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Ha Ne oT

MununcrepctBo 3apaBooxpaHeHuss Poccmiickorn ®enepannu  BO  MCIIOJHEHUE
IIOPYYEHHUSI, TPEAYCMOTPEHHOTO TOAIYHKTOM 7 IyHKTa 2 pa3aena | mporokona 3acenanus
Cosera npu IIpaBurensctBe Poccuiickoii denepanyu mo BONpPOCaM IONEYUTEIBCTBA
B CcoLMalbHOM cdepe mox mnpencenarenscTBoM — 3amectutens [lpeacemarens
IIpaBurenscTBa Poccuiickonn ®enepanuu T.A. I'omukoBont ot 28.07.2020 Ne 5, a taxxe
BO wucnosHeHue nopyuenusi 3amectutena l[Ipeacenmarens IlpaBurtensctBa Poccuiickon
@enepanun  — PykoBoamtens Amnmapara [IpaButensctBa Poccuiickoin ®enepanuun
J.IO. I'puropenko ot 25.02.2021 Ne MI'-1136-2241, B cooTBeTcTBUM C PeriameHTOM
IIpaButensctBa  Poccmiickonn ~ dPepepanuu,  YTBEPKICHHBIM  MOCTAHOBJICHUEM
IIpaButensctBa Poccuiickori @enepanmu 01.06.2004 Ne 260, wnampaBnser s
pacCMOTpEHHsI Ha 3acelaHuu paboyeill TIpynmel MO  pealrd3alud  MeXaHHu3Ma
«pETYyJSATOPHOM TWIBOTHHB» B cdepe ¢apMaleBTUKM U MEIUUUHCKUX H3IEIHM
MOJAKOMHUCCUU O COBEPILIEHCTBOBAHUIO KOHTPOJBHBIX (HAA30PHBIX) U Pa3peIIMTENbHbIX
GbyHKUMA (QeaepanbHbIX OpPraHOB HCIOJHHUTENBbHON BiacTu npu lIpaBUTenbCTBEHHOU
KOMHCCHH T10 TPOBEICHUIO aIMUHUCTPATUBHON pedOpMbl MMPOEKT MpHKa3za MUHUCTEpCTBA
3npaBooxpaHeHusi Poccuiickoit @enepaunu «OO0 yTBEpKACHUM TNOpSAIKA Ha3HAYEHUs
JIEKapCTBEHHBIX IpenapaToB, (QOpM pELEenTypHbIX OJAHKOB Ha JIEKapCTBEHHbIE
npenaparsl, Nopsaka 0hopMIICHUS YKa3aHHBIX OJIAaHKOB, UX y4€Ta U XPaHEHUSD)

[Ipunoxxenue: Ha 41 1. B 1 7K3.

MOANMHHUK 3NEKTPOHHOIO AOKYMEHTA, noanucaHHoro I,
XPaHWUTCSl B CUCTEME /IEKTPOHHOMO AOKYMEHTO060pOTa
MWHUCTepCTBa 3apaBoOOXpaHeHUs!
Poccuiickoi deaepauum.
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00 yTBepxaeHnH
NOPSAKA HA3HAYEHUS JIEKAPCTBEHHBIX NPenaparos,
(¢opm penenTypHbIX 0JJAHKOB HA JIeKAPCTBEHHbIE NPeNaparhl,
nopsiika o(popmJIeHUs1 YKA3aHHBIX 0JIAHKOB, HX U3TOTOBJIEHNS, pacnpe/eieHus,
perucTpamnum, yuera u XpaHeHust

B cootBerctBum ¢ moamynkramum 5.2.177, 5.2.178 u 5.2.179 TlomoxeHus
0 MunucrepctBe 3apaBooxpaHeHuss Poccuiickonn @enepanuu, YTBEPKICHHOTO
noctaHoBienueM [IpaBurenbcrBa Poccuiickoit @enepanuu ot 19 utonst 2012 1. Ne 608
(Cob6panue 3akoHomarenbcTBa Poccniickoit deneparuu, 2012, Ne 26, cr. 3526; 2017,
Ne 52, ¢r. 8131), mpu Kk a3blBaio:

1. YTBepauTs:

MOPSI0K HA3HAYEHUS JIEKapCTBEHHBIX npenapaToB COTJIaCHO
npuinoxeHuro Ne 1;

dbopMBI  pelenTypHbIX OJJAHKOB Ha JICKAPCTBEHHBIE IIpenapaThl COTJIACHO
npuinoxeHuro Ne 2;

nopsiIok 0OpMIICHUS PEIENTYPHbIX OJaHKOB Ha JIEKAPCTBEHHBIC MperapaThl,
UX W3FOTOBJICHUS, PACHPENENICHHs, PErucTpaluy, y4deTa U XPaHEHHS COTJIACHO
npuioxeHuto Ne 3.

2. Ilpu3Hath yTpaTUBIIMMU CUITY:

1) mpuka3  MunHcTepcTBa  3apaBooxpaHeHus  Poccuiickoit  Demeparyn
or 1 aBrycra 2012 r. No 54n «OO6 yrBepxkacHuM (POpMBI OJAHKOB PEIETITOB,
coliepKallluX Ha3HAUY€HHE HAPKOTUYECKUX CPEACTB WM TCHUXOTPOMHBIX BEIIECTB,
MOpsIIKa UX U3TOTOBJICHUS, PACTIPEACIICHUS], PETUCTPALIMM, YU€Ta U XPAaHEHUS, a TaKKe
npaBui opopmMileHUsD» (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTUIIMU Poccuiickoi
®deneparuu 15 aBrycra 2012 1., peructpanuonusiii Ne 25190);

2) mpuka3 MuHHCTEpCTBA  3IpaBooxpaHeHus  Poccuiickoit  Denepanun
oT 30 wmronsa 2015 r. Ne 385H «O BHeceHMM HW3MEHEHMHN B NpHKa3 MHHUCTEpPCTBA
3npaBooxpaHeHus Poccuiickoit ®enepaunu ot 1 aBrycra 2012 r. Ne 54u
«O6 yrBepxkaeHHH (OPMBI  OJIAHKOB  PEIENTOB, COACpKAlIUX Ha3HAYCHUE



HApKOTHUYECKUX CPEJICTB WJIM TCUXOTPOIHBIX BEUIECTB, MOPSAKA UX HM3TOTOBJICHMUS,
pacnpenenieHus, perucTpaluy, ydera U XpaHeHHs, a TakkKe MpaBuil o(opmiIeHHs»
(3apeructpupoBan MuHucCTepcTBOM tocTulink Poccuiickoit ®enepanun 27 HOSIOps
2015 r., peructpannonublii Ne 39868);

3) npuka3 MuHHCTEpCTBa  3ApaBoOXpaHeHus Poccuiickoir — Demeparuu
ot 21 ampens 2016 r. Ne 2541 «O BHeceHMM M3MEHEHHI B INpuKa3 MHUHUCTEpPCTBA
3npaBooxpaHeHus Poccuiickoit ®enepanun ot 20 ngexabps 2012 r. Ne 1175H
«O0 yTBEp)KIEHWW TOPSAKAa HA3HAYCHUS W  BBINUCHIBAHUS JIGKAPCTBEHHBIX
MpenaparoB, a Takke (opM penenTypHBIX OJIAHKOB Ha JICKAPCTBEHHBIC IMpEIapaThl,
nopsiika oopMIICHUST yYKa3aHHBIX OJIAHKOB, UX ydeTa W XPAHCHHs» U TPUIOKEHUE
Ne 2 k mnpuxady MunucrepcTBa 3apaBooxpaHeHusi Poccuiickon @enepanuun
or 1 asrycta 2012 r. No 54 «OO0 ytBepxkiaeHuu (Gopmbl OJAHKOB PEIENTOB,
COJICpKAIlUX HAa3HAYECHHWE HAPKOTHUYECKUX CPEJCTB WM TMCUXOTPOMHBIX BEHIECTB,
MOPSAKA UX U3TOTOBJICHUS, PACIIPEACIICHUS, PETUCTPALINH, YUE€TAa U XPAHEHUS, 4 TAKXKE
npaBui opopMIleHUs» (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIIMU Poccuiickoi
®enepanuu 18 nrons 2016 r., peructparmonHsiii Ne 42887);

4) myHKT 4 U3MEHEHH#, KOTOPBIE BHOCATCS B HEKOTOPBIC TPHUKa3bl MUHHUCTEPCTBA
3IpaBOOXpAHEHUsT U couualnbHOro  passutuss  Poccuiickon — Denepanuu
n MunucrepctBa 3apaBooxpaHeHuss Poccuiickonn @enepanuu 10 BOIpocam
oOpaleHusi JeKapCTBEHHBIX TMPENapaToB, COJAEPKAIIMX HAPKOTUYECKUE CPEJICTBA,
MICUXOTPOITHBIE BEIIECTBA U UX MPEKYPCOPHI, U JICKAPCTBEHHBIX CPEJCTB, MOIJICHKAIIIX
MPEIMETHO-KOJIMYECTBEHHOMY Yy4Ye€Ty, YTBEPKJICHHBIX IpUKa3oM MuHucTepcTBa
3npaBooxpaHeHus Poccuiickoit ®denepanmu ot 31 okTabps 2017 1. Ne 882H
(3apeructpupoBan MunuctepcTBoM toctunuu Poccuiickoit @eneparuun 09 sHBaps
2018 r., peructparmonnbiii Ne 49561);

5) npukaz3 MmuHHCTEpCTBa  3ApaBOOXpaHeHus Poccuiickoir — Demeparuu
ot 11 gexabps 2019 r. No 10211 «O BHecennun u3MeHeHH B npuioxkenus Ne 2 u 4
K npukasy MunHuctepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepaunn ot 1 aBrycra
2012 1. Ne 54n «OO06 ytBepxkaeHUd QPOPMBI OJAHKOB PEIENTOB, COAEPIKAIINX
Ha3HAYEHUE HApPKOTUYECKUX CPEJICTB WIIM T[CHUXOTPOMHBIX BEIIECTB, MOpPSIKA
MX U3TOTOBJICHUS, pACIIPEACIICHUS], PETUCTPALIMY, YUYE€Ta U XPAHEHUS, a TAKKE MPaBUI
oopmieHus» (3apeructpupoBad MunucrepcTBoM roctuiuu Poccutickoii deneparuun
28 suBaps 2020 r., peructpannonnbiii Ne 57293);

6) npukaz MwuHHCTEpCTBa  3ApaBOOXpaHeHus Poccuiickoir — Demeparuu
ot 8 okTs10psa 2020 r. Ne 1076 «O BHecenun m3meHeHuil B Ilopsanok peructpanuu,
y4eTa M XpaHEHUs CIEIHaTbHBIX PEIENTyPHBIX OJIAHKOB HA HAPKOTHYECKHUE CPE/ICTBA
WM TICUXOTPOMHBIE  BEIECTBA, YTBEPXKACHHBIM  MpUKazoM MwuHUCTEpCTBA
3apaBooxpaHeHus Poccuiickoit ®@enepaumu ot 1 aBrycra 2012 1. Ne 54n»
(3apeructpupoBan MunucrepctBoM toctuniuu Poccuiickoit denepannu 13 HOSOps
2020 r., peructparornbiii Ne 60898);

7) mpuka3  MuHHCTEpCTBa  3apaBooxpaHeHus  Poccuiickoit  ®enepanun
ot 14 suBaps 2019 1. Ne 41 «O06 yTBEepKACHUM MOPSAKA HA3HAYEHUS JICKAPCTBEHHBIX
npenaparoB, (GopM pelenTypHbIX OJAaHKOB Ha JIEKAPCTBEHHBIE MpEMapaThl, MOPSIKa
opopMIIEHUSI YKa3aHHBIX OJAHKOB, WX YydeTa W XpaHEHUs» (3aperucTpupoBaH
MunuctepctBoM  toctuniuu  Poccuiickoit  ®enepauun 26 mapra 2019 r.,



peructpaunoHHblid Ne 54173);

8) npukaz MmuHHCTEpCTBa  3ApaBoOXpaHeHus Poccuiickoir — Demeparuu
ot 11 mexabps 2019 r. Ne 10221 «O BHeceHUM W3MEHEHUM B Mpuka3z MuHucrepcTsa
3npaBooxpaHeHus Poccuiickoir ®@enepaunn ot 14 sauBaps 2019 1. Ne 4m
«O0 yTBEepXKJIEHUU TOpPSJIKa HA3HAYEHHUS JIEKAPCTBEHHBIX IpernaparoB, (opm
pEUENTYypHbIX OJIAHKOB Ha JIEKApCTBEHHbIE IIpenapaThl, Mopsjaka ohOpMICHUS
yKa3aHHBIX OJIAHKOB, UX y4eTa U XpaHEeHUs» (3aperucTpupoBaH MHHHCTEPCTBOM
roctunu Poccuniickoit ®eneparuu 28 ssuBaps 2020 r., peructpaunoHHbiil Ne 57292);

9) npukaz MwuHHCTEPCTBa  3ApaBoOXpaHeHus Poccuiickoir — Demeparuu
ot 8 oktsa0pss 2020 r. Ne 10750 «O BHeceHMM M3MEHEHHMH B MOPSAJIOK HA3HAYEHUS
JEKapCTBEHHBIX  TMpEnapaToB,  YTBEPXKICHHBIM  MpuUKazoM  MUHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit ®enepanuun ot 14 suBaps 2019 1. Ne 4ny
(3apeructpupoBan MunuctepctBoMm toctuiuu Poccuiickoit denepannu 22 nexadps
2020 r., peructpannoHHsiii Ne 61695);

10) nyskt 3.8 UHCTpYKIHMH O TIOPSAKE BBINMUCHIBAHUSA JICKApCTBEHHBIX
npenaparoB U OoQOpMIICHHS pEUENnTOB M TpeOOBaHMM-HAKIAJAHBIX, K MPHUKA3y
MunucTepcTBa 3ApaBOOXPAHEHUS U COUUAIBHOTO pa3Butus Poccuiickonn denepanun
or 12 depans 2007 1. Ne 110 «O mopsinke Ha3HAYEHUSI W BBIIUCHIBAaHUS
JIEKapCTBEHHBIX Mpenaparos, 11631 (S 0505 MEIULIUHCKOTO Ha3HAYEHUs
U CHEIUAIM3UPOBAHHBIX MPOAYKTOB JI€UEOHOrO TMHUTaHUS» (3aperucTpUpOBaH
MunucrepctBoM toctunmu  Poccmiickoit  @enepaumu 27  ampens 2007 T,
peructpanroHHbI Ne 9364).

