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

MHUHUCTEPCTBO 3JPABOOXPAHEHHNA
POCCUUCKOU OEJEPAIIUN

ITPUKA3
ot 24 Hosiops 2021 r. N 1094n

Ob YTBEPKAEHUU ITOPAJIKA HASHAYEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PEHEINTYPHbBIX BJIAHKOB HA JIEKAPCTBEHHDBIE
IHPEIMMAPATDI, NOPAAKA O®OPMJIEHUA YKAZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, POPM
BJIAHKOB PEHENTOB, COAEP KAIIIUX HASHAYEHUE
HAPKOTHYECKHUX CPEACTB UM IICUXOTPOIIHbBIX
BEIIECTB, HOPAJAKA UX U3I'OTOBJIEHUA,
PACHHPEAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKXKE ITPABUJ O®OPMJIEHUA
BJIAHKOB PEHEINITOB, B TOM YUCJIE B ®OPME
QJEKTPOHHBIX JOKYMEHTOB

B cooTtBercTBHM ¢ myHKTOM 16 yactu 2 cratbu 14 denepanbpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHoBax oOXpaHbl 370poBbs TpaxkaaH B Poccuiickoiri Denepanuun" (CobOpanue
3akoHozaarenscTBa Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 ctatbu 26 denepanpHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHUECKUX CpeACTBaxX U
ncuxoTpornHbix BemiecTBax" (Cobpanue 3akonoaarensctBa Poccuiickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxxenus o
MunucrepctBe 3apaBooxpaHeHus Poccuiickoit ®denepanuu, yTBEp:KIEHHOTO IOCTAaHOBIEHUEM
[IpaButenbctBa Poccuiickoit @eaeparuu ot 19 utons 2012 r. N 608 (Cobpanue 3akoHOAATETHCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBaio:

1. YTBepauTh:
[Topsimok Ha3HAUEHHS JIEKAPCTBEHHBIX IPEnapaToB coryiacHo npuiokeHuto N 1;
(bopMBI peLenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE Mpernaparhl corjaacHo npuioxenuo N 2;

[Topsimox odopmieHuss peuenTypHbIX OJAaHKOB Ha JIEKapCTBEHHBIC Ipermaparbl, WX ydeTa H
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XpaHeHus coriacHo npuioxenuto N 3;

(hopMBI OJIAaHKOB PEIENTOB, COJACPKAIIUX HA3HAYCHHE HAPKOTUYECKUX CPEICTB WIIH MICUXOTPOITHBIX
BEILIECTB, cOrIacHo nmpuiokeHuto N 4,

[Topsitok U3roToOBIICHUS, PACIIPECICHUS, PETUCTPALlMU, YYE€TA U XPAHEHUS PELENTOB, COAEPKAIINX
Ha3HA4YCHHE HAPKOTHYECKUX CPECTB MM MCUXOTPOMHBIX BEIIECTB COTIACHO priiokeHuto N 5;

[IpaBmwia odopMIICHHS PEIENTOB, COACPKAMMX Ha3HAUYCHUE HAPKOTHYSCKUX CPEJACTB HWIIH

IICUXOTPOMMHBIX BCIICCTB, B TOM 4YHCJIC B (bopMe QJICKTPOHHBIX JOKYMCHTOB COTJIACHO IMPUIIOKCHUTIO
N 6.

2. Ilpu3HaTh yTpaTUBIINMU CUITY:

npuka3 Munucrepcersa 3apaBooxpanenust Poccuiickoit @eneparuu ot 1 arycra 2012 r. N 541 "O6
YTBEpKIeHUH (POPMBI OJaHKOB PEIIETITOB, COJEPKAIIUX Ha3HAaYeHHE HAPKOTHYECKHX CPEICTB WU
TICUXOTPOITHBIX BEIIECTB, MOPSAKA WX HM3TOTOBICHUS, PACIPEACICHUS, PErUCTpalliy, ydeTa M
XpaHeHus, a Takke npaBuil odopmieHUs" (3aperucTpupoBaH MUHHUCTEPCTBOM  FOCTHUILIMU
Poccwuiickoit @enepanuu 15 aBrycra 2012 r., peructpannonnsiii N 25190);

npuka3 Munucrepcrsa 31paBooxpanenus Poccuiickont ®@enepanum ot 30 urons 2015 r. N 3851 "O
BHECEHUM W3MEHEHMH B IpHKa3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoin ®@enepanuun ot 1
asrycra 2012 r. N 54un "OO yTtBepkaeHUu (Gopmbl OIAaHKOB PELENTOB, COAEPIKAIMX HAa3HAYCHHE
HAapKOTUYECKUX CPEICTB MJIM IICUXOTPOIHBIX BEIIECTB, MOPSIKA UX U3TOTOBIICHUS, PACIIPEACICHMS,
perucTpanuy, ydeTa W XpaHEeHWs, a Takke MpaBuil odopmieHusa" (3aperucTpUpoBaH
MunucrepctBoM toctuiiun Poccuiickoit ®@enepanuu 27 Hos06ps 2015 1., peructpanuoHHbii N
39868);

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHMM M3MEHEHUH B Npuka3 MuUHHUCTEpPCTBa 3ApaBooxpaHeHusi Poccuiickoit @enepauun ot 20
nexadps 2012 r. N 11751 "O0 yTBep)AeHUHU TOPSIKa HA3HAYCHUS U BBITHCHIBAHUS JIEKAPCTBEHHBIX
MpernapaToB, a Takke (OpM peLenTypHbIX OJaHKOB Ha JIEKaPCTBEHHBIE Mpenaparthbl, MOpsAIKa
opopmileHHs YKa3aHHBIX OJIAHKOB, MX yueTa M XpaHeHus" u npuioxkenue N 2 K mnpuxazy
MunucrtepctBa 3apaBooxpaneHus Poccuiickoit denepanuu ot 1 aBrycra 2012 r. N 541 "OO6
YTBEPKICHUH (POPMBI OJIAHKOB PELIENITOB, COACPKAIIUX Ha3HAYCHHE HAPKOTHUECKUX CPEICTB WIIH
MICUXOTPOIHBIX BEIIECTB, MOPSAKA HMX HW3TOTOBJICHUS, PACHpPEICICHUS, PETUCTPAlUM, ydeTa Hu
XpaHeHus, a Takke npaBul odopmieHUs" (3aperucTpupoBaH MUHHUCTEPCTBOM  FOCTHUIIMU
Poccuiickoit ®enepanuu 18 utosst 2016 r., peructparuonnsiii N 42887);

IYHKT 4 U3MEHEHUH, KOTOPbIE BHOCSITCS B HEKOTOPbIE ITpHKa3bl MUHKMCTEPCTBA 34paBOOXPAaHEHMS U
couuanbHoro passutus Poccuiickonn ®@enepauuu 1 MuHucrepersa 3apaBooxpanenus Pocculickoin
denepany MO BOIpocaM OOpalleHusl JEeKapCTBEHHBIX MPEnapaToB, COAEpPKAIUX HAPKOTUYECKUE
CPEICTBA, NICUXOTPOIIHBIE BEIIECTBA U UX IMPEKYPCOPBI, U JEKAPCTBEHHBIX CPEACTB, MOJUIEKALINX
IIPEIMETHO-KOJIMUYECTBEHHOMY Y4Y€Ty, YTBEPKICHHBIX NPHUKa30M MUHHCTEPCTBA 3paBOOXPaHEHHUS
Poccuiickoit ®eneparun ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuiu Poccuiickoit @enepanun 9 siuBapst 2018 r., peructpaunonnsiii N 49561);

npuka3 MuHucTepcTBa 37paBooxpanenus Poccuiickoit @enepanuu ot 11 nexabps 2019 r. N 10211
"O BHeceHuu uzMeHeHud B mpwiokeHus N 2 u 4 x npukasy MHUHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoii @enepanuu ot 1 aBrycta 2012 r. N 541 "O6 yTBepxaeHUN GOpPMBI OJaHKOB PELIENTOB,
COJIEpKAIlNX Ha3HAYEHHWE HAPKOTHUYECKHX CPEACTB WM ICUXOTPOIHBIX BELIECTB, MOPSAKA HX
W3TOTOBJICHUS, pAacHpeAeIeHNs, PETUCTPAIM, YUeTa U XpaHEHHs, a TakkKe MpaBuil opopmiieHUs"
(3apeructpupoBan MunucrepctBoM toctuuun Poccuiickoit ®enepaunu 28 sauBaps 2020 .,
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peructparmonnbiii N 57293);

npuka3 MuHHcTepcTBa 3apaBooxpanenust Poccuiickoit @enepannn ot 8 okrsaops 2020 r. N 1076H
"O BHeceHnH u3MeHeHui B [lopsaok peructpanyu, yyera U XpaHeHHs! CIIEHUAIBHBIX PELENTYPHBIX
OJTAaHKOB HAa HAPKOTUYECKHWE CPEICTBA WMIIM TNCHXOTPOIHBIC BEIIECTBA, YTBEPXKACHHBIA MPHUKA30M
MunucrepctBa 3apaBooxpaHeHusi Poccuiickoit ®epepaumu ot 1 aBrycra 2012 r. N 541"
(3apeructpupoBan MunuctepctBoM roctuimu Poccuiickoit ®denepauun 13 HosiOpst 2020 r.,
perucrpammonssiii N 60898);

npuka3 MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @eneparmu ot 14 suBaps 2019 . N 41 "O6
YTBEPKJICHUM MOPsIIKa Ha3HAYEHUS JIEKAPCTBEHHBIX MpenaparoB, (opM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE MpenapaThl, Mopsaka opOpMIIEHHs YKa3aHHBIX OJIAaHKOB, UX y4yeTa M XpaHeHus"
(3apeructpupoBan MunucrepctBoM toctunimu Poccuiickoit ®denepanuu 26 mapra 2019 r.,
perucrpaimonssiii N 54173);

npuka3z MunucrepcTBa 3apaBooxpaneHusi Poccuiickoit @enepanuu ot 11 nexadps 2019 r. N 10221
"O BHeCEeHHMH M3MEHEHHU B Ipuka3 MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot
14 suBaps 2019 r. N 4 "OO yTBepkJIeHUHU THOpsAKa Ha3HAYEHHs JEKapCTBEHHBIX IpEnapaTos,
¢dbopM penenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE IpernapaThl, Mopsiika oGopMmiieHUsT yKa3aHHBIX
ONaHKOB, MX Yy4eTa W XpaHeHud" (3apeructpupoBaH MuHuctepcTBoM rocTuiMu Poccuiickoit
denepanuu 28 supapst 2020 r., peructparmonnsii N 57292);

npuka3z MunuctepcTBa 3apaBooxpaneHus Poccuiickoit ®eneparnuu ot 8 oktsaOps 2020 r. N 10751
"O BHECEHMH HM3MEHEHUH B TOPSJAOK HAa3HAYEHHUs JICKAPCTBEHHBIX MpPenapaToB, YTBEP>KICHHBIN
npukazoM MuHHCTEpCTBa 31paBooxpaneHust Poccuiickoit ®eneparuu ot 14 suBaps 2019 r. N 41"
(3apeructpupoBan MwuHucTepcTBOM ocTHIMU Poccuiickoit ®eneparuu 22 npexabps 2020 r.,
peructparuonnbiii N 61695);

OyHKT 3.8 MHCTPYKIHMH O MOpPSAKE BBITUCHIBAHUSA JIEKAPCTBEHHBIX IPEnapaToB U OPOPMIICHUS
penenToB U TpeOOBaHUI-HAKIIAAHBIX, YTBEPKICHHON MPUKa30M MHUHUCTEPCTBA 3APAaBOOXPAHEHUS U
conunanbHoro pasButus Poccuiickori ®eneparuu ot 12 deBpans 2007 r. N 110 "O mnopsiake
HA3HAYEHUS U BBIMHMCHIBAHUS JIEKAPCTBEHHBIX MPENapaTroB, U3AEINi MEIUIUHCKOTO Ha3HAUCHUS U
CHEIHATM3UPOBAHHBIX TMPOAYKTOB JiedeOHOro mnuraHus" (3aperucTpupoBaH MHHHCTEPCTBOM
roctunmn Poccuiickoit ®eneparuu 27 anpens 2007 r., peructparuonabii N 9364);

npuka3 MUHHCTEPCTBA 3IpaBOOXPAHEHUS U COIMANIbHOTO pa3Butusa Poccuiickoit denepanuu ot 17
Masg 2012 r. N 5621 "OOG ytBepxkaenuu [lopsiaka oTmycka (U3MYECKUM JIMIIAM JIEKAaPCTBEHHBIX
MpernapaToB s METUIIMHCKOTO TPUMEHEHUs, COJEpXKalluX KpOME€ MalbIX KOJUYECTB
HApPKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U MX MPEKYPCOPOB Apyrue GpapMakoiIoruiyeckue
aKTUBHBIE BelmiecTBa" (3aperucTpupoBaH MuHHCTepCTBOM IocTHIMU Poccuiickoit @enepammu 1
utonst 2012 r., peructpanuonnsiii N 24438);

IYHKT 2 U3MEHEHUH, KOTOpbIe BHOCSTCS B HEKOTOpbIE MPUKa3bl MUHUCTEPCTBA 3/IPAaBOOXPAHEHUS U
couuanpHoro passutus Poccuiickoit ®exepaunu, YTBEpXKAECHHBIX MPHUKa30M MHUHHUCTEPCTBA
3npaBooxpaHeHuss Poccuiickoit ®@epepaunu ot 10 umions 2013 r. N 369u (3apeructpupoBaH
MunucrepcrBoM roctuiu Poceutickort @enepanuu 15 utonst 2013 r., perucrpaunonnsiii N 29064);

npuka3 Munucrepcersa 31paBooxpanenus Poccuiickoit ®enepaunn or 21 asrycra 2014 r. N 4651
"O BHECEHMM M3MEHEHHH B MOPSI0K OTITyCKa (PM3UUECKUM JIMIIaM JIEKApCTBEHHBIX MPENnapaToB A
MEJUIMHCKOTO MPUMEHEHHUs, COAEpXKAIIUX KPOME MajblX KOJIMYECTB HAPKOTHMYECKUX CPEJICTB,
MICUXOTPOITHBIX BELIECTB W HMX MPEKYypCOpOB Apyrue (papMakoIOrHuecKhue aKTUBHBIE BEILECTBA,
YTBEPKACHHBINA MPUKa30M MHUHHUCTEPCTBA 3paBOOXPAHECHNS U COLUAIBHOIO pa3Butus Poccuiickoit



https://normativ.kontur.ru/document?moduleid=1&documentid=375663#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=353485#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=379024#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=224170#l777
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=215962#l21
https://normativ.kontur.ru/document?moduleid=1&documentid=238583#l0

@enepauuu ot 17 mag 2012 r. N 5621" (3apeructpupoBan MunuctepcTBoM roctuiiun Poccuiickoit
®enepanun 10 centsiops 2014 r., peructpaumonnsiii N 34024);

IYHKT | M3MEHEeHU, KOTOpbIE BHOCSITCS B HEKOTOPbIE ITpHKa3bl MUHHMCTEPCTBA 3paBOOXPaHEHMS U
conuanbHOro passutus Poccuiickor denepanum 1 MunucTepCTBa 31paBooxpaHeHust Poccuiickoit
@Penepannn, yTBEpKACHHBIX NpUKa3zoM MuHucrepcrsa 3apaBooxpaneHust Pocculickonn @enepannu
or 10 centsabps 2015 r. N 634u (3apeructpupoBan MunucrepcTBoM roctuumMu Poccuiickoit
®eneparun 30 certsops 2015 r., peructparponnsiii N 39063);

IYHKT 3 U3MEHEHU, KOTOpbIE BHOCSTCS B HEKOTOPbIE ITpHKa3bl MUHHMCTEPCTBA 3paBOOXPaHEHUSI U
conuanbHOro passutus Poccuiickonn denepanuun 1 MuHHCTEpCTBa 3/1paBOOXpaHeHus Poccuiickon
®enepanyy 1o BormpocaM oOpallleHusl JIEKApCTBEHHBIX MPENapaToB, COAEPKAIIUX HAPKOTUYECKUE
CpEICTBa, IICUXOTPOIHBIE BEUIECTBA U MX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJCTB, MOJUICKAITNX
MIPEIMETHO-KOJIMUECTBEHHOMY Y4YE€Ty, YTBEPKIACHHBIX NMPUKa30M MUHHCTEPCTBA 3/1paBOOXPaHEHUS
Poccuiickoit @enepaunn ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
toctuiun Poccuiickoit ®eneparnuu 9 stuBaps 2018 r., peructpannonnbiii N 49561).

3. Penentypubie Omanku Gopmer N 107/y-HII, m3rotoBieHHbIE A0 THS BCTYIUICHHUS B CHIIY
HACTOSIIEro MpHKa3a, MOr'yT ObITh HCIOIb30BaHb! 10 1 Mapta 2023 rona.

4. Hacrosiumii mpukas Berynaet B cuity ¢ 1 mapra 2022 r. u nelictsyer 1o 1 mapra 2028 1.

Munucmp

M.A. MYPALIKO

Ipunooicenue N 1
K npuxa3zy Munucmepcmea 30pagooxpaHenus
Poccuiicxoii @edepayuu

om 24 nosaops 2021 . N 1094n

IHOPAJOK HASHAYEHUA JIEKAPCTBEHHDBIX
IIPEITIAPATOB

. O0mue moJ10KeHus

1. Ha3HaueHue JI€KapCTBEHHBIX IMpENapaTroB [Uil MEIUIMHCKOIO IpHUMEHeHus (jaiee -
JIEKapCTBEHHbIE MpenapaThl) OCYLIECTBISAETCS JieyallluM BpauoM, (enpaiiepoM, akylulepkol B
ClIy4ae BO3JIO)KCHHs Ha HUX ITOJTHOMOYHMH JIEYallero Bpaya, IpyU OKa3aHUU MEIUIIMHCKON ITOMOLIHN B
MEIUIMHCKUX OpraHu3anusx <>, B TMOpsAJKe, YCTaHOBJICHHOM IIpHUKa3oM MuHucTepcTBa
3JIpPaBOOXPAaHEHMS U colMajbHOro pa3Butus Poccuiickoit ®eneparuu ot 23 mapra 2012 r. N 2520
"O6 ytBepxkaenuu lopsaka Bo3noxeHus Ha (enpamepa, akymepKy pyKoBOJIUTENEM MeIUIIMHCKON
OpraHM3alMy IpU OpraHU3alMy OKa3aHUs IMEPBHUYHOM MEIMKO-CAaHUTAPHOM IOMOIIM MU CKOpOU
MEIULUHCKONW MOMOIIM OTJENBHBIX (DYHKIMHA JIeyallero Bpaya Mo HEMOCPEICTBEHHOMY OKa3aHHIO
MEIUIMHCKOW MOMOIIM MAlMEHTy B TMEepPHOJ] HAOMOACHUS 32 HUM U €ro JICYCHHUs, B TOM YHCIE 110
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Ha3HAYCHUI0O W  NPUMCHEHHMIO JICKAPCTBEHHBIX  MpENaparoB, BKIOYas  HAPKOTUYECKHUE
JIEKapCTBEHHbIE IIPEraparhl U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIpenaparsl” <2>, HHAUBUAYAIbHBIMU
ONpeaApUHUMATCIIAMHA, OCYIICCTBIIAOIMMU MCOAUIUHCKYIO ACATCIBHOCTD (I[aJIee - MCIUIIMHCKUC
pabOTHUKN).

<1> Myskr 11 crareu 2 @enepanpHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbI 3I0pOBbs TpaknaH B Poccuiickoit Meneparnun” (Cobpanue 3akoHoaTenbcTBa Poccuiickoi
Oeneparun, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - @enepanbhbrii 3akoH N 323-D3).

Odpuyuanvuvlii uCMOUHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHIb: UMEECHICA 8
6uody nynxkm 11 uacmu 1 cmamou 2 @eodepanvrozo 3axona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBaH MunHCTepcTBOM tocTHIUN Poccuiickoit deneparuu 28 amnpens 2012 r.,
peructpanonnslii N 23971 ¢ u3MeHeHUsIMH, BHECEHHBIMH TpUKa3oM MuHHCTEpCTBA
3npaBooxpaHeHus: Poccuiickoit ®enepauuu ot 31 oktabpst 2017 r. N 882 (3apeructpupoBaH
MunuctepctBoMm toctuimu Poccuiickoit ®@enepanuun 9 suBaps 2018 r., perucrpaunoHHbld N
49561).

MenunuHckuii pabOTHUK, O(GOPMUBIIMK pelEenT ¢ HapyIIeHWEM HACTOAIIET0 TIOPSIKA, WITH
PYKOBOJUTENb MEIUIIMHCKONW OpraHu3aliu 00ecrnedynBaloT CBOEBpEMEHHOE mepeodopMiIeHHEe
TpeOyeMoro JUisl MalkeHTa peLernTa.

2. CpenmeHuss O Ha3HAYCHHOM JIEKapCTBEHHOM TMpernapare (HauMEHOBAaHHE JIEKApCTBEHHOTO
mpemnapaTta,  JI03UpPOBKa, Croco0  BBEIEHUS M NPUMEHEHHUS, pPEeXKUM  JO3UPOBAHMS,
MIPOJOKUTENLHOCTD JIEYEHHsI U 000CHOBaHWE Ha3HAUEHUs JIEKAPCTBEHHOIO IMpenapara) BHOCSITCS
MEIUIIMHCKUM paOOTHUKOM B MEAULIMHCKYIO JOKYMEHTAIIMIO HalleHTa.

