3apeructpupoBano B Muntocte Poccun 30 HosiOpst 2021 1. N 66124

MUHHCTEPCTBO 3JIPABOOXPAHEHHS
POCCUICKOMN ®EJEPALIAUA

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094

Ob YTBEPKXIAEHUU ITOPAIKA HASHAYEHUA
JIEKAPCTBEHHBLIX ITPEITAPATOB, ®OPM PELEIITYPHBIX
BJIAHKOB HA JIEKAPCTBEHHBIE IIPEITAPATDI, IIOPAIKA

OPOPMJIEHUSA YKAZAHHBIX BJIAHKOB, UX YYETA U
XPAHEHUS, ®OPM BJIAHKOB PEIEIITOB, COAEPKALINUX
HAZHAYEHUE HAPKOTUYECKHUX CPEJICTB NJIN
HCUXOTPOIIHBIX BEHIECTB, IOPAAKA UX
N3I'OTOBJIEHUSA, PACIIPEAEJEHUS, PETUCTPALIUN,
YUYETA U XPAHEHUA, A TAKXKE IPABUJI O®POPMJIEHUA
BJIAHKOB PEIIEIITOB, B TOM YUCJIE B ®OPME
JEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 denepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-®@3 "OO6 ocHOBax OXpaHbl 370poBbs TpaxnaH B Poccuiickoii Denepanun" (Cobpanue
3akoHogarenscTBa Poccuiickoit denepanun, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), myHkTOM
2 crateu 26 ®enepanpHoro 3akoHa ot 8 saBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHbix BemectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), noamyakramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlomoxxeHus o
MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit denepanyy, yTBEp>KACHHOTO IOCTaHOBIECHHEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 r. N 608 (CoOpanue 3akoHOIAaTENbCTBA
Poccuiickoit @eneparun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTh:
[Topsimox Ha3HAYEHUS JEKAPCTBEHHBIX MPEnapaToB coriacHo npunoxkeHuto N 1;
(OpMBI pelenTYPHBIX OJTAHKOB Ha JICKapCTBEHHBIE MPENapaThl COriaacHo npuitoxeHuto N 2;

[Topsimok odopmieHus: penenTypHbIX OJaHKOB Ha JIGKApCTBEHHBIC TpEmapaThl, X ydeTra |
XpaHEHUs COorTacHo mpuinoxeHuio N 3;

(GopMBI OJITAHKOB PEICTITOB, COACPIKANNX HA3HAYCHHE HAPKOTHICCKUX CPEJICTB HITH ITCUXOTPOITHBIX
BEIIIECTB, corjacHo nmpuinoxeHuto N 4;

HOpHIIOK HU3TOTOBJICHUS, PACIIPCACIICHUSA, PCTUCTPALIUU, YI€TAa U XPAaHCHUA PCLCIITOB, COACPKAIIUX


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l66
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l169
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l169
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l868
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l868
https://normativ.kontur.ru/document?moduleid=1&documentid=405937#l668

HAa3HAYCHUC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO MPHUIIOKCHUTO N 5,

[TpaBuia odopmileHHsT PELENTOB, COACPKAIUX HAa3HAYCHHE HAPKOTHUYECKUX CPEJACTB WIH
MICUXOTPOIHBIX BEUIECTB, B TOM YUCIIE B POPME IEKTPOHHBIX JOKYMEHTOB COIIACHO MPUIIOKEHUIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
yTBEpXKACHUH (OPMBI OJTAHKOB PELICNITOB, COACPKAIMUX HA3HAYCHHE HAPKOTHYECKHUX CPEICTB KU
MICUXOTPONHBIX BEIIECTB, MOPAIKA HUX H3TOTOBJICHUSA, paclpeieNieHUs, PerucTpanuy, ydera u
XpaHeHUs, a Takke npaBwl odopmieHus" (3aperucTpUpoBaH MUHHCTEPCTBOM  IOCTHUIINH
Poccuiickoit ®eneparuu 15 aBrycra 2012 r., perucrparmonnsii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®enepanun ot 30 utons 2015 r. N 3851 "O
BHECEHWHM M3MEHEHUW B IpuKa3 MuHucrepcTBa 3/paBooxpaHeHusi Poccuiickoit ®@enepaunu ot 1
asrycra 2012 r. N 541 "O0 ytBepkaeHuHn (OpMBI OJIAHKOB PELENTOB, COAEPKAIIUX Ha3zHAuYCHHE
HApPKOTUYECKUX CPEJCTB WM IICUXOTPOIHBIX BEIIECTB, MOPSAIKA UX U3TOTOBJICHUS, PACTIPEICICHNUS,
perucrpanuu, Yydera M XpaHEHHsd, a Takke mpaBwil odopMieHHUs"  (3aperucTpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®enepanuu 27 HosOpst 2015 1., perucrpanuoHHbiii N

39868);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254u "O
BHECEHUHU M3MEHEHUH B Mpuka3z MuHHUCTepcTBa 3ApaBooxpaneHus Poccuiickoit @eneparuu ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:kieHuN NOopsAaKa Ha3HAYEHUsI U BHIITUCHIBAHUS JIEKAPCTBEHHbIX
mpemnapaToB, a Takke (opM perenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE IpenapaThl, MOpsIKa
opopmieHns yKa3zaHHBIX OJAHKOB, WX ydera M XxpaHeHus" u mpuiokenne N 2 k mpukazy
MunncrepctBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 asrycra 2012 r. N 54n "O6
yTBEep)KIeHHH (POpMBI OJTaHKOB PELENTOB, COACPKAIIMX HAa3HAYEHUE HAPKOTUYECKUX CPEACTB WIIH
NICUXOTPOIHBIX BELIECTB, IMOPSAJKA HMX H3TOTOBJICHHUS, DPACIpEACIICHUS, PETUCTPALUU, y4deTa U
XpaHeHHus, a Takke TmpaBuia odopmieHus" (3aperucTpupoBaH MUHHUCTEPCTBOM  IOCTHUIIUU
Poccwuiickoit ®enepanuu 18 uronst 2016 r., peructpanuonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpble BHOCATCSA B HEKOTOpPbIE TPUKa3bl MUHHUCTEPCTBA 3[paBOOXPaHEHUSI U
conuanbHOro passutus Poccuiickonn denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickoi
®enepanuy Mo BompocaMm oOpallleHus JIEKapCTBEHHBIX MPENapaToB, COJEPKAIIMX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOMJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY yUYeTy, YTBEpPKIACHHbBIX MMPHUKa30M MUHHCTEpPCTBA 3paBOOXpPaHEHUS
Poccuiickoit ®denepaumnu ot 31 okxts0ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuinn Poccuiickoit @enepanuu 9 stuBaps 2018 r., peructpanmonnsiii N 49561);

npuka3z MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B npuioxeHus N 2 u 4 k npukasy MHHUCTEPCTBA 3/1paBOOXPAHEHUS
Poccuiickoit ®eneparuu ot 1 aBrycra 2012 r. N 541 "OG6 yrBepxkaeHuun ¢GpopMbl OJaHKOB PELIETITOB,
CoJlepKalluX Ha3HAYEHHWE HAPKOTUYECKUX CPEACTB WM ICUXOTPONHBIX BELIECTB, MOPAJIKA HX
W3TOTOBJICHUSI, paCIIpe/ie]ICHHs, PETUCTPALIUY, YUeTa U XpaHEHUs, a Takke MpaBuil ohopMieHUs"
(3apeructpupoBan MuHnuctepctBoM toctuiiuu Poccuiickoit ®enepanuu 28 sHBaps 2020 1.,
peructparonnsiii N 57293);

npuka3 MuHHcTepcTBa 3/1paBooxpanenus Poccuiickoit @enepannu ot 8 okradps 2020 r. N 1076H
"O BHeceHuu usmeHeHui B [lopsiok peructpanuu, ydera 1 XpaHeHus ClIeUaNbHBIX PeLEenTypPHBIX
OJIaHKOB Ha HApPKOTUYECKHE CPEJCTBA MM ICHUXOTPOIHBIC BEIIECTBA, YTBEPXKACHHBIH MPHUKa30M
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MunuctepcrBa 3apaBooxpaneHus Poccuiickoit ®@enepaumu ot 1 asrycra 2012 r. N 54u"
(3apeructpupoBan MuHucrepctBoM toctuiuu Poccutickoit ®deneparuu 13 Hosi6pss 2020 1.,
peructpanronubiii N 60898);

npuka3 MunuctepcTsa 3apaBooxpanenust Poccuiickoit deneparmu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUU TOPSJIKA HA3HAYEHUS JIEKAPCTBEHHBIX MpPEnaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHBIE Ipenaparhl, mopsaka oGOpMIICHUS yKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHEHHs"
(3apeructpupoBan MunuctepctBom toctunuu Poccuiickoit ®deneparun 26 mapra 2019 r.,
peructparonnsiii N 54173);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nekadps 2019 r. N 10221
"O BHeceHMHM M3MEHEHUH B Npuka3 MuHucrepcrsa 3apaBooxpanenus Poccuiickoit denepaunu ot
14 saBaps 2019 r. N 4n "OO yTBepxIeHHUM TOpPSAIKAa Ha3HAYEHUs JICKAPCTBEHHBIX IpeErapaTos,
dopM penentypHbeIX OJAHKOB HA JICKAPCTBEHHBIC Mpenaparhl, MOpsIka OQOpPMICHHS YKa3aHHBIX
OJIaHKOB, WX y4deTa W XpaHeHusa" (3aperucTpupoBaH MMHHCTEPCTBOM IOCTHIMM Poccuiickoit
®enepannu 28 suBapst 2020 r., peructpaunonnsii N 57292);

npuka3 MunHucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu or 8 okTs6psa 2020 r. N 10751
"O BHECEHMM H3MEHEHHMH B MOPSIOK HAa3HAYEHUs JIEKAPCTBEHHBIX IPENapaTroB, YTBEP:KICHHbBIN
npukazoM MuHucrepcrBa 31paBooxpaneHus Poccuiickoit ®enepanuu ot 14 susaps 2019 r. N 4u"
(3apeructpupoBaH MwuHHCTEpCcTBOM IocTuMU Poccuiickoit ®deneparuu 22 nekadbps 2020 1.,
perucrpamonsbiii N 61695);

nyHKT 3.8 WHCTpyKUMHM O TMOpSIKE BBIMUCBIBAHUS JIEKAPCTBEHHBIX IPEMapaToB U OQPOPMIICHUS
peLenToB U TpeOOBaHHUI-HAKIIAIHBIX, YTBEPKACHHOM MprKa3oM MUHUCTEPCTBA 3[paBOOXPAHEHUS U
counansHOro paszButus Poccuiickoit ®epeparuu ot 12 depans 2007 r. N 110 "O nopsiake
HA3HAYCHMS M BBIUCHIBAHUS JIEKAPCTBEHHBIX MPEMapaToB, U3ACIUNA MEIUIIMHCKOTO HA3HAUYCHUS U
CHEIMAIM3UPOBAHHBIX TMPOJIYKTOB Jie4eOHOro mnHTaHua" (3aperucTpupoBaH MUHHCTEPCTBOM
roctuimu Poccuiickoit ®enepariu 27 anpens 2007 r., peructpanuorubiii N 9364);

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U coLMaNIbHOro pa3sutus Poccniickoit denepanuu ot 17
mast 2012 r. N 5621 "O6 yrBepxienun Ilopsaka ormycka (U3MYECKHM JIMIIAM JIEKapCTBEHHBIX
IpernapaToB Il MEAMIMHCKOTO TNPUMEHEHHs, COJEpXKAIlUX KpOME MalblX KOJUYECTB
HapKOTHUYECKUX CPEJCTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYypCOPOB Apyrue hpapmMaxkororuyeckue
aKTHUBHBIE BellecTBa" (3apeructpupoBaH MuHuctepcTBoM toctuiuu Poccuiickoit @enepanun 1
utonst 2012 r., peructpannonusiii N 24438);

OYHKT 2 U3MEHEHUH, KOTOPBIE BHOCATCSI B HEKOTOPbIE MPUKa3bl MUHUCTEPCTBA 3/IPABOOXPAHEHHS U
couuanbHoro passutus Poccuiickoit dexepanuu, YTBEpKAEHHBIX MpHKa3oM MuHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu ot 10 wmrons 2013 r. N 369u (3apeructpupoBaH
MunuctepctBoM toctuiiu Poccuiickoit @enepannu 15 uronst 2013 r., peructpannonssiii N 29064);

npuka3 MunuctepcTBa 3apaBooxpaHenust Poccuiickont ®enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHNHU U3MEHEHMH B MOPAJOK OTIyCKa (PU3NYECKUM JIHMIIAM JIEKAPCTBEHHBIX MpernapaToB AJs
MEAMIMHCKOTO IPUMEHEHUS, COAEPKALIUX KPOME MaJbIX KOJIMYECTB HAPKOTHYECKHUX CPENCTB,
MICUXOTPONHBIX BEIIECTB M HMX MPEKYypCOpPOB Jpyrue (GpapMakoIOrHUYeCKHe aKTHBHBIE BEIIECTBA,
YTBEPXKACHHBIN MTpHKa30M MUHHUCTEPCTBA 3/1paBOOXPAaHEHNUs U COLMAIBHOIO pa3BuTusa Poccuiickoit
O®enepanun ot 17 masg 2012 r. N 5621" (3apeructpupoBan MunucrepctBoM roctuiiuu Poccuiickoit
®enepannu 10 centsiOps 2014 r., peructpaumonnsiii N 34024);

IOYHKT | W3MEHEHUH, KOTOpbIE BHOCATCSI B HEKOTOPBIE NMPHUKa3bl MUHHCTEPCTBA 3APAaBOOXPAHECHUS U
conuanbHOro passurus Poccuiickon denepanuun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
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®denepanny, yTBEpKICHHBIX IIpUKa3oM MuHucrepcTBa 31paBooxpanenus Poccuiickoit denepannu
ot 10 cents6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoit
Oeneparuu 30 centsops 2015 r., peructparronsbiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3PABOOXPAHCHUS U
conuanbHOro passutusi Poccuiickoir @enepanuu 1 MuHUCTEpCTBA 3/1paBooxpaHeHusi Poccuiickoii
@enepanu 1o BompocaMm 00pallleHus JIEKApCTBEHHBIX IPENapaToB, COJAEPKAIIMX HAPKOTHYECKHE
CPEICTBa, IICUXOTPOIHBIC BEUIECTBA M UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPECTB, MOAIEKAIINX
IIPEIMETHO-KOJIMUYECTBEHHOMY YUYETY, YTBEPXKACHHBIX NPUKa30M MUHHCTEpPCTBA 34paBOOXpPaHEHUS
Poccuiickoit ®@enepanuu ot 31 oktsaops 2017 r. N 882H (3apeructpupoBan MUHHCTEPCTBOM
toctun Poccuiickoit @enepannu 9 ssuBaps 2018 r., peructpaunonnsiit N 49561).

3. Penentypubie Onanku ¢dopmbel N 107/y-HII, u3roroBiaeHHBIE 10 JHS BCTYIUICHHS B CHITY
HACTOSILETo MPUKa3a, MOTYT OBITh HCIIONIb30BaHbI 10 1 Mapta 2023 rona.

4. Hacrosiuuii mpuka3 BcTynaer B cuily ¢ 1 mapra 2022 r. u pelictyer 1o 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoi @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0uIne moJ10KeHU s

1. Ha3HayeHue JeKapCTBEHHBIX MPENapaToB I MEAMIIMHCKOTO NpHUMEHeHus (naiee -
JIEKapCTBEHHBIE IIperaparbl) OCYIIECTBISETCS JedyalluM BpadyoM, (enpauiepoM, akylmepKod B
CJIy4ae BO3JIO)KEHHUs Ha HUX MOJIHOMOYHMH JIEYallero Bpaya, IpyU OKa3aHUHA MEIUIIMHCKON IIOMOIIH B
MEAMIMHCKUX OpraHuzanusx <I1>, B TNOpsake, YCTAaHOBJIEHHOM IpuKa3oM MuUHHUCTEpCTBa
3/IpaBOOXpaHEHMsI U colMaibHOro pa3Buths Poccuiickoit ®eneparnuu ot 23 mapra 2012 r. N 2521
"O6 ytBepxaenuu [lopsinka Bo3noxeHus Ha ¢enbiiepa, akylepKy pyKoOBOJAUTEIEM MeIULIMHCKON
OpraHu3aly IpU OpPraHU3allMM OKa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM U CKOPOH
MEIUIUHCKONW MOMOIIM OTJENBHBIX (PYHKLHUH JIeHalero Bpaya 1o HEernocpeJCTBEHHOMY OKa3aHUIO
MEAMIIMHCKOW MOMOIIM MAllUEeHTy B MEPUOJI HAOIIOIEHUS 32 HUM U €ro JICYeHUs], B TOM UYHUCIe 10
Ha3HAYCHUI0 M  [PUMEHEHUIO JIEKAPCTBEHHBIX  IIPENapaToB, BKIOYAas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MpenapaThl U MCUXOTPOIHBIE JIEKAPCTBEHHbIE Mpenapathl” <2>, HHAWBUIYaJIbHBIMU
OpeANPUHUMATENSAMHY, OCYIIECTBISIONMMH MEAULIUHCKYIO AEATENbHOCTh (Jlanee - MEAWLUHCKHUE
paboOTHUKN).
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<1> [ynkr 11 crateu 2 dDenepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-d3 "OO6 ocHoBax
oXpaHbl 310poBbs TpaxkaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHonarenbcTBa Poccuiickoit
®denepannn, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - @enepanbubiii 3akoH N 323-D3).

Oguyuanvhstit ucmouHUK 31€KMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCMb: UMECHCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBan MunHucrepctBoMm toctuniu Poccuiickoit @enepanuu 28 anpens 2012 r.,
peructpaunonHelidi N 23971 ¢ u3MeHeHMsIMH, BHECEHHBIMM IIpuUKazoM MuHHCTEpCTBA
snpaBooxpanenus Poccuiickoit ®enepanuu ot 31 oxTabps 2017 r. N 882H (3apeructpupoBaH
MunuctepcrBom toctunuu Poccuiickoit ®@enepanun 9 suBaps 2018 r., perucrpanuonssii N

49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMI pEHENT ¢ HapYIIEHHMEM HACTOSIIEro MOpsAIKa, WIH
PYKOBOJIUTENb MEIUIIMHCKON OpraHM3anuyd O00ECNeunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro i MnalyeHTa perenta.

2. CseneHuss O Ha3HAYEHHOM JICKApCTBEHHOM IHpenapare (HauMMEHOBAaHHE JIEKapCTBEHHOI'O
npemnapara,  JO3UPOBKAa, CIOCOO  BBEACHUS M IPUMEHEHUS, pPEXUM  JI03UpPOBaHMS,
IPOIOJDKUTEIBHOCTD JIEUEHUSI 1 000CHOBaHME HAa3HAYEHUS JIEKApCTBEHHOIO IpernapaTa) BHOCATCS
MEAMIMHCKUM paOOTHUKOM B MEIULUHCKYIO JOKYMEHTALUIO MallueHTa.

B cnywasx, yka3zaHHbIX B myHKTax 8 - 11 Hacrosmero Ilopsaka, MeanumuHCKUN paOOTHUK,
Ha3HAYMBIIMK JIEKApPCTBEHHBIN mpernapat, opopMisier Ha3HaYeHHE JISKaPCTBEHHBIX IpenapaToB, B
TOM YHCJIE TMOJUISKAIINX M3TOTOBICHUIO M OTIYCKY AaNTEYHBIMU OpraHH3auusMH (najiee -
JIEKapCTBEHHbIE IIpernapaTrbl WHIAUBUAYAIbHOIO H3TOTOBIEHHUS), HAa peLenTypHOM OJaHKe,
oopMIeHHOM Ha OyMa)kHOM HOCHTEJE 3a CBOEH MOAMMUCHIO (Jajee - pelenT Ha OyMakKHOM
HOCUTEJNE), U (M) C COIJIacus MAllMEeHTa UM €ro 3aKOHHOI'O MPEeACTaBUTENS <3> Ha pelenTypHOM
OnaHke B (hopMe IIEKTPOHHOIO JOKYMEHTA C UCIOJIb30BAHUEM YCHUJICHHOM KBaTU(HUIIMPOBAHHON
AIIEKTPOHHOM MOANKMCH MEIULMHCKOrOo pabdOTHUKA (nanee - penent B (QopMme 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilyskr 2 crateu 20 @enepanbHoro 3akoHa N 323-O3 (CobOpanHue 3aKOHOJATENHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penenit B (hopMme 37€KTPOHHOTO TOKYMEHTA, COJEp KALINI Ha3HaUeHNEe HAPKOTUYECKUX CPEICTB WIIN
MICUXOTPOIHBIX BELIECTB, IOJIMUCHIBAETCA C HCIOJIb30BAHUEM YCUJIEHHOW KBaIU(UIIMPOBAHHON
AIIEKTPOHHON TOMMCH JICYallero Bpaya WM (enpAalepa, akylIepkd, Ha KOTOPBIX BO3JIOXKEHBI
(GYHKIMY JIeHallero Bpaya, 1 COOTBETCTBYIOIIEH METUIIMHCKON opraHu3aiuu <4>.