3. Hacrosmuii npuka3 Bctynaer B cuiy ¢ 1 centsiops 2021 r. u aeicTByer
1o 1 centsiops 2027 r.

Munuctp M.A. Mypaniko

4 D
MOANMHHMK 3NEKTPOHHOIO AOKYMEHTA, NOANMCAHHOMO JM1,
XPaHUTCA B CUCTEME SNEKTPOHHOrO AOKYMEHTO060pOTa
MuHUCTepCTBa 3ApaBOOXpaHeHNs
Poccuiickoi deaepaumm.
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[Tpunoxenue Ne 1
K nIpukazy MUHUCTEPCTBA 3IpaBOOXPAHECHUS
Poccuiickon denepanuu
OT « »2021 1. Ne

Hopsinok
Ha3HAYEeHMS JIEKAPCTBEHHbIX NPenaparos

[. O0ne mosoKeEHUA

1. Hacrogmmii mopsiioK yCTaHABJIMBAECT MPABWJIA HA3HAUYEHUS JICKAPCTBEHHBIX
MpenaparoB Il MEAUIIMHCKOTO MPUMEHEHUs (Jajiee — JEeKapCTBEHHBIE MpErapaThl)
1 0(OpMIICHUS MX HA3HAYCHUS TIPU OKA3aHUHM MEIUITMHCKON MOMOIIH B METUITUHCKHUX
OpraHM3aIysax’,

2. Ha3HaueHue JEKApCTBEHHBIX MPENapaToB OCYUIECTBISETCS JICYAIIUM
BpayoM, (QenbalepoM, aKylIepKol B ClIydae BO3JIOKEHUS HAa HUX IOJIHOMOYHUN
Jeyaniero Bpadya B IOpSAJKE, YCTAaHOBJIEHHOM MpHKa3oM MuHHCTEpCTBA
3IpaBOOXpaHEHUs U coluaibHOro pa3zButusi Poccuiickoit denepaunn ot 23 mapra
2012 r. Ne 2521 «O6 ytBepxaeHuu Ilopsaka Bo3nokeHHs Ha (enpiiepa, aKylepKy
PYKOBOJUTENIEM MEAUIIMHCKON OpraHu3aliy MpU OpraHUu3aluu OKa3aHUs MEepPBUYHOMN
MEJUKO-CaHUTAPHOW MOMOUIM U CKOPOM MEIHUIIMHCKON MOMOIIY OTAEIbHBIX (PYHKIUN
JIieHaniero Bpaya no HemoCpeJACTBEHHOMY OKAa3aHUIO MEIUIIMHCKOW TTOMOIIM MallueHTy
B mepuoj HaOMIOACHUS 3a HUM U €ro JICUCHHUs, B TOM YHUCJIE IO Ha3HAYCHUIO
M TOpPUMEHEHHUIO  JIGKQPCTBEHHBIX  MpENapaTroB,  BKIOYAash  HAPKOTHYECKHE
JIEKAPCTBEHHBIE IIPENapaThl M ICUXOTPOIHBIC JIEKAPCTBEHHBIE MpEnapars» 2 |
WHJIUBUAYAJIbHBIMU  NPEANPUHUMATEISIMA,  OCYIIECTBISIOIMIMMU  MEIUIMHCKYIO
NEeSTENBHOCTD (Jjaiee — MEAUITMHCKUE PAOOTHUKH).

3.CBefeHMsT O HA3HAUYEHHOM JIGKAPCTBEHHOM Ipemnapare (HauMEHOBaHUE
JIEKapCTBEHHOTO TIpenapara, JO3WPOBKA, CIOCOO BBEICHUS W TPUMEHEHUS, PEKUM
JO3UPOBAHMS, MPOAOKUTEIBHOCTh  JICUCHHs] W OOOCHOBaHME  HA3HAYEHUS
JIEKapCTBEHHOTO Tpernapara) BHOCITCS MEAUIIMHCKUM PAOOTHUKOM B MEIUIIMHCKYIO
JIOKYMEHTAITUIO MaI[UeHTA.

B cnyuasx, ykazaHHbIX B myHKTax 9-12 nacrosmero [lopsaka, MeIUIUHCKHUI
paboTHUK oOQopMIISIET Ha3HAYEHUE JIGKAPCTBEHHBIX IIpErapaToB, B TOM 4YHUCIE
MOJUICKAINX HW3TOTOBJICHUIO W OTIYCKY alTeUYHbIMM OpraHu3alusIMu (najnee —
JIEKapCTBEHHbIC TIpenapaThl WHIWBUAYAJIbHOTO W3TOTOBJICHMS), HAa PEHENTYPHOM
Oy1anke, oOpMIICHHOM Ha OYMa)KHOM HOCHTEJIE 32 CBOSH MOAMUCKIO (Janee — perent
Ha OyMa)XHOM HOCHUTeNe), W (WJIM) C COTJlacus TMalMeHTa WM €ro 3aKOHHOTO

! Tlynxkr 11 crarbu 2 ®enepansroro 3akona oT 21 Hosops 2011 1. Ne 323-03 «O6 ocHOBaX 0XpaHbl 3710POBbS MPAK/IAH
B Poccuiickoit ®@enepannmn» (namee — Penepanserii 3akoH Ne 323-03) (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit
®enepanun, 2011, Ne 48, ct. 6724, 2019, Ne 52, ct. 7796).

2 3aperucTpupoBaH MMHHUCTEPCTBOM IoCcTULMM Poccuiickoit @enepanuu 28 ampens 2012 T., perucTpalMOHHbIN
Ne 23971, ¢ wu3MeHeHUWsMH, BHECEHHBIMH IpHKa3oM MuHHCTEpCTBa 3/paBooxpaHeHusi Poccuiickoit denepaiun
ot 31 oktsi6ps 2017 1. Ne 882H (3apeructpupoBad MunuctepcTBoM roctuimu Poccuiickoit denepanuu 9 sapaps 2018 .,
peructpannoHHbId Ne 49561).
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IPEACTABUTENS ° Ha pElenTypHOM OnaHke B ()OpPME D3JIEKTPOHHOIO JOKYMEHTa

C UCIOJIb30BAaHUEM YCWJICHHOW KBaIU(UIUPOBAHHOM DIIEKTPOHHOM MOJNUCU
MEIUIMHCKOT0 paboTHHUKA (J1ajiee — perenT B GopMe SIEKTPOHHOTO JOKYMEHTA).

Peuent B QopMe 5SIEKTPOHHOTO JOKYMEHTa, COJAEpXalluii Ha3HAYCHHE
HAapKOTUYECKUX  CPEACTB WM  IICUXOTPOIIHBIX  BEIIECTB,  MOJINKMCHIBACTCS
C UCIOJIb30BAaHUEM YCWJICHHOW KBaIU(UIUPOBAHHOW OSJIEKTPOHHOW TMOIIUCH
Jeyaliero Bpaya WiM (enpaiiepa, aKylmiepkd, Ha KOTOPBIX BO3JIOKEHBI (YHKIUU
JIeYalero Bpaya, ¥ COOTBETCTBYIOLIEH MeIUIIMHCKON OpraHu3anuu’.

Odopmiierne pernentoB B (opMe DIIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIIACTCS
B CJy4Yae NPUHATHUS YINOJIHOMOYEHHBIM OPIaHOM HCIIOJIHUTEJILHOM BJIACTH CyOBEKTa
Poccuiickoit denepaiuun B COOTBETCTBUM C MyHKTOM 4 crtatbu 6 denepalibHOrO
sakoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 00palleHHu JEKAPCTBEHHBIX CPEACTBY’
pemieHuss 00 HCMONBb30BAaHMM Ha Tepputopun cyoOwbekta Poccuiickoit deneparnuu
Hapsily C pelenTamMH Ha JIEKapCTBEHHbIE MpernapaThl, OPOPMIIEHHBIMU Ha OyMa)kHOM
HOCHUTEJIE, PELENTOB Ha JIEKAPCTBEHHBIE IpenapaThl, CPOPMUPOBAHHBIX B (opMme
AIIEKTPOHHBIX TOKYMEHTOB.

4. Ilpn BbIIMCKE TMalMEHTAa W3 MEAUIMHCKOW OpraHu3aluy, B KOTOPOil
€My OKa3bplBajachb MEIMIHMHCKAs IOMOILIb B CTAllMOHAPHBIX YCIOBUAX, JAHHOMY
MALUEHTY o pPEUIEHUI0  PYKOBOIUTEIS MEIULIUHCKON OpraHu3alun
Ha3HayaroTcs ¢ oopmileHHeM penenta B GopMe JIEKTPOHHOTO JOKYMEHTa U (W)
Ha  OyMaXHOM  HocuTene (32  UCKIIOYEHHEM  O(DOpPMIIEHHS  pELENTOB
Ha JICKapCTBEHHBIE IMpenaparsl, NOAJIeKallHe OTHYCKY OeCIIaTHO WJIM CO CKHJIKOM)
au00 BBIAIOTCA (MALMEHTY WJIA €ro 3aKOHHOMY IPEJCTaBUTENI0) OJHOBPEMEHHO
C BBINHCKOM W3 HCTOPUM OOJIE3HU JIEKAPCTBEHHBIE Npenaparbl, B TOM YHCIIE
HApKOTHYECKME M  IICUXOTPONHBIE JIEKAPCTBEHHBIE IpPENapaTrbl, BHECEHHBIC
B cnucku Il m Il mepedynss HapKOTMYECKUX CPENCTB, MCUXOTPOIHBIX BEIIECTB U UX
IIPEKYypPCOPOB, MOJJekKamux KOHTpoto B Poccuiickonn denepannn, yTBEpKICHHOTO
IIpaBurtenscTBOM Poccutickon denepaumun °  (mamee - [lepeuenn),
CWJIBHOJICHCTBYIOIIME JIEKAPCTBEHHBIE MPENapaTel, Ha CPOK IpUeMa MalMEHTOM
10 5 nHen.

5. HazHaueHue JeKapCTBEHHBIX MpENaparoB MpH OKa3aHUM MEIUIUHCKOM
IIOMOIIM B CTAllMOHAPHBIX YCJIOBHUSAX MOXKET OCYIIECTBIAATHCS IOCPEICTBOM
TpeOOBaHUI METUIIMHCKOM OpraHu3alliy, HalpaBlIseMbIX B alTEYHbIE OpraHU3alluy,
SABISIOIMECS CTPYKTYPHBIMH ITOAPA3IeICHUAMYI MEIUIMHCKON OpraHu3anuu.’

6. Haznauenne JieKapCTBEHHBIX MPEMapaToB OCYIIECTBISIETCS MEIMIIUHCKAM
pPabOTHUKOM MO MEXIyHapOJHOMY HENaTEeHTOBAHHOMY HAMMEHOBAaHUIO, a TPHU €ro
OTCYTCTBMU — TPYNIUPOBOYHOMY WJIM XUMHYECKOMY HAWMMEHOBaHMIO. B ciyuae

3 [Iyskr 2 crateu 20 ®enepanproro Ne 323-03 (Cobpanue 3akoHOnarenbeTBa Poccuiickont @enepanuu, 2011, Ne 48,
cT. 6724; 2020, Ne 52, ct. 8584)

* Mynkr 1 cratbu 26 ®enepanbHoro 3akoHa or 8 suBaps 1998 r. Ne 3-®3 «O HapKOTHYECKHMX CPEICTBAX
U TICUXOTPOIHBIX BemlecTBax» (nanee — Penepanbhbiii 3akoH Ne 3-D3) (Cobpanme 3akoHOnarenscTBa Poccuiickoit
Oeneparym, 1998, Ne 2, c1. 219, 2017, Ne 31, ct. 4791).

5 Cobpanue 3axoHonaTenscTsa Poccuiickoit @eneparmu, 2010, Ne 16, ct. 1815, 2017, Ne 31, cr. 4791

8 ITynxr 2 crateu 2 Penepansaoro 3akona Ne 3-®3 (Cobpanue 3akoHOmaTensCTBa Poccuiickoit @emeparmu, 1998, Ne 2,
cT. 219; 2016, Ne 27, ct1. 4238)

" Tlynkr 54 crath 4 ®eaepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-D3 «O6 o6pallleHHH JIEKapCTBEHHBIX CPEACTB IS
MEANIIMTHCKOTO IpUMeHeHus» (nanee — @enepanpHbril 3akoH Ne 61-D3) (Cobpanne 3akoHOAaTENBECTBA PoccHiickoi
Deneparum, 2010, Ne 16, cr. 1815; 2019, Ne 31, cr. 4456)
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OTCYTCTBHUS MEXIyHAPOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS U IPYIIIUPOBOYHOTO
WIM XHMHYECKOIO HAWMEHOBAHHUs JIEKAPCTBEHHOI'O IIpenapara, JIEKapCTBEHHBIN
npenapar Ha3HA4YaeTcs MEIULIMTHCKUM PabOTHUKOM o TOPTOBOMY
HauMeHoBaHuiO.Ilpy  HanMuMu  MEIUMUMHCKUX  [OKa3aHUW  (MHIUBHUAyalIbHas
HEMEPEHOCUMOCTh, [0 JKM3HEHHBIM TIOKa3aHMSIM) TI0 PEIICHUIO BpayeOHOU
KOMHUCCHU MEIUIUHCKON OpPraHM3allii® OCYLIECTBISAETCS Ha3HAYeHUE ¥ 0(OpMIICHUE
Ha3HAYEHUS JIEKAPCTBEHHBIX IMPENapaToB, HE BXOMASIIMX B CTaHIAPThl MEAUIMHCKOM
MOMOINM, pa3pabOTaHHBIX B  COOTBETCTBMM ¢ TyHKToM 4 crateu 10
®enepanpHoro 3akoHa OoT 21 HOsiOps 2011 r. No 323-®3 «O06 ocHOBax OXpaHbI
310pOBbs rpaxaal B Poccuiickoit ®eneparymy»®, 1160 0 TOPrOBHIM HAMMEHOBAHHUSIM.
Pemenne BpayeOHOW KOMHCCHM  MEIUIIMHCKOW  OpraHM3anuu  (UKCUPYETCS
B MEAMIIMHCKON JOKYMEHTAIMH MMallMeHTa U B )KypHaje BpaueOHON KOMUCCHUH.