B cnyuasx, ykazanHeix B myHKTax 8 - 11 Hacrosmero Ilopsaka, MeIMIMHCKHANA pPaOOTHHK,
HA3HAYMBIIMK JIEKapCTBEHHBIN Mpernapar, opopmisieT Ha3HAUYEHUE JICKAPCTBEHHBIX MpENnaparoB, B
TOM 4YHCIIe TOJUIeKAIIUX HW3TOTOBJICHUIO U OTIYCKY anTeYHbIMM OpraHu3alusMu (naiee -
JIEKapCTBEHHbIE TMpenapaThl HMHIUBUIYaTbHOIO H3TOTOBJICHUS), Ha pEUENnTypHOM OjaHKe,
opopmiieHHOM Ha OyMa)kHOM HOCHTENIE 3a CBOEM MOJMUCHIO (Janee - peuent Ha OyMa)KHOM
HOCHTENE), U (WIIK) C corjacus MalMeHTa WK ero 3aKOHHOTO MpeACTaBUTENS <3> Ha pelenTypHOM
O6nmaHke B (hopMe PIIEKTPOHHOI'O JOKYMEHTa C HCHOJB30BAHHWEM YCHUJICHHOW KBaTU(UIIMPOBAHHOU
AJIEKTPOHHOM TMOJMUCH MEAMIIMHCKOrO pPa0OTHUKA (nHanee - penent B (opMe 3IEKTPOHHOTO
JOKYMEHTA).

<3> [yskr 2 crateu 20 DegepanpHoro 3akoHa N 323-O3 (Cobpanue 3aKOHOAATENHCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Penenit B hopMme 31EKTPOHHOTO TOKYMEHTa, CoJep Kalliil Ha3HaUeHnEe HAPKOTUYECKUX CPEACTB WU
TICUXOTPOITHBIX BEIIECTB, MOJMHMCHIBAETCS C HCIOIb30BAHUEM YCWJICHHOW KBaTU(HUIIMPOBAHHON
AJIEKTPOHHOM TOJMMCH JIeHallero Bpada WM (Qenpalepa, akyllepkd, Ha KOTOPBIX BO3JIOXKEHBI
(GYHKIMU JIe"alero Bpaya, 1 COOTBETCTBYIOIEH MEIUIIMHCKON OpraHu3anuu <4>.
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<4> [lyskT 1 crareu 26 OenepanbHoro 3akona ot 8 saBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
CpeIcTBaxX M MCUXOTporHbIX BemecTBax" (CoOpanue 3akoHOmarenscTBa Poccuiickoit denepanmm,
1998, N 2, ct. 219, 2017, N 31, cr. 4791) (nanee - ®enepanpHbiii 3akoH N 3-D3).

Odopmiienre penentoB B GOpMeE JIEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISICTCS B CIydae MPHHSATHUS
YIOJTHOMOYEHHBIM OpPraHOM HCIOJHUTENBHOW BiacTH cyObekTa Poccuiickoit ®Denepanuu B
COOTBETCTBUH C IMYHKTOM 4 ctatbu 6 DexepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHuH JIeKapCTBEHHBIX CpelCTB" <5> perieHus 00 MCIOJIb30BAHUU HA TEPPUTOPHUM CyOBEKTa
Poccuiickoit @enepanuu HapsIy ¢ peLenTaMu Ha JeKapCTBEHHbIE Mpenaparthbl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENE, PELEeNTOB Ha JIEKAPCTBEHHBIE IMpenaparbl, cCHOPMUPOBAHHBIX B (opMme
AIIEKTPOHHBIX IOKYMEHTOB.

<5> CobOpanue 3akoHonatenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbIIHCKE NAUMEHTa W3 MEAUIMHCKOM OpraHu3alyd, B KOTOPOM €My OKa3bIBajach
MEJUIIMHCKAs. MOMOIIb B CTAllMOHAPHBIX YCIIOBUSIX, MPU HEOOXOIUMOCTU MPOJOJDKEHUS MpHeMa
JIEKapCTBEHHOI'0 TMpernapara B aMOYJaTOPHBIX YCJIOBHUSX JaHHOMY THAaleHTy IO PEelIEeHUI0
PYKOBOJUTENSI MEIMIMHCKON oOpraHu3alii Ha3zHadalTcs ¢ odopmileHHeM penenta B (opme
ANIEKTPOHHOTO JOKyMEeHTa W (Wiu) Ha OyMaXKHOM HocuTene (3a HCKIoYeHueM oQopMIieHuUs
PELENTOB Ha JIEKAPCTBEHHBIE Mpenapathl, MoyIexkKaliue OTIycKy OeCIIaTHO WIIM CO CKHJKOMN) JIN60
BBIIAIOTCS (MALMEHTY WM €r0 3aKOHHOMY IMPEJICTAaBUTEIN0) OJHOBPEMEHHO C BBIIMCKON M3 UCTOPHH
00JIe3HM JIEKapCTBEHHBbIE Tpernaparbl, B TOM YHUCIE€ HApPKOTUYECKHE U ICUXOTPOIHBIC
JIEKapCTBEHHBIC Tpenaparbl, BHeceHHbIe B crucku |l u Ill mepeyHss HapkoTHUYecKWX CpEnCTB,
MICUXOTPOITHBIX BELIECTB U UX MPEKYpPCOPOB, MOJUIekKAIIUX KOHTPOI B Poccuiickoit ®denepanuu,
ytBepxkaeHHoro [IpaButenbctBoM  Poccuiickoit  ®eneparmun  <6> (mamee - Ilepedens),
CHJIBHOZCHMCTBYIOIIHUE JIEKAPCTBEHHBIE MIPETapaThl, Ha CPOK MpHeMa MalUEeHTOM JI0 5 THEH.

<6> Ilynkr 2 crateu 2 @enepanpHoro 3akona N 3-O3 (Cobpanue 3akoHoaTenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX MpenapaToB IMpU OKA3aHUM MEAMIIMHCKOM TMOMOIIM B
CTAIlMOHAPHBIX YCJOBHUSX MOXET OCYIIECTBIATHCS TMOCPEACTBOM TpPeOOBaHUN MEAMIIMHCKON
OpraHM3alli¥, HaIlpaBsIEeMbIX B aNTeUHble OpraHu3allid, SBISIOUIMECS CTPYKTYPHBIMU
MoApa3AeNeHUAMHN MEAUIIMHCKON OpraHu3alum. </7>

<7> IlyHkr 54 cratbu 4 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpareHnu
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®eneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - ®enepanbubiii 3akoH N 61-D3).


https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1784
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l3445
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1590
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l1843

5. Ha3HadyeHHme JEKapCTBEHHBIX MPENApaToB OCYIIECTBISCTCS MEIUIMHCKAM DPAOOTHUKOM TIO
MEXIyHapOJHOMY HENAaTEHTOBAaHHOMY HAMMEHOBAHUIO, a TIPU €ro OTCYTCTBUU - TPYIITUPOBOYHOMY
WM XMMHMYECKOMY HAaMMEHOBaHHWIO. B ciyuae OTCYyTCTBUS MEXIYHApOJHOI'O HENATEHTOBAHHOTO
HAaWMEHOBAHUS U TPYNIUPOBOYHOIO MM XMMHUUYECKOT0 HAMMEHOBAHUS JICKAPCTBEHHOTO MperapaTa
JICKapCTBCHHBIN IMpermapaT Ha3HAYaeTCs MEIUIIMHCKAM paOOTHUKOM IO TOPTOBOMY HaWMEHOBAHHMIO.
[Ipn HANMUMKU MEAMITMHCKUX TOKa3aHWi (MHAMBUAYyajdbHAs HEMEPEHOCHUMOCTb, MO >KHU3HEHHBIM
MOKa3aHUsIM) 10 PEIICHUI0 BpaueOHON KOMUCCHUU METUIIMHCKOM OpTaHU3allii <8> OCYIIECTBIISICTCS
Ha3HavYeHHe U O(QOpPMIICHHE HA3HAYEHUS JIEKAPCTBEHHBIX IMPENapaToB, HE BXOMAAIIUX B CTaHAAPTHI
MEIUIIMHCKOW TIOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM C NYHKTOM 14 cratbu 37 DenepaabHOTO
3akoHa N 323-®3 <9>, wim He TNPEAYCMOTPEHHBIX COOTBETCTBYIOIMIEH KIMHUYECKOU
peKkoMeHanuen, Jub0 1O TOProBbIM HAaWMEHOBaHUSM. PemieHne BpadyeOHOW KOMHUCCHUU
MEJIMIIMHCKOW OpraHu3anuu (GUKCUpyeTcs B MEAMIIMHCKON JOKYMEHTAIIUH TMaIlMeHTa U B )KypHaje
BpaueOHOM KOMUCCHUHU.

<8> Ilpuka3 MuUHHCTEPCTBA 3IPaBOOXPAHEHUS U COIMAIBLHOrO pa3Butus Poccuiickoit denepannu
or 5 mag 2012 r. N 5028 "OO yTBEepXAECHUM NOPSAIKA CO3JAHUA U JESITEIbHOCTH BpadeOHOM
KOMUCCUHU MEIUIIMHCKOM opranu3zauuu’ (3apeructpupoBad MuHHCTEpcTBOM focTulinu Poccuiickoit
Oenepanun 9 utons 2012 r., peructpammonsbiii N 24516) ¢ n3MeHEeHUSIMH, BHECEHHBIMU ITPUKA30M
MunucrepcTBa 3apaBooxpaneHus Poccuiickoit ®Denepanmu ot 2 gekadbps 2013 r. N 886w
(3apeructpupoBan MwuHucTepcTBOM rocTuIMu Poccuiickoit ®eneparmu 23 nmexabps 2013 r.,
peructparronssiii N 30714).

<9> CoOpanue 3akoHonatenbcTBa Poccutickoit denepammu, 2011, N 48, ct. 6724.

Ecnm npu okazaHuMM mManMeHTy MEIUIMHCKOW TIOMOIIM B MEIUIIMHCKOM OpraHu3alid B
CTAIlMOHAPHBIX YCIOBHSIX IO PEHICHUI0 BpavyeOHON KOMMCCHHM OCYIIECTBIISIOTCS HA3HAUYCHHE M
MPUMEHEHHE JICKQPCTBEHHOTO IIpernapara ¢ KOHKPETHBIM TOPTrOBHIM HAaWMEHOBAaHHMEM, TO IpHU
OKa3aHWM JaHHOMY IIallMCHTY MEIWIMHCKOM TOMOIIM B WHOW MEIWUIIMHCKOW OpraHW3allid B
CTAIlMOHAPHBIX YCIOBHSX, a TaKKEe B aMOYJATOPHBIX YCIIOBHUSIX OCYIIECTBISICTCS HA3HAYCHHE €My
JIEKApCTBEHHOT'O TIperapara ¢ TEM K€ TOPrOBbIM HauMeHOBaHHEM <10>.

<10> Ilynkr 2 nocranoBieHus [IpaButenscrBa Poccuiickoit ®@enepanuu ot 30.06.2020 N 965 "O
BHeceHMH u3MeHeHuil B IIpaBuna QopmupoBaHMs MNepedHsl JEKapCTBEHHBIX CPEACTB, 3aKylKa
KOTOPBIX OCYIIECTBJISETCSI B COOTBETCTBUM C MX TOPrOBBIMH HANMEHOBAHMSAMH, U O NPUMEHEHHUH
JIEKapCTBEHHBIX IpenapaToB ¢ KOHKPETHBIMU TOProBbiMH HauMmeHoBaHusMU" (CoOpaHue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2020, N 28, ct. 4422).

6. Haznauenue JICKApCTBCHHOT'O IIpelapaTra B PCLCITE Ha 6YMa)KHOM HOCHUTCJIC UJIM PCUCIITC B
(bopMe QJICKTPOHHOT'O HOKYMCHTA O(I)OPMJ'I}ICTCH Ha UMA MAalUCHTA, I KOTOPOIro IMPEAHA3HAYCH
J'IeKapCTBeHHHﬁ nperapar.

Penent Ha OymakHOM HOcuTese, oopMIIeHHBI Ha peuentypHoMm Onanke Gopm N 107/y-HIL, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepKICHHBIX HACTOSIIMM MPHUKA30M, MOXKET OBITh
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MOJIy4EH TAIMEHTOM, €r0 3aKOHHBIM IPEICTABUTENIEM WM JUIOM, UMEIOMUM O(GOpMIICHHYIO B
COOTBETCTBUMU C TPAXKJIAHCKUM 3aKOHOAATENIbCTBOM Poccuiickoii Denepauur JTOBEPEHHOCTh OT
MalKMeHTa Ha MPaBO MOJYUYESHHS TAKOTO pelenTa (Jajiee - yInoJHOMOYEHHOE JIUIIO).

IIpencraBnenue TOBEPEHHOCTH HE TpeOyeTcss B Clydyae IOJIY4EHHUs pelenTa Ha JIEKApCTBEHHBIN
mpenapar s HMHKypaOeabHOro OOJIBHONO HA 3aBEpIUAIONIEM JTale €ro >KU3HHU JIULOM,
OCYIIECTBIISIIONINM YXOJ 33 TaKUM HMHKYpaOenbHBIM OONBHBIM. B TakoM cirydae MeIuIIMHCKHUN
pabOTHUK BBIIAET JIMIlYy, OCYIIECTBIISIIONIEMY YyXOJ 3a HWHKypaOenbHbIM OONBHBIM, JTOKYMEHT,
HOJTBEPKAAIOMINN NHKYpaOeJIbHOE COCTOsSIHUE OOJIBHOIO, COAEPKALUI CBEACHUS O JIUIE, KOTOPOe
Oy/eT moJy4yaTh JIGKApCTBEHHBIE Ipenaparhl Mo peuenty (hamuius, UMs, OT4eCTBO (TOCIeqHee -
IIpY HAJIMYWHN), BUJI, cepusl U (WIKM) HOMEDP JOKYMEHTA, YAOCTOBEPSIOIIEr0 JIUYHOCTD), 3aBEPEHHBIN
MOANUCHI0O M TEYaThl0 JAHHOTO MEIUIIMHCKOrO pabOTHUKA, a TaKXKe IeYaThbio MEIUIMHCKOM
OpraHu3aluH.

JIOKyMEeHT, TOITBEPKAAOMINN WHKYpaOelbHOE COCTOSHUE OOJIBHOTO, OCTAeTCsl B amNTe4YHOU
OpraHM3aIiHy.

Peuent B dopmMe 371eKTpOHHOTO JOKYMEHTa (OPMHUPYETCS C MCIOJIb30BAaHUEM TOCYIApPCTBEHHOM
nHpOpMaMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit ®eneparmm,
MEIUIIMHCKOW HH(POPMAIIMOHHON CHCTEMbI MEIMITMHCKOM opraHu3amuu <11>,

<11> Cratem 91 u 91.1 ®enepambHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

daxkt BbIa4M PCOCIITA Ha HeKapCTBeHHBIﬁ nmpernapar 3aKOHHOMY IIPEACTABUTCIIO HIIHU
YIIOJIHOMOYCHHOMY JIMIY (bHKCI/IpyeTCH B MC,Z[HHHHCKOﬁ JOKYMCHTAIMU IMallUCHTA.

7. MemuuuHCKUM pabOTHUKaM 3ampeniaercs oQopmiIATh pelenTbl NP OTCYTCTBUHM y MaIleHTa
MEIUIIMHCKUX T[IOKa3aHW; HAa HE3aperucTpUpOBaHHbIC JIEKApCTBEHHbIE mpenaparbl <I2>; Ha
JIEKapCTBEHHbIE IIperaparbl, KOTOPble B COOTBETCTBHM C WHCTPYKLMEH IO MEIUIIMHCKOMY
MPUMEHEHHUIO TPeJHA3HAYEeHbl [ NPUMEHEHUS TOJbKO B MEAMIMHCKHX OpraHu3alusx; Ha
HApKOTUYECKUE CpEACTBA M IICUXOTPOIHBbIC BellecTBa, BHeceHHble B cmucok Il Ilepeuns,
3aperucTpUPOBAHHBIC B KAUECTBE JICKAPCTBEHHBIX MPENapaToB, B IENAX MPUMEHEHHS IS JICUCHUS
HAapKOMAaHHH.

<12> Pemenue CoBera EBpasuiickoil skoHOMuYeckoi komuccuu oT 3 Hoa6psg 2016 r. N 78 "O
[IpaBunax perucTpanuu M SKCHEPTH3bl JEKAPCTBEHHBIX CPEACTB A MEIUIIMHCKOTO NMPUMEHEHUs"
(odunmansHbiil caiit EBpasuiickoro skoHommuueckoro corosa http://www.eaeunion.org/, 21 HosOps
2016 r.). Crarbs 13 ®enepanbHoro 3akoHa N 61-®3 (CoOpanue 3akoHonatenbcTBa Poccuiickoi
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

NHauBuayanbHbIM — OPEANPUHUMATENSM,  OCYLIECTBISIOIIMM  MEAMLIMHCKYIO  JESTEIbHOCTD,
JONOJTHUTENIBHO K TPeOOBAaHUAM, YKa3aHHBIM B a03alle NMepBOM HACTOSILEro MyHKTA, 3alperiaeTcs
oopMIIATH pelenTsl Ha HAPKOTUYECKHUE CPEJICTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cnucku Il u 11l Ilepeuns (nanee - HApKOTUYECKHE U IICUXOTPOIHBIE JIEKAPCTBEHHBIE INpENapaThl


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=404492#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l1907
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333

cuuckos |l u 1l Ilepeuns).

8. Ilpu Ha3HaueHUM HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKApCTBEHHBIX NpenaparoB coucka I
Ilepeuns, 3a HCKIIOYEHMEM JICKAPCTBEHHBIX IIPENapaToB B  BHUAEC  TPAHCAEPMAJIbHBIX
TEpPANeBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENapaToB, COACPKALIMX HAPKOTHYECKOE CPENICTBO B
COYETAaHMM C AHTArOHMCTOM OIMOMJHBIX PELENTOpPOB, pEHenThl Ha OyMa)XHOM HOCUTENE
odopmisiroTest Ha perienitypaoM 6manke popmber N 107/y-HIT.

9. Penenitypusiii 6:1ank popmbr N 148-1/y-88 odopmisieTcs mpu Ha3HAUCHUH:

1) HapKOTMYECKMX M TNCHXOTPOINHBIX JIEKApCTBEHHBIX MpenapaToB cnucka Il Ilepeuns B Buue
TPAHCAEPMAJIBHBIX TEPANEBTUYECKUX CUCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX IPENapaToB CIHCKA
Il Tlepeuns, conmepkaux HapKOTHYECKOE CPEJCTBO B COUYETAHMM C AHTArOHHWCTOM OIMHMOUIHBIX
pEeLenTopoB, MICUXOTPOITHBIX JIEKAPCTBEHHBIX Npenaparos cnucka [II [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COAEPKAIINX:

a) KOJIEUH WJIM €ro COJIHM (B MepecyeTe Ha YMCTOE BEIIECTBO) B KojuuecTBe 10 20 MI' BKIIFOUUTEIBHO
(ma 1 mo3y TBepaou nekapcTBeHHOW (Popmbl) Wi B kKoiaudectBe 10 200 Mr BrmrouuTenbHO (Ha 100
M win 100 1 xuaKoil tekapcTBeHHON (OPMBI JIJIsl BHYTPEHHETO IPUMEHEHMS);

0) nceBaodenprHa THAPOXIOPHT B KOTHUECTBE, MpeBbimatonieM 30 mr, u 10 60 MT BKIIOUYATETHLHO
(1a 1 no3y TBepOii TeKapCTBEHHON (HOPMBI);

B) nceBaoddeprHa THAPOXIIOPUT B KOIMUECTBE, NpeBbimatoneM 30 mr, u 10 60 M BKIFOUHTEIIHHO
B COYETAaHUU C JACKCTPOMETOpPaHOM THAPOOPOMHIOM B KOJIMYECTBE, MpeBbliaomeM 10 Mr, u 110
30 Mr BKIIFOUHATENBHO (Ha 1 103y TBEpI0#i JIeKapCTBEHHOU (POPMBI);

r) AekcTpoMeropdana ruapodpomus B kosmuectse 10 200 mr BrimtounTeasHo (Ha 100 Mot o 100 T
KHJIKOH JIEKapCTBEHHON (OPMBI JUIsi BHYTPEHHETO IPUMEHECHN );

1) >beapuHa THAPOXIOPUT B KojmuecTBe, npesbimaroneM 100 mr, u 10 300 Mr BKItOUMTEIHHO (Ha
100 M1 wutr 100 T 5xuaKOH JI€KapCTBEHHON (hOPMBI Ui BHYTPEHHETO MPUMEHEHHS ),

e) asdenpuHa THAPOXJIOpPHI B KoimudecTBe 10 S50 Mr BriIrouuTensHO (Ha 1 103y TBepAOH
JIEKapCTBEHHOU (pOpMBI);

k) (EHWINPONaHOIaMUH B KOJUYECTBE N0 75 MI BKIIOUMTENbHO (Ha 1 103y TBEpIoi
nekapcTBeHHOM (opmbl) mau go 300 mr BrmounmtenbHo (Ha 100 mum wim 100 T kuakou
JIeKapCTBEHHOM (hOPMBI JUIsl BHYTPEHHETO MPUMEHEHUS);

3) (enobOapOUTaT B KOJIMYECTBE O 15 MI' BKIIOYMTEIBHO B COYCTAHUH C KOJEHHOM (HJIM €ro
COJISIMHU ) HE3aBUCUMO OT KoJimdecTBa (Ha 1 103y TBepAOH JIeKapCTBEHHOUM (POpMBI);

u) ¢denobapburan B kommuectBe 10 20 Mr BKIIOYUTENRHO B COUYETAHUH C IPEeIpHHOM
TUAPOXJIOPHUIOM HE3aBUCUMO OT KolmdecTBa (Ha 1 103y TBEpI0ii IeKapcTBEHHOU (HOPMBI);

K) XJIOpJMa3enoKcu B KOJIM4ecTBe, mpepbimatonieM 10 mr, u 10 20 Mr BKIOYUTENBHO (Ha 1 103y
TBEPJIOH JIEKapCTBEHHOU (HOpMBI);

3) JeKapCTBEHHBIX MpenapaToB WHAMBHYaIbHOTO HM3TOTOBJECHHUS, COJEPIKALIMX HApKOTHYECKOE
CpeAcTBO WM TmcuxoTporHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakoiorudeckue
AKTUBHBIC BEILECTBA B J103€, HE IIPEBBILIAIOIICH BBICIIYIO Pa30BYIO 103y, U IIPH YCIOBUH, YTO ITOT
KOMOWHUPOBAHHBIM JIEKapCTBEHHBIN MpenapaTr He SBISETCS HApPKOTHUECKUM MM TCUXOTPOIHBIM
JIEKapCTBEHHBIM IpenapatoM cnvcka Il [lepeuns;
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4) J5ekapCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEICTB JUId
MEJUIMHCKOTO IPUMEHEHMS], NOJUIEKAIIUNX IMPEAMETHO-KOJIMYECTBEHHOMY Y4YeTy (Jajiee -
JIEKapCTBEHHbIE IIPeaparhl, BKIIOUeHHbIE B nepeueHs [1IKY) <13>.