<4> [IyHkT 1 cratbu 26 ®enepabHOoro 3akona ot 8 suHBapsa 1998 r. N 3-®3 "O HapKOTHYECKUX
CpelcTBaxX M MCcUXoTpomnHbix BemecTBax" (CoOpanue 3akoHomaTenscTBa Poccuiickoit denepanum,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanbublii 3akoH N 3-D3).
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Odopmnenue perentoB B GopMe AIEKTPOHHBIX TOKYMEHTOB OCYUIECTBIISIETCS B Clydae MPUHSATHS
YIIOJIHOMOYEHHBIM OPTraHOM HCIIOJIHUTENIbHOW BiacTu cyObekTa Poccuiickoit ®enepanuu B
COOTBETCTBUHU C MYHKTOM 4 ctathul 6 denepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
00palIeHn JIEKapCTBEHHBIX CpeACTB" <5> pemieHus 00 HCIOJIb30BAaHUH HA TEPPUTOPHU CyOBEKTa
Poccuiickoii @enepanuu HapsAy ¢ peleNTaMH Ha JIEKapCTBEHHBIE IMpernapaThl, OpOpMIIEHHBIMU Ha
OyMaXHOM HOCHUTENe, PEIENTOB Ha JIEKApCTBEHHBIC Npenaparbl, CHOPMUPOBAHHBIX B (opme
3JIEKTPOHHBIX JTOKYMEHTOB.

<5> CobOpanue 3akoHomatenbcTBa Poccniickoit @eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpu BbIIMCKE DAUMEHTa M3 MEIWLHUHCKOM OpraHu3alih, B KOTOPOM €My OKa3blBaJlach
MEJMIMHCKAsT NOMOIIb B CTAal[MOHAPHBIX YCIOBUSX, MNPU HEOOXOIMMOCTU MPOJOJDKEHUS IpHeMa
JICKapCTBEHHOTO Tpernapara B aMOYIAaTOPHBIX YCIOBUSX [AaHHOMY MAlMEHTY [0 PEIICHUIO
PYKOBOIUTENST MEAMIMHCKOW OpraHM3aldd Ha3HAdaloTcs ¢ odopmieHuneM peuenta B ¢opme
JJIEKTPOHHOTO JOKYMEHTa M (Miu) Ha OyMa)XHOM HOCHUTelle (32 HCKIIOUYeHHEeM O(OpMIICHUS
pPEeLEenToB Ha JIEKApCTBEHHBIE MpenapaThl, MoJIeXkaliue OTIyCcKy O0eCIUIaTHO WIN CO CKMJKOM) 1100
BbIIaIOTCS (MAIIMEHTY WK €ro 3aKOHHOMY IPECTaBUTEI0) OJTHOBPEMEHHO C BBIITUCKOMN U3 UCTOPHUH
00JIe3HM JIEKapCTBEHHBIE IIpernaparbl, B TOM YHUCJIE€ HApKOTUYECKUE M  ICUXOTPOIIHBIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnucku |l u |l mepeuns HapkoTHYecKuX CpeacCTB,
IICUXOTPOIIHBIX BEIIECTB U MX MPEKYpPCOPOB, MOJUIEKAMUX KOHTpoto B Poccuiickonn denepanumy,
yrBepxkaeHHoro IlpaBurensctBom Poccuiickoit ®enepaunu <6> (manee - Ilepeuens),
CUJIbHOJICVCTBYIOIIME JIEKAPCTBEHHBIE ITpEnaparsl, Ha CPOK MPHUEMA ITALIMEHTOM 10 5 JHEH.

<6> Ilynkr 2 crateu 2 @enepanproro 3akona N 3-O3 (Cobpanue 3akoHOIATEbCTBA Poccuiickoit
Oeneparun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpeNaparoB IMpU OKA3aHUM MEIUIMHCKON TMOMOIIM B
CTAIlMOHAPHBIX YCIIOBUSIX MOJKET OCYIIECTBIATHCS IMOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIseMbIX B AaNTEYHbIE OpraHU3alUM, SBJBIIOLIAECS  CTPYKTYPHBIMHU
MOApa3IeICHUSIMA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IyHKT 54 crathu 4 denepanbHOro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obparnieHum
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoAarenbeTBa Poccuiickoit deneparnuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3HaueHue JEKapCTBEHHBIX IPENapaToB OCYILECTBISAETCS MEAWIUHCKUM DPAOOTHUKOM II0
MEXIYHAPOJAHOMY HEIIATEHTOBAHHOMY HaWUMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIMPOBOYHOMY
WM XUMHUYECKOMY HAaMMEHOBAaHHUIO. B cilydae OTCYTCTBHMS MEXKIyHApOJHOIO HENATEHTOBAHHOIO
HAaVMEHOBAHMS U IPYNIIMPOBOYHOIO MJIM XMMHUYECKOI0 HAMMEHOBAHMS JIEKAPCTBEHHOTO Ipernapara
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JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs MEIUITMHCKAM PaOOTHUKOM IO TOPrOBOMY HAaUMEHOBAHHMIO.
[Ipy HaMMYUM MEAMIMHCKUX IOKa3aHUM (MHIMBUIYyaJdbHasi HENEPEHOCHUMOCTb, MO KXHU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIISCTCS
Ha3HayeHHe U oopmileHne Ha3HAYEHUS JIEKApCTBEHHBIX MPENapaToB, HE BXOASIIUX B CTAaHAAPTHI
MEMIIMHCKON MOMOIIH, pa3paboTaHHBIC B COOTBETCTBUU C IMMYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-O3 <9>, wnm HE NTPEAYCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYCCKOM
pexkoMeHmanued, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PemieHue BpadyeOHOW KOMHUCCHH
MEAMIMHCKONW OpraHu3alui PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAllUU MAlUeHTa U B XKypHale
BpaueOHOI KOMHCCHH.

<8> Ilpuka3z MuHUCTEpCTBA 3/IPaBOOXPAaHEHUS U COLManbHOro pa3Butus Poccuiickoit denepanuun
or 5 Mag 2012 r. N 5021 "OO yTBEpKICHUM TOPSAKA CO3JAHUS U JEATEILHOCTH BpadeOHOM
KOMHUCCHHM MEIUIMHCKON opranu3zauuu” (3apeructpupoBad MuHuctepcTBoM toctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 r., peructpannonubiii N 24516) ¢ u3MEeHEHUSIMH, BHECEHHBIMHU MPUKA30M
MunucteperBa 31paBooxpaHeHust Poccuiickoit ®enepauun ot 2 aexkabps 2013 r. N 886nH
(3apeructpupoBan  MuHHCTEpcTBOM tocTHMU Poccuiickoit ®eneparuu 23 nekabps 2013 1.,
perucrpamonnsiii N 30714).

<9> Cobpanue 3axkoHonarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724.

Ecnin mnpu oxazaHuM MalMEHTy MEAUIMHCKOW TIOMOIIM B MEIUIMHCKOW OpraHU3alid B
CTAIlMOHAPHBIX YCJIOBUSIX IO PEIICHUI0 BpaueOHON KOMHCCHM OCYIIECTBIISIIOTCS HA3HAYCHHE U
MPUMEHEHHE JIEKAPCTBEHHOTO TIpernapara ¢ KOHKPETHBIM TOPrOBbIM HAMMEHOBAaHUEM, TO MpPHU
OKa3aHUU JaHHOMY MAaLMEHTY MEIUUMHCKOM MOMOUIM B HMHOM MEIMUMHCKOM OpraHu3alud B
CTAIIMOHAPHBIX YCJIOBHSIX, a TAK)XEC B aMOYJATOPHBIX YCIOBHUSX OCYIICCTBISICTCS HAa3HAYCHHUE eMY
JIEKApCTBEHHOIO Mpernapara ¢ TEM K€ TOPrOBbIM HauMeHOBaHueM <10>.

<10> Ilynkr 2 nocraHosneHus [IpaBurenscrtBa Poccuiickoit @enepannu ot 30.06.2020 N 965 "O
BHeceHMU u3MeHeHu B [IpaBuna dopmupoBaHHs mepedHsl JEKapCTBEHHBIX CPENCTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBUM C UX TOPrOBBIMM HAaWMEHOBAHUSAMH, U O NPUMEHEHHUH
JIEKapCTBEHHBIX IMpernapartoB C KOHKPETHbIMH TOProBeiMM HauMmeHoBaHusMHu" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepamuu, 2020, N 28, ct. 4422).

6. HazHaueHue JI€eKapCTBEHHOrO Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WIM PELENnTe B
(dopMe FIEKTPOHHOTO JOKyMEHTa O(OopMIISIeTCs Ha MMs MalMeHTa, JJI KOTOPOro IpelHa3HaueH
JIEKapCTBEHHBIN ITpenapar.

Penient Ha OymakHOM Hocutene, odpopMiIeHHBIH Ha penentypHoM Omanke Gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepKIEHHBIX HACTOSIIMM IPHUKA30M, MOXET OBITh
MOJy4YeH MAalMeHTOM, €r0 3aKOHHBIM IMpEACTaBUTENEM MU JHMIIOM, UMEIOUUM OQOPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJIATEIbCTBOM Poccuiickoii Penepanivl TOBEPEHHOCTh OT
nalyeHTa Ha MPaBo MOJyYeHHs TAKOTo pelenTa (Jajgee - yHoJIHOMOUYSHHOE JIUIIO).

[IpencraBieHne TOBEPEHHOCTH HE TpeOyeTcs B cliydae IMONYYSHHs PElenTa Ha JIeKapCTBEHHBIN
mpenapar Uil MHKypaOenbHOro OOJBHOrO Ha 3aBEpLIAONIEM J3Tale €ro JKU3HU JIMIOM,
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OCYIIECTBIISIIOLINM YXOJl 32 TaKUM HHKYpaOelIbHbIM OONBHBIM. B TakoM ciyuyae MeIUIIMHCKHUN
paOOTHUK BBIAET JIMIY, OCYLIECTBISIONIEMY YXOJA 3a HMHKYpaOeIbHbIM OOJIbHBIM, JOKYMEHT,
HOATBEPKAAIOINI HHKYPaOeIbHOE COCTOSIHUE OOJIBHOTO, COIEPKALIUN CBEACHUS O JIUIE, KOTOPOE
Oyzer mosyyaTh JIEKAPCTBEHHBIE IIpenaparsl 1Mo peuenty (pamuius, uMs, OT4ecTBO (MOCIeqHee -
IIPU HAJIM4YUM), BUJ, cepusl U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIErO JINYHOCTD), 3aBEPEHHBIN
HOJNKMCHI0O U MEeYaThlO JAHHOTO MEAMLMHCKOrOo pAabOTHUKA, a TaKXKe I€4aThbl0 MEAULUHCKON
OpraHu3alUHu.

JIOKyMEHT, TMOATBEPNIAIINNA HWHKYpaOeIbHOE COCTOSHHUE OOJILHOTO, OCTAaeTCsS B AaNTEYHOU
OpraHH3aIiH.

Peuenit B hopMe IIEKTPOHHOTO JOKYMEHTa (OPMUPYETCS C MCIOJIB30BAHUEM TOCYAAPCTBEHHOM
nH(pOpMaIMOHHOW cHUCTeMBl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEAUIIMHCKONW WH(MOPMAIIMOHHON CUCTEMBI MEIUIIMHCKOM opranu3zanuu <11>.

<11> Crareu 91 u 91.1 ®enepanpuHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOIATEILCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5141).

@akT BbIAYM pELENTa Ha JIEKAPCTBEHHBIM Ipenapar 3aKkOHHOMY IPEACTABUTENI0 WM
YIOJIHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEJUIIMHCKOMN TOKYMEHTALMH MTalUeHTA.

7. MemunHCKUM pabOTHUKAM 3ampeniaercs oGopMIIATh PElenThl MPH OTCYTCTBHH Yy TAIIMCHTA
MEIULMHCKUX TOKa3aHWW; Ha HE3aperuCTPUPOBAHHBIC JIEKAPCTBEHHbIE Ipenaparsl <12>; Ha
JIEKapCTBEHHBIE TMpenapaTbl, KOTOPbIE B COOTBETCTBUM C HWHCTPYKIMEH 10 MEAUUUHCKOMY
MPUMEHEHUIO TIPEIHAa3HAuYEHbl JUIsi NPUMEHEHHUs TOJbKO B MEIMULIMHCKUX OpraHu3alMsaX; Ha
HApKOTUYECKHE CPEACTBA M IICUXOTPOIIHBIE BEUIECTBa, BHECeHHble B cnucok Il Ilepeuns,
3apETUCTPUPOBAHHBIEC B KAYECTBE JIEKAPCTBEHHBIX MPENapaToB, B LEIAX MPUMEHEHUS IS JICYEHUS
HAapKOMAaHUH.

<12> Pemenue Cosera EBpazuiickoii s3xoHOMUYecKON Komuccuu oT 3 HosiOps 2016 r. N 78 "O
[TpaBuiax perucTpalu U SKCHEPTH3bI JEKAPCTBEHHBIX CPEACTB AJIS METUIIMHCKOIO MPUMEHEHUs"
(opunmaneHelil caiit EBpa3suiickoro skoHomudeckoro coro3a http://www.eaeunion.org/, 21 HosOpst
2016 r.). Cratbsa 13 ®enepanbHoro 3akoHa N 61-d3 (CoOpanue 3akoHonatenscTBa Poccuiickoit
Oenepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WHauBUyalbHBIM — OPEANPUHUMATENSAM,  OCYIIECTBISIONIMM  MEAMLUHCKYIO  JEATeNbHOCTb,
JIONOJTHUTENHO K TPeOOBaHMSM, yKa3aHHBIM B a03ale IMepBOM HACTOSIIETO ITyHKTA, 3alpeniaeTcs
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
crcku Il u 1l Tepeunst (manee - HapKOTHYECKHE M IICUXOTPOITHBIEC JIEKAPCTBEHHBIC TpenapaThl
criucko Il u 111 Tlepeuns).

8. Ilpn Ha3HauYeHWM HApPKOTMYECKUX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX MpernapaTtoB coucka Il
Ilepeunst, 3a HCKIIOYEHHMEM JIEKAPCTBEHHBIX IIpENapaToB B  BHUJIE TPaHCIACPMAJIBHBIX
TE€pPaNEeBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENApaToOB, COAEPKAIIUX HAPKOTHYECKOE CPENICTBO B
COYETaHUH C AHTAarOHUCTOM OIMOUJHBIX PELENTOPOB, pELenTsl Ha OyMa)XHOM HOCHTENe
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odopmistoTest Ha perentypHoM 6manke Gopmbr N 107/y-HII.
9. Peuentypusiii 6mank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHUH:

1) HapKOTHMYECKHMX M ICHUXOTPONHBIX JIEKapCTBEHHbIX MNpenaparoB cnucka Il [lepeuns B Buze
TPAHCACPMAJIBHBIX TEPAIIEBTUYECKUX CHUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaToB CIUCKA
Il Tlepeuns, comepkaliMx HApKOTHYECKOE CPEACTBO B COYETAaHUU C AHTArOHMCTOM OIMOMIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX ITpenaparos cnucka Il [epeyns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPEMApaTOB, COJIEPKAIINX:

a) KOJIEWH WJIM ero COJH (B MepecueTe Ha YUCTOE BEUIeCTBO) B KoauuecTBe 10 20 MI' BKIIOUUTEIHHO
(a1 mo3y TBepaoil TekapcTBeHHOM (opMbl) WK B KoimuecTtBe 10 200 mr BriIrounTenbHo (Ha 100
M1 wn 100 T 5KuIKOH JIeKapCTBEHHON (DOPMBI JJIsl BHYTPEHHETO MPUMEHEHHS );

0) nceBnoddeapruHa THAPOXIIOPH] B KOJIHYECTBE, peBbiatoieM 30 Mr, u 10 60 MI BKITIOUHTEIEHO
(Ha 1 no3y TBepIOii JeKapCTBEHHOM (OPMEI);

B) niceBA0d(GeprHa THAPOXJIOPHU]L B KOJTMYECTBE, peBbiiiaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYCTAHUU C JICKCTPOMETOP(PAHOM THAPOOPOMHUIIOM B KOJIMYECTBE, MpeBbimatonem 10 mr, u 10
30 Mr BKIIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOUM (OpMBI);

) gekcTpoMeropdana ruapoopomus B kosmdectse 10 200 mr BrimountensHo (Ha 100 vt wm 100 ¢
YKUJIKON JIEKapCTBEHHOM (OPMBI JJ1si BHYTPEHHETO IPUMEHEHHS ),

1) adeapuHa THAPOXJIOPHT B KoJmdyecTBe, npesbimaronieM 100 mr, u 10 300 Mr BKIIOYHUTEIBHO (Ha
100 Mt mimm 100 T KuAKO# eKapCTBEHHOH (OPMBI TSl BHYTPEHHETO TPUMEHEHHS );

e) sbdenpura rHApOXJIOPUA B KoimmdectBe no0 S50 Mr BKIOYMTENbHO (HAa | mo3y TBepaou
JIEKapCTBEHHOU (POpMBI);

) (EHWINPONAaHOJIAaMUH B KOJMYECTBE 10 75 MI BKIOUMTENbHO (Ha 1 103y TBepaoi
nekapcTBeHHOH ¢opmbl) miu g0 300 mr BrmouutensHo (Ha 100 mim wmim 100 1 kuakoit
JIEKapCTBEHHOMN ()OPMBI JIsI BHYTPEHHETO IPUMEHEHHUS);

3) (enobapOuTam B KOMMYECTBE MO0 15 Mr BKIIOYUTEIBHO B COUYETAHUM C KOACHMHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT KolimdecTBa (Ha 1 103y TBEp/I0ii TeKapCTBEHHON (HOPMBI);

n) ¢denobapbutan B KomumyecTBe 10 20 Mr BKJIIOYUTEIBHO B COYETaHHUH C ddenpuHom
TUAPOXJIOPUIOM HE3aBUCUMO OT KonudecTBa (Ha 1 103y TBep/10ii JeKapcTBEHHON (OPMBI);

K) XJIOpAUa3enoKCua B KOJU4ecTBe, npeBbimaromeM 10 mr, 1 10 20 Mr BKIIOYMTENbHO (Ha 1 103y
TBEP/IOH JIEKapCTBEHHOU (popMmbl);

3) JeKkapCTBEHHBIX MpenapaToB WHAMBHUIYAIbHOTO HM3TOTOBJIEHUS, COAEPKAIIUX HApKOTHUYECKOE
CPEeICTBO WM TIcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, u npyrue ¢apmaxkoIorudyecKue
AaKTHBHBIC BEILECTBA B J]03€, HE NPEBBIIAIONIEN BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBUU, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Mpenapar He SBJISETCS HApPKOTUYECKHM MM MCUXOTPOMHBIM
JIeKapCTBEHHBIM IIpenapaToM cnucka Il [Tepeuns;

4) nexapCTBEHHBIX IIPENaparoB, BKIIOYEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEICTB IJIA
MEAMIIMHCKOTO MPHUMEHEHHUs, TOJUIeKaAlINX MPeIMETHO-KOJIMYECTBEHHOMY YYery (Janee -
JIeKapCTBEHHbIE MpenapaThl, BKIOUYEeHHbIE B iepeueHb [IKY) <13>.
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<13> Hoamynkt 5.2.171(1) nynkra 5 nocranosienus [IpaButensctBa Poccuiickoit dexepaunu ot
19.06.2012 N 608 "O06 yrBepxaeHuu [lonoxxenus o MunucTepcTBe 3apaBooxpaneHus Poccuiickoi
Oeneparun (manee - [Monoxxenne o Munucrepcre) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penentypubiit 6mank Gopmer N 148-1/y-04(11) odopmiisercss mpu Ha3HAYCHUU JICKAPCTBEHHBIX
npenapaToB TpakIaHaM, UMEIOIIUM MPaBO Ha OECIUIaTHOE MOJTyYCHHE JICKAPCTBEHHBIX MPEnapaToB
WM TTOJTY9EHHUE JICKAPCTBEHHBIX MIPETapaToB CO CKUIKOM.