7. Ha3HaueHHe JIEKapCTBEHHOIO IMpernapara B pelente Ha OyMa)KHOM HOCHUTEIIE
WIM peuente B QopMe 3JIEKTPOHHOIO JTOKyMEHTa o(opmiisieTcss Ha MMs THalleHTa,
JUIsL KOTOPOTO MPEIHA3HAYEH JIEKaPCTBEHHBIN Mperapar.

Penent Ha OymMakxHOM HocuTene, O(GOPMIIEHHBIM Ha pEUENTypHOM OJlaHKe
dopm No 107/y-HII, Ne 107-1/y, No 148-1/y-88, Ne 148-1/y-04 (i1), yTBEp>KIECHHBIX
HACTOSIIIMM  MPUKA30M, MOXET OBbITh TMOJy4YeH NaIlMeHTOM, €ro 3aKOHHBIM
IpEICTaBUTEIEM WM  JIMLIOM, UMEIOIIEM O(GOPMIIEHHYI0O B  COOTBETCTBUU
C TpaXJaHCKUM 3aKOHOJATeIbCTBOM Poccuiickoii denepanuu JIOBEPEHHOCTH
OT MalMEHTA Ha MPaBO MOJYYEHHUs TaKOTO pelenTa (Jajiee — ynoTHOMOYEHHOE JIULIO).

[IpencraBnenne NOBEPEHHOCTH HE TpeOyeTcsi B cllydyae MOJYy4YEHHUs peLenTa
Ha JIEKapCTBEHHBIN Npenapar sl UHKypaOeIbHOTO OOJIbHOTO Ha 3aBEPILAOIIEM 3Tarle
€ro >KM3HU JMIIOM, OCYIIECTBIISIOIIMM YXOJ 3a TaKUM HHKYpaOeIbHbIM OOJIbHBIM.
B TakoM ciyyae MeIMUMHCKUI paOOTHHUK BBIJAET JIMIY, OCYIIECTBISIOMIEMY YXOJ
3a MHKYypaOenbHbIM OOJIbHBIM, JOKYMEHT, NOATBEPKIAAIOUMNA HHKYpaOeIbHOE
COCTOSIHME OOJBHOTO, COJICp KAl CBEACHHS O JIUIE, KOTOPBI OyJeT Moiay4yaTh
JIEKapCTBEHHBIE TIPEMapathl Mo perenty (haMuius, uMs, 0T4€CTBO, BU, cepus U (MIIH)
HOMEp JIOKYMEHTa, YAOCTOBEPSAIOIIEIO JIUYHOCTh), 3aBEPEHHBIN MOANUCHIO U MEYaThI0
JAaHHOT'O MEAUIIMHCKOTO pabOTHHUKA, KOTOPBIN OCTAETCs B alITEYHOW OpraHU3aIiH.

PenenT B opme 37IEKTPOHHOrO TOKyMEHTa (hOPMUPYETCS C HCIOIb30BAaHHEM
rocyJapCTBEHHOM MH(POPMAIMOHHON CHUCTEMBI B cdepe 3paBOOXpaHECHUs CyOBEKTa
Poccuiickoit deneparuy, MEIUIMHCKOW WH(POPMAITMOHHOW CHCTEMBI MEIUITUHCKOM
opranu3aruu 2.

@dakT BBJAYM ~peLeNnTa Ha JIEKAPCTBEHHBIM  mpenapar  3aKOHHOMY
MPEACTABUTENI0 WM YINOJIHOMOYEHHOMY JUIy (UKCUpyeTcs B MEIUIMHCKOU
JOKYMEHTAI[MU MallMeHTa.

8. MemuuuHckUM ~ paOOTHUKAaM  3ampemniaercss  OoQpOpMIISITh  PEUENThI
MpU OTCYTCTBUU y TMAlMEHTAa MEIULMHCKUX IMOKAa3aHWW; Ha HEe3aperucTpupOBaHHbIC

8 [Ipukaz MuHMCTepCTBa 3PaBOOXPAHEHNS U COLMAILHOTO passuTus Poccuiickoit Meneparuu ot 5 mas 2012 r. Ne 502u
«O0 yTBepKICHUH TOpSAKA CO3JaHUs M AEATEIbHOCTH BPaueOHOW KOMHCCHUM MEIUIMHCKOW OpraHu3alumny
(3apeructpupoBad MunncrepctBom roctunmu Poccutickoit @enepanun 9 urons 2012 r., peructparmoHHbiiit Ne 24516),
C M3MEHEHHsIMH, BHECEHHBIMH MPHKa30M MUHHCTEpPCTBA 31paBooxpaHeHus Poccuiickoit denepaiyu ot 2 nexadbps 2013
r. Ne &886m (3apeructpupoBan MuHHCTEpCTBOM IfocTulMM Poccmiickorr ®enepanun 23  gexadbps 2013 r.,
peructparoHssii Ne 30714).

% Cobpanue 3akoHonaTenscTBa Poccuiickoit @eneparuu, 2011, Ne 48, c1. 6724; 2017, Ne 31, ct. 4791.

10 Crareu 91 u 91.1 denepansuoro 3akona Ne 323-®3 (Cobpanue 3akoHomaTenscTBa Poccuiickoit ®emepanum, 2011,
Ne 48, ct. 6724; 2020, Ne 52, ct. 8584).



JIEKAPCTBEHHBIE ~ INIPEMaparbl ' ; Ha JIEKApPCTBEHHBIE MPENAPaThl, KOTOPHIE

B COOTBETCTBUM C MHCTPYKLUMEN MO MEAULUHUHCKOMY NPUMEHEHHIO IMpPEIHAa3HAYEHBI
JUISl IPUMEHEHUS TOJBKO B MEIMIIMHCKUX OpraHU3alusiX; Ha HAPKOTHUECKUE CPENICTBA
U TICUXOTPOIHbBIE BEUIECTBa, BHECEHHBIE B cnucoK II Ilepeuns, 3aperucTprupoBaHHbIC
B KAyeCTBE JIEKAPCTBEHHBIX IMPEMAPATOB, B LEIAX MPUMEHEHUA IS JICUCHUS
HAapKOMAaHUHU.

NHnuBuAyabHBIM  OPEANPUHUMATENSAM, OCYIIECTBISIOMNM  MEIULIUHCKYIO
NEeSATENbHOCTh, JONOJIHUTENBHO K TPEOOBAHMSM, YKAa3aHHbIM B al3ale NepBOM
HACTOAIIETO MyHKTa, 3ampeniaeTcs: 0ohopMIIsTh pelenThl Ha HAPKOTUYECKHE CPEeICTBA
U TCUXOTpPONHbIE BemlecTBa, BHeceHHbie B cnucku I u III Ilepeuns (manee —
HApKOTUYECKME W IICUXOTPOIHBIE JIEKapCTBEHHbIE Ipemnaparbl cnuckoB II m III
[lepeuns).

9.1lpy Ha3HAYeHUH HAPKOTUYECKUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparos crucka Il Tlepeuns, 3a HCKIOYEHUEM JIEKAPCTBEHHBIX IIPENapaToB B BUJIE
TPAaHCACPMAJIBHBIX TEpPANEBTUUECKUX CHUCTEM U JIEKapCTBEHHBIX IIPENaparos,
COZIEPKAIUX HAPKOTUYECKOE CPEICTBO B COYETAHUU C AHTATOHUCTOM OIIMOUIHBIX
pEeLenToOpoB, peuenTsl Ha OyMa)kHOM HOCHUTENE OQOPMIISIIOTCS Ha pPELEenTypHOM
omanke ¢popmbl Ne 107/y-HII.

10. PenentypHbiit 611ank ¢popmbl Ne 148-1/y-88 odopmitsieTcst npu Ha3HAUCHUH:

1) HaApKOTHYECKUX U TCUXOTPOIHBIX JIEKAPCTBEHHBIX NpemnapaToB crucka Il
Ilepeuns B BuAE TpaHCACPMAJBHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTHYECKUX
JeKapCcTBEHHbIX npenapatoB crucka Il Ilepeuns, copepkammx HapKOTHYECKOE
CPEACTBO B COYETAHWU C AHTATOHHWCTOM ONHOMJHBIX PELENTOPOB, MCUXOTPOIHBIX
JeKapcTBEeHHbIX npenaparos cnucka I [lepeuns;

2) JeKapCTBEHHBIX MpenapaToB, 00JaJaroNUX aHA0O0IUYECKOW aKTUBHOCTBIO
(B COOTBETCTBHUM C OCHOBHBIM (DapMaKOJIOTHYECKUM JEHCTBUEM) U OTHOCSIIMXCS
[0 aHAaTOMO-TEPAaNeBTUUYECKO-XUMUYECKOM  KiIacCUPHUKAUK, PEKOMEHJOBaHHOMN
BcemupHoii opranusanueii 3apaBooxpanenus (manee — ATX)'?, k anaGomuueckum

crepounam (ko Al4A) (mamee — JeKapCTBEHHBIE TMpenapaThl, 00Jagaomue
aHAO0OJIMYECKON AaKTUBHOCTHIO B COOTBETCTBHU C OCHOBHBIM (PapMaKoJIOTHUYECKUM
JIEHCTBUEM);

3) KOMOWHHMPOBAaHHBIX JICKAPCTBEHHBIX MPEMAapaToB Il MEIUIUHCKOTO
[IPUMEHEHUSA, COIEpKAIIMX KPOME MajbIX KOJWYECTB HAPKOTHUYECKUX CPEACTB,
MICUXOTPOMHBIX BEUIECTB M MX MPEKYpCOPOB Apyrue (papMakoIOTHYECKUE aKTHUBHbBIC
BEIIECTBA B COOTBETCTBMM C NpaBWIAMU OTIIYCKa JIEKapCTBEHHBIX IIPENapaToB
JUISL MEMIMHCKOTO IPUMEHEHHs ;

4) nexapCTBEHHBIX NPEeNapaToB MHAMBUAYAJILHOTO MU3TOTOBJICHUS, COACPKAIIUX
HAapKOTUYECKOE CPEICTBO WIM IICUXOTPOITHOE BellecTBO cnucka Il Ilepeuns, u npyrue

(bapMaKOJIOFquCKI/IG AKTHUBHBIC BCIICCTBA B 1J03€C, HC HpeBLIH_IaIO]_Heﬁ BBICIITYIO

1 Pemenne Cosera EBpasmiickoii skoHOMHUeckol komuccuu oT 3 Hos6ps 2016 r. Ne 78 «O TlpaBunax perucrpanuu
W O3KCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB ISl MEAMIMHCKOTO NpUMeHeHus» (opuumanbHeld cailt EBpasuiickoro
SKOHOMHYECKOTO0 cotoza http://www.eaeunion.org/, 21 Hos6ps 2016 r.). Crates 13 denepanbHOro 3aKoHa
Ne 61-@3 (Cobpanwue 3akoHOomarenbeTBa Poccuiickoit @enepanuu, 2010, Ne 16, ct. 1815; 2020, Ne 14, ct. 2028).

2 Cratea 18 denepansuoro 3akona Ne 61-®3 (Cobpanue 3akoHomatenscTBa Poccuiickoit ®enepamun, 2010, Ne 16,
ct. 1815; 2020, Ne 52, ct. 8590).

13 Tlomnynkr 5.2.169 TIlonoxenus o MuHMcTepcTBe 3apaBooXpaHeHms Poccuiickoii ®ejepalun, YTBEPKIEHHOTO
nocranoBieHneM IlpaBurtensctBa Poccuiickoit @eneparuu ot 19 mons 2012 r. Ne 608 (Cobpanne 3aKOHOIATETHCTBA
Poccwuiickoit @eneparum, 2012, Ne 26, ct. 3526; 2017, Ne 52, cr. 8183) (manee — [Tonoxenne o0 MUHHUCTEPCTBE)
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Pa3oBYIO0 103y, W TIPU YCIOBHUU, YTO 3TOT KOMOWHHMPOBAHHBIN JIEKAPCTBEHHBIM
npenapaT He ABJISETCA HApKOTUYECKUM WM  IICUXOTPONHBIM  JIEKAPCTBEHHBIM
npenaparom crimcka Il [lepeuns;

5) nekapCTBEHHBIX MPENapaToB, MOMISKAIIUX IPEIMETHO-KOJUICCTBEHHOMY
yueTy, He MEePEeYUCICHHBIX B MOAMYHKTaX 1-4 HacTOSIIEro MyHKTa (32 UCKIIIOUEHUEM
JICKapCTBEHHBIX MPENapaToB, OTIyCKaeMbIX 0€3 peliernTa Bpaya).

11. Peuentypubiii  Omank  ¢opmer  No  148-1/y-04(;1)  odopmusercs
IpM HA3HAYCHUU JICKAPCTBEHHBIX MPENapaTroB TIpakJaHaMm, HMEIOIMIUM TMpaBo
Ha OecIUlaTHOE TMOMy4YeHHE JICKQpPCTBEHHBIX IMPENapaToB WJIM  MOJIydyeHHUE
JIEKapCTBEHHBIX NIPENapaToB CO CKUIKOM.

12. Peuentypusiii 6mank popmst Ne 107-1/y odopmiisiercs mpy Ha3HAYCHHUH:

1) mekapCTBEHHBIX IMpENapaToB, HE yKa3aHHBIX B NMyHKTax 9—11 Hacrosiiero
[Topsnxa;

2) KOMOWHUPOBAHHBIX JICKAPCTBEHHBIX MPENaparoB, ISl MEIUIIUHCKOTO
MPUMEHEHUS, COAEPXKAIIUX KPOME MajblX KOJIMYECTB HAPKOTUYECKUX CPENCTB,
MICUXOTPOMHBIX BEIIECTB M MX MPEKYypCOPOB Jpyrue ¢GhapMakoIOrHYecKue aKTUBHbBIC
BEIIECTBA B COOTBETCTBHM C IIPaBWJIAMH OTIIyCKAa JIEKAPCTBEHHBIX MPENapaToB
IUIS1 METULIUHCKOTO MPUMEHEHUSL.