<13> [oanynkr 5.2.171(1) mynkra 5 nocranosnenus [IpaBurenscTBa Poccuiickoit denepannu ot
19.06.2012 N 608 "O06 yrBepxkaenuu [lonoxxenus 0 MuHHUCTEPCTBE 3paBoOXpaHeHus Poccniickoi
Oenepauun" (nanee - Ionoxenue o Munuctepcrte) (Cobpanue 3akoHomaTenscTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsrit 61ank Gopmbr N 148-1/y-04(;1) opopmisieTcs mpu Ha3HAYEHUH JIEKAPCTBEHHBIX
MpernapaToB Ipa)<JaHaM, UMEIOIIMM MPaBo Ha OECIUIaTHOE MOJIyYeHHE JIEKAPCTBEHHBIX MPENapaToB
WM MOJTYYEHHUE JEeKapCTBEHHBIX MIPENapaToB CO CKUIKOM.

11. Penenrrypusrii 6mank ¢popmsel N 107-1/y opopmitsiercst mpy Ha3HAYCHHH:
1) nexapcTBEHHBIX MTpeNapaToB, HE YKa3aHHBIX B MyHKTax &, 9 HacTosmero [lopsaka;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToB, COAECPKAIINX:

a) JproraMMHa THAPOTAPTPAT B KOJHMYECTBE 1O S5 Mr BKIOUMTETbHO (Ha 1 m03y TBepaou
JIEKapCTBEHHOU (POpMBI);

0) a¢enpuna runpoxiopus B koaudectse 10 100 mr BrmrounTenpHO (Ha 100 mut uimm 100 T sxmakoi
JICKapCTBEHHOHN ()OPMBI TSI BHYTPEHHETO TIPUMEHEHUS ),

B) mceBnoddeapruHa TUAPOXJIOPH B KoJMYecTBe, He mpeBbimaromeM 30 mr (Ha 1 go3y TBepaou
JIEKapCTBEHHOU (POpMBI);

r) mnceBaoddeapruHa THAPOXJIOPHUI B KOJIMYECTBE, HE MpeBbimatomieM 30 Mr, B COYETAaHUU C
JIeKCTpoMeTophaHOM TUIPOOPOMHIOM B KoJM4YecTBe, mpeBbimamomeM 10 mr, u mo 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBepAOi JeKapCTBEHHOM (GopMbl);

1) pAekctpomeropdana THIAPOOpoMuA B KoidudecTBe, mpespimatomem 10 mr, u go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBepAOH JeKapCTBEHHOM GopMmbl);

e) penobapburan B Konuyectse, npespimatonieM 20 mr, u g0 50 Mr BKIOUMTENbHO (Ha 1 mo3y
TBEPJIOH JICKApCTBEHHOU (OPMBI);

K) (enobOapburan B kosmdectBe 10 20 Mr BKIIOYUTEIBHO B COYETAHMHM C 3ProTaMHHOM
THJIPOTapTPaTOM HE3aBUCUMO OT KonyecTBa (Ha 1 103y TBepaoil JekapcTBEHHON (OpMBI);

3) XJIOpIMa3enoKkcu B KoiaudecTse a0 10 Mr BrmoUnTenbHO (Ha 1 103y TBEpHOW JEKapCTBEHHOM
¢bopmsbl).

12. HpI/I Ha3HA4YCHUHU JICKAPCTBCHHOI'O IpCriapata MHAUBUAYAJIBHOI'O U3IOTOBJICHHUA B PCLCIITC Ha
6YMa)KHOM HOCHUTCIIC U (I/IJ'II/I) peuceIiTe B (bopMe QJICKTPOHHOT'O AJOKYMCHTA HAWMMCHOBAHUA
JICKApCTBCHHBIX CPCIACTB (BeH_ICCTB), BKJIFOUCHHBIX B IICPCUCHDb HKY, YKa3bIBAOTCA B Ha4daJIC
PCLCIITa, 3aTEM - BCC OCTAJIbHBIC UHTPCIUCHTHI.

13. Tlpy Ha3HAuYeHUM JIEKApPCTBEHHOrO Ipernapara B pelente Ha OyMaKHOM HoOcUTene U (MiM)
peuente B popMe IEKTPOHHOTO TJOKYMEHTA 3alpeliaeTcs MPeBhIIaTh KOJIMUYECTBO HAPKOTHUECKUX
CPEACTB WJIU TCHUXOTPONHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMCAHO B OJHOM pELENTe,
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ycraHoBieHHoe npuiokeHneM N 1 x HactosieMy Ilopsaxy, 3a UCKIIOUEHHEM CIy4yaeB, yKa3aHHBIX
B nnyHKTax 15 u 24 nacrosmero [lopsizka.

14. IIpu Ha3HaYEHUM JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHbIX B nepeueHb [IKY, no3za xoropeix
MIPEBBIILIACT BBICIIMI OJHOKPATHBIM NpueM, MEIUUUHCKUNA pabOTHHUK OO0O3HAYaeT A03y 3TOro
JIEKapCTBEHHOI'O IIpenapara B peLenTe Ha OyMa)XXHOM HOCHTENE IMPOINUCBI0 C IPOCTaBICHUEM
BOCKJIMIIATEJIBHOTO 3HAaKa U (WJIM) IPOCTABIISIET BOCKJIMLATENbHBIN 3HAK MPU 0)OPMIICHUH peLenTa
B (hopMe PIIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBOo Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpeErapaToB, BKIOYEHHBIX B nepedeHs [IKY, mpu
OKa3aHWM TAalMEeHTaM, HYXXIAIOUIUMCS B JUTUTEIHHOM JICUEHUU, TIEPBHYHON MEIUKO-CAaHUTApHOU
MOMOIIH ¥ MAJJTHATUBHON MEIUIIMHCKON MOMOIIHM MOXKET OBITh YBEIMYEHO C YU€TOM KIMHUYECKUX
peKoMeHIaluii He 0oJiee ueM B 2 pasa 1o CPaBHEHHUIO C KOJUYECTBOM HAPKOTHUYECKUX CPEACTB WU
TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBHIMTHUCAHO B OJHOM pEIENTEe, YCTAHOBJICHHBIM
npunoxxkenueMm N 1 k Hacrosiiemy Ilopsnky.

B cnydasx, mpeaycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIETO MYHKTA, Ha perenrtax Ha OyMaKHOM
HOCUTEJIE MNpou3BOAUTCA Haanuch "[lo crnenmaribHOMY Ha3HAYEHMIO", OTIENBbHO 3aBEpPEHHAs
MOAMUCHI0 METUIIMHCKOTO pa0OTHUKA M TI€YaThi0 MEIUIIMHCKOM opranu3anuu "J{ims pementos", Ha
perienitax B (GopMe DIEKTPOHHOTO JOKyMEHTa TNpou3Boautcs oTmerka '"Ilo cmeruanpbHOMY
Ha3HAYeHUI0" C TPOCTABJIECHHUEM YCHUJIEHHONW KBaIU(PHUIIMPOBAHHOW AIIEKTPOHHOM TMOJIHCH
MEIUIIMHCKOTO PabOTHUKA.

16. CocrtaB IeKapCTBEHHOTO TMperapara, JiekapcTBeHHas (opma M oOpallieHre MEIUIIMHCKOTO
paboTHMKa K (hapManeBTHUYECKOMY pabOTHHUKY 00 OTIyCKe JEKapCTBEHHOTO IIpermapara Ha
OyMaxHOM HocuTese 0(OPMIISIOTCS Ha JTATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTENILHOM Majiexe, 3a
UCKITIOYeHHEM O(GOpPMIICHHS PELENTOB B (OPME AIEKTPOHHOIO JOKYMEHTa, OCYIIECTBIIIEMOIO Ha
PYCCKOM $I3BIKE.

[Tpu odopmiteHUH pelenTypHBIX OJAHKOB JIOITYCKAETCsl MCIIOJIh30BAHNE COKPAIICHHUH (IIPHIIOK CHUE
N 2 k Hactosmemy ITopsaky).

HpI/I HasHAa4YCHUHN JICKApCTBCHHOI'O IIpfliapara HE OOIIYCKACTCA COKpallCHUEC HauMCEHOBaHUN
HHI'PCAUCHTOB, COCTABJIAIOIIUX HeKapCTBeHHBIﬁ Impernapar, HE MO3BOJIAIOIHNX YCTAaHOBUTD, Kakoi
HUMCHHO HCKapCTBCHHBIﬁ nperapar Ha3HAa4CH.

17. Cmoco0 MMPUMCHCHH JICKAPCTBCHHOI'O IIpCIiapara o0o03HaYaeTcsd ¢ YKa3aHuEM IIyTHU BBCIACHMH,
A03bl, 4aCTOThI, BPECMCHHU IIpUCMa OTHOCUTCIIbBHO CHA (YTpOM, Ha HO‘IB) n €ro MIMTCIbHOCTHU, a AJIA
JICKApCTBCHHLIX IIPpC€IIapaTosB, B33.I/IMO,Z[GI>'ICTBYIOIHHX C nnmeﬁ, - BpPCMCHHU HX y'HOTpe6J'I€HI/I$I
OTHOCHUTCIIBHO ITPpHUEMaA ITUIIHU (,Z[O Clbl, BO BpCM: €IbI, I1I0CJIC eI[BI).

18. IIpu HEOOXOAMMOCTH HEMEAJICHHOTO WJIM CPOYHOTro (B TeueHue ABYX pabouux JHEW) OTImycka
JIEKapCTBEHHOTO TMpemnapara MalueHTy B BEpXHEH dYacTu perenta Ha OyMa)kKHOM HOCHUTENe
MPOCTAaBJIAIOTCS  0003HaueHus "Cito" (cpouno) wim '"statim" (HememneHHO). AHaJIOTHYHBIE
0003HAYEHHUS MPOCTABISAIOTCSA B BHUJIE OTMETOK MpH O0(GOpMIIEHUH perenTta B (opMe AIEKTPOHHOTO
JIOKYMEHTA.

19. TIpu odopmieHnH Ha3HAuYEHHsI TOTOBOTO JICKAPCTBEHHOT'O Mperapara B pelrente Ha OyMa)kHOM
HOCHUTEJIe WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIWYECTBO JIEHCTBYIOIIMX BEIECTB
YKa3bIBAa€TCsl B COOTBETCTBMM C MHCTPYKIMEW MO MEIUIMHCKOMY IIPHUMEHEHHIO JIEKAPCTBEHHOIO
npenapata. J{omycTumMo ykas3bIBaTh JO3MPOBKY JIEKAPCTBEHHBIX NPENAPATOB CUCTEMHOIO ACHCTBUS
(1t pe30pOTUBHOTrO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (popMax (Hampumep, TablIeTKH, TOPOIIKH,
KaIlCyJibl) KaK COJEPKaHUE OJHOTO MM HECKOJIBKMX JIEMCTBYIOIIMX BELIECTB B €IMHUIIAX MacChl (B



rpaMmax, Muumrpammax). JlomycTuMO yKa3blBaTh JO3UPOBKY JIEKAPCTBEHHBIX IpENapaToB
CHCTEMHOT0 JAEHCTBHS (11 pe30pOTHUBHOIO TNMPHMEHEHHs) B JKUIKHX JIEKapCTBEHHBIX (hopmax
(HampuMep, pacTBOPHI, CYCIEH3MHM) KaK COJEpKaHWE OJHOrO HJIM HECKOJBKHX JEHCTBYIOLIMX
BEIIECTB B EIMHHUIIAX MAacChl Ha €IMHUIy oObema (HampuMmep, MHJLIUTPaMM/MUILIHIIUTP) C
yKa3zaHHeM o0miero oobema JeKapCTBEHHOH (POPMBI.

[Ipu odopmileHNN Ha3HAYCHHS JIEKAPCTBEHHOTO IpenapaTa HHIUBHIYaJbHOTO H3TOTOBIICHHS B
peuente Ha OyMa)kHOM HOCHTENE WIH perente B (JOpMe NIEKTPOHHOIO AOKYMEHTa KOJIHYECTBO
TBEPABIX U CHINy4YHX (papMalleBTUUYECKUX cyOcTaHUui ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUAX - B MIJUTHJIATPAX, TPaMMax U Karuisx.

20. PeuenTtel Ha OyMakHOM HoOcHUTele, B (OpMe AJIEKTPOHHOIO JOKYMEHTa, O(pOpMIIEHHBIE Ha
penientypaoM Onanke ¢opmbl N 148-1/y-88 w mpenaHa3sHadeHHBIC IS OTITYCKA JICKAPCTBEHHBIX
npenapaTroB, MPEAyCMOTPEHHBIX moanyHktamu 1 - 3 myHkra 9 wHacrosimero [lopsimka,
NEHUCTBUTENBHBI B TeUCHHE 15 AHEH co qHS 0opMIICHUSI.

21. PeuenTtsl Ha OyMa)kHOM HOcHUTelle, B (OpMe AJIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHbIE Ha
pernientypaoM Onanke ¢popmbl N 148-1/y-04(1) u npeqHa3HAYCHHBIC I OTIYCKA JIGKAPCTBEHHBIX
MpenapaToB Ipak/iaHam, ykazaHHbIM B TyHKTe 10 Hactosimero [lopsinka, 1edCTBUTENbHBI B TEUEHUE
30 gueit co aHS odopMIIEHHS, 32 UCKIIOUEHUEM CIy4yaeB opOpPMIIEHHUS pelenTa B COOTBETCTBHH C
nyHkramu 38 u 39 Hacrosuiero [lopsaka, mpyu KOTOPBIX OH ACMCTBUTENIEH B TeUEeHHE 15 mHEN co
THST 0(OPMITCHUS.

22. Penentel Ha OyMaXHOM HoOcuTelne, B (hOpMe 3JIEKTPOHHOTO JOKYMEHTa, OQOpMIICHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(1) m mpenHa3sHadeHHBIC JJIs OTITYCKA JIKAPCTBEHHBIX
MpernapaToB TrpakJaHaM, [IOCTUTIIMM MEHCHOHHOTO BO3pacTa, HWHBAJIWIAM TEpPBOM TPYIIIHI,
NeTSM-UHBalUJaM, a Takke TpaxJaHaM, CTpaJalolUM XPOHHUYECKUMH 3a00JIeBaHUSIMH,
TpeOYIOIMIMMH JUIUTEIBHOIO KYypCOBOTO JIEYEHHS, ACUCTBUTEIbHBI B TeueHue 90 nHeil co aHs
odopMIIeHHs, 32 UCKIIFOUCHHEM CITy4yaeB, yKa3aHHBIX B MyHKTaX 38 u 39 Hactosimero Ilopsnaka, mpu
KOTOPBIX OH JICHCTBUTEJICH B TeueHUe 15 qHE# co qHs odopMIIeHuUS.

Jlis nedeHus XPOHMYECKUX 3a00JeBAaHUN YyKa3aHHBIM KaTerOpHUsIM Tpak/iaH JIeKapCTBEHHBIE
npernapatsl ¢ O(OpMIEHHEM pelenToB Ha OyMakKHOM HOCHTENe WM pelenTtoB B (opme
AJIEKTPOHHOT'O JOKYMEHTa MOT'YT Ha3Ha4yaThcs Ha Kypc jedeHus a0 180 mueil.

23. Pementhl Ha OyMa)XHOM HOCHUTeENe, B (popMe 3JICKTPOHHOTO IOKYMEHTa, O(POPMIICHHBIC Ha
peuentypaoM Omanke ¢opmbr N 107-1/y u mnpeaHa3HaueHHBIE A OTIYCKA JIEKAPCTBEHHBIX
MpernaparoB, NPeAyCMOTPEHHBIX MyHKTOM 11 Hacrosmero [lopsiaka, nelicTBUTENbHBI B TeueHue 60
JHEW CO JAHS 0POPMIICHHSL.

IIpy Ha3HaYeHMHM TOTOBBIX JIEKAPCTBEHHBIX IpenapaToB M JIEKapCTBEHHBIX IpernapaToB
WHAWBUIYaIbHOTO W3TOTOBJICHMS TAallMEeHTaM ¢ 3a00JIeBaHUSAMH, TPEOYIOIUMHU JUTUTEIBHOTO
KypcOBOI'O JiedeHus, ¢ opopmiieHueM Ha peuentypHom Onanke ¢gopmbl N 107-1/y peuenta Ha
OyMa)KHOM HOCHUTEJEe MJIU B (OpME 3JIEKTPOHHOIO JIOKYMEHTa YCTaHaBIMBAETCS CPOK JNeHCTBUSA
pelernTa B rpejesiax J0 0JJHOro roja.

B CJIyda€ YCTaHOBJICHHA CpPOKa JehcTBUA peuenTta B IMpeAciiax A0 OAHOIo roaa B PCHCITE
MPOU3BOJAUTCA HAANIUCH: "Tlo cricuaJibHOMY Ha3Ha‘ICHI/IIO", 0003HaYaeTCs CpOK JehcTBUs peucIrTa
U HOCPUOJUYHOCTL OTIIyCKa JICKAPCTBCHHLIX IIPCIIApaTOB U3 anTeyHOMI opranu3anvi HJIn
HHAWBUAYAJIbHBIM NpCaAITpUHUMATCIICM, HMCIOIIINM JINLCH3UIO Ha (I)apMaLICBTI/ILICCKy'IO
ACATCIBHOCTD <14> (C)KCHCIICJIBHO, CXKCMCCAYHO U UHBIC HepI/IO,Z[LI). I[OHOJ'IHI/ITCJIBHO 9TO YKa3aHUC
3aBCPACTCA NOANNCHIO MCIUITUHCKOI'O pa60THI/IKa, a Taxkke MeYaTblio MEIUITMHCKOM OopraHu3anuu



"Ilns peuentoB" (s perenta Ha OyMaKHOM HOCHUTENE) WM YCWJICHHON KBaTM(DUIIMPOBAHHOMN
SIIEKTPOHHOM TOJMHUCHI0 MEIUIIMHCKOrO pabOTHMKA W JIMIA, YIOJHOMOYEHHOTO 3aBEpATh
JOKYMEHTBI OT HWMEHH MEIUIIMHCKOW opranm3anuu (s peuenta B (opMe SIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilyskr 47 wactu 1 cratem 12 ®DepepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUIICH3UPOBAHUU OTHENBHBIX BHIOB aAearenbHOcTH" (nanee - denepanbhbnii 3akoH N 99-03)
(Cobpanue 3akonomarenbctBa Poccuiickort ®enepanuu, 2011, N 19, cr. 2716; 2021, N 27, crt.
5177).

24. Peuentsl Ha JEKapCTBEHHBbIE INpenaparbl, BKIOYEHHble B mnepedeHb [IKY, mna nedenus
MAlMEHTOB ¢ XPOHUYECKUMH 3a00JIEBAHUSAMHU MOTYT OPOPMIISITHCA Ha Kypc JieueHus 10 60 nHe.

B cnyuae, xorma kxypc sedeHust coctamiseT Oosiee 30 mHEH, MOMOJHUTENBHO B peIeNTax Ha
OyMa)XHOM HocHTele Tpous3BoauTcs Haanuck "[lo crmemmanpbHOMY Ha3HaYeHUIO", 3aBEepeHHAs
MOAMKUCHI0 METUIIMHCKOTO paOOTHUKA U TIEYaThl0 MEIUIIMHCKOM opranu3anuu "J{ns pemento", Ha
perienitax B (GopMe DIEKTPOHHOTO JOKyMEHTa Npou3Boautcs oTmerka '"Ilo cmeruanpbHOMY
Ha3HAYeHUIO" C TMPOCTABIEHUEM YCUJICHHOM KBaIM(QUIMPOBAHHOW HJIEKTPOHHON MOANHCU
MEIUIIMHCKOr0 pabOTHMKAa W JIMIA, YIOJHOMOYEHHOI'O 3aBEpsATh JIOKYMEHTHI OT UMEHU
MEJIMIUHCKON OpraHu3alnu.

25. Penent nHa OyMakHoM Hocutene B (oOpMe DIIEKTPOHHOTO JIOKYMEHTa, O(OPMIICHHBIH C
HapyIIEHUEM yCTaHOBIICHHBIX HAcTOSIUM [lopsiikoM TpeOOBaHUH, CYMTACTCS HEJCHCTBUTEIHHBIM.

Il. HazHayeHue JileKAPCTBEHHBIX MPeNapaToB NPU 0KA3aHUN
MeIMIMHCKOH MOMOIIH B CTAIIMOHAPHBIX YCJIOBHUSAX

26. HpI/I OKa3aHUM IMAIUCHTY MCHHHHHCKOﬁ IIoMOIIM B CTAaMOHAPHBIX YCJIIOBHAX HA3HAYCHUC
JICKAPCTBCHHLIX IIPCIIapPaTOB IMPOU3BOJUTCA 0e3 O(i)OpMJ'IeHI/IH peuciTa MCAUIUHCKUM pa6OTHI/IKOM
CANHOJINYHO, 3a UCKIIFOYCHUCM CIIy4aCB, YKA3aHHBIX B ITYHKTC 27 HaACTOAICTO Hop;lzu(a.

