 MEIUIMHCKONH OpraHu3aluyd JH00 CTPYKTYPHOTO IOJPA3/ICiCHUS MEAUIIUHCKON
opranu3zaiuu "l pernenToB”, KOTOpast MPOCTABIISACTCS JIUIOM, YIIOJTHOMOYCHHBIM PYKOBOIUTEIEM
MEIUIIMHCKOW OpraHu3allny, ¢ yKa3aHueM (aMuInd, UMEHH, OTUYECTBA (TIOCIIEIHEE - PU HATUYIHH)
Y MIPOCTABIICHHEM €0 JIMYHOW MOANUCH. [Ipr 3TOM B jKypHaJle PETUCTPAIIMU M YUETa PEICNTYPHBIX
OAaHKOB B COOTBETCTBUU C [lOpsAKOM pErucTpanuy, ydeTa W XPaHCHUs CIeHUAIbHBIX
pElEenTypHBIX OJTAaHKOB HAa HAPKOTHYECKHUE CPEICTBA UIIH MICUXOTPOITHBIE BEIIECTBA, YTBEPKICHHBIM
HACTOSIIIIUM TPHUKA30M, JIENaeTcs OTMETKAa O €ro BhIIave Uisi oGopMIICHHS Ha JOMY, a TaKxke
OTMETKa, YJJOCTOBEPEHHAsI MOJAMKUCKHIO0 Bpaya Tubo Qenpamepa (akymepku), opOpMUBIIETO PEIEnT,
o daxte ero odopmiieHUs], KOTOPHIH MOKET OBITh JOMOJHUTEIBHO MOATBEpKIeH (OTO- U (HIIN)
BHJIEOMaTEepUATAMHU.

B crpoke "OtTmerka amnTedyHOW oOpraHu3alMd o0 OTIycKe" CTaBUTCA OTMETKa anTeyHOU
opraHuzanui 00 OTIYCKe HapKOTUYECKOro (TICUXOTPOIHOT0) JIEKapCTBEHHOTO IpenapaTta (c
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yKa3aHUEM HAUMEHOBAaHMsI, KOJMYECTBA OTIIYLIEHHOIO HApKOTUYECKOTO (IICHXOTPOIIHOIO)
JIEKapCTBEHHOTO Mperapara M AaThl €ro OTIYCKa), KOTopas 3aBepseTcss MOIIHCHI0 pabOTHHKA
anTeYHON OpraHu3alUM, OTIYCTUBLIETO HAPKOTUYECKUHM (IICHUXOTPOIIHBIM) JIEKApCTBEHHBIN
npenapar (Cc ykazaHuem ero (paMuiInHd, UMEHH, OTYecTBa (NOCJIETHEE - MPH HAJMYMHU), & TaKKe
KPYIJION MeYaThio anTeYHON OpraHu3alii, B OTTUCKE KOTOPOH JOJKHO OBITh MACHTH(PHUINPOBAHO
IIOJJHO€ HAUMEHOBAHUE AITEYHOM OpraHU3aLNH.

10. Ha omnom penentypHom 6manke ¢opmbl N 107/y-HIT pa3pemaercst ocymecTBiIsITh Ha3HAuUCHHE
TOJIBKO OJHOTO HAWMEHOBAHMUSI JIEKAPCTBEHHOTO Tperapara.

11. UcnpaBnenus B peLenTe He JOMyCKaroTCs.

1. Odpopmienue penenrta B popme 3J1€KTPOHHOIO JOKYMEHTA

12. Peuent B gopme 31EKTPOHHOTO JAOKYMEHTA, MOJMUCAHHOIO YCHUJIEHHOW KBaIU(pHUIMPOBAHHON
AJIEKTPOHHOU MOANUCHI0, POPMUPYETCS MEAULIMHCKUM paOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI
B (enepanbHBIA PErucTp MEAUIMHCKUX PAOOTHUKOB <2>, a TaKKe IPHU YCIOBUU PErucCTpaliu
MEIUIIMHCKON OpraHu3aiud, B KOTOpOW odopMisieTcs penent, B ¢eaepaTbHOM peecTpe
MEIUIIMHCKUX OpraHm3anuii <3> eIuHOM rocyJapcTBEHHON WH(GOPMAIIMOHHONW CHUCTEMBI B cdepe
3/IpaBOOXpPAHEHUS W TMOJKIIOYEHHUS TaKOW MEIUIIMHCKOM OpraHu3alud K TOCyAapCTBEHHOM
nH(popMalMOHHON cucTeme B cepe 3apaBooxpaHenus cyobekTa Poccuiickoit @eneparn <4>.

<2> Yacte 4 crarbu 91.1 denepanmpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOIATEIIHCTBA
Poccuiickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 crarbu 91.1 denepanmpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOIATEIIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Cratbu 91 u 91.1 denepanpHoro 3akona N 323-D3 (Cobpanue 3akoHOnaTebcTBA Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724).

13. Ilo TpeGoBaHMIO TMAlUEHTa WM €ro 3aKOHHOIO IMPeACTaBUTENS O(OpMIISIETCS SK3EMILIAP
peuenta B ¢dopMe AIIEKTPOHHOTO JOKyMEHTa Ha OyMaKHOM Hocutenae ¢ oTmeTkoil "Jlyomukar
3JIEKTPOHHOTO JOKyMeHTa".
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