13.1lpy  Ha3HayeHWW  JIEKAPCTBEHHOIO  Tperapara  HMHIUBHUAYaJIbHOTO
M3TOTOBJICHUSI B perente Ha OymMaXHOM HocutTene u (wim) perente B Qopme
AJEKTPOHHOTO IOKYMEHTa HAaMMEHOBAaHUS JICKAPCTBEHHBIX MPENapaToB, BKIIOYEHHBIX
B TEpedYeHb JIEKAPCTBEHHBIX CPEJACTB IS  MEIUIMHCKOTO  MPUMEHEHMUS,
MOJIEXKAIMX HPEIMETHO-KOIMIECTBEHHOMY y4eTy * (mamee — JeKapCTBEHHBIE
npenaparbl, BKItOYeHHble B mnepedeHb [IKY), ykaspiBaroTcs B Hayaie pelenta,
3aTEM — BCE OCTAJIbHBIE UHIPEIUECHTHI.

14. Tlpy Ha3HaY€HUHM JIEKAPCTBEHHOrO IMpernapara B pelenTe Ha OyMaKHOM
Hocutene U (wim) penente B (GopMe DIEKTPOHHOTO JIOKYMEHTa 3allpelaercs
MPEBBIIATh KOJIMYECTBO HAPKOTHUYECKUX CPEICTB WM IICUXOTPOIHBIX BEIIECTB,
KOTOPO€ MOET OBITh BBIITUCAHO B OJHOM pEIENTe, YCTAHOBICHHOE MPUIOKEHUEM
No 1 x nacrosmemy Ilopsiaky, 3a UCKIIOUEHHEM CIIy4aeB, YKa3aHHBIX B MyHKTax 16
u 25 nacrosimiero ITopsiaka.

15. Ilpy Ha3HAY€HWU JIEKAPCTBEHHBIX MPEMapaToB, BKIIOUEHHBIX B IMEpPEYCHB
I[IKY, nmo3a KOTOpbIX NPEBBIIAET BBICIIMKA OJHOKPATHBIM IIPUEM, MEAWLIMHCKUU
pabOTHUK 00O03HAayaeT 03y J3TOro JIEKAPCTBEHHOrO IMpenapara B peLENTe
Ha OyMa)XHOM HOCHTEJIE€ MPONUCHIO C MPOCTABICHUEM BOCKIMLATEILHOTO 3HAKa
1 (WIK) TPOCTABIISIET BOCKJIMIATENbHBIA 3HAK MpU opopMiieHHH perenta B gopme
AIEKTPOHHOTO JOKYMEHTA.

16. Konu4yecTBO Ha3HAYEHHBIX JICKAPCTBEHHBIX IMPENapaToB, BKIIOUYCHHBIX
B niepeueHs [IKY, npu okazaHuu namnveHTaM, HyKJaIOMKUMCS B JJIUTEIIHHOM JICUCHUH,
MEPBUYHOM MEIUKO-CAHUTAPHOM MOMOIIM W NAJUIMAaTUBHOM MEIMUIMHCKOM NOMOIIU
MOKET OBITh yBEIMYECHO HE Oojiee yeM B 2 pa3a MO CPaBHEHUIO C KOJUYECTBOM
HApKOTHYECKUX CPEJICTB WJIA TICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh
BBIIIHUCAHO B OJHOM pELENTE, YCTAHOBJIEHHBIM mpuiioxeHuemM Ne 1 Kk HacTosimemy
[Topsnxy.

B caywasx, mnpemycMOTpeHHBIX ab3aleM TEpBbIM HACTOSIIETO IYHKTA,

“MMommynxr 5.2.171(1) IMonoxenus o MuHKHCTEpCTBE
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Ha perenrax Ha OyMa)XHOM HOCHTENe Mpou3BoauTcsa Haamuch «llo crmerumanpbHOMY
HA3HAYEHUIO», OTAEIbHO 3aBEpPEeHHas TMOJANUCHI0 MEIUIMHCKOrO0  pabOTHHKA
U TeYaThl0 MEAMIIMHCKON opraHu3anuu «Jias peuentoB», Ha perentax B (opme
AJIIEKTPOHHOTO JOKYMEHTa MPOU3BOJIUTCA O0TMeTKa «[lo crieruanbHOMY Ha3HAUYECHUIO»
C TMPOCTABJICHHEM YCUJICHHOM KBaIM(PUIUPOBAHHOW DIEKTPOHHOM  MOJIMUCHU
MEIUIMHCKOTO pabOTHUKA.

17. CoctaB neKapCTBEHHOIO Mpemnapara, JiekapcTBeHHas (opma u odpaiieHue
MEIUITMHCKOTO paboTHUKA K ¢apMareBTUIeCKOMy pabOTHHKY 00 OTITyCKe
JIEKapCTBEHHOTO TIpernapara OGOPMIIIOTCS Ha JIATUHCKOM SI3BIKE B POAUTEIHHOM
najexe, 3a UICKI0UeHnEeM 0OpMIICHHUS PEIIENTOB B (hOpME SJIEKTPOHHOTO IOKYMEHTA.

[Ipu odopmieHNM penenTypHbIX OJaHKOB JOMYCKAeTCS HCIOJIb30BaHUE
cokparienuii (mpunoxenne Ne 2 k Hactosemy [lopsiky).

[Ipy Ha3HaYeHUU JIEKAPCTBEHHOTO MpernapaTa HE JOMYCKAETCs COKpalleHUE
ONIM3KUX 10 HAUMEHOBAaHUSAM HHIPEAUCHTOB, COCTaBIAIONIMX JIEKAPCTBEHHBIN
rpenapar, He MO3BOJIAIONIMX YCTAaHOBUTH, KAKOW MMEHHO JICKAPCTBEHHBIM Mpernapar
Ha3HAYEH.

18. Cnoco6  mpuMeHeHusi  JEKapCTBEHHOIo  Mpernapara  00O3HayaeTcs
C YKa3aHHMEM JI03bl, YacTOThl, BpPEMEHU IpUEMa OTHOCUTEIHHO CHa (yTpOM,
Ha HOYb) M €ro JJIUTEIBHOCTH, a JJs JIGKQpCTBEHHBIX  IpernapaTos,
B3aUMOJICUCTBYIOIIMX C MUIIEH, — BpEMEHH UX YNMOTPEOJICHNUS OTHOCUTEILHO MprUeMa
MUY (0 €/1bl, BO BPEMSI €]1bl, TTOCJIE €JIbl).

19. [Ipn HEOOXOAMMOCTH HEMEUICHHOTO WM CPOYHOro (B TEYEHHE MABYX
pabounx AHEH) OTIyCKa JIEKapCTBEHHOIO Ipernapara MalMeHTy B BEpXHEW 4YacTh
pelienta Ha OyMa)XHOM HOCHUTEJIE MPOCTABIIAIOTCA 0003HAUYECHUS «Cito» (CPOUYHO) WU
«statim» (HeMeJJIEHHO). AHAJIOTHYHBIE 0003HAYEHUSI TTPOCTABIISIOTCS B BUIE OTMETOK
npu 0OpPMIICHUH perenTa B popMe dJIEKTPOHHOTO JOKYMEHTA.

20. Ilpu odopmiieHHMH Ha3HAYEHHS TOTOBOTO JIEKAPCTBEHHOIO IIpemnapara
B perente Ha OyMa)KHOM HOCHTEIIE WJIU pelente B (opMe JIEKTPOHHOTO JIOKYMEHTA
KOJINYECTBO JEHUCTBYIOIIUX BEHIECTB YKa3bIBA€TCS B COOTBETCTBUM C WHCTPYKIIUEH
10 MEIUIIUHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Ipenapara.

[Tpu odopmiieHnn Ha3HAYEHUS JIEKAPCTBEHHOTO MpernapaTra WHIWBHIYaJIbHOTO
W3TOTOBJICHUSI B perenTe Ha OyMaXKHOM HOCHUTENE WIM penente B QopMme
ANIEKTPOHHOTO JOKYMEHTAa KOJWYECTBO TBEPJbIX U CHIMYy4YHX (hapMaleBTUUECKUX
cybctaniuii ykaspiBaetcsi B rpammax (0,001; 0,5; 1,0), >Kuakux — B MUJUIHIIUTPAX,
rpaMMax u Karisix.

21. Peuentsl Ha OymMa)kHOM HocuTesde, B (hOpME JIIEKTPOHHOTO JOKYMEHTa,
odopmiieHHBIE Ha penentypHoMm OnaHke gopmbl Ne 148-1/y-88 u mpegHa3HaueHHBIC
JUISL OTIyCKa JICKAPCTBEHHBIX MpernapaToB, MPEIyCMOTPEHHBIX MOJAMYHKTaMU 2-5
nyHkta 10 wHactosmero Ilopsiaka, neWCTBUTENBHBI B TedueHue 15 gHeW co aHs
oopMIIEHUS.

22. Penenthl Ha OymMa)kHOM HOcUTesne, B (OpME JJIEKTPOHHOTO JIOKYMEHTA,
oopMieHHBIE Ha perenTypHoM Omanke Gopmbl Nel48-1/y-04(;1) u mpeaHa3HAYCHHBIC
JUISL OTIyCKA JIGKAPCTBEHHBIX IMPENMApaTOB TpakJaHaMm, YKa3aHHbIM B myHKTe 11
Hacrosimero [lopsinka, mecTBuTenbHBI B Teuenwe 30 gHEH co gHSA 0hOpMIICHHUS,
3a UCKJTIOUEHUEM Cly4aeB 0(OPMIICHHUS PEIIeNTa B COOTBETCTBUHU ¢ yHKTamMu 39 u 40
Hactosiero Ilopsiiika, pU KOTOPBIX OH JIEHMCTBUTENICH B TEUCHUHU 15 gHEW co aHs



odopmIIeHuS.

23. Peientel Ha OyMa)XHOM HOCHUTEJE, B (opMe SJEKTPOHHOIO JTOKYMEHTa,
opopMieHHbIE  Ha  peuentypHoM  Omanke — Gopmbl  No  148-1/y-04(xn)
U T[pedHa3HayeHHbIE Ui OTIYCKAa JIEKAPCTBEHHBIX MPENapaToB TIpakIaHaM,
JOCTUTIIUM TIEHCMOHHOTO BO3pacTa, MHBAIMIAM MEPBOW TPYIIIbI, A€TIM-UHBAIUIAM,
a TaKkKe TrpaxJaHaM, CTPAJAOUIUM XPOHUYECKUMH 3a00JIEBaHUSIMH, TPEOYIOIIMMU
JUIUTEIILHOTO KYpPCOBOTO JIEUEHUs, NEUCTBUTENIbHBI B TedeHue 90 gHell co mHs
oopMIIEHUS.

Jlia neyeHUs: XpOHUYECKUX 3a00JEBaHUI yKa3aHHBIM KaTETOpUSAM TpakIaH
JICKapCTBEHHBIE TMpemapaThl ¢ O(QOpMIIEHHEM pelenToB Ha OyMa)XHOM HOCHUTEINe
WIK perenTtoB B (opMe 3IEKTPOHHOTO JOKYMEHTa MOTYT Ha3HayaThCs Ha Kypc
nedenus 10 180 nHew.

24. PerteniTel Ha OyMa)XHOM HOcCHTeNe, B (GOpMe 3JICKTPOHHOTO JIOKYMEHTA,
opopMieHHBIE Ha penentypHoM Onanke dopmbl No 107-1/y u mpenHazHaueHHbIC
JUIsL  OTITyCKa JICKAPCTBEHHBIX TMpENapaToB, MPEIyCMOTPEHHBIX IMyHKTOM 12
Hacrosiiiero [lopsnka, nefictBurensHbl B Teuenue 60 nHer co THS 0hOpMIICHHUS.

[Ipn Ha3HAYEeHUM TOTOBBIX JIEKAPCTBEHHBIX MPENapaTOB M JIEKAPCTBEHHBIX
MpenaparoB HHJIWBUIYAIBHOTO M3TOTOBJICHUSA TMAallMEHTaM ¢ 3a00JeBaHUSIMH,
TPEOYIOIUMH ITUTEIHHOTO KYpCOBOTO JieUeHUs, ¢ 0OpPMIIEHHEM Ha pEelEenTypHOM
omanke @opmbr Ne 107-1/y peunenta Ha OymMaXHOM HOCHUTENEe WM B (opme
AJIEKTPOHHOTO JOKYMEHTa YCTaHAaBIMBACTCA CPOK ICHCTBHS peElenTa B Mpeneiax
710 OJTHOTO TO/a.

B ciydae ycTaHoBIeHHUS CpOKa JEWUCTBUSA PeIleNTa B Mpeeiax 10 OJHOro roja
B perente mpocTaBisieTcss oTMeTKa «[lo cennanbHOMY Ha3HA4YEHHIO», 0003HAYAETCS
CPOK JCHCTBHs perenta U MEePHOAUYHOCTh OTIMYCKa JIEKAPCTBEHHBIX IPENapaToB
W3 alTeYyHOW OpTraHM3aIliy WA WHIUBHUIYAIbHBIM MPEANPUHUMATEIICM, UMEIOIINM
JUIEH3MI0 Ha (PApMaleBTHYECKYIO JEATEIbHOCTh ° (&KEHENEIbHO, €KEMECIIHO
Y WHBbIE TIEPHOJIbI). [[OTOTHUTEIBLHO 3TO yKa3aHUE 3aBEPSICTCS MOJAMUCHIO U MEYATHIO
MEJUIIMHCKOTO pabOTHUKA, a TaKkKe I[eYaThl0 MEIUIIMHCKOW OpraHu3aluu
«ns  peuentoB» (mms perenta Ha OyMaXHOM HOCHTENE) WIM YCHICHHOU
KBATHU(UITUPOBAHHONW SJIEKTPOHHOM TMOJIMUCHI0 METUIIMHCKOTO paOOTHUKA M JIWIIA,
YIOJHOMOYEHHOTO 3aBepsATh JOKYMEHThI OT WMEHHM MEJMIIMHCKON OpraHu3aluu
(nnst perienita B hopMe IEKTPOHHOTO JOKYMEHTA).