11. Peuenrtypusiii 6;1ank popmer N 107-1/y odopmitsieTcst mpu Ha3HAYCHUH:
1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTax 8§, 9 Hacrosmero [lopsaka;
2) KOMOMHHPOBAHHBIX JIECKAPCTBEHHBIX MIPENApaTOB, COICPKAIIMNX:

a) JproTaMMHa THAPOTapTpaT B KOJMYECTBE 1O 5 Mr BKIOUMTENbHO (Ha | 103y TBepaoit
JIEKapCTBEHHOU (POpMBI);

0) adenpuna ruapoxsopu B koaudectse 10 100 mr BrmouutensHo (Ha 100 M unu 100 r sxuakoit
JICKapCTBEHHOM (POPMBI [Isi BHYTPEHHETO IIPUMEHCHU );

B) TICEBIOd(eapruHa TUAPOXJIOPH] B KOJIMYECTBE, He mpeBbimatonieM 30 mr (Ha 1 mo3y TBepuoi
JIEKapCTBEHHOM (pOpMBI);

r) mnceBaod(denprHa THUAPOXJIOPUA B KOJMYECTBE, HE MpeBbimaronieM 30 Mr, B COYETAaHUU C
JIeKcTpoMeTophaHoM THUAPOOPOMHUIOM B KOJHYECTBE, mpeBbimaromeM 10 mr, m go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOUN QOpMBI);

n) JexcTtpomeropdaHa TUApoOpoMHUA B KojauuecTBe, mnpesbimaromem 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHON (OpPMBI);

e) (¢eHobapOuTan B kKonmyecTe, mpesbimatonieM 20 mr, 1 A0 50 Mr BkItouMTENbHO (Ha 1 1103y
TBEP/I0H JIEKapCTBEHHOU (popMmBbl);

k) (enobGapbutan B komumdecTBe 10 20 Mr BKIIOYHTEIBHO B COYETAaHMH C SPrOTaAMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJIH4YecTBa (Ha 1 103y TBepAOH JeKapCTBEHHOU GopMbl);

3) XJOpAMA3enoKcu] B koaudectse 10 10 Mr BiItounTenbHO (Ha 1 103y TBEpoil JeKapCTBEHHOM
bopmbl).

12. Ilpu Ha3HA4YeHUU JEKApCTBEHHOrO IpenapaTa MHIMBUAYaJbHOTO M3TOTOBJIEHHUS B pELENTe Ha
OymMaxxHoM HocuTene W (wim) peuente B (opMe 3JIEKTPOHHOTO JOKYMEHTAa HauMEHOBAHUS
JIEKapCTBEHHbIX CpEACTB (BelIecTB), BKIOYEHHbIX B mnepedeHb IIKY, ykaspiBatoTcs B Haudaie
periernTa, 3aTeM - BCE OCTAIbHBIE HHTPEIHCHTHI.

13. Ilpu Ha3HAueHUM JIEKAPCTBEHHOIO IIperapara B pelente Ha OyMaKHOM HOCUTeNe U (MIIH)
perente B (opMe 3JIEKTPOHHOTO JOKYMEHTA 3alpellaeTcsl MPEeBhIaTh KOJIMUYECTBO HAPKOTHUECKUX
CPEACTB MM TCHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMCAHO B OJHOM pELENTe,
ycraHoBieHHoe npuiokeHueM N 1 k HacTosmemy [lopsiiky, 3a HCKITIOUEHUEM CITydaeB, YKa3aHHbIX
B IIyHKTax 15 u 24 nacrosmero Iopsaka.

14. Ilpn Ha3HaYeHUM JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B nepedeHb [IKY, nosa xoropsix
MPEBBIIIAET BBICHIMI OJHOKPATHBIM MpUEM, MEIULMUHCKUA pabOTHUK 0003HAYaeT 03y 3TOro
JIEKapCTBEHHOTO IMperapara B pelente Ha OyMaXHOM HOCHUTENIE IPOIUCHI0 C IMPOCTaBICHUEM
BOCKJIMIIATEILHOTO 3HaKa U (WMJIM) IPOCTABIISIET BOCKJIMIATEIbHBIA 3HAK IpU 0POPMIIEHUH perenTa
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B (hopMe IIEKTPOHHOTO JJOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IIpENapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalUEHTaM, HY)KJAIOIUMCS B JUIMTECIBHOM JICUYEHUH, NEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHON MEIUIIMHCKON MOMOIIN MOXET OBITh YBEJIMYEHO C YYETOM KIMHHYECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 10 CPABHEHUIO C KOJMUYECTBOM HAapKOTHUYECKUX CPENICTB WU
MICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITh BBHINMHCAHO B OJHOM pELENTe, YCTAaHOBJICHHBIM
npunoxenueM N 1 k Hactosmemy [lopsaaky.

B cnyuasix, mpenycMOTpEeHHBIX a03alieM MEepBBIM HACTOSIIETO MMYHKTA, HAa pPelenTax Ha OyMaKHOM
HOCUTEJICE TpOM3BOAUTCS Haanuch "[lo cnenuasbHOMY Ha3HAYEHUIO", OTIEIBHO 3aBEpEHHas
MOJMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA U TIEYaThI0 MEAMIIMHCKOW opranmu3anuu "J{is penenToB", Ha
perentax B (opMe AIEKTPOHHOIO JOKyMEeHTa mpousBoautcss ortmeTrka '"[lo cmenuanbHOMY
Ha3HAuYeHUIO" C TPOCTABICHHWEM YCHUJICHHOH KBaJU(HUIMPOBAHHOW 3JEKTPOHHOW TMOIMHUCH
MEAMIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOIO TIpernapara, JieKapcTBeHHas ¢opma U oOpalieHue MEAUIIMHCKOTO
pabotHuka K (apManeBTHYECKOMY paOOTHHUKY 00 OTIYCKE JIEKapCTBEHHOIO IIpernapara Ha
OyMaxHOM HocuTele 0(OPMIISIFOTCS Ha JIATUHCKOM HJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJekKe, 3a
UCKJTIOUeHHEeM O(OpMIICHHUSI perenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISIEMOTrO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHnN perenTypHBIX OJaHKOB JOMYCKACTCSI UCTIOIB30BAHUE COKPALICHUH (IIPUIIOKCHHE
N 2 k Hacrosmemy [lopsaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIliapaTra HC JOOIIYCKACTCA COKpallCHUC HaMEHOBaHUM
HHI'PCAUCHTOB, COCTABJIAIOIINX JIeKapCTBeHHI)IfI npemnapar, HE IO3BOJAONHNX YCTAHOBUTD, KaKou
HUMCHHO HeKapCTBeHHBIﬁ nperapar Ha3Ha4CH.

17. Criocob6 mpuMeHEeHuUs JeKapCTBEHHOI'O IpernapaTra 0003HauyaeTcsl ¢ yKa3aHWEM IyTHU BBEICHUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €r0 JUINTEHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTpeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (10 eJbl, BO BpeMs €/Ibl, ITOCIIE ebl).

18. Ilpu HEOOXOAMMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B T€UEHHUE JBYX pabouyux JHEH) OTIyCcKa
JICKapCTBEHHOTO TIperapaTa TalMeHTy B BEPXHEH dYacTh perenta Ha OyMaKHOM HOCHTENE
NPOCTAaBIAIOTCS 0003HaueHus "Cit0" (cpouno) wmm "statim" (HememTeHHO). AHATIOTHYHBIC
0003HaYCHHSI IPOCTABIISIOTCS B BUJIC OTMETOK IpH odopmiieHuu perenta B GopMe dIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOIO JIEKAPCTBEHHOTO Mpenapara B pelenTe Ha OyMaXHOM
HOCHUTENIe WU perente B popMe JIEKTPOHHOIO JOKYMEHTa KOJUYECTBO JEHCTBYIOIIUX BEIIECTB
YKa3bIBAa€TCSl B COOTBETCTBUM C MHCTPYKIMEW MO MEIUIIMHCKOMY HMPUMEHEHHIO JIEKApCTBEHHOTO
npenapara. [lonycTuMo yka3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX IPENApaToB CUCTEMHOIO AEHCTBUS
(17151 pe30pOTHUBHOIO MpHEMa) B TBEP/ABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabJIeTKH, TOPOLIKH,
KaricyJsbl) Kak cojiepyKaHue OJJHOTO WJIM HECKOJIBKHUX JeHCTBYIOIIUX BEIIECTB B €AMHUIIAX MAcCChI (B
rpaMMax, Muwuurpammax). Jlomyctumo yKasblBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IperapaToB
CHCTEMHOI0 JeHCTBHs (s pe30pOTUBHOIO NMPUMEHEHHUsS) B JKUAKHX JIEKapCTBEHHBIX (hopmax
(HampuMep, PacTBOPbHI, CYCHEH3MM) KaK COAEpXaHHE OIHOI0 WM HECKOJIbKHUX JEeHCTBYIOIIMX
BEIIECTB B EJUMHMIIAX MacChl Ha E€AMHUIly oObeMa (HalmpuMep, MUJLTUTPaMM/MUUTHINATD) C
yKazaHueM 00111ero oobema JIeKapCTBEHHOUN (POPMEI.

[Tpu odopmiieHnn Ha3Ha4YeHMs JIEKAPCTBEHHOTO TMpernapara WHIWBUIAYaJbHOTO H3TOTOBIIEHUS B



periennite Ha OyMa)KHOM HOCUTENE WM perente B GopMe IIEKTPOHHOTO JOKYMEHTa KOJIHYECTBO
TBEPJBIX W CHIMY4YUX (papmareBTHUECKUX cyOcTaHIMid ykaswiBaeTcs B rpammax (0,001; 0,5; 1,0),
KHUAKHUX - B MUWUIMIIUTPAX, rpaMMax 1 Karuiax.

20. PenenTsl Ha OyMa)XHOM HocHTele, B (OpMe JIIEKTPOHHOTO JTOKYMEHTa, O(opMIIEHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 um mpemHasHaueHHBIE I OTIYCKa JIEKAPCTBEHHBIX
npenaparoB, NPEeIyCMOTPEHHBIX moanyHktamMmu 1 - 3 mnyHkra 9 Hacrosmero [lopsika,
JIEHCTBUTEIILHBI B TeUeHHE 15 mHEH co aHsS opopMIiIeHHS.

21. PeuenTtsl Ha OyMa)XHOM HOCHTENE, B (hOpMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
peuentypaoM Oianke ¢opmbl N 148-1/y-04(;1) m nmpenHa3zHayeHHBIC I OTITYCKA JIEKAPCTBEHHBIX
npenapaToB rpaxkaaHaM, ykazaHHbIM B myHKTe 10 Hactosmero [lopsaka, 1eiiCTBUTENbHBI B TEUCHUE
30 gueii co aHA odopMIICHHS, 32 UCKIIOYEHUEM CiIy4aeB O(pOpMIIEHHUS pelienTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hactosiiero [lopsinka, mpu KOTOpBIX OH AEMCTBUTEIEH B TeueHUE 15 nHEH co
THST 0(OPMIICHHUS.

22. Penentsl Ha OyMa)XHOM HocHTele, B (opMe 3IIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(1) u nmpenHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB TpaKIaHaMm, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, HHBAIWIAM TEpPBOM TPYIIIIHI,
JIeTSAM-WHBAJIMJAM, a TakkKe TpaxiaaHaMm, CTPAJaroldM XPOHUYECKUMHU 3a00JICBaHUSIMU,
TpeOyIOIMMH JJIMTEIBHOTO KYpPCOBOTO JI€UeHHMsI, JACUCTBUTENbHBI B TeueHue 90 mHeil co aHA
odopmIIeHHUs, 32 UCKIIFOYCHHEM CITy4aeB, yKa3aHHbIX B MyHKTax 38 u 39 nacrosimiero [lopsiaka, mpu
KOTOPBIX OH JICMCTBUTENICH B TeUeHHe 15 qHei co aHS odopMIIeHHS.

Jnst nedeHust XpOHUYECKMX 3a00JIEBaHMM YyKa3aHHBIM KaTErOpUsAM TpaxaaH JEKapCTBEHHBIE
npernapatsl ¢ OGOPMJICHHEM pELEeNnTOB Ha OyMaXHOM HOCHTENIE WU peuentoB B (opme
AJIEKTPOHHOTO JOKYMEHTA MOTYT Ha3Ha4yaThCsl Ha Kypc JieueHus 10 180 muei.

23. PenenTsl Ha OyMa)XHOM HOCHTENE, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
peuentypHoMm Onanke c¢opmbel N 107-1/y um mpenHasHaueHHblE A OTHYCKa JIEKapCTBEHHBIX
IpenapaToB, IpeIycMOTpPEeHHbIX MyHKTOM 11 Hacrosimero [lopsnka, nelictBurenbHbl B TeueHue 60
JTHEH co AHS 0POPMIICHHUS.

HpI/I HAa3HA4YCHHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIaparoB W JICKAPCTBCHHBLIX IIPECIIapaToB
WH/MBUYaJIbHOTO M3TOTOBJCHUS MalMeHTaM ¢ 3a00JIeBaHUAMM, TPEOYIOIUMH JITUTEIHLHOTO
KypCOBOTO JieueHHs, ¢ opopmiieHHeM Ha penentypHom Omanke ¢opmer N 107-1/y penenta Ha
OyMa)kHOM HOCHTEJEe HJIM B (pOpMEe 3JIEKTPOHHOI'O JOKYMEHTa YCTaHABJIMBAETCS CPOK JeHCTBUSA
perenra B peienax 10 OJAHOro roja.

B cnydae ycraHOBIEHMsA Cpoka JAEHCTBHS pelenrta B IpeAenaax A0 OJHOTO TOoAa B peELENTe
npou3BoauTcs Haanuck: "llo crnenuanbHOMY Ha3HauyeHUI0", 0003HAYaeTCsl CPOK JeMCTBUS perenta
U TepUOJWYHOCTh OTIYCKA JIEKAPCTBEHHBIX IpPENaparoB U3 anTe4yHOM OpraHu3aluy WiId
UH/IMBUIYAJIIbHBIM  [pEIIpUHUMATE]IEeM, HUMEIOIUM  JIMLIEH3UI0 Ha  (apMaleBTUYECKYIO
JEeSTeNIbHOCTD <14> (e)KeHeAeNbHO, eKEMECSYHO U UHbIE MTEePHO/Ibl). JIOTOIHUTENBHO 3TO YKa3aHHe
3aBepsieTcs MOAMMCHI0O MEIUIIMHCKOIO pabOTHHMKA, a TaKXKe NMeyaTblo MEIUIIMHCKOM OpraHu3aIliu
"Ilna peuentoB" (s peuenta Ha OyMa)KHOM HOCHUTEINE) WM YCHJIEHHOW KBaM(UIIMPOBAHHOMN
AJIEKTPOHHOM TOANUCHI0 MEIUIIMHCKOrO pabOTHHKAa U JIUIA, YINOJHOMOUYEHHOIO 3aBEpATh
JOKYMEHThl OT HWMEHM MEIUIMHCKOW opraHuzanuu (anas penenta B (QopMe 3JIEKTPOHHOTO
JIOKYMEHTA).




<14> Ilynkr 47 yactu 1 crateu 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OTACIBHBIX BHAOB JesTenbHOCTH" (manmee - denmepanbHbiii 3akoH N 99-03)
(Cobpanue 3akonomatenbctBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. Peuentsl Ha JIEKapCTBEHHBIE IIpenapaThl, BKIIOYEHHble B nepedeHb [IKY, mna nedenus
NALMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUAMU MOTYT O(hOPMIISITBCS Ha Kypc jiedeHus 10 60 nHeil.

B cnyuae, xorma kypc nedenusi cocraBisier Oonee 30 aHel, DONMOJHHUTENIBHO B peEIeNTax Ha
OyMaxHOM HocuTene npousBoAutcs Haamuch "Ilo cnenuanbHOMYy Ha3zHAyeHHIO", 3aBEpeHHas
MOJMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA U TIEYaThI0 MEAMIIMHCKON opranu3anuu "J[is perentos", Ha
perentax B (opMe AIEKTPOHHOIO JOKyMEeHTa mpousBoautcss ortmeTrka '"[lo cmenuanbHOMY
Ha3HAUYeHUIO" C TPOCTABICHUEM YCHJICHHOH KBATU(HUIMPOBAHHOW DSJIEKTPOHHON MOIIHMCH
MEAMIIMHCKOTO pPAa0OTHHKA U JIUMIA, YIOJIHOMOYEHHOTO 3aBepsATh JOKYMEHTbl OT HMEHHU
MEJIUIIMHCKOW OpraHu3aluu.

25. Pement Ha OyMaXHOM HocuTesne B (hOpMe DIIEKTPOHHOTO JOKYMEHTa, O(pOPMIICHHBIH C
HapyIIeHHEM YCTaHOBICHHBIX HacTosmuM [lopsiikoM TpeOoBaHMiA, CUUTAaETCS HECHCTBUTEIBHBIM.

Il. HazHa4veHne JieKapCTBEHHBIX NPENAPATOB NPU OKA3AHUUN
MeIUIUHCKOM MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

26. HpI/I OKa3aHUU IMAlIUCHTY MGI[I/IIII/IHCKOﬁ ImoMomHr B CTAallMOHAPHBIX YCJIOBUAX HA3HAYCHHC
JICKAPCTBCHHLIX IIPCIIapaTOB ITPOU3BOJUTCA 0e3 0(1)OpMJ'IeHI/I$I peuciTa MCAUINHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIFOUCHHUEM CJIYYAaCB, YKa3aHHbIX B ITYHKTC 27 HaCTOAIICTO Hops[mca.

27. CornacoBaHM€ HAa3HAYCHMs JIEKAPCTBEHHBIX IPENapaTroB C 3aBEAYIOLIUM OTICICHUEM WU
OTBETCTBEHHBIM JIS)KYPHBIM BpadyoM JIMOO APYTUM JIMIIOM, YITOJHOMOUYEHHBIM MPUKA30M TJIaBHOTO
Bpaua MEIMLMHCKONW OpraHu3aluy, a Takke, [pU HaJIUuud, C BpauoM - KIMHUYECKUM
(dapMakos0roM HEOOXOIUMO B CITydasix:

1) 0IHOBpEMEHHOT0 Ha3HAUYEHUs MATH U 00Jiee JIEKApCTBEHHBIX MPENapaToB OJJHOMY HalUEHTY;

2) Ha3HAYEHHUS JIEKAPCTBEHHBIX MPENaparoB, HE BXOAIINX B NEPEUEHb KU3ZHEHHO HEOOXOIUMBIX U
Ba)XHEHIINX JIEKApPCTBEHHBIX MpenaparoB <15>, npyu HETUNMYHOM T€YEHHUHU 3a00JIeBaHUs, HATMYUN
OCJIO’)KHEHUN OCHOBHOI'O 3a00jeBaHUs W (WMJIM) CONMYTCTBYIOLIMX 3a00JieBaHUM, NMPH Ha3HAYEHUU
JIeKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKUUSAM IO WX NPUMEHEHUIO NPUBOJAT K CHIKEHHIO 3()(EeKTUBHOCTH U 0€30MacHOCTU
(bapmakoTepanuu 1 (WIn) O30T NOTEHIIMATIBHYIO ONTACHOCTD JUIs KU3HH U 37I0POBbs NAIIUEHTA.

<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-d3 (CobpaHme 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cllydasXx Ha3HaYeHHUE JICKAPCTBEHHBIX IMpernapaToB (UKCUPYETCS B MEIUIIMHCKOMN
JOKYMEHTAIlMU TAIMEHTa W 3aBepseTcs] MOJMUCHI0 METUIIMHCKOTO PAaOOTHHMKA M 3aBEIYIOIIETO
oTJielIeHneM (OTBETCTBEHHOTO JIEKYPHOTO Bpaya Wi JIPYroro yrnoJIHOMOYEHHOTO JIULA).
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28. MenuuuHCKUM paOOTHUK MEIUIIMHCKOW OpraHu3alMu (€€ CTPYKTYpHOTO MOJpa3/esIeHus),
pAcIIOIOKEHHOM B CEIbCKOM HACEJIEHHOM IIYHKTE, OCYILIECTBISET HAa3HAYCHHME JICKApCTBEHHBIX
IIPENapaToB B cilyyasiX, yKa3aHHbIX B IyHKTax 27 u 29 Hacrosuero [lopsaka, eAMHONNYHO.

29. Tlo pemeHuio BpauyeOHONH KOMHCCHUU TAIMEHTAM MPH OKAa3aHUW MM MEIUITMHCKOW MOMOIIHN B
CTAllMOHAPHBIX YCIOBUSIX HAa3HAYAIOTCS JICKAPCTBEHHBIC IMPENaparhbl, He BKJIIOYCHHBIC B TIEpEUYCHb
JKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae UX 3aMEHBI U3-3a
WH/IMBUYAJIbHOW HENIEPEHOCUMOCTH, 110 KHU3HCHHBIM MTOKA3aHHSIM.

Pemenue BpaueOHON KOMHCCUU (PUKCHPYETCS] B METUIIMHCKOM IOKyMEHTAIlMU NAllMeHTa U )KypHae
BpaueOHOW KOMHCCHUHU.

30. B cmydasx oOcienoBaHMsl U JIEYEHHs TIpaKAaHUHA B CTAllMOHAPHBIX YCJIOBUSX B pPaMKax
IIPEAOCTABICHNs MEAULMHCKUX YCIYl Ha BO3ME3JHOW OCHOBE 3a CUET JIMYHBIX CPEACTB I'PAXKIAH,
CPEICTB IOPUIMYECKUX JIML U UHBIX CPEICTB HAa OCHOBAHWM [OTrOBOpPAa, B TOM YHUCJIEC JOTrOBOpa
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHs <16>, eMy MOT'YT OBbITh Ha3HA4YCHbI JEKAPCTBEHHBIC
npenaparbl, He BXOASIIME B IepeueHb XM3HEHHO HEOOXOJUMBIX U BAXKHEHWIIMX JIEKApPCTBEHHBIX
[IPENapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMU ITOKa3aHUSIMH.

<16> IlocranoBnenue [IpaBurenscrBa Poccuiickoit denepannu ot 4 oktsadps 2012 r. N 1006 "O6
yrBepxaeHnn [IpaBui mpenocraBieHuss MEIUIMHCKUMU OPTaHM3ALUSAMU TUIATHBIX MEIMLIUHCKUX
yeayr" (Cobpanue 3akonoaatenbctBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

I11. HaznaueHue JieKAPCTBEHHBIX NMPENapaToB NPH OKA3aHUH
NEePBUYHON MeIUKO-CAHUTAPHOU NMOMOIIU, CKOPO MeIUIMHCKON
MOMOIIY U NAJJIMATUBHON MeTUUUHCKON MOMOIUU

31. Ilpm oka3aHuM NEPBUYHOW MEAMKO-CAHUTAPHOM IIOMOIIM W NAJIMATUBHONW MEAMIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIIOBUSIX Ha3HAu€HUE JIEKapCTBEHHBIX IPENapaToB OCYLIECTBIISETCA
MEIUIUHCKUM paOOTHUKOM B CIIydasX TUIIMYHOTO TEYEHHUs 3a00JIeBaHUs MallMEHTa UCXOIs M3
TSKECTH U XapakTepa 3a00JIeBaHHUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpENapaToB MO PEIIEHHI0 BpaueOHOW KOMHUCCHUU TPU OKa3aHUU
MEPBUYHON MEIUKO-CAaHUTAPHOU MOMOIIH, TAJNIMATUBHOW MEIUIIMHCKON MTOMOTIN B aMOyJIaTOPHBIX
YCIOBUSAX IPOU3BOAUTCA B CIIyYasx:

1) OOTHOBPEMCHHOI'O HA3HAYUCHUA OJHOMY ITAalITUCHTY IATH U Oolee JICKAPCTBCHHBIX IPCIAapaToOB B
TCYCHHUEC OJHUX CYTOK WJIM CBBIIIC ACCATU HAaUMEHOBAHUI B TCUCHUE TpUuAuaTu I[Heﬁ;

2) Ha3HAuUeHMs JIEKApPCTBEHHBIX NpENnapaToB MpPHU HETHUIWYHOM TEYEHHUU 3a00JIeBaHUs, HAIUYUH
OCJIO’)KHEHUN OCHOBHOTO 3a00jeBaHMsS W (WMJIM) CONMYTCTBYIOLIUX 3a00JjieBaHUM, MpPH Ha3HAYEHUU
JIeKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHUSAM MO WX TPUMEHEHHUIO NPHUBOIAT K CHIDKEHHIO 3(PQPEKTUBHOCTH U OE30MaCHOCTH
JIe4eHHs MAIMeHTa U (MJIK) CO3/1al0T NOTEHIIMAIbHYIO OACHOCTD IS )KU3HU U 3710pPOBBS MMALMEHTA;

3) NEepBUYHOTO HAa3HAYECHMsI MALMEHTY HAPKOTHYECKMX U IICUXOTPONHBIX JIEKApCTBEHHBIX
npenapatoB crnuckoB Il u Il Ilepeuns (B ciiydae NpuHATUS PYKOBOJUTENIEM MEIUIIUHCKOM
OpraHu3allii peleHus O HEOOXOAWMOCTH COTJIacOBaHMS HAa3HAUYEHHUs TaKUX JIEKapCTBEHHBIX
IIpernapaToB ¢ BpaueOHONU KOMUCCHEN).
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33. IloBTOpHOE Ha3HAYEHHWE HAPKOTUYECKUX U IICUXOTPOIHBIX JICKAPCTBEHHBIX IpEnapaToB
cmckoB Il m Il Tlepeuns mpow3BOAMTCS METUIMHCKMM paOOTHUKOM CaMOCTOSITENBHO WIIH
€IMHOJIMYHO 0e3 ydacTHsi BpaueOHOM KOMHCCHU MAalMEHTaM C BBIPQKEHHBIM OOJIEBBIM CHHIPOMOM
1r000r0 TeHe3a, HapyIIEHHEM CHA, CyJOPOKHBIMH COCTOSIHUSIMH, TPEBOXXHBIMU PacCTpOMCTBaMHU,
($oOuAMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIUIMHCKON IIOMOIIM JIEKAPCTBEHHBIEC IIperapaTbhl HAa3HAYAKOTCS
MEIUIUHCKUM DPAOOTHUKOM BBIE3HOM Opurajsl CKOpPOH MOMOLIM, MEIULMHCKUM pPaOOTHHUKOM
MEIUIIUHCKON OpraHu3alyy MPH OKa3aHUHM MEIUIIMHCKON MMOMOIIM TpaKAaHaM MpH 3a00JIeBaHUsX,
HECUaCTHBIX CIydYasX, TpaBMaX, OTPABICHUAX MU JPYTrUX COCTOSHUSAX, TPEOYIOLIMX CPOYHOIO
MEJULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCTBEHHbIX MPENapaToB rPakIaHaM, MME UM
NMPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHbIX NMPEeNnapaToB Wid
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENapaToB cO CKUJAKOM, IPH 0KA3aAHUH

NMEePBUYHON MeITUKO-CAHUTAPHOM MOMOIIU

35. Ilpu oka3zaHuM TIEPBUYHOM MEIUKO-CAHUTAPHOM TIIOMOIIM HA3HAYEHUE MEAUIIUMHCKUM
pabOTHMKOM Ha OCHOBE KJIMHHYECKUX PEKOMEHJAMA U C yYEeTOM CTaHAApTOB MEIULIMHCKOMN
nomou <17> JeKapCTBEHHBIX MPENapaToB, OTIYCKAE€MbIX OECIJIaATHO WM CO CKUAKOM,
rpakaaHaM, UMEIOLIUM TPaBO Ha oOecreueHue JIeKapCTBEHHBIMH IMpenaparaMu 3a CYEeT CPE/ICTB
OIO/DKETHBIX aCCHUTHOBaHWHU (enepanpbHOro OropkeTa HW OIOHKETOB CyOBEKTOB Poccuiickoii
®enepanuu, ocymiecTBisercs Ha perentypHoM Ooianke N 148-1/y-04(x).

<17> Crarpa 37 ®enepanbHoro 3akoHa N 323-d3 (CobOpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmienun penenta Ha Onanke ¢opmelr N 148-1/y-04(;1) Ha OyMaKHOM HOCHUTENE
O(OPMIISIFOTCS JIBa SK3EMILISAPA, OJUH U3 KOTOPBIX OCTAETCS B allTEYHOW OpraHHW3aIlNH, BTOPOH - B
MEAUIIMHCKON JOKYMEHTAIMH MalllueHTa.

36. [lpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpemnapaThl rpakJaaHaM, UMEIONUM IMpaBO Ha OecriaTHOE
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WU MOJyUYE€HHUE JIEKAPCTBEHHBIX MPENApaTOB CO CKUAKOM,
TaK)Xe UMEIOT:

1) MmegumHCKHE paOOTHUKH, pabOTAIONINE B MEIUIIMHCKON OpPTaHU3aIliy M0 COBMECTUTEILCTBY (B
npeJienax CBOe KOMIIETEHIINHN);

2) MeAMIMHCKUE paOOTHUKU CTAl[MOHAPHBIX OPraHU3alUid COLMAJIBHOIO OOCIYXUBAaHUS MpU
HAJIMYUU JIMIEH3UM Ha OCYILECTBIECHUE MEAMIIMHCKON NEATENbHOCTH <18>, mpeaycmaTpuBaromen
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIMKO-CAHUTApHON MOMOINU B
aMOyNaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOMN MPUHAJIEKHOCTH);

<18> IIyHkT 46 yactu 1 ctareu 12 @enepanshoro 3akoHa N 99-d3 (CobpaHue 3aKOHOATETHCTBA


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
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Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MemuuMHCKHME PAOOTHUKM  MEAMIMHCKHUX  OpraHU3allMi, OKAa3bIBAIONIUX  TEPBUYHYIO
MENKO-CAHUTAPHYIO IIOMOIIb, IOABEAOMCTBEHHBIX (elepabHBIM OpraHaM HCTOTHUTEIbHOM
BJIACTH WJIM OpraHaM MCIOJHUTEIBLHOHN BiIacTH cyObeKkTOB Poccuiickoit denepanmu;

4) uWHOUBHUIyaJIbHBbIC MPEANPUHUMATEIN, OCYIIECTBISAIOMIME MEIUIMHCKYI0 JACSTEIbHOCTh U
BKJIFOYCHHBIC B PEECTP MEAMIIMHCKUX OpTraHMU3aIui, OCYIIECTBISIOMUX JEATEeILHOCTh B cdepe
00s13aTeIbHOTO MEAUIIUHCKOTO CTPaXOBaHUSI.

37. 1lpu Ha3HAUYEHUHU JIEKAPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, UMEIOIIMM IIpaBO Ha OecIiaTHOE
HOJIy4EeHHUE JIEKaPCTBEHHBIX MIPENapaToB WM MOJY4YEHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUIKOM,
B peLenTe YKa3bIBaeTCs HOMEp TeledoHa, MO KOTOpoMy paOOTHUK anTeyHOW OpraHM3aluu IpU
HEOOXOJUMOCTH MOXET COIVIacOBAaTh C MEIUIMHCKMM paOOTHUKOM 3aMEHy JIEKapCTBEHHOI'O
npenapara.

38. Ha3zHaueHHe HApKOTUYECKUX M TICHXOTPOIHBIX JIEKAPCTBEHHBIX mpernaparoB chucka Il [lepeuns
(32 WMCKJIIOYCHHEM JICKapPCTBEHHBIX IMPENapaToB B BHUIC TPAHCACPMATBHBIX TEPANICBTHYCCKHIX
CHCTEM, a TaK)Ke JICKAPCTBEHHBIX MPEIapaToB, COACPKAIINX HAPKOTHUECKOE CPEJCTBO B COUCTAHUU
C AHTaroHUCTOM OIHMOWJHBIX PEIENTOPOB) TpaXKAaHAM, HMCIOIIMM MpaBO Ha OecIuiaTHOE
MOJTyYCHHUE JIEKAPCTBEHHBIX MPENapaToB MM MOJYYCHHUs JIEKAPCTBEHHBIX MPEMAapaToB CO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoMm Onanke ¢opmer N 107/y-HII, k kKoTOpoMy IOTOTHUTEIHHO
odopmisiercs peuent Ha peuentypHom Omanke Gopmsr N 148-1/y-04(1) (B AByX dK3eMILIsApax mpu
oopmieHnn Ha OyMa)KHOM HOCHTEIE).

39. Ha3zHaueHne HapKOTUYECKUX U IICUXOTPOMHBIX JIEKapCTBEHHBIX NpenapaTos cnucka Il [lepeuns
B BUJIE TPaHCACPMAIbHBIX TEPANIEBTUUYECKUX CHUCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX IMPEnapaToB
coucka Il Ilepeuns, comepx)amux HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHHMCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHbIX npenaparoB coucka [II Ilepeuns,
JIEKapCTBEHHBIX IIpernaparoB, BKIOUYeHHbIX B nepedeHb [IKY, copepxamuxcs B moamyHkre 2
nyHkTa 11 Hacrosimero Ilopsaka, npenqHa3HaYeHHbIE Ul JIEYEHHS I'paX<J1aH, UMEIOIINX IIPAaBO Ha
OecryiaTHOE IMOJIy4E€HUE JIEKAPCTBEHHBIX MPENapaTroB WIM MOJIYYeHHE JIEKAPCTBEHHBIX IIPENapaToB
CO CKHUJIKOMW, ocyllecTBiseTcs Ha penentypHbix Omankax ¢gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMOJHUTEIHHO 0(OpMIIIETCS pelenT Ha perenTypHoM Onanke ¢opmbr N 148-1/y-04()
(B IBYX 3K3eMILISIpax NpH opopMIIEHMH HAa OyMa)KHOM HOCHUTEIIE).

Ipunooswcernue N 1

K Ilopsioxy Haznauenus
JIeKapCMBEeHHbIX NPenapamos,
VMBEPIHCOEHHOMY NPUKAZOM
Munucmepcmea 30pasooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KO/INMYECTBO HAPKOTUHYECKHUX CPEACTB UJIN
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IICUXOTPOIIHLIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OAHOM PEILEIITE

N /ot Mex1yHapoIHOE HETTaTEeHTOBAaHHOE dopma BbIITyCcKa U Konuuectso
HaNMEHOBAaHNUE HAPKOTUYECKOTO U JI03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npemnapara

1. bynpenopdun + Hanokcon TabneTku 60 TabeTok
cyonmurBanbHble 0,2 Mr|(ymakoBka, kpatHas N
+ 0,2 M 20)

2. bynpeHopdun PacTBOp 11 nHBEKLUH, 30 amiyn
0,3 mr/m 1 Mo (IImpuUI-TIOOUKOB)

3. bynpenopdun TpaHcaepManbHbII
[1aCTHIPb
35 MKr/49ac 20 mmacTeIpeit
52,5 MKT/4ac 10 mmacteipeit
70 MKT/9ac S TutacTeIpen

4. Mopdun PacTBOp 11 HHBEKLUH, 20 amITy
[pacTBOp IS (IImpHUI-TIOOUKOB)
[10/TKO’KHOTO BBEJICHHSI
10 mr/mi 1 M

0. Konenn + Mopdun + Hockanun + PacTBop 114 20 ammyn

[TanaBepun + Tebaun [MOJIKOYKHOTO BBE/ICHUS

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

6. Tpumenepunnx TabneTku 25 mr 50 TabneTok

7. TpumenepuanH PacTBop 11 nHbEKIUI 20 amIryin
10 mr/mit 1 M (IIpHUI-TIOOUKOB)
20 mr/mn 1 M

8. Mopdun Ta6nerku (karcynbl)  |180 TabneTox (karcy)
MpoJoHrHpoBaHHOrO |60 TabneTok (Karmcyn)
e cTBUS 40 TabneTok (Karcy)
10 mr 20 TabneTok (Karcyn)
30 mMr 20 TabneTok (Karcy)
60 mr
100 mr
200 mr

0. Mopdun TabneTku
S5 Mr 100 Tabnerok
10 mMr 100 Tabnerox

10. Mopdun Kannu s npuema 4 ¢uakoHa
BHYTpH 20 Mr/mi 20 M

11. Mopdun PactBop mi1 npuema




BHYTPH (MOHOO3BI)
2 MI/mi 5 M

6 MI/MJI 5 MIT

20 mr/ma 5 mi

100 ammyn /3
80 ammy /3
30 ammyon /3

12. OxcukonoH + Hamokcon TaOeTkn
[TPOJIOHTUPOBAHHOTO
ImercTBUA
5 Mr + 2,5 Mr 100 TabaeTox
10 mr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 Tabnerox
40 mr + 20 mMr 20 TabneTok
13. [TponmonmndenmmnTokcuyTHANIHNEepUIUH{[abneTku 3ameunsie 20 (S0 TabneTox
MT
14. DeHTaHuI [ InacTeipp
12,5 mxr/gac 20 macTeIpeit
25 MKr/4gac 20 ruacteipeit
50 MKr/4ac 10 mmacteipeit
75 MKr/49ac 10 mmacteipeit
100 mkr/4yac 10 mmacteipeit
15. DeHTaHuI Crnpeli Ha3aJIbHBIN

dnakon 50 MKr/m032a
2,0 M (10 mo3)

3,2 mut (20 mo3)

5,0 Mt (40 mo3)
dnakon 100 Mkr/mo3a
2,0 M (10 mo3)

3,2 M (20 m03)

5,0 mit (40 mo3)
dmakon 200 MKr/mo3a
2,0 M (10 no3)

3,2 mi (20 103)

5,0 mut (40 mo3)

24 (makona
12 ¢pnakoHos
6 ¢1aKkoHOB

12 ¢hnakoHOB
6 ¢1aKkoHOB
3 ¢urakona

12 ¢pnaxoHoB
6 (hakoHOB
3 ¢urakona

Ipunoowcenue N 2

K Ilopaoky nasnauenus

JIEKAPCMBEHHbIX npenapamaoe,

VMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpaneHus

om 24

Poccuiickoti @edepayuu

Hosops 2021 2. N 1094n

Cnpasouno

PEKOMEHIAOBAHHBIE K UCITOJIB3OBAHHUIO



COKPAILIEHUA ITPU O®OPMJIEHUMU PELIEIITOB

N | Coxkpaienue [TonHOE HamucaHnue IlepeBon
n/m

1. J|aa ana 110, IOPOBHY

2. jac., acid. acidum KHCIIOTa

3. |aer. aerozolum a’p030J1b

4. lamp. ampulla amIryna

5. |aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OYHIIICHHAS

7. |but. butyrum Macito (TBepoe)

8.  |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (Iycts Beigano, Iycts
OyZIeT BBIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [IycTs Oyaer
BbI1aHO, O003HAYCHO

12. |D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbIIaHBI)
TaKKe JI03bI

13. |dil. dilutus [pa3BeICHHBIN

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

15. |emuls. emulsio OMYIIBCHSI

16. [extr. extractum DKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [TycTh 0Opazyercs (00pazyroTcs)

19. [gran. granulum rpaHyIIbI

20. ot gtt gutta, guttae Karuis, Kari

21. |gtt. peror. guttae peroralis KaruIv JUIs IpueMa BHYTPb

22. |inf. infusum HACTOM

23. |in amp. in ampullis B aMITysIax

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

25. |intab. prolong. (in tab(u)lettis prolongatis B Ta0JIETKaX C IPOJIOHTUPOBAHHBIM
BHICBOOOKIEHUEM

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

obd. BHICBOOOIK/ICHHEM, TOKPBITHIX

000JI0YKO

27. |in tubul. in tubulis B TIOOMKAx

28. |lin. linimentum ITHHUMEHT

29. [lig. liquor PKUJIKOCTh

30. |lot. lotion ITOCEOH

31. m. pil. massa pilularum MVUTIONTbHAST Macca

32. |membr. bucc. jmembranulae buccales [JICHKH 3alleYHble

33. M. Misce, Misceatur Cwmermait

(ITyctb Oyner cmeniaHo)




34.  |mixt. mixtura MUKCTypa

35. |N. numero YK CIOM

36. |ol. oleum Maciio (KHUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae [TVUITIONIS, TTAJTEOJIN

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

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

41, |pulv. pulvis [HOPOIIOK

42. (q.s. quantum satis CKOJIbKO TTOTPEOyeTCsl, CKOJIBKO
Ha10

43. Ir., rad. radix KOpEHb

44.  Rp. Recipe Bo3bMu

45. Rep. Repete, Repetatur [TosTopu (ITycTs Oyner
[TOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIE

A7, |S. Signa, Signetur O0603Haub (IIyctb Oyner
0003Ha4YEHO)

48. [sem. semen cems

49.  lsimpl. simplex POCTOI

50. [sir. Sirupus crpon

51. |sol. solutio [pacTBOp

52. |spr. spray cripeit

53. [spr. nas. spray nasale Cripeil Ha3aJbHbII

54. |supp. suppositorium CBeua, CYNIO3UTOPUI

55. [susp. Suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta rabieTKa

57. [t-ra, tinct. tinctura HacTOlKa

58. [tubulis tubulis TIOOHMKH

59. [STT Systema Therapeutica TpancaepmanbHast

Transcutanea TepaneBruueckas Cucrema
60. [ung. unguentum Masb
61. |vitr. vitrurn CKJISTHKA

Ipunosxcenue N 2
K npuxazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

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



MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMumMHCKasa OOKYMeHTalud

HamMeHoBaHMe (wmTamil) ®opma N 107-1/y

MEOUIIMHCKOM OpTaHM3aLun YTBepXxIeHa IpUKa30M
MUHUCTEPCTBA 3IPaBOOXPAHEHUI
Poccurickonm denmepaumnn

orT 24 HOs60psa 2021 . N 1094mu

PELEIT
(B3pPOCIEM, IOEeTCKMM — HYXHOEe NOOYEPKHYTH)
"oon 20 T.
damMmnmsa, MHULMAJE MMEHM M OTdUecTBa (IocjiemHee — IIPU HaJIWUUUM)
naumueHTa
DaTa poxmeHUA
daMmnmsa, MHMLMAJE MMEeHM UM OTUecTBa ([IOoCJIedIHee — [PM HaJluuum)

Jleyamero Bpada (Qernbmmepa, akKylepKu)




Momonuce
M IedaThb Jiedallero Bpaua M.II.

(momnucek OQenbprumepa, akylLepkKM)

PelienT merMcrBUTEeJIeH B TeueHme 60 pgHer, mo 1 roma ( )

(HyXHOEe MOOUEePKHYTH) (ykaszsarhb

KOJIMYEeCTBO IIHEM)

ObOopoTHasas CTOPOHA

OTMeTKa O Ha3HAUEeHUMU
JIEKAPCTBEHHOT'O IpernapaTa
10 PelleHM BpadebHOM KOMMCCUU

[TpuroToBMII [Iporepun OrTnnycTumil

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



MUHMCTEPCTBO 3IOPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

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

HaumeHOBaHMe (WTaMII) YTBepxIeHa NIPUKa30M

MeIMLMVHCKOY OpIlaHM3alum MyHMCTEepPCTBa 3OPaBOOXPaHEeHUId
Poccurickonm denmepaumnn

HamvmeHoBaHMe (wTamil) orT 24 HOs0pg 2021 . N 1094mu

VMHIOVBUOYAJBLHOTO NpellpUHMMaTEeNS

(yxazaTer ajpec, HOMEp U IaTy JIMLEeH3UH,

HaVMEHOBAaHME OpraHa I'OCyIHapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIO)

s JUOO- D000

PELENT "o 20 .
(naTa odopmileHMA-peLenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE [NOOUEPKHYTH)

daMmmsa, MHMLMAJE MMEeHM UM OTUecTBa ([IOoCJIeIHee -— M[PM HaJluuum)
nalmeHTa

DaTa poxmeHUA

Ampec MecTa XUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
IIanureHTa, IoJiydarumero MeIMIVMHCKYIO IIOMOIb B aM6YJ'[aTOprIX YCIIOBUMAX

damMmnmsa, MHMLMAJE MMEHM UM OTUYeCcTBa (IOoCJelHee — [IPM HaJauumuum)
Jledyamero Bpada (bernpmmepa, akylLepKu)




[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.
(momnuchk Qenpiumepa, akylLepkKH)

PellenT IOeMCTBUTEJIEH B TeueHMe 15 nHen

ObopoTHasa CTOPOHa

OTMeTka O HABHAUEHUU
JIEKAPCTBEHHOT'O Ipernapara
IO PEeUeHMrI0 BpadeO®HOM KOMMUCCUMU

[TpuTroTOBMII [lporepmi OrnycTumi

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickom Odemepauum MECTO IJiA opukasoM MuHMCTEepCTBa
MTPUXKOIOA <*> 30paBOOXPaHEHMA

Poccunickom demepaumun
or 24 Hoabpsa 2021 r.
N 1094u

ITamn

Konm MeOMUMHCKOM OpIraHM3aluMn



Tamn

Kon VMHIVMBUIOYAJIBHOT'O IPedllPpMHMMAaTETIA

Kon dopmer mo OKYI 3108805

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

Kon Korn MICTOUHMK OQMHAHCUPOBaAHMA: |5 OILJIATH:
KaTeropmun HO3OJIOTMYECKOM |([IOOYEPKHYTH) (IOOUEepPKHYTE)
rpaxnaH bopmel (o MKE)
1. depepanbHBM OOIXET 1. BecmnnaTHO
2. BomxerT cybwmekTa 2. 50%

Poccurickom denepaluun

3. MyHMUMIAJBHEM OomxeT |3. MHOM %

PEUEIT Cepusa N ODaTa odopMileHUS : 20 1.

daMmUIMa, MHMLMAJBE MMEeHM UM OoTdyecTBa ([IIocjenHee -
IpY HaJMuMyM) IalueHTa ODaTa poxneHUsa

CHIWJIC

N nonmca
oBaB3aTeJsIbHOTO
Me OVILIVIHCKOTI'O



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

CTPaXxXOBaHMA: | | | | | | |

HoMep MeOMUMHCKOM KapTh HalMeHTa, IOoJIydalllero MeOMLMHCKYI [IOMOIb B

aMOyJIQTOPHEIX YCJIOBUSAX

damMmnmsa, MHMLMAJE MMEHM M OTUecTBa ([IocCJelHee — [IPM HaJluuuu)

Jleyamero Bpada (bespmmepa, akylLepKu)

Py0O. Korm. 2 -
0w
S e = O

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.

(noomnmuce despnuwepa,

PeuenT OeMCcTBUTEJIEH B TedueHue 15 nOHew,

AKYLIEPKU)

30 mguewm, 90 nHeml

(HyXHOE NOOUEPKHYTH)

(BanonHgeTCcd CHeuMaJMCTOM allTedHOM opITaHM3aluM)

OTIyWeHO I[IO0 pPelenTy:

Toprosoe HaMMEeHOBAaHME
1 OO3MPOBKA :

w "

[laTa oTmnycka:

20 KogmuecTRrO :

[[OMTOTOBMII:

[l[poBEepPMII: OrnycTu:

(IMHMS OTPHIBA)

Kopewmwok peluenTypHOTo OJiaHKa
HavMeHOBaHMUE
JIeKapCTBEHHOTO IpelnapartTa:

IOo3MpOBKaA &

Crnoco® NpUMEHEHUS:
[POOOIXUTEJILHOCTD
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<*> B cJjydae M3TOTOBJIEHMS pPELEeNTypHOTO OJiaHKa C MCIIOJb30BaHMEM
KOMITBIOTEPHEIX TEXHOJIOTNA.

Ipunooicernue N 3

K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJOK O®POPMJIEHUA PELHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUASA

l. OdopMmienne pernenta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypubix Oomankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1eBOM BepXHEM
Y1y MPOCTABISAETCS MITaMI MEAULIMHCKOM OpraHu3aliy ¢ YKa3aHHEM ee HauMEeHOBaHMs, ajipeca U
TenedoHa ¢ 1aToi BHIMUCKHU (1aToi oopMIieHHs ) pelienTa Ha JIeKapCTBEHHBIN rpenapar.

JononuurenbHo Ha penentypHoM Omanke ¢opmbr N 148-1/y-04(;1) mnpocraBisieTcss KoA
MEIUIIUHCKOW OpPTaHU3aIlMi B COOTBETCTBUU C OCHOBHBIM T'OCYJApCTBEHHBIM PETHCTPAITMOHHBIM
HoMmepoM (manee - OI'PH).

Cepus peuentypHoro Onanka ¢opmbl N 148-1/y-04(1) Brirouaer kox cyObekra Poccuiickoit
®denepannn, COOTBETCTBYIOIMKA JBYM TMepBbIM mudpam OOIIEpOCCHIICKOTO KiaaccudbukaTopa
00BEKTOB aIMUHUCTPATUBHO-TEppUTOpUaIbHOro fAeneHus (aanee - OKATO).

Paspenraercs m3rorasiuBath pernentypubie 0anku Gopmbl N 107-1/y u dpopmer N 148-1/y-04(1) ¢
MOMOIIbI0 KOMITBIOTEPHBIX TEXHOJIOTHH.
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Penentypusie Omanku  gopmbr  popmer N 148-1/y-88 M3roTaBIMBAIOTCS  HUCKIIOYUTEIBHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha peuentypHbix OnaHkax, oGOpMISEMbIX HHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIIMMH JIUICH3UIO Ha MEIUIUHCKYIO JESTeIbHOCTh, B BEPXHEM JICBOM YIIIy TUHOTPadCKUM
CIocoOOM WJIM IyTeM IMPOCTaBICHHS IITaMmIa JODKEH ObITh yKazaH aJpec WHIUBUAYAIbHOIO
IpeIIpUHUMATENSl, HOMEP W Jara JIMLEH3UM, HaUMEHOBAHHWE OpraHa IOCyIapCTBEHHOW BJAcTH,
BBIJIABUIETO JIMIIEH3HUIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) 3anonssroTCs
MEIUIIMHCKUM PaOOTHUKOM YEPHUIAMH WM IIAPUKOBOM PYYKOIL.

4. Jlomyckaercss oOpMIICHHE BCEX PEKBU3UTOB (32 MCKIIIOYCHHEM pekBu3uTa "lloamuck nedariero
Bpaua (moamuchk (emnpamepa, akymiepku") penentypHeix OmankoB (opmbl Gopmer N 107-1/y,
dopmbl N 148-1/y-88 u hopmer N 148-1/y-04(:1) ¢ UCTIOIB30BaHUEM MEYATAIOIINX YCTPOMCTB.

5. Odopminenne penentypHbix OnankoB ¢opmbl N 148-1/y-04(n) Brirodaer mudpoBoe
KOJIUPOBAHHE.

I_[I/I(prBOG KOAUPOBAHNEC YKA3aHHBIX PCUCIITYPHBIX OJIaHKOB BKJIIOYAET:

1) xon memunmuHckoi opranuzaiuu (OI'PH) wim kon vHAMBUAYaTbHOTO MNpPEANpPUHUMATENS B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHIUBUIYaIHLHOTO
npennpuaumarens (nanee - OI'PHUII), npocraBnsiemblii NMpU M3rOTOBJIEHHWU PELENTYPHBIX
OJIAHKOB;

2) KOJI KaTeropu Tpax</JaH, MMEIOIIMX IpaBO Ha IOJy4YEeHHE JIEKAPCTBEHHBIX IpenapaToB B
COOTBETCTBUU €O craTheil 6.1 DenepanpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colmalibHOM nmomomu" <1>, u koa Ho30J0ruueckoi Gpopmbl o MexxayHapoiHOM
CTaTUCTHUYECKOW Kiaccubukaimu Oone3Held W mpoOieM, CBA3aHHBIX €O 370poBbeM  (10-ii
nepecmotp) (nanee - MKDB), 3anonHseMble iedaniuM BpadyoM IyTeM 3aHECEHHs KaxJoW Hudpsl B
IIyCTBIC STYEHKH, IIPYU ITOM TOYKA IIPOCTABIIAECTCS B OTJEIBHOMN STYEHKE;

<1> Co0Opanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormerky o0 wucrtouHuke ¢uHaHcUpoBaHUs ((penepanbHblii Oromxker [1], OropkeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHUIIUNAIBHBIM Oro/pkeT [3]) W MpOIEHTE OIUIATHI perenTa
(6ecrumatno [1], 50% [2], uno#t % [3]);

4) mTpUX-KOJA - JONOJHUTENBHBIA PEKBU3UT (B CIydyae M3TOTOBJIEHUS HA TEPPUTOPHM CYOBEKTa
Poccuiickoii @enepanuu penenTypHoro 0J1aHka ¢ HCIIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTHI).

6. B penentypnsix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpacde "damunus,
WHHUIAATBl UMEHH W OTYecTBa (TIOCIIeHEe - MPH HAIMYMW) TalreHTa" yKa3bIBalOTCS (aMuIvs,
MHHUIHMAIBI MMEHU M OTYeCTBA (TIOCIIEIHEeE - TPU HAIMYMHN) TALMEeHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "[lara
POXKIIeHUs" yKa3bIBAETCS J1aTa POXKJACHUS MalUeHTa (YHCII0, MECSII, TOM).

JononuutenbHo B perentypHbix Omankax ¢gopmbel N 148-1/y-88 u ¢popmsr N 107-1/y ans nereit B
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Bo3pacte 10 | roga B rpage "Jlara poxxaeHus" yKa3bIBaeTCsl KOJTUYECTBO MOTHBIX MECSIIEB.

8. B peuentypubix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" um "N mnomnwmca
00513aTeILHOTO MEIUITMHCKOTO CTPaxOBaHUs" YKa3bIBAIOTCS CTPAXOBOW HOMEDP HWHIAMBUAYATHLHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnom ¢onzae Poccuiickoit @enepannu (CHUJIC) (mipu
HaJIMYHMH) U HOMEP MOJIuca 00s3aTEIbHOTO MEIUIIMHCKOTO CTPaXOBaHMS.

9. B penentypubix Omankax ¢gopmbl N 148-1/y-88 B rpade "Anpec mecra KHUTEIbCTBA WK HOMED
MEAMIIMHCKOW KapThl MNalMEHTa, MOJYYaAIOUIEro MEAUIHUHCKYI0 MOMOLIb B aMOyJIaTOPHBIX
ycioBHsX", yKa3bIBaeTCSl MOYTOBBIM aJpec MecTa KUTEIbCTBA (MecTa MNpeObIBaHUS WJIM MecCTa
(bakTHYeCKOro MpoKMBaHUs) MALMEHTA WM HOMEP MEIUIIMHCKON KapThl MAlMEHTa, MOTy4alouiero
MEUIIMHCKYIO TIOMOIIb B aMOYJIATOPHBIX YCIOBUSAX <2>,

<2> [lpuka3 MuHnucrepctBa 31paBooxpanenusi Poccuiickoin @enepanuu ot 15 nexabpst 2014 r. N
8341 "OO0 yrBepxIeHUH YHU(PULIHUPOBAHHBIX (OPM MEAMLIIMHCKON TOKYMEHTALUH, UCIIOJIb3YEMbIX B
MEIUIIUHCKIX OPTaHU3AIMIX, OKa3bIBAIOIINX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX, U
MopsiIKOB 1o uX 3anosiHeHuio" (nmanee - Ilpukaz N 834H) (3aperucrpupoBaH MHUHHCTEPCTBOM
foctuimn  Poccuiickort ®@enepanmu 20 ¢epans 2015 1., peructpammonusiii N 36160) c
U3MEHEHUSMH, BHECEHHBIMU NpUKa3aMu MuHuUCTepcTBa 3paBooxpaHeHus Poccuiickoit ®enepaunu
ot 9 auBaps 2018 r. N 2 (3apeructpupoBan MunucrepctBom roctutiuu Poccuiickoit denepannnu 4
ampenst 2018 1., peructpammonnsiidi N 50614), or 2 Hosi6ps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM toctuin Poccuiickoit denepannmu 27 HosOps 2020 r., permcrpaunonHbii N
61121).

Vkazanne u aapeca MECTa KUTCJIbCTBA U HOMCpPA MEIUITHHCKOM KapThbl MMallMCHTA, IMOJY4Yaromero
MCIUTUHCKYIO [TOMOIIb B aM6y.]'IaTOpHLIX YCIIOBUSAX, HEC SABJISACTCA OIIMOKOMA.

B penentypubix 6mankax gopmer N 148-1/y-04(x) B rpade "Homep MeqUIIMHCKOM KapThl MAIMEHTA,
MOJYYalOIEro MEIUIMHCKYI0 TOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX" yKa3bIBaeTcs HOMEp
MEAMIMHCKON KapThl MAllMEHTa, MOJYYaIOLIEro MEAUIIMHCKYIO TIOMOIIb B aMOYyJIaTOPHBIX YCIOBUSX
<3>.

<3> IIpuka3 N 834H.

10. B rpage "®damunus, MTHULIMAIBI UMEHU U OTYeCTBA (IIOCTIEAHEE - TP HAJMYKH) JIEYAIllero Bpaya
(penpamepa, axymepkn)" peuentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(i1) yka3bIBarOTCS TOTHOCTHIO (DAMUITUS, HHUIIMATIBI UMEHH, OTYecTBa (TIOCTICIHEe - TIPH
HAJIMYMK) MEIUIMHCKOTO pabOTHMKA, HA3HAYMBILETO JIEKAPCTBEHHBIE TpenapaTsl 1 0(OPMHUBILETO
pelernT.

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

1) HaMeHOBaHUE JIEKAPCTBEHHOIO Ipernapara (MeXIyHapoJHOEe HENaTeHTOBAHHOE HauMEHOBaHHUE,
IPYNIMPOBOYHOE WIM XUMUYECKOE HAMMEHOBAHUE, TOPIrOBOE HAUMEHOBAHNE) HA JIATUHCKOM SI3BIKE
WIM Ha PYCCKOM si3bIKe, (hopMa BBIYCKa, JO3UPOBKA, KOJIUYECTBO (YKa3bIBA€TCS MPOMHCHIO Ha
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penentypaom 6manke popmbel N 107/y-HIT);

2) cmocod mpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCyJapCTBEHHOM si3blke Poccuiickoit
denepanny WIM Ha TOCYyIapCTBEHHOM si3bike Poccuiickoit denepanuu U rocy1apcTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKaxX HapoaoB Poccuiickoit denepanun <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit @enepamun ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccwuiickoit ®enepamuun” (manee - 3akon N 1807-1). (Bemomoctm chesna
Hapoaubsix nenyratoB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHo1arenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu oopmireHNH penenTypHbIX OJaHKOB 3alpeiaeTcs OrpaHNuUBATHCS OOIUMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

B snekmponnom 0okymenme nymepayus nyHKmoe coomeencmeyen ouuyuaibHomy
UCHOYHUKY.

14. Peuent, odopmiieHHbli Ha perentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y m N
148-1/y-04(11), moanuchIBaeTCS MEIUIUHCKUM PAOOTHUKOM U 3aBEPSAETCS €ro MevyaThlo.

Peuent, odopmiennsiii Ha peuentypHoM Onanke ¢popmbl N 148-1/y-88 u dopmer N 148-1/y-04(1n),
JIOTIOJTHUTEIILHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKOM opranu3auuu "l penentos".

Jns penenta, odhopmieHHoro Ha perentypHom Onanke gopmbl N 107-1/y, nanuuue nedatu "J{ns
peuenTtoB" He sBIsSETCS 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaoM Onanke Gopmbl N 148-1/y-88 u dpopmer N 148-1/y-04() paspemraercs
OCYIIECTBIISATH HA3HAYEHHE TOJIHKO OJIHOTO HAUMEHOBAHUS JIEKApPCTBEHHOTO Mpernapara.

Ha omnom penentypnom Omanke ¢opmer N 107-1/y paspemaercss OCymIeCTBISITH Ha3HAYCHUE
TOJBKO OJIHOTO HAMMEHOBAaHMS JIEKAPCTBEHHOro Impemaparta, oTHocamerocs mno ATX k
agTuncuxorndeckum cpenctBam (kogq N 05A), ankcmonmutukam (kox N 05B), cHoTBOpHBIM M
cenatuBHbM cpeactBam (kox N 05C), antupenpeccantam (kox N O06A) u He mojjexariero
NPEIMETHO-KOJIMYECTBEHHOMY y4eTy, ¥ JI0 TpeX HauMEHOBaHHH JIEKAPCTBEHHBIX MPETapaToB - IS
MHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIeyka3aHHbIM ATX.

16. McnipaBienust B perienTe He JOMYCKarOTC.

17. TIpu opopmienun perentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JeKapCTBEHHbIE MpenapaTrhl, Ha3HAYEHHblE IO PELICHHI0 BpayeOHOW KOMMCCHUHM, Ha 000poTe
peuenTypHoro 0JlaHKa CTaBUTCS CHelMalibHask OTMETKA (IITaMIn).

18. Ha pententyprom 6mmanke hopmer N 148-1/y-04(;1) BHU3Y UMeETCS JTMHAS OTPBIBA, pa3Ielsoast
peLenTypHbIi O1aHK U KOPEIIOK.

Kopemok ot penenta, opopMICHHOTO Ha YKa3aHHOM pELENTYpHOM OJlaHKE, BBIJACTCS MalUEHTY
(ero 3aKOHHOMY TIPEJICTABUTENI0) B alNTEYHONW OpPraHM3aIMM, Ha KOpEIIKe JENaeTcsl OTMETKa O
HaWMEHOBAaHHH JIEKAPCTBEHHOTO MperapaTa, 103UpOBKe, KOJINYECTBE, CIOCO0e TPUMEHEHHS.

1. Odpopmienue penenta B gopmMe 3JIEKTPOHHOTO JOKYMEHTA
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19. Penenit B (hopMe 3IIEKTPOHHOTO JOKYMEHTA, MOANMUCAHHOTO YCHJICHHON KBaJU(HIIMPOBAHHON
3JIEKTPOHHON MOANUCHI0, POPMUPYETCSI MEAULIMHCKUM PAaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX pPabOTHUKOB <5>, a TaKKe NMPHU YCIOBHH PETHCTPALUAN
MEIMIUHCKON OpraHu3aluy, B KOTOpol odopmisercs peuent, B (QenepaibHOM peecTpe
MEAWIIMHCKUX OpTaHu3ail <6> eIMHON TOCYJapCTBEHHON HH(OPMAIIMOHHON CHCTEMBI B cdepe
3IpaBOOXPAaHEHHUS W TOAKIIOUEHHMs] TaKOM MEAMLMHCKOM OpraHu3aluu K TrocylapCTBEHHOU
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepannu <7>.

<5> Yacte 4 crarbu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOIATEIIBCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 cratbu 91.1 denepanpHoro 3akoHa N 323-®3 (CoOpanHue 3aKOHOIATEIHCTBA
Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Cratpu 91 u 91.1 ®enepanpaoro 3akona N 323-03 (Cobpanue 3akoHoaTeIbcTBAa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

20. IIpu odbopmienun peuenta B (popme JIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbBIE MPEnapaThl,
yka3zaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEP)KIEHHOTO
HACTOSIIIMM TMPUKA30M, M OTHYCKaeMble€ 3a MOJHYK CTOUMOCTb, 3allOJHSIOTCS CIEAYIOIINE
PEKBU3UTHIL:

1) xon cyOwekta Poccuiickoit @enepanmun no OKATO, omnpeaensiomuil rocyIapCTBEHHYIO
nH(pOpMAIIMOHHYIO CHCTEMY B cdepe 3apaBooxpaHeHusi cyobekta Poccuiickoir ®denepanuu, B
KOTOpO# chopMHpoBaH perent B popme 37IEKTPOHHOTO IOKYMEHTA;

2) HanMCHOBAHUC MCZ[HHHHCKOﬁ opranuzanuvu, aapec, TeJ'Ie(i)OH nim CI)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U
OTYCCTBa (HOCJ’IGI[HGC - Ipu HaJ'II/I‘-II/II/I) HHIAWBUAYAJIbHOI'O0 NPEANPUHHUMATEIIA, UMCIOUICTO JIMOCH3UTO
Ha MCIULIUHCKYIO ACATCIBHOCTD, €TO aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuszanuu) win OI'PHUII mHauBuayanbHOTrO
IpeIITPUHUMATES;

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

5) nara okoHYaHMs JeicTBUS perenta (popMupyercss rocydapCTBEHHON HH(OpPMAMOHHON
cucreMoil B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoit ®enepanuu B COOTBETCTBHM CO
cpokamu AeicTBus perenToB: 15 quedt, 30 aueit, 60 nuei, 90 quet, 1o 1 roxa);

6) yHHKaJIbHBI HOMEp peuenta (GopMUpyeTCs ToCcyAapCTBEHHOW MH(POPMAIIMOHHON CHUCTEMOU B
chepe 3apaBooxpaHeHuss cyObekTa Poccuiickoin denepanuu U oOecrneyuBaeT OJAHO3HAYHYIO
uneHTuuKaIuoo perenta B popme 3mekTpoHHOTO JokyMeHTa B couetannn ¢ OKATO, OI'PH umu
OI'PHUII);

7) ormetku "Cito" (cpouno) miam "statim" (HememIeHHO) MPH HEOOXOIUMOCTH CPOYHOTO WIIH
HEMEIJIEHHOTO OTIYCKa JIEKapCTBEHHOTO Tperapara ManueHTy;

8) anmpec marMeHTa (yKa3bIBaeTCs MOYTOBBIA ajjpec MecTa >KUTENbCTBA (MecTa MpeObIBAaHUS WIIH
MecTa (DaKTHUECKOro NpOXKHBaHMS) C YKa3aHHEM WHJEKca, HAaUMEHOBaHUS Kpas, o00JacTH,
pecyOIMKH, aBTOHOMHOTO OKpyra W MHOro cyomekra Poccuiickoit ®denepannv, HauMEHOBaHHS
HACEJICHHOTO TyHKTa, HAMMEHOBAHUS YJHUIBI (TIPOCIEKTa, TEpeyiKa, Mpoe3na), Homepa jaoma (cC
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yYKa3aHHEM KOpILyca, IpY HAJIMYMH ), HOMepa KBapTHUPHI);

9) HOMEp >JMEKTPOHHON MEIMIIMHCKOM KapThl MallME€HTa B TOCYJAapCTBEHHOH HH(OPMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccutickoit denepanuu;

10) pammnust, uMs, OTIECTBO (ITOCJICTHEE - TP HAJTMYWH) TTAIIMEHTA TTOJTHOCTHIO;

11) nmara pokaeHusi mnanueHTa (yKa3blBaeTCs YUCIO, Mecsl, roa), aius naered ao 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCS KOJTUYESCTBO IMOJTHBIX MECSIICB;

12) hbamunus, MTHULIMAIB UMEHHU U OTYECTBA (TIOCJIEHEE - PU HAJTMYWHU) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

13) HamMeHOBaHHME  JICKAPCTBEHHOrO  Ipemapata  (MEXIyHapoJIHOE  HEMaTeHTOBAaHHOE
HAaMMEHOBAaHME, TPYINIHUPOBOYHOE WM XUMHUYECKOE€ HAMMEHOBaHUE, TOPrOBOE€ HAMMEHOBAHUE),
JIO3UPOBKa, (hopMa BBIMYCKa, KOJTHMYECTBO (BCE MO3UIMH YKa3bIBAIOTCSA HA PYCCKOM SI3BIKE);

14) cmoco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoit
denepanuy WM Ha rocyJapcTBEHHOM si3bike Poccuiickoit depepannu U rocyAapCTBEHHOM SI3bIKE
pecnyOJIMK ¥ MHBIX s13bIKax HapooB Poccuiickoii denepammu <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cwhezna Hapoaubeix aemnyratoB PCOCP u
BepxoBunoro Coera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOIATeIbCTBAa Poccuiickoit
Oepnepannn, 1998, N 31, ct. 3804).

15) nOKyMEeHT, NOATBEPXKIAIOLIMKA Ha3HAUYEHUE JIEKAPCTBEHHOI'O IMperapara [0 PELICHUI0
BpaueOHOI KOMHCCUN METUIIMHCKON OpraHu3alny;

16) oTMeTka O Ha3HAYEHHWH JIGKAPCTBEHHOTO TMpenapara IO pEeUIeHHI0 BpaueOHOW KOMHCCUU
MEJUIIMHCKOM OpraHu3alluk B CIydasX, YyKa3aHHbIX B a03arne BTopoMm miyHKTa 6 Ilopsiaka
Ha3HAa4YEHHUs JIEKAPCTBEHHBIX MPENapaToB, yTBEPKIACHHOIO HACTOSIIUM IIPUKA30M;

17) oTMeTKka O crenMaibHOM Ha3HAYCHMM JICKApCTBEHHOIO Ipernapara (3aroyiHseTcsl B Cllydasx,
yKa3aHHbIX B NyHKTaX 15 u 24 [opsaka Ha3HAUYEHUS JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPKIAEHHOTO
HACTOALUM IPUKA30M);

18) oTMeTKa 0 crenMagbHOM HAa3HAUYEHUU JIEKApPCTBEHHOTO Mperapara MaluueHTy ¢ 3a00JieBaHUEM,
TPeOYIOLIMM JUIUTEILHOTO KYpCOBOI'O JIUEHHUs (3allOJIHAETCS B Cilydae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAyeHUsS JIEKAPCTBEHHBIX IPENApaToB, YTBEPXKAEHHOIO HACTOALIMM IIPUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTITYCKa JIEKapCTBEHHOTO MpEenapara;

19) npu odopmienun peuenta B GopMe IEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHbIE MPenapaThl,
yKa3aHHble B NOANMYHKTax 2 - 5 myHkTa 9 u nyHkre 11 Ilopsnka HasHadeHUs JIeKapCTBEHHBIX
IpenapaToB, YTBEPKIEHHOI'O HACTOSAIIMM MPUKA30M, FpaxKlaHaM, MMEIOLINM IpaBo Ha OecruiaTHOe
MOJIy4EHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYEHHE JIEKAPCTBEHHBIX MPEMApaTOB CO CKUAKOM,
3aMOJIHAIOTCS PEKBU3UTHI, NIPENYCMOTPEHHbBIE MOAMYHKTaMU 1 - 18 HacTosIIero myHKTa, a Takke
CIIEIYIOIINE PEKBU3HTBHI:

a) KaTeropusi TrpaxJaH, HUMEIOIMX @PaBO Ha IMOJy4YeHHE JIEKAPCTBEHHBIX MPENapaToB B
COOTBETCTBUH cO cratheir 6.1 demepampHoro 3akona ot 17 wmioms 1999 r. N 178-®3 "O
roCyIapCTBEHHON COLMANIBHOM omomu" <9>;
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<9> Cobpanue 3akoHoaarenbcTBa Poccniickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox HO300THYecKOi Gopmbl o MKB;

B) HCTOUHUK (punHaHcupoBanus (1 - ¢enepanbHbIil Or0KET, 2 - OrOKET cyObekTa Poccuiickoit
®denepann, 3 - MyHUIUITAIBHBINA OFODKET);

r) pa3mep omuiatsl (1 - 6ecriatHo, 2 - 50%, 3 - unoit %);

JI) CTPaxOBOW HOMEpP HWHIWBHIYAILHOTO IHUIEBOTO cyeTa TpaxaaHuHa B lleHcrmoHHOM (oHe
Poccutickoit ®enepanuu (nmpu Haauunn ) (CHUJIC);

€) HOMep IoJIuca 003aTeIbHOTO MEUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu npocTaBieHUH OTMETKM, yKa3aHHOW B moamyHkre 16 mynkra 20 Hacrosimero I[lopsinka,
perent B QopMe S3IEKTPOHHOTO JOKYMEHTA MOAMMCHIBACTCS YCHUJICHHON KBalU(UIIMPOBAHHOM
AJIEKTPOHHOW TOJMUCHI0 TIpEJCeaTeNsl WM CeKperapss BpauyeOHOM KOMHUCCHU MEIUIIMHCKOU
OpraHu3aluy, MpU MPOCTABICHUM OTMETOK, yKa3aHHBIX B mnoamnmyHktax 17 u 18 mynkra 20
Hactosimero [lopsimka, - YCHJICHHBIMH KBaJTHU(UIIMPOBAHHBIMUA OSJCKTPOHHBIMH  TTOITHCIMHE
COOTBETCTBYIOIINX MEIUIIUHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHUWIO TAIMEHTA WM €r0 3aKOHHOTO MPEACTABUTENSI O(DOPMIISIETCS IK3EMILISP
periennita B (opMe 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)kHOM HocuTene ¢ oTMmeTkoi "JlyOnukat
AJIEKTPOHHOTO JOKyMeHTa".

I11. Yuer pennenTypHbIX 0JIAaHKOB (32 HCKJIIYEHHEM PeleNnTyPHbIX
0s1ankoB o popme N 107/y-HII "CnenuajbHbIH penenTypHbI
0J1aHK'"')

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIUBAEMBIX TUIOTPAPCKUM CrIocoOOM (J1anee - penentypHbie OJIaHKH, TOJICKAIINE YIETY),
OCYILECTBIISICTCSI B JKypHaJax Yyd4eTa, MPOHYMEPOBAaHHBIX, MPOIIHYPOBAHHBIX M CKPEIJICHHBIX
NOJNKMCHI0O  PYKOBOIMTENSI W IEYaThl0O  MEIUIIMHCKOH  OpraHM3allid WM  TOJIHCKHIO
WH/IMBUYaJIbHOTO MPEINPUHUMATEIS, UMEIOIIET0 JUIEH3HIO Ha METULIMHCKYIO 1€ TeIbHOCTb.

24. XXypnan y4era peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyronue rpagsl:
1) HoMep O NOPAIKY;

2) B pazaene "[lpuxox":

a) JlaTa perucTpaluy JT0KyMeHTa, HOATBEPKIAIOIIETO MOCTYIIICHUE;

0) HOMep U J1aTa TOKYMEHTa, OATBEPKIAIOIIEro MOCTYIUIEHUE, HAMMEHOBaHHE MOCTaBIINKA;
B) 00111ee KOJIMYECTBO MOCTYMUBIIUX PEENTYPHBIX OJIaHKOB;

) pamMuiins, MHUIUAIbl MMEHH U OTYeCTBa (IOCJIeJHEee - TPU HAJIM4YKU) U TOJMUCh OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, MOJYYUBILETr0 pelenTypHble OJaHKH OT OCTABIINKA,
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3) B paznene "Pacxon":
a) JaTa BbIJA4U PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB,;

B) (amuius, HMHULMAIBl MMEHM M oOTyecTBa (MOCIEIHEEe - IpPU HAJIWYUM) OTBETCTBEHHOI'O
MEIUIIUHCKOTO PAa0OTHHKA, MOTYYHBILETrO pelenTypHbIe OJaHKH;

F) IOAIINCHh OTBETCTBCHHOI'O MCAUILIMHCKOI'O pa6OTHI/IKa, IMOJIYYHUBUICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) bhamumins, THULMAIBI UMEHHU M OTYECTBa (IIOCIIEHEE - IPU HATMYMM) U TOANUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PaOOTHUKA, BBIIABIIETO PELENTYPHBIC OIaHKHU;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

25. XKypnan yuera pernentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(;1) comepxut
crnenyromue rpadsr:

1) HOMep 1O TOPAIKY;

2) B pasznene "[Ipuxon™:

a) 1aTa perucTpaluu JOKyMEHTA, MOITBEPKIAIOIIETO MOCTYIICHUE,

6) HOMEp U JlaTa JOKYMEHTA, MOATBEPKAAIOIIETO OCTYIJICHUE, HAMMEHOBAHUE MTOCTABIIUKA;
B) 00111ee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

T) CepUH U HOMEpa PELENTYpPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJaHKOB I10 CEPUSIM;

e) ¢haMuius, MHUIHAIBI UMEHU U OTYeCTBa (IIOCIIeIHEE - IPU HAJTUYMH) U TIOJMKUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) JlaTa BbIJJauM PELENITYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpPa BbIJIAHHBIX PELIENITYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amwinsg, HWHULOUANBI MMEHHM W OT4YecTBa (IOCIEeAHEEe - MpPU HAIMYMU) OTBETCTBEHHOI'O
MEIUIUHCKOTO Pa0OTHHUKA, OJYYHUBILET0O pelienTypHble OJaHKH;

I[) IoAIIMCh OTBETCTBCHHOT'O MCAUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) pamunus, THULIMAIBI UIMEHU U OTYECTBA (TIOCIIEIHEE - PU HAJIUYMHU) U MOJIHCh OTBETCTBEHHOTO
MEIUIIMHCKOTO Pa0OTHHUKA, BBIIABIIETO PELENTYPHbIE OJIaHKHU;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yder penentoB, OGOPMIECHHBIX B (OpME DIEKTPOHHOTO TOKYMEHTA, OCYIIECTBIISICTCS B
rocyJapCcTBEHHON MH(pOPMALMOHHON cucTteMe B cdepe 31paBooxpaHeHHs cyOobekra Poccuiickoii
@enepalliil  MOCPEJCTBOM BEACHMSI €IUMHOTO pEecTpa pelentoB, Oo(OpMIEHHBIX B (opme
AIIEKTPOHHBIX JOKYMEHTOB.



V. Xpanenne penentypHbIxX 0JIAHKOB (32 HCKJII0YEHHEM
peuentypHbix 0jankoB o ¢gopme N 107/y-HII " CnennanbHbIi
peuenTypHbIi 0JaHK'")

27. MeauuMHCKHE OpraHu3alliy IOJIy4aloT HeOOXOAWMBbIe pelenTypHble OlaHku, o(opmileHHBIE
TUNorpad)cCKuM crocoOoM, uepe3 TeppUTOpPHATIEHBIC OpTaHbl YIPaBICHHUS 31PaBOOXPAaHECHUEM WIIH
OpraHu3aly, YHIOJHOMOYEHHbIE Ha 93TO OpraHaMH HCIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PenentypHbie OJaHKH, MOJUICKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, HA3HAYCHHBIM
PYKOBOAMTENIEM MEAMIIMHCKOW OpraHu3alliyi, B 3allMPAEMOM METaUIMYecKoM Ikady (ceide) wim
METaJUINIECKOM SIIIUKE.

29. NunuBuayanbHbI NpeANPUHUMATEIb, UMEIOIINN JIUIIEH3UI0 HAa MEAUIMHCKYIO JESTEIbHOCTD,
XPaHUT PeIeNTypHbIe OJaHKH, MOJISKAIUE YUETY, B 3aITUPaeMOM MeTaITHYecKoM mKkady (ceide)
I METAJUIMYECKOM SIIUKE.

30. IIpoBepka COCTOSIHMS XpaHEHHs, ydera, (PaKTHUECKOTO HalW4YWs W pacxoja pPelenTypHBIX
0J1IaHKOB, TOJJIeKALIMX Y4YeTy, OAMH pa3 B KBapTaJl OCYLIECTBISIETCS KOMHUCCHEH, CO3AaHHOM B
MEJIUIIMHCKOW OpraHu3aluu.

31. Penentypuble OnaHku, odopMisieMble Ha OyMaXHOM HOCUTENIC W IMOJICKAIIUE YUYETY,
BBIIAIOTCS  MEAMIIMHCKUM  pabOTHUKaM, HMEIOMUM MpaBo OGOpMIICHUS PEENnTOoB, IO
pacHopsKEHHIO TJIaBHOT'O Bpaya UM €ro 3aMECTUTEIIS.

HOJ'Iy‘{eHHBIG PCUCITYPHBIC OJaHKK Ha 6YMa)KHBIX HOCHUTCIIX XpaHATCA MCAUIHWHCKUMU
pa6OTHI/IKaMI/I B IIOMCHICHHUAX, O6€CH€'—II/IBaIOHII/IX X COXPAaHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPENICTBA TOCYNAapPCTBEHHBIX WH(POPMALMOHHBIX CHCTEM B cdepe
3/[paBOOXPAHEHMs], MEIUIMHCKUX HMH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHU3aIui
00eCTIeYnBaOT XpaHEHHWE DJJIEKTPOHHBIX pElenToB, O(OPMIIEHHBIX B (QOpME DIEKTPOHHBIX
JJOKYMEHTOB B TEUEHHE CPOKOB, YCTaHOBJEHHBIX ISl XpaHEHUs PELeNnToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIIMX (pOopMax pelenTypHbIX OJIaHKOB Ha OyMakHOM Hocutene <10>.

<10> HoamyskT 5.2.169 Tlonoxenus o Munucrepcree (CoOpanue 3akoHOaTeNIbeTBa Poccuiickoi
Oeneparnun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooscenue N 4
K npuxasy Munucmepcmea 30pasooxpaHenuist
Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

®OPMA CIEIVAJIBHOTO PENEINTYPHOT'O BJIAHKA N 107/Y-HII
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MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMI
dopma N 107/y-HII,
YTBEPXIEeHHasa [NPUKas30M
MuHmCcTepCcTBa 3OPaBOOXPAaHEHUH

MTaMI MEIMUMHCKOM OpTaHM3aluMn Poccurickonm denmepaumnn

or 24.11.2021 N 1094H

PEIEIT
Cepusa N
" " 2 O I‘
(DaTa BHIOMCKM pelenTa)
(B3pPOCIEI, IOeTCKMM — HYXHOE IOOUEPKHYTH)

damMmiina, mMs, OTUYECTBO (IIOCJEeOHEee — NPV HAaJIU4YMUM)

naumMeHTa

BoszpacT

Cepusa M HOMEP HOJMCa 0043aTEeJIbHOT'O MEeOULMHCKOI'O CTPpaXOBaHUA
HomMep MeIMUMHCKOM KapTH

damMmnima, mMs, OTUYECTBO (IIOCJelHee — IPM HaJIU4dUM)

Jeyvamero Bpada (Qernbmmepa, akKylepKu)

N

[Mognuce M JIMYHAL [I€e4aThb Bpada
(nopnmuce Qenprnuepa, aKyllepku)

M.II.
damMuamsg, wMMS, OTUECTBO (mocnemHee - TIpM HaJMuuUM) M IIOLNMUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM OpTaHMu3alun

M.II.
OTMeTKa alTeyHOM opTraHM3aluum o060 OTIycKe
damMmamus, wMMsS, OTUECTBO (mocyenHee - TOpM HaJduuuMM) U IDOJANUCH
paboTHMKA allTedyHOM OopTaHM3aluM

M.II.

Cpok meucTBMA pelenta 15 mHeM



Ipunoowcenue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAIOK U3TI'OTOBJEHUSA, PACITPEJAEJEHUA,
PEIT'UCTPAIIUU, YUETA U XPAHEHUSA PELHEIITOB,
COAEPKAHINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM ICUXOTPOIIHBIX BEIIIECTB

|. Ilopsiaok U3roToBJIEeHUS, pacnpeaeJeHus crenuaaibHbIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

1. Opranuzanuio U3roTOBJICHUS U paclpelielieHus perentypHbix O6nankoB mno ¢opme N 107/y-HII
"CrienanpHBIN perenTypHbIi OaHk" (majee - crenuallbHBIA PelenTypHBId OJaHK) OCYIIECTBISET
MuHuctepcTBO 3apaBooxpaHeHus Poccutickort @epepanun (nanee - MUHHCTEPCTBO).

2. CrneuuasibHble pelenTypHble OJaHKH SBISIOTCS 3alIUIICHHON MOMMrpaduyeckor MpomayKIUueH
ypoBHs "B", uzrorapnuBaemoii Ha 6ymare po3oBoro 1sera pazmepom 10 cm X 15 cM, TOTKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBaTh TPEOOBAHMAM, yKa3aHHBIM B IpHUKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit ®enepamuun ot 29 centsops 2020 r. N 2171 "OO6 yrBepxaeHUH
TexHuueckux TpeOOBaHUN U YCIOBUN M3TOTOBJIEHUS 3ALUIIEHHON OT MOJIETIO0K MOJurpaduyeckon
npoaykuuu" (3apeructpupoBad MunuctepcTBoM toctuiu Poccuiickoit denepanuu 16 Hos0ps
2020 r., peructpanuonnsiit N 60930).

3. B mensix opraHu3anuy M3rOTOBJICHUS U PAclpeeieHHs CIEIHMaIbHBIX PELENnTypHbIX OJaHKOB
MEJULUHCKUE OPraHU3alUd, UMEIOIIUE NIPAaBO OCYILECTBIIATH B4y PELENTOB Ha HADKOTHUYECKHUE
CpelcTBa WM NICUXOTpoIHble BenlecTBa cuucka Il Ilepedyns u 3apeructpupoBanHsle B Poccuiickoin
@denepau B KayecTBE JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEAMLMHCKOrO NpUMEHEeHus (lanee
COOTBETCTBEHHO - MEJIMILIMHCKAsl OpraHu3alus, HApKOTUYECKUI (IICUXOTPOIHBIN) JIeKapCTBEHHBIH
npernapar), COCTaBJISIOT 3asBKH Ha pelienTypHble OJaHKH.

4. B cpok 10 1 OKTAOps TEKyIIero rojaa 3asiBKM MEIUIIMHCKUX OpTraHM3alluii Ha CIeNHaJIbHbBIC
perenTypHble OJaHKU MPEICTaBISIOTCS:

1) MCIUIIUHCKUMH  OpraHu3alusaMH, HaXOAJIHUMUCA B BCIACHHU (beﬂepaHLHLIX OpraHoB
HCIIOJIHUTEILHOMN BJIACTH, - B COOTBETCTBYIOLINEC @ez[epam)mﬂe Oprasbl HCIIOJIHUTEILHOMN BJIaCTH,

2) MeIMIMHCKMMH OpraHu3alisIMM, HaXOJAIIMMUCS B BeleHHMH CcyObekToB Poccuiickoit
Qdenepanyuy, MEIWIUHCKUMH  OpraHU3alMsIMA  MYHUIUIIQIBHOM M YacTHOM  CHUCTEM
3/paBOOXPAHEHMs] - B OpraHbl HMCIIOJHUTEIbHOM BiIacTH cyOobekToB Poccuiickoit deneparuu B
cdepe OoXpaHbl 3/10pOBbs IpakJaH, Ha TEPPUTOPUH KOTOPBIX OHHM PACIIONIOXKEHBI (Jajiee - OpraHsbl
UCTIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanun).

5. B 3asgBke MeIULIMHCKOI OopraHu3alii Ha CICHOUAJIBHBIC PCUCITYPHBIC OJaHKH YKa3bIBArOTCA
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CICAYIOIUC CBCACHUA:

1) cBeneHuss O MEQUIIMHCKOM OpraHu3alyy, NOJABUIEW 3asiBKY Ha CHELUAJIbHBIE pELENTYpHbIC
6s1aHKU (I10JTHO€ HAMMEHOBAHUE, aIPEC MECTa HAX 0K JICHHS);

2) KOJNMYECTBO CIEHUANBHBIX PEHENTYpHBIX OJAHKOB, M3PACXOJOBAHHBIX MEIUIIUHCKOM
opranusanueil Ha 1 sHBaps MpeaIIecTBYIOLIETO ro/a;

3) KOJIMYECTBO CIEUUAIBHBIX PELENTYPHbIX OJAHKOB, HEOOXOJMMBIX MEIUIMHCKON OpraHM3aluu
Ha CJIEAYIOLIUHN IO,

3asBKa MEIMLMHCKOM OpraHM3alMy Ha CHELUalbHble pPELENTYpHble OJIAaHKHM IOJIMCHIBAETCS
PYKOBOAMTENEM MEIUIIMHCKON OpraHu3alMy, KOTOPbI HECET NEPCOHAIbHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTb U JIOCTOBEPHOCTh YKa3aHHBIX CBEICHHH.

6. denepanbHbIe OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJIEHUU KOTOPBIX HAXOIATCS MEAULMHCKHE
OpraHu3aiuu (nauee - GpeaepatbHble OPTaHbl HCIIOTHUTEILHOM BIIACTH), U OPTaHbI UCTIOTHUTEIHLHOM
BiacTu cyobekToB Poccuiickoit denepanny Ha OCHOBaHUU 3asiBOK MEIUIMHCKUX OpraHM3allvii Ha
CIeLMAJIbHBIE PELeNTYpHbIC OJaHKU (POPMUPYIOT CBOJHBIC 3asBKH Ha CIICLUAJIbHBIC PEIEHTYpPHBIC
OJIaHKH U B CPOK 710 1 1ekaldpsi TeKyIIero rojia mpeacTaBisitoT uX B MUHUCTEPCTBO.

7. B cBOAHOM 3asBKE Ha CIICIIHATIbHEIC PEUCIITYPHBIC OJaHKH YKa3bIBaOTCA CICAYIONIUC CBCACHUA:

1) cBeaeHmst 0 (efepaIbHOM OpraHe WCIOJTHHUTEIHHOW BIACTH (OpraHe HCIIOJHUTEIBHON BIACTH
cyorekta Poccuiickoit ®enepanuu), TpeNCTaBUBIIEM CBOIHYIO 3asBKY Ha CIHEIHalIbHbIC
penenTypHble 6JaHKH (TIOJTHOES HAMMEHOBAaHUE, aJIpEC MEeCTa HaX 0K JICHHU);

2) KOJMYECTBO CHEIHAIbHBIX PEUENTypHBIX OJaHKOB, paclpeaeleHHBbIX (erepalbHbIM OpraHOM
WCIIOJTHUTEJIbHON BJIACTH (OpraHOM MCIOJHUTENBHOM BiacTu cyobekTa Poccuiickoit deneparumn) Ha
1 sHBaps MPEaIIECTBYIOLIETO I0/1a MEXAY MEIULIMHCKUMH OpraHU3alUsIMU;

3) KOJIMYECTBO CHELUANbHBIX PELENTYpHbIX OJaHKOB, HEOOXOOUMBIX (efepaTbHOMY OpraHy
VCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENIBbHOM BiacTu cyobekTa Poccuiickoit denepanuu) Ha
CIIEYIOIINN IO/ IS paclpeneIeHs] MEKIY MEAUIIMHCKUMHI OpraHUu3alusIMU;

4) cBeneHuss O TMOJBEAOMCTBEHHOW OpraHu3alluy, YIOJHOMOYEHHON (eaepaabHbIM OpraHOM
UCTIOJIHUTENIbHOW BJAacTH (OpraHOM MCIOJHMTENbHOM BiacTu cyobekta Poccuiickoit denepariyn)
OCYIIECTBIISATh MOJIyY€HUE CIIEUANBHBIX PEUENTYpPHBIX OJIaHKOB OT MUHUCTEPCTBA, UX XPAaHEHHE U
BbIJJauy MEIUIMHCKMM OpraHu3alusM (IIOJIHO€ HaMMEHOBAaHME, aJpec MecCTa HaXOXKJICHHS,
WHH/KIIII, OKTMO opranuszanuu, pakTH4eCKHd apec TOCTaBKH).

8. Ha ocHoBannun IMOJIYYCHHBIX CBOJHBIX 3adBOK Ha CIHCHUAIBHBIC PCHCITYPHLBIC OJIaHKH
MUHHCTEPCTBO €XKETOIHO B CPOK 110 15 sHBaps criemyromiero roga GopMUpyeT U yTBEpKIaeT ITUIaH
pactupeacsiCHudA CICHUAIBHBIX PCUCHITYPHBIX 6J'IaHKOB, B KOTOpPOM OTpaXacTCid TroaoBas
notpebHocTh Poccuiickoit @enepanuui B CHeNMaTbHBIX PEHENTYPHBIX ONaHKax (ganee - TUIaH
pacnpeneneHruss MUHHCTEPCTBA).

9. B ninane pacnpenenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIENAYIOLINE CBEICHU:
1) nopsAKOBBIM HOMEDP 3aINCH;

2) HauMMeHOBaHHE (elepalbHOrO OpraHa HCIOJIHUTEIbHOM BiIacTH (OpraHa HCHOJIHUTEIbHOU
BiacTu cyowbekra Poccuiickoit @eneparum), MpeACTaBUBIIEIO CBOJHYIO 3asBKy Ha CIelHalbHbIE
penenTypHbie OJIaHKU;

3) He0OXOMMOE KOJIMYECTBO CIIEUANBHBIX PEIENTYPHBIX OJIaHKOB.



10. HampaBneHue crienuaibHBIX PELENTYPHBIX OJAHKOB (eiepaabHBIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM HCIIOJHUTEILHON BiIacTh cyObekToB Poccuiickoit denepanuu OCymIeCTBISETCS
MuHHCTEpCTBOM B KOJMYECTBE, MPEYCMOTPEHHOM IIJIAHOM pactipeziesienus MuHucTepcTBa.

11. MUHHCTEPCTBOM JOMOJHHUTEIHHO K KOJIMYECTBY CHEIHAIBHBIX PEIENTYPHBIX OJIAHKOB,
MPEelyCMOTPEHHOMY IUIAHOM pachpenenenus MunucrepcTBa, (opMHUpYeTCs pe3epBHBIN 3amac
CIEIUANIBHBIX PElEnTYpPHBIX OJIAaHKOB B KoymyecTBe, He mpeBbimaromeM 150 000 crenuaibHBIX
peLenTypHbIX OJIaHKOB.

12. B ciydae yBenu4yeHHs TOTPEOHOCTH B CIIEHMANBHBIX PEIHENTYpPHBIX ONlaHKaX (enepaabHble
OpraHbl HUCHOJHUTENIbHOM BJIaCTU (OpraHbl HCIOJHUTEIBHOW BIacTH cyObekToB Poccuiickoii
@®enepaniv) HaNpaBslOT B MHUHHUCTEPCTBO CBOJHBIE 3asiBKM Ha JIONOJHUTEJIBHOE KOJIMYECTBO
CHEIHANIbHBIX PEeLEeNnTypHBIX OJaHKOB (C 0OOCHOBAaHHEM YBEIMYECHHS MOTPEOHOCTH B CIIEHUAIBHBIX
peuenTypHbIX OJaHKax), KOTOpPbIE NPEAOCTABIAIOTCS MHHHCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHANIbHBIX PELENTYPHBIX OJIaHKOB.

13. ®enepanbHble OpraHbl UCMIOTHUTENIHLHOM BIAacTU (OpraHbl UCHOIHUTENBHON BIacTU CyOBEKTOB
Poccuiickoit denepaiuu) pacpeaessioT MOJyUYeHHbIE CIEIUaIbHbIE PEUENTYpPHbIE OJaHKH MEXIY
MEAMIMHCKIMH OpraHU3allMsIMH Ha OCHOBAaHMU IUIAHOB pacrpeaeneHusi, cHOpMHUpPOBAHHBIX B
COOTBCTCTBUHU C 3asiBKaMH MCIUILIMHCKHUX opraHmauHﬁ Ha CIICHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

Il. Ilopsanok perucTpanmu, y4era u XpaHeHHsl CHEeIHATbHBIX
peuentypHbix 01ankoB 1o ¢gopme N 107/y-HII

14. MunucrepcTBOo, HHble (eaepaibHble OpraHbl HCHOJHUTENIbHOM BJIacTHU U OpraHbl
UCIIOJIHUTENIbHOM BiacTu cyobekToB Poccuiickoil denepanyy OpraHu3yoT XpaHEHHE ClIeUaIbHbBIX
peuenTypHbIX OJaHKOB B IOABEIOMCTBEHHBIX OpraHM3alMAX, YHOJHOMOYEHHBIX OCYIIECTBIIATH
MOJIyUYEHUE CIIEHUAIbHBIX PELENTYPHbIX OJIaHKOB OT MUHHCTEPCTBA, MX XPAHEHUWE M BbLIAUY
MEIUIUHCKUM OpraHU3aLUsM (Jlajiee - yIOJHOMOYEHHAas OpraHu3alus).

15. B ynmonHOMOuYeHHOW OpraHu3aiii U MEIUIIMHCKOW OpraHM3aliy, MOTYYHBIICH ClelHaIbHbIe
penenTypHble OJIAaHKH, OPTaHU3YeTCsS PETHCTPAIHs, YIeT U XPAHCHHUE CIEIUAIBHBIX PEICHTYPHBIX
OJIAaHKOB.

Peructpanus, yyer M XpaHEHHME pPE3EpPBHOrO 3amaca CHENUAIbHBIX pPELENnTYPHbIX OJaHKOB
MuHuCTepCTBa OCYIIECTBISIETCS (elepalbHbIM TOCYIapPCTBEHHBIM OFOJUKETHBIM YUPEXKJICHHEM,
HaxoJsAIMMCA B BeleHWH MuHUCTepcTBa (/ajnee COOTBETCTBEHHO - DPE3EpBHBIM  3arac,
MOJIBE/IOMCTBEHHOE YUPEKICHUE).

16. PaGoTHMK, Ha3HAYEHHbIM NPUKA30M PYKOBOJUTENS  YINOJHOMOYEHHOW OpraHu3anuu
(YNOTHOMOYEHHOM  OpraHu3allid, [OJABEJIOMCTBEHHOIO  YUYPEXJCHMS) OTBETCTBEHHBIM 32
pETUCTpalMIO, XpaHEHHE U YYeT CIELUANbHBIX PELENTYPHbIX OJIaHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHHWU JIOBEPEHHOCTH, O(OPMIIEHHON B TMOpPsSAKE, YCTAaHOBJIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoit @enepanuu (¢ MNOANMCHIO PYKOBOIWUTENS YIOJIHOMOYEHHOU
opraHu3anuu (ymoJIHOMOYEHHOM OpraHu3aluu, IOABEAOMCTBEHHOTO YUPEXKJEHHUs), TJIaBHOIO
Oyxranrtepa, 3aBEpPEHHBIX KPYIJIOW MedYaThl0), MOJIyYaeT CIEHUalbHbIE pelenTypHble OJaHKH H
OCYIIECTBIISIET BEACHHUE KypHAJla PETHCTPAllMU U ydyeTa CIEeUMaJbHBIX PEeLEeNnTypHBIX OJIaHKOB, K
KoTOpoMy mpuoOmiaer ¢oto- U (WIM) BHJIEOMaTepHalbl, MOATBEpxkaaonIe (HakT opopmiIeHHUS
pelenTypHbIX OJaHKOB Ha AOMY (IIPH HATTUYHH).

17. >KypHaJ'I perucTtpaivi M y4de€Ta CIHCHUAIBHBIX PCUHCHTYPHBIX 0J1aHKOB JOJIKCH OBITH



MIPOHYMEPOBaH, MPOIIHYPOBaH, UMETh Ha MOCJIEIHENW CTPAHUILIE 3aMKCh, COACPKALIYI0 KOJIUYECTBO
CTpaHHL, MOJIHOE HAMMEHOBAaHUE YIOJIHOMOYEHHOH opraHu3anuu (MEIUIUHCKON OpraHu3alui,
MOJABEAOMCTBEHHOTO YUPEXKICHUS), a TaKKe CKPEIUICH MOAMKUCHI0 PYKOBOIUTENSI W TI€YAThIO
YIIOJTHOMOYEHHOM Opranu3anuu (MeIMIUHCKON OpraHu3alnu, MoJABEAOMCTBEHHOTO YUPEXKICHNU).

KypHan peructpanuu W ydera CIEHHUAIBHBIX PEHENTYpHBIX OJIAHKOB PE3EpBHOTO 3amaca
MuHucTepcTBa CKPEIUISIETCS] TAKXKE MOMUCHIO JUPEKTOpa (B CiIydae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryJMpoBaHUs OOpaIieHUs JICKaPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3aenuii MuHHCTEPCTBA U Ie4aTbi0 MUHUCTEPCTBA.

18. B kypHane perucrpalyy M YydeTra CIHEHUalIbHBIX PEUENTYpHBIX OJAHKOB YKa3bIBAIOTCS
CIIEIYIOINE CBEJCHMUS:

1) nopsAKOBBIM HOMED 3aINCH;

2) npuXxoA CHelHUaIbHBIX PELENTYPHbIX OJaHKOB:

a) PEeKBU3UTHI U J1aTa PErUCTPALlMU IPUXOAHOTO JIOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNMBIINX CIELUATIBHBIX PELENTYPHBIX OJaHKOB;

B) cepHs U HOMEP CIENUATBHOTO PEIEeNTypHOro OJIaHKa,

I') KOJINYECTBO CHEIMATIbHBIX PELIENTYPHBIX OJAHKOB MO KAXKA0H cepuu;

1) hammiins, UM, OTYECTBO (IIOCIIEHEE - TPH HATUYMH) U ITOANUCH OTBETCTBEHHOI'O pabOTHHKA,
3) pacxo/ CenUaNbHbIX PEleNTyPHBIX OJTaHKOB:

a) J1aTa BBIJAY CIIEHUAIBHBIX PEIENTYPHBIX OJIaHKOB;

0) cepuy U HOMEpA BbIJIAHHBIX CHEIMATIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYCCTBO BbBIJAHHBIX CIICHUAJIBHBIX PCHCIITYPHBIX OJIaHKOB C YKa3zaHueM B cKkoOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCITYPHBIX 6HaHKOB, BBIJJAHHBIX JJId Oq)OpMJ'ICHI/Ifl Ha 10MY;

r) damuiaus, UMs, OTYECTBO (TOCleAHEe - NPU HAIMYUHM) M TOJMNMCH JIMIA, HOJYYHMBILIETO
CHelHalibHbIe pelenTypHbIe OJaHKu;

1) KOJIMYECTBO CIELMATIBHBIX PEeLENTYpPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) damunus, UM, OTYECTBO (MOCIEQHEe - TMpPH HAIMYWU) U MOANUCH U, O(POPMUBIIETO
CIeIANIbHBIC PEIeNTYPHBIC OJJaHKH Ha JIOMY;

4) pamumnus, uMsi, 0TYECTBO (ITOCIIEAHEE - IPU HATMYUH) U MTOANKUCH OTBETCTBEHHOT'O pabOTHHUKA,
5) OCTaToK crenuaIbHBIX PEHEeNTYpPHBIX OJIaHKOB.

19. CrneuumanpHbplii pelenTypHbI OJaHK SBISETCS JOKYMEHTOM CTPOTOW OTYETHOCTH. 3arac
CHEIHAJIbHBIX pPELENTYpHBIX OJaHKOB B MEIUIMHCKON OpraHu3aluu JIOJDKEH XPaHUTHCS B
CHELMATbHBIX IOMEUICHUAX, celdax WIM B CIENUATBbHO M3TOTOBJIEHHBIX IIKadax, OOMTHIX
OLIMHKOBAHHBIM K€JIE30M, C Ha/Ie)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

HOMCH_[CHI/ISI, CCﬁ(bBI, I_HKa(I)BI, B KOTOPBIX XPAHATCA CIICHUAJIBHBIC PCUCTITYPHLIC 6HaHKI/I, JOJI2KHBI
OBITE 3aKpPBITBI HAa 3aMKH W IIOCJIE OKOHYAHMA pa6OTBI orredyaTaHbl II€4YaTbIO yl'[OJ'IHOMO'—I@HHOfI
OopraHu3alnunu (MCHHHHHCKOﬁ OpFaHI/I3aL[I/II/I) NN OHJIOM6I/Ip0BaHLI.

20. B MCIUIHUHCKUX OpraHnu3anudax 3alaC CICHUAJIBHBIX PCHCITYPHBIX OJIaHKOB HeE JOJIDKCH



IPEBBIIATH ['OJJOBOI MOTPEOHOCTH.

21. Paspemaercst BbIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOIIEMY TpaBO Ha3HaYaTh
HapKOTHUYECKUE (TICUXOTPOIIHBIE) JIEKAPCTBEHHBIE MIpernapaThl, €IMHOBPEMEHHO HE 0ojiee IBajlaTu
CHEIHAJIbHBIX PELIEITYPHBIX OJIaHKOB.

MenuuuHckue paOOTHUKY, BBIMUCHIBAIONIME pEHENThl HAa HApKOTHYECKUE (TICHXOTPOITHBIC)
JIeKapCTBEHHbIE MpenapaThl, HA OCHOBAHWH IpPHUKa3a PYKOBOJUTES MEAMLIMHCKOW OpraHU3aIMu
HECyT JIMYHYIO OTBETCTBEHHOCTh 3a COXPAHHOCTh IIOJIYYCHHBIX CIICIMAIbHBIX PEHEeNTYPHBIX
6mankoB. CrienuanbHble pelenTypHble OJaHKH, MOIyYeHHbIE MEIUIIMHCKIM PaOOTHUKOM, XPaHITCS
0/] 3aMKOM B celi(hax, METaJUTMYECKHX IIKadax M METAUTMYECKHUX SITUKAX.

22. B MeIUIMHCKOW OpraHu3allMy CO3/aeTCs MOCTOSHHO NEHCTBYIOIIAs KOMHCCHS, KOTOpas He
pexxe 1 pa3a kBaprai (MO PELICHUI0 PYKOBOJIUTENS MEIULMHCKON OpraHM3alMy BO3MOKHO 4Yallle)
OCYIIECTBIISICT IIPOBEPKY COCTOSHUS PETUCTPALMU U y4YeTa CHEeNUAIBHBIX PElEeNTYPHBIX OJaHKOB, B
TOM YHCIIE TYyTeM CBEPKU 3alUCei >KypHalla pPEerucTpaluy U y4eTa CHEeIHaIbHBIX PeleNnTypPHBIX
ONaHKOB, ¢ (PAKTUYECKUM HAJIMYUEM CIICHUAJIbHBIX PEHENTYPHBIX OJIAHKOB, a TaKXKe MPOBEPKY
COCTOSAHUA XPAHCHUA CIICHUAJIBHBIX PCUCIITYPHBIX 0JIaHKOB.

ITo pe3yiibTaTaM IIPOBEPKHU B KYPHAJIC PCTUCTPALMU U YyUCTA CIICHHUAIIBHBIX PCHCIITYPHBIX 0J1aHKOB
ACIAaCTCA 3aIllMCb O PE3yJibTaTaX IMPOBCACHHA CBCPKHU JAHHBIX, 3aKPCIUICHHAsA HNOANMCAMHU BCCX
YJICHOB KOMHUCCHHU, UJIK CO3AaCTCA Cl'IeI_[I/IaJ'ILHHﬁ aKT IIPOBCPKH.

23. @denepanbHble OpraHbl UCIIOJHUTEIBHON BJIACTU U OpPraHbl UCIIOJHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit denepanuu OCYLIECTBISAIOT KOHTPOJIb 3a OpraHM3alMeld pPETUCTpaluu, ydera |
XpaHEHHUs CHENMaJbHbIX PELENTYPHbIX OJAHKOB B  YIOJHOMOYEHHBIX OpraHu3aluix H
MCIUIMHCKUX OpraHHu3aluiIXx.

24. Bplgaua crnenuanbHBIX pEHENTYPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MUHHCTEPCTBA
denepaibHBIM OpraHaM HMCIIOJHUTEIHHOM BJIACTH M OpraHaM HCIOJIHUTEIHHOUN BJIACTU CYOBEKTOB
Poccuiickoii ®exepanuu OCYIIECTBISIETCSI OTBETCTBEHHBIM PAOOTHHKOM TOABEIOMCTBEHHOTO
VUpEXKICHUST Ha OCHOBAaHMM pEIICHHS 00 OTIYCKE CIEUHATBbHBIX PEHENnTypHBIX OJIaHKOB,
O(pOpPMIICHHOTO B BHJE MHCbMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUA -
3aMEeCTUTENIeM JAUpeKTopa) [lemapramenTta peryaupoBaHus oOpaiieHus JE€KapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3enuii MuHucTepcTBa.

ITpoBepka neATENBPHOCTH NOJBEJOMCTBEHHOIO YUPEXKACHHS IO PETUCTPALMU, YUETY MU XPAHEHUIO
PE3epBHOTO 3amaca OCyLeCTBIsAeTca JlenapTaMeHTOM pPeryJInpoBaHus 0OpalleHus JIEKapCTBEHHBIX
CPEICTB U MEIMLMHCKHUX H3Ienuii MunucrepctBa 2 pas3a B rox He mosaHee 20 uducna mecsia,
CJIEAYIOLIETO 32 UCTEKILIUM ITOJIYTOIUEM.

Ipunosxcenue N 6
K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

INPABUJIA O®OPMJIEHUS PELIEIITOB,
COAEPKALINUX HASHAYEHUE HAPKOTUYECKHUX



CPEACTB WM HICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®POPME 2JIEKTPOHHbBIX JOKYMEHTOB

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTeJIE

1. Ha penentypusix 6mankax ¢opmsl N 107/y-HII B n1eBoM BepxHEM YTy MPOCTABISETCS LITAMII
MEIMIUHCKON OpraHu3alliy ¢ yKa3aHHEM €€ IOJHOI0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBINUCKH (1aTOi 0(hopMIICHHS) pelienTa Ha JIEKapCTBEHHBIH Mpenapar.

Peuentypnsie 6manku ¢opmbl N 107/y-HII wm3rotaBiamBarOTCs HCKIIOYUTEIBHO THIOTPadCKUM
CIIOCOOOM.

2. Ha peuentypHeix OnaHkax, O(GOPMISEMbIX HWHIUBUAYAJIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIMMU JIMLEH3UI0 Ha MEIULUHCKYIO JEATeIbHOCTb, B BEPXHEM JIEBOM YINIy THUIOTpadCcKUM
CIIOCOOOM MJIM IIYTEM IPOCTaBJICHMS LITaMmIa JODKEH ObITh yKa3aH aJpec HHIUBUAYAIbHOI'O
IpEeANPUHUMATEIL, HOMEP M Jara JIMLEH3MHM, HaMMEHOBAHME OpraHa roCyJapCTBEHHON BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Peuentypnsie 6nanku popmst N 107/y-HII 3anonHsatoTcss METUITUHCKUM paOOTHUKOM YEpHUIAMHU
WJIY [IAPUKOBOU PYUYKOM.

4. lomyckaetcs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIIOUYeHHWEM pekBusuta "[loamnuck neyaniero
Bpaua (moamuch denpamiepa, akyumepku)") penenTypHbix OmankoB ¢opmel N 107/y-HIT c
WCIIOJIb30BaHUEM TI€YATAIONINX YCTPOMCTB.

5. B peuentypuom 6nanke ¢popmel N 107/y-HIT B cTpokax "damumus, umsi, oT4ecTBO (IIOCIEIHEE -
npu Hanmuuu) manuenta" u "Bospact" yka3pIBalOTCS TMOJHOCTHIO (aMuiIHsi, MMs, OTYECTBO
(mocnenHee - NpU HAJIMYKN) MALUEeHTa, €r0 BO3PACT (KOJIUYECTBO MOJIHBIX JIET).

JlomycTMo yka3aHue AaThl POKICHUS MallUeHTa.
6. B pentenitypaom 61anke popmer N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMEp ToJIMCa 0053aTETLHOTO MEAUIIMHCKOTO CTPaxOBaHMs'" YKa3bIBACTCS
HOMeEp ToJuca 00513aTENBHOT0 MEAUIIMHCKOTO CTPAaXxOBaHUSI MallMeHTa (MIPH HaJIHUYUH );

2) B crpoke "Homep MeauIMHCKON KapThl" yKa3bIBaeTCs HOMEpP MEIUIIMHCKON KapThl MalUEeHTa,
MOJYYalOEro MEIUIMHCKYI0 IOMOIIb B aMOyJaTOpHBIX YCJIOBUSAX, MM HMCTOPUU OOJIe3HU
MAIUEHTA, BHIMMCHIBAEMOT0 U3 MEIMLIMHCKON OpraHu3aluu;

3) B ctpoke "®damunusi, UMsl, OTYECTBO (MOCIIEHEE - IPU HAJIMYMH) Jiedalero Bpaya (denpamepa,
aKylepkn)" yKka3blBaeTCsl OJHOCTBIO (haMuuIusi, UMsi, OTYECTBO (TIOCIIEIHEE - IPU HAJTMYUU) Bpadya
(penpamepa, aKymiepku), BBIMUCABIIETO PEHENT HAa  HAPKOTHYECKUH  (TICUXOTPOITHBIN)
JIEKApCTBEHHBIN ITpenapar.

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

1) HauMeHOBaHMe JIEKAPCTBEHHOT0 Mpemnapara (MeXIyHapoIHOE HeaTeHTOBAaHHOE HaMMEHOBaHHE,
TpYHOIUPOBOYHOC HIIN XUMUUCCKOC HAMMCHOBAHNE, TOPIrOBOC HaHMeHOBaHHe) Ha JIATUHCKOM A3bIKE
WIA Ha PYCCKOM s3bIKe, (opMa BBIITyCKa, TO3UPOBKA, KOJIMYECTBO (YKa3bIBAeTCs MPOMHMCHIO Ha
penentypaoM 6nanke ¢popmbl N 107/y-HIT);



2) cnoco® TpUMEHEHHs JEKapCTBEHHOTO TMpernapara Ha TOCYAapCTBEHHOM si3blke Poccuiickoii
denepallui UM HA TOCYAApPCTBEHHOM sA3bike Poccuiickoit denepaiuy U rocyJapCTBEHHOM SA3bIKE
peciyOIMK U MHBIX s3bIKaX Hapos1oB Poccuiickoit denepanuu <1>.

<1> Yactp 1 crarbu 15 3akona Poccuiickoit @eneparun ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (Bemomoctu chesna
HapoHbix jenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmiieHHH penenTypHBIX OJIAHKOB 3aMpEINaeTCsi OrPAaHUYMBATHCS OOIIMMH yKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnennn manueHTy peuentypHoro Omanka ¢opmbl N 107/y-HII Ha nHapkoTHueckuit
(TICHXOTPOIIHBII) JIGKAPCTBEHHBIA Mpenapar B paMKax OKa3aHHWS MEIUIIMHCKOH TOMOIIM TIpH
OIpEICIICHHOM 3a00JICBAHUHU TaKOH PEIEIIT 3aBEPseTCS:

1) moAMUCHIO U IMYHOM MEeYaThio Bpadya TU00 MOANMUCKHIO (hebaepa (aKymepKn);

2) mevarbl0 MEIUIMHCKOM OpraHu3anuu, Ju0O0 CTPYKTYpHOIO TIOAPA3JIEICHUSI METUIIMHCKON
opranuszanuu "/{is penentos”, KOTOpast IPOCTABIISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIMHCKONW OpraHu3aliy ¢ yKa3aHueM (paMUJIMU, UMEHHU, OTUYECTBA (IIOCJIEHEE - IPU HAIUYHUK)
Y IIPOCTABJICHUEM €T0 JINYHOU MOAIHNCH.

B ciuyuasx HeoOxoaumocTu oQopMieHHs peuenta Ha HAPKOTUYECKUH  (TICUXOTPOIHBIH)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKax OKa3aHMs MaJUIMaTUBHOM MEIUIIMHCKOW MOMOIIU
JIOIyCKAeTCsl MpPEBAapUTEIIbHOE 3aBEpEeHHE pelenTa IITaMIIOM MEIUIMHCKON OpraHu3aluy,
[€YaThl0 MEIMLMHCKON OpraHu3alMi JuOO CTPYKTYpPHOTO HOJpa3fefieHuss MeEeAULIMHCKON
opranuszanuu "/{is penentos”, KOTOpast IPOCTABISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIMHCKONW OpraHu3allly, ¢ YKa3aHueM (aMWINM, UMEHU, OTYECTBa (IIOCIIEIHEE - IPU HATUYNN)
Y MIPOCTABJIEHUEM €T0 JIMYHON noanucH. Ilpu aTom B xKypHasle perucTpalui U ydeTa pelenTypHbIX
OnaHkoB B cooTBeTcTBUM ¢ [lopsnkoM peructpauuu, y4yera M XpaHEHUs CIIEHUaIbHbBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUYECKUE CPE/ICTBA MU IICUXOTPOIHbIE BELECTBA, YTBEPKACHHBIM
HACTOALIMM TPUKa30M, JENaeTcsi OTMETKa O €ro Bblgade Juis opOpMIIEHUS Ha JIOMY, a TaKxKe
OTMETKa, yJJOCTOBEPEHHAs MOANMCHIO Bpaya MO0 (enbamepa (aKymepku), opopMUBIIETO pelenT,
0 (Qaxrte ero opopmiieHHUs, KOTOPHIH MOXKET OBITH JOMOJHUTENBHO MOATBEPKIEH (OTO- U (WIIN)
BHJIEOMAaTEepHaIaMHU.

B crpoke "OrmeTka anTedyHOW oOpraHu3amuu o0 OTIycKe" CTaBUTCS OTMETKAa amnTeuyHOH
OpraHu3aiu 00 OTIyCKE HAapKOTHYECKOro (TICHXOTPOMHOI0) JIEKapCTBEHHOro ImpenapaTta (c
yYKa3aHWEM HauWMEHOBaHMs, KOJUYECTBA OTMYIIEHHOIO HApKOTUYECKOTO (TIICHUXOTPOIIHOIO)
JIEKapCTBEHHOTO TpenapaTa M JaThl €ro OTIycKa), KOTopas 3aBepsieTcsl MOANHUCHI0 pabOTHHKA
anTeyHONl oOpraHu3aliM, OTIYCTUBIIEIO0 HAPKOTUYECKHM (TICUXOTPOIHBIN) JiIeKapCTBEHHBIN
npernapar (¢ ykazaHuem ero (GpaMuiIuM, UMEHH, OTYecTBa (IOCIEqHEee - NMPU HAJTUYMHU), a TaKxKe
KpYTJION MeYaThio alTeYHONW OpraHM3alliM, B OTTUCKE KOTOPOH JOJKHO OBITh MACHTH(PHUIHMPOBAHO
II0JIHOE HAMMEHOBAHME allTEYHON OpPraHU3ALNH.

10. Ha ogaoMm pententypHom 6nanke ¢opmbel N 107/y-HII pa3pemiaercst ocyIiecTBIsTh Ha3HAYCHHE
TOJIBKO OJTHOTO HAMMEHOBAHMUSI JIEKAPCTBEHHOTO TIperapara.

11. McnipaBnenust B periente He AOMYCKaKOTC.


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

1. Odpopmiienue peuenta B gopMe 3JIeKTPOHHOTO JOKYMEHTA

12. Penent B popMe JIEKTPOHHOT'O JOKYMEHTA, MOAMMCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOM
AIIEKTPOHHON MOANKCHIO, HOPMUPYETCS MEAUIIMHCKAM PAOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAULIMHCKUX PAOOTHHUKOB <2>, a TakKe MPU YCIOBHH PETUCTPALUU
MEIMIUHCKOW OpraHu3ali, B KOTOpOil odopmisieTcs peuent, B (QeaepaibHOM peecTpe
MEAMIMHCKUX OpraHu3anuii <3> eAuHON TocydapCTBEHHON HMH(OPMAIIMOHHONM CHUCTEMBI B cdepe
3paBOOXPAaHECHUs] M IOAKIKOYEHUS TaKOW MEIMIMHCKOM OpraHu3alud K TIOCyJapCTBEHHOU
nH(pOpMaAIMOHHOM cucTeMe B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit deneparnun <4>.

<2> Yacte 4 crateu 91.1 denepanpHoro 3akoHa N 323-03 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<3> Yacte 4 crateu 91.1 ®PenepanpHoro 3akona N 323-d3 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Crarbu 91 u 91.1 ®enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOmaTeIbcTBAa Poccuiickoit
Oenepannm, 2011, N 48, cT. 6724).

13. [To TpeOoBaHMIO TAalMEHTa WM €r0 3aKOHHOTO TPEACTaBUTENS OGOPMIISIETCS 3K3EMILIP
periennita B opMe 3IEKTPOHHOTO JOKyMEHTa Ha OyMmMa)kHOM HocuTene ¢ oTMmeTkoi "Jlyonukat
AJIEKTPOHHOTO JOKyMeHTa".
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