27. CorylacoBaHue Ha3HAYECHHUS JICKAPCTBCHHBIX IIp€HapaToB C€ 3aBCAYIOINHUM OTACJICHHUEM WU
OTBCTCTBCHHBIM JIC)KYPHBIM BpadyOM 0o ApyruM JingoM, YIOJHOMOYCHHBIM IIPUKA30M TJIABHOT'O
Bpayda MEIULIUHCKOM OopraHusanuu, a TaKxXxe, IIpd HAJIWM4YuHh, C BpadoOM - KIHMHUYCCKUM
(l)apMaKOJ'IOFOM HCO6XOI[I/IMO B ClIy4asX:

1) OOTHOBPEMCHHOI'O HAa3HAUCHUS IISATH U Ooiee JICKAPCTBCHHBIX NPCIAPATOB OAHOMY IMAIUCHTY

2) Ha3HA4YCHUSA JICKAPCTBCHHBIX MPCIIAPATOB, HC BXOAAIINUX B IICPCUCHD ) KU3HCHHO HeO6XOJII/IMLIX n
Ba)KHEMIIIHX JICKApCTBCHHBIX IIPCIIApaTOB <15>, pu HETUIIMIHOM TCUCHUHN 3360J’IeBaHI/I$I, HaJIM4nun
OCJIOKHCHUH OCHOBHOI'O 3a00jieBaHUS U (I/IJ'II/I) COMMYTCTBYIOIIUX 3a6OJIeBaHI/II\/’I, IIpu Ha3HAYCHHUU
JICKApCTBCHHBIX IIPCIIapaToB, 0COOEHHOCTHU B3aHMOACHUCTBHUS 1 COBMECTUMOCTH KOTOPBIX COITIACHO
HHCTPYKIHUAM IO HUX HNPHUMCHCHUIO IMPUBOIAAT K CHUKCHHUIO B(I)(I)CKTI/IBHOCTI/I u 0e30IacHOCTH
q)apMaKOTepaHI/II/I u (I/IJ'II/I) CO3IAar0T NOTCHIUAJIbHYIO OITACHOCTD IAJIA ) KU3HU U 3JOPOBbA MMATUCHTA.
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<15> Yactu 1 crarebu 60 PepepanmbHoro 3akoHa N 61-03 (ColOpanue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, c1. 4516).

B ykazaHHBIX clydasX Ha3Ha4YCHHE JICKAPCTBEHHBIX TPENaparoB (UKCHPYETCS B METUITUHCKOM
JOKYMEHTAIlMW MaleHTa U 3aBepsAETCS MOMANHUCHI0 MEIUIMHCKOTO PAaOOTHHUKA W 3aBEIYIOIIETO
OTJeJIeHHEM (OTBETCTBEHHOIO JIE)KYPHOI'O Bpaya WIH JPYyroro yrnoJIHOMOUYEHHOTO JIUIA).

28. MenuuuHCKU pabOTHUK MEIMLMHCKON OpraHu3auuu (€€ CTPYKTYpHOTO MOJpa3/eieHHUs),
pacIIOJIOKEHHOW B CEJIbCKOM HACEJIEHHOM IIyHKTE, OCYILECTBIJIICT HA3HAUYEHHE JIEKAPCTBEHHBIX
[IpernapaToB B ClyyasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosiero [lopsaka, eAMHOINYHO.

29. Ilo pemienuto BpaueOHOW KOMHMCCHH TMAIlMEHTaM IMPU OKA3aHUM UM MEIUIIMHCKOW MOMOIIM B
CTallMOHAPHBIX YCIOBUSAX HA3HAYAKOTCS JICKAPCTBEHHBIE MpEnapaThl, HE BKIIOUYECHHBIE B MEPEUYCHBb
KU3HEHHO HEOOXOJUMBIX U BKHEHIINX JICKAPCTBEHHBIX MPENapaToB, B CIydae WX 3aMEHBbI M3-3a
VHIMBUTyaJIbHON HEIEPEHOCUMOCTH, IO JKU3HEHHBIM MTOKa3aHHUSIM.

Pemenue BpauebHOI KoMUCcCHH (PUKCUPYETCSI B MEIUIIMHCKOM JOKyMEHTAIIMU MallueHTa U KypHaie
BpaueOHOM KOMUCCHUHU.

30. B ciywasx oOcinefoBaHHsS W JICUEHUS TpakKJaHWHA B CTAlMOHAPHBIX YCIOBUSAX B paMKax
MIPEIOCTABIIEHUS] MEIUIUHCKUX YCIyT Ha BO3ME3JAHOM OCHOBE 3a CUET JIMYHBIX CPENICTB IpakJaH,
CPEACTB IOPUAMYECKHX JIUI[ U HMHBIX CPEJICTB Ha OCHOBAaHMM JIOTOBOPA, B TOM YHCJIE JOTOBOpa
JI0OPOBOJIBHOTO MEIUIMHCKOrO CTpaxoBaHMs <16>, eMy MOryT ObITh Ha3HA4€Hbl JIEKAPCTBEHHBIE
Ipenaparsl, He BXOJIIUE B MEPEYEHb XU3HEHHO HEOOXOOMMBIX M BAKHEHIINX JIEKapCTBEHHBIX
IIPEnapaToB, €CJIM UX Ha3HAUYEHHE U MPUMEHEHUE 00yCIOBICHO MEIUIIMHCKUMU IOKA3aHU IMH.

<16> IloctanoBnenue [IpaButenbctBa Poccuiickoit @enepannu ot 4 oktsi6ps 2012 r. N 1006 "O6
yTBepkaeHuH [IpaBui mpemocTaBieHUs] MEIUIMHCKUMHU OPraHU3aIusIMU TUTATHBIX METUITHHCKHUX
yeyr" (Cobpanue 3akoHoaatenbeTBa Poccuiickoit @enepanun, 2012, N 41, cT. 5628).

I11. HazHaueHue JieKapCTBEHHBIX NMPENapaTOB NPH OKA3aHUH
NePBUYHON MeIUKO-CAHUTAPHON NOMOILIU, CKOPOIl MeIMIUHCKOI
MOMOIIM U NAIMATUBHON MeIUIIMHCKON MOMOLIU

31. Ilpu oka3zaHMM NEPBUYHONW MEAMKO-CAHUTAPHOM IOMOIIM W MNAJUVIMATUBHOM MEAUIIMHCKOMN
MOMOIIM B aMOYyJNaTOPHBIX YCJIOBUAX Ha3HAUEHHUE JIEKAPCTBEHHBIX IMPEMapaTOB OCYIIECTBISIETCS
MEJHUIIMHCKUM DPAOOTHUKOM B CIy4asX TUIMYHOTO TEYEeHUs 3a00JIeBaHUS MalMEHTa HMCXOJIS U3
TSOKECTH U XapakTepa 3a00seBaHMUs.

32. Ha3HayeHue JieKapCTBEHHBIX IPENaparoB MO PElICHHIO BpaueOHONM KOMHCCHM MPU OKa3aHWUU
NEPBUYHON MEANKO-CAaHUTAPHON MOMOIIHM, NAJUIMATUBHON MEIUIIMHCKON MOMOIIM B aMOyJIaTOPHBIX
YCIIOBUSX MPOU3BOJUTCS B CIIydasiX:

1) OOTHOBPEMCHHOI'O HAa3HAYCHUA OJHOMY ITAIMCHTY IIATH U Ooiee JICKAPCTBCHHBIX HPCIAapaToB B
TCUYCHUC OJHUX CYTOK WJIM CBBIIIC NCCATU HalMEHOBaHUI1 B TEUCHHE TpuanaTu HHCﬁ;

2) Ha3HAueHMs JIEKApPCTBEHHBIX MpPENapaToB IMpPHU HETUIIMYHOM TEUYEHUH 3a00JIeBaHUS, HAIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a00JieBaHMs M (MJIM) COIYTCTBYIOIIMX 3a00JIeBaHUM, NMpH Ha3HAuUCHHUH
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JIEKapCTBEHHBIX NIPENapaToB, 0COOEHHOCTU B3aWMOJIEHCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
WHCTPYKIMAM MO UX NPUMEHEHHIO MPUBOAAT K CHIKEHHIO S(PQPEKTHUBHOCTH W 0€30MacHOCTH
JICYEHHUs MalueHTa U (WIK) CO3/1al0T NOTEHIUAIbHYIO OIIACHOCTD /ISl )KU3HU U 370POBbsI N1aLUEHTA;

3) INEPBUYHOIO HA3HAYCHHUA TMMANUCHTY HAPKOTHYCCKHUX W IICUXOTPOIHBIX JICKAPCTBCHHBLIX
npenapatoB couckoB Il u Il Ilepeunst (B ciydyae NpUHATUS PYKOBOJUTENIEM MEIUIIMHCKOM
opranusanyvu pemcHus O H€O6XOI[I/IMOCTI/I COrjlaCoBaHusA HAa3HAUYCHUA TaKHUX JICKAPCTBCHHBIX
[IpernapaToB ¢ BpaueOHOW KoMuccuei).

33. IloBTOpHOE Ha3HAU€HUE HAPKOTMYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB
cnuckoB |1l u [l Tlepeunss npou3BOIMTCS METUIIMHCKUM pPaOOTHHUKOM CaMOCTOSITENILHO WM
€IMHOJIMYHO 0e3 ydyacTHsl BpauyeOHOM KOMHCCHU MAllMEHTaM C BBIPAKEHHBIM 0OOJIEBBIM CHHAPOMOM
JM000ro reHesa, HapylIeHHEM CHA, CYJOPOXKHBIMU COCTOSIHUSIMH, TPEBOXXHBIMU PAacCTpPOMCTBaMH,
($hoOusMHU, ICUXOMOTOPHBIM BO30YKIECHUEM.

34. Ilpu oka3aHUM CKOpPOM MEIMIIMHCKON IOMOUIM JIEKapCTBEHHBbIE Mpenaparbl Ha3HA4YaroTCs
MEJUIIMHCKUM pa0OTHUKOM BBIE3HOM OpHUraapl CKOpOH MOMOIIM, MEAUIHMHCKUM pPabOTHHUKOM
MEUIIMHCKOW OpraHu3aliy IpH OKa3aHWU MEIUIIMHCKOW MOMOIIM I'paXJaHaM MpU 3a00IeBaHUIX,
HECYACTHBIX CIlydasx, TpaBMaX, OTPABJICHUAX U JAPYTUX COCTOSHUAX, TPeOYIOIHUX CPOYHOTO
MEJMIIMHCKOT 0 BMEIIATEIbCTBA.

V. Hazna4veHue JieKapCcTBEHHBIX MPENapaToB rpaskaaHamM, MMeK UM
NMPaBo Ha OecIUIaTHOE MOJIy4YeHHe JeKAPCTBEHHbBIX MPEeNapaToB WA
MoJIy4yeHue JIeKAPCTBEHHbIX MPENapaToB cO CKUAKOM, IPU 0KA3aHUH

NMEePBUYHON MeJUKO-CAHUTAPHOU MOMOLIHA

35. Ilpu oka3zaHUM TEPBUYHOM MEIUKO-CAHUTAPHOM TIOMOIIM HA3HAYCHUE MEIULMHCKUM
pabOTHMKOM Ha OCHOBE KJIMHMYECKMX PEKOMEHIAIMH W C YYeTOM CTaHAApTOB MEIUITMHCKOU
momom <I7> JIeKapCTBEHHBIX IMpPENapaToB, OTIYCKAEMBIX OECIUIATHO WM CO CKHUIKOM,
rpakJianaM, UMCIOIIMM IIpaBO Ha oOecredYeHue JICKapCTBEHHBIMHU IpenaparaMu 3a CUeT CPEJICTB
OIO/DKETHBIX aCCUTHOBaHUW (QenepanbHOro OrokeTa W OHODKETOB CyOBeKTOB Poccuiickoit
®denepanuu, ocyliecTBisercs Ha penentypHoM O6inanke N 148-1/y-04(a).

<17> Cratbsa 37 ®enepansuoro 3akoHa N 323-O3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

IIpu odopmnenun pernenta Ha Omnanke ¢dopmbl N 148-1/y-04(;1) Ha OymMakHOM HOCHUTENE
oQOpMIIIOTCS 1BA DK3EMILISAPA, OJMH U3 KOTOPBIX OCTAE€TCS B allTEYHON OpraHU3aIllH, BTOPOM - B
MEJUIIMHCKONW TOKYMEHTAIUH MalueHTa.

36. HpaBo Ha3Ha4YaTh JICKAPCTBCHHBIC NPCHapaThl I'pakJjaHaM, UMCIOLNIUM IIpaBO Ha OecraTHOE
MOJIYUCHHUC JICKAPCTBCHHBIX MPCIAPATOB HUJIU TTOJYUYCHHUC JICKAPCTBCHHLIX MPLCIIApaTOB CO CKHHKOﬁ,
TAaKXXC HMCIOT!

1) MmeauunHCKHEe PaOOTHHUKH, pabOTArOIINE B MEIUIIMHCKON OpraHU3alliy M0 COBMECTUTENILCTBY (B
npezesax CBOe KOMIIETEHIIUN);


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

2) MEOUIMHCKUE paOOTHHUKM CTAalMOHAPHBIX OPraHU3allUil COLMAJIBHOTO OOCIYKMBaHUS IpU
HaJIMYUU JIMIEH3UU HA OCYLIECTBJIEHUE MEIUIIMHCKON JIEATENbHOCTH <18>, mpeaycMarpuBaromiei
BBITMIOJIHEHHE paboT (OKa3aHHWE YCIYyT) MO OKa3aHUI0 MEPBUYHON MEIMKO-CAaHUTAPHON MOMOIIH B
amMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM NMPUHAICKHOCTH);

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

3) MeauuMHCKME paOOTHUKM MEIUIMHCKUX  OpraHU3alui, OKa3bIBAIOIIUX [EPBUYHYIO
MEJMKO-CAHUTAPHYIO IIOMOIllb, TOJBEJOMCTBEHHBIX (eepaabHbIM OpraHaM HCIHOJHUTEIbHOU
BJIACTH WJIM OpraHaM MCHOJHUTENbHOM BiacTH cyObekToB Poccuiickoit denepanuy;

4) wWHAMBUIYyaNbHBIE MPEANPUHUMATENH, OCYLUIECTBIISIIOIINE MEIUIUHCKYIO JEeSTeNIbHOCTh H
BKJIIOUEHHBIE B PEECTP MEAMLMHCKUX OpraHM3allfi, OCYIIECTBISIOMIMUX IEsITeNbHOCTh B cdepe
00513aTEILHOT0 MEAULIMHCKOT'O CTPAaXOBaHMU.

37. Ilpn Ha3HaUEHWW JIEKAPCTBEHHBIX MPEMapaToB TpakJIaHaM, UMEIONIUM TpaBO Ha OecriaTHOE
MOJyYEHUE JIEKAPCTBEHHBIX MPENAapaToOB WM MOJYYECHHE JICKAPCTBEHHBIX MPEenapaToB CO CKHUIKOM,
B pELENTe yKa3blBaeTcss HoMep TenedoHa, M0 KOTOpPOMY paOOTHUK aNnTeYHOW OpraHU3aluu MpH
HEOOXOJMMOCTH MOXKET COIJIacoBaThb C MEAWLMHCKAM paOOTHUKOM 3aMEHy JIEKapCTBEHHOTO
npenapara.

38. HazHaueHnne HApKOTUYECKHUX M TICUXOTPOMHBIX JIEKaPCTBEHHBIX MpenapatoB crucka Il [Tepeuns
(32 UCKJIIOYEHHMEM JIEKapCTBEHHBIX IpPENnapatoB B BHJE TPAHCACPMAIbHBIX TEPareBTUYECKUX
CHCTEM, a TaKXKe JICKAPCTBEHHBIX MPErapaToB, COAEPKAIINX HAPKOTUYECKOE CPEACTBO B COUETAHUU
C AHTaroHUCTOM OIMOMJHBIX PEIENTOPOB) TIpa)xJaHaM, HMMEIOIIMM I[paBO Ha OecruiaTHOE
MOJIy4YEHHE JICKAPCTBEHHBIX MPENapaToB WK MOJYYEHHs JIEKAPCTBEHHBIX MPENapaToB CO CKUIAKOM,
ocymecTBisieTcss Ha penentypHoMm Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJHHUTEIHLHO
odopmitsieTcs perent Ha penentypHoM onanke ¢opmbl N 148-1/y-04(i1) (B 1BYX 3K3eMIUIApax Mpu
odopMIIeHUH Ha OYMa)KHOM HOCHUTEJIE).

39. HaznaueHune HapKOTUYECKUX M MCUXOTPOITHBIX JICKAPCTBEHHBIX mpenapaToB crucka Il [epeuns
B BUJIC TPAHCICPMAJIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKHX JIEKAPCTBEHHBIX MPENapaToB
ciucka Il Tlepeuns, conmepKamMx HApKOTHYECKOE CPEICTBO B COYETAaHHMH C aHTarOHUCTOM
OIMOUHBIX PEIENTOPOB, IICUXOTPOMHBIX JIEKapCTBEHHBIX mpenapaToB cmucka [II Tlepeuns,
JIEKapCTBEHHBIX IpenapaToB, BKIOYEHHBIX B mnepedeHb [IKY, coxmepxkamuxcs B MOJIINYHKTE 2
nyHkra 11 Hactosmero Ilopsinka, nmpegHasHaueHHbIE AJIS JIEUEHHs TpaXkJaH, UMEIOIUX MpaBo Ha
OecruiaTHOE MOJyYeHHE JICKApCTBEHHBIX MPENapaToB MM MOJIy4YE€HHUE JIEKAPCTBEHHBIX MpenapaToB
CO CKHUJKOH, ocyllecTBisieTcs Ha penentypHbix Onankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJIHUTENBHO oopmIsieTcs perent Ha peuentypHoMm Onanke ¢opmbl N 148-1/y-04(i)
(B IBYX 3K3eMILIsApax NpH 0(pOopMIIEHUH Ha OyMa)KHOM HOCHUTEJIE).

Ipunoscenue N 1
k Ilopsoky nasnavenus
JIeKAPCMBEHHBIX NPEnapamos,

VMBEPIHCOEHHOMY NPUKAZOM
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Munucmepcmea 30pasooxpanenus

om 24

Poccuiickoii @edepayuu

Hosaops 2021 2. N 1094n

KOJIMYECTBO HAPKOTHYECKHUX CPEACTB WIHN
IICUXOTPOIIHbBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B O/IHOM PEIIEIITE

N n/n MexayHapoaHOE HEITATEHTOBAHHOE ®dopma BBIITYCKA U KonngectBo
HaMEHOBaHME HAPKOTHYECKOTO U JO3UPOBKA
TICUXOTPOITHOTO JICKAPCTBEHHOTO
npenapara

1. bynpenopdun + Hanokcon TabneTku 60 TabneTok
cyOnunreaneHble 0,2 mr|(ynakoBka, kpaTtHas N
+ 0,2 mr 20)

2. bynipenopdun PactBop 11 nHBEKINH, |30 aMITy
0,3 mr/mi 1 M (ImpuI-TIOOMKOB)

3. bynpenopdun TpaHcaepManbHBIN
[J1aCTHIPb
35 Mkr/4gac 20 rmacTeIpeit
52,5 Mkr/4ac 10 muacteipeit
70 MKr/4ac S miacTeIpeit

4. Mopdun PacTBop 111 MHBEKINH, 20 aMITy
pacTBOp s (ImpHUI-TIOOUKOB)
MOJIKO)KHOT'O BBE/ICHUS
10 mr/mi 1 M

5. Konenn + Mopdun + Hockanun + PactBop miis 20 ammmyn

[lanaBepun + Tebaun MOJIKOXKHOT'O BBE/ICHUS

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

6. Tpumenepuanx Tabnerku 25 mr 50 TabseTok

7. Tpumenepuaa PacTBop U1 nHbekuui (20 ammyn
10 mr/mn 1 M (IWITPHUI-TIOOUKOB)
20 mr/mi 1 M

8. Mopdun TaOnerku (kamcynsl)  |180 TaGnerok (kamcya)

[POJIOHTUPOBAHHOT'O
melicTBUS

10 mr

30 mMr

60 mMr

100 mr

60 TabneTok (karcyn)
40 TabneTok (Karcyn)
20 TabneTok (Karcyn)
20 Tabnetok (karcyn)




200 mr

0. Mopdun Tabinerku
S Mr 100 Tabnerox
10 mr 100 Tabnerox
10. Mopdun Karm nis npuema 4 prakona
BHYTPH 20 Mr/mi 20 M
11. Mopdun PactBop 111 mpuema
BHYTPb (MOHOI03bI1)
2 Mr/mi 5 Mt 100 amrryn /3
6 Mr/mi1 5 Mt 80 ammry /3
20 Mr/mi 5 mi 30 amryn /3
12. OxcukonoH + Hamokcon TaOmeTkn
MIPOJIOHTUPOBAHHOT O
eCTBUA
S Mr+ 2,5 Mr 100 TabneTok
10 mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabieTok
13. [IponnonmndennmTrokcusTHnUnepuanH Tadnaetku 3ameunsie 20 (50 Tabnerok
MT
14. deHTaHnI [[nacTeipb
12,5 mkr/gac 20 rmacTeIpeit
25 MKr/4ac 20 rmacTeIpeit
50 MKr/4ac 10 mnacTeipeit
75 MKr/4ac 10 mnacTeipeit
100 mkr/4gac 10 miacteipeit
15. deHTaHnI Crpeli Ha3aIbHBINA

Dakoln 50 MKr/mo3a
2,0 M1 (10 103)

3,2 ma (20 mo3)

5,0 mi1 (40 103)
Dnakon 100 Mkr/no3a
2,0 M1 (10 103)

3,2 ma (20 mo3)

5,0 ma (40 mo3)
Dnakod 200 MKr/no3a
2,0 mi (10 no3)

3,2 mi (20 103)

5,0 ma (40 mo3)

24 (makona
12 pnakonoB
6 ¢urakoHOB

12 pnakoHoB
6 ¢rakoHOB
3 ¢urakona

12 ¢akoHOB
6 (h1akoHOB

3 ¢nakoHa

Ipunooscenue N 2

k Ilopsoky nasnauenus

JIeKapCmeeHrnblx npenapamoe,

VMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpaneHus



Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEHIAOBAHHBIE K UCITIOJIb3OBAHUIO

COKPALIEHUA ITPU O®OPMJIEHUU PELIEIITOB

N | Coxkpaienue [TonHoe Hanucanue IlepeBon
/1

1. Jaa ana 110, TOPOBHY

2. lac., acid. acidum KHCIIOTA

3. [aer. aerozolum a3p030J1b

4. |lamp. ampulla amIysa

5.  [ag. agua BOJIA

6. [ag. purif. aqua purificata BOJIa OUYHIIICHHAS

7. |but. butyrum Macito (TBEpI0e)

8. |caps. capsula KarcyJsa

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

10. |D. Da (Detur, Dentur) Broinait (Iycts Beimano, Iycts
OyJeT BBIIAHO)

11. |D.S. Da, Signa Detur, Signetur Brinaii, 06031aub [Tycts OymeT
BbI1aHO, O003HAYEHO

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

13. [dil. dilutus a3BECHHBIN

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

15. |emuls. emulsio OMYIIbCHS

16. |extr. extractum DKCTPAKT, BBITSIKKA

17. |in enem. in enemas B MHKPOKJIM3Max

18. |F. Fiat (fiant) [Tycts 0Opasyercs (00pa3yroTcs)

19. |gran. granulum rpaHyJIbl

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

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

22. |inf. infusum HACTOM

23. [in amp. in ampullis B amITyJiax

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

25. [in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKaX C MPOJIOHTUPOBAHHBIM
BBICBOOOXICHUEM

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

ohd.

BBICBOOOXICHUEM, TTOKPBITHIX
000JI0YKOM




27. |in tubul. in tubulis B TFOOMKaX

28. [lin. linimentum JTMHUMEHT

29. [lig. liquor PKUIKOCTh

30. |lot. lotion JI0ChOH

31. |m. pil. massa pilularum MTIOJIbHAS. Macca

32. |membr. bucc. |membranulae buccales [UICHKH 3al[CYHbIC

33. M. Misce, Misceatur Cmernait
(Ilyctp Oyner cMemiaHo)

34.  |mixt. mixtura MUKCTypa

35. |N. numMero YUCIIOM

36. |ol. oleum Macto (KHIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae MTVUITIONIS], TTHJTEOJTH

39. |p. aeq. partes aequales ABHBIC YaCTH

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

41.  |pulv. pulvis MOPOIIOK

42. (q.s. quantum satis CKOJIBKO MOTpedyeTcsl, CKOJIbKO
HaI0

43. |r., rad. radix KOpEHb

44. Rp. Recipe Bo3bsMmu

45. [Rep. Repete, Repetatur [TosTopu (ITycTs Oynet
MMOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIIE

47. |S. Signa, Signetur 0O603uaub (ITycth OymeT
0003HAYCHO)

48. |sem. semen cemst

49. [simpl. simplex IPOCTOM

50. [sir. sirupus cHpoII

51. [sol. solutio pacTBop

52. |spr. spray cripeit

53. [spr. nas. spray nasale Cripeil Ha3aJIbHBII

54. [supp. suppositorium CBeua, CYMIO3UTOPUI

55. [susp. suspensio CYCIICH3HsI, B3BECh

56. [tab. tab(u)letta TabaeTKa

57. |t-ra, tinct. tinctura HAacTONKa

58. [tubulis tubulis TIOOMKH

59. |STT Systema Therapeutica TpancaepmanbHas

Transcutanea Tepaneprnueckas Cucrema
60. [ung. unguentum Mas3b
61. |vitr. vitrurn CKJISTHKA

Ipunoxcenue N 2

K npukasy Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n



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

MMHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccumickon denepauum

Kon ¢opmer mo OKVY]

Kon yupexpmeHua no OKIIO

MemmMumMHCKad OOKYMeHTalmd

HamMeHOBaHMe (mMTaMIl)

MEOUIIMHCKOM OpTaHMu3alum

PELIEIT

(B3pOCHH,

" "

dopma N 107-1/y

YTBepXOeHa IIpMKa30M
MyHMCTEepPCTBa 3OPaBOOXPaHEeHUH
Poccumickom demepaumn

orT 24 HosOps 2021 r. N 1094H

OETCKMIM — HYXHOE INOIOUEPKHYTH)

20 T,

daMmIMsa, MHMUMAJE MMEHM UM OTUeCTBa

nalumMeHTa

(mocyienHee - OpPM HAJIUYUUN)

JaTa poxXOoeHUd

damMmIiMsa, MHMUMAJBE MMEHM UM OTUeCTBa

Jedamero Bpada (despaumepa, akKyllepKu)

(mocyenHee - OpM HAJIUUUU)




py0. |xom. |Rp.

py0. |xom. |Rp.

[loopnuce

1 IeuyaThb Jieyalero Bpauda M.II.

(nomnuce ¢esprumepa, akKyllepKu)

PeuenTt pmeMcrBUTeJIeH B TedeHme 60 gpgHem, mo 1 roma ( )

(HyXHOE MNONUEPKHYTH) (ykasarb

KOJIMUEeCTBO IIHEWM)

ObopoTHas CTOpPOHAa

OTMeTKa O Has3HadYeHUU
JIEKaPCTBEHHOT'O IpelapaTa
IO PpelleHMI BpauebHOM KOMMUCCUU

[TpuroTOoBUII [Iporepmi OTnnycTumil




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

MyHMCTEPCTBO 3OPAaBOOXPaHEHUS Kom dopwmer mo OKYI 3108805

Poccumckom demepaumnm MemmMumHCKasg IOOKYyMEHTALMSI
dopma N 148-1/y-88

HammenoBaHme (wTawmim) YTBepXOeHa IIpMKa30M

MEOUIIMHCKOM OpTraHu3alum MyHMCTEepPCTBa 3OPaBOOXPaHEeHUHd
Poccumickom denepauun

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

VHIVBUOYAJIBHOTO MNPellpUHMMAaTES

(yxazaTh anpec, HOMEp M ImaTy JMLEeH3UU,

HaVMeHOBAaHME OpraHa I'OCyIapCTBEHHOM BJIACTH,

BEIDABIIETO JIMLIEH3UIO)

e | UL UL

PELEIT mon 20 .
(maTa odopMIIeHUA-pelLenTa)

(B3pOCIEIM, IOeTCKMM — HYXHOE MONUEePKHYTH)

daMunmsa, MHMILMAJE MMEeHM M OTUecTBa ([IOoCJelHee -— MPM HaJuuumM)
rnaumMeHTa

DaTa poxmoeHUd

Anmpec wMecTa xuTeJbCcTBa MIM N MeOMUIMHCKOM KapTh aMOyJIaTOPHOIO
IIaluMeHTa, I[IoJIydakmeIl'O MeIMIVMHCKYIO IIOMOIb B aMﬁyﬂaTOpHHX YCIJIOBUMAX

daMuIIMsa, WHMUIIMAJEI MMEeHM M OoTuecTBa ([IocJelHee -— MIPUM HaJIUuuM)



Jedamero epada (penpmmepa, akylepkKu)

[logpnmuce M neuvaThb Jiedalle'o Bpauda M.II.
(noonuce ¢Qesprumepa, akKyllepkKu)

PellenT IOeMCTBUTEJIEH B TeueHUe 15 nHen

OBopoTHass CTOPOHA

OTMeTKa O Hasz3HadeHUU
JIEKApPCTBEHHOTO Ipernapara
10 PEUeHMI BpadebOHOM KOMUCCUMU

[TpuroTOBMII [TpoBepmi OrnycTumi

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

MMHMCTEPCTBO 3OpaBOOXpPaHEeHMUd YTBEPXIEHA
Poccurickou denmepaumum MECTO IJiA npmkasoM MuMHMCTEepCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom denmepauun
or 24 HOsbOpsa 2021 .
N 1094n



MITamm

Konm MemuMUMHCKOM OpTraHM3alum

MITamn

Ko MHOVMBUIOYAJILHOTO IPelnlpMHUMATEJIS

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Konm Konm VICTOUHMK OMHAHCUPOBAHMUSA: |$ OIJIATH :
KaTeropum HO30JIOTMUEeCKOMN (MOOUYEepPKHYTH) (MOOUYEpPKHYThH)
TrpaxiaH dopwmer (o MKE)
1. demepanbHEM OOIXET 1. BecnmarHO
2. Bomxer cybwekTa 2. 50%
Poccunickon denepaumum
3. MyHMUMIAJBHBEM OwomxeT |3. MHOM %
PELEIT Cepusa N IODaTa obopmIIeHMUS : 20 .

Sammniusa,
OpY HaJlu4duUM)

MHULMAJE MMEHM M OTUeCTBa
naluMeHTa

(mocrnenHee

DaTa poxmeHUA



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

CHIMJIC

N noJjmca
006g93aTeNIbHOTO
MeIMLMHCKOT'O
CTpaxOBaHMUA :

HOMep MeﬂMHMHCKOﬁ KapTel IIalUVvMeHTa, II0JIydarnumelr'o MeIMUMHCKYK IIOMOIEB B
aMOyJIaTOPHEIX YCJIOBUSAX

damMmnima, MHMLUMAJE MMEHM M OTdYeCcTBa (IIOoCJelHee — IPM HaJIU4dUM)
Jedamero Bpada (despnumepa, akKyllepku)

Pyb6. Korm. 2 © O
0 A
S T 1 =

[lognuche ¥ revaTh Jiedallero Bpauda M.II.

(noonuce ¢espruepa, akKyllepkKu)

PeuenTt percrBUTesIeH B TeueHme 15 mHem, 30 mHen, 90 nHeml
(HyXHOE NONUEPKHYTH)

———————— (3anoJyiHgeTCsa CcroeuuaJucTOM allTedHOou oprangauMM) - ==

OTnylWeHO 10 pPelenTy: ToproBoe HaMMeHOBAaHUE
I OO3UPOBKA:

IlaTa ornycka: " " 20 1©. [KommuecTBO:

[lpyroTOBUIL: [lpoBepMIt: OrTnnycTumi:

(IMHMS OTpPHIBA)

Kopewok peuenTypHOro OJIaHKa Crioco® NpMMEeHEeHUHI:
HammenosaHme [IPpOOOJIXUTEJIEHOCTE oHen
JIEKAPCTBEHHOT'O IIpelapara:




KommmuecTBO InIprneMoB B IEHb: ras

IO3MPOBKaA : Ha 1 npuewm: en.

OBbopoTHasas CTOPOHA

OTMeTKa O Has3HadveHUU
JIEKapPCTBEHHOT'O IIpelapaTa
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[TpuroTOBMII [Iporepmn OrnycTmi

<E> B cJiydae M3T'OTOBJIEHMA peneriTypHoTro 6JlaHKa C MCIIOJIb30BaHUEM

KOMITBIOTEPHEIX TEXHOJIOTMIM.
Ipunoosicenue N 3
K npuxa3zy Munucmepcmea 30pagooxpaHenus
Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK O®OPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBLBIE ITPEITAPATDI, UX YUETA U
XPAHEHUA

I. OpopMmiienne penenta Ha OyMaKHOM HOCHUTeJIe

1. Ha peuentypubix Onankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B 1eBOM BepxHEM
YTy MPOCTABIIAETCS MITaMI MEAMLIIMHCKONW OpraHM3alliy ¢ YKa3aHUEM €€ HaMEHOBaHHUs, ajpeca U
Tesne()oHa ¢ TaTOM BBIMUCKH (aTOi oopMIIeHHs ) pelenTa Ha JIeKapCTBEHHbIH Mpernapar.

JomonHuTenbHO Ha penentypHoMm Onanke ¢opmbel N 148-1/y-04(1) mpocraBisieTcss Koj
MEJUIIMHCKOW OpraHu3alud B COOTBETCTBUU C OCHOBHBIM TOCYJApCTBEHHBIM PErHCTPAIllIOHHBIM



Homepowm (nanee - OI'PH).

Cepusti peuentypuoro Omanka ¢opmbr N 148-1/y-04(;1) Bkmtouaer ko cyOwbekTa Poccuiickoii
denepanun, COOTBETCTBYOIIUMK JBYM TmepBbiM mudpam OOmepoccuiickoro kinaccuduraropa
00BEKTOB aIMUHUCTPATUBHO-TEpPUTOpHATLHOTO eneHus (nanee - OKATO).

Paspemaercs usroraBnuBath perentypubie 61anku Gopmer N 107-1/y u popmer N 148-1/y-04(x1) ¢
MIOMOIIIBIO KOMITBIOTEPHBIX TEXHOJIOTH.

Peuentypubie Omanku  ¢opmbel  popmbr N 148-1/y-88 wu3roraBnuBalOTCS HCKIIOYUTEIHHO
TUNOTPaCKUM CITOCOOOM.

2. Ha peuentypHeix OnaHkax, o0QOpPMISEMBIX HHIWBUAYaJIbHBIMU MpPEINPUHUMATEISIMHU,
MMEIOLIUMU JIMLIEH3UI0 Ha MEIUIMHCKYIO JESTeIbHOCTh, B BEPXHEM JIEBOM YIJIy THUNOTpadCKUM
CrocoOOM WJIM MyTeM IPOCTaBIEHHUS IHITaMmma JOJDKEH ObITh yKa3aH aJpec WHIUBUAYaJIbHOIO
NpEeANPUHUMATENS,, HOMEpP M JaTa JULEH3MHM, HaMMEHOBAHME OpraHa roCyJapCTBEHHOM BIIACTH,
BBIJIABIIETO JIUIEH3HIO.

3. Peunentypueie Omanku ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(1) 3amonHsrOTCS
MEIUIMHCKUM paOOTHHKOM YEPHUIAMH WU MAPUKOBOU PYUKOH.

4. Jlomyckaercsi oopMIIEHHE BCEX PEKBHU3UTOB (3a MCKIOUeHHEeM pekBu3uta "lloanuck nedarmiero
Bpaua (moamuch Qenpamepa, akymepku'") penentypHbix OnaHkoB ¢opmbl Gopmer N 107-1/y,
dopmer N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ ucnosib30BaHUEM TMEUATAIONIUX YCTPOUCTB.

5. Odopmnenue peunentypubix OnankoB ¢opmbel N 148-1/y-04(n) Brmouaer 1udpoBoe
KOJIMPOBaHUE.

[udpoBoe koanpoBaHUEe YKa3aHHBIX PEHENTYPHBIX OJAHKOB BKIIOYAET:

1) kon memunmHcko opranmzanuu (OI'PH) wim kon MHIMBUAYyaabHOTO MpEAIPUHUMATENS B
coOTBETCTBUU ¢ (OCHOBHBIM T'OCYJAapPCTBEHHBIM PETHCTPAIMOHHBIM HOMEPOM HWHIUBUIYIBHOTO
npeanpuanmatens (manee - OI'PHUII), npocrtaBnsieMblii NMpU  HM3TOTOBJICHHHM PEIENTYPHBIX
OJIaHKOB;

2) KOJ KaTerOpHH TpaXKIaH, WMEIONIMX IPaBO Ha IOJydYEHHUE JIEKAPCTBEHHBIX IIPErapaToB B
COOTBETCTBUU cO cTaThel 6.1 DenmepanbHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O
rOCYTapCTBEHHOM COIMaNIbHOM rmoMoInu" <1>, U KO/ HO30JIOrHYecKoi GopMbl 0 MeKIyHapOoIHOM
CTaTHCTUYCCKOM Kiaccubukaimy Ooje3Hell M 1mpoOsieM, CBS3aHHBIX CO 370poBbeM  (10-it
nepecmotp) (aanee - MKDB), 3amonHsiemMble JiedaliiM BpayoM MyTEM 3aHECEHUsl Kaxaoi nmudpsl B
MyCThIC TYCUKH, TIPU 3TOM TOYKA MPOCTABIISICTCS B OT/ICIBHOM STUCHKE;,

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

3) ormerky 00 wucrouHuke ¢uHaHcHpoBaHus ((emepanbHbiii Oropker [1], OrmKeT CyOBeKTa
Poccuiickoit ®enepanuu [2], MyHHNMNaabHbIA OromkeT [3]) W TPOLEHTE OIMIaThl perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTpUX-KOJ - IOTOJHUTENIbHBIA PEKBU3UT (B ClIydae M3TOTOBJICHUS HA TEPPUTOPUH CyOBEKTa
Poccuiickoii @enepanuu perentypHoro 6JaHKa ¢ UCTIOIb30BaHUEM KOMIBIOTEPHBIX TEXHOJIOTHIA).


https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=398962#l436
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

6. B peuentypusix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnms,
WHUIMATIBI UMEHH M oT4yecTBa (MOCieqHee - NMpU HaJIM4YUM) ManueHTta’ yKasblBaloTcs (pamuins,
MHULMAJIbI UIMEHU U OTYECTBA (IIOCJIEHEE - IPU HAJIMYMU) MTaLlUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x) B rpade "Jlata
pokIeHus" yKa3bIBaeTCs AaTa POKACHUS MalMeHTa (YUCII0, MECSII, TON).

JlononHuTtenbHO B perentypHbix Omankax ¢gopmer N 148-1/y-88 u dopmsr N 107-1/y mis nereit B
Bo3pacte 10 1 roga B rpade "ata poxaeHus" yka3bIBa€TCs KOJTMYECTBO MOJTHBIX MECSIIEB.

8. B pementypHpix Omankax ¢opmbel N 148-1/y-04(1) B rpadax "CHWIIC" m "N mommca
0053aT€TIbHOT0 MEIUIMHCKOTO CTPaXOBaHMs'" yKa3bIBalOTCSl CTPAXOBOH HOMEp HMHIMBUIYaIbHOTO
JuneBoro cuera rpaxaaHuHa B IlencuonHom ¢onae Poccuiickont @enepaunu (CHUJIC) (mpu
HaJU4YMH) U HOMEP ToJiuca 00s13aTEIbHOTO MEAUITMHCKOTO CTPaXOBaHMS.

9. B peuentypubix 61ankax ¢opmel N 148-1/y-88 B rpade "Anpec mecra KUTEIBCTBA WIH HOMEP
MEJUIIMHCKOW KapThl MalUeHTa, I[OJIy4alollero MEAMIMHCKYI0 IIOMOIIb B amOyJIaTOPHBIX
yCIIOBUAX", YyKa3bIBa€TCs IOYTOBBIM ajJpec MecTa >KUTEIbCTBA (MecTa NpeObIBaHUS WM MecTa
(akTU4YecKOro MpOKMBAHUA) MAlMEHTa WK HOMEP MEIUIMHCKON KapThl MallMeHTa, MOJIyYaroiero
MEJUIIMHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX <2>.

<2> Tlpuka3 MunuctepcTBa 3apaBooxpaneHust Poccuiickoit @enepanmu ot 15 nexadpst 2014 r. N
834n "O0 yTBepkaeHIN YHUPUITUPOBAHHBIX (POPM METUITMHCKONW TOKYMEHTAIIMH, UCTIOIb3YEMbIX B
MEUIIMHCKUX OpraHU3alUsiX, OKa3bIBAIOLUIUX MEIUIIMHCKYIO IIOMOIb B aMOYJIaTOPHBIX YCIOBUAX, U
mopsiAKOB 10 ux 3amonHeHuto" (manee - I[lpukaz N 834H) (3apeructpupoBaH MHUHHCTEPCTBOM
octuimu - Poccuiickoit @enepammu 20 depans 2015 1., perucrpanuonnsii N 36160) ¢
W3MEHEHUSIMU, BHECEHHBIMHU MTpHKa3zaMu MUHUCTEpCTBA 3/ipaBooxpaneHus Poccuiickoit denepanun
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MuHHCTEpCTBOM rOCTUIMU Poccuiickoit denepanuu 4
anpens 2018 1., perucrparmonnsii N 50614), or 2 Hosi6ps 2020 r. N 1186H (3apeructpupoBaH
MunucrepctBoM toctuiun Poccuiickoit ®enepanuu 27 HosiOps 2020 r., peructpanuoHHbiii N
61121).

VYkazaHue u aZpeca MCCTa KHUTCJIbCTBA U HOMCpaA MEIULIMHCKOM KapThbl MAalUCHTA, MOJJYYaroIICro
MCIUIUHCKYHO ITOMOIIb B aM6ynaTOpHBIX YCJIOBUAX, HE ABJISICTCSA OILIOKOM.

B penentypusix 6nankax ¢opmbl N 148-1/y-04(x) B rpade "Homep MeTuIIMHCKOM KapThl MAlIUEHTA,
MOJIYYAOIIEr0 MEIUIMHCKYI0 TOMOIb, B aMOylIaTOPHBIX YCIOBUAX"' YKa3blBa€TCd HOMEP
MEJHUIIMHCKONW KapThl MAIMEHTa, MOTYYaroIIero MEIUIIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIOBHSIX
<3>.

<3> [Ipuxa3 N 834H.

10. B rpade "damunus, THAIHATB UIMEHU U OTYeCTBa (MOCIEAHEEe - TPH HATMYHH) JIeUallero Bpada
(penpamepa, axymepku)" penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(11) yka3bIBarOTCS MOTHOCTHIO (paMUITUsI, MHUIIHAIBI UMEHH, OTYecTBa (TOCIEeaHEe - MPU
HAJIMYMU) MEIUIMHCKOTO PaOOTHHKA, HA3HAYUBIIIETO JIEKAPCTBEHHBIC MPemapaThl U 0POPMHUBIIETO
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peLent.

11. B rpade "Rp" penentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn)
YKa3bIBACTCS:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO IpenapaTa (MeXyHapOoIHOE HEaTEHTOBAHHOE HaUMEHOBAaHUE,
IrpyamnupoOBOYHOC HJIM XUMHUUYCCKOC HAMMCHOBAHUE, TOProBOC HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM A3BIKE
WIM Ha PYCCKOM S3bIKe, (popMa BBIMYCKa, JAO3MPOBKA, KOJIMYECTBO (YKa3bIBAETCS IPOIHUCHIO Ha
peuentypHoMm 6manke popmer N 107/y-HIT);

2) crmocod MPUMEHEHHs JIEKapCTBEHHOrO TMperapaTa Ha TOCYJIapCTBEHHOM si3bike Poccuiickoit
@enepanny WIM Ha TOCYAApCTBEHHOM s3blke Poccuiickoit denepanuy U rocy1TapCTBEHHOM SI3BIKE
pecnyOIIMK U UHBIX s3bIKax HapoaoB Poccuiickoit denepannn <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit @eneparuun ot 25 oxtsiops 1991 r. N 1807-1 "O
s3pIkax HapoJoB Poccwiickoit ®enepanuu” (mamee - 3akon N 1807-1). (Bemomoctu chesna
Hapoaubsix JenytatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoaTenscTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu odopmiieHHn perenTypHbIX OJaHKOB 3alpeniaeTcsl OrpaHNYUBATHCS OOIIMMHU YKa3aHUSIMU,
Hanpumep, "BuyTtpennee", "MU3BecTtHo".

B anexmponnom 0oKymenme nymepayus nyHKmoe coomeencmeyem oQpuyuanbHomy
UCHOYHUKY.

14. Penent, odopmieHHbIi Ha penentypHoM Omanke ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(11), moANMKUCHIBACTCS MEAUIIMHCKAM PAOOTHUKOM M 3aBEPSETCS €ro MeYaThlo.

Penent, odopmiiennsiii Ha penentypHoM Onanke Gopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(:1),
JIOTIOJITHUTEIBHO 3aBEPSAETCS NeYaThi0 MEIUIMHCKOM opranu3amuu "J{ig penentos".

s perienita, opopmiaeHHoro Ha perentypHom Omanke Gopmer N 107-1/y, Haymuue nedatu "Jlns
perenToB" He SBISETCS 0053aTEIbHBIM.

15. Ha ognom penentypaom Omanke ¢popmbl N 148-1/y-88 u dpopmbr N 148-1/y-04(;1) paszperraercs
OCYIECTBIIATh HA3HAYCHHUE TOJBKO OJTHOT'0 HAMMEHOBAHHMS JICKAPCTBEHHOTO ITperapara.

Ha omnom peuentypuom Omanke ¢opmbr N 107-1/y paspemaercss ocyliecTBISTh Ha3HAUYCHUE
TOJILKO OJHOTO HAaWMEHOBAaHMS JIEKApCTBEHHOTO Tpemapara, otHocsmerocs mo ATX k
antuncuxotuyeckum cpenctBam (kog N 05A), ankcuonutukam (komx N 05B), CHOTBOpHBIM U
cenatuBHbIM cpeactBaMm (kox N 05C), antuapenpeccantam (kox N O06A) um He mojexaiero
MPeIMETHO-KOJIMYECTBEHHOMY YUeTy, U J0 TpeX HAaMMEHOBAHMM JIEKAPCTBEHHBIX MPENapaToB - s
WHBIX JIEKapPCTBEHHBIX MIPEMapaToB, HE OTHECEHHBIX K BhIIIeykazaHHBIM ATX.

16. McnpaBiieHus B peLenTe He JOMYCKAIOTCS.

17. Ilpu odopmuennn peuentypHbix 6mankos ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1) Ha
JIEKapCTBEHHbIE Ipenaparhl, Ha3HAUCHHBIE MO PEHICHHWI0 BpayeOHOW KOMMCCHH, Ha 00opoTe
pelenTypHoro 6JaHKa CTaBUTCS CHEMaIbHAs OTMETKA (IIITaMII).

18. Ha penentypHom Omanke ¢popmbl N 148-1/y-04(1) BHI3Y UMEETCS JIMHUS OTPhIBA, Pa3IeIIIOast
pelenTypHbIii O1aHK U KOPEIIOK.
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Kopemok ot perenrta, oOpMICHHOrO Ha YKa3aHHOM PElENnTYpHOM OJIaHKE, BBIJACTCS MAIUEHTY
(ero 3aKkOHHOMY MpEACTABUTENI0) B alTEYHOW OpPraHM3allMi, HAa KOPEILIKE JEJIaeTCsi OTMETKa O
HAaUMEHOBAHWH JICKAPCTBEHHOT'O TIperapara, J03UPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHHSI.

1. Opopmirenue penenrta B popme 3J1€KTPOHHOIO JOKYMEHTA

19. Peuenit B dopMe 3IEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJICHHON KBamu(UIMPOBAHHOMN
AJIEKTPOHHOM MOANKCHI0, GOPMUPYETCS MEAULIMHCKUM PaOOTHUKOM, CBEJEHHSI O KOTOPOM BHECEHBI
B (enepanabHbIl PEruCTp MEIUIMHCKUX PAOOTHUKOB <5>, a TaKkkKe IpPU YCIOBHUH PETUCTPAINU
MEIUIIMHCKOW OpraHu3aluu, B KOTOpoW odopmisieTcs pelent, B (enepaJbHOM peecTpe
MEIMIIMHCKUX OpTraHu3aiuid <6> eIWHON rocylapCTBEHHOW WH(OPMAIMOHHOM CHUCTEMBI B cdepe
3]paBOOXpPAHEHUS] W MOJKIIOYEHHS] TaKOW MEIUIIMHCKOM OpraHu3alud K ToCydapCTBEHHOU
nH(popMallMOHHON cucTeMme B cepe 3apaBooxpaneHus cyobekra Poccuiickoit @enepaunn <7>.

<5> Yactp 4 crateum 91.1 ®DepepanmpHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

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

<7> Cratbu 91 u 91.1 ®enepanpHoro 3akona N 323-D3 (Cobpanue 3akoHOAaTENbCTBA Poccuiickoi
Oenepanun, 2011, N 48, cT. 6724).

20. IIpu odopmiienun perenta B ¢popMme 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHbIE Mperaparsl,
ykazaHHble B myHKTax 9 u 11 Ilopsaka HazHaueHUS JIEKapCTBEHHBIX MPENapaTroB, YTBEPKIECHHOTO
HACTOAIIMM TPUKA30M, M OTIyCKaeMble 3a TOJHYIO CTOMMOCTb, 3allOJHSIIOTCS CleIyIOIIne
PEKBU3UTHI:

1) xoxm cyowekta Poccuiickoit ®Peaepanun no OKATO, omnpeaensiomuil rocyIapCTBEHHYIO
nH(OpMaLIMOHHYIO cucTeMy B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit ®expeparuu, B
KOTOpoii chopmupoBaH perent B hopMe JIEKTPOHHOTO TOKyMEHTA;

2) HAauMCHOBAHUC MGHHHHHCKOﬁ OopraHu3alyu, aapec, TGJ'IC(bOH NI (1)aMI/IJ'II/I${, HMHHUIWAJIbl KMMCHHU U
OT4YCCTBA (nocneﬂHee - IIpH HaJ'II/I‘lI/II/I) HHAUBUAYAJIBHOI'O IIPEANIPUHHUMATEIIA, UMCIOUICTO JIMICH3UTO
Ha MCAUNUHCKYIO NCATCIBbHOCTD, €TI0 aIpEC;

3) OI'PH ropuanueckoro nuia (MemunuHckoi opranmszanuu) win OI'PHUIl uaauBuayanbHOTO
MpeAnpUHUMATES;

4) nata ohopmiieHus perenta (ykasbIBaeTCsl YUCIIO, MECSI], TOM);

5) nmata oOkoHYaHMsS JeWcTBHS penenta (GopMUpyeTcsl TOCYAapCTBEHHOW WH(GOPMAIMOHHON
cuctemoil B cdepe 3apaBooxpaHeHHs cyObekTta Poccuiickoit ®denepanuu B COOTBETCTBUU CO
cpokamu AeiicTBus peuentoB: 15 quelt, 30 aueit, 60 nueit, 90 nuelt, no 1 roxa);

6) yHHUKaIBHBIM HOMep peuenta (hopmupyercs rocyIapCcTBEHHON MHPOPMAIIMOHHOW CHUCTEMOW B
chepe 3apaBooxpaHeHuss cyobekra Poccuiickoit ®enepanuu u oOecrmeynBaeT OJHO3HAYHYIO
uaeHTU(HUKAINIO perenTa B (opMe 3MeKTpOHHOTO JTokymeHTa B codetanuu ¢ OKATO, OT'PH wn
OI'PHUII);
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7) ormetrku "Cit0" (cpouno) wim "statim" (HemeIeHHO) TPU HEOOXOAUMOCTH CPOYHOTO WM
HEMEJIEHHOTO OTIYCKa JIEKAPCTBEHHOT'O TIperapara MnaiueHTy;

8) anmpec mamueHTa (yKa3bIBaeTCsl MOYTOBBIA aJ[pec MECTa KUTEIbCTBA (MecTa MpeObIBaHUS WU
MecTa (DaKTHUECKOTO MPOXKHUBAHUS) C YyKa3aHHMEM WHJEKCAa, HAaWMEHOBAHHS Kpas, oO0JacTH,
pecnyOJIMKK, aBTOHOMHOTO OKpyra W MHOro cyObekTa Poccuiickoit demeparvivi, HauMESHOBAHHUS
HACEJICHHOTO IMYHKTa, HAMMEHOBaHHWA yJuWIbI (TPOCIEKTa, Mepeyika, mpoe3aa), Homepa goma (c
yKa3aHHMEM KOpIlyca, Ipy HAJIUYUH ), HOMEpa KBAPTHUPHI);

9) HOMep AJIEKTPOHHOM MEAMLMHCKOM KapThl MAlUMEHTa B TOCYJapCTBEHHON HH(POpPMAaIMOHHOU
cucteMe B cepe 31paBooxpaneHus cyobekra Poccuiickoit denepanmu;

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

11) nmata poxnaeHus mnauueHTa (yKasblBaeTcs YHUCIO, Mecsl, Tox), Uil aered no 1 roma
JIOTIOJIHUTENBHO YKA3bIBAETCSI KOJIMYECTBO MOJTHBIX MECALIEB;

12) dbamunus, vHUIMAIB UMEHHU U OTYECTBA (TMOCIeIHee - MPU HATUYMU) MEIUIUHCKOTO pabOTHHKA
MOJIHOCTBIO;

13) HauMmeHOBaHHME  JIEKapCTBEHHOro  mpemnapara  (MEXIyHapoJHOE  HEMaTeHTOBAaHHOE
HauMEHOBaHHe, TPYNIUPOBOYHOE WM XUMHUYECKOE HAMMEHOBaHHE, TOProBOE€ HAaMMEHOBAaHHUE),
J03UPOBKA, (hopMa BBIMTyCKa, KOJIMYECTBO (BCE MO3UIIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco® mMpUMEHEHHS JICKapCTBEHHOTO Ipenapara Ha TOCYJapCTBEHHOM si3bike Poccuiickoit
denepani UM Ha TOCYJIAPCTBEHHOM si3bike Poccuiickoii denepanuu U roCyIapCTBEHHOM SI3bIKE
pecnyONuK ¥ MHBIX SI3bIKax Hapos1oB Poccuiickoit denepanun <8>;

<8> Yactp 1 crarbm 15 3akona N 1807-1 (BemomocTtu chesna Hapoaubeix aenytatoB PCOCP u
Bepxosunoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoi
Oenepanun, 1998, N 31, ct. 3804).

15) HOKyMEeHT, NOATBEPXKAAOIINNA Ha3HAUYEHUE JIGKAPCTBEHHOTO Mpernapara IO PElIeHUIo
BpaueOHOW KOMUCCUU MEAUITMHCKONW OpraHu3alluy;

16) orMeTka O HA3HAYEHHUM JIEKAPCTBEHHOrO Ipemnapara MO PEeUIeHUI0 BpaueOHOW KOMHCCUU
MEJUIIMHCKOW OpraHu3allid B CIy4YasX, yKa3aHHbIX B abO3aie BTopoMm nyHkra 6 [lopsnka
Ha3HA4YEHMS JICKapCTBEHHBIX MPENapaToB, YTBEPKICHHOI'O HACTOSALIUM MTPUKA30M;

17) OTMCTKa O CIICHUAJIBHOM HA3HAYCHHUU JICKAPCTBCHHOI'O IIpCIlapara (SaHOHHHCTCH B ClIy4dasdx,
YKa3aHHbIX B ITYHKTax 15u 24 Hop;mKa HAa3HAYCHUA JICKAPCTBCHHBIX IIPEIIApaTOB, YTBCPKACHHOT'O
HaCTOAIIINM HpI/IKa30M);

18) OTMCTKA O CIICHUAJIbBHOM HA3HAUCHUH JICKAPCTBCHHOI'O IIPCIlapaTa MauCHTY C 38.60J'ICB8.HI/ICM,
TpC6YIOH_[I/IM JJIUTCIIBHOTO KYPCOBOTO JICHCHUA (33.HOJ'IHHCTC51 B CJIy4dac, YKa3aHHOM B ITYHKTC 23
Hopﬁzuca Ha3HA4YCHUA JICKAPCTBCHHBIX IIPCIIApaTOB, YTBCPIKICHHOI'O HACTOAIMIUM HpI/IKaSOM) C
MMPOCTABJICHUCM IICPUOJUIHOCTU OTITYCKaA JICKAPCTBCHHOTO IIPLCIiapara,

19) mpu odopmienun perenrta B popMe 3IEKTPOHHOIO JOKYMEHTa Ha JIEKapCTBEHHbIE Mpenaparsl,
yKa3aHHbIE B MOANYHKTax 2 - 5 myHkra 9 u mynkre 11 Ilopsiika Ha3Ha4yeHUs JEKapCTBEHHBIX
MPENapaToB, YTBEPKACHHOTO HACTOALIMM MPUKA30M, TpaXkaaHaM, UMEIOIIUM MIPaBO Ha OecIuIaTHOE
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IMMOJIYUCHHUC JICKAPCTBCHHBIX MNPCIAapaTOB HUJIU MOJYUYCHHUC JICKAPCTBCHHLIX NPLCIapaToB CO CKHHKOﬁ,
3aIlOJIHAKOTCA PECKBU3UTHI, MPCAYCMOTPCHHLIC MOAITYHKTAaMU 1-18 HACTOAIICTO IIYHKTA, a4 TAKKC
CJICOAYIOIIUC PCKBU3UTHI:

a) Kareropus TIpaxJaH, MMEIOLIUX I[paBO Ha T[OJIY4YEHHE JIEKapCTBEHHBIX IIpernaparoB B
COOTBETCTBUU cO crathedl 6.1 DenepanpHOro 3akoHa ot 17 wmromst 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colMaibHOM momonu" <9>;

<9> CoOpanue 3akoHonatenbcTBa Poccutickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

0) kox Hozonoruueckoil popmel o MKB;

B) MCTOUHUK (puHaHcupoBaHus (1 - denepanbHbIi OroKeT, 2 - OrOmKeT cyOobekTa Poccuiickoit
®denepanun, 3 - MyHUIIUTIATBHBINA OFOKET);

r) pa3mep orutathl (1 - 6ecruatho, 2 - 50%, 3 - uHOH %);

J) CTPaxOBOW HOMEp WHAMBUAYATHLHOTO JHMIIEBOTO cYeTra rpaxknannHa B I[leHcrmoHHOM GoHze
Poccutickoit ®eneparuu (mpu Hamuauu) (CHUJIC);

€) HOMep ToJIrca 0053aTeIbHOT0 METUIIMHCKOTO CTPaXOBaHUS.

21. Ilpu mpocTaBaeHUM OTMETKH, YKazaHHOW B moamyHkTe 16 mynkra 20 Hacrosmero Ilopsiaka,
perent B ¢opMme BIEKTPOHHOTO JOKyMEHTa MOAMMCHIBACTCS YCUJIEHHOW KBaJM(UIMPOBAHHOMN
ANIEKTPOHHOW TOJIMUCHIO TIPEAcenaTe sl WM CeKpeTapss BpauyeOHOM KOMHUCCHH METUITMHCKON
OpraHu3allii, MPU TPOCTABICHUM OTMETOK, YKa3aHHbIX B moAnyHkrax 17 um 18 mynkra 20
Hactosamero Ilopsinka, - yCWJICHHBIMH KBaTU(HUIIMPOBAHHBIMH 3JEKTPOHHBIMHU  MOJIHCIMHU
COOTBETCTBYIOIIHMX MEIULUHCKUX PAaOOTHUKOB.

22. Tlo TpeOGOBaHMIO MAalMEHTa WJIM €r0 3aKOHHOTO MPEACTABUTENS O(OPMIISICTCS 3K3EMILIIP
petienita B ¢GopMe DJIEKTPOHHOTO JTOKyMEHTa Ha OYMa)XHOM HocuTelle ¢ oTMeTkou "JlyOmmkar
3JIEKTPOHHOIO JIOKyMEHTa".

I11. Y4er penentypHbIX 0JIaHKOB (32 MCKJIIOYEHHEM pelenTyPHbIX
0s1ankoB mo popme N 107/y-HII "CneunajibHblil penenTtypHbIi
0J1aHK"')

23. VYuer peuentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTaBIMBAEMBIX TUIIOIPA(CKUM CIIOCOOOM (Janiee - pelenTypHble OJaHKH, MOJUIeKAIUe YUeTy),
OCYILECTBIIIETCSI B JKypHaJlaX YyyeTa, NPOHYMEPOBAHHBIX, NPOLIHYPOBAHHBIX M CKPEIMJIEHHBIX
MOJNUCHIO  PYKOBOJIUTENS W Ie4YaTbl0  MEIUIMHCKOM  OpraHu3allud WM HOJIHCHIO
WH/IMBUYaTbHOTO NPEeIIPUHUMATENS, UMEIOIIET0 JUIEH3UIO Ha METUIIMHCKYIO 1€ TeIbHOCTb.

24. Xypnan yuera peuentypHbix 6mankoB popmel N 107-1/y conepkut cienyrouue rpadsr:
1) HOMep 10 MOPSAKY;

2) B pazaene "llpuxon":


https://normativ.kontur.ru/document?moduleid=1&documentid=398962#l436
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

a) laTa PerucTpaluy JOKyMEHTa, MOATBEPKIAIOIIET0 NOCTYIIICHHUE;
0) HOMEp U /1aTa TOKYMEHTa, OATBEP K IAIOIIEr0 MOCTYIUIEHUE, HANMEHOBAHHE TIOCTABIIMKA,;
B) 00IIIee KOJMYECTBO MOCTYMUBIINX PEIETITYPHBIX OJIAHKOB;

r) (paMunKs, MHALIHATE IMEHU U OTYECTBA (TIOCIIEIHEE - TPU HAJIMYKU) U TIOANUCH OTBETCTBEHHOTO
MEIUIMHCKOTO PabOTHUKA, ITOyYUBIIETO PEUENTYPHbIE OJIAHKU OT MOCTABIINKA;

3) B paznene "Pacxon'":
a) JlaTa BbIJJauM PELeNTypPHbIX OJIAHKOB;
0) KOJIMYECTBO BBIJJAHHBIX PELIENTYPHBIX OJIAHKOB;

B) (aMuius, MHULMAIBI MMEHM M OT4ecTBa (IOCIEAHEE - MpPU HAJUYMU) OTBETCTBEHHOI'O
MEUIIMHCKOTO paOOTHUKA, MOJIYUYUBIIETO pELENTypHbIE OJIaHKU;

I') IOANKCH OTBETCTBEHHOTO MEIULIMHCKOTO paOOTHHKA, MTOJIyYHUBILIETr0 peLENTypHbIe OJIaHKH;

4) Gpamunns, THUIMAIBI UMEHU U OTYECTBA (TIOCeHee - IPU HAJUYMU) U TOJIICh OTBETCTBEHHOTO
MEJUIIMHCKOT0 paOOTHUKA, BBIJABIIETO pElENTypHbIE OJaHKU;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. Kypnan ydera peuentypHbix OmankoB (Gopm N 148-1/y-88 m N 148-1/y-04(;1) comepkut
cnenytoniue rpador:

1) HOMep 1O MTOPSIAKY;

2) B pazaene "[lpuxon™:

a) JlaTa perucTpaiuy JOKyMEHTA, ITOITBEPIKAAIOUIECTO MOCTYILICHHE;

6) HOMEDp U J1aTa JOKYMEHTA, TOATBEPIKIAFOIIET0 MMOCTYIUICHUE, HANMCHOBAHHE TIOCTABIINKA;
B) 00IIlee KOJMYECTBO MOCTYMUBIINX PEIETITYPHBIX OJIAHKOB;

') CEpUU ¥ HOMEpPA PELENTYPHBIX OJIAHKOB,

1) KOJIMYECTBO PEIECTITYPHBIX OJIAHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/IH, HMHHUIKMAJIbl UMCHHU M OTYCCTBA (HOCJ’I@I[H@@ - IIpu HaHI/I‘lI/II/I) U IIOAIIMCHh OTBETCTBCHHOI'O
MCAULIMHCKOI'O pa6OTHI/IKa, MOJIYYMBHICTO PCLCIITYPHBIC OJIaHKHU OT IIOCTaBIIHMKaA,

3) B paznene "Pacxon':

a) JlaTa BBIJA4YU PEIENTYyPHBIX OIAaHKOB;

0) cepuu ¥ HOMEepa BBITAHHBIX PEHENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB;

T) (I)aMI/IJII/IH, HMHHUIHaJIbl MMCHHM M OTYCCTBA (HOCJ'ICI[HCC - IIpu HaJ'II/I‘-II/II/I) OTBC€TCTBCHHOI'O
MCIHUIIMHCKOT'O pa60THI/IKa, MOJIYYMBHICTO PCLCIITYPHBIC 6J'IaHKI/I;

,Z[) oAU Ch OTBETCTBCHHOI'O MCAUITMHCKOI'O pa6OTHI/IKa, MOJIYUYMBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) pamunus, THULIMAIBI UMEHHU M OTYECTBa (IIOCIEHEE - IPU HAJTMYMH) U TOANUCH OTBETCTBEHHOTO
MEIULMHCKOT0 pabOTHUKA, BBIIABIIETO PELETITYPHbIE ONIaHKU;



5) oCcTaToOK pelenTypHbIX OJIaHKOB.

26. Yuer penentoB, o(OPMICHHBIX B (GoOpMe 3IEKTPOHHOIO JOKYMEHTA, OCYIIECTBISCTCS B
roCy/IapCTBEHHOW WH(OPMAIMOHHON cucTeMe B cdepe 37apaBooXpaHeHHs CyObekTa Poccuiickoit
denepani  MOCPEJCTBOM BEACHHS CIUHOTO peecTpa pementoB, OGOPMICHHBIX B (opMme
QJICKTPOHHBIX JOKYMCHTOB.

V. Xpanenune peunentypHbIX 0JIaHKOB (32 HCKJIIOYEeHHEM
peuentypHbix 0aHkoB o ¢gopme N 107/y-HII "CneumnanabHbIi
peuentypHbIii 0Oj1aHK"')

27. MeaMUIMHCKHE OpPraHu3alliy TMOIy4aroT HEOOXOJMMBIE pELEeNnTypHble OJaHKH, OQOPMIICHHBIE
TUnorpagckuM crocoOoM, depe3 TepPUTOPHUATIbHBIE OPTaHbl YIPABICHUS 3/IpaBOOXPAHEHUEM WM
OpraHM3aliM, YIOJHOMOYEHHbIE Ha JTO OpraHaMHM MHCIIOJIHUTEIbHOW BJIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. Penentypubie OnaHKH, MOAJICKAIINE YUYETYy, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOAMTENIEM MEIUIIMHCKOW OpPTraHM3alliy, B 3allMpacMoOM MeTajumdeckoM mmkady (cerde) wmmm
METAJUINYECKOM SIIHKE.

29. NnauBuyanbHbId TPEeANPUHUMATENb, UMEIOIINHN JIUIIEH3UI0 HA MEAUIUHCKYIO ACSTEIbHOCTD,
XPaHHUT PEIenTypHbIC OJIAHKH, TTOJICKAIINE YUETy, B 3alTUPACMOM METAINTHYECKOM mKady (ceide)
HAJIH METAIUTNYECKOM SIIIIHAKE.

30. IlpoBepka COCTOSIHUSI XpaHEHUs, yd4eTa, (HaKTHUYECKOTO HAJIWYUS M Pacxojia PelenTypHBIX
OJIaHKOB, TOJUICKAIIUX YYETy, OJAWH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHUEH, CO3JaHHON B
MEJIMIIMHCKOW OpraHu3allny.

31. PeuentypHbie Onanku, odopmisieMble Ha OyMa)KHOM HOCHUTENIE U MOJJIEKALIUE YUeTy,
BBIJAIOTCSI  MEOUIIMHCKUM  pabOTHHUKAM, MMEIOIIMM IMpaBo OQOpPMJICHHUS pPELeNnToB, IO
pacrnopsHKeHHIO TJIaBHOTO Bpava UM €ro 3aMEeCTUTEIIS.

HonyquHHe peucuTypHbIC OnaHku Ha 6YMa)KHBIX HOCHUTCIIAIX XpaHATCA MCIUIMUMHCKUMU
pa6OTHI/IKaMI/I B IOMCIIICHUAX, O6eCHe‘lI/IBaIOH_[I/IX HUX COXPAaHHOCTD.

32. IlporpaMMHO-TEXHUYECKUE CPEACTBA TOCYAAPCTBEHHBIX HH(POPMAIMOHHBIX CHUCTEM B cdepe
3IpAaBOOXpPAHEHUS, MEIUIMHCKUX HHPOPMAIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHHu3allfii
00eCreurnBalOT XpaHEHHE DJIEKTPOHHBIX peUenToB, OGOPMIEHHBIX B (OpMe 3IEKTPOHHBIX
JOKYMEHTOB B TEUYEHHE CPOKOB, YCTAHOBJICHHBIX /AJIsi XpPaHEHHs PEIeNnToB, OPOPMIIEHHBIX Ha
COOTBETCTBYIOIIMX (popMaxX PEelenTypHBIX OTaHKOB Ha OyMakHOM Hocutese <10>.

<10> IHoamyHkT 5.2.169 ITonoxenus o Munuctepcre (CoOpanue 3akoHonaTenscTBa Poccuiickoit
@enepamnn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunoxcenue N 4
K npuxazy Munucmepcmea 30pagooxpaneHust

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

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

MMHMCTEPCTBO 3IpaBOOXPaHEeHUd Kon ¢opmer mo OKY]

Poccumckom demepaumnm MemmumHCKasa IOOKYMEHTALMSI
dopma N 107/y-HII,
YTBEPXIOEeHHAd IPUKA30M
MyHMCTEepPCTRa 3IPaBOOXPaHEHUS

WTaMII MEeIMULUMHCKOM OpITaHM3aluMu Poccumickom demepaumn

or 24.11.2021 N 1094=H

PEIEIT
Cepusa N
\AJ \AJ 2 O I‘
(DaTa BEIMCKM pelenTa)
(B3pOCIEI, IOeTCKMM — HYXHOE I[IOOUEPKHYTH)

daMunuga, uMs, OTUECTBO (IocJelHee — IPM HaJIMuuM)

naumMeHTa

Bospacrt

Cepusa M HOMep HoJiMca 00S3aTeJIbHOTO MeIMIMHCKOTO CTPpaxoBaHMUS
HomMep MeIMUMHCKOM KapTH

damMunmusa, uMsS, OTUECTBO (MIOocCJelHee — MIPM HaJIuuumM)

Jedamero Bpada (despaumepa, akKyllepKu)

[lonnMche M JIMUHAas IedaTb Bpauda
(momnmuck Qesbaumepa, akKyllepKu)




daMmiaIng, MMS, OTUECTBO (mocynemHee - IOIpM HaJIMuUMM) M IIOLIMUCH
YIIOJIHOMOUYEHHOTO JiMlla MeOMIIMHCKOM OpIraHMu3aluu

M.II.
OTMeTKa alTeuYHOM opTraHM3aluum OO OTIyCKe
damMmnmsg, wMMS, OTUEeCTBO (IocjemHee — IOpM  HaIMuMM) M HOANMUCH
PaboTHMKA aNTEeUYHOM OpTaHM3aluu

M.II.

Cpox mewcTBMAa peuenta 15 nHen

Ipunoowcenue N 5
K npuxa3zy Munucmepcmea 30pagooxparenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAAOK U3I'OTOBJIEHUSA, PACITPEJAEJTEHUA,
PEI'MCTPAIIUU, YHETA U XPAHEHUS PELEIITOB,
COAEPKAIINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHbBIX BEIIIECTB

|. IlopsiioK U3rOTOBJIEHNS, pacTIpeieIeHUs ClleluaJIbHbIX
penentypHbIix 0j1aHkoB 1o ¢gopme N 107/y-HII

1. OpraHu3anuio U3roTOBJICHUS U pacIipeleieHus peuentypHbix 6mankoB no ¢gopme N 107/y-HIT
"CrieunanabHbIi pelenTypHblil OnaHk" (nanee - CIelualbHbIN PelenTypHbIN OJaHK) OCYIIECTBIISIET
MuHuctepcTBO 31paBooxpaneHus Poccutickoit @enepanuum (nanee - MHHHUCTEPCTBO).

2. CrnenuanbHble peLENTypHble OJaHKU SBISIOTCA 3alIMIIEHHONW MONMUrpapuuecKkoil MpoayKIHeH
ypoBHs "B", usroraBnuBaemoii Ha 6ymare po3oBoro 1sera pasmepom 10 cM X 15 cm, TOTKHBI UMETh
CepUI0 U HOMEp, a TaKXKe COOTBETCTBOBATH TPEOOBAHMAM, YKa3aHHBIM B MpHKaze MUHHCTEpCTBa
¢unancoB Poccuiickoit ®Penepauuu ot 29 centsOps 2020 r. N 2171 "OO yTBepkaeHUH
TexHuueckux TpeOOBaHUN U yCIOBUN M3TOTOBJICHUS 3AIUIIEHHON OT MOAENIOK NOIUrpaduyecKkoit
npoayKuuu" (3apeructpupoBaH MuHHcTepcTBOM toctuiimu Poccuiickoit ®@enepaunu 16 Hos0ps
2020 r., peructparpionssiit N 60930).

3. B mensix opraHu3anuy U3TOTOBJICHUS U PACIPENCICHHs CIIENHUAIbHBIX PELENTYypPHBIX ONaHKOB
MEIUIMHCKUE OPraHU3aliK, UMEIOLME MTPABO OCYILIECTBIATh BbIJAa4y PELENTOB HA HAPKOTHUECKUE
CpPEACTBA WJIM IICUXOTPONHBIE BeuecTBa cuucka Il [lepeuns u 3apeructpupoBanHeie B Poccuiickoit
@denepaniii B KavyecTBE JIEKAPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO MPUMEHEHHs (1anee
COOTBETCTBEHHO - MEIMIIMHCKAsh OpraHu3alusi, HApKOTHUUECKHUI (TICUXOTPOIHBIN) JIEKapCTBEHHBIN
Mpernapar), COCTAaBJISIOT 3asIBKU Ha pelleNTypHbIe OaHKU.
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4. B cpok a0 | okTaOps TeKyllero rojaa 3asBKH MEIWIMHCKUX OpraHu3aliil Ha ClielHUalbHbIE
perenTypHbie OJIAaHKH TTPEICTABIISIFOTCS:

1) MCIUIMHCKUMH  OpraHu3anusMu, HaxOoAJdIIMMHUCA B BCIACHUU q)eﬂepaanblx OpraHos
HCIIOJIHUTCIBHOMN BJIaCTH, - B COOTBCTCTBYIOIIUC (be)lepaanHe OpraHbl HCIIOJIHUTEILHOMN BJIaCTH,

2) MEIUIMHCKUMH OpraHU3alMsAMHU, HaXOISAIIUMHUCA B BeIEHUU CYObeKkTOB Poccuiickoii
Qenepauny, MEIUUUHCKUMH  OPraHU3alMSAMHA  MYHUUHIAIBHOM M YaCTHOM  CHUCTEM
3IpaBOOXPAHEHUS - B OpraHbl HCIOJIHHUTENIBHOW BiacTH CcyOBekToB Poccuiickoit ®denepanuu B
cdepe OXpaHbI 3I0POBbS TPaKIaH, HA TEPPUTOPHH KOTOPBIX OHHU PACIIONIOKEHBI (Jajiee - OpTraHbl
WCTIOTHUTENBHOU BIIacTH cyOobekToB Poccuiickoit deneparun).

5. B 3asgBke MeIMIIMHCKOW OpraHM3ali Ha CHELMaJbHbIE PELENTypHble ONaHKH YKa3bIBAaIOTCA
CIIELYIOIINE CBEICHHUS:

1) cBemeHUsT O MEIUITMHCKOM OpraHW3aIllMd, TOJABIICH 3asBKY Ha CIEIUAIBHBIC pElenTypHBIC
OylaHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHU);

2) KOJMYECTBO CHEUHAJbHBIX PELEeNTypHbIX OJaHKOB, H3PACXOJOBAHHBIX MEIUIIUHCKOM
opranu3anuei Ha 1 ssHBapst MpeAIIeCTBYIONIETO TO/1a;

3) KOTWUYECTBO CIEIHAIBHBIX PEHENTYPHBIX OJaHKOB, HEOOXOAMMBIX MEAUITMHCKONW OpraHU3aINH
Ha CJIEAYIOLINN O

3asiBKa MEIUIIMHCKOM OpraHu3aliyd Ha CHelHaJbHble pelenTypHble OJaHKU IOJIUCHIBAETCS
PYKOBOJUTENIEM MEIUIMHCKON OpraHu3aliy, KOTOPbIl HECeT MEePCOHAIBbHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTb U JOCTOBEPHOCTh YKa3aHHBIX CBEJICHUM.

6. ®enepanbHble OpraHbl UCMOJHUTEIBHON BIACTH, B BEIEHUU KOTOPBIX HAXOIATCS MEAULIMHCKUE
opranuzanuu (naiee - ¢eaepanbHble OpraHbl HCIIOTHUTEIbHOM BIACTH), U OPraHbl UCIIOIHUTEIbHOM
BiacTu cyObekToB Poccuiickoit denepanvy Ha OCHOBAHUHU 3asIBOK MEIWLMHCKUX OpraHHU3allfil Ha
CHelHalbHble pelenTypHble OlaHKu (POPMHUPYIOT CBOJHBIEC 3asBKH Ha CIEIUAIbHbIC pelenTypHbIe
OJaHKU U B CPOK 70 1 1ekalpst TeKyLIero roja mpeacTaBisitoT uX B MUHUCTEPCTBO.

7.B CBO,I[HOI;'I 3aj4BKC Ha ClICHUAJIbHBIC PELCIITYPHBIC OnaHKu YKa3bIBAIOTCA CIICAYIOINNE CBEACHMS:

1) cBegenust o ¢eaepalbHOM OpraHe HCIOJHUTENBHON BIAcTH (OpraHe HUCHOJHUTENBHOHN BIAaCTH
cyobekta Poccuiickoit ®enepanuu), MpeACTaBUBIIEM CBOJIHYIO 3asBKy Ha CIHEIHAJbHBIC
penentypHble 6JaHKU (TIOJTHOE HAUMEHOBAHUE, a/IpEC MECTa HAXO0XKACHUS);

2) KOJMYECTBO CHELMAIBHBIX PELENTYPHbIX OJAHKOB, paclpe/ieieHHbIX (eaepaabHbIM OpPraHOM
UCTIOJHUTENBHON BJIaCTH (OpraHOM HCIIOJIHUTENIbHOM BiacT cyObekTa Poccuiickoit denepanyn) Ha
1 stHBaps MpeaIeCTBYOMIEro roja MEXIy MEAUIIMHCKUMH OpPraHUu3alusIMU;

3) KOIMYECTBO CHEIMATIbHBIX PELENTYPHBIX OJaHKOB, HEOOXOOUMBIX (hefepaJIbHOMY OpraHy
UCTIOJHUTENBHOM BiacTu (OpraHy MCHOJHHUTEIbHOM BiacTu cyObekra Poccuiickoit denepannn) Ha
CIIEYIOLIUI IO Ul PACIIPEACIICHUS MEXKIY MEIULIUHCKUMU OpraHU3alUsIMy;

4) cBemeHus O TOJBEAOMCTBEHHOW OpraHu3allM, YIOJIHOMOYEHHOW (enepaIbHbIM OpraHoM
WCTIOJTHUTENBHONW BiacTU (OpraHOM MCIIOJHHUTENBbHOM BiacTu cyObekra Poccuiickoit deneparyn)
OCYIIECTBJISATh MOJYyYEHHUE CHEIMATIbHBIX PEIENTYPHBIX OJaHKOB OT MUHUCTEPCTBA, UX XpaHEHHE U
BbIJJAaUy MEIMLUHCKUM OpraHu3auusM (IIOJJHOE HaMMEHOBAHHUE, aJpec MeCTa HaXOXACHHUS,
WHH/KIIIT, OKTMO opranuzanuu, pakTH4ecKuii aipec MOCTaBKU).

8. Ha ocHOBaHMHM TMOJyYCHHBIX CBOJHBIX 3asBOK Ha CIEIHUaIbHBIC pEUEeNTypHble ONaHKU



MUHHCTEPCTBO €KErOAHO B CPOK A0 15 sHBaps cremyromero rojaa GoOpMUpPYeT U YTBEPKAAET IIaH
pacrpenielieHus]  CHEeUUANbHBIX PELENTYPHbIX ONAaHKOB, B KOTOPOM OTpPaXKaeTcs TroJ0Bas
notrpebHocTh Poccuiickoit @enepanui B CleUaIbHBIX PEIENTYypHBIX OllaHKax (ganee - IUIaH
pacnpenenenuss MUHUCTEPCTBA).

9. B nutane pacnpenenenuss MUHUCTEPCTBA yKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
1) mopsIKOBBIIl HOMED 3alKCH;

2) HauMmeHoOBaHME (helepalbHOIO OpraHa HCIOJHUTENbHOM BiacTH (OpraHa HCIOJHUTEIbHOU
Bractu cyonekta Poccuiickoit deneparum), npeacTaBUBIIETO CBOJHYIO 3asBKY Ha CIICIIHAIbHbBIC
penenTypHble OJIaHKu;

3) HeoOX0MMOE KOJIMYECTBO CIIEHUaIbHBIX PEHENTYPHBIX OJaHKOB.

10. Hampapiienne crienuaabHBIX PEUENTYPHBIX OJAaHKOB (efepaibHbIM OpraHaM HCIOJHUTEIbHOMN
BJIACTH, OpPraHaM HCIIOJHUTENIbHON BiacTu cyOobekToB Poccuiickoit dexneparu ocymiecTBiIseTcs
MUHHUCTEPCTBOM B KOJIMYECTBE, MTPEyCMOTPEHHOM IUIaHOM pacmpe/esenns MuHuCTepcTBa.

11. MuHHCTEPCTBOM JIOMOJHUTENBHO K KOJIMYECTBY CIEHHUANbHBIX pPEIEeNTypHbIX OJaHKOB,
MPeyCMOTPEHHOMY IIJIaHOM pacmpeenenus MunucrepctBa, (GopMmupyercs pe3epBHBIN 3arac
CHeIUaIbHBIX PEUENTYPHBIX OJaHKOB B KoJM4yecTBe, He mpebimatomeM 150 000 crenmnambHbIX
pelenTypHbIX OJaHKOB.

12. B cinydae yBenuyeHHs MOTPeOHOCTHM B CHEMANBHBIX PELENTYpHBIX OnaHKax (enepaibHbie
OpraHbl MCIOJHUTEILHON BJIAcCTH (OpraHbl HCIOIHUTEIBHOW BIACTH CyOBeKTOB Poccuiickoi
@denepany) HANpaBIsAOT B MHHHCTEPCTBO CBOJAHBIE 3asBKM Ha JIOTOJHHUTEIHHOE KOJIUYECTBO
CHEIUaJIBHBIX PEIENTYPHBIX OJaHKOB (C 0OOCHOBAaHMEM YBEIIMUYEHUS MOTPEOHOCTH B CIIEIIMATIBHBIX
pelenTypHbIX OJlaHKax), KOTOpbIe MpPEeNOCTaBIAOTCS MMHHCTEPCTBOM U3 PE3EPBHOrO 3amaca
CHEIHANIbHBIX PELENTYPHBIX OJIaHKOB.

13. ®enepanbHble OpraHbl UCMOJHUTEIBHON BiIacTU (OpraHbl MCHOJHUTENBHON BIacTU CyObEKTOB
Poccuiickoit @enepanun) pacnpeaesioT NOJyUYeHHbIE CIeIHalbHbIe PEleNTypHbIE OJaHKH MEXKITY
MEUIIMHCKUMU OpraHU3alMsMU Ha OCHOBAaHHMH IUIAHOB pacmpejaencHusi, chOPMUPOBAHHBIX B
COOTBETCTBHUHU C 3asBKAMU MEJUIIMHCKUX OpraHU3allfil Ha CIe[MalIbHbIE pEleNTypPHbIC OJaHKU.

I1. Ilopsaok perucrpanum, y4eTa 1 XpaHEeHU CleNHATbHbBIX
peuentypHbIx 0j1ankoB 1o ¢gopme N 107/y-HII

14. MI/IHI/ICTep CTBO, HHBIC Q)enepanLHHe OpraHbl HCIOJHUTEJIbHON BJIACTH H OpraHbl
HCIIOJIHUTEIbHON BIIACTH Cy'6’beI(TOB Poccuiickoit <Dez[epau1/m OPraHu3yrT XpaHCHUC CIICHHUAJIbHBIX
PCUCIITYPHBIX OJIaHKOB B MNOABCAOMCTBCHHBIX OpraHU3alUAgX, YIIOJIHOMOYCHHBIX OCYHICCTBIIATH
MOJIYUCHHUEC CIICHUAIBHBIX PCEHCITYPHBIX OJIaHKOB OT MI/IHI/ICTepCTBa, HX XpPaHCHHUC U BblAAYY
MCIUIUHCKUM OpraHru3anusam (nanee - YIIOJIHOMOYCHHAA OpraHI/ISaHI/Iﬂ).

15. B ynomHOMO4YEHHO# OpraHu3alii U METUIIMHCKOW OpraHHU3alliH, MOJTYYUBIICH ClelUaIbHbIe
perenTypHble OIaHKU, OPraHU3yeTCs PerucTpanus, y4eT U XpaHEHHE CIEIUATbHBIX PElenTYyPHBIX
OJIAaHKOB.

Peructpanus, ydeT W XpaHEHHE pPE3EPBHOrO 3amaca CHEIHAIbHBIX PELENTYyPHBIX OJIaHKOB
MuHuCTepCTBa OCYIIECTBIsICTCS (eACpPATBbHBIM TOCYJAPCTBEHHBIM OIOJIKETHBIM yUPEKIECHUEM,
HaxoIdlIUMCs B BeJAeHMM MuHHCTepCTBa (Jajiee COOTBETCTBEHHO - PE3EpBHBIM 3amac,



MOABEJOMCTBEHHOE YUPEXKICHHE).

16. PaboTHMK, Ha3HAYEHHbI MPUKA30M PYKOBOIUTENS  YIOJIHOMOYEHHOW OpraHU3aliu
(YIIOJIHOMOUEHHOW  OpraHu3aluy, IOABEAOMCTBEHHOIO  YUYPEKIEHMs]) OTBETCTBEHHBIM 32
pEeTUCTpAINIO, XpaHEHHE M YYET CHEeIHaIbHBIX PELENTYPHBIX OJaHKOB (jJanee - OTBETCTBEHHBIN
paOOTHMK), Ha OCHOBAHWU JOBEPEHHOCTH, O(OPMIICHHOW B TIOPSIKE, YCTAaHOBJICHHOM
3aKoHoAarenbCcTBOM Poccuiickoit @Penepauuu (¢ MOANKMCHIO PYKOBOAUTENS YIOJIHOMOUYEHHOM
opranuzanuu (ynoJHOMOYEHHOM OpraHu3aluu, I0ABEIOMCTBEHHOIO YYPEXKJEHUS), IJIaBHOTIO
Oyxranrtepa, 3aBEpPEHHBIX KPYIJIOW MEYaThi0), TMOJIyYaeT CIEHUAbHBIC PELENTypHbIE OJaHKH U
OCYIIECTBIISIET BEJCHHUE KypHala PEruCTpallMd U ydeTa CHELMAIbHBIX PELENTYpPHBIX OJAHKOB, K
KOTOpoMy mpuoOmaer ¢oro- u (W) BUACOMATEepUalbl, MOATBEpKAaOMKe (HakT opopMIICHUS
peLenTypHbIX OJaHKOB Ha JOMY (TIpH HAJIMYUH).

17. KypuHan peructpauud ¥ YyuyeTa CHEHUAIbHBIX PELENTYpHbIX OJaHKOB JOJDKEH ObITh
MIPOHYMEPOBaH, MPOIIHYPOBaH, UIMETh Ha MOCJEIHEN CTPAaHHUIE 3alUCh, COAEPHKAILYIO0 KOJIUYECTBO
CTpaHUIl, IMOJIHOE HANMEHOBAaHWE YIMOJHOMOYEHHOM oOpraHuzanuu (MEIUIMHCKON OpraHu3aluu,
MO/IBEIOMCTBEHHOT'O YUPEKICHHSI), a TaKKE CKpEIUIeH MOJNUCHI0 PYKOBOIUTENS M IEYaThio
YIOJHOMOYEHHON OpraHu3anuy (MeIULIUHCKON OpraHU3aliy, 0IBEJOMCTBEHHOTO YUPEKICHHUS).

XKypHan peructpauvd H yuyeTa CHEUUAIbHBIX PELENTYpHBIX OJaHKOB pPE3epBHOrO 3amaca
MuHuCcTEepCTBA CKPETUTSIETCS TAaK)KE MOAMUCHIO TUPEKTOpa (B CIydae ero OTCYTCTBHUS - 3aMECTUTEIIS
nupekTopa) JlemapraMeHTa peryjiaupoBaHUsl OOpalleHUs JIEKapCTBEHHBIX CPEACTB U METUIIMHCKUX
n3aenuii MUHUCTEPCTBA U Me4aThio MUHUCTEPCTBA.

18. B xypHaie perucrpaiud M yuyeTa CIEUUaTIbHBIX PELENTYpHBIX OJIAHKOB YKa3bIBAIOTCS
CIIEYIOIINE CBEICHHUS:

1) mOpsAIKOBBIN HOMEDP 3aIHUCH;

2) pUXO0J] CIICIMATBHBIX PEENTYPHBIX OJIAHKOB:

a) PCKBU3UTHI M J]aTa PETHUCTPAIUN IIPUXOJTHOTO TOKYMEHTA;

0) o0Iee KOJMYECTBO MOCTYIMUBIINX CIICIHATBHBIX PEENTYPHBIX OJIAHKOB;

B) CEpHsl K HOMEP CIEIHATIBHOTO PEIENTYPHOTO OJIaHKa;

T') KOJIMYECTBO CIEIMATBHBIX PELENTYPHBIX OJAHKOB MO KaXJIOW CEpUU;

1) hamMuIust, UM, OTYECTBO (TIOCIICHEE - IPH HAJTMYKMH) U ITOANUCH OTBETCTBEHHOT'O pa0OTHHKA,
3) pacxo crenuaIbHbIX PEUENTYPHBIX OJTaHKOB:

a) JlaTa BBIJIA4M CIICIHANIBHBIX PEIETNITYPHBIX OJIaHKOB;

0) cepuu ¥ HOMepa BBIIAHHBIX CIIEIIMATHHBIX PEHENTYPHBIX OJAHKOB;

B) KOJMYCCTBO BBIJAHHBIX CICHHUAJIBHBIX PCLCHTYPHBIX OJIaHKOB C YKa3aHuem B CKoOKax
KOJIMYCCTBA CIICHUAIIBHBIX PCUCIITYPHBIX 6J'IaHKOB, BBIJJAHHBIX IJIA O(l)OpMJ'IeHI/ISI Ha 10MY;

T) (baMI/IJ'II/I}I, UMs, OTYCCTBO (HOCHGI{HGG - 1pu HaJ'II/I‘-II/II/I) U noANrCh JiKla, MNOJYYHUBIICTO
CliCIMAJIbHBIC PCUCIITYPHLBIC 6J'IaHKI/I;

,Z[) KOJIMYCCTBO CIICHIUATIBHBIX PCHCITYPHBIX 6HaHKOB, O(bOpMJ]eHHLIX Ha 10MY;

e) (gamunus, uMs, OT4ecTBO (TOC/IEAHEEe - MpPHU HAJIMYUU) MU TOANUCH JMIA, O(GOPMHUBIIErO
CrelMaNbHbIC PelleNTypHbIC OJIaHKU Ha JIOMY;



4) bamumusi, iMsi, OTUECTBO (MTOCIEAHEE - IPU HATMYUH) U MTOAMUCH OTBETCTBEHHOTO paOOTHUKA;
5) ocTaTOK CHEeNHaNbHBIX PEleNTYypPHBIX OJaHKOB.

19. CneumanbHblii pEUENTYpHBIA ONAHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CHELHAJIbHBIX PELENTYpHBIX OJaHKOB B MEIUIMHCKON OpraHu3alllyd JOJKEH XPAaHUTHCS B
CIEIUANBHBIX MOMEUICHHUAX, celdax WM B CHENHAIbHO HW3TOTOBJICHHBIX IIKadaxX, OOUTHIX
OLIMHKOBAHHBIM JK€JIE30M, C Ha/IeXKHbIM BHYTPEHHUM WJIM HaBECHBIM 3aMKOM.

[Tomemienus, ceildpl, mKagpl, B KOTOPbIX XPaHITCS CIIEHUANbHbIE PELENITYpHbIE OJaHKH, J10JIKHbI
OBITh 3aKpBITHl HAa 3aMKHM M II0OCJIE€ OKOHYAHHUS PAaOOTHI ONeyaTaHbl MEYaThIO YIOJIHOMOYEHHON
opranu3anuu (MEJUIMHCKOW OpraHU3alii) UiIN OIIOMOUPOBAHBI.

20. B MeOMIMHCKMX OpraHW3alMsAX 3amac CIENUATBHBIX PEUENTYPHBIX OJAaHKOB HE JOJDKEH
MPEBBILLIATH F'0I0BOM MOTPEOHOCTH.

21. Paspemaercs BblJaBaThb MEAWLMHCKOMY paOOTHUKY, MMEIOIIEMY IIpaBO Ha3HayaThb
HapKOTHYEeCKUe (TICUXOTPOIIHbIE) JeKapCTBEHHbIE MpernapaThl, EAMHOBPEMEHHO HE OoJjiee J1BaaaTH
CHeIHaJIbHBIX PELENTYPHBIX OJIaHKOB.

MenuuuHckue pabOTHUKHM, BBIMHMCHIBAIOIIUME pEUENThl Ha HApKOTHYECKHe (IICUXOTPOIHbIE)
JIEKapCTBEHHbIE TMpernaparbl, HA OCHOBAaHUM MpHKa3a PYKOBOJIUTENS MEIUIIMHCKOW OpraHu3alvu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3a COXPAaHHOCTb TOJYYEHHBIX CHEIHAJbHBIX PELeNTypPHbIX
6nankoB. CrieniManbHble pelenTypHble OJIaHKH, MOTYYEHHbIE MEUIIMHCKUM PaOOTHUKOM, XPaHATCS
MO/ 3aMKOM B cei(hax, MeTalnInyecknx mkadax Uil MeTaJUIMYECKUX SIIUKAX.

22. B MEIMIIMHCKOW OpraHu3aluy CO3/1a€TCsl MOCTOSHHO JEHCTBYIONIAs KOMHUCCHUS, KOTOpas He
pexe 1 pa3a kBapTtan (10 PEUICHUIO PYKOBOJIUTENS MEIUIIMHCKOM OpraHU3allMd BO3MOXHO YaIlle)
OCYIIECTBIISICT MPOBEPKY COCTOSHUS PETUCTPAIIMU M ydeTa CTCIHATbHBIX PEIENTYPHBIX OJaHKOB, B
TOM YHCJIE MyTeM CBEPKH 3alKCEH >KypHaja PEeruCTpalid M ydeTa CIEeHHUATbHBIX PeLeNnTypPHBIX
0J1aHKOB, C (DaKTMYECKHM HAJIMYHMEM CHCIHAIBHBIX PEIENTYPHBIX OJIAHKOB, a TaK)Ke IPOBEPKY
COCTOSIHHSI XpPaHEHHUS CIICIIHATIBHBIX PELENTYPHBIX OJJAaHKOB.

[To pe3ynbraTam NpoOBEpKH B JKypHaJle PETUCTPALMU U yueTa CIEeHUAIbHBIX PELENTYpPHBIX OJaHKOB
JieNlaeTcsl 3aluch O pe3ysibTaTax IPOBEACHUS CBEPKU IaHHBIX, 3aKperyieHHas MOIIUCSIMH BCEX
YJIEHOB KOMHUCCHH, WIH CO3JaeTCS CIICUATbHBIN aKT MPOBEPKH.

23. (Dez[epanLHLIe OpraHbl HCIIOJIHUTEILHOHN BIIACTH M OpraHbl HWCIOJHUTEIBHOM BIIACTH CY6’beKTOB
Poccuiickoit cDCI[CI)@.I_II/II/I OCYHICCTBIIAIOT KOHTPOJIb 3a opraHI/BauHeﬁ perucrpanvy, ydera Hu
XpaHCHUA  CIICHUAJIBHBIX  PCHCITYPHBIX OJaHKOB B YHOOJIHOMOYCHHBIX  OpraHu3aluiax H
MCAUIHUHCKUX OPraHru3alnuix.

24. Bblmaya crnenualibHBIX PELENTYpHbIX OJIAHKOB U3 pe3epBHOro 3amaca MuHHCTEpCTBa
(benepanabHBIM OpraHaM MCIIOJHHUTEIbHOM BJIACTH M OpraHaM HCIOJHUTENbHOH BIAacTH CyOBEKTOB
Poccuiickoit ®enepanuu OCYIIECTBISETCS OTBETCTBEHHBIM pPAaOOTHUKOM MOJBEIOMCTBEHHOI'O
YUPEXJEHUS Ha OCHOBAaHMM pEIHICHUS 00 OTIyCKe CHEelMalIbHBIX PELEeNTypHbIX OJaHKOB,
oopMieHHOro B BUAE MHUCbMa, IOANUCAHHOTO JAUPEKTOpPOM (B Cllyyae €ro OTCYTCTBHUS -
3aMecTHTEeNeM JupeKTopa) JlemaprameHTa peryaupoBaHUs OOpalleHHs JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKUX M3eauii MuHucTepcTBa.

IIpoBepka A€ATENBPHOCTH NOJBEJOMCTBEHHOI'O YUPEXACHUS IO PETUCTPALMH, YUETy U XPAHEHHUIO
PE3EpBHOTO 3armaca oCylecTBiseTcs JlenapTaMeHTOM peryiaupoBaHus oOpalieHus JeKapCTBEHHbBIX
CPEICTB U MEIMLMHCKUX n3enuidi MuHucTepcTBa 2 pa3a B roj He nosgHee 20 uucia mecsua,
CJIEIYIOLIETO 3a UCTEKILIUM IOJYTOIUEM.



Ipunoxcenue N 6
K npukasy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

INPABHUJIA O®OPMJIEHUSA PELIEIITOB,
COAEPKANINUX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WJIHN IICUXOTPOIIHBIX BEIIECTB, B TOM
YUCJIE B ®OPME 2JIEKTPOHHBIX JOKYMEHTOB

I. Opopmiienne penenta Ha OyMa)KHOM HOCUTEJIE

1. Ha peuentypnbsix 6mankax ¢opmbel N 107/y-HII B neBoM BepxHEM YTy IPOCTaBIISIETCS LITaMI
MEIULMHCKONW OpraHU3aliy ¢ yKa3aHUEM €€ MOJHOI0 HAMMEHOBAHUS, ajpeca U TenedoHa ¢ AaTon
BBITTUCKY (1aTO¥ 0opMIIEHUST) peIlenTa Ha JIEKapCTBEHHBIN TTpemnapar.

Peuentypubsie Omanku dopmbel N 107/y-HIT u3roraBnuMBaroTCs MCKIIOYUTEIBHO THUITOTPa(CKUM
crocobom.

2. Ha peuentypHeix OnaHkax, oQOpPMISEMBIX HHIWBUIAYaJIbHBIMU MpPEINPUHUMATEIIMHU,
MMEIOLIUMU JIMLEH3UI0 Ha MEIUIUHCKYIO JeSITebHOCTb, B BEPXHEM JIEBOM YIIy THHOrpadCKUM
CrocoOOM HIJIM MyTeM IMPOCTaBICHHUS IITaMmIa JOJDKEH ObITh yKazaH aJpec WHIUBUAYaIbHOIO
MpeanpuHUMaTeNsi, HOMEp U JaTa JIMIEH3HH, HAaUMEHOBAHHME OpraHa TroCyAapCTBEHHOW BJACTH,
BBIJABILIETO JTUICH3UIO.

3. Penentypusbie 6manku ¢popmbl N 107/y-HIT 3anmonHst0TCS MEAUIIMHCKUM paOOTHHUKOM YepHUTIAMU
WJIM [IApUKOBOM PYUYKOM.

4. JlonyckaeTcsi opopMIICHHE BCEX PEKBU3UTOB (32 UCKIIOUeHHEM pekBu3uTa "[loanuck neyariero
Bpaua (moamuch denpaiiepa, akymepku)') peuentypHsix OnankoB ¢opmer N 107/y-HIT c
WCIIOJIH30BAHNEM I1EUATAIONIUX YCTPOMCTB.

5. B penentypHoMm Gianke popmel N 107/y-HIT B ctpokax "®amumusi, uMs, 0T4eCTBO (TMOCIEAHEE -
npu Hanuuuu) nauueHTa" u "Bo3pacT" yka3plBalOTCA IOJHOCTBIO (aMMIIUS, HMs, OTYECTBO
(mocneaHee - MpU HAIWYKMHN) MTALMEHTa, €ro BO3pacT (KOJIMYECTBO MOJIHBIX JIET).

JlonmycTUMO yKa3aHHe AaThl POXKICHHS MallUeHTA.
6. B peuentyprnom 6nanke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust u HOMep mojrca 00s3aTeTbHOT0 MEAUIIMHCKOTO CTPAaXOBaHMS'" YKa3bIBaeTCs
HOMeEp MOJIMCa 00513aTEIHHOT0 MEAUIIMHCKOTO CTPaXOBAHMSI MallMeHTa (IPU HATTUYUHN);

2) B ctpoke "Homep MeAMIIMHCKOH KapThl" yKa3bIBaeTCs HOMEpP MEAMIMHCKOW KapThl MAIllMEHTa,
MOJYYAIOIIEero MEAUIMHCKYI0 TOMOIIb B aMOyJaTOPHBIX YCIOBHSIX, WM HUCTOpPUH OOJE3HU
MAIMEHTA, BHIIMCBIBAEMOI0 U3 MEINLIMHCKON OpraHu3allly;



3) B cTpoke "®amwius, UMs, OTYECTBO (TIOCTIEAHEE - MPU HAMYKH) Jieyailero Bpada (Qenpamepa,
aKyIIepKn)" yKa3bIBaeTCsl MOJHOCThIO (PaMHIIHS, UMsI, OTYECTBO (IIOCIEIHEe - IPU HAJTMYMK) Bpada
(penpamiepa, axKymiepku), BBIMUCABIIETO PEIENT HAa  HAPKOTUYCCKUH  (TMICUXOTPOITHBIN)
JIEKapCTBEHHBIN IIpenapar.

7. B rpade "Rp" penentyproro 6nanka ¢popmsl N 107/y-HIT yka3siBaercs:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO IpenapaTa (MK yHapOIHOE HEaTEHTOBAHHOE HaUMEHOBAaHUE,
IrpyamnupoOBOYHOC UJIM XUMHUUYCCKOC HAMMCHOBAHUE, TOProBOC HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM A3BbIKE
WIM Ha PYCCKOM S3bIKE, (popma BBIMYCKa, J03UPOBKA, KOJUYECTBO (yKa3bIBA€TCs IPOIKCHIO Ha
peuentypaoM Onanke popmsl N 107/y-HII);

2) cmocod MPUMEHEHHs JIEKapCTBEHHOrO TMperapaTa Ha TOCYJIapCTBEHHOM si3bike Poccuiickoit
Penepanny WIM Ha TOCYAAPCTBEHHOM si3bike Poccuiickoit denepann U TOCyAapCTBEHHOM SI3BIKE
pecnyONIMK M MHBIX s13bIKaxX HaposoB Poccuiickoii @enepamnmm <1>.

<1> Yacrte 1 crateu 15 3akona Poccuiickoit ®@eneparuun ot 25 oktsadps 1991 r. N 1807-1 "O
s3pIkax HapoJoB Poccwiickoit ®denmepanuun” (manee - 3akon N 1807-1). (Bemomoctu cwesna
HapoaHbix aenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopmieHNH perenTypHbIX OJaHKOB 3aMpeliacTcsl OrPaHUYMBATHCS OOMIMMHU YKa3aHUSAMH,
Hanpumep, "BuyTtpennee", "MU3BecTtHo".

9. Ilpu odopminenun marueHty pernentypHoro Omanka ¢gopmbr N 107/y-HII mHa HapkoTH4ecKuit
(TICHXOTPOTHBIN) JICKAPCTBEHHBIA Ipermapar B paMKaxX OKa3aHUS MEIUIMHCKONH TOMOIIM TpU
OIIpEeICIIEHHOM 3a00JICBaHUHU TaKOH PEIeNT 3aBepsieTCs:

1) moaNMChHIO U TMYHOM MeYaThiO Bpaya JIM00 MOANUChIo (enbamepa (aKymepKu);

2) meyaTtbl0 MEIMIMHCKON OpraHu3anuu, Ju00 CTPYKTYpHOTO TMOJpa3AeieHHs] MEIUIUHCKOM
opranuzanuu "/[s peuentos”, KOTOpasi IPOCTABISAETCS JIUIIOM, YIIOJIHOMOUYEHHBIM PYKOBOAUTEIEM
MEJHUIIMHCKOW OpraHu3aliy ¢ yKazaHueM (paMuiini, UMEHHU, OTYeCTBa (MOCIEAHEE - MPH HAJTHYUN)
Y TIPOCTABJICHUEM €r0 JIMYHOU MOJIUCH.

B cnyuasx HeoOXoauMocTH OQOpPMIICHHS pelenTa Ha HAPKOTUYECKUH (TICUXOTPOIIHBII)
JIEKapCTBEHHBIN Mpenapar Ha JOMY B paMKax OKa3aHWs MaJUIMAaTUBHON METUIIMHCKOW MOMOIIH
JIOMYCKaeTCsl TPEIBAPUTEIILHOE 3aBEpPEeHHE pelenTa MITaMIOM MEAUIMHCKONW OpraHu3aluu,
NeJaThl0 MEIUIMHCKOM oOpraHu3aluyd JM00 CTPYKTYPHOTO TIOJApa3ieieHUus MEAUIUHCKON
opranusanuu "/[nst penentos"”, KOTOpast IPOCTABIAETCS JIMLOM, YIIOJHOMOUYEHHBIM PYKOBOJUTEIEM
MEIULMHCKONW OpraHu3aluy, ¢ yKa3aHueM (paMuiIny, UMEHH, OTUYeCTBa (IOcIeHee - PU HAINYHN)
U NIPOCTABJICHUEM €r0 JUYHOM noanucu. Ilpu a3ToMm B KypHaie perucrpanuy 1 ydera pelenTypHbIX
O0maHkoB B cooTBeTcTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHMsS CHelHalbHBIX
peLenTypHbIX OJIaHKOB Ha HAPKOTHYECKUE CPEICTBA WM TICUXOTPOIHbIE BEIIECTBA, YTBEPKIECHHBIM
HACTOSIIIMM TPUKA30M, JIeNlaeTcs OTMETKAa O €ro BblAaye Juis OQOpMIICHHS Ha JIOMY, a TaKxke
OTMETKa, yJIOCTOBEpEHHAas MOMUCHIO Bpaya JInbo denpaiepa (akyepku), oGOpMHUBIIETO peLenT,
0 (akre ero opopmieHUs, KOTOPHIH MOXET OBITH JOMOJHUTEIHLHO MOATBEPXJeH (HOoTO- U (MIIN)
BHJIEOMATEpHATIAMHU.

B crpoke "OrmeTka anTeyHOW oOpraHu3alud 00 OTIycKe" CTaBUTCS OTMETKa alTe4yHOU
opraHu3aiuu 00 OTIyCKEe HApKOTUYECKOTro (TICHXOTPOIHOI0) JEKapCTBEHHOro mpemnaparta (c
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YKa3aHHEM HauMMEHOBAaHMsI, KOJIMYECTBA OTIIYIIEHHOIO HApKOTUYECKOro (TICUXOTPOIHOIO)
JICKapCTBEHHOTO Mpernapara M JaThl €ro OTIyCKa), KOTopas 3aBepsieTcsl MOJIHCHI0 pabOTHHKA
anTeYyHOM OpraHu3alM, OTIYCTUBIIEIO HAPKOTHUUECKUH (IICHUXOTPOIIHBIM) JIEKapCTBEHHBIN
npemnapar (C ykazaHueMm ero (paMuiInH, UMEHH, OT4ecTBa (IOCJeIHEee - MPH HaTU4YWHu), a TaKKe
KPYTJIOHN MeYaThi0 alTeYHOH OpraHW3alfd, B OTTHCKE KOTOPOH JOJKHO OBITh MACHTH()HUINPOBAHO
IIOJITHO€ HAUMEHOBAHUE AlITEYHON OpraHU3aLMH.

10. Ha omnom penentypaom Gmanke Gopmbl N 107/y-HIIT pa3penraercss ocymecTBIsSTh Ha3HAUYCHUE
TOJIBKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Tpernapara.

11. UcnpaBienus B penente He A0y CKATCS.

1. Odpopmienue penenrta B popme 3J1€eKTPOHHOIO JOKYMEHTA

12. Peuent B gopme 31EKTPOHHOTO JAOKYMEHTA, MOJNUCAHHOIO YCHUJICHHON KBaIU(pHUIMPOBAHHON
AJIEKTPOHHOM MOANUCHI0, GOPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEJICHUSI O KOTOPOM BHECEHBI
B (enepanbHBIA PErucTp MEAUIMHCKUX PaOOTHUKOB <2>, a TaKKe IPHU YCIOBUU PErucTpaiiu
MEIUIIMHCKOW OpraHu3anuu, B KOTOpod odopmisieTcs pelent, B (QenepaJbHOM peecTpe
MEIUIIMHCKUX OpraHm3anuii <3> eaIuHOM rocyJIapCTBEHHON WMH(GOPMAIMOHHOW CHUCTEMBI B cdepe
3IpaBOOXPAHEHNs M NOAKIIOYEHHMS TaKOW MEIUIHUHCKOM OpraHu3allMd K TOCYJapCTBEHHOMN
nH(popMallMoOHHOU cucTeMme B cepe 3apaBooxpaneHus cyobekra Poccuiickoit @enepannn <4>.

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

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

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

13. Ilo TpeOoBaHMIO TAIMEHTAa WM €r0 3aKOHHOTO NPEJICTAaBHTEN O(OPMIISIETCS SK3EMILISP
perienta B ¢GopMe AIEKTPOHHOTO JOKyMEHTa Ha OyMa)kHOM Hocutesie ¢ oTmeTkoi "JlyOmukar
3JIEKTPOHHOIO JIOKyMEHTa".
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