25. PenenTsl Ha TPOW3BOJAHBIE OapOUTYPOBOUM KHCIOTHI, KOMOWHHUPOBAHHBIE
JIeKapCTBEHHBIE  Tpemapartbl,  cojAep)Kamue  KoaeuH (ero  comm),  HMHBIE
KOMOMHHPOBAHHBIE  JICKAPCTBEHHBIC  MpemapaTrhl, MOAJEKAIIUE  MPEIMETHO-
KOJIMYECTBEHHOMY Y4ETy, JICKApCTBEHHBIE Tpernaparhl, o0afamnme aHaboInIecKon
AKTUBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (hapMaKOJIOTHYCCKUM JCHCTBHEM,
IUIA JICYCHHs] TAIMeHTOB C XPOHWYECKUMHU 3a00JICBaHUSMH MOTYT O(OPMIISTHCS
Ha Kypc JieueHus 10 60 THen.

B cnydae, xorma kypc jedeHusi cocraBisier Oonee 30 aHEW JONMOJHUTENBHO
B perenrax Ha OyMa)KHOM HOCHUTENE MPOM3BOAUTCSA Haanmuch «llo cmernumanpbHOMY
HAa3HAUYCHUIO», 3aBEPECHHAS TOMANMKCHI0 MEAMIIMHCKOTO pa0OTHHKA ¢ TEYaThIo

5 MMynxr 47 wactu 1 cratbu 12 @exepanbHoro 3akoHa or 4 mas 2011 r. Ne 99-®3 «DenepanbHblii 3aKoH
0 JIMICH3UPOBAHWU OTJENBHBIX BUAOB JesTenpbHOCTH» (manee — DemepampHblii 3akoH Ne 99-03) (Cobpanne
3akoHoIarenbeTBa Poccuiickoit @epeparuu, 2011, Ne 19, cr. 2716; 2020, ct. 31, Ne 5029).
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MEIUITMHCKOW opraHu3anuu «[[ns pementoB», penentax B (opMme DIEKTPOHHOTO
JOKyMeHTa  mpousBoautcs  orMmerka «llo  cmenuanbHOMYy — Ha3HAYEHUIO»,
C TMPOCTABJICHUEM YCUJICHHOM KBAIU(PUIIMPOBAHHOW SJIEKTPOHHOW  IMOIIUCHU
MEIUIMHCKOTO paOOTHUKA U JIUIIA, YIIOJIHOMOUYEHHOTO 3aBEPATh JOKYMEHTBI OT UMEHU
MEUIMHCKON OpraHu3aIHH.

26. Peuent Ha OymaxHOM Hocutene, B (opMe 3IIEKTPOHHOTO JOKYMEHTa,
Oo(OpMJICHHBIN C HapyIIEHUEM YCTAaHOBJIEHHBIX HacToAmuM [lopsnkom TpeOGoBaHMIA,
CUUTAETCS HEICHUCTBUTEIbHBIM.

II. HazHaueHue JIeKapCTBEHHBIX IIPENAPATOB IIPU OKa3aHUU
MEIUIMHCKON IIOMOIIY B CTALIMOHAPHBIX YCIOBUAX

27.1lpn oka3aHMM TMAlMEHTy MEAMIMHCKOW TOMOIIM B CTAallHOHAPHBIX
YCIIOBUSIX Ha3HAUEHHUE JIEKAPCTBEHHBIX INPENapaToB MPOU3BOAUTCA 0e3 odopmiieHus
pelnenta MEAMLHUHCKUM pPAOOTHUKOM €AMHOJIMYHO, 32 MCKJIIOYEHHEM CIIy4aes,
yKa3aHHBIX B IyHKTe 28 HacTosero [lopsaka.

28. CornacoBaHue Ha3HAUYEHUs JIEKAPCTBEHHBIX MPENapaToB C 3aBEIYIOIIUM
OTJECJICHUEM WM OTBETCTBEHHBIM JIEKYPHBIM BpadoM JHOO JApYTruUM JIMIIOM,
YIIOJIHOMOYEHHBIM MPUKA30M TJaBHOTO Bpaya MEIUIMHCKOW  OpraHu3allu,
a TaKxke, NP HAIUYMUH, C BpAauyoM — KIMHUYECKUM (HapMaKoJOroM HEOOXOIUMO
B CIy4asx:

1) omHOBpEMEHHOTO Ha3HAYEHUS TATH W 0OJiee JIGKAPCTBEHHBIX MpENapaToB
OJTHOMY TIAITUCHTY;

2) Ha3HAYCHHUS JIEKapCTBEHHBIX MpenapaTos, HE BXOISTIIAX
B II€PEUYEHb JKM3HEHHO HEOOXOIMMBIX M BaKHEHINMX JIEKAPCTBEHHBIX IIPENaparos®,
Opy HETUIUYHOM TEYEHUHM 3a00JeBaHUsS, HAJIWYUM OCIOKHEHHH OCHOBHOTO
3a0oneBanuss u  (WJM)  COMYTCTBYIOIIMX  3a00jeBaHUM, TIPU  HA3HAUYCHUU
JIEKapCTBEHHBIX MPErnapaToB, OCOOEHHOCTH B3aUMOJICHCTBHSI W COBMECTUMOCTHU
KOTOPBIX COIJIACHO HWHCTPYKLHSM IO HX TNPUMEHEHHIO MPUBOAIT K CHUKECHHIO
s dexTuBHOCTH U O6€30MacHOCTH (hapMaKoTepanuu U (MJIM) CO3AA0T MOTEHIIMAIBHYIO
OTIaCHOCTb ISl )KU3HU U 3/J0POBbBS MALIMEHTA.

B ykazaHHBIX cioyyasx Ha3HA4eHHE JIEKAPCTBEHHBIX MpenapaTroB (PUKCHUPYETCs
B MEIULMHCKON NOKYMEHTAllMW MallMEeHTa U 3aBepsieTCs] MOJIMUCHI0 MEAULHUHCKOIO
paboTHUKA W 3aBEAYIOLIETO OTAENCHHEM (OTBETCTBEHHOTO JAEKYypHOTO Bpada WU
APYTOTo YIOJIHOMOUYEHHOTO JIUIIA).

29. MeauuHCKUA pabOTHUK MEIUIMHCKOW OpraHu3aluu (ee CTPYKTYpPHOTO
MO/Ipa3/IeNICHus), PACIOJIOKEHHON B CEIbCKOM HACEJIEHHOM IYHKTE, OCYIIECTBIISET
Ha3HAYEHUE JICKAPCTBEHHBIX NPENapaToB B CIy4dasiX, yKa3aHHbIX B IMyHKTax 28 u 30
Hacrosuero [lopsaka, eIMHOINYHO.

30.Ilo pemenuro BpauyeOHOW KOMHUCCHU TAIMEHTAM TMPU  OKa3aHUU
UM MEIMIMHCKON MOMOIIM B CTAI[MOHAPHBIX YCJIOBUAX HA3HAYAIOTCS JIEKAPCTBEHHbBIE
mpenapaTsl, HE BKJIIOUEHHBIE B MEPEYCHb XU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIHNX
JIEKapCTBEHHBIX IMpernapaToB, B CJly4yae MX 3aMEHbl H3-3a HHJWBUIYaJbHOM
HENEPEHOCUMOCTH, 10 )KM3HEHHBIM MOKa3aHUSIM.

16 Tynxr 1 cratbu 60 ®exepansuoro 3akona Ne 61-®3 (Cobpanue 3akoHomatenbcTBa Poccuiickoit ®eneparuu, 2010,
Ne 16, ct. 1815; 2020, Ne 29, cr1. 4516).
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Pemenne BpaueOHON kKoMHCCUU (UKCHUPYETCS B METUIIMHCKON JOKYMEHTAIlUU
HalUeHTa 1 )KypHajie BpaueOHONH KOMHUCCHH.

31. B cmyuasx oOcineqoBaHHs W JIEYEHHUS TpakJaHMHA B CTAl[MOHAPHBIX
YCIOBHAX B paMKax IPENOCTABICHUS MEIULMHCKMX YCIyl Ha BO3ME3JHOH OCHOBE
32 CUET JIMYHBIX CPEACTB TPaXAaH, CPEIACTB IOPUIMYECKHUX JMI U HHBIX CPEICTB
Ha OCHOBAaHMHU JIOTOBOpPA, B TOM YHCJIE JOroBOpa JAOOPOBOJIBHOTO MEIUIIMHCKOTO
ctpaxoBaHus ' , eMy MOryr OBIThb Ha3HAueHBl JIEKAPCTBEHHBIE IIPEMApaTh,
HE BXOJSIIME B MEPEUYCHb XKU3HEHHO HEOOXOJWMBIX M BaXXHEHININX JIEKAPCTBEHHBIX
MpernapaToB, €ClIM HMX Ha3HAUYEHUE W TMpPUMEHEHHE OOYCIOBJICHO METUIIMHCKUMU

IIOKa3aHUsIMU.

III. Ha3zHaueHue JIeKapCTBEHHBIX MPENapaToB
IIPU OKA3aHWU NIEPBUYHON MEIMKO-CAHUTAPHON ITOMOIIHU, CKOPOU
MEIULMHCKON ITOMOIIY Y NAJUIMAaTUBHOW MEIUIIMHCKOW ITOMOIIHU

32. IIpu oka3aHUU MEPBUYHON MEIUKO-CAHUTAPHOW MOMOIIM U MaJUTMATUBHOM
MEJUIIMHCKOW TIOMOIIM B aMOyJIaTOPHBIX YCJIOBHSIX HA3HAYEHHUE JIEKApPCTBEHHBIX
MpenapaToB OCYIIECTBISETCA MEIUIIMHCKUM PaOOTHUKOM B CIIy4asX TUIIMYHOTO
TeueHus 3a00JIeBaHuUs TTAIMEHTA UCXO/IS U3 TSHKECTU U XapaKkTepa 3a00JIeBaHus.

33. Ha3znauenuwe JeKapCTBEHHBIX TMpENapaToB IO PEIICHUI0 BpadyeOHOU
KOMHUCCHUU TIPU OKA3aHWUW NEPBHUYHON MEIMKO-CAHUTAPHOW IMOMOIIHM, MAJTMATUBHOU
MEIUIIMHCKOW MOMOIIY B aMOyJIaTOPHBIX YCIOBUSIX MPOU3BOIUTCS B CIIydasixK:

1) OTHOBpEMEHHOTO  HA3HAYCHWS OJHOMY IIallMCHTYy TMATH HW  OoJiee
JICKapCTBEHHBIX TMPENapaToB B TEYEHHWE OJHUX CYTOK WM CBBIIIE JIECATH
HAMMEHOBAHHU B TCUCHUE OJHOTO MECAIIA;

2) Ha3HAYCHHS JICKAPCTBEHHBIX IMPEMapaTOB MpPH HETUIIUYHOM TCUCHHUH
3a00eBaHusl, HAJIWYUU  OCJOKHEHHUIM  OCHOBHOro  3aboneBaHus ©W  (WJIM)
COMYTCTBYIOIIUX 3a00J€BaHWW, MpPU HA3HAYCHUH JIEKAPCTBEHHBIX IMPENapaToB,
OCOOEHHOCTH B3aMMOJICHCTBUSI U COBMECTUMOCTH KOTOPBIX COTJIACHO WHCTPYKIIHSIM
0 MX MPUMEHEHHUIO MPUBOJIAT K CHIDKEHUIO 9(PHEKTUBHOCTH U 0€3011aCHOCTH JICUCHUS
nanveHTa ¥ (WIM) CO3[Ial0T MOTEHIMAJIbHYI0 ONACHOCTh [JISl >KU3HH WU 3J0pPOBbS
MAIMEHTA;

3) MepBUYHOTO HA3HAYCHHS MAIMEHTY HAPKOTHYECKUX M ICHUXOTPOIHBIX
nekapcTBeHHbIX mpenaparoB cnuckoB I m III Ilepeuns (B ciiydae mNpUHATHUSA
PYKOBOJUTENEM  MEAUIIMHCKOM  OpraHu3allid  PeIIeHHs O  HEOOXOJIMMOCTH
COTJIaCOBaHMWSI HAa3HAYCHMS TaKUX JICKAPCTBEHHBIX IIpenapaToB ¢ BpadycOHOM
KOMHCCHEN).

34. TloBTOpHOE Ha3HAUYEHUE HAPKOTHUUECKUX U TICUXOTPOIHBIX JICKAPCTBEHHBIX
npenaparoB cruckoB II u I Ilepeuynss mpou3BOIUTCS MEIUUMHCKUM PaOOTHUKOM
CaMOCTOSITEIIFHO TAIlUEHTaM C BBIPAKEHHBIM OOJIEBBHIM CHUHAPOMOM JIFOOOTO TeHe3a,
HAPYLICHUEM CHA, CYIJOPOXHBIMU COCTOSHUSIMH, TPEBOXKHBIMH PACCTPOUCTBAMHU,
(bhoOusIMU, ICUXOMOTOPHBIM BO30YKICHUEM.

35. [Ipu okazaHuu CKOPOW METUITMHCKOW MMOMOIIH JICKAPCTBEHHBIC MpenapaTsl

" Tocranosnenue Ipasurenscta Poccuiickoii ®enepanun ot 4 oxrsa6pa 2012 r. Ne 1006 «O6 yreepxnenuu Ipasun
MIPEIOCTABJICHNST MEIUIIMHCKUMU OpTaHU3alMsIMH TUIATHBIX MeETUIMHCKUX ycayr» (CoOpaHue 3aKOHOIATENbCTBA
Poccwuiickoit @eneparuu, 2012, Ne 41, cr. 5628).
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HA3HAYAIOTCS MEIUIIMHCKAM pPAaOOTHUKOM BBIC3HOW OpHUTagbl CKOPOW ITOMOIIIH,
MEJIUIIMHCKUM PAOOTHUKOM MEIUIIMHCKON OpraHu3alluy Npu OKa3aHUM MEIUIIMHCKON
NOMOIIM  TpakJaaHaM Mpu  3a00JeBaHMUAX, HECUACTHBIX ClIydasx, TpaBmax,
OTPABJICHUSAX M JIPYTHMX COCTOSHUSX, TPEOYIOIIUX CPOYHOTO METUIIMHCKOTO
BMeEIIIATCIHLCTBA.

I'V. HaznaueHue JeKapCTBEHHBIX IIPENapaToB IPaKIaHaM,
MMEIOIUM MPAaBO HA OECILIATHOE MOJIyYEHUE JIEKapCTBEHHBIX
IIpEnapaToB UM NOJIYYEHUE JEKAPCTBEHHBIX IPENnapaToB
CO CKUJIKOMW, IPY OKA3aHUH MEPBUYHON MEIUKO-CAHUTAPHOU MOMOIIH

36. [Ip okazaHMM TEPBUYHONW MEIWKO-CAHUTAPHOW TIOMOIM Ha3HAYCHHE
MEIUIMHCKUM Pa0OTHHKOM C y4eTOM CTaHAApTOB MEIMIMHCKONM momomu 8
JIEKapCTBEHHBIX IMPENapaToB, OTIYCKAEMbIX OECIUIATHO WJIM CO CKUIKOMW, TpaxKaaHam,
MMEIOIIMM TpaBO Ha oOecnedYeHue JIEKApCTBEHHBIMU TIpenaparaMu 3a CYeT
CpelncTB OIOJKETHBIX AaCCUTHOBaHUM defepalbHOro OropkeTa u - OIOJKETOB
cyonektoB Poccuiickoit deneparuu, OCYHIECTBISETCS Ha pEUENTYpHOM OJaHKe
No 148-1/y-04(x).

[Tpu odopmienun peuenta Ha 61anke Gopmbl No 148-1/y-04(1) Ha OymakHOM
HOcHUTeNe O(QOPMIISIOTCS JIBa DK3EMIUISIpA, OJUH M3 KOTOPBIX OCTAETCA B alTEYHOU
OpraHu3alliu, BTOPOH — B MEUIIMHCKON JOKYMEHTAIIMU MallUeHTA.

37. IIpaBo Ha3HAYATH JICKAPCTBEHHBIC TMPETIapaThl TpakIaHaM, UMEIOIIIM TIPABO
Ha OecCIUIaTHOE TMOJy4eHUE JICKAPCTBEHHBIX IMIpenapaToB WM  IOJIYYCHHE
JIEKapCTBEHHBIX MIPEnapaToB CO CKUJIKOM, TAKKE UMEIOT:

1) memuuuHCKHME paOOTHUKH, padoTarolMe B MEIMIIMHCKOW OpraHu3aiuu
M0 COBMECTHUTEIILCTBY (B Mpeeiax CBOEH KOMIIETEHINN);

2) MEIUIMHCKHE paO0OTHUKH CTAllMOHAPHBIX OpraHU3alMidi  COIMAIBLHOTO
oOCnmy>KMBaHUSl TPU HATWYUKM JIMIICH3UM HA OCYIIECTBICHHUE MEIUIIMHCKON
NEATENBHOCTH ¥ | IpelyCMaTpPHBAIOIIEH BBINOJHEHHE paboT (OKa3aHWE YCIIyT)
M0 OKa3aHUIO0 MEPBUYHOM MEIUKO-CAHUTAPHOM MOMOIIU B aMOYJATOPHBIX YCIOBHSIIX
(HE3aBUCHMO OT BEJIOMCTBEHHOM MPUHAJICKHOCTH);

3) MeAWIMHCKHME paOOTHUKKA MEJAMIIMHCKUX OpraHu3aliuii, OKa3bIBAIOIINX
MEPBUYHYI0 MEIUKO-CAHUTAPHYIO IOMOIlb, II0JIBEIOMCTBEHHBIX (heepaibHbIM
OopraHaM HMCIHOJIHUTEIHHON BJIACTU WM OpraHaM HCTIOJHUTEILHOU BJIACTH CYOBEKTOB
Poccuiickon @enepaiuu;

4) WHAMBHIyaJIbHbIC MPEANPUHUMATEIIN, OCYIICCTBIISIONIMNEC MEIUIIMHCKYIO
NEATeIbHOCTh M BKJIIOYEHHBIE B pEeCTp  MEIMIIMHCKUX  OpraHu3alui,
OCYILECTRIISIONINX  JICSITEIBHOCTE B cepe  00s3aTeIbHOTO  MEIUIIMHCKOTO
CTpaxoBaHUSI.

38. Ilpn Ha3HauYeHWH JIEKAPCTBEHHBIX IMpENapaToB TpakIaHaM, HMEIOIUM
mpaBo Ha OecIUlaTHOE TOJyYeHUE JICKAPCTBEHHBIX TMpENapaToB WA TMOTyYEHUE
JIEKapCTBEHHBIX TPENapaToB CO CKHUJKOW, B PEIENTe yKa3bIBaeTCsa HOMEp TenedoHa,

18 Crarps 37 ®enepansuoro 3akona Ne 323-®3 (Cobpanue 3akoHomatenscTBa Poccuiickoit ®enmepanun, 2011, Ne 48,
cT. 6724; 2018, Ne 53, c1. 8415).

1 Tynxr 46 wactu 1 crateu 12 ®expepansHoro 3axona Ne 99-d3 (Cobpanue 3axkoHomaTenscTBa Poceniickoit eneparyu,
2011, Ne 19, ct. 2716; 2020, ct. 31, Ne 5029).
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0 KOTOPOMY pa0OTHHUK amnTeYHOW OpraHu3alud MpPH HEOOXOAMMOCTH MOXKET
COTJIACOBATh C MEIULIMHCKUM paOOTHUKOM 3aMEHY JIEKAPCTBEHHOIO Npenapara.

39. Ha3HaueHne HapKOTUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB
cnucka Il Ilepeuns (3a HUCKIIOYEHHEM JIEKAPCTBEHHBIX IpPENaparoB B BHJE
TPAHCACPMAJIBHBIX TEPAIIEBTUUECKUX CHUCTEM, a TAK)KE JICKAPCTBEHHBIX IPENapaTos,
coJlepKalllMX HApKOTHYECKOE CPEACTBO B COYETAHUU C AHTATOHUCTOM OIMOMIHBIX
pELEenTOpOB) TrpakJaHaMm, HMEIOLIUM [paBO Ha  OECIUIATHOE  IOJIy4YEHUE
JIEKapCTBEHHBIX  MPENaparoB WIM  IOJYYEHUS JIEKQpCTBEHHBIX  IpPENapaToB
CO CKHJKOW, OCYIIECTBIIsIETCS Ha peuentypHoMm Onanke ¢opmber Ne 107/y-HII,
K KOTOPOMY JOIOJHUTEIBHO OGOPMIISICTCS PELENT Ha perenTypHoM OjaHke (Gopmbl
Ne 148-1/y-04(11) (B 1ByX sK3eMILIsApax mpu oopMICHIH Ha OYMaXXHOM HOCHUTEIE).

40. Ha3HaueHue HapKOTHUYECKUX U TMCUXOTPOIHBIX JIEGKAPCTBEHHBIX MPEMapaToB
ciucka Il Ilepeuns B Buzae TpaHCAEPMAIbHBIX TEPANEBTUYECKUX CHUCTEM,
HAapKOTHYECKUX JIEKAPCTBEHHBIX IpenapatoB crucka Il Ilepeuns, coxmepxkammx
HapKOTHYECKOE CPEJICTBO B COUYETAHWM C AHTATOHUCTOM OIMOWJIHBIX PELENTOPOB,
IICUXOTPONHBIX JIEKAPCTBEHHBIX npenaparoB cnucka III Ilepeuns, nexapCTBEHHBIX
[IpenaparoB, BKIOYEHHBIX B mepedeHb 1IKY, nexkapCTBEHHBIX MpenapaTos,
oOjanaomMXx aHAOOJIMUYECKONM aKTHBHOCTBIO B  COOTBETCTBUM C  OCHOBHBIM
(bapMaKoJOrn4eckuM JecTBHEM, KOMOWHUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparTos,
yKa3aHHbIX B moAnyHkre 3 myHkra 10 u moamyHkre 3 mnyHkTa 11 HacTosmiero
[lopsinka, nmpegHa3HaYeHHbIE IS JIEYEHUS TpakIaH, UMEIOIIMX MMPaBoO Ha OecriaTHOe
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB UM MOJYyYEHHUE JEKAPCTBEHHBIX MPENapaToB
CO CKUIKOHM, OCYHIECTBISIETCS Ha peuentypHblx Onankax ¢opm Ne 107-1/y
u Ne 148-1/y-88, Kk KOTOPBIM JTOMOTHUTENHEHO O(OPMIISETCS PElEnT Ha PEIEeNnTYPHOM
Oomanke Gopmbr Ne 148-1/y-04(;m) (B HAByX »HK3eMIUIIpax Tpu  o(QopMIIeHUH
Ha OYMa)KHOM HOCHTEJIE).

N\
MOANMHHMK 3NEKTPOHHOIO AOKYMEHTa, nognucaxHHoro 3I1,
XPaHUTCS B CUCTEME 31EKTPOHHOIO AOKYMEHTOO60pOTa
MuHucTepCTBa 34paBOOXpaAHEHUS
Poccuiickoit degepaumu.

CBEAEHNA O CEPTU®UKATE 3I1

Ceptudukat: 01D7045F32241A30000000C900060002
Komy BblgaH: [narones Cepreit BnagumMmposuy
[OeiictBuTeneH: ¢ 16.02.2021 go 16.02.2022
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[Tpunoxenue Ne 1
K [lopsinky Ha3HAUEHUS
JIEKapCTBEHHBIX MPEIAPATOB,
YTBEPKJACHHOMY MPUKA30M
MunucTEpCTBA 3PAaBOOXPAHCHUS
Poccuiickon ®enepanuu

oT

KoandecTBo
HAPKOTHYECKHUX CPeICTB UJIM IICUXOTPONHBIX BELIECTB,
KOTOPOE MOKeT ObITh BHINIMCAHO B 0JJTHOM peuenre

2021 1. Ne

Ne MesknyHapoaHoe HeNMaATEeHTOBAHHOE ®opma BbIMyCKa KosanuectBo
n/n HAaHMEHOBAHHE HAPKOTHYECKOIo U 103MPOBKa
U NICUXOTPOIHOT0 JIEKAPCTBEHHOI'0
npenapara
1 Bynpenopdun-+Hanokcon Tabnerku cyOIMHTBaIBHEIC 60 TabneTok
0,2 mr+0,2 mMr (ymakoBka, KpaTHast
Ne 20)
2 Bynpenopdun PacTBop A5 MHBEKLUH, 30 ammyn
0,3 Mr/mit 1 mi (IITPHUI-TIOOMKOB)
3 Bymperopdun TpaHCcAepMaNbHBIHT
TUTIACTBIPh
35 Mkr/4ac 20 mnacteipeit
52,5 MKr/4ac 10 mnacTeipeit
70 mMKr/gac 5 muacTeipen
4 Juruapokoaens Tabnerkn
NPOJIOHTMPOBAHHOTO
JICHCTBHS 40 TabneTok
60 mr 30 TabneTox
90 mr 20 TabneTox
120 mr
5 Mopdun PactBop miist HHBEKIIHA,
pacTBOp 151 HOJKOXKHOTO 20 ammyn
BBEJICHHUS (ILmpUI-TIOOUKOB)
10 mr/ma 1 mn
6 Konennt+MopountHockanuu+IlanaBepun PacTBop 47151 MOAKOXXHOTO
+Tebaun BBEICHUA 20 ammyn
0,72+5,75+2,7+0,36+0,05
mr/ma 1 Mo
1,44+11,5+5,4+0,72+0,1
mr/ma 1 M
7 Tpumenepuuu Tabnerku 25 mr 50 tabneTok
8 Tpumenepuun

PacTBop nns unbexkuuii
10 mr/mit 1 Mo

20 mr/mit 1 mn

20 ammyn

(ImpUI-TIOOMKOB)



9 Mopdun Tabnerku (kancymbr)
MPOJIOHTUPOBAHHOTO
CHCTBUS 180 Tabun. (karc.)
10 mr 60 Ta61. (karic.)
30 mr 40 tabu. (karc.)
60 mr 20 Tab1. (karic.)
100 mr 20 Tab1. (Karic.)
200 mr
10 Mopdun TabneTku
SwMr 100 tabnetox
10 mr 100 Tabnerox
11 Mopduna Karmmm s mpuema BHYyTpB
20 mr/mn 20 ma 4 pnakona
12 Mopdun PactBop ans nmpuema
BHYTPH (MOHO/IO3BI)
2 Mr/MA S MIT 100 ammyn /3
6 Mr/MI 5 M 80 ammys 11/
20 mr/mi 5 M 30 ammyx /3
Tabnerku
13 Oxcukonon-+Hanokcon IPOJIOHTMPOBAHHOTO
ACHCTBHA 100 Tabnerox
S Mr+2,5 Mr 60 TabmeToK
10 Mr+S5 Mr 40 TabyeTok
20 Mr+10 mr 20 TabieTok
40 mr+20 mr
14 [TpormmoHnUheHNIA TOKCUA THITTUTIEPUIIH Tabnetku 3ameunsie 20 Mr 50 Tabnerox
15 DeHTaHuI TpancnepmanbHas
TepareBTHYeCcKasi CHCTeMa
12,5 Mkr/9ac 20 mutacTeIpeit
25 MKr/4ac 20 mnacTeipeit
50 Mkr/4ac 10 mnacteipeit
75 mxr/gac 10 mmacteipen
100 mMxr/4yac 10 nnacteipeit
16 denrannn TabeTkn NONbA3BIYHBIE
0,1 mr
0,2 mr
0,3 mr 50 TabmeTok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHuI Crpeit Ha3aIbHBIH

dnakon 50 MKkr/no3a

2,0 M (10 mo3)
3,2 mi (20 no3)
5,0 mu (40 no3)

®diakon 100 MKr/mo3a

2,0 M (10 mo3)
3,2 M (20 103)

24 ¢nakona
12 ¢pnakonos
6 bmaxoHOB

12 pnakonoB
6 dbakoHOB
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5,0 M1 (40 no3) 3 dnakona
®naxon 200 MKr/no3a
2,0 M (10 mo3) 12 ¢pmakoHOB
3,2 M (20 mo03) 6 ¢urakoHOB
5,0 ma (40 no3) 3 ¢nakona
18 Byropdanon PactBop ans uHbEKIMN
2 mr/mi 1 M 20 ammyn
19 HanOydun PactBop 11 HHBEKIHIA
10 mr/mi 1 M 50 amnyn
20 mr/ma 1 M 25 ammyn
20 denobapouTan TabneTku
Swr
50 mMr 50 tabneTok
100 mr
( )

MoANMHHWUK SNEKTPOHHOIO AOKYMEHTA, nognucanHoro 3I1,
XPaHWUTCS B CUCTEME 3/1EKTPOHHOIO AOKYMEHTOO60pOTa
MuHuCTepcTBa 34paBOOXPaAHEHMS
Poccuiickoi depepauum.

CBEJEHNA O CEPTU®UKATE 3I1

Ceptudumkat: 01D7045F32241A30000000C900060002
Komy BblgaH: [narones Cepreit Bnagummposuy
[eicteuTeneH: ¢ 16.02.2021 fo 16.02.2022




[Tpunoxenne Ne 2
K [lopsinky Ha3HAUEHUS
JIEKapCTBEHHBIX MPEIAPATOB,
YTBEPKJACHHOMY MPUKA30M
MuHucTEpCTBA 3PAaBOOXPAHCHUS
Poccuiickon @enepanuu

oT

2021 1. Ne

CnpaBodHO

PeKOMeHIIOBaHHI)Ie K HCIMOJIB30BAaHHUI0 COKPAIlCHUSA

npu o(popMJICHUM pelenToB

15(_;1 Coxpainenue [TonHOE HanKMCcaHue I[Tepeson

1. aa ana 0, MOPOBHY

2. ac., acid. acidum KUCIIOTA

3. aer. aerozolum a’po30J1b

4. amp. ampulla amItyJia

5. ag. agua BOJIA

6. aq. purif. aqua purificata BOJIa OUHUIIICHHAS

7. but. butyrum macio (TBepaoe)

8. caps. capsula Karcysa

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

o | o D (Detur, Dent) B Tyt oo

| bs Da, Signa Hyors Sy g
Detur, Signetur OBosHAtCHO

12. D.t.d. Da (Dentur) tales doses Beinalt (Tycte Gyay Beinans)

TaKue J03bl

13. dil. dilutus pa3BeeHHBIN

14, Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTu

15. emuls. emulsio OMYITBbCHUS

16. extr. extractum DHCTPAIT, BRI

17. F. Fiat (fiant) ITycts 0Opasyercs (0OpasyroTcs)
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18. gran. granulum rpaHyJIbl
19. ot., gtt gutta, guttae Karuis, Kari
20. gtt. peror. guttae peroralis KaIlTu JIJIs IpueMa BHYTPh
21. inf. infusum HACTOM
22. in amp. in ampullis B aMITyJiax
23. in tab. in tab(u)lettis B TaOJIETKax
B TabJIeTKax
24, in tab. prolong. in tab(u)lettis prolongatis C MPOJIOHTHPOBAHHBIM
BBICBOOOXKICHHEM
B Ta0JIeTKax
in tab. prolong. . . . ) C MPOJIOHTHPOBAHHBIM
25. P g in tab(u)lettis prolongatis obductis P P
obd. BBICBOOOICHHEM, TOKPBITHIX
000J109KOH
26. lin. linimentum JKUIKAs Ma3b
27. lig. liquor KHUJIKOCTh
28. lot. lotion JIOCHOH
29. m. pil. massa pilularum MWTIONIbHAS Macca
30. membr. bucc. membranulae buccales TUICHKH 3alIeYHbIe
. . C 7
31. M. Misce, Misceatur Mettan
(ITyctp Oyzer cMmeriaHo)
32. mixt. mixtura MHUKCTYpa
33. N. numero YUCIIOM
34. ol. oleum Macyio (GKUIKOE)
35. past. pasta nacTa
36. pil. pilula, pilulae TTUJTEOJTSL, TIMITEOJIA
37. p. aeq. partes aequales paBHBIE YACTH
38. ppt., praec. praecipitatus OCaXKICHHBII
39. pulv. pulvis MIOPOIIIOK
. c 0
40. g.s. quantum satis KOJBKO HOTPEDYCTCEA,
CKOJIBKO HAJI0
41, r., rad. radix KOPCHb
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42. Rp. Recipe Bozbpmu

43. Rep. Repete, Repetatur HOBT?;S;’;;@’IIGT

44, rhiz. rhizoma KOPHEBHUIIIE

. S Signa, Signetu Ofomas (yers Gyser

46. sem. semen cemst

47. simpl. simplex IPOCTOM

48. Sir. sirupus CHpOII

49, sol. solutio pacTBop

50. sol. peror. solutio peroralis pacTBOp IS IPHEMa BHYTPb

ol. spr. spray cripei

52. Spr. nas. spray nasale cpel Ha3aIbHBINA

53. supp. suppositorium cBeYa, CYIIO3UTOpUit

54, susp. suspensio CYCIICH3HSI, B3BECh

55. tabl. tab(u)letta tabaeTKa

56. t-ra, tinct. tinctura HacToHKa

Systemata TpancnepmanbHas

57. STT Therapeutica TepaneBTuyeckas
Transcutanea Cucrema

58. ung. unguentum Ma3b

59. Vitr. vitrum CKJISTHKA

~
MOANMHHUK 3NEKTPOHHOIO AOKYMEHTa, nognucaHHoro M,
XPaHUTCSl B CUCTEME 3/IEKTPOHHOMO AOKYMEHTO060pOoTa
MWHUCTepCTBa 34paBoOOXpaHEHUs!
Poccwiickoi depepaumm.

CBEAEHNA O CEPTU®UKATE I

Ceptucdmkat: 01D7045F32241A30000000C900060002
KoMy BblgaH: Tnarones Cepreit Bnagumvposuy
[eictuteneH: ¢ 16.02.2021 go 16.02.2022




[Tpunoxenue Ne 2
K Ipukazy MUHUCTEPCTBA 3paBOOXPAHECHUS
Poccuiickon denepanuu
OT No

dopMa cienuaJIbHOro peuentypHoro oganka Ne 107/y-HII

MuUHUCTEPCTBO 3APABOOXPAHECHUS Kox ¢hopmser mo OKY /]
Poccutiickoit ®enepanun MenuuuHcKas JOKyMEHTALU
®opma Ne 107/y-HII,
YTBEpKIECHHAs IPUKA30M
MunucTepcTBa 3paBOOXpaHEHHS
ITaMII MEJUIMHCKONW OpraHnu3anuu Poccniickoit ®enepanuun
oT Ne

PELIEIIT

| | |
C Ne
eoms [ 11 [ 1o | L1

n n 20_ T.
(mara BBINHMCKH peLenTa)

(B3pOCIBIH, IETCKUN - HYKHOE OTYEPKHYTh)

®.1.0. nanuenra
Bo3spacr
Cepus 1 HOMEp MoJUca 003aTEIHHOTO MEIUIIMHCKOTO CTPaXOBaHUS
Homep MeaMIIMHCKOM KapThl
®.1.0. Bpaua

(penpamepa, akymepkm)

[Toanuce n nuuHas nevaTs Bpada
(mogmuck Qenpamiepa, aKymepkH)

M.IL
®.1.0. 1 noanuch ynoJIHOMOYEHHOTI'O JINLA MEAUIIMHCKON OpraHU3aliu
M.IL
OTmeTKa anTeyHOW OpraHu3aiui 00 OTIyCKe
®.1.0. n noanuch pabOTHUKA alTEUHON OpraHu3aluu
M.IL

Cpox nevictBus perenta 15 qHei



®opma peuentypHoro 6sanka Ne 107-1/y

MuHHCTEpPCTBO 31paBOOXPAHEHUS Kox dopmer mo OKY /L

Poccuiickoit deneparuu Kona yupexnaenus no OKITO
MeaunuHckas J0KyMEHTalHs

HaunmenoBanue (mramin) ®opma Ne 107-1/y

MEIUIIMHCKONW OpraHu3aiuu YTBepkaeHa NpUKa3oM

MuHucTepcTBa 3[paBOOXpaHEHUS
HaunmenoBanwue (mramir) Poccuiickoit ®eneparuu
WHJMBUIYAJIbHOTO MPEITPUHUMATEIS oT Ne

(yka3ath agpec, HOMEp | JaTy JUICH3HH,
HaMMEHOBAHHE OpPTraHa roCy1apCTBEHHOMN BIACTH,
BBIJIABILIETO JIMIICH3HIO)

PELIENIT

(B3pOCIBIi, NETCKUI — HY’KHOE TOAUYEPKHYTh)
« » 20 r.

damMunys, MHULMAIBI IMEHH U OTYECTBa (TIOCeIHEee — TP HAJTUUUH)
nanyeHTa

Hata poxneHus
damMunys, MHULMAIBI IMEHH U OTYECTBa (TIOCeIHee — TP HAJTUUUH)
neyaliero Bpava (Qenpamepa, akymepKku)

pyO.|xom.| Rp.

ITonnuce
Y MeYaTh JIeyallero Bpaya M.II.
(moxamuck denpamepa, akymepKn)

Peuenr neiictButenen B reyenue 60 nuei, no 1 romga ( )
(HyXHO€ IO TYEPKHYTH) (YyKa3aTb KOJIMYECTBO MECSIIEB)

O6opoTHas cTopoHa

OTMeTKa O Ha3HAYEHUU JIEKAPCTBEHHOT'O
mpemnapara 1mo penieHuIo BpaueOHOH KOMUCCHHT

IIpurorosuin IIposepui OtnycTun
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dopma peuentypHoro 6;1anka Ne 148-1/y-88

MUHHCTEPCTBO 3APABOOXPAHCHHUS

Poccuiickoii denepariuu Koxa popmer mo OKVY /] 3108805
MenunuHcKkas TOKyMeHTaIus
HaumenoBanue (rami) ®opma Ne 148-1/y-88
MEIUIIMHCKOW OpraHu3aiun VYTBepkieHa MPUKA30M
MunucTepcTBa 3[paBOOXpaHEHUS
HaumenoBanue (mmrami) Poccuiickoit @enepannu
WHIUBUIYABHOTO MIPEANPUHUMATENS oT No

(ykazatp agpec, HOMep U ATy JHUICH3HH,
HalMEHOBaHUE OpraHa roCyJapCTBEHHOM BIIACTH,
BBIJIABIIIETO JTUIIEH3HIO)

[ 1 1 1

cepps [ 111 [ e D11 10T
L1 LI LI LI
« » 20 T

(mata oopmneHus-perenTa)

PELIEIIT

(B3pOCIHBIH, IETCKUI - HYKHOE TIOJYEPKHYTH)

damunusi, MHUIUAIBI UIMEHHU U 0TYeCTBa (MTOCeIHee — IPU HATUYHIH)
MalKeHTa

Hata poxxneHus

Anpec mecra jkWTenbcTBa WM No MEAWIIMHCKON KapThl amOylaTOPHOTO TMAIMeHTa, MOydYalollero
MEIUIIMHCKYIO TTIOMOIIb B aMOYJIaTOPHBIX YCIOBUSIX

damunus, HHUIMAIBI IMEHH U OTYeCTBa (TOoceIHee — IPH HATUYWH )
Jievaniero Bpayva (¢enpauepa, akyIepKu)
Pyo0. Korm. Rp:

IToanuck u nevaTsk Jieyaiiero Bpaya M.II.
(moanuck denpamepa, aKymepKu)

Peuient pgeiictBuTenieH B TeueHue 15 mHen

O6opoTHas CTOpoHa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
mpernapara 1o peleHnIo BpaueOHoi KoMICCuT

IIpuroroBun [Iposepun OtnycTun
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®opma peuentypHoro 6sianka Ne 148-1/y-04(:1)

MuHUCTEPCTBO 3APaBOOXPAHEHUS YTBEPXIEHA
Poccutickoit @eneparin MECTO U IITPUXKOOA® prka3oM MuHHCTEpCTBa
3JpaBOOXPaHEHUSA

Poccuiickoit ®enepanuun
oT«__ » 2021 r. Ne

Iramn
Kox
MEIUIMHCKOM OpraHu3aiuu

Kog
UHAUBUAYAJIBHOT'O IIPEANIPUHUMATEIIS

Kon dopmer mo OKY [ 3108805
®Dopma Ne 148-1/y-04(x)

Kopn xareropun VcrouHuk ¢puHAHCUPOBAHUS:
rpakaaH Kon nozonoruueckoit Gpopmsr (MOAYepKHYTS) % OILIaThL:
(o MKB) (TOmYepKHYTE)
1.®enepainbHblil Or0KET
2. Bromker cyObeKTa Poccuiickoit | 1. BecrmatHo
Denepaunu 2.50 %
3. MyHHULIUTIATBbHBIN OFO/KET 3. uHou %
PEHEHT Cepus Ne Jarta oopmiieHus: 20 T
q)aMI/IJ'II/ISI, MHULOHaJIbl UMCHHU U OTYCCTBA (nocne/:[Hee — [Ipu HaJ'II/ILII/II/I)
nanueHTa Harta poxxneHus
CHUIJIC
Ne nmonuca
00s13aTeILHOTO
MEIUILUHCKOTO
CTPaxOBaHUS:

HOMep MGI[I/IHI/IHCKOﬁ KapThI MalfMeHTa, noJIydaromero MEAUIMHCKYO ITIOMOIIb B aM6y.]'IaTOpHBIX YCIIOBUSAX

damuvs, HHAIHAIBI UMCHH U OTYecTBa (TOCIEeIHEE — TP HATTUIHH)
nevaniero Bpaya (Qespmepa, akymepKu)
Pyo0. Kor. R o

[Toamuce U neyars Jieyanero Bpada
(moanuck denpamepa, aKymepKu) M.IL

Penent neiictBurenen B Teuenue 15 queit, 30 qaeit, 90 qHei (Hy»KHOE MOTIEPKHYTH)

"""""""" (33HOJ’IHHGTC$I crienuaJIuCcToM anTeYyHOM OpFaHI/I3aHI/II/I) TETmTEEEEEE e T
OTnynieHo no penenty: Toprooe HauMeHOBaHUE U JO3UPOBKA:
Hara otmmycka: « _ » 20 T KomnmuecTBo:
IIpuroroBui: [Tposepu: OtmycTui:
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Kopernok perentypHoro 6jgaHka Croco6 mpUMeHEHHMS:

HaunmenoBanue [IpoomKUTENEHOCTD JHEeH

JICKapCTBEHHOTO TIperapara:

Jo3upoBka: KonmvecTBO MpueMoB B JICHB: pas
Ha 1 npuem: eq.

<*> B ciy4ae U3roTOBJICHUS PEHENTYPHOTO OJaHKa C UCTIOIB30BAaHIEM KOMIBIOTEPHBIX TEXHOJIOTHI

O6opoTHas cTOpoHa

OTMeTKa 0 Ha3HAYCHUU JICKAPCTBEHHOT'O
rpernapara 1o pereHuIo BpaueOHO KOMUCCUT

IIpurorosun

IIposepun

OtnycTun

4 )
MOANMHHUK 3N1EKTPOHHOMO AOKYMeHTa, noanmcaHHoro 3N,
XPaHUTCS B CUCTEME 3/1EKTPOHHOIO JOKYMEHTOO60pOTa
MuHWcTepcTBa 34paBoOXpaHeHNs
Poccuiickoit degepaumn.

CBEAEHUA O CEPTU®UKATE 2I1

Ceptudmkat: 01D7045F32241A30000000C900060002
Komy BblgaH: [narones Cepreit BnagumMmposuy

K,£|,6317|o:rEslleeJ1eH: € 16.02.2021 po 16.02.2022




[Tpunoxenue Ne 3
K Ipukazy MUHHCTEPCTBA 3paBOOXPAHECHUS
Poccuiickon denepanuu
OT No

HOpﬂI[OK Oq)OpM.]IeHI/IH PeuenTYPHBIX 0JIAHKOB Ha JEKApPCTBCHHLIC IIpEnapaTbl,
X U3TOTOBJICHUSA, pPaCclipeacacHusi, pErucrpanum, yuera 1 XpaHeHHUs

I. Opopmrenue perenta Ha OyMa)KHOM HOCHUTEIIE

1. Ha penentypubix Omankax ¢opm Ne 107/y-HII, Ne 107-1/y, No 148-1/y-88
u Ne 148-1/y-04(;1) B 1€BOM BEpXHEM YTy MPOCTABISAETCA MITAMI MEIULIUHCKON
OpraHu3allid C YKa3aHHEM €€ HauMEHOBaHus (A1 peuentypHoro OnaHka
No 107/y-HII — ¢ ykazaHueMm MOJHOTO HAaMMEHOBAaHUSI MEAUIIMHCKON OpraHu3aluu),
aagpeca u TenedoHa C JaTod  BBINUCKU  (maTtod  odopmiieHus) perenta
Ha JICKapCTBEHHBIN Mpenapar.

JononHuTtenbHO Ha penentypHoMm Omanke Qopmer  Ne  148-1/y-04(i)
IIPOCTABJISIETCSL  KOJ MEIWLMHCKOM OpraHu3allid B COOTBETCTBHM C (OCHOBHBIM
rocyJapCTBEHHBIM PErHUCTPAllMOHHBIM HOMepoM (nanee — OI'PH).

Cepust peuentypHoro Oinanka ¢dopmbel Ne 148-1/y-04(;1) BKIIOYAET KO
cyorekra Poccuiickoit ®Penepaniid, COOTBETCTBYIONIMI JBYM TEPBBIM Idpam
Ob1epoccuiickoro kiaccupukaropa 00bEKTOB aIMUHUCTPATUBHO-TEPPUTOPHAIIBHOTO
nenenus (nainee — OKATO).

Paspemaercs wu3rotaBnmuBath penentypHsle Omanku ¢dopmer Ne 107-1/y
u (popmbl Ne 148-1/y-04 (J1) ¢ TOMOUIBI0 KOMITBIOTEPHBIX TEXHOJIOTHI.

2.Ha  penentypubix  OnaHkax,  o(QOpMIISIEMBIX  WHIWBHUIYAIbHBIMU
MPEANPUHUMATENSIMA, HMMEIOIIUMHU JIMUEH3UI0 Ha MEIULUHCKYI0 JAESTEIbHOCTD,
B BEpXHEM JIEBOM YIUIy TUIOTPa(CKUM CIOCOOOM WIIM MyTEM MPOCTaBIICHUS LITaMIIa
JOJDKEH OBITh yKa3aH aJpec HHAWBUAYAJIbHOTO NpeAlpUHUMATENs, HOMEp U JaTra
JWIIEH311, HAUMEHOBAHUE OpraHa rocyJapCTBEHHOM BJIACTH, BBIAABIIETO JIULIEH3UIO.

3. Peuentypusie Omanku ¢dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(;1) 3anmoqHSAIOTCS MEIUIIMHCKUM PaOOTHUKOM pa300pyYMBO, YETKO,
YEPHUWIAMU WJIY [APUKOBOU PYUYKOM.

4. JlommyckaeTcsi 0pOopMIIEHHE BCEX PEKBU3UTOB (32 MCKIIOUEHHWEM PEKBH3UTA
«Ilogmuck newamero Bpaya (moAmuch GenpAmiepa, aKymepkh») perenTypHBIX
6mankoB (opmer Ne 107/y-HII, ¢opmber Ne 107-1/y, dopmer Ne 148-1/y-88 u dhropmsl
No 148-1/y-04 (;1) ¢ UCcTIOIB30BAHUEM MEYATAIOIINUX YCTPOUCTB.

5. Opopmnenne penentypHbix OnaHkoB ¢Gopmbl No 148-1/y-04(i1) BriaroyaeT
u(ppoBOE KOAUPOBAHUE.

[uppoBoe KoaMpOBaHKE YKA3aHHBIX PELIENTYPHBIX OJIAHKOB BKIIIOYAET:

1) xox wmemunumuckor opranuzaiud (OI'PH) wimum koa WMHIWBUAYATBHOTO
NpeANpUHUMATENIE B COOTBETCTBUU  C OCHOBHBIM  T'OCYJIapCTBEHHBIM
PETUCTPAllMOHHBIM HOMEpPOM HMHAMBUIYAIBHOTO MpeanpuHumMarens (paisee —
OI'PHUII), mpocTaBnsieMblii IpH U3TOTOBJICHUH PELICTITYPHBIX OJaHKOB;
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2) KOl KaTeropuM Tpa)KJaH, UMCKOIIUX MPaBO Ha MOJYYCHHE JICKApCTBCHHBIX
npenapaTtoB B COOTBETCTBUU cO cTaThel 6.1 deaepanbHoro 3akoHa ot 17 utomns 1999 r.
No 178-®@3 «O rocyaapCTBEHHOM COIUAIBHOM noMoImu» !, U KOJ HO30JO0rMYECKOH
dbopmbl 10 MeXTyHApOJIHOM CTAaTUCTUUYECKOW Kiaccudukaiuend Oose3Hei (manee —
MKB), 3amonHsieMbIe JIedanM BpaduoM IyTEM 3aHECEHUs Kaxaou MUQPHI B MyCThIC
SAYEUKH, TP ITOM TOUYKA IIPOCTABISAETCSA B OTAEIBHOU YEUKE;

3) ormetka 00 wucTouHWKe (uHaHCHpoBaHUs ((denepanbHbii Oromker [1],
Ooromker cyobekta Poccuiickort ®Depepanmm [2], MyHUIIUMNAIBHBIN Oromker [3])
Y TIPOIICHTE OIuIaThl perenTa (oecruiaTao [1], 50% [2], uroit % [3]);

4) WTPUX-KOJI — JONOJIHUTEIBHBIA PpPEKBU3UT (B CJlydae H3TOTOBICHUS
Ha TeppuTopun cyOwekta Poccuiickoit ®enepanuu  peuentypHoro OiaHka
C MCIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJOTHA).

6. B peuentypuom 6manke ¢popmbl Ne 107/y-HII B crpokax «®.M1.0. nmarueHTa
u «Bo3pact» yka3piBaloTCs MOJHOCTBHIO (haMUIusl, UMsI, OTUECTBO (IIOCIIEIHEE — MPU
HaJMYMH) TTAIUEHTA, €ro BO3pacT (KOJIMYECTBO MOJHBIX JIET).

7. B peuentypubix 0mankax Gopm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(:1)
B rpade «DaMuiausi, MHUIMATIBI UMEHU W OTYecTBa (TIOCIEIHEE — MPU HATUYHH)
MalKeHTa» yKa3bIBalOTCS (paMuiivs, WHUIMAIBI UMEHU M OT4YecTBa (MPU HAJIUYMUH)
MalMEeHTA.

8. B penenrrypabpix 6mankax ¢opm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04()
B rpade «/lata poxaeHus» yka3blBaeTcs JaTa pOXKACHHS MHalueHTa (YUcio, MeCHILl,
roju).

JlononHuTeNnbHO B penenTypHbIX OnaHkax (opmbel Ne 148-1/y-88 u ¢popmbl
Ne 107-1/y nns nereii B Bo3pacte A0 1 rona B rpade «Jlata posxaeHus» yKa3bIBaeTCs
KOJINYECTBO IMOJHBIX MECSIIEB.

9. B penentypuom Omanke popmer Ne 107/y-HII B ctpoke «Cepust u HOMED
noyiuca 0053aTeIbHOTO MEIUIIMHCKOTO CTPaxXOBaHUS YKa3bIBACTCS HOMEDP TOJMCa
0053aTEILHOTO0 METUIIMHCKOTO CTPAXOBaHUS MaIMeHTa (MPU HATHUYHHN).

10. B penentypubix Omankax (opmbl Ne 148-1/y-04(;1) B rpadax «CHWIICy»
u «Ne mosca 00s3aTEIbHOTO0 METUITMHCKOTO CTPaXOBaHUS YKA3bIBAIOTCS CTPAXOBOU
HOMEP MHAMBUAYAJBHOTO JIMIEBOrO cuera rpaxnanuHa B IleHcuoHHoM (oHae
Poccuiickoit @enepanuu (CHWJIC) (mpu Hanmuuuu) 1 HOMEp moJiica 00s13aTeIbHOTO
MEIUIMHCKOTO CTPAXOBAHMS.

11. B peuentypHom Onanke ¢opmer Ne 107/y-HIT B ctpoke «Homep
MEJIUIIMHCKOM KapTh» yKa3bIBA€TCSl HOMEpP MEIUIIMHCKON KapThl TAlUCHTA,
MOJIyYaroUIero MEIMIMHCKYI0 MOMOIIb B amMOYJIaTOPHBIX YCJIOBUSIX, WM UCTOPUU
0OJIe3HM TAIMEHTA, BEITUCHIBAEMOTO U3 METUITMHCKOW OpTraHU3aIliH.

12. B peunentypubix Omankax (opmber Ne 148-1/y-88 B rpade «Aapec mecra
KUTENbCTBA WJIM HOMEpP MEIUIMHCKOM KapThl MAllMEHTa, MOJYYarollero
MEJUITMHCKYIO TIOMOIIh B aMOyJIaTOPHBIX YCIOBHSIX», YKa3bIBa€TCS aapec MecTa
KUTEIHCTBA (MeCTa MpeObIBaHUS WM MecTa (HDaKTUUECKOTO MPOXKUBAHHWS) TAIMEHTA
WM HOMEpP MEAUIMHCKON KapThl MAIlMEHTa, MOJYyYarollero MEIUIMHCKYI0 MOMOIIb

! Cob6panne 3axononarenscTsa Poccuiickoit ®enepanun, 1999, Ne 29, cr. 3699; 2020, Ne 52, cr. 857.



B aMOyJIATOPHBIX yCIIOBHAXZ.,

B penentypueix  Omankax  ¢opmbel  Ne  148-1/y-04(nm) B  rpade
«Homep MeAMIIMHCKOM KapThl MalMEHTa, MOJYYaIOIIET0 MEAMIIMHCKYI0 MOMOIIb
B aMOyJIaTOPHBIX YCIOBHUSAX» YKa3bIBACTCS HOMEpP MEIMUIMHCKOM KapThl MAIlMEHTA,
TIOJIy4arOIIEr0 MEIUIMHCKYIO OMOIIb B aMOYIaTOPHBIX YCIOBHUSX®,

13. B peuentypHom Onanke ¢gopmbl Ne 107/y-HII B ctpoke «®.M.O. Bpaua
(penpammiepa, akymepkH)» YyKa3bIBaeTCs TMOJHOCTHIO (aMUUs, HMs, OTYECTBO
(mocnenHee — mpu HamU4MK) Bpaya ((enpamepa, aKymepKa), BBIMUCABIIETO PEHenT
Ha HAPKOTUYECKUU (TICUXOTPOIHBIN) JIEKAPCTBEHHBIN MTpenapar.

14.B rpade «Dammiusg, HMHULIMAIBI MMEHM M OT4YecTBa (TOCIeAHEEe —
Ipy HAJW4YWHW) Jedamero Bpada ((enpiamiepa, akymiepKu)» pPElenTypHBIX OJaHKOB
dbopm No 148-1/y-88, Ne 107-1/y m Ne 148-1/y-04(n) pyuHbIM crnocoboM
WM C TOMOIIBIO IITamMIa YKa3bIBAIOTCA IMOJHOCTHIO (DaMuIids, WHHUIMAIBI WMEHU
otdyecTBa (mOCIEIHEE — MPH HAIUYMHU) MEAUIMHCKOTO pabOTHUKA, HA3HAYWBIIIETO
JIEKapCTBEHHbIE MpenapaTbl 1 0QOPMHUBILIETO PELIEIT.

15. B rpade «Rp» peuentypubix OmankoB ¢gopm Ne 107/y-HII, Ne 107-1/y,
No 148-1/y-88 u Ne 148-1/y-04(:1) yka3bIBaeTCs:

1) HAaUMEHOBaHUE JIEKapCTBEHHOT O npernapara (MEXIyHapOIHOE
HEMaTeHTOBaHHOE HAMMEHOBaHWE, TPYNIHUPOBOYHOE WM XUMUYECKOe HAMMEHOBAHUE,
TOProBO€ HAMMEHOBAaHWE) Ha JATHHCKOM s3bIKe, (opma BBIyCcKa, TO3UPOBKA,
KOJIMYECTBO;

KonuvecTBo BhIMHMCBHIBaEMOro Ha perentypHom Onanke ¢gopmbl Ne 107/y-HII
YKa3bIBAETCS TIPOIHUCHIO.

2) crioco0 pUMEHEHH S JIEKaPