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

MHUHHCTEPCTBO 3JIPABOOXPAHEHHS
POCCUCKOMN ®EJEPALIUU

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094u

OB YTBEPXXJIEHUU NOPSIJIKA HASHAUEHUS
JEKAPCTBEHHBIX IPENAPATOB, ®OPM
PELEOTYPHBIX BJJAHKOB HA JIEKAPCTBEHHBIE
MPENAPATBL MOPSIIKA O®OPMJIEHUS
YKA3AHHBIX BJIAHKOB, UX YYETA U XPAHEHUS
®OPM BJIAHKOB PEIIENITOB, COAEPKALIIAX
HA3HAUYEHUE HAPKOTUYECKHUX CPEJACTB WA
MCUXOTPOMHLIX BEIIECTB, MOPSIIKA UX
W3rOTOBJEHUS, PACIIPEJEJEHUSI,
PETUCTPALIMU, YYETA U XPAHEHUSL, A TAKKE
MPABWJI O®OPMJIEHUS BJIAHKOB PELIENITOB, B
TOM YUCJIE B ®OPME DJEKTPOHHBIX
JTOKYMEHTOB

B cootBercTBuM ¢ nyHkTOM 16 yactu 2 ctateu 14 degepanbHoro 3akoHa ot 21 Hos6ps 2011 r.
N 323-®3 "O0 ocHOBax OXpaHBI 370poBbs TpaxknaH B Poccuiickoit ®@enepanuu" (Cobpanue
3akoHogarenscTBa Poccuiickoit @eneparnuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791),
OyHKTOM 2 ctathu 26 denepansHoro 3akoHa oT 8 sHBaps 1998 1. N 3-03 "O HapKOTHYECKHX
cpeactBax W rncuxorponHbix BemectBax" (CoOpanue 3akoHojaTenbcTBa Poccuiickoit
®deneparum, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyakramu 5.2.177, 5.2.178 n 5.2.179
nynkra S5 Ilomoxenus o MuHucrepctBe 3apaBooxpaHenus Poccuiickonn ®@enepaunuy,
YTBEpKJIeHHOT0 noctaHoBieHueM I[IpaButenscrBa Poccutickoit @enepannu ot 19 urons 2012 r.
N 608 (Cobpanue 3akoHonatenbectBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2015, N
23, c1.3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), npuka3biBaio:

1. YTBepauth:
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[Topsanokx Ha3HAUYEHUS JIEKAPCTBEHHBIX IIPENapaToB coraacHo npuioxkenuto N 1;
(dbopMbI perienTypHbBIX OJaHKOB HA JIEKapCTBEHHBIE MpenapaThl COrjaacHo npuioxenuto N 2;

[Mopsimox odopMiIeHHSI pEelENTypHBIX OJIAHKOB Ha JICKAPCTBEHHBIC Mpenaparbl, WX y4era U
XpaHeHus coryiacHo npuioxenuio N 3;

(GbopMBbI  OJIaHKOB  pEIENTOB, COJACPXKAIIMX HAa3HAYEHHWE HAPKOTHYECKUX CPEICTB  HIU
MICUXOTPOIHBIX BEIIECTB, cOryiacHO npuiioxkeHuto N 4;

[Topsimok  M3rOTOBJIEHHS, pACIpPEeNCHUs, PETUCTPALMK, Yy4eTa W XPaHCHHS PpeIenToB,
COZIepKALINX HAa3HAYCHHE HAPKOTUYECKUX CPEACTB WMIIM ICHUXOTPOIHBIX BELIECTB COTJIACHO
npuioxenuto N 5;

[IpaBmwia odopmiieHUsT pPENEnToOB, COACPXKAIMIUX HAa3HAUYCHHUE HAPKOTHUYECKUX CPEJICTB WU
MICUXOTPOITHBIX BEUIECTB, B TOM 4HCJIEC B (OPME DIICKTPOHHBIX JIOKYMEHTOB COTJIACHO
npuinoxenuto N 6.

2. [Ipu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunucrepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 540
"O0 yrBepxkaeHUHU (HOPMBI OJAHKOB PELENTOB, COACPXKAIIMX Ha3HAYCHHE HAPKOTUUYECKHX
CPEICTB WIU TIICUXOTPONHBIX BEIIECTB, TOPSAKA WX M3TOTOBIICHUS, pACHpPEICIICHUS,
perucrpanmy, ydera M XpaHEHHs, a Takke MpaBuwil odopmieHus" (3aperucTpupoBaH

MunuctepctBoM toctuiuu Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpaunonusii N
25190);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit @eneparuu ot 30 urons 2015 r. N 3851
"O BHeceHMHM M3MEHEHUH B Ipuka3 MuHucTtepcTBa 31paBooxpaHeHus Poccuiickont Penepanuu
or 1 aBrycra 2012 r. N 54 "OO yrBepxkaeHUH (POpMBI OJIAHKOB PELENTOB, COJAEpPKAIINX
Ha3HAYEHUE HApKOTHUYECKUX CPEACTB MM ICUXOTPOIHBIX BEIIECTB, MOPSAAKA UX U3FOTOBIICHHUS,
pacmpeiefieHus, pEerucTpanyy, y4deTra M XpaHeHus, a Takxke mpaBuil odopmieHus"
(3apeructpupoBaH MunuctepctBoM toctuimu Poccuiickoit denepauuu 27 nHosiOops 2015 r.,
peructparronnsiii N 39868);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254u
"O BHeceHMHU M3MEHEHUH B NpHKa3 MuHucrtepcrBa 3apaBooxpanenus Poccuiickoit denepanun
ot 20 mexabps 2012 r. N 11751 "OO yTBepkJIeHUM HOpsiAKa Ha3sHAUCHHWs U BbHIMHMCHIBAHUSA
JIEKapCTBEHHBIX IIPErapaTroB, a Takxke (OopM peLenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIE
Ipernaparsl, Mopsaka oOpMIIEHUST YKa3aHHBIX OJIaHKOB, UX ydeTa U XpaHEHUs" U MPHIIOKEHHE
N 2 x npukazy MunuctepctBa 31paBooxpanenust Poccuiickoit @enepauuu ot 1 arycra 2012 r.
N 54u "OGO yrBepkaeHun (HopMbl OIaHKOB PELENTOB, COAECPKALINX Ha3HAUEHHE HAPKOTUUECKUX
CPEICTB MJM TIICUXOTPONHBIX BEIIECTB, TNOPSAAKAa MX M3TOTOBJICHUS, pacHpeesIeHHUs,
perucTpanuy, ydera M XpaHEHHs, a Takke mpaBuia odopmieHus" (3aperucTpupoBaH

MunuctepctBom toctunuu Poccuiickoit ®enepaunu 18 urons 2016 r., peructpaunonusii N
42887);

OYHKT 4 UW3MEHEHUH, KOTOpble BHOCATCA B HEKOTOpble TMpUKa3bl MMHHCTEpCTBA
3ApaBOOXPAHEHUS M COLMANbHOrO pa3Butus Poccuiickoir Penepauun u  MwuHHCTEpCTBa
3npaBooxpaHeHusi Poccuiickoit @enmepanmuu MO BOMpocaM OOpalIeHUs JIEKapCTBEHHBIX
MpENnapaToB, COJEPKAIIUX HAPKOTUYECKHE CPEACTBA, TMCUXOTPOIHbIE BEIIECTBA M HUX
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MIPEKYPCOPBI, U JEKAPCTBEHHBIX CPEACTB, MOMJIEKAIIMX IPEIMETHO-KOJIUYECTBEHHOMY YYeTy,
YTBEPXKACHHBIX IpUKa3oM MuHucTtepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu ot 31
okTs10ps 2017 r. N 882H (3apeructpupoBan MunucTepcTBoM OCTUIMU Poccuiickoit Deaepanmu
9 suBaps 2018 r., perucrparmonssiii N 49561);

npuka3z MunucrepcTBa 3npaBooxpanenus Poccuiickoit denepamuu ot 11 gexadbps 2019 r. N
10211 "O BHecenuu wusMeHeHudd B mpuioxkenus N 2 u 4 x npuxkazy MuHHCTEpcTBa
3npaBooxpanenust Poccuiickori @enepanuu ot 1 aBrycra 2012 r. N 54n "OO yTBepkacHUH
¢dopmMbl  OJIAHKOB  PELENTOB, COACPXKAIIMX HAa3HAYCHHWE HAPKOTHUECKUX CPEICTB HIIU
MICUXOTPOIHBIX BELIECTB, MOPsAKAa X HU3TOTOBICHHS, PaCHpelleleHUs], perucTpaliy, yuera u
XpaHeHHs, a TaKkKe mpaBuwil odopmieHus" (3aperucTpupoBaH MHUHHUCTEPCTBOM FOCTHUIMH
Poccwuiickoit ®enepannu 28 ssuapst 2020 r., peructpaumonnsii N 57293);

npuka3z MuHHCTEpcTBa 3/1paBooxpaHeHus Poccuiickorn denepanuu oT 8 oktsabps 2020 r. N
10761 "O BHeceHuu u3MmeHeHuil B llopsaok perucrpanuu, ydera M XpaHEHHs! CHEIMAIbHBIX
pelenTypHbIX OJIaHKOB Ha HAPKOTHYECKHE CpEeACTBAa WJIM TICHUXOTPOIHbBIE BEIIECTBA,
YTBEpKACHHBIA Npuka3oM MunucTtepcTBa 3apaBooxpaHeHust Poccuiickoir ®Penepauuu ot 1
asrycta 2012 r. N 541" (3apeructpupoBan MunucrepctBoMm roctunnu Poccuiickoit denepanuu
13 Hos16ps 2020 r., peructparmonnsiii N 60898);

npuka3 MunucrepcTBa 31paBooxpanenusi Poccuiickoit @enepanun oT 14 suBaps 2019 r. N 40
"O0 yTBEp)KICHWU TOPSAIKA HAa3HAYCHHUS JIEKAPCTBEHHBIX IpenapaToB, (GopM penentypHbIX
0JIaHKOB Ha JIEKApCTBEHHBIE IIPENapaThl, OpsiKa OPOPMIICHHs YKa3aHHBIX OJaHKOB, UX y4eTa U
xpaHneHus" (3apeructpupoBaH MunucrepctBoMm toctuiuu Poccuiickoit ®@enepanuu 26 mapra
2019 r., peructpaunonnsiii N 54173);

npuka3 MuHHcTepcTBa 31paBooxpaHeHuss Poccuiickoit ®enepanuu ot 11 gekabps 2019 r. N
10225 "O BHeceHMM H3MEHEHHMH B npukaz MuHHCTepcTBa 3apaBooXpaHeHHst Poccuiickoit
®eneparun ot 14 suBapst 2019 r. N 41 "O6 yTBepKACHUU MOPSJIKa HA3HAUEHUS JIEKAPCTBEHHBIX
npernapaToB, (QOpM peLEeNnTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE IIpenaparbl, MOpsAIKa
oopmieHns ykazaHHBIX OJAaHKOB, UX y4eTa M XpaHeHUA" (3aperucTpupoBaH MHHHUCTEPCTBOM
toctuimu Poccuiickoit @eneparn 28 siuBaps 2020 r., peructpannonssiii N 57292);

npuka3 MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit @eneparun ot 8 okTs6ps 2020 r. N
10758 "O BHeceHMM W3MEHEHUl B TMOPSAJOK HA3HAYEHMs JIEKAPCTBEHHBIX IIPENaparos,
YTBEpXKACHHBIN NpukasoM MunucrtepcrBa 3apaBooxpaHeHust Poccuiickoit denepanun or 14
suBaps 2019 r. N 41" (3apeructpupoBan MunucrepctBoM roctuiuu Poccuiickoit @enepanuu 22
nexadps 2020 r., peructparmonnsiii N 61695);

OyHKT 3.8 MHCTPYKIIMU O MOPSAIKE BHINHUCHIBAHUS JIEKAPCTBEHHBIX MpPENapaToB U OQOPMIICHHS
peuentoB M TpeOOBaHMI-HAKIAIHBIX,  YTBEPXKIEHHOM  mpukazoM  MuHHCTEpPCTBa
3/IpaBOOXpaHEHMs U colManbHOro pa3Butusa Poccuiickoit denepanuu ot 12 despans 2007 r. N
110 "O mopsiake Ha3HAYEHUs W BBIIUCBIBAHUSA JIEKAPCTBEHHBIX IPENapaToB, W3ICIHN
MEIULIMHCKOTO Ha3HAueHWs W CIEUUAIM3UPOBAHHBIX MPOAYKTOB JieueOHOro mnuTaHus"
(3apeructpupoBan MunmcTepcTBOM foctuniun Poccuiickoit ®deneparuu 27 ampens 2007 1.,
peructparonnsiii N 9364);

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U COLMAIIBHOTO pa3BuThs Poccuiickoit @enepannn oT
17 masgs 2012 r. N 5620 "OO6 yrBepxnaenun Ilopsaka otmycka (u3MUYECKUM JUIAM
JIEKapCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHMs, COJEpKalluX KpPOMEe MallbIX
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KOJINYECTB HAPKOTUYECKHUX CPEACTB, IICUXOTPOIIHBIX BEIIECTB M HUX IMPEKYpCOPOB JIpyrue
(apMakoioTHYecKie aKTUBHBIE BemiecTBa" (3aperucTpUpoBaH MMHHCTEPCTBOM  IOCTHIIMU
Poccutiickoit @enepanuu 1 urons 2012 r., peructpaimonnsiii N 24438);

OYHKT 2 W3MEHEHHH, KOTOpblE BHOCATCA B HEKOTOpbIE MpHKa3bl MHHUCTEPCTBA
3/IpaBOOXpaHEHUs U COLUaNbHOro pa3Butus Poccuiickoit @enepaiu, yrBepKACHHbBIX IPUKA30M
MunucrepctBa 31paBooxpaHenust Poccuiickoit @enepanuu ot 10 umrona 2013 r. N 369H
(3apeructpupoBan  MunuctepcTBoM roctuiuu Poccuiickoit Depepamuu 15 wmrons 2013 1.,
peructparonsbii N 29064);

npuka3 MuHucrteperBa 31paBooxpanenuss Poccuiickoit @enepanun ot 21 aBrycra 2014 r. N
4651 "O BHECEHMHM HM3MCHCHHMA B MOPSAJAOK OTHycKa (DU3MUECKUM JIHIAM JIEKApCTBEHHBIX
npenaparoB Ui MEAMIIMHCKOTO TPUMEHEHHs, COJEpXKAIIUX KpOME MaJbIX KOJIUYECTB
HApPKOTUYECKUX  CPEICTB, IMCUXOTPOMHBIX BEUIECTB U HUX  MPEKypcopoB  Apyrue
(dapMaKoJIOTHYCCKUE aKTHUBHBIC BEIIECTBA, YTBEPXKACHHBIA MpHKa3oM MUHHCTEPCTBA
3/IpaBOOXPAaHCHHUS U COIMaIbHOTO pa3Butus Poccuiickoit ®eneparuu ot 17 mas 2012 r. N 562"
(3apeructpupoBan MunuctepctBoM toctuiiuu Poccutickoii ®enepanuu 10 centsiops 2014 r.,
perucrpanronnsiii N 34024);

OYHKT | W3MEHEHuH, KOTOpble BHOCATCS B HEKOTOpbIE IIpUKa3bl MwUHUCTEpPCTBA
3IpaBOOXpPAaHEHUs. M coluanbHOro pa3Butus Poccuiickoir ®enepanum u  MunHcTepcTBa
3npaBooxpaHeHus Poccuiickoit ®enepanuu, YTBEPKIACHHBIX NpHUKa3oM MuHHCTEpCTBA
3napaBooxpanenus Poccuiickoit @enepanuu ot 10 centsaops 2015 r. N 6341 (3apeructpupoBaH
MunuctepctBoMm roctuniuu Poccuiickoit @enepanun 30 centsaopst 2015 r., peructpaunonssii N

39063);

OYHKT 3 UW3MEHEHHUH, KOTOpbIE BHOCATCA B HEKOTOpblE MpHKa3bl MMHHCTEpCTBA
3ApAaBOOXpPAHEHUS M COUMANbHOrO pa3Butus Poccuiickoir Penepauun u  MwuHUCTEpCTBa
3npaBooxpaHeHust Poccuiickoii @enepanuu Mo BompocaM OOpallleHusl JIeKapCTBEHHBIX
MpernapaToB, COJEP)KALIMX HApPKOTUYECKUE CPEACTBA, IICUXOTPOIHBbIE BEIIECTBA U UX
IIPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJCTB, MOJICKAIUX NPEAMETHO-KOJINYECTBEHHOMY YUETY,
YTBEPKACHHBIX NpuKa3oM MuHucrtepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunun ot 31
okts0pst 2017 r. N 882H (3apeructpupoBan MunuctepcTBoM roctunmu Poccuiickoit denepanyn
9 stuBaps 2018 r., peructpannonnsiii N 49561).

3. Peuentypubie 6manku ¢opmel N 107/y-HII, u3roroBneHHble 10 AHA BCTYIUICHHS B CHUIY
HACTOSILEro MpUKasa, MOr'yT OBbITh MCIIOJIb30BaHbI 10 1 MapTa 2023 roaa.

4. Hacrosimuii npuka3s BcTymnaeT B cuily ¢ 1 mapra 2022 r. u nefictByer a0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunooscernue N 1
K npukazy Munucmepcmea 30pasooxpaHeHust

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

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0mue moJ10KeHusA

1. Ha3HaueHue JI€KapCTBEHHBIX MpenapaTroB JUIsi MEAMLMHCKOrO NpPUMEHEHus (naiee -
JICKApCTBEHHBIE IPETaparhl) OCYIIECTBIISACTCS JICHAIMM BpadoM, (elbIIIepoM, aKylniepKkoil B
Cllydae BO3JIOKEHUS Ha HMX IIOJHOMOYMM JieHallero Bpaya, NpPU OKa3aHUU MEIULUHCKOU
IIOMOIIM B MEAMIMHCKHX OpraHuszanusax <I>, B DOpsAAKEe, YCTAaHOBIECHHOM IIPUKa30M
MunucTepcTBa 31paBOOXpaHEHMs] M coLuanbHOro passutus Poccuiickont @enepanuu ot 23
mapra 2012 r. N 2521 "O6 yrBepxnenun llopsiika Bo3ioXeHHs Ha (enpamepa, akymepKy
PYKOBOJUTENEM MEIUMLMHCKOM OpraHu3aluy IIpd  OpraHu3alud  OKa3aHWs IEPBUYHOU
MEJMKO-CaHUTAPHON NOMOIIM U CKOPOM METUIIMHCKON IOMOIIM OTAEIbHBIX (PYHKIUH JIeyallero
Bpaya II0 HEMOCPEACTBEHHOMY OKAa3aHHUIO MEIMLUHCKONM IIOMOIIM IIallUEHTYy B IEPUOJ
HAONMIOACHUS 3a HUM M €ro JICYeHUS, B TOM UYHWCIIE 10 HA3HAYCHUIO W TPHUMEHEHHIO
JIEKapCTBEHHBIX IIPENapaToB, BKIIOYAas HAPKOTMYECKHE JIEKApCTBEHHBIE IIpenaparsl MU
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparbl’ <2>, WHAWBUIYaJbHBIMU MPEIIPUHUMATEISIMH,
OCYIIECTBISIONIMMU MEIUIIUHCKYIO ACATEIBHOCTD (J1aee - MeIUIIMHCKHAE PAOOTHHKH).

<1> Oyskr 11 crateu 2 @enepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "O6 ocHoBax
oXpaHbl 310poBbs TIpaxaaH B Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATEIbCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - denepanbHblii
3akoH N 323-D3).

Ocuyuanvuuiit ucmouHuUK 316KMPOHHO20 OOKYMEHMA COOEPIHCUN HEMOUHOCHb: UMECMCA 8
6uoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MunucrepctBom roctutiuu Poccuiickoit deneparnuum 28 ampenst 2012 r.,
peructpanonHsli N 23971 ¢ u3MeHeHMsMH, BHECEHHBIMH IpHKa3oM MUHMCTEpCTBA
3npaBooxpaneHusi Poccuiickoit @enepanuu ot 31 oxtsa6psa 2017 r. N 882n (3apeructpupoBan

MunucrepctBoM toctuiiuu Poccuiickoit ®eneparnu 9 suBaps 2018 r., perucrpaumonssiii N
49561).

MeauuuHckuil paOOTHUK, OQOPMUBLIMI pelenT C HapyLIEHHWEM HACTOSLIEro MOpsaKa, HId
PYKOBOJIUTENb MEIUIIMHCKON OpraHM3aluu 00eCleunBaloT CBOEBPEMEHHOE IepeodopMileHUe
TpeOyeMoro AJis MallkeHTa peLenTa.

2. CeneHMs O HAa3HAUYEHHOM JIEKAPCTBEHHOM Ipenapare (HauMEHOBAHHUE JIEKAPCTBEHHOI'O
mpemnapaTta, JO3UPOBKa, CHOCOO BBEAGHHUS U NPUMEHEHUS, pPEXKUM  JIO3MPOBAHMUS,
MPOAOIDKUTELHOCTh JIEYEHUST MW OOOCHOBAaHME Ha3HAYEHMs JICKapCTBEHHOIO IIperapara)
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BHOCATCA MCAUITMHCKUM pa6OTHI/IKOM B MCJUIIUHCKYIO JOKYMCHTAIIUIO MallUCHTA.

B cnywasx, ykazaHHbix B myHKTax 8 - 11 mHactosmero Ilopsaka, MEIUIIMHCKUAN PaOOTHUK,
HA3HAYMBIINH JIEKapCTBEHHBIN Ipernapar, opopmiisieT Ha3HauUEHUE JIEKAPCTBEHHBIX MIPENapaTos,
B TOM YHCJIE MOJJICKAIIUX HM3TOTOBJICHUIO U OTIYCKY anTEYHbIMM OpraHu3anusiMu (gaiee -
JIEKapCTBEHHbIC TMpenaparbl WHIUBUAYAIbHOIO H3TOTOBJICHUS), HAa pELENTYpHOM OJaHKe,
oopmieHHOM Ha OyMa)KHOM HOCHTENE 3a CBOCH IMOAINUCHIO (Jlajiee - peuent Ha OyMakHOM
HOcHUTEeNE), W (MIM) C corjacus MalueHTa WM ero 3aKOHHOro MpelICcTaBuTeNss <3> Ha
peuentypHoM OiaHKe B (opMe DIEKTPOHHOTO JOKYMEHTa C HCIIOJIb30BAaHHEM YCHUJICHHOM
KBIM(UIIMPOBAHHON 3JIEKTPOHHOW MOANHUCH METUIIMHCKOTrO pabOTHHMKA (lajee - pelent B
(hopme IEKTPOHHOTO JOKYMEHTA).

<3> Iynkr 2 crateu 20 Penepanproro 3akoHa N 323-®3 (CoOpanue 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Pentenit B popme 2JIEKTPOHHOTO JOKYMEHTA, COJEPKAIINK Ha3HAYCHUE HAPKOTHYECKUX CPEIICTB
WIM  TCHUXOTPOMHBIX  BEIIECTB,  MOJIMHCBHIBAGTCS C  HUCIOJIB30BAaHUEM  YCHUJICHHOMN
KBATM(DUIIMPOBAHHON AJICKTPOHHOMN TMOJIMCH JICUAIIero Bpada Wi Qenpaniepa, akylmepKky, Ha
KOTOPBIX BO3JIOKEHBI (YHKIIMU JIieYallero Bpaya, U COOTBETCTBYIOLIEH MEAMIIMHCKON
OpraHu3anuu <4>,

<4> IlynkT 1 crateu 26 @enepanpHoro 3akoHa ot 8 staBaps 1998 r. N 3-D3 "O HapKOTHYECKHX
cpenctBax u ncuxoTponHbix BemectBax" (CoOpanme 3akoHomaTenbcTBa Poccuiickoit
Oeneparnu, 1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbHbiii 3akoH N 3-D3).

Odopmienne perentoB B (GOpME DJIIEKTPOHHBIX JOKYMEHTOB OCYIIECTBISIETCS B Ciydae
INPUHATUS  YIOJHOMOYEHHBIM OpPraHOM HCIOJHHUTENIbHOM BiacTu cyObekra Poccuiickoi
denepanuu B COOTBETCTBUU ¢ IYHKTOM 4 ctathu 6 denepanbpHoro 3akona ot 12 ampens 2010 r.
N 61-®3 "O6 olpalieHnu JIEKapcTBEHHBIX cpeacTB" <5> pemieHus 00 MCIOIB30BaHMM Ha
Tepputopun cyoOwnekta Poccuiickoit ®denepannu Hapsiay C pelenTaMH Ha JICKapCTBEHHBIE
npemnaparsl, 0pOpMIECHHBIMUA Ha OyMa)KHOM HOCHUTENIE, PELIETITOB Ha JIEKapCTBEHHBIE MTPenaparsl,
c(OPMHUPOBAHHBIX B (POpPME SIEKTPOHHBIX JOKYMEHTOB.

<5> CoOpanue 3akoHomaTenbcTBa Poccniickoit ®enepammm, 2010, N 16, ct. 1815, 2019, N 52,
cT. 7793.

3. Ilpm BBIIMCKE MaNMEHTa W3 MEAMIMHCKOM OpraHu3aldH, B KOTOPOW €My OKa3bIBalach
MEIULMHCKAs TOMOIIb B CTAIMOHAPHBIX YCIOBUSAX, IPU HEOOXOAMMOCTHU MPOJIOKEHUS puemMa
JIEKapCTBEHHOI'0 Ipernapara B aMOYyJaTOPHBIX YCJIOBHUAX JAHHOMY MAIMEHTy IO PEIIEHUI0
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PYKOBOJIUTENS MEAMLIMHCKOW OpraHu3alMyd Ha3HadawTcs ¢ ohopMIIEHHMEM peulenta B ¢Gopme
ANIEKTPOHHOTO JOKYMEHTa W (MiM) HAa OyMa)KHOM HOCHTENe (32 UCKIIOYEHHEM OQOpPMIICHHS
PELIENTOB Ha JIEKAPCTBEHHBIE Mpernaparhl, MOIeKAIINe OTIYCKY OECIUIaTHO WIN CO CKUAKOMN)
1100 BBIAAIOTCS (MTALMEHTY WU €T0 3aKOHHOMY MPEICTABUTEII0) OJTHOBPEMEHHO C BBIMHMCKOH M3
UCTOpUU OOJIC3HU JIEKAPCTBEHHBIE Mpenaparbl, B TOM YUCIIE HAPKOTUYECKHUE U ICUXOTPOIHbIE
JIeKapCTBEHHbIE Tpenaparbl, BHeceHHble B cnucku Il u Il mepeuns HapkoTHueckux CpeicTs,
IICUXOTPOIIHBIX BELIECTB M HX IPEKypcopoB, MOJUIekKalUX KOHTpoir B Poccuiickoit
@enepaunn, yrBepxkacHHoro IlpaBurensctBom Poccuiickoit ®enepaunn <6> (nanee -
Ilepeuens), cuIbHOACHCTBYIOLIME JEKAPCTBEHHbIE ITPENapaThl, HA CPOK NIPHEMa NALIMEHTOM 10 5
JTHEH.

<6> Ilynkr 2 crateum 2 ®enepansHoro 3axkona N 3-O®3 (CobOpaHume 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3naueHue JEKapCTBEHHBIX IIpENapaToB IPU OKa3aHUM MEAMIIMHCKOW TIOMOIIA B
CTAIlMOHAPHBIX YCJIOBHSIX MOXET OCYIIECTBIATHCS MOCPEACTBOM TpPEOOBAaHUN MEAUIIMHCKON
OpraHM3alliy, HaNpaBlIsSeMbIX B AaNTeUHbIe OpPraHU3ALMHU, SBIAIOMIAECS CTPYKTYPHBIMU
MoApa3ACICHUSIMU MEAUIIMHCKON OpraHu3amuu. <7>

<7> IlyHKT 54 cratbu 4 OenepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6 obpamieHnn
nekapctBeHHbIX cpeAcTB" (Cobpanue 3akoHonatenbeTBa Poccuiickoit denepanuu, 2010, N 16,
ct. 1815; 2019, N 31, ct1. 4456) (nanee - ®enepanpHbiii 3akoH N 61-D3).

5. Ha3naueHue JIEKapCTBEHHBIX NPENapaToB OCYIIECTBISICTCS MEAMIMHCKAM PAOOTHUKOM II0
MCKIAYHAPOAHOMY HECIMMAaTCHTOBAHHOMY HAanMMCHOBAaHUIO, a npu €ro OTCYTCTBHUUA -
TPYNITUPOBOYHOMY HIIM XMMUYECKOMY HAMMEHOBaHUIO. B ciiydae oTCyTCTBHS MEXIyHApOTHOTO
HCIMAaTCHTOBAHHOTO HAMMCHOBAHUA W TI'PYINIUPOBOYHOIO HIHM XUMHYCCKOTO HAWMMCHOBAHUSA
JICKApCTBEHHOTO Tperapara JICKapCTBEHHBIN MpenapaT Ha3HAYaeTCs MEIUIIMHCKUM PaOOTHUKOM
II0 TOProBoMy HAaWMMCHOBAHMIO. HpI/I HaJIM4Ynn MCAUIIUHCKHUX HOKa3aHui (I/IHI[I/IBI/I)]yaHI)HaSI
HETMEPEHOCUMOCTh, 110 JKM3HCHHBIM IIOKa3aHWsM) II0 PEIICHUI0 BpauyeOHOW KOMHUCCHH
MEIUIIMHCKOW OpraHu3aiuu <8> OCYyIECTBISETCS Ha3HaueHUe U O(OopMIIEHHE Ha3HAUYECHUS
JICKQpPCTBEHHBIX  IMpENapaToB, HE BXOMIANIMX B CTAaHAAPTHl MEIUIIMHCKON  IOMOIIH,
pa3paboTaHHBIC B COOTBETCTBUU C NYHKTOM 14 ctathu 37 DenepanpHoro 3akora N 323-03 <9>,
WIA HE TPEIYCMOTPEHHBIX COOTBETCTBYIOIICH KJIMHUYECKON pEeKOMEHJamuen, Jubo To
TOProBbIM HAMMCHOBAHUAM. Pemenne Bpaqe6H01‘/'I KOMHUCCHUU MGHHHHHCKOﬁ opraHu3anvn
¢bukcupyercs B MEAMIIMHCKON JOKYMEHTAIIMH MTallieHTa U B )KypHaJle BpaueOHOW KOMUCCHUH.

<8> IIpuka3 MuHHUCTEPCTBA 3APAaBOOXPAHEHMS U COLMAIBHOIO pa3BuTUs Poccuiickoi
Oenepanun oT 5 mMast 2012 r. N 5020 "OO6 yTBEp:KACHHH TMOPSAKA CO3MaHMS U JCSITEIBHOCTH
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BpayeOHOW KOMHMCCHHM MEIMIIMHCKON opraHu3anuu’ (3aperucTpupoBad  MHHHCTEPCTBOM
octuiim  Poccuiickoit ®epepauun 9 wutons 2012 1., peructpammonusidi N 24516) c
W3MEHEHUSMHU, BHECEHHBIMU TMpHKazoM MuHHUCTepcTBa 3apaBooxpaHeHus Poccuiickoit
@eneparun ot 2 gexabpst 2013 r. N 886n (3apeructpupoBaH MUHHCTEPCTBOM FOCTUIIUH
Poccuiickoit @enepanuu 23 nexadps 2013 r., peructpanmonnsiii N 30714).

<9> CoOpanue 3akoHonarenabcTBa Poccutickoit denepamuu, 2011, N 48, cT. 6724.

Ecmu IIpyU OKa3aHUH IIaAlUCHTY MeﬂHHHHCKOﬁ IIoMomu B MeﬂHHHHCKOﬁ opraHusanuu B
CTallMOHAPHBIX YCJIOBUAX IO PCIICHHIO Bpa‘IC6HOI71 KOMHCCHUH OCYHICCTBJIAIOTCA HA3HAYCHHUC U
IIPUMEHCHUC JICKAPCTBCHHOTI'O IIpf€Iliapara ¢ KOHKPETHBIM TOProBbIM HAMMECHOBAHUEM, TO IIpHU
OKa3aHUMU ONAaHHOMY HNAUCHTY MEIHUIIMHCKON MOMOIIM B MHOM MEIUIIMHCKOM opraHu3alvu B
CTallUOHApHBIX YCIIOBUAX, 4 TAKKE B aM6y.]'IaTOpHBIX YCJIOBHAX OCYHICCTBIISCTCA HA3HAYCHUC
EMY JICKAPpCTBCHHOTI'O IIpCIiapara ¢ TEM K€ TOPIrOBbIM HAUMCHOBAHHUEM <10>.

<10> [Iynkr 2 nocranosienus [IpaBurensctBa Poccuiickoit @enepanuu ot 30.06.2020 N 965
"O BHecenuu u3Menenuit B [lpaBuna ¢hopMupoBaHus nepedHs JeKapCTBEHHBIX CPEJICTB, 3aKyIKa
KOTOPBIX OCYIIIECTBIISICTCSI B COOTBETCTBUU C HX TOPTOBBIMH HANMECHOBAHUSIMH, ¥ O TPUMECHECHUHN
JIEKAPCTBEHHBIX IIPENapaToB ¢ KOHKPETHBIMH TOProBeiIMM HamMeHoBaHusmu'" (CoOpaHue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2020, N 28, ct. 4422).

6. HazHaueHue nekapcTBEHHOro INpernapara B pelente Ha OyMa)kHOM HOCHUTENE WUJIU PELENTe B
(opMe >IEKTPOHHOTO JOKYMEHTa o(hopMIIsieTcss Ha UMs MAIMeHTa, A KOTOpOro NpeaHa3HadeH
JIeKapCTBEHHBIH Mpemnapar.

Peuent Ha 6ymaxHOM HOcHTene, opopmIIeHHBIH Ha perenTypHoM 6ianke ¢popm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(11), yTBEp>KACHHBIX HACTOSIIUM NPHKA30M, MOXET OBITh
MOJTyYeH MAIlMEHTOM, €T0 3aKOHHBIM IPEJICTABUTEIEM U JUIIOM, UMEIOMINM O(QOPMIICHHYIO B
COOTBETCTBUM C T'PaKJaHCKUM 3aKOHOjaTeslbcTBOM Poccuiickoit denepanun 10BEpEHHOCTh OT
NaIKeHTa Ha IpaBo MOJIyYeHHsI TAKOro pelenTa (Aajee - yoJIHOMOUYEHHOE JIUIO).

IIpencraBnenue 10BEPEHHOCTH HE TpeOyeTcs B ciaydae MOJTY4YEeHUs perenTa Ha JeKapCTBEHHBIN
npemnapar Ajis HMHKypaOeiabHOro OOJIbBHOTO Ha 3aBEpUIAIOIIEM JTale €ro XU3HU JIUIOM,
OCYILIECTBISIONIMM YXOJ 32 TaKUM HHKYpaOelbHbIM OOJbHBIM. B TakoM ciydae MeIUIMHCKUN
pabOTHUK BBIJAET JIMIY, OCYLIECTBIISIFOIIEMY YXOJ 3a MHKYpaOeiabHbIM OOJIbHBIM, JOKYMEHT,
MOJITBEPKIAIOUINA HHKYypaOeIbHOe COCTOSIHHE OOJBbHOTO, COAEp)KAIlMi CBEACHUS O JIUIE,
KOTOopoe OyzeT MoyydaTh JIEKapCTBEHHBIE IMpernapaTsl Mo peuenty (hamMunus, uMs, OTYECTBO
(mocnexHee - MpH HaJIM4YUM), BUA, cepust M (WIM) HOMEpP JOKYMEHTA, YJOCTOBEPSIOILEro
JUYHOCTH), 3aBEPEHHBIN MOAMUCHI0 M TEYaThi0 JaHHOTO MEAMIIMHCKOIO pabOTHHKA, a TaKXKe
MeYaTbio MEIMIUHCKON OpraHu3alllu.

I[OKYMCHT, HO,[[TBCp)KILaIOH_II/Iﬁ I/IHKypa6C.HBHOe COCTOAHHC 60JIBHOFO, OCTaeTCs B AaITECYHOM
OopraHu3anuvu.

Pertent B hopMe 37€KTPOHHOTO AOKYMEHTa (POPMUPYETCS C UCTIOIB30BAHUEM TOCYIapCTBEHHON
nH(pOpMaMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit denepanun,
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MEIUIIMHCKOW MH()OPMAIIMOHHON CUCTEMBI MEIUIIMHCKON opranuzamuu <1 1>,

<11> Crarpu 91 u 91.1 ®denepanbHoro 3akoHa N 323-®3 (CobOpaHme 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BBIIAYM peLenTa Ha JIEKapCTBEHHBIM IIpenapar 3aKOHHOMY IPEICTAaBUTEII0 WIH
YIIOJIHOMOYEHHOMY JIMILY (PUKCHPYETCS] B MEAMIIMHCKON JOKYMEHTAIUH MaI[eHTA.

7. MenuuuHCKUM paOOTHHUKAM 3ampeniaercs opOpMIISATh PELENThl IPH OTCYTCTBUH Y MallMeHTa
MEIUIMHCKUX ITOKA3aHUN; HA HE3apEerMCTPUPOBAHHBIE JIEKAPCTBEHHBIE Ipenaparhl <12>; Ha
JIEKapCTBEHHbIE TIperaparbl, KOTOPbIE B COOTBETCTBHUU C HMHCTPYKIHMEW IO MEIULHUHCKOMY
IIPUMEHEHUIO NpEeAHa3HAuYEHbl 11 NPUMEHEHHUs TOJIbKO B MEIMIMHCKUX OpraHM3alMsX; Ha
HApPKOTUYECKUE CPEJCTBA U IICUXOTPOINHBIE BellecTBa, BHeceHHble B cmucok Il Tlepeuns,
3aperucCTpUPOBAaHHBIE B KA4ye€CTBE JIEKAPCTBEHHBIX IPENapaTroB, B LEISAX NPUMEHEHUS s
JICYEHUS] HAPKOMAHHUU.

<12> Pemenne CoBera EBpasuiickoii sxoHOMUYeckoi komuccuu oT 3 Hos6ps 2016 r. N 78 "O
[IpaBunax perucTpanid ¢ 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I  MEAUIIMHCKOTO
pUMeHeHUs" (opunmanbHBIN cair EBpazuiickoro HKOHOMHUYECKOTO coro3a
http://www.eaeunion.org/, 21 Hosopss 2016 r.). Crates 13 denepanbHoro 3akoHa N 61-D3
(CoOpanue 3axononatensctBa Poccuiickoit ®@enepamun, 2010, N 16, ct. 1815; 2020, N 14, cr.
2028).

WuauBHayanbHBIM — TIPEIIPUHUMATEISIM, OCYIIECTBIISIONIMM MEIWIMHCKYIO JeSITeIhHOCTD,
JONIOJTHUTENBHO K TpeOOBaHMSM, YKa3aHHbIM B a03alle MEepBOM HACTOALIETO0 IYHKTA,
3ampemaercss opOpPMIISATh pelenThl Ha HApPKOTHYECKHE CPEICTBA M TICHXOTPOIHBIC BEIECTBA,
BHeceHHble B crnucku |l wm Il Tlepeuns (nmamee - HApKOTHYECKHE M IICUXOTPOIHBIE
nekapcTBeHHble npenapatel ciuckoB || u 111 Tlepeyns).

8. IIpn Ha3HAUYEHUHM HAPKOTHYECKUX M TCHUXOTPOITHBIX JIEKAPCTBEHHBIX MpernapaToB coucka Il
Ilepeuns, 3a UCKIIOUEHHEM JIEKAPCTBEHHBIX MPENapaToB B BHJE TpPaHCAEPMAIbHBIX
TEpareBTUUECKUX CHUCTEM M JIEKAPCTBEHHBIX IPEMapaToB, COJEPKAIIUX HAPKOTHYECKOE
CPEACTBO B COYETAHMM C AHTArOHMCTOM OMHOUIHBIX PELENTOPOB, PEIENThl Ha OyMaXHOM
HocuTelne ohopMIsioTes Ha perentypHoM Onanke Gopmer N 107/y-HII.

9. PenenitypHsrit 0:1ank popmer N 148-1/y-88 odopmisiercs mpu Ha3HAUCHUH:

1) HAapKOTUYCCKHUX U NCUXOTPOIHBIX JICKAPCTBCHHLIX IPCIIAPATOB CIIMCKA II HepeqH;I B BHIC
TPAHCACPMAJIBHBIX TEPAICBTUYCCKUX CHCTEM, HAPKOTHYCCKHUX JICKAPCTBCHHBIX IIPCIapaToB
crucka Il HepeqHﬂ, COACPpKANX HAPKOTHYCCKOC CpCACTBO B COYCTAHUU C AHTAIOHUCTOM
OIMUOUIHBIX PCUCIITOPOB, ICUXOTPOIHBIX JICKAPCTBCHHLIX IMPCIIapaTOB CIIMCKA III HepeLIHSI;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToOB, COACPKAIIUX:
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a) KOJIGMH WJIM €ro coju (B Iepecuere Ha YHCTOE BEIIeCTBO) B KoiuuecTBe A0 20 mr
BKJIIOUUTENBHO (Ha 1 1103y TBEpHOH JIeKapcTBEHHOW (opmbl) win B KoiaumdecTBe A0 200 mr
BmrounTenbHO (Ha 100 M wmmm 100 T >KMAKOW JeKapcTBEHHOH (GOpPMBI JUIsi BHYTPEHHETO
MIPUMEHECHHS );

0) mnceBgoddenpuHa THUAPOXJOPUA B KoJWYecTBe, mpeBbimarpmemM 30 mr, u mo 60 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpIOH JIeKapCTBEHHOH (hOPMBI);

B) miceBAod(deapuHa THAPOXJOPUA B KoJM4ecTBe, mnpembimatomem 30 mr, u go 60 wmr
BKJIIOUMUTEIBHO B COYETAHUHU C JIEKCTpOMETOp(aHOM TruapoOpOMHIOM B KOJHUYECTBE,
npesbimarorieM 10 mr, u 10 30 Mr BKIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHON (hOPMBI);

r) pekctpoMeropdana ruapodpomus B kosmuectse 10 200 mr BrirountenbHo (Ha 100 M wim
100 T XKuaKOH JeKapCcTBEHHON (hOPMBI JUIsl BHYTPEHHETO MPUMEHEHHS ),

1) a¢eapuHa THAPOXIOPHUI B KomdecTBe, npesbimatomeM 100 mr, u 10 300 Mr BKIFOYHTEITHHO
(1a 100 mut mnm 100 T KuAKON JeKapCTBEHHOM (POPMBI AJ11 BHYTPEHHEr 0 IPUMEHEHU );

e) adeapuHa TUAPOXJIOPUI B KoimumdecTBe jJo S50 Mr BrIrouyuTensbHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOH (POPMBI);

k) (eHuImponaHOJaMUH B KOJMYECTBE A0 75 Mr BKIOYUTEeNbHO (Ha 1 103y TBepaou
nexkapctBeHHOH Qopmbl) mwiu 10 300 mr BrimouutenbHO (Ha 100 mim wmimu 100 T sKkuMakoi
JIEKapCTBCHHOW (DOPMBI JIJISl BHYTPCHHETO MPUMEHECHUS ),

3) ¢eHOOapOUTAT B KOJUYECTBE IO 15 MI' BKIFOYUTEIIEHO B COYCTAHWH C KOJCHMHOM (HMJIU €ro
COJISIMH) HE3aBHCHUMO OT KomuyecTBa (Ha 1 703y TBepaoii ieKkapCTBEHHOH (POPMBI);

u) ¢eHobapOutan B KommuecTBe a0 20 Mr BKIIOUUTENBHO B COYETaHHH C JPEAPUHOM
THIPOXJIOPHUIOM HE3aBUCUMO OT KonudecTBa (Ha 1 103y TBepAoi JeKapCTBEHHON (OpMBI);

K) XJIOpAMA3EMOKCH]l B KOIMUYECTBE, mpeBblimaromem 10 Mr, u 1o 20 Mr BKiIOUMTeNbHO (Ha 1
7103y TBEP/IOH JIeKapCTBEHHOH (POPMBI);

3) JlekapCTBEHHBIX MpEenapaToB UHIWBUIYaIbHOTO U3TOTOBJIEHMS, COJIEPKALINX HAPKOTUYECKOE
CPeACTBO WJIM TcUXOTpornHoe BemecTBo cnucka Il Ilepeuns, u apyrue apmakonoruyeckue
aKTUBHbIE BEIIECTBA B J103€, HE IPEBBIIIAIONIEH BBICIIYIO Pa30BYIO 103y, U IPU YCIOBUH, YTO
3TOT KOMOMHMPOBAHHBIA JIEKAPCTBEHHBIM TMpenapaT HE SBJISIETCS HApKOTHMYECKUM HWIIH
NICUXOTPOITHBIM JIEKAPCTBEHHBIM npenaparom cnucka Il Ilepeuns;

4) nexkapCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B MEPEUYEHb JEKAPCTBEHHBIX CPEJCTB JUIS
MEAUIIMHCKOTO0 TMPUMEHEHHS, MOJUIeKAIIUX MPEeIMETHO-KOJINYECTBEHHOMY Y4ery (nanee -
JIEKapCTBEHHbIE MpenapaThl, BKIIOUeHHbIE B nepedeHs [IKY) <13>.

<13> Hoanynkt 5.2.171(1) mynkTa 5 nocranosnenus [IpasurenscrBa Poccuiickoit deneparyu
or 19.06.2012 N 608 "OO6 yrtBepxaenuu Ilomoxkenus o MuHHCTEPCTBE 3ApaBOOXpaHEHUS
Poccuiickoit denepanun (nanee - [lonoxxenne o Munucrepcrse) (CobpaHue 3aKOHOIATETHCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).
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10. Peunenrtypusiii Omank ¢opmel N 148-1/y-04(n1) odopmiisercs mnpu Ha3HAYCHHUH
JIEKapCTBCHHBIX IMPEMAapaToB TrpakJaHaM, HUMEIONIMM TMpaBO Ha OECIIaTHOE TOJy4YCHHE
JIEKapCTBCHHBIX MMPENapaTOB WU MOTYYCHHE JICKAPCTBECHHBIX MPEMApaTOB CO CKUIKOM.

11. Peuenrypusiii 6ank dopmer N 107-1/y odopmitsieTcss mpu Ha3HAYCHUU:
1) nexapcTBEHHBIX MpenapaToB, HE YKa3aHHBIX B MMyHKTax 8, 9 Hacrosuiero [lopsaka;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPaTOB, COJIEPIKAIINX:

a) dproraMuHa TUAPOTAPTPAT B KOJMYECTBE 10 5 MI BKIHOUUTENBHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOM (POpPMBI);

0) adenpuna rugpoxnopua B koaudectBe g0 100 mr BrimrountensHo (Ha 100 mum wm 100 r
KHUJKOU JIEKapCTBEHHOMN (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS );

B) IceBaod(eprHa THAPOXIOPHI B KOIWYeCTBE, He mpeBbimatonieM 30 mr (Ha 1 103y TBepaon
JIEKapCTBEHHOH (POPMBI);

r) mnceaod(enpuHa TUAPOXJIOPUA B KOJUYECTBE, HE mpeBblmaromeM 30 Mr, B COUYETaHUU C
JeKCTpoMeTop(paHoM THIpPOOPOMHUIOM B KoJaudecTBe, mpesbimatomeM 10 mr, u go 30 mr
BKJIFOYMTENIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOU (hOpMBI);

1) nexcrpoMeropdana TuApoOpoMUI B KosmdectBe, mpeBbimaromem 10 mr, m go 30 wmr
BKJTIOYHMTENIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOH (HOPMBI);

e) (heHoOapOmTan B Komu4ecTBe, mpesbimaromeM 20 mr, 1 10 50 Mr BKIFOUHATENBHO (Ha 1 103y
TBEPJIO JIEKApCTBEHHOU (HOPMBI);

K) ¢eHobapbutan B komumuecTBe 10 20 Mr BKJIIOUUTEIBHO B COYETaHUU C IProTaMUHOM
THJIPOTapTPaTOM HE3aBUCUMO OT KoJMuecTBa (Ha 1 03y TBepaoil iIeKkapCTBEHHON (OpPMBI);

3) XJIOpJMa3enoKcua B KomudecTse 10 10 Mr BKIFOUUTENbHO (Ha 1 103y TBEpIOH JIeKapCTBEHHON
¢bopmsl).

12. Ilpn Ha3HaYeHUM JIEKAPCTBEHHOTO IpernapaTa WHAUBUAYAIBHOIO M3TOTOBJIEHUS B PELIENTE
Ha OyMa)XHOM HocuTesle M (MaM) penente B (opMe 3JIEKTPOHHOTO JOKYMEHTa HauMEHOBaHMS
JIEKapCTBEHHBIX CPEACTB (BEILIECTB), BKIIOUYEHHbIX B mepedeHb [IKY, ykaswiBaioTcs B Hauaie
penenTa, 3aTeM - BCe OCTaJIbHbIE NHIPEIUEHTHI.

13. [Ipu Ha3HaYeHUM JIEKApCTBEHHOrO IperapaTa B pelente Ha OyMaXHOM HocuTene W (Win)
peuente B ¢GopMe HIEKTPOHHOTO JOKYMEHTa 3alpellaeTcss MpPeBbIaTh KOJIUYECTBO
HApKOTHYECKUX CPEJICTB WM TICHXOTPOIHBIX BEUIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B
OJTHOM periente, ycraHoBleHHoe nmpuioxenueM N 1 k Hactosmemy [lopsaky, 3a UcKiItoueHHEM
CllyyaeB, YKa3aHHBIX B MyHKTax 15 u 24 nacrosiero [lopska.

14. Ilpm Ha3HaYeHUM JEKAPCTBEHHBIX IIPENAapaToB, BKIOYEHHBIX B mepedeHb [IKY, noza
KOTOPBIX MPEBBIIIAET BBICIIUI OJTHOKPATHBIN MpUEM, METUIIMHCKUI paOOTHUK 0003HAYaeT 103y
3TOr0 JIEKapCTBEHHOI'O IIpenapaTa B pelenTe Ha OyMa)XHOM HOCHUTENE MPOIUCBI C
IIPOCTaBJICHUEM BOCKJIMLATENBHOIO 3HAaKa M (WJIM) IPOCTaBIISIET BOCKIMLATEIbHBIA 3HAK IIPH
oopmienun perenta B GopMe 3JIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYCHHBIX JICKApCTBCHHBIX MPCIapaToB, BKIIIOYCHHBIX B ICPCUCHDb HKy,



IpY OKAa3aHMM IAUUCHTAM, HYXKIAIOIMMCS B  JUIMTEIBHOM  JICUEHUHM, IIEPBUYHOU
ME/IMKO-CAaHUTAPHON IMOMOIIHY U MAJTHATUBHOW METUIIMHCKON TTOMOIIY MOXET OBITh YBEITUYEHO
C Y4E€TOM KIIMHMYECKUX peKOMeHaaluil He Oosee 4eM B 2 pa3a IO CPAaBHEHUIO C KOJIMYECTBOM
HAapKOTUYECKUX CPEJICTB WJIM ICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITH BBIHCAHO B
OJIHOM pelLenTe, ycTaHoBieHHbIM npuioxkenueM N 1 k Hactosmemy [opsaaky.

B cnyuasx, mpemycMOTpeHHBIX ab3aleM IEepBBIM HACTOSIIET0 ITYHKTa, Ha pelenrtax Ha
OyMa)XHOM HoOcHTeNle Tpou3BoAuTCS Haamuch "llo crenuambHOMY Ha3HA4YeHHIO", OTACIBHO
3aBepeHHas MOAMKUCHI0 MEAUIIMHCKOTO pa0OTHHKA U MIEYAaThI0 MEAMIIMHCKOW opranu3anuu "Jlis
perienToB", Ha penentax B (GopMe 3JIEKTPOHHOTO JTOKyMEHTa mpou3BoauTcs otMerka '"Ilo
CIEeUMATbHOMY HAa3HAYEHHUIO" C MPOCTABICHUEM YCHJIEHHOW KBANTU(UIIMPOBAHHOM 3JIEKTPOHHOMN
MOJNMCH MEIUIIMHCKOTO PA0OTHHKA.

16. CoctaB JIeKapCTBEHHOTO Ipernapara, JeKapCcTBeHHas (opma U OoOpalieHHe MEIUIIMHCKOTO
paboTHUKa K (apMareBTHUYECKOMY pPAOOTHHKY 00 OTITyCKE JIGKAPCTBEHHOTO Ipernapara Ha
OyMakHOM HocuTele 0(OPMIISIFOTCS Ha JJATHHCKOM MJIM PYCCKOM SI3BIKE B POJIUTEIILHOM MAJIeKeE,
3a UCKJITFOUYEHUEM O(OPMIICHHS PELIETITOB B (POpMeE SIIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBIIIEMOTO
Ha PYCCKOM SI3BIKE.

[Ipu odopmieHun peuenTypHbIX OJAaHKOB JOIYCKAeTCsl HUCIHOJb30BaHUE COKpallleHUi
(mpunoxxenue N 2 k Hactosmemy [lopsnky).

IIpn HasHayeHUUM JIEKAPCTBEHHOI'O IIpenapara He IOIyCKAeTCs COKpPALEHHE HAauMEHOBAaHUU
VMHI'PEIUEHTOB, COCTABJISAIOIINX JICKAPCTBEHHBIHN MPENapar, He MO3BOJISIOIMX YCTAHOBUTD, KAKON
MMEHHO JICKapCTBEHHBIN IIpenapaT Ha3HA4CeH.

17. Cnoco0 mnpuMeHeHHUs JIEKapCTBEHHOIO Iipenapara O003HA4yaeTcsi ¢ YKa3aHUEeM IYTH
BBEJICHUS, J103bl, YacCTOTHl, BPEMEHU INpHUEMa OTHOCHUTEIBHO CcHa (YTpOM, Ha HOYb) U €ro
AJATCIIBHOCTHU, a JJIA JICKAPCTBCHHBIX IPCIIapaToB, BSaHMOHeﬁCTByIOHIHX C Hnmeﬁ, - BpECMCHU
UX YHOTpeOJeHUsI OTHOCUTEIBHO MTpHeMa MULIH (110 €/Ibl, BO BPEMS €/1bl, I0CIIE €1Ibl).

18. Tlpu HEOOXOAMMOCTH HEMEUICHHOTO WM CPOYHOro (B TEYEHHE ABYX paboumx mTHE)
OTITyCKa JICKapPCTBEHHOTO IIperapaTa TAlWeHTy B BEPXHEW YacTH perenrta Ha OyMaKHOM
HOCHUTEJE TMPOCTaBIAIOTCS oO0o3HaueHus "Cito" (cpouno) wam "statim" (HeMmemIeHHO).
AHanoruuHele 0003HAYEHUs IMPOCTABJISIOTCS B BHJIE OTMETOK NMPH O(GOpPMIICHWH perenTta B
(hopme 2IEeKTPOHHOTO JOKYMEHTA.

19. Ilpu odopmieHuH Ha3HAuY€HUS TOTOBOrO JIEKAPCTBEHHOI'O IIpernapara B pelenTe Ha
OyMa)XHOM HOCHTEeJEe WIM peuente B (opMe »BIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO
JEHCTBYIOIMX BEIIECTB YKAa3bIBA€TCS B COOTBETCTBUU C HUHCTPYKIUEH IO METUIMHCKOMY
MIPUMEHEHHIO JIEKAPCTBEHHOI'O Mpemnapara. JlomycTUMO yKa3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX
MpernapaToB CUCTEMHOr0 JEWUCTBUA (i1 pe30pOTHUBHOrO MpHEMa) B TBEPIBIX JEKAPCTBEHHBIX
¢dopmax (Harmpumep, TabJIETKH, MOPOLIKH, KarCyJbl) KaK COJepKaHWE OJHOTO MIJIM HECKOIBKHX
NEHCTBYIOIMX BEIIECTB B €IMHUIAX Macchl (B rpamMmax, MuUMrpammax). Jlomyctumo
yKa3bIBaTh JI03UPOBKY JIEKAPCTBEHHBIX MpEnapaToB CUCTEMHOIO JeicTBUA (JUIsl pe30pOTUBHOTO
MPUMEHEHUSI) B JKUIKUX JIEKApCTBEHHBIX (hopMax (HAmpuMep, pacTBOPBI, CYCIIEH3MH) Kak
COJIEp’KaHUE OJHOTO MM HECKOJBKMX JIEHCTBYIOIIMX BELIECTB B €IMHUIAX MAcChl HAa €AMHUILY
o0beMa (HampuMep, MIJLTUTPAMM/MUUIAIUTP) C yKa3aHUEM OO0IIero oO0bema JEeKapCTBEHHON

(bopMBI.



[Ipu odopmieHnn Ha3HAUYEHHUS JIEKAPCTBEHHOIO IpernapaTa UHIWBUYaJbHOTO M3TOTOBJICHUS B
perente Ha OyMa)XHOM HOCHTEJIE WM perente B (popMe AIIEKTPOHHOTO TOKYMEHTa KOJIMYECTBO
TBEPJBIX M CHIMyYuX (hapMaleBTHUECKUX CyOcTaHIMi yka3biBaeTcs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MIUUTHIIMTPAX, TpaMMax U Karuisx.

20. Peneritel Ha OyMa)XKHOM HOCHTEINE, B JopMe DJIEKTPOHHOTO JOKYMEHTa, 0OpMIICHHBIE HA
penentypaom Onanke popmel N 148-1/y-88 u mpenHasHaueHHBIC U OTIYCKA JIEKAPCTBEHHBIX
npenaparoB, MNPEAYCMOTPEHHBIX moAmyHKTamMu 1 - 3 mynkra 9 wnHactosimero Ilopsaka,
JEHCTBUTENLHBI B TeUCHHE 15 MHEH co aHS opopMIICHUSI.

21. Penentsl Ha OyMa)kHOM HOCHUTENE, B (hOpMe IJIEKTPOHHOTO JOKyMEHTa, O(hOpMIICHHBIE Ha
peuentypuoM Omanke ¢opmer N 148-1/y-04(;1) w mnpenHa3sHayeHHBIE IS OTITYCKa
JICKApCTBEHHBIX MPENapaToB rpaxkiaHaMm, ykazaHHbIM B myHKTe 10 nHactosmero Ilopsiaxa,
neiictButensHbl B TeueHue 30 gHel co AHS oQOpMIIEHHS, 32 HCKIIOUEHHUEM CIy4aeB
odopmIIeHHUs perenTa B coOOTBeTCTBUHU ¢ IMyHKTamMu 38 u 39 Hacrosmiero [lopsaka, mpu KOTOPBIX
OH JIeiiCTBUTEIIEH B TeueHue 15 nuelt co qHs ohopmieHus.

22. Penentsl Ha OyMa)kHOM HOCHUTENE, B (hOpME SJIEKTPOHHOTO JOKyMEHTa, O(hOpMIICHHBIE Ha
peuentypuoM ©Onanke ¢opmbl N 148-1/y-04(n) w mnpenHazHayeHHbE IS OTIyCKa
JIEKapCTBEHHbIX IpENapaToB TrpakJaHaM, JOCTUTIIMM II€HCMOHHOI'O BO3pacTa, HWHBAJINWJAM
NIEepBOIl TIpymnIbl, AETAM-MHBAIUAAM, a TaKKe TIpakAaHaM, CTPAJarollUM XPOHHUYECKUMHU
3a00JIeBaHUSAMH, TPEOYIOIIMMU JITUTEILHOTO KYPCOBOTO JICYCHUS, ICHCTBUTEIHHBI B TeueHHe 90
oHel co aHA odopmileHUs, 3a HCKIIOUYEHHWEM Cy4yaeB, yKa3aHHbIX B MyHKTax 38 u 39
Hacrosiero [lopsiika, Ipu KOTOPBIX OH JIeHCTBUTENIEH B TeUeHue 15 qHei co qHs odopmileHHs.

Jist edeHuss XpOHMYECKUX 3a00JIeBaHUM yKa3aHHBIM KaTErOpUsSM TPaXKIaH JIEKApCTBEHHBIC
npemapatsl ¢ OGOpMJICHHEM pElEnToB Ha OyMa)KHOM HOCHTENE WIM penenToB B (opme
3JIEKTPOHHOTO IOKYMEHTa MOTYT Ha3HauaTbCA Ha Kypc jedeHus 10 180 nHei.

23. Penentsl Ha OyMa)kHOM HOCHUTENE, B (hOpMe 3JIEKTPOHHOIO JOKyMEHTa, O(hOpMIIEHHBIE Ha
penentypaoM Omanke ¢opmer N 107-1/y u mpenHa3HaueHHBIC Ui OTITyCKAa JIEKAPCTBEHHBIX
IIpenapaToB, IPEeIyCMOTPEHHBIX TYHKTOM 11 Hacrosiero Ilopsiaka, IeHCTBUTENIBHBI B TEUEHNE
60 nHeit co 1HA odopmIteHus.

HpI/I Ha3HAYCHUMU TOTOBBIX JICKAPCTBCHHLIX IIPCHIapaTOB MW JICKAPCTBCHHLIX IIPCIIapaToB
WHIUBUAYAIBHOTO W3TOTOBJICHHS TAallMeHTaM C 3a00JeBaHUSMHU, TPEOYIOIIMMHU JUIUTEIHHOTO
KypCOBOTO JieueHus1, ¢ odopMicHreM Ha perentypHoM Onanke dopmer N 107-1/y perenra Ha
OyMa)XHOM HOcUTeNe Wi B GopMe dIEKTPOHHOTO JTOKYMEHTa yCTAaHABIMBAETCS CPOK NEHCTBUS
peuernTa B pezaenax A0 OAHOTO roja.

B cnydae ycraHoBieHHMs Cpoka JIEMCTBHS peLENnTa B Mpeaenax g0 OAHOrO roja B pelente
npou3BoauTcs Haamuch: "llo cmenuampHOMYy Ha3HadueHHIO", 0003HAYAETCA CPOK JEHCTBUSA
pelenTa u NepuoIMYHOCTh OTITYCKA JIEKAPCTBEHHBIX MPENapaToB U3 aNTEYHOW OpraHU3aluu UIN
WHIWBHIYAIbHBIM TPEANPUHUMATENIEM, WMEIONMM JIMIICH3WI0 Ha  (PapMareBTHYECKYIO
JesITeNbHOCTh <14> (eXKEeHENEeNbHO, €XKEeMeCSYHO W HHbIe Mepuojbl). JIOMOIHUTENBHO 3TO
yKa3aHUE 3aBEPSIETCS MOAMUCHI0O MEIUIIMHCKOTO PabOTHHKA, a TaKkKe MEYaThl0 MEIUIIMHCKOU
opranmzanuu  "Jlns pernentoB" (s perenta Ha OyMakHOM HOCHTENE) WM YCHUJICHHOMN
KBATU(UIIUPOBAHHON  DJIEKTPOHHOM  TOJAMUCHIO  MEAWIIMHCKOTO pabOOTHHKAa U JIMIIA,
YIIOJTHOMOYEHHOTO 3aBEPATH JOKYMEHTHI OT UMEHU MEIUIIMHCKON OpraHu3aiuu (1 perenTa B
(hopMe AIEKTPOHHOTO JOKYMEHTA).



<14> Ilynkt 47 vactu 1 crateu 12 denepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUN OTIIENBHBIX BHJOB jAestenbHOCTH" (nanee - DexepanpHblii 3akoH N 99-D3)
(Cobpanue 3axkonomarensctBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. Peuentbl Ha JIEKapCTBEHHBIE MpemnapaThl, BKIOYEHHbIE B mnepeueHb [IKY, mnga neuenus
MAUEHTOB ¢ XPOHUYECKUMU 3a00JIEBaHUSMHU MOTYT OOPMIISIThCS Ha Kypc JeueHus A0 60 aHei.

B cnyugae, xorga kypc sedeHus cocrtaBiseT Oosnee 30 aHeH, NOMOJIHUTENBHO B pelenTax Ha
OyMa)kHOM HocuTene npousBoautcss Haanuchk "[lo cnenmanbHOMY HazHaueHHIO", 3aBEpEHHAs
MOJIIMChI0 MEIULIMHCKOTO paOOTHHUKA U ME€YaThI0 MEIUIIMHCKOM opranuzanuu "/{na peuentos",
Ha peuenTtax B (opMe 3IEKTPOHHOIO JOKyMEHTa npousBoautcs orMmerka "[lo cnenuanbHOMY
Ha3HA4YEHUIO" € MPOCTABICHHEM YCHUJICHHOH KBIM(UIUPOBAHHON 3JEKTPOHHOM IOANUCH
MEIUIMHCKOr0 pabOTHMKA M JIMLA, YHOJHOMOYEHHOI'O 3aBEpATh JIOKYMEHTBI OT WMEHU
MEJIULUHCKOW OpPraHU3aluu.

25. Peuent Ha OymakHOM Hocutesiae B (GopMe SIIEKTPOHHOTO JOKYMEHTa, O(OpPMIIEHHBIH ¢
HapyLIEHUEM YCTaHOBJICHHBIX HACTOSIIIAM [Topsankom TpebOBaHUH, CYHUTAETCH
HEJEUCTBUTEILHBIM.

1. HaznaveHue ieKapCTBEHHBIX MPENAPATOB MPU OKA3aHUHU
MeTUIMHCKOM MOMOIIM B CTAIMOHAPHBIX YCJI0BUAX

26. Ilpu okazaHWM TAIMEHTY MEIUIIMHCKON MOMOIIM B CTAllMOHAPHBIX YCIOBUAX HA3HAYEHUE
JIEKapCTBEHHBIX IMpermapaToB MPOU3BOAUTCS 0e3 odopmieHus pernenta MEAUIIMHCKIM
PaOOTHUKOM €IMHOJIMYHO, 332 UCKIIOUEHHEM CJIy4aeB, YKa3aHHBIX B MyHKTE 27 HACTOSIIETO
[Topsinka.

27. CornacoBaHu€ Ha3HAYEHHUs JIEKAPCTBEHHBIX IPENapaToB C 3aBEAYIOLIUM OTHCICHUEM WU
OTBETCTBEHHBIM JEXKYPHBIM BpayoM JHOO JPYTMM JIMIIOM, YIOJHOMOYEHHBIM IPHKa30M
IJIABHOTO Bpaya MEIUIUHCKON OpraHu3aluu, a Takke, Ipu HaJIUYUH, C BPAYOM - KIMHHYECKUM
(dapMakosI0roM HE0OX0AUMO B CITydasix:

1) oIHOBPEMEHHOT0 Ha3HAYEHUS IATH U O0Jiee JIEKapCTBEHHBIX IIPENapaToB OJTHOMY NaIUEHTY;

2) Ha3HAuYEHUS JIKAPCTBEHHBIX MPENapaToB, HE BXOASIINX B MEPEUYCHb KU3ZHEHHO HEOOXOIMMBIX
U BaXXHEHMIIMX JIEKApCTBEHHBIX MpenaparoB <15>, mpu HETHUNUYHOM TEYeHHM 3a0oJieBaHMUS,
HAJIMYUU OCJIOKHEHHUN OCHOBHOTO 3a00jeBaHMS W (WJIM) COMYTCTBYIOMIMX 3a00JEeBaHHM, MpHU
HAa3HAYCHUU JICKAPCTBCHHBIX IIPCIIapaToB, 0COOEHHOCTH B3aI/IMO)IeI\/'ICTBI/I$I U COBMECTHUMOCTHU
KOTOPBIX COTJIACHO MHCTPYKIIMSAM 10 UX IPUMEHEHUIO MPUBOJAT K CHUKEHHIO Y PEKTUBHOCTH U
6e3onacHOCTH (hapMakoTepanuu W (WIM) CO3MAl0T MOTEHIIMATBHYI0 OMACHOCTH IS KU3HHU U
3IIOPOBbSI MAIMCHTA.


https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56

<15> Yactu 1 crarbu 60 dDenepanpHoro 3akoHa N 61-d3 (CoOpanme 3aKoHOAATEIHCTBA
Poccutickoit ®deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B ykazaHHBIX ciydasx Ha3HauCHHE JIEKApCTBEHHBIX IpenapaToB (pUKCHUpyeTCs B MEAMIIMHCKOM
JOKYMEHTAIlMU MAlMEHTa U 3aBepseTcs] MOJAMUCHI0 MEIULIMHCKOIO pabOTHUKA U 3aBEAYIOLIETO
oTJenieHreM (OTBETCTBEHHOTO JISKYPHOTO Bpaya WK IPYrOro yIoJIHOMOUYEHHOTO JIUIA).

28. MenuuuHCKIE pabOTHUK MEIUIIMHCKON OpraHu3aluy (€€ CTPYKTYPHOTO MOJpa3/eieHus),
PaCMoJIOKEHHOW B CEJIbCKOM HACEICHHOM ITYHKTE, OCYIIECTBIIIET Ha3HAUEHUE JIEKAPCTBEHHBIX
MPENapaToB B Cy4yasiX, yKa3aHHBIX B MyHKTax 27 u 29 Hacrosmero [lopsaka, e1MHOIMYHO.

29. Ilo pemenunto BpaueOHONW KOMUCCUU TMAIIMEHTaM MPH OKa3aHWW UM METUITMHCKOM TTOMOIITHU B
CTAallMOHAPHBIX YCIOBUSX HAa3HAYaIOTCS JIEKAPCTBEHHBIE IIpernaparbl, HE BKJIIOYEHHBIC B
nepeyeHb )KU3HEHHO HEOOXOIMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, B ClIydyae HX
3aMEHBbI U3-3a MHAUBHUIYabHON HEMIEPEHOCUMOCTH, TI0 KU3HEHHBIM MTOKA3aHUSM.

Pemenne BpaueOHONM KOMHUCCHH (UKCHPYETCS B MEIUIIMHCKOH JOKYMEHTAIlMH IalueHTa U
KypHaje BpaueOHOI KOMUCCHH.

30. B cnywasx obcienoBaHus U JICUEHUS IPAXKAAHMHA B CTALlMOHAPHBIX YCJIOBMSIX B paMKax
NPEJIOCTABICHUST MEIUIMHCKUX YCIYr Ha BO3ME3JHOM OCHOBE 3a CYeT JIMYHBIX CPEICTB
rpaXk[iaH, CPEJICTB IOPUINYECKUX JIMIl U WHBIX CPEICTB HA OCHOBAaHHWH JIOTOBOPA, B TOM YHUCIIE
JOTOBOpa JOOPOBOJIBHOTO MEAMIMHCKOTO CTpaxoBaHus <16>, eMy MOTyT OBbITh Ha3HAuCHBI
JICKapCTBEHHBIE MPETapaThl, HE BXOASAIINE B MEPEUEHb KU3HEHHO HEOOXOANMBIX M BAKHEHIIINX
JIEKapCTBEHHBIX MPENaparoB, €CJIM UX Ha3HAYCHUE M NPUMEHEHHE 00YCIOBICHO MEIUIINHCKIMU
MOKa3aHUSIMU.

<16> IlocranoBnenue IlpaBurtenncrBa Poccuiickoit @enepanuu or 4 oktsi0ps 2012 r. N 1006
"O6 yrBepxxaeHun IIpaBun mnpenocTaBieHHs MEAULUMHCKUMHM OPraHU3aLUSAMH  IJIaTHBIX

MenunuHckux yenyr" (Cobpanne 3akoHonatenbcTBa Poccuiickoit @eneparuu, 2012, N 41, cr.
5628).

I1l. HazHaueHue JieKAapCTBEHHBIX NMPENapaToB NPH OKA3aHUH
NePBUYHON MEeIUKO-CAHUTAPHON MOMOIIM, CKOPOl MEeAMIUHCKOMI
NMOMOIIY ¥ NAJJIMATHUBHOM MeIMIUHCKONH TOMOIIH

31. Ilpu oxa3aHWM MEPBUYHOM MEIAMKO-CAHUTAPHON MOMOIIM M MAIMATUBHOM MEIMIIUMHCKOM
MTOMOIIM B aMOYJIaTOPHBIX YCIOBHIX Ha3HAUYCHUE JIEKAPCTBEHHBIX MPEMapaToB OCYIIECTBIISETCS
MEIUIIMHCKUM PabOTHUKOM B CIIy4asiX TUIIUYHOTO TeYeHHs 3a00JieBaHUS MAllME€HTa UCXOJS U3
TSOKECTH U XapakTepa 3a00sieBaHMs.

32. Ha3zHadyeHue eKapCTBEHHBIX MPENapaToB M0 PEUICHUI0 BpaueOHOM KOMHUCCHU MPU OKa3aHUU
MEPBUYHON  MEIMKO-CAaHUTAPHOM IMOMOIIM, NaJUIMaTUBHOM MEIWIMHCKOW TMOMOIIM B
aMOyJIaTOPHBIX YCIOBUSAX MTPOU3BOJAUTCS B CIIyJasix:


https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l2960
https://normativ.kontur.ru/document?moduleid=1&documentid=204609#l0

1) OIHOBPCMCHHOI'O HA3HAYCHUS OJHOMY ITAIUCHTY IIATHU U Ooiee JICKAPCTBCHHEIX IIPCIIapaToB B
TEYCHUEC OJHUX CYTOK WJIM CBBIIIC ACCATHU HaMEHOBaHWM B TCUCHUE TpUALATU ,Z[Hefl;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB NPU HETUIIMYHOM TEUEHUHU 3a00JI€BaHUS, HATUUUU
OCJIOKHEHU OCHOBHOTO 3a00JieBaHMsI U (MJIM) COMYTCTBYIOIUX 3a00JI€BaHUH, IPU Ha3HAYCHUU
JICKapCTBEHHBIX IIpenapaToB, OCOOCHHOCTH B3aUMOJCHCTBHUS M COBMECTUMOCTH KOTOPBIX
COTJIACHO MHCTPYKIHSM MO HMX TNPUMEHEHHUIO MPHUBOAAT K CHUKECHUIO A(PQPEKTHBHOCTH H
0€30I1aCHOCTH JIEYEeHUs MalMeHTa U (WIKM) CO3/al0T MOTEHUHUAIBHYIO ONACHOCTb IJI JKU3HU U
3JI0pOBbsI IALIEHTA;

3) MNEPBUYHOI0 HA3HAUCHUA TMMALIUCHTY HAPKOTHYCCKUX W TICHUXOTPOIIHBIX JICKAPCTBCHHBIX
npenaparoB cnuckoB |l u Il Tlepeuns (B ciyyae MPUHATUS PYKOBOAWTENEM METUIIMHCKON
OpraHu3alli PEUICHUs O HEOOXOJMMOCTH COTJIACOBAaHMS HA3HAUYEHUS TAKUX JIEKApCTBEHHBIX
[IpernapaToB ¢ BpaueOHOWU KoMuccueil).

33. [loBTOpHOE Ha3HAYEHHE HAPKOTHYECKUX M IICUXOTPOMNHBIX JIEKAPCTBEHHBIX MpPENaparoB
cnuckoB Il u Il TlepeuHs mpou3BOAMTCS METUIIMHCKUM DPAOOTHUKOM CaMOCTOSITENIBHO WU
€IMHOIMYHO 03 yuyacTusi BpaueOHOW KOMHCCHM IAllUEHTaM C BBIPAXKEHHBIM O0JIEBBIM
CHUHIPOMOM JIO0OTO TeHe3a, HapyUICHHEM CHa, CYJOPOKHBIMH COCTOSIHUSIMH, TPEBOXKHBIMU
paccrpoiictBamu, HOOUSIMH, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oxa3zaHUM CKOPON MEAMIIMHCKOW IOMOIIM JIEKApCTBEHHbIE Ipernaparbl Ha3HAYaroTCs
MEIULUHCKUM PaOOTHUKOM BBIE3IHOW OpHUraabl CKOpOM MOMOIM, MEAULIUHCKUM PaOOTHUKOM
MEIMLMHCKOM OpraHu3aluyd IpyU OKa3aHWM MEIMLIHMHCKOM IIOMOINM TIpaXKJaHaM IIpH
3a00J€BaHUAX, HECUACTHBIX CJlyyasX, TpaBMaxX, OTPABICHMUSIX M JPYTUX COCTOSIHUSAX,
TpeOYIOLMX CPOUHOTO MEAULIMHCKOTO BMEIIATENbCTBA.

V. Hazna4yeHne JiekapCTBEHHBIX MPENAapaToB IPaskIaHaMm,
HMEKLIUM MPAaBO Ha 0eCIUIaTHOE MOJIyYeHH e JIEKAPCTBEHHBIX
NpenaparoB WJIH NOJYy4YEeHHEe JeKAPCTBEHHBIX MPenapaToB co

CKU/IKOW, NP OKA3AHUM MEPBUYHON MEJUKO-CAHUTAPHOM MOMOILIH
35. Ilpu oka3zaHMU TEPBUYHONW MEIUKO-CAHUTAPHON TIOMOINM Ha3HAYE€HWE MEIUIIMHCKUM
pa6OTHI/IKOM Ha OCHOBC KIIMHHYCCKHX peKOMeHI[aLII/Iﬁ U C Yy4CTOM CTAHAApPTOB MeILHHHHCKOﬁ
nomommu <I7> JeKapCTBEHHBIX TMpENapaToB, OTIYCKAEMBIX OECIUIATHO WM CO CKHJIKOM,
rpaxxJiaHaM, UMCHOIIIUM IIpaBO Ha obecrieyenne JICKAPpCTBCHHBIMU IIpCIiapaTaMu 3a CHET CPCIACTB

OIO/UKETHBIX acCUTHOBaHUM (denepasibHOrO Orokera U OMOKETOB CyObekTOoB Poccuiickoi
denepanun, ocymiecTBisseTcs Ha perenTypHoM oitanke N 148-1/y-04(o).

<17> Cratbs 37 ®enepanbHoro 3akoHa N 323-@3 (Cobpanue 3akoHOAaTenbecTBa Poccuiickoit
Oeneparmm, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Mpu odopmnennn penenta Ha Omanke ¢opmbl N 148-1/y-04(;1) Ha OymMaKHOM HOCHTENE
o(opMIISIOTCS 1Ba SK3EMIUISIpa, OJMH U3 KOTOPBIX OCTAeTCs B allTeYHOI OpraHu3aliu, BTOPOH -
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B MGI[I/IL[HHCKOﬁ AOKYMCHTAIUU MMallKCHTA.

36. IlpaBo Ha3HAuaTh JIEKAPCTBEHHBIE MPENApaThl TPAXKAaHaM, UMEIOIIUM MIPaBO Ha OeCIuIaTHOE
MOJIyY€HUE JIEKApPCTBEHHBIX IMPENapaToB WM IMOJIyY€HUE JIEKapCTBEHHBIX IPENapaToB CO
CKUJKOM, TaK)Ke UMEIOT:

1) megumHCKHE pabOTHUKH, PabOTAOIINE B MEAUIIMHCKONW OpraHU3aIluu 10 COBMECTUTEIBCTBY
(B mpenenax cBOE KOMIETEHIIUN);

2) MeAWIHMHCKUE PaOOTHUKH CTAlMOHAPHBIX OPTraHU3AIMKA COIMATBLHOTO OOCTYXUBAHUS MPHU
HaJu4Yuu  JIMIEH3UM  Ha  OCYUIECTBICHUE  MEIUMLUMHCKOM  jaesTenbHOCTH — <I8>,
MpeIyCMAaTPUBAIOIIEH BBIMIOJIHEHWE padoT (OKa3aHWE YCIAyr) M0 OKa3aHWI0 IEePBUYHON
MEIMKO-CAaHUTAPHON MOMOIIM B aMOyJaTOPHBIX YCIOBHUSX (HE3aBUCUMO OT BEIOMCTBEHHOMU
MIPUHA/IJICKHOCTH);

<18> Ilynkr 46 wgactm 1 cratem 12 ®@expepampHoro 3akoHa N 99-@3 (Cobpanue
3akoHonaarenscTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MeaunuHCKME pPAOOTHUKM MEJMLMHCKUX OpraHM3alil, OKAa3bIBAIOIIUX IEPBUYHYIO
ME/IMKO-CAaHUTApHYIO MOMOIb, MOJBEIOMCTBEHHBIX (elepaJbHbIM OpraHaM HCHOJIHUTEIbHOM
BJIACTHU WJIM OpraHaM MCIOJHUTENIbHOM BiacTu cyobekToB Poccuiickoit @enepanuuy;

4) WHAWBUAYAJIBHBIC IMPCANPUHUMATCIN, OCYHICCTBIAOMINC MCAUIHUHCKYIO ACATCIBHOCTH U
BKIIFOYCHHBIC B PECCTp MCAWMIUMHCKHUX OpI‘ﬁHH?;&IIHﬁ, OCYHICCTBIIAOIINX ACATCIBHOCTL B C(bepe
00513aTeJIbHOTO MCIUIUHCKOTI'O CTPaXOBaHUs.

37. HpI/I HAa3HAUCHUU JICKAPCTBCHHBIX IMPCIApPATOB I'paKaaHaM, UMCIOIIUM IIPpAaBO Ha OecraTHOE
IMOJIYUYCHHE JICKAPCTBCHHBLIX IIPCIapaToB WKW IMOJYUYCHHUC JICKAPCTBCHHBIX IIpCrapaTtoB cCoO
CKHHKOﬁ, B PpCOCUTC YKAa3bIBACTCA HOMEDP TeJ'Ie(I)OHa, o KOTOpOMY pa6OTHI/IK anTe4YHOMn
opranu3anvu Impu HGO6XOI[I/IMOCTI/I MOKET COorjiacoBarb C MCIMIIUMHCKUM pa6OTHI/IKOM 3aMCHY
JICKApCTBCHHOTO IIperiapara.

38. Ha3HaueHune HApKOTUYECKUX U ICUXOTPOMHBIX JIEKAPCTBEHHBIX IpemnapaToB coucka [l
Ilepeuns (3a MCKIIOYEHHEM JIEKAapCTBEHHBIX IIpeNapaToB B BHJE TpPaHCAEPMAJIbHBIX
TEparneBTUUECKUX CHUCTEM, a TAK)XKE JIGKAPCTBEHHBIX IPENapaToB, COAEPKAIINX HAPKOTUYECKOE
CPEACTBO B COYETAHUH C AaHTAarOHUCTOM ONMMOMIHBIX PELENTOPOB) rpax1aHaM, UMEIOIIUM MIPAaBO
Ha OecrlaTHOE IIOJIyY€HHE JIEKapCTBEHHBIX IIpEnapaToB WM MOJYYEHHUsl JIEKapCTBEHHBIX
IpernapaToB CO CKUIKOM, ocymiecTBisercs Ha peuentypHoMm Omanke ¢opmbel N 107/y-HII, k
KOTOPOMY JIOMOJHUTENIbHO OGOpMIIsieTCsl pelent Ha penentypHoM Onanke ¢opmbel N
148-1/y-04(11) (B ABYX dK3eMIUIsIpax mpu opopMIIeHHH Ha OyMa)KHOM HOCHTEIE).

39. Ha3HaueHune HApKOTUYECKUMX U IICUXOTPONHBIX JIEKAPCTBEHHBIX IpenapaToB coucka [l
[lepeuns B BuAE TpaHCAEPMaAIbHBIX TEPANEBTUYECKUX CUCTEM, HAPKOTHUYECKHUX JIEKAPCTBEHHBIX
npenaparoB cnucka Il Ilepedns, copepkamux HApKOTHYECKOE CPEACTBO B COYETAHUMU C
AQHTAarOHMCTOM OIMOMJHBIX PELENTOPOB, ICUXOTPOIHBIX JEKAPCTBEHHBIX NpenapatoB cuucka 11
Ilepeuns, JiekapCTBEHHBIX IpenaparoB, BKIIOUEHHBIX B nepedeHb IIKY, conmepxkamuxcs B
noanyHkTe 2 myHkra 11 Hactosimero Ilopsaka, mpenHa3HadyeHHbIE NI JICYEHUS TPaXKaaH,
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UMEIOIIMX MpPaBO Ha OeCIUIaTHOE IOJIyYEeHHE JICKAPCTBCHHBIX IPENapaToB WU IOJyYCHHE
JICKApCTBEHHBIX IPENapaToB CO CKUAKOW, OCYIIECTBISCTCS HAa pelenTypHbIX Onankax ¢opm N
107-1/y m N 148-1/y-88, x KOTOpBIM JOMOJHUTEIHHO O(DOPMIISIETCS PELENT Ha PElEnTypHOM
omanke ¢opmbr N 148-1/y-04(;1) (B mByX H5K3eMIuIgpax Hpu OQOPMICHHM Ha OyMa)KHOM

HOCHTEJE).

Ipunoowcenue N 1

K Ilopaoky nasnauenus

JIeKapCmeeHHbIX NPenapamos,

VMBEPHCOEHHOM) NPUKAZOM

Munucmepcmea 30pasooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

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

Nr/m | MexayHapoaHOe HETATEHTOBAaHHOE dopmMa BBITyCKA U KomnuecTtBo
HaMEHOBaHME HApKOTHYECKOTO U JI03UpPOBKa
TICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara

1. bynpenopdun + Hamokcon TabneTku 60 TabneTok
cyonuureanbHble 0,2 |(ymakoBka, kpatHas N
mr + 0,2 Mr 20)

2. bynpenopdun PacTBop 11 30 ammyn
mHBbeKUnH, 0,3 Mr/mi 1 |(IInpUL-TIOOUKOB)
MIT

3. bynpenopuna TpancnepMaabHBII
[1aCTHIPh
35 mMKr/dac 20 racteipeit
52,5 Mkr/4ac 10 nmacteipeit
70 MKT/4ac S macTeipent

4. Mopdun PacTBop 115 20 ammyn
MHBEKIUH, pacTBOp  |(IIMPUII-TIOOUKOB)
U151 TIOJTKO’KHOTO
BBegeHus 10 mr/mi 1
MIT




Konenn + Mopdun + Hockanun +
[TanaBepun + Tebaun

PacTBOp M
MOJKOKHOT'O BBEJACHUS
0,72+5,75+2,7+
0,36 + 0,05 mr/mit 1 M
1,44+115+54 +
0,72 + 0,1 mr/mi 1 M

20 ammyn

6. TpumenepuanH Tabmerku 25 Mr 50 TabyeToK
7. TpumMenepuana PacTBop M1 nabeKui 20 ammy
10 mr/mi 1 Mo (IIpHI-TIOOUKOB)
20 mr/mit 1 M
8. Mopdun Tabnerku (karcyner) |180 Tabmerox
[MPOJIOHTHPOBAHHOTO  |(KaIICyJ)
enCTBUS 60 TabyIeTOK (Karcymn)
10 mr 40 TabneTok (Karcyn)
30 mMr 20 TabneTok (Karcyi)
60 Mr 20 TabneTok (Karcyn)
100 mr
200 mr
0. Mopdur TabeTku
S Mr 100 Tabierox
10 mr 100 TabneTok
10. Mopdun Karmmm ns mpuema 4 dnakoHa
BHYTPH 20 Mr/mMi1 20 Mt
11. Mopdun PacTBop /14 IpremMa
BHYTPb (MOHO/103bI)
2 Mr/mi 5 mi 100 ammyn n/3
6 Mr/mi1 5 mit 80 ammy 11/7
20 mr/mit 5 M 30 ammyn /3
12. OxcukonoH + Hamokcon TabneTku
[POJIOHTUPOBAHHOTO
NIEHCTBUSA
S mr + 2,5 Mr 100 TabneTox
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mMr 40 TabneTox
40 mr + 20 mr 20 TabneTok
13. [TponnonungenmnaTokcudTHINUNEpUuH(Ta0neTku 3ameunsle (S0 TabieTox
20 mr
14. DeHTaHnI [1nacTeipb
12,5 Mkr/4ac 20 macteipeit
25 MKr/4ac 20 rutacTeipen
50 MKr/4yac 10 macteipeit
75 MKr/4ac 10 mutacteipeit
100 mkr/4ac 10 nutacteipeit
15. DeHTaHnI Crnpeli Ha3aIbHBINA

DakoH 50 MKr/mos3a

2,0 Ma1 (10 103)

24 (nakona




3,2 M1 (20 mo3)
5,0 it (40 103)
Diaxod 100 MKr/mosa
2,0 mut (10 m03)
3,2 M1 (20 mo3)
5,0 M1 (40 103)
Dakod 200 MKr/mo3a
2,0 mut (10 m03)
3,2 M1 (20 mo3)
5,0 M1 (40 103)

12 ¢hnakoHOB
6 prmakoHOB

12 ¢nakoHoB
6 ¢1akoHOB
3 prakona

12 ¢nakoHoB
6 ¢TakoHOB
3 prakona

Ipunooicernue N 2
K I[lopsioxy Haznauenus
JIeKapCMBeHHbIX NPenapamos,

VIMBEPHCOEHHOM)Y NPUKAZOM

Munucmepcmea 30pasooxpamnenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasoyno

PEKOMEH/OBAHHBIE K HCITIOJIb3OBAHHUIO
COKPALIEHUA ITPU O®OPMJIEHHUU PELIEIITOB

N | Coxkpaiuenue [TonHoe Hanucanue IlepeBog
1/
1. f[aa ana 10, MTOPOBHY
2. fac., acid. acidum KHCJIOTa
3. |aer. aerozolum a’3p030J1b
4. Jamp. ampulla amIryna
5. [ag. agua BOJIA
6. |aq. purif. aqua purificata BOJ/Ia OUHUIIICHHAS
7. |but. butyrum Macito (TBepaoe)
8. |caps. capsula Karcyrna
9. |comp., cps compositus (a, um) CITOYKHBIH
10. . Da (Detur, Dentur) Brinaii (ITycts Beinano, [ycts
OyZeT BBIAHO)
11. [D.S. Da, Signa Detur, Signetur Br1i1aii, 00030296 [IycTh Oyer




BrIaHo, O003HaYEeHO

12. |D.t.d. Da (Dentur) tales doses Brinaii (ITycts OynyT BbliaHbI)
TaKUE JI03bI

13. (dil. dilutus pa3BeIeHHBIN

14. |Div.in p. aeq. [Divide in partes aequales Paznenu Ha paBHbBIE YacTH

15. femuls. emulsio OMYIIbCHS

16. [extr. extractum PKCTPAKT, BBITSKKA

17. |[in enem. in enemas B MUKPOKJIM3MaX

18. [F. Fiat (fiant) [Tycts 0Opasyercs (0OpasyroTces)

19. [gran. granulum rpaHyJbl

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

21. |gtt. peror. guttae peroralis KaIuId 11 IIpUeMa BHYTPb

22. |inf. infusum HacTON

23. |in amp. in ampullis B amITyJ1ax

24. |in tab. in tab(u)lettis B Ta0JIeTKAaX

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

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

obd. BHICBOOOK ICHHEM, TIOKPBITBIX

000J104KO

27. |in tubul. in tubulis B TFOOHKaX

28. [lin. linimentum ITUHAMEHT

29. |liq. liquor PKUJIKOCTD

30. [lot. lotion ITOCHOH

31. m. pil. massa pilularum MUTIONIbHASE Macca

32. |membr. bucc. |membranulae buccales [JICHKU 3aleYHbIC

33. M. Misce, Misceatur Cwmermait
(ITyctb Oyzmer cMmenaHo)

34.  |mixt. mixtura MHKCTypa

35. |N. numero YHCIOM

36. [ol. oleum Maciio (5KHUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae TVUTIONIST, TTVUITEOJTA

39. [p. aeq. partes aequales aBHBIE YaCTH

40. |ppt., praec. praecipitatus 0CaX ICHHBIN

41, [pulv. pulvis MOPOIIOK

42. 1(q.s. quantum satis CKOJIBKO MOTpeOyeTcs, CKOJIBKO
HaJI0

43. Ir., rad. radix KOpEHb

44.  Rp. Recipe Bo3bsmu

45. |Rep. Repete, Repetatur [ToBTopu (Ilycth Oynmer
[MOBTOPEHO)

46. [rhiz. rhizoma KOpHEBHIIIE

47. |S. Signa, Signetur 060312y (Ilycts Oyner




0003HAYEHO)
48. |sem. semen ceMs
49. isimpl. simplex POCTOM
50. [sir. sirupus cupoI
51. |sol. solutio acTBOP
52. [spr. spray cripeit
53. [spr. nas. spray nasale CIIpeil Ha3aJIbHBII
54. |supp. suppositorium CBeYa, CYNIO3UTOPUI
55.  [susp. Suspensio CyCTICH3HsI, B3BECh
56. [tab. tab(u)letta ra0yieTka
57. [t-ra, tinct. tinctura HacTolKa
58. [tubulis tubulis TIOOMKH
59. [STT Systema Therapeutica TpancaepmanbHas
Transcutanea TepaneBTnueckas Cucrema
60. |ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunooicenue N 2
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

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

MMHMCTEPCTBO 3OpaBOOXPaHEeHud Kon ¢opwmer nmo OKYI

Poccumickon denepauum
10

Kon yupexnmenHma no OK

MeoMuUMHCKAS IOOKYMeHTAalMsa
HamMeHOBaHMe (mMTaMII) dopma N 107-1/y
MEIMUMHCKOM OpI'aHM3aluu

YTBepXIeHa IIPpMKas30M

MuHMCTepCcTBa 3OpaBooXpaHe
HUA



Poccurickom denepaumm

or 24 HOa6psa 2021 r. N 10
94n

PELEIT

(B3pPOCIEM, IOeTCKMM — HYXHOE INONUEPKHYTH)

" " 20— .

damMmaMsa, MHMLMAJE MMEHM M OTuecTBa ([ocjelHee — IIPM HaJIU4dUU)

naluMeHTa

JaTa poxXOoeHUd

damMuaMsa, MHMLMAJE MMEHM M OTUuecTBa ([IocjelnHee — IIPU HaJIWUYUU)

Jedamero Bpada (despauepa, akKyllepKu)

Rp.



pyo. |kom. |Rp.
lToonuce
M IeYaThb Jiedalero Bpada M.II.

(momnuck ¢QeJpruepa, akKylepKu)

Peuent gpgemcreuTesIeH B TeueHue 60 mHer, mo 1 rToma (

)

(HyXHOEe MNOINUEPKHYTH) (yxkasarob

KOJIMYeCTBO IIH

emn)

OBbopoTHas CTOpPOHAa

OTMeTKa O Ha3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
IO pelleHUl BpauebHOM KOMMUCCUU

[TpuroToBMII [TpoBepm OTnycTmi




®OPMA PENEITYPHOI'O

MMHMCTEPCTBO 3OPaBOOXPAHEHUI

Poccurickonm demepaummn

HamMeHOBaHMe (MTaMII)

MeIOMLIMHCKOM opraHm3alumm

m4a

HammMeHOBaHUE
4y

(mTamr)

VMHIVMBUIOYAJIBHOI'O IIPpEedIlIpMHMMATETIA

(ykazaTh ampec,

BJIAHKA N 148-1/Y-88

Kon dopwmer mo OKYZ 3108805
MemnuumHCKasd OOKYMEHTAalMs
dopma N 148-1/y-88

YTBepXIeHa IIPpMKas30M

MyHMCTEepCcTBa 3OPpaBOOXPaHEeH

Poccumnickon denmepaumm

or 24 HOoab6ps 2021 . N 109

HOMEp M IaTy JMLEeH3UHM,

HalMMEeHOBaHME OpIr'aHa POCyﬂapCTBeHHOﬁ BJIaCTH,

BHIDABIIETO JIMILIEHS3UIO)

PEOEIIT "




(maTa odopmIleHMA-pPeLenTa)
(B3pPOCIE, IOEeTCKMM — HYXHOE INONUEPKHYTH)
daMmIMsa, MHMLMAJE MMEHM M OTuUecTBa ([ocjienHee — IPUM HaJIU4UUM)

maluMeHTa

IlaTa poxmeHuda

Anpec MeCTa XMTEeJIbCTBAa mJin N MEeIIULMHCKOM KapPTEeI aMGynaTopHo
ro

IIaluuMeHTa, IIoJiydarumelro MeIMIVHCKYI IIOMOIb B aMGyHaTopme YCIIOBUMAX

damMmaMsa, MHMLMAJE MMEeHM M OTuecTBa ([ocjielHee — IIPU HaJIU4dUU)

Jedamero Bpada (despnuepa, akKyllepKu)

[loopnmuce M IIedaThb Jiedvalero Bpauda M.II.
(momnuck ¢QeJpauepa, akKylepKu)

PellenT meMCcTBUTEJIEH B TeueHMe 15 mHen

ObopoTHass CTOPOHAa

OTMeTKa O Ha3HaAYeHUU
JIEKapPCTBEHHOT'O IIpelnapaTa
10 PEUIeHMI BpadebOHOM KOMUCCUMU




[IpuroTOBMII

[IpoBepun

OTnycTumi

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/¥-04 (JI)

MUHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccumickonm demepaummn
a

MECTO IJIA

MTPUXKOIOA <*>

ITam

Konm MenmMUMHCKOM OpTaHM3alu

YTBEPXIEHA

nIprMKasoM MMHUCTEPCTB

3IOPaBOOXPaHEeHNS

Poccumickonm denepaum

or 24 Hoabpsa 2021 T

N 1094n

MITamn

Kon mMHIMBUIOYyaJIBHOTO InpearnpmMHMMaTeJla




Kon dopmer mo OKYI 3108

805
dopma N 148-1/y-04
(1)
Kono Kon ICTOUHMK OMHaAHCUPOBAHMA: |$ OIJIATH:
KaTeropmumn HOBOJIOTUYECKOY |[(IOOUYEPKHYTH) (MOOUEepPKHYTH)
IrpaxiaH bopwmer (o MKE)
1. denmepaJsibHBEM OB0OXET 1. BecnnaTHO
2. Bomxer cybbekTa 2. 50%
Poccunickom denmepaumm
3. MyHMUMNAJBLHBEM OlmxeT |3. MHOM %
PEUEIT Cepwusa N IDaTa oQOopMIIEHUS : 20 T.

daMmInsg, MHMLMAJE MMEeHM UM OoTuecTBa (IocjnemHee -—
IpM HaluuuM) IDalMeHTa IaTa poxXIeHMs

CHIWJIC

N noJsimca
004g93aTEeNIbEHOTO
MeIMLMHCKOT'O
CTpaxOBaHUA :



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

HOMep MeIOMLMHCKOM KapTel IaluMeHTa, IIoJiydYaKmel'o MeIVMUIVMHCKY IIOMOIb
B

aMOyYyJIaTOPHEIX YCJIOBUSAX

damMmamsa, MHMLMAJE MMEHM M OTuecTBa ([IocjelHee — IIPUM HaJIWUUUU)

Jedamero Bpada (despnuepa, akKyllepKu)

Py0O. Korm. R ittt e e e e e e e e e e e e e e e
3
S e e 0 = 1

[loonuce M edaThb Jiedyallero Bpada M.II.

(momnuck ¢QeJpruepa, aKylepKu)

Peuent pemcrBuUTesiIeH B TeueHme 15 gHem, 30 mguem, 90 mgHem
(HyXHOE MNOINUEePKHYTH)

OTHymEeHO MO pelenTy: TOpTOBOE HaMMEeHOBAaHUE
1 OO3UPOBKA:

JaTa ormnycka: " " 20 1. KoJnuecTRBO :

[[OMTOTOBMIL: [[poBepMII: OrnycTmi:

(IMHMS OTpBIBA)



Kopelok pelenTypHOTO OJjlaHKa Crioco® NOPpUMEeHEeHMS :
HauMeHOoBaHME [[POIOIXNTEJILHOCTE nHen
JIeKapCTBEHHOT'O IIpelapaTa:

KoJIM4yeCcTBO NPMEMOB B IEHB: pas
Jo3MpPOBKaA : Ha 1 npuewm: en.

ObopoTHad CTOPOHAa

OTMeTKa O Ha3HAUEHUU
JIEKapPCTBEHHOT'O IpelapaTa
10 PEelleHMI BpadebHOM KOMMUCCUU

[TopuroToBMII [TpoBepm OTnycTmi

<*> B cJiydYae MBTOTOBJIEHMS PeLEeNTypPHOTO OJlaHKa C MCIOJIb30BaHU
eMm
KOMITBIOTEPHEIX TEeXHOJIOTMUIH.

Ipunooscenue N 3
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK OPOPMJVIEHUSA PELHEIITYPHbIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, UX




YUYETA U XPAHEHUA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTeJIE

1. Ha peuentypubix Omankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) B neBom
BEPXHEM yIUIy MPOCTABJSIETCs IUTaMII MEAMLMHCKOM OpraHu3aluu ¢ YKa3aHUeM ee
HAaMMEHOBaHMA, ajapeca U TenedoHa ¢ Aaroil BeIMUCKK (naTod odopMmileHus) penenrta Ha
JIEKapCTBEHHBIN IIpernapar.

JlononuutenbHo Ha peuentypHoMm Omanke ¢opmbel N 148-1/y-04(;1) mpocraBisieTcss KOA
MEIMLMHCKOW  OpraHuM3auud B COOTBETCTBUM € OCHOBHBIM  I'OCYJApCTBEHHBIM
perucTpanoHHsIM HOMepoM (nanee - OI'PH).

Cepus peuentypuoro 6manka ¢opmbl N 148-1/y-04(n) Briarowaer kon cyObekTa Poccuiickoid
@denepanuu, COOTBETCTBYIOIIUNA ABYM MepBbiM Iuppam OOmiepoccuiickoro kiaccudbukaropa
00BEKTOB aIMUHUCTPATUBHO-TEppUTOpUaIbHOTO Aenenus (nanee - OKATO).

Pa3spemaercs wusroraBnuBath penentypuole Omanku Gopmer N 107-1/y u  dopmer N
148-1/y-04(11) c TOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Peunentypusie Onmanku ¢opmbl Gopmbel N 148-1/y-88 w3roraBIuBarOTCs WCKIIOYHTEIHHO
TUNIOTPA()CKUM CTIOCOOOM.

2. Ha peuentypHbIx OiaHkaX, OQOpPMIISIEMBIX HWHAWBUIYAJIbHBIMU HPEIIPUHUMATEISIMH,
MMEIOIIMMHU JIMLEH3UI0 Ha MEULIMHCKYIO JIeTeIbHOCTh, B BEPXHEM JIEBOM YIUIy THIOTPapCKUM
CrocoOOM WM MyTeM MPOCTAaBJIECHUS LITamma JOJKEH OBITh yKa3aH aJpec MHAWBHYaJIbHOTO
MpeANpUHUMATEI, HOMEP U JaTa JIMLEH3UH, HAMMEHOBAaHUE OpraHa roCyJ1apCTBEHHOW BIJIACTH,
BBIJIABLIETO JTULEH3UIO.

3. Penentypusie Omanku gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amomHsOTCS
MEIUIIMHCKUM pa0OTHUKOM YEePHIIAMHU WIIH IMapUKOBON PYUKOU.

4. Jlomyckaercs odopMIIEHHE BCEX PEKBU3UTOB (3a ucKiIoueHneMm pekBuzuta "[loamuck
Jevalero Bpaya (Moanuch Qemnpaniepa, akymepku'") peuenTypHbix 01aHkoB Gopmbl Gpopmbl N
107-1/y, dopmer N 148-1/y-88 u dopmsr N 148-1/y-04(;1) ¢ mCronb30BaHUEM IT€YATAIOLIIX
YCTPOMCTB.

5. Odopmnenue penentypHsix OsnankoB ¢opmbl N 148-1/y-04(;1) Brmrouaer uudpoBoe
KOJMPOBaHUE.

[udpoBoe koarpoBaHNE YKa3aHHBIX PELENITYPHBIX 0JIAaHKOB BKJIIOYAET:

1) xon memunmHckoi opranu3zauuu (OI'PH) unm koa MHAMBHIYaNbHOTO MpPEINpUHUMATENS B
COOTBETCTBUHU ¢ OCHOBHBIM I'OCY/apCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HMHIUBUAYAIBHOIO
npennpuHumarens (nanee - OI'PHUII), mpocraBniseMblii mpu HM3roTOBICHUH PELENITYPHBIX
0JIaHKOB;

2) KOI KaTeropuu TpakJaH, UMEIONINX MPaBO Ha IMOITYYCHHE JIEKAPCTBEHHBIX IPENapaToB B
COOTBETCTBUHM cO crathei 6.1 denmepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rOCy/IapCTBEHHOW colManbHOM momomu" <I>, W KOX HO30J0THYecKoH QopMbl 1O
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MexayHapoIHOM CTaTHUCTUYECKOM Kiaccupukanuuu Oose3Hed U mpoOsieM, CBSI3aHHBIX CO
3noposbeM (10-i nepecmotp) (nanee - MKDB), 3anonHsieMble jiedanuM BpauoM yTeM 3aHECEHUs
KaX/10# HU(PHI B IyCThIe SYSHKH, IPU ITOM TOUKA IPOCTABIISIETCS B OTACIBHOM sUeiKe;

<1> Co0Opanue 3akoHomaTenbcTBa Poccuiickoit @enepanun, 1999, N 29, cr. 3699; 2020, N 52,
ct. 8577.

3) otMeTKy 00 mcrouHuKe (GuHaHCHpoBaHUs (denaepanbHbd O0KeT [1], OrOmKET CyOBEeKTa
Poccuiickoit ®@enepanuu [2], MyHHIIUNAIBHBIA OrO/HKET [3]) M MpOIEHTE OIUIaThl pelenta
(6ecrumarno [1], 50% [2], unoii % [3]);

4) mTPUX-KOJ - JOTIOTHUTEIBHBIA PEKBU3UT (B CIydyae U3TOTOBJICHHS HA TEPPUTOPUU CyOBEKTa
Poccuiickoit @enmepanuu  peuenTypHoro OllaHKa C  HCIOJIb30BAHHEM  KOMITBIOTEPHBIX
TEXHOJIOTHH).

6. B peuentypubix Onankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) B rpade
"®aMurs, HTHUIMAIBI UMEHH U OTYeCTBA (ITOCJIEIHEE - TIPU HAJUYHMK) MalueHTa" yKa3bIBalOTCS
(dhaMuHsl, THUITUAIBI IMEHH U 0TYeCTBa (ITOCIICAHEE - TIPHU HAIMYWH ) ITAIMCHTA.

7. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Jlata
poxieHus" yKa3bIBaCTCs aTa POXKICHUS MaUeHTa (YKCII0, MECSII, TOI).

JlononHuTenbHO B peuentypHbix 01ankax ¢opmbel N 148-1/y-88 u dopmer N 107-1/y nnst nereit
B Bo3pacte 10 1 roga B rpade "Jlata poxxaeHus" yKa3bIBa€TCs KOJMYECTBO MOJTHBIX MECSIICB.

8. B penentypupix Omankax ¢opmsl N 148-1/y-04(;1) B rpadax "CHUJIC" u "N mommca
00s13aTeTPHOTO  MEAMIIMHCKOTO CTpaxoBaHUs" YKa3bIBalOTCA  CTPaxOBOW  HOMEDP
WHJIMBUIYAJIbHOTO JIUIIEBOTO cueTa rpaxkaannna B [lencuonnom ¢onge Poccuiickoit @eneparuu
(CHWJIC) (mmpu Hanmu4uuu) ¥ HOMEP MOJIHca 0053aTeTbHOTO METUIIMHCKOTO CTPAaXOBaHUSI.

9. B penenrtypubix Onankax ¢opmer N 148-1/y-88 B rpade "Anpec mecra KUTEIBCTBA WA
HOMEp MEIUIIMHCKOIN KapThl MAlMEeHTa, MOIyYaolero MeIUIMHCKYIO TIOMOIIb B aMOyJIaTOPHBIX
yCIIOBUSAX", YKa3bIBAE€TCS MOYTOBBIM aJpec MECTa KUTEJIbCTBA (MecTa MpeObIBaHUS WM MeCTa
(akTHUeCKOro MpOKMBaHMS) MAIMEHTa WJIK HOMEpP MEIUIMHCKON KapThl MalueHTa,
MOJTyYaroIero MEIUIIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIOBHAX <2>.

<2> Ilpuka3z MunucrepctBa 31paBooxpanenusi Poccuiickoit ®enepanuu ot 15 nekabps 2014 r.
N 8341 "OO yrBepXkaAeHUU YHUPUUMPOBAHHBIX (HOPM MEAULMHCKOW JIOKyMEHTAlUH,
UCIOJIb3YEMBIX B MEAMIMHCKUX OpraHU3alsaX, OKa3bIBAIOIIMX MEAMIIMHCKYIO IOMOIIL B
aMOyJIaTOpHBIX YCJIOBHSIX, M TOPSAKOB MO uX 3amnonHeHuto" (mamee - Ilpuxaz N 834#H)
(3apeructpupoBan MunHHCTepcTBOM focTurnu Poccuiickoit ®@enepamuu 20 despans 2015 r.,
peructpanmionssiii N 36160) ¢ wu3MeHEHHSMH, BHECEHHBIMH TpUKa3aMH MMHHHCTEPCTBA
3npaBooxpaneHusi Poccuiickoit ®denepanun ot 9 sauBaps 2018 r. N 2 (3apeructpupoBan
MunucrepctBoM toctuiiun Poccuiickoit ®enepanuu 4 anpens 2018 r., perucrpaunonssiii N
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50614), or 2 wmosOps 2020 r. N 1186n (3apeructpupoBaH MHUHHUCTEPCTBOM IOCTUIIUH
Poccutickoit ®enepanuu 27 nostopst 2020 r., peructpanuonnsii N 61121).

VYkazaHue U ajgpeca MeCTa )KUTEJICTBA U HOMEPAa MEIULIIMHCKOM KapThl ITALIMEHTA, IT0IYYaloero
MEIUIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBUSX, HE SIBJISETCS OMINOKOM.

B penentypubix Omankax ¢opmer N 148-1/y-04(;1) B rpade "Homep MeTWIIMHCKOW KapThbl
MarUeHTa, MOJMYyYalolero MEIUIIMHCKYIO TOMOINb B aMOyJIaTOPHBIX YCIOBHSX' yKa3bIBaeTCs
HOMEp MEIUIIMHCKOM KapThl MAllMeHTa, MOMYYaIoIero MEAUIIMHCKYIO IIOMOIIb B aMOYIaTOPHBIX
YCIOBUAX <3>.

<3> IIpuka3 N 834H.

10. B rpade "damunus, nHUIHMATE UMEHA M OTYECTBA (MIOCIENHEE - MPU HAJTUYMHN) JICUAIIEeTO
Bpaua (¢enpamepa, akymepku)" peuentypHsix 6mankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) yxa3bpIBarOTCS MOJTHOCTBIO (haMIIINS, WHUIMAIBl UMEHHU, OTYeCTBa (MOCIEIHEe -
IpU HAJTUYMU) MEIUIMHCKOro pabOTHHMKA, Ha3HAYMBILIETO JIEKApCTBEHHbIE IpenapaTbl U
oopMuBILIErO peLent.

11. B rpade "Rp" penentypusix 6mankoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
yKa3bIBaeTCS:

1) HauMeHOBaHME JIEKQpCTBEHHOTO  mpenapara (MEXIyHAapOJHOE  HEMAaTEHTOBaHHOE
HaMEHOBaHME, TPYNIMPOBOYHOE MM XUMHUYECKOE€ HAaUMEHOBaHHME, TOPrOBOE HAUMEHOBAaHUE)
Ha JIaTUHCKOM $3bIKE MJIM Ha PYCCKOM s3bIKe, (opMa BBIyCKa, J103UPOBKA, KOJIUYECTBO
(Yka3bIBaeTcsi MpONuUChIO Ha perentypHoM Osanke Gpopmst N 107/y-HIT);

2) cnoco0 NMpUMEHEHUs JICKapCTBEHHOI'O INpernapaTra Ha rocyJapcTBEHHOM s3blke Poccuiickoit
@enepanuy WIM Ha TOCYAapCTBEHHOM s3blke Poccuiickont denepanum U rocylapCTBEHHOM
sI3bIKE peCyOJIMK U UHBIX A3bIKax HapoaoB Poccuiickoil @enepanum <4>.

<4> Yacte 1 crateu 15 3akona Poccuiickoit ®@enepanuu ot 25 okrabps 1991 r. N 1807-1 "O
s3pIkax HapoaoB Poccwmiickoit @enepamuu” (manee - 3akon N 1807-1). (Bemomoctu che3na
Hapoausix genyratoB PCOCP u BepxoBuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoAarenscTBa Poccuiickoit denepanun, 1998, N 31, ct. 3804).

13. Ilpu odopmieHun penenTypHbIX OJAHKOB 3ampeliaeTcss OrPaHUYMBATHCS OOIIUMHU
yKa3aHUsAMHM, HaripuMmep, "Bayrpennee", "U3BecTHO".

B snekmpounom 0oKkymenme Hymepayus nyHKnoe cOOmeemcmaeyen 0QuuuaibHomy
UCMOYHUKY.

14. Peuent, odopmieHHblii Ha penentypHoM Onanke ¢gopm N 148-1/y-88, N 107-1/y u N
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148-1/y-04(i1), moanuchIBaeTCS MEIUIIMHCKUM PAOOTHIUKOM H 3aBEPSIETCS €ro MeUaThlo.

Penent, odopmiennsnii Ha peuentypHom Omanke ¢opmel N 148-1/y-88 u dopmer N
148-1/y-04(;1), DOMOJHUTETBLHO 3aBEPSCTCS I€YaThl0 MEAUIIMHCKOW opranu3anun s
peuenToB".

s penenta, odhopmiieHHoro Ha peuentypHom Omanke ¢gopmsl N 107-1/y, Hanuuue nedaru
"Jlyis peienToB" HE SIBISETCS 005A3aTEIBHBIM.

15. Ha omnom penentypuom Omnanke ¢opmbl N 148-1/y-88 u cdopmer N 148-1/y-04(xm)
pa3pemaeTcsi OCYHIECTBIIATh HAa3HAUYEHHE TOJBKO OJHOrO HAWMEHOBAHUS JIEKAPCTBEHHOTO
npenapara.

Ha omgnom penentypHom Omanke ¢gopmbl N 107-1/y paspemaercs ocyIiecTBIATh HazHauCHHE
TOJBKO OJHOIO HAaWMEHOBaHMs JICKapCTBEHHOIo Mpenapara, oTHocsuierocs no ATX k
artuncuxorndeckum cpeacrteam (kog N 05A), ankcuomutukam (ko N 05B), cHOTBOpHBIM U
cenatuBHbIM cpeactBaM (kox N 05C), antupenpeccantam (komx N 06A) u He mojyiexamiero
MPEIMETHO-KOJIMYECTBEHHOMY YYETy, U J0 TPeX HauMEHOBaHHWH JIEKAPCTBEHHBIX IMPEMapaToB -
JUIs1 MHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIIIeyKa3aHHbIM ATX.

16. VcnipaBienus B perienTe He AOMYCKArTCs.

17. IIpu oopmnennu penentypubix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JICKapCTBEHHBIE ITpenaparbl, Ha3HAYCHHBIE 110 PEIICHUIO BpayeOHON KOMHCCHH, Ha 00opoTe
peLenTypHoro OJaHKa CTaBUTCS CHEIMANbHAs OTMETKA (IITaMI).

18. Ha peunentypHom Omanke ¢opmbel N 148-1/y-04(;1) BHU3Y HMeeTcs JUHHUS OTpPHIBA,
pasjensonias pelenTyPHbIH OJIaHK U KOPEIIOK.

Kopemok ot pernerita, 0hOpMIIEHHOTO Ha YKa3aHHOM PEIENTYpHOM OJIaHKE, BBIIA€TCS MAIIUEHTY
(ero 3akOHHOMY MPEACTABUTENIO) B alTEYHONW OpraHU3allii, HA KOPEIIKe JENAeTcsl OTMETKa O
HAaUMEHOBAHHUH JIEKAPCTBEHHOT'O TIperapara, J03UpOBKe, KOJIMYECTBE, CIIOCOOE MPUMEHEHUS.

1. Odpopmiienue penenta B gopme 3JIEKTPOHHOTO JOKYMEHTA

19. Peument B  QopmMe  DIEKTPOHHOTO  JOKYMEHTa,  IOJMUCAHHOTO  YCHJICHHOU
KBAJIM(HUIUPOBAHHONW HIIEKTPOHHOM MOJANKMCHI0, (OPMHUPYETCSs MEIULIUHCKUM pabOTHHUKOM,
CBEJICHUSI O KOTOPOM BHECEHBbI B (hefepaibHbIi PETUCTP MEAUIMHCKUX PaOOTHHKOB <5>, a
TaKXKe IMPU YCIOBUM PETUCTPALMM MEIUIMHCKOM OpraHM3alud, B KOTOPOH odopmiseTcs
peuent, B QgenepalibHOM PEecTpe MEIUIMHCKUX OpraHu3aluil <6> eIuHON TrocyJapCTBEHHOMN
MH(POPMAIIMOHHOM CUCTeMBI B cepe 31paBOOXpaHEHHS U MOJAKIIOYECHUS TAaKOH MEIMLIMHCKON
OpraHM3aly K TOCyAapCTBEHHOW HWH(OPMAlMOHHONW cHucTeMe B cdepe 3ApaBOOXpaHEHUs
cyowekta Poccuiickoit deneparun <7>.

<5> Yactp 4 crateu 91.1 ®enepanproro 3akona N 323-D3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yactb 4 crathu 91.1 ®enepanproro 3akona N 323-D3 (CobOpaHue 3aKOHOJATEIHCTBA


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184

Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Crarbu 91 u 91.1 ®enepanbHoro 3akona N 323-®3 (CobpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepamuu, 2011, N 48, ct. 6724).

20. IIpu odopmienun pementa B QopMmMe DIEKTPOHHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIC
npernaparsl, ykazaHHble B myHKTax 9 u 11 [opsaka HazHaueHMs JIGKAPCTBEHHBIX MPENapaToB,
YTBEPkKJICHHOTO HACTOSIIUM TPUKA30M, M OTITYCKAeMBbIC 3a MOJHYIO CTOMMOCTb, 3aMOJHSIIOTCS
CIICAYIOIINE PEKBU3HUTHI:

1) xon cyowekra Poccuiickoii ®enepanuu nmo OKATO, ompenensiromuii rocyaapCTBEHHYIO
MHPOPMAIIMOHHYIO cUCTeMY B cdepe 3mpaBooxpaHeHHs cyObekTa Poccuiickoit @enepanuu, B
KOTOPOH chopMHUPOBaH perent B GopMe JIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBAaHWE MEIWIIMHCKON OpraHu3aluM, aapec, TeaeGoH WiIM (paMuins, HHUALUAIBI
UMEHM U OTdecTBa (TOCieqHee - MpU HAJIWYMM) MHIUBHIYaJIbHOIO IpealpUHUMATEI,
HMMEIOIIETO JIMLICH3UIO Ha MEIULIMHCKYIO JACATEIBHOCTD, €r0 apec;

3) OI'PH ropuanueckoro nuna (MenuuuHckoi opranuzanuu) win OI'PHUIT unauBuayansHoro
NpeaNpUHUMATES;

4) nata odopmieHus perenTa (yKa3bIBaeTCs YUCIO, MECSIL, TON);

5) nmata oxoHuUaHUs JeHCTBUS penenta (dopMupyercss rocylapcTBEHHOW HHQPOPMAIMOHHOM
cUCTeMOH B cdepe 3apaBooxpaHeHus cyobekra Poccwmiickoii denepanuu B COOTBETCTBHH CO
cpokamu jaeucTBus perienToB: 15 gueit, 30 nueit, 60 queit, 90 aueit, no 1 rona);

6) yHHUKaJIbHBIN HOMEp penenta ((hopMupyercs rocyaapcTBeHHOW MH(DOPMALIMOHHONW CHCTEMOMN
B c(epe 3nmpaBooxpaneHus cyorekta Poccuiickoit denepanuu u obecrnednBaeT OJHO3HAYHYIO
UICHTU(PUKAIUIO perenTa B popMe IIEKTPOHHOTO JokyMmeHTa B codetanuu ¢ OKATO, OI'PH
i OT'PHUID);

7) ormetku "Cit0" (cpouno) mnm "statim" (HeMemIeHHO) MpU HEOOXOJMMOCTH CPOYHOTO HITH
HEMEJIEHHOTO OTIYCKa JIEKaPCTBEHHOT'O IIperapara MnaiueHTy;

8) ampec narnueHTa (yKa3bIBaeTCsl MMOYTOBBIN a/ipec MECTa JKUTEIbCTBA (MecTa peObIBaHUS UITH
MecTa (PaKTUYECKOTO TMPOXKMBAHUS) C yKa3aHHEM HWHIACKCa, HaWMEHOBAHHS Kpas, 00IacTH,
pecnyOJIMKN, aBTOHOMHOTO OKpyra M HHOTO cyobekTa Poccuiickoit deaepannn, HAMMEHOBAHUS
HACEJICHHOTO MyHKTa, HANMEHOBAHUS YIUIIBI (TPOCIEKTa, MepeyiKa, mpoe3aa), HoMmepa aoMma (¢
yKa3zaHHUEeM KOpIlyca, Py HAJMYKMH ), HOMepa KBapTUPHI);

9) HOMep ANEKTPOHHONW MEAMIIMHCKOW KapThl MallMeHTa B TOCYAapCTBEHHOW MH(OPMAIIMOHHON
cucteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoit @enepanum;

10) pamunus, uMsi, OTIECTBO (TIOCIETHEE - TPH HATMYUN) TTAIIMEHTa TTOTHOCTHIO;

11) mara poxaenuss manueHTa (yka3blBaeTCs YHCIIO, MeCAl, o), sl jaered o 1 roxa
JOTIOJTHUTEIBHO YKA3bIBAETCSl KOJTUYECTBO MOJHBIX MECALICB;

12) ¢amunus, UHULKANBI UMEHM W OTYecTBa (MOCienHee - NpPU HAIUYUU) MEAUIIMHCKOTO
pabOTHHKA MTOJIHOCTHIO;
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13) HaumeHOBaHHME JIEKAPCTBEHHOIrO Ipemapata (MEXIyHApOJHOE  HEMaTeHTOBAaHHOE
HauMEHOBaHME, IPYIIIMPOBOYHOE MJIM XMMUYECKOE HAaUMEHOBAHUE, TOPrOBOE HaMMEHOBaHUE),
JI03UpOBKa, (hopMa BBITYCKa, KOJIMYECTBO (BCE MO3UIMU YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cnioco® mpuMeHeHHs JICKApCTBEHHOTO Tperapara Ha roCyIapCTBEHHOM si3bike Poccuiickoit
®denepani WM Ha TOCYJapcTBEHHOM si3bike Poccuiickoit denepannii U rocyaapCTBEHHOM
SI3bIKE PECIYOJIMK U MHBIX sI3bIKax HapooB Poccuiickoit denepannn <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Benomoctu cheszna Hapoansix aenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue 3akoHomarenscTBa Poccuiickoii
Oenepanun, 1998, N 31, ct. 3804).

15) nmoxymeHT, MOATBEp)KIAIOLIUN Ha3HAUYEHHE JIEKApCTBEHHOIO IIpernapara I0 PEelICHHI0
BpaueOHOM KOMUCCUU MEIULIMHCKON OpraHU3aIliyg;

16) ormeTka 0 Ha3HAYEHHH JIEKAPCTBEHHOrO IMperapaTa MO pPELIeHUI0 BpadyeOHOIl KOMHCCUU
MEIUIMHCKOW OpraHM3alii B ciydasX, yKa3aHHbIX B a0zaue BTopoMm myHkta 6 Ilopsaka
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKAEHHOTO HACTOSIIUM IPUKa30M;

17) oTMeTKa O crienuanbHOM Ha3HAu€HUH JIEKAPCTBEHHOrO NpenapaTa (3aloiHseTcs B clyJasx,
yKa3aHHbIX B MNyHKTax 15 u 24 Ilopsnka Ha3HaueHusi JIEKapCTBEHHBIX IPENaparos,
YTBEPKACHHOI'O HACTOSALUM MPUKA30M);

18) orMerka O cHenuMaIbHOM HA3HAUYEHWHM JICKAPCTBEHHOTO IMpernapara MalUeHTy ¢
3a0oneBaHreM, TpPeOYIOIIUM JUIUTEIFHOTO KYpCOBOTO JIeYEHHs (3amojHseTcsl B Ciydae,
ykazaHHOM B myHkTe 23 [lopsiika Ha3HaueHMs JIEKAPCTBEHHBIX MPEMaparoB, YTBEP KICHHOTO
HACTOSIIIUM ITPUKA30M) C TPOCTABICHUEM MTEPUOAMIHOCTH OTITYCKa JIEKAPCTBEHHOTO Tperapara;

19) mpu odopmieHnn peuenta B (GOpME 3NEKTPOHHOTO JOKYMEHTAa Ha JIEKapCTBEHHBIE
npenapaTsl, yKa3aHHble B MOANOYHKTax 2 - 5 myHkta 9 u myHkre 11 Ilopsaka HazHaueHus
JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKIECHHOIO HACTOSIIMM IIPUKA30M, TpakaaHaMm, UMEIOIIUM
IpaBo Ha OECIUIaTHOE MOJIyYE€HHUE JIEKAPCTBEHHBIX MPENapaToB WIK MOJyYEeHHE JeKapCTBEHHbIX
IIPEnapaToB CO CKUAKOW, 3aMOJHSIOTCS PEKBU3UTHI, MPEJYyCMOTPEHHBIE MoAnyHKTamu 1 - 18
HACTOALIETO IYHKTA, @ TAKXKE CIEAYIOIUE PEKBU3UTHI:

a) KaTeropus TpaXKIaH, HUMEIOIIMX MPaBO Ha TMOJY4YEHHE JIEKapCTBEHHBIX IpENnapaTroB B
COOTBETCTBUHM cO crathei 6.1 denmepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rOCyJIapCTBEHHOW COMAIBHOM momotu" <9>;

<9> Cobpanue 3akoHogatenscTBa Poccuiickoit @eneparun, 1999, N 29, ct. 3699; 2020, N 52,
cT. 8577.

0) ko Hozonoruueckoit popmsel no MKB;
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B) ucTOUHMK (puHaHcupoBaHus (1 - genepanbHbIil OrOKeT, 2 - OrOKET cyObekTa Poccuiickoit
®denepanuu, 3 - MyHUIIUTIAILHBIN OFOKET);

r) pazmep omiatsl (1 - 6ecmaTHo, 2 - 50%, 3 - unoit %);

1) CTPaxOBOW HOMEpP MHIUBUAYAJIHHOIO JIMIIEBOTO cyeTa rpaxkaaHuHa B [leHcHMOHHOM (oHze
Poccutickoit ®eneparuu (npu Hamuunu ) (CHUJIC);

€) HOMep ToJihca 00513aTeTbHOI0 MEUIIMHCKOTO CTPAXOBaHUS.

21. Ilpu mpocTaBiaeHUM OTMETKH, YKa3aHHOU B noanyHkTe 16 mynkra 20 nHacrosimero [lopsika,
peuent B (GopMe >IEKTPOHHOTO JOKYMEHTA MOIMUCHIBACTCS YCHJICHHON KBAJIM(UIIMPOBAHHOM
ANEKTPOHHON MOJIMUCKHIO Mpeacenaresss WM ceKpeTaps BpaueOHONl KOMHMCCHU MEAMIIMHCKOM
OpraHM3aliy, MpH IMPOCTABICHUM OTMETOK, YKa3aHHbIX B noamyHkrax 17 u 18 mynkra 20
Hactosmero llopsaka, - YCHJICHHBIMH KBaTH(PHUIIMPOBAHHBIMU JIIEKTPOHHBIMH TOAMUCIMU
COOTBETCTBYIOIIUX MEIUIIUHCKUX PAOOTHUKOB.

22. Ilo TpeOoBaHMIO MAIMEHTa WM €r0 3aKOHHOTO MpEeACTaBUTENS O(OPMIISETCS IK3EMILISP
perienita B opMe IIEKTPOHHOTO JOKYMEHTa Ha OyMa)kHOM HOCHTeNle ¢ oTMeTKou "JlyOmukar
3JIEKTPOHHOTO IOKyMeHTa".

I1l. YueT penenTypHbIX 0JIAHKOB (32 MCKJIIOUYEHHEM pelenTyPHbIX
os1ankoB no popme N 107/y-HII "CrneunajbHblil penenTypHbIii
0J1aHK"")

23. VYuyer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(xn),
M3TOTaBIMBAEMBIX TUIOrPAaCKUM CIIOCOOOM (fanee - pelenTypHble OJaHKH, MOoJyIeXkalue
yUYeTy), OCYIIECTBIISIETCSI B JKypHaJaX Yydera, IMPOHYMEPOBAaHHBIX, IPOUTHYPOBAaHHBIX H
CKPEIUICHHBIX MOJIHMCHIO PYKOBOAUTENS U ME€YaThi0 MEJUIIMHCKOM OpraHu3aliy Ui MOANUCHI0
WH/IMBUYAJIbHOTO MPEINPUHUMATENS], UMEIOILEro JIMIEH3UIO Ha METUIIUHCKYIO 1EATEIbHOCTb.

24. XXypnain yyera peuentypHbix 61ankoB popmel N 107-1/y conepxut ciaenyromue rpadsr:
1) HoMep 1O MOPAIKY;

2) B pazzaene "[Ipuxoxn":

a) JaTa perucTpaluuy JOKyMEeHTa, HOATBEPKIAI0IIEro NOCTYIICHHUE;

0) HOMep U J1aTa JOKYMEHTa, MOATBEPKJAI0IIEro MOCTYIUIEHHE, HAUMEHOBaHHUE TIOCTAaBILUKA;
B) o0111ee KOJIMYECTBO MOCTYMUBIIUX PELENTYPHBIX OJaHKOB;

r) ¢damMuwins, WHUIHAIBI WMEHH M OT4YecTBa (MOCIEAHEee - MNP HAIWYUH) U TOIMNKCH
OTBETCTBEHHOTO MEIMIIMHCKOTO PpaOOTHWKA, TMOJYYMBIIETO pEHENTypHbIE OJIAHKH OT
MMOCTABIIMKA;

3) B pazmene "Pacxon':
a) JaTa BBIJAYM PELENTYPHBIX OJIaHKOB;

0) KOJIMYECTBO BBIAAHHBIX PEIIENTYPHBIX OJIAHKOB;



B) (amuivs, WHUIMAIBI UMEHH W OT4yecTBa (IOCIEAHEE - IMPH HaJUYUHU) OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

I') HOJIKMCh OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHUKA, TTOJYYUBIIETO PELENTYPHbIE OJIaHKH;

4) damunus, WHUIMAIBI WMEHU U OT4YecTBa (IOCIEAHEEe - MpPH HAIUYUU) W TMOAMNKCH
OTBETCTBEHHOT'O MEIMLIMHCKOTO paOOTHHKA, BBIAABILIETO PELETITYPHbIE OIIaHKY;

5) OCTaTOK peuenTypHbIX OJaHKOB.

25. Kypnan ydera pernentypHbix OmankoB ¢popm N 148-1/y-88 m N 148-1/y-04(;1) comepxut
clieAyIonme rpadml:

1) HomMep 1O OPAIKY;

2) B pazzaene "[Ipuxon:

a) JaTa perucTpaluuy J0KyMeHTa, HOATBEPKAAIOLIET0 OCTYIIICHUE;

6) HOMEp U J1aTa JOKYMEHTa, IOATBEP)KJAt0IEero MOCTyIUIEHUE, HAMMEHOBaHHUE TIOCTAaBILUKA;
B) o0111e€ KOJIMYECTBO MOCTYIUBIIUX PELENTYPHBIX OJIaHKOB;

I') CEpUU U HOMEpA PELENTYPHBIX OJIAHKOB,

1) KOJINYECTBO PELENITYPHBIX OJIAHKOB 110 CEPUSIM;

e) GdaMwius, WHUIUMAIBI WMEHH ¥ OT4YecTBa (MOCIIEAHEe - MPU HATUYHH) W IOJIHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO pa0OTHUKA, TMOJIYUYMBIIETO pElHEeNnTypHble OJNaHKU OT
IIOCTaBIIUKA;

3) B paznene "Pacxoxn":

a) aTa BbIJAuM PELENTYPHbIX OJIaHKOB;

0) cepuu ¥ HOMepa BbIJaHHBIX PELIENTYPHBIX OJAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) (l)aMI/IJ'II/IH, HHUOUaJlbl UMMCHU MW OTYCCTBA (HOCJ'IG)IHCC - IIpu HaJ'II/I‘lI/II/I) OTBE€TCTBCHHOI'O
MCIHUIIMHCKOI'O pa6OTHI/IKa, MOJIYUYNBLICTO PCUCIITYPHLIC 6J'IaHKI/I;

,[[) noAruCh OTBETCTBCHHOTO MCIUITMHCKOI'O pa6OTHI/IKa, MOJIYYUBUICTO PCUCIITYPHBIC 6HaHKI/I;

4) ¢damunus, WHUIWATBI WMEHU M oOT4yecTBa (TOCTEAHEEe - TpPH HAIMYUU) W TOAMNKCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHKA, BBIIABIIIETO PELETITYPHbIE OJIaHKHY;

5) OCTaTOK pelenTypHbIX OJaHKOB.

26. Yyer peuentoB, opOpMIEHHBIX B (OpME SIIEKTPOHHOIO JOKYMEHTa, OCYLIECTBISETCS B
rocyapcTBeHHON HH(OpMaLMOHHOU cucTeMe B chepe 3apaBooxpaHeHHs cyobekTa Poccuiickoit
denepanii  OCPEJICTBOM BEJIEHUS €IMHOTO pPEecTpa peLenToB, OQOpPMIEHHBIX B (opme
ANEKTPOHHBIX IOKYMEHTOB.

V. Xpanenue penentypHbIX 0JIAHKOB (32 MCKJIIOYEHUEM



peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII " CnenunanbHbIi
peuenTypHblii 0J1aHK')

27. MeauuuHCKUEe OpraHu3aluy MOMy4YaoT He0OX0AUMbIE PeleNTypHbIe OaHKH, OPOPMIICHHbIE
TUNOrpadckuM CrocoboM, yepe3 TEeppPUTOPHAIBHBIE OPraHbl YIPABICHUS 3/PABOOXPAHEHHEM
WIA OpraHu3alvM, YIOJHOMOYEHHBIE Ha 3TO OpraHaMH HCIIOJHUTEIbHON BIACTH CYOBEKTOB
Poccutickoit denepanumn.

28. PenentypHble OJaHKHU, MOJIEKAIINE YUETY, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYECHHBIM
PYKOBOJUTENIEM MEAWIIMHCKOW OpraHU3allid, B 3allMpacMoOM MeTajutmdeckoM mkady (ceide)
WJTU METAJUIMYECKOM SILITUKE.

29. WHauBuayanbHBIA NpPEANPUHUMATENb, WMCIOIMIUNA  JUIEH3WI0 HA  MEIUIHUHCKYIO
NeSITEeIbHOCTh, XPAaHUT pEUCNTypHbIe OJIAHKH, MOJUIeKAIUe Yy4eTy, B 3alUpacMoM
MeTamuieckoM mkady (ceide) Ui MeTalInuecKoM SIIHKE.

30. IIpoBepka cOCTOSIHUSI XpaHEHMs], yueTa, (PAKTUUECKOro HaJIM4YMs U PAcXoJla PeLeNnTypHBIX
0JIaHKOB, MOJUIEXkKAIUX y4eTy, OJUH pa3 B KBApTaJl OCYLIECTBISAETCS KOMUCCHEH, CO3JaHHON B
MEIULMHCKOW OpraHu3aluy.

31. PeuentypHblie OimaHKu, odopmisieMble Ha OyMa)KHOM HOCHUTENE M IMOAJEKAIIUE Y4YETy,
BBIAIOTCSI MEAMIMHCKUM paOOTHUKAM, HMEIOLUMM I[paBO OQOPMIIEHUS PpELENTOB, IO
pacnopsKEHUIO II1aBHOTO Bpada WM €ro 3aMECTUTEIS.

HOJIyquHI)IG PEUCITYPHBIC OJjlaHKM Ha 6YMa)KHI)IX HOCHUTCIIAAX XPaHATCA MCAWLUWHCKUMUA
pa60THI/IKaMI/I B IOMCHICHUAX, O6GCHG‘-II/IB3,IOIIII/IX X COXPaHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEJICTBA FOCYIApPCTBEHHBIX MH(POPMALMOHHBIX CUCTEM B cepe
3/IPaBOOXPAaHEHHsI, MEIWIMHCKAX WH()OPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX OpTraHW3aIui
o0ecreynBaOT XpaHEHUE HIIEKTPOHHBIX PELENTOB, O(GOPMIEHHBIX B (OpPME 3IEKTPOHHBIX
JOKYMEHTOB B T€UCHHE CPOKOB, YCTAHOBIICHHBIX Ui XPAaHEHHs PEUEnToB, O(QOPMIICHHBIX Ha
COOTBETCTBYIOIIUX (pOpMaxX peleNnTypHbIX OJIaHKOB Ha OyMakHOM Hocutese <10>.

<10> IloanyHkt 5.2.169 Ilonoxenus o MunucrepctBe (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunoocenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n
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®OPMA CIEIVAJIBHOTO PEUENTYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3IOPAaBOOXPAHEHUSI Kon ¢opmer mo OKY]

Poccurickom demepaumnm MemomumHCcKad OOKyMeHTalMd
dopma N 107/y-HII,
YTBEPXIOEHHAd [NPMKas30M

MyHMCTEpPCTBa 3OPaBOOXPAaHE

HUS
ITaMI MEINMLUMHCKOM OpTaHM3aluu Poccurickom denepaumm
or 24.11.2021 N 1094n
PELEIIT
Cepusa N
" " 2 O
T. o o
(DaTa BBIIMCKM pelenTa)
(B3pOCIEI, OETCKMM — HYXHOE NONUEPKHYTH)
damMmnmsa, mMMA, OTUECTBO ([IocJiedHee - I[IPM HaJlUuuu)
nauMeHTa
Bospacrt

Cepus M HOMep nojmuca o0g3aTeJbHOTO MEeIUIIMHCKOTO CTPaxXOoBaHUI

HomMep MeIMUMHCKOM KapTH

damvmmnmsa, mMMda, OTUECTBO (IOCJelHee — [OPpM HaJIUuduM)

Jledamero Bpada (dernpmmepa, akKyllepKM)




[ToponmMch M JIMYHAS [I€e4YaThb Bpaua

(momnmchk Qesbprumepa, akyLlepKM)

M.
II.
damMumMsa, UMMS, OTUYECTBO (mocyemHee - OpPM HaJdMuMM) U IDOONU
Chb
YIIOJIHOMOYEHHOT'O JiMlla MeOUIMHCKOM OpIraHM3alluM

M.
IT.
OTMeTKa alTedYHOM opTaHM3alumy o0 OTIyCKe
damMuimusa, MMS, OTUECTBO (mocyienHee - T@OpPM HaJIuUuuM) M TIOJONU
Chb
paboTHMKA alTedHOM OpTraHM3aluMu

M.

IT.
Cpok memcTBHMA pelenTa 15 nHeM

Ipunoocenue N 5
K npuxasy Munucmepcmea 30pasooxpaHenist
Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAIOK U3I'OTOBJIEHUSA, PACIIPEJAEJEHUS,
PET'UCTPAIIUNU, YYHETA U XPAHEHUSA PELIEIITOB,



COAEPKALHINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM ICUXOTPOIIHBIX BEIIIECTB

|. Ilopsinok U3roTOBJIEHHS, pacpeleJeHUs CIeNATbHbIX
peuentypHbix 0j1aHkoB 1o ¢gopme N 107/y-HII

1. OpraHu3anuio W3rOTOBJICHHMS W paCIpeAeiCHUs peUenTypHbIX OnaHkoB 1mo ¢(opme N
107/y-HIT "CneuunanbHplii penenTypHbld OjaHK" (Ianee - CreruaibHbId PelenTypPHbIA OJIaHK)
ocyuiecTBiasieT MuHHCTepCTBO  3ApaBooxpaHeHust Poccuiickoit  ®Denepauuun  (manee -
MuHnucTepcTBO).

2. CrenmasibHbIe peUEnTypHbIC OJIaHKU SBIISIOTCS 3aIIUIIEHHON NOIUTpapHIeCKON MPOAYKIIUEH
ypoBHs "B", nzroraBnuBaemoii Ha Oymare po3oBoro 1Bera pazmepoM 10 cMm X 15 cM, ZOIKHBI
UMETh CEpUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TPEOOBAHMSIM, YKAa3aHHBIM B IpUKa3e
MunuctepctBa (punancoB Poccuiickoit @enepanuu ot 29 centsiops 2020 r. N 2171 "O06
yYTBEp)KJIeHHH TeXHUYEeCKUX TPeOOBAHUN M YCIOBHM M3TOTOBIICHUS 3AIIUIIEHHONW OT MOJIEITIOK
nonurpaduueckoil npoaykiuu" (3aperucTpupoBaH MuHHUCTEpCTBOM octunuu Poccuiickoit
Ddenepanun 16 Hos6ps 2020 r., perucrpanuonssii N 60930).

3. B nensx opraHu3anuy U3roTOBICHUS U paclpesieeHus ClelMalbHbIX PeLeNTYpPHbIX OJaHKOB
MEIUIMHCKUE OpraHu3allid, WMEIOIIME IPaBO OCYILECTBIATh BbIJA4y pELENTOB Ha
HapKOTHYECKHE CpEACTBA WIM ICUXOTponHble BemectBa cnucka [I  Ilepeuns wu
3apeructpupoBansble B Poccuiickoit denepanuy B Ka4eCTBE JIEKAPCTBEHHBIX IIPENApaToB AJIs
MEIUIMHCKOTO TNPUMEHEHUs (Zajgee COOTBETCTBEHHO - MEAMIMHCKAas OpraHu3alys,
HapKOTUYECKUH (IICUXOTPOIHBIN) JIEKapCTBEHHBIH Mpenapar), COCTaBISAIOT 3asiBKU Ha
penenTypHble OJaHKU.

4. B CpOK o 1 OKT}I6p$I TCKYLICTo roJia 3adBKU MCIAUITMHCKUX OpFaHH3aI_[I/Iﬁ Ha CIICIHAJIbHBIC
PCLCIITYPHBIC OnaHku MPEACTABIIAAKOTCS:

1) MeIMUMHCKUMM OpraHM3alMsMH, HaxXOJJIIMMHUCS B BeACHUU (elepalibHBIX OpraHoOB
WCIIOJIHUTEJIBHON BJIACTH, - B COOTBETCTBYIOIIME (henepajabHble OpraHbl HCIOJIHUTEIbHON
BJIACTH;

2) MEAOWIMHCKUMHU OpraHu3allusIMH, HaXOASAIIMMHUCA B BeIeHHH CcyObeKkToB Poccuiickoii
®enepauyy, MEIUIMHCKUMU  OpraHM3alMsIMA ~ MYHULIHMNAJIBHOM M YacTHOW  CHUCTEM
3/IpaBOOXpAHEHUS - B OPraHbl UCIOJHUTENBHON BIAcTH CcyOBeKkTOB Poccuiickoit ®@enepanuu B
cdhepe oxpaHbl 37J0pOBbS TPaK/IaH, Ha TEPPUTOPUU KOTOPHIX OHU PACIIOJIOKEHBI (Jlajiee - OpraHbI
UCIIOJIHUTENIbHOM BiiacTu cyobekToB Poccuiickoit deneparun).

5. B 3asBKe MEIUIIMHCKOIN OpraHM3allluy Ha ClieHUalbHbIE PELENTypHbIe OJaHKU yKa3bIBArOTCS
CIIENYIOIINE CBEACHHUS:

1) CBEJICHUS O MEIUIIMHCKOM OopraHu3anuu, noJaBIIeH 3a5BKY Ha CIICHUAJIBHBIC PCUCHTYPHBIC
OMaHKH (HOHHOC HaAaNUMCHOBAHUC, aApCC MECTA HaXO)KI[eHI/Iﬂ);

2) KOJMYCCTBO CICHHUAJIBHBIX PCHCHITYPHBIX 6J'IaHKOB, HU3pPaCXOJOBAHHBIX MEIUITUHCKOMN
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opranusanueil Ha | sHBaps NpPEIIECTBYIOLIETO ro/a;

3) KOJHMYECTBO CIEUUAIBHBIX PEHENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIAULIUHCKON
OpraHu3alyy Ha CIEAYIOLIUHN TO.

3asBKa MEAMLMHCKOM OpraHu3aly Ha cleNUalbHble pelenTypHble OJaHKH IMOJIMCHIBAETCS
PYKOBOJUTENEM MEAUIIMHCKOW OpraHu3aluu, KOTOPbIA HECET NEPCOHAIbHYI0O OTBETCTBEHHOCTD
32 000CHOBAHHOCTb U JOCTOBEPHOCTh YKAa3aHHBIX CBEJICHUM.

6. ®enepanpHple OpraHbl HCIOJHUTEIBHONM BJIACTH, B BEICHUM KOTOPBIX HAXOJIATCS
MEIMLMHCKUE OpraHu3aluy (Jaiee - hefepajibHble OpraHbl HCIOJHUTEIBHOM BIACTH), U OPTaHbI
WCTIOJHUTENbHOW Biactu cyowekTtoB Poccmiickoit dexepannyu Ha OCHOBAaHHHM  3asBOK
MEIMLMHCKUX OpraHu3aliii Ha cHeluadbHble peLenTypHble OJaHKU (POPMUPYIOT CBOJHBIE
3aBKM Ha CIIEHUAIbHBIE pPELUENTypHble OJIaHKW UM B CpPOK 10 | nexabpsi Tekymiero roja
MIPEACTABIIAIOT UX B MUHUCTEPCTBO.

7. B CBO,Z[HOI>'1 3as4BKC Ha CIICHUAJIBHBIC PCHCUTYPHBIC OJaHKH YKa3bIBAOTCA CJICAYIOIINC
CBCACHUA:

1) cBenenus o deaepanbHOM OpraHe UCHOTHUTENBHOM BiIacTU (OpraHe MCIOTHUTEIbHON BIACTH
cyorekta Poccuiickoit ®enepanuu), MPEeACTaBUBIIEM CBOJHYIO 3asBKYy Ha CHEIUAIbHBIC
penenTtypHbie 6J1aHKu (TIOJTHOE HAMMEHOBAHUE, aIpeC MECTa HAXOXKICHUs);

2) KOJIMYECTBO CIIELHUANIBbHBIX PELENTYPHBIX OJIaHKOB, PacHpeeseHHbIX (ellepalbHbIM OPraHOM
WCTIOJTHUTENIBHOW  BJIACTH  (OpPraHOM  HCIIONHUTENBHOW BIACTH cyObekTa Poccuiickoit
®enepannn) Ha 1 sHBaps NPEIIECTBYIOLIETO Io/1a MEX/y MEIULIUHCKUMU OpraHU3aLUsIMU;

3) KOJNMYECTBO CIEUUANBHBIX PEIENTypPHBIX OJIAHKOB, HEOOXOAWMBIX (peepabHOMY OpraHy
UCTIOJHUTENIbHOM BJAacTH (OpraHy UCIOJHUTENIBbHON BiacTu cyObekTa Poccuiickoit ®Denepariun)
Ha CJIEAYIOLINN MO Ul paclpeAecsIeHUs] MEXKAY MEAUIUHCKUMU OpraHU3alusIMHU;

4) cBeneHUs O MOJIBEJOMCTBEHHON OpraHM3allid, YIMOJHOMOYEHHOW (eaepaibHbIM OpraHOM
UCTIOJHUTENIBHOM  BJIACTM  (OpraHOM  UCIOJIHUTENBHOW BIacTH cyOwbekta Poccuiickoii
@enepanli)  OCYIIECTBIATH  IOJYyYEHHE  CIEUMAIbHBIX  pPEUENTYypHbIX  OJaHKOB  OT
MuHHCcTepCTBa, UX XpAaHEHUE U BbIJaUy MEJIULIMHCKUM OpraHU3alusaM (IIOJHOE HauMEHOBaHHE,
anpec mecta HaxoxaeHus, MTHH/KIIIT, OKTMO opranu3zaiun, pakTH4ecKuil apec NOCTaBKM).

8. Ha ocHoBaHMHM TONY4YEeHHBIX CBOJHBIX 3afBOK Ha CHEIMATbHBIE pEHENnTypHbIE OJTaHKU
MuUHHCTEPCTBO €KEroJIHO B CPOK 110 15 siHBaps cienyromiero roga GopMupyer u yTBEp)KIaeT
IJIaH pachpeielieHHsl CIeUaIbHBIX PELENTYpHBIX OJIaHKOB, B KOTOPOM OTpa)kaeTcs roaoBas
notpebHocTh Poccuiickoit denepanuini B CHEUATBHBIX PEIENTYPHBIX OlaHKax (Janee - TUTaH
pacmpenenenuss MUHHCTEPCTBA).

9. B nnane pacnpenenennss MUHHCTEPCTBA YKA3bIBAIOTCS CJICIYIOIINE CBEICHUS:
1) mopsIKOBBIM HOMED 3aIUCH;

2) HauMMeHOBaHUE (enepalbHOTO OpraHa HCIOJHUTEIBHON BIAcTH (OpraHa HMCIOJTHUTEIbHOU
Biactu cyobekta Poccuiickoii @enepannn), MpecTaBUBIIETO CBOAHYIO 3asBKY Ha CIelHalbHbIe
pelenTypHble OIaHKH;

3) HE0OX0MMOE KOJIMUYECTBO CIIEUANIbHBIX PEIENTYPHBIX OJIaHKOB.



10. HampaBineHue  crnequalbHBIX  pPELENTYpHBIX  ONaHKOB  (pelepalbHBIM  OpraHam
UCIIOJIHUTEJIBHOM  BJIACTH, OpraHaM MCIOJIHMUTEIBbHOW BIacTH cyObekToB Poccuiickoit
@Denepanyy  OCylecTBIsETCST MHUHUCTEPCTBOM B KOJIMYECTBE, IPEIYCMOTPEHHOM IIJIAHOM
pacnpenenenns MuHucTepcTBa.

11. MuHHCTEPCTBOM JOIMOJHUTEIHHO K KOJHMYECTBY CHEIUAIbHBIX PEHENTYpHBIX OJaHKOB,
MPEeIyCMOTPEHHOMY IUIAHOM pacmhpesesneHus MuHuctepcTBa, GopMHUpyeTCs pe3epBHBIN 3armac
CHEIUaIbHBIX PEIENTYPHBIX OJIAHKOB B KOJWYECTBE, He npeBbimaromieM 150 000 cneruaibHbIX
pelenTypHBIX OJJaHKOB.

12. B cnyuae yBenuyeHHs MOTPEOHOCTH B CIELUANBHBIX PELENTYPHBIX ONaHKax (erepasbHbIe
OpraHbl HCIIOJIHUTEIBHOW BIIACTH (OpPTaHbl MCIOJHUTEIBHOHW BiacTH cyOBbekToB Poccuiickoit
denepanyn) HaIPaBISIOT B MUHUCTEPCTBO CBOJHBIC 3asBKH Ha JONOJHHUTEIBHOE KOJIUYECTBO
CIIEMATbHBIX PELUENTYpHbIX ONaHKOB (C O0OOOCHOBaHWEM YBEIUUYCHHS IOTPEOHOCTH B
CIEUUANBHBIX pEHeNnTypHBIX ONlaHKax), KOTOpble NPEAOCTABISAIOTCS MUHHCTEPCTBOM U3
PE3EPBHOTO 3a11aca CIeUaIbHbIX PEIENTYPHBIX OJIAHKOB.

13. ®epepanbHble OpraHbl HMCHOJHUTEIBHOM BiacTH (OpraHbl HUCHOJHUTEIBHON BJIACTH
cyobexToB Poccuiickoit @enepaluiu) pacipeleisioT MOTYyYeHHbIE CIEUANbHBIE PEleNTyPHbIE
OJlaHKM MEXIy MEIUIIMHCKUMHU OpraHu3allisIMd Ha OCHOBAaHWHW IUIAHOB paclpeiciieHus,
c(OpPMHUPOBAHHBIX B COOTBETCTBUU C 3asABKAMU MEAMIIMHCKHX OpPraHHU3alil Ha clieluaibHbIe
penenTypHbie OJaHKU.

I1. Ilopsaaok perucTpanyu, y4era ¥ XpaHeHHsl CIENUATbHBIX
peuentypHbix 0j1ankoB 1o ¢gopme N 107/y-HII

14. MunucrepcTBo, HuHbIE (efepanbHble OpraHbl MCIOJIHUTEIbHOW BIACTM U OpraHbl
WCIIOIHUTENBbHON BracTH cyObekToB Poccuiickoit  ®denepanuu  OpraHu3yrOT XpaHEHHE
CHEIHAbHBIX PELENTYPHbIX OJIAHKOB B IOJBEJOMCTBEHHBIX OPTraHU3AlMIX, YIIOJTHOMOUYEHHBIX
OCYILIECTBIIATh IOJyYE€HHE CIEHUAbHBIX pELENTypHbIX OJIAHKOB OT MUHHUCTEpPCTBa, HX
XpaHEeHHE 1 Bbl1ady MEJIUIIMHCKIM OpraHHu3aLusaM (Jajee - yIoJTHOMOUYEHHAast OpraHnu3aLus).

15. B ynomHOMOYEHHON OpraHM3allMd W MEIULUHCKOM OpraHu3anuy, IOJIy4HBIIEH
CHelMalibHble pPELENTypHble OJIaHKM, OPraHu3yeTCsl PEerucTpauus, Yy4eT U XpaHEHHe
CHEIHAJIbHBIX PELENITYPHBIX OJIAHKOB.

Perucrpanusi, yuer M XpaHEHHE PE3EepPBHOTO 3amaca CHelHalIbHbIX PELENTYPHbIX OJIAHKOB
MuHucTepcTBa OCYIIECTBISAETCS (eiepabHBIM IOCYJapPCTBEHHBIM OIOJIKETHBIM YUPEKICHUEM,
HaxoAdlMMcs B BeJeHMM MUHHCTepcTBa (Jajiee COOTBETCTBEHHO - pE3epBHBIN 3armac,
II0/IBEIOMCTBEHHOE YUPEKICHHUE).

16. PaboTHuK, Ha3HAYCHHBI MPHUKA30M PYKOBOJIUTENS YINOJHOMOUYEHHON OpraHu3alyu
(YNOJTHOMOYEHHOW OpraHu3alliy, TIOABEIOMCTBEHHOIO YYPEXJACHHs) OTBETCTBEHHBIM 3a
pErucTpaluio, XpaHeHne U y4eT CIelHalbHbIX PeLEeNTYPHbIX OJaHKOB (Jajiee - OTBETCTBEHHBIN
paboOTHUK), HA OCHOBAaHUU JOBEPEHHOCTH, OGOPMJIICHHOW B TOPSAKE, YCTAaHOBJIEHHOM
3aKoHoAaTenscTBOM Poccuiickoil @enepanyu (C MOANHUCHIO PYKOBOAMTENS YHNOJHOMOYEHHOMN
opranusanuu (yrnoJHOMOUYEHHOM OpraHu3alluy, MOABEIOMCTBEHHOIO YUYPEXKIEHHS), TJIABHOTO
OyxranTepa, 3aBEpPEHHBIX KPYIJIOW MeYaThi0), MOIY4aeT CHelHalbHble PelenTypHble OJMaHKH U



OCYLLIECTBIISICT BEIEHUE JKypHaJla PETUCTPALMM U y4eTa CIEeLUaIbHbIX PELENTYPHbIX OJIaHKOB, K
KOTOpoMy mpuobmaer GoTo- u (W) BUAeOMATEepHalbl, HOATBEpKIAtOMKe (HaKT 0POPMICHHS
peLenTypHbIX 0JIAaHKOB Ha JI0MY (TIPH HATHYUH).

17. XKypHanm peructpanid M Yydera CHEIUAIBHBIX PEIEeNTYPHBIX OJIAHKOB JOJDKEH OBITh
IIPOHYMEpPOBaH, NPOIIHYPOBAaH, MMETh Ha IIOCIEJHEH CTpaHMIE 3alHUCh, COJEPIKALIYIO
KOJIMYECTBO CTPAHUI], IIOJHOE HAaUMEHOBAaHUE YIOJIHOMOUYEHHOW OpraHu3anuu (MeAUIIMHCKON
OpraHu3al|K, IOJBEIOMCTBEHHOIO YUPEXKIEHUs), @ TAKKE CKPEIUIEH MOANUCHI0 PYKOBOAMUTEIS
U II€4YaTbIO YHOJIHOMOHGHHOP'I opraHnuzalvn (MGI{HHHHCKOﬁ opraHu3anuu, nNoABCIOMCTBCHHOT'O
YUPEXKICHUS).

XKypnan peructpauuu u ydyeTa CIEHUAIbHBIX PELENTYpHBIX OJaHKOB pE3epBHOIO 3araca
MuHucTepcTBa CKpeIuisieTcs TakKe MOANMChI0 AUPEKTOpa (B Cilydae €ro OTCYTCTBUS -
3aMecTuTeNs AupeKTopa) Jlemapramenrta peryiupoBaHusi OOpaleHus JIeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3/enuii MUHUCTepCTBa U MeuaThio MUHUCTEPCTBRA.

18. B xypHane peructpanuu M y4yeTa CHEIHAIbHBIX PEHENnTypHBIX OJIAHKOB YKa3bIBAIOTCS
CIIETYIOIINE CBEACHHUS:

1) nopsIKOBBIN HOMEP 3aIHCH;

2) NpUX0/ CHEUUAIBHBIX PELENTYPHBIX OJIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPalli PUXOJHOIO JOKYMEHTA;

0) o011ee KOJIMYECTBO MOCTYMUBIINX CIIEHHAIBHBIX PELIENITYPHBIX OJIAaHKOB;
B) CepHsl U HOMEP CHEeLMaIbHOI0 peLenTypHOro OJ1aHKa;

I') KOJMYECTBO CIIEHHAIbHBIX PEHENTYPHBIX OJaHKOB M0 KaXJA0M Cepuu;

) (amunusg, ums, ordyecTBO (MOcienHee - MpPU HAIMYMU) M TOANUCH OTBETCTBEHHOTO
paboTHUKA;

3) pacxoJl cnenualbHbIX PELENTYPHBIX OJIaHKOB:
a) JaTa BbIAa4YM CIICHHUAJIBHBIX PEUCTITYPHBIX 6J'IaHKOB;
0) cepuy ¥ HOMepa BbIJaHHBIX CHEIMATIbHBIX PELENTYPHBIX OJaHKOB;

B) KOJMYCCTBO BBIAAHHBIX CIHCHHUAIBHBIX PCUHCIITYPHBIX 0JaHKOB C YKazaHueM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PELCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX IJIS O(bOpMJ'ICHI/IH Ha 1O0MY;

r) ¢gamuins, UMs, OT4ECTBO (TOcCienHee - MPU HAIWYUU) U TOJINUCH JIMIA, MOTYYHBIIETO
CrelHaibHbIe pelenTypHble OJaHKH;

1) KOJIMYECTBO CIIEHAIbHBIX PEHENTYPHBIX OJaHKOB, 0QOPMIIEHHBIX Ha JOMY;

e) (amunus, uMms, oT4ecTBO (MOCiIenHEe - MPU HAIMYUU) U TMOANHUCH JHIa, O(OPMHUBIIETO
CrelHalbHbIe pelenTypHble OJaHKU Ha IOMY;

4) bamunus, UMsi, OTUECTBO (MTOCIEAHEE - MPU HAIMYUU) U MOJNUCH OTBETCTBEHHOTO paOOTHHUKA;
5) OCTaTOK CHEeLUANbHBIX PELeNTYPHBIX OJaHKOB.

19. CrnenunanbHblil peuenTypHbI OJIaHK SBJISETCS JAOKYMEHTOM CTPOroid OTUETHOCTH. 3arac



CIICHUAJIBHBIX PEHCIITYPHBIX 0JaHKOB B MCHHHHHCKOﬁ OpraHu3anuu MJOJDKCH XPaHUTLCA B
CIICHUAJIbHBIX ITOMCHICHUAX, ceﬁ(bax WiIn B CICOUAJIbHO H3IOTOBJICHHBIX IHKa(i)aX, 00UTBIX
OIIMHKOBAHHBIM KCJIC30M, C HAACKHBIM BHYTPCHHHUM WJIM HABCCHBIM 3aMKOM.

[Tomemienusi, ceidol, mKadpl, B KOTOPBIX XpaHATCS CIEUUAIBHBIE PELENTypHbIC OJaHKH,
JOJDKHBI OBITH 3aKpBITBI Ha 3aMKM M IIOCJIE OKOHYaHHMSA paOOThl OmeyaTaHbl I1€YaThiO
YIIOJIHOMOYEHHON OpraHu3anuy (MEANIMHCKOW OPraHU3aIliH) HIIH OTIFIOMOUPOBAHBI.

20. B MeIMIMHCKUX OpraHM3alisIX 3amac CICIHAIbHBIX PEUCNTYPHBIX OJIAHKOB HE JOJDKEH
MPEBBIILIATH TOJJOBOM MOTPEOHOCTH.

21. Pa3pemaercss BbIIaBaTh MEAMIMHCKOMY paOOTHHMKY, HMEIOIIEMY MIpaBO Ha3HaYaTh
HapKoTHYeCKue (TICUXOTPOIMHbIE) JIEKapCTBEHHbIE IIpernaparbl, €IWHOBPEMEHHO He Oolee
JBAJLIATH CHEIUAIBHBIX PELENTYpPHBIX OJIAHKOB.

MeauuuHckue paOOTHHMKH, BBIIMCHIBAIOIIUE PELENThl HAa HAPKOTHYECKHE (TICHUXOTPOIIHBIE)
JIEKapCTBEHHbIE NIPENapaThl, HA OCHOBAHUU NPUKAa3a PYKOBOAUTENS MEAULIMHCKOW OpraHU3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTH IIOJYYEHHBIX CHEIUAIBHBIX PELENTYPHBIX
O6nankoB. CrenualbHble peLenTypHble OJaHKM, IOJyYEHHbIE MEIUIMHCKUM pPaOOTHUKOM,
XpaHATCS [0J] 3aMKOM B ceii(pax, MeTaIUIMUECKHUX IIKa(ax UM METAIUIMYECKHUX SIIUKAX.

22. B MeIUIMHCKOW OpraHM3alliH CO3JAETCs MOCTOSHHO JCHCTBYIOLIAass KOMUCCHS, KOTOpas He
pexxe 1 pasa kBapTayn (IO PEHICHUIO PYKOBOJIUTENSI MEIUIMHCKON OpraHu3alid BO3MOXHO
Yare) OCYHIECTBIISICT MPOBEPKY COCTOSIHUSL PETMCTPAIlMU U y4eTa CIEHHAIbHBIX PELeNnTyPHBIX
OJIaHKOB, B TOM YHCJIE ITyTEM CBEPKH 3allUCEl JKypHala PErucTpaluy M y4eTa CIeHUaTbHBIX
peLenTypHbIX OJaHKOB, C (DaKTHUECKHMM HAJMYHEM CIICIHMAIbHBIX PELUENTYpPHBIX OJaHKOB, a
TaKKe IMPOBEPKY COCTOSIHUS XPaHEHUS CIICIMATBHBIX PELENTYPHBIX OJaHKOB.

[To pe3ynbTaTam NpPOBEPKM B KypHAJE PETHCTPAlMA W y4ye€Ta CHEHHAJIbHBIX PEUENTYPHBIX
ONaHKOB [eNaeTcs 3amuch O pe3yiabTaTaxX TMPOBEIEHUS CBEPKU [aHHBIX, 3aKpeIUIeHHas
MOJIUCSIMU BCEX YJIEHOB KOMUCCHH, WM CO3AETCs CIENUAIBbHBIA AKT ITPOBEPKH.

23. @enepallbHbIE OpraHbl HCIIOJHUTEIBHOW BIACTM M OpraHbl HCIOJHUTENBHOM BJIAcTH
cyobexToB Poccuiickoit denepannn oCymiecTBISIOT KOHTPOJIb 32 OpraHU3alueil perucTpaunu,
ydeTa U XpaHEHHsl CTIEHUAIbHBIX PELEeNTypHbIX OJaHKOB B YIOJHOMOYEHHBIX OpraHHU3aLUsAX U
MEIULMHCKUX OpraHU3ausX.

24. Bplgada cHenMalbHBIX PEHENTYPHBIX OJAHKOB W3 PE3epBHOIO 3amaca MUHHCTEpCTBA
denepanbHBIM OpraHaM MCIOJHUTENBHOM BIACTM M OpraHaM HCIOJHUTEIbHON BIacTh
cyobekToB  Poccuiickoit  ®Denepanuu  OCYHIECTBISETCS  OTBETCTBEHHBIM  pabOTHHKOM
MOJIBEZIOMCTBEHHOT'O  YUPEXKICHHUS HA OCHOBAHUHU peIIeHuss 00 OTIyCKe CHEeHaIbHBIX
pelenTypHbix OJ1aHKOB, 0OPMIIEHHOTO B BUJE MHCbMa, MOANHUCAHHOTO TUPEKTOPOM (B Cilydae
€ro OTCYTCTBHMSI - 3aMECTHTEJeM JupeKTopa) JlemapramMeHTa peryjiupoBaHus OOpaleHHs
JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX M3enuidi MUHUCTEPCTBA.

[IpoBepka neATEABHOCTH TOJBEIOMCTBEHHOTO YUYPEKJEHUS MO PErucTpaluu, Yy4ery u
XpaHEHUIO PE3epBHOrO 3araca OCyILIecTBisieTca JlemapTaMeHTOM peryiupoBaHus oOpalleHus
JIEKApCTBEHHBIX CPEJICTB U MEIMUMHCKUX u3Aenuid MuHucrepcTBa 2 pasza B roj He nosanee 20
YHUCJIa MeCsIa, CISAYIOUIEro 3a UCTEKIITUM MOJIYTOIUEM.



Ipunooscenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUA PELEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB WM HCUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME 2JIEKTPOHHbBIX JOKYMEHTOB

l. Odopmienne penenta Ha OyMaKHOM HOCUTeJI€e

1. Ha peunentypusix Omankax ¢opmer N 107/y-HII B 1meBom BepxHeM YTy HpOCTaBISETCS
HITaMI MEJMIMHCKOM OpraHu3alMy C YKa3aHHEM €€ II0JIHOrO HauMEHOBaHHWsA, ajpeca U
TenedoHa ¢ 1aTol BBITUCKU (JaToM 0(opMIIeHUs ) pelLieriTa Ha JIEKapCTBEHHbIN Ipenapar.

Penenrtypusie 6manku Gopmbr N 107/y-HII n3roraBnuBaroTCs MCKIIOYUTENBHO THIIOTPAPCKIM
CIIOCOOOM.

2. Ha peuentypHblx OiaHkaX, OQOpPMIISIEMBIX HWHAWBUIYAJIbHBIMU HPEIIPUHUMATEISIMH,
MMEIOIIMMHU JIMLEH3UI0 HA MEIUIIUHCKYIO JIESTEIbHOCTh, B BEPXHEM JIEBOM YIIIy THIOTPapCKUM
CrocoOOM WM MyTeM MPOCTaBJICHUS LITamIma JOJKEH OBITh yKa3aH aJpec MHAWBHYaJIbHOTO
MpeANpUHUMATEII], HOMEP U JaTa JIMLEH3UH, HAMMEHOBAaHUE OpraHa roCyJ1apCTBEHHOW BIJIACTH,
BBIJIABIIETO JIULEH3HUIO.

3. Peuentypusie Onanku Qopmbr N 107/y-HII 3anmonssitoTcs MEIUIMHCKUM PabOTHUKOM
YEpHWIAMH WM NIAPUKOBOU PYYKOM.

4. Jlomyckaercs odopMIIEHHE BCEX PEKBU3UTOB (3a ucKiIoueHneMm pekBuzuta "[loamuck
jevaiiero Bpaya (MOAMUCH (enpiiepa, akymepku)") peuentypHeix OnaHkoB ¢opmbr N
107/y-HII ¢ ucnonp3oBaHrEeM NeyaTarOMUX YCTPOHCTB.

5. B penentypuom Omanke ¢opmbr N 107/y-HIT B crtpokax "damwnus, ums, OTYECTBO
(mocnennee - npu Hanmuuuu) nanuenta” U "Bo3pact” yka3plBalOTCS MONHOCTBIO (haMuius, UMs,
0TYeCTBO (MOCIeIHEE - IPH HATMYUH) TAIIUEHTa, €ro Bo3pacT (KOJIMYECTBO MOJIHBIX JIET).

HOHYCTHMO YKa3aHHue€ JaThbl POXACHUA MAllUCHTA.
6. B peuentypaom 61anke popmer N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMep nosrca 0043aTeIbHOT0 MEAUIIMHCKOTO CTpaxoBaHUs" yKa3bIBaeTCs
HOMeEp ToJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUs MAalMeHTa (MIPH HAJTUYHUH);

2) B cTpoke "Homep MeaMIIMHCKOM KapThl" yKa3bIBA€TCS HOMEP MEIUIIMHCKON KapThl MallMeHTa,
MOJTyYAOIIEero MEAULMHCKYI0 TOMOIIb B aMOYJIAaTOPHBIX YCIOBUSAX, MJIM HUCTOPUU OOJE3HU



InannucHTa, BBIIMMNCHIBACMOT'O U3 MGHHHHHCKOﬁ OopraHu3anuvu,

3) B crpoke "®damuiaus, uUMs, OT4YECTBO (MOCJIEIHEE - MPU HAIMYMM) JICHAILEro Bpaya
(benpamepa, akymepku)" yKa3bIBaeTCs MOTHOCTHIO (haMUJIUs, UMsI, OTYECTBO (ITOCIEAHEE - TIPH
HaMyuK) Bpada ((denpamiepa, axymiepku), BBIMHCABIIETO pelenT Ha HApKOTHUYECKHUM
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIH Mpernapar.

7. B rpade "Rp" penentypnoro 6manka gpopmsr N 107/y-HII yka3siBaercs:

1) HaumMmeHOBaHME JIGKAPCTBEHHOTO  Ipemapara (MEXAYHapOJHOE  HEMaTeHTOBAHHOE
HaMMEHOBaHME, TPYIMIUPOBOYHOE MM XMMHUYECKO€ HaHMMEHOBAaHHE, TOPrOBOC HAaMMEHOBAHHE)
Ha JIATUHCKOM S3bIKE€ MJIM Ha PYCCKOM $3bIKE, ()OpMa BBIMYCKa, JTO3UPOBKA, KOJIUYECTBO
(YkaspIBaeTcsi IpONKChIo Ha perentypHoM Omanke gopmbr N 107/y-HID);

2) cnoco0 NMpUMEHEHUs JICKapCTBEHHOI'O INpernapaTra Ha rocylapcTBEHHOM s3blke Poccuiickoit
@enepanuy WIM Ha TOCyAapCTBEHHOM s3blke Poccuiickonn denepanuu U rocyIapCTBEHHOM
S3BIKE PECIYOJIMK M MHBIX s3bIKax HaponoB Poccuiickoit depepannu <1>.

<1> Yactsp 1 crateu 15 3akona Poccuiickoit @enepanuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccwmiickoit @enepammu" (manee - 3akoH N 1807-1). (Bemomoctu che3na
Hapoanbix nernyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpm odopmieHun penenTypHbIX OJIAHKOB 3allpellaeTcsl OrpaHUYHMBATHCS —OOLIUMU
yKa3aHusIMHU, HaripuMmep, "Buyrpennee", "H3BecTHo".

9. IIpu odopmnenun namuenty peuentypHoro 6manka Gopmbel N 107/y-HII Ha HapkoTHueckuii
(TICUXOTPOTHBIN) JIEKApPCTBEHHBIM Mpenapar B paMKax OKa3aHUs METUIIMHCKOW MOMOIIM MpU
ornpeaeNeHHOM 3a00JIeBaHUN TaKOU PEIeNT 3aBepseTCs:

1) moAnuchIO M TMYHOM MeYaThio Bpaya JMO0 NOAMUCKHIO (henpaepa (aKyIepKu);

2) medarbi0o MEAHMIIMHCKOW OpraHM3aliy, JHOO CTPYKTYPHOTO MOApA3eiICHHs MEIUIIMHCKON
opranmzanuu  "Jlng  pemenToB", KOTOpas NPOCTaBIAETCS  JIUIIOM,  YIIOJTHOMOYEHHBIM
PYKOBOJUTENIEM MEIUIIMHCKON OpraHu3aluu ¢ YyKa3aHueM GaMuWwind, HMEHH, OT4ecTBa
(mocnenHee - MpU HATUYUK) U POCTABICHUEM €T0 JIMYHON TIOJITUCH.

B cnyuasx HeoOxoauMocTu O(GOpMIIEHHS pelenTta Ha HapKOTHYECKUH (ICHXOTPOIHBI)
JIEKAPCTBEHHBIN IpernapaT Ha JIOMY B paMKaX OKa3aHUs NMAJUIMATUBHOM MEAUIUHCKON MOMOIIH
JOIYCKAeTCsl IIPEABAPUTEIILHOE 3aBEPEHHUE pELENTa IITaMIIOM MEIULMHCKOM OpraHu3alnuy,
MeYaTbl0 MEIUIIMHCKOM OpraHu3alu JHO00 CTPYKTYPHOTO MOApA3JeIeHUs MEAUIIMHCKON
opranmsanuu  "/[ns  peuenTtoB", KOTOpas MPOCTABIAETCA  JIMLOM, YHOJHOMOYEHHBIM
PYKOBOJUTENEM MEAUIMHCKOM OpraHu3aluu, C YyKa3aHueM ¢GaMWwIM, WMEHH, OT4YecTBa
(mocnenHee - MpU HAJIMYMM) U MPOCTABIEHUEM €ro JIMYHOW noamucu. Ilpu atom B xypHane
pEerucTpalnmy 1 yyera pelenTypHbIX OJaHKOB B COOTBETCTBHHU ¢ [lopsnkom perucrpanuu, yuera
U XpaHEHUs CHENMAJbHBIX pPELENTYPHbIX OJIAHKOB Ha HAapKOTHYECKHE CpPEACTBAa WIH
IICUXOTPOIIHbIE BEHIECTBA, YTBEPKICHHBIM HACTOSIIMM IIPHUKA30M, JEJIAETCS OTMETKA O €ro
BbIJ1aue U1 opOpMIIEHHS Ha JIOMY, a TaKXKe OTMETKa, yJOCTOBEpPEHHas MOJINKMCHIO Bpada J10o
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dbenpamepa (akymiepku), opopmusiiero peuent, o ¢akre ero oGpopMICHHs, KOTOPHIA MOMKET
OBITH TOTIOJIHUTEIBHO MOATBEPKACH (POTO- U (M) BUEOMATEpHUATIAMH.

B crtpoke "Otmerka amnTeyHOW opraHu3zamuu 00 OTIYCKe" CTaBUTCSA OTMETKA anTeYHOU
OpraHm3aiyu 00 OTIYyCKE HAPKOTHYECKOro (NMCUXOTPOMHOr0) JIEKApCTBEHHOTO mperapara (c
yKa3aHUeM HauMEHOBAaHMs, KOJMYECTBAa OTIIYIIEHHOIO HAapKOTUYECKOro (IICUXOTPOITHOTO)
JIEKapCTBEHHOTO TIperapara M JaThl €ro OTIyCKa), KOTOpasl 3aBepseTCs MOJIMUCHI0 PaOOTHHUKA
anTeuyHOM oOpraHu3aly, OTIYCTUBIIEr0 HAPKOTHYECKHH (IICHXOTPOIHBIN) JIeKapCTBEHHBIN
npemapar (¢ ykazaHueM ero (GhaMuiIny, UIMEHHU, OT4ecTBa (MOCIEAHEE - MPU HATWYHH), a TaKXKe
Kpyrjod TeYaTbl0  anTeYHOW OpraHu3al, B OTTUCKE KOTOPOM  JTOMKHO  OBITh
UICHTU(QUIMPOBAHO MOJHOE HAUMEHOBAHHE alITEYHON OpraHU3allUu.

10. Ha omuom peuentypHom Omnanke ¢opmbr N 107/y-HIT paspemraercss ocCyIiecTBISATh
Ha3HAYCHUE TOJBKO OJJHOr0 HAMMEHOBAHHMS JICKAPCTBEHHOIO Tperapara.

11. McnpaBienus B perienTe He AOMYCKArTCs.

1. Odopmiienue penenta B Gopme 3JIeKTPOHHOTO JOKYMEHTA

12. Peuent B  ¢dopMe  DIEKTPOHHOIO  JOKYMEHTa, MOANHMCAHHOTO  YCHJICHHOMN
KBUTM(DUIIMPOBAHHON DIICKTPOHHOH TOMIUCKHIO, (OPMHUPYETCS METUITUMHCKAM PaOOTHHKOM,
CBEJICHUS O KOTOPOM BHECEHBI B (penepanbHBI PErucTp MEIAMIMHCKUX PAOOTHUKOB <2>, a
TaKKe TPU YCIOBUU PETHCTPAIlMH MEIUIIMHCKOW OpTraHM3allHi, B KOTOPOH odopMisieTcs
penent, B QenepalibHOM peecTpe MEIUIMHCKUX OpraHu3aiuii <3> eIuHOW rocyaapCTBEHHOM
MH()OPMAIMOHHON CHCTEMBI B cepe 31paBOOXPAaHCHUS W MOAKIIOYCHUS TaKOW MEIWIIMHCKON
OpraHM3ali K TOCYAapCTBEHHOW HWH(GOPMAIMOHHONW cHUcTeMe B cdepe 3ApaBOOXpaHeHUs
cyonekTa Poccuiickoit @enepannn <4>.

<2> Yacth 4 crateu 91.1 ®enepanproro 3akona N 323-®3 (CobOpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yactp 4 crateu 91.1 denepanpHoro 3akona N 323-D3 (CobOpanme 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Crateu 91 u 91.1 denepanbhHoro 3akoHa N 323-O3 (CobpaHue 3aKOHOIATENILCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724).

13. Ilo TpebGoBaHMIO MAlMEHTa WM €ro 3aKOHHOIO MPEACTABUTENS OPOPMIISETCS IK3EMILISP
peuenTa B GopMe 3JIEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HocuTese ¢ oTMeTkoi "JlyOmmkar
JIEKTPOHHOTO JOKYMEHTa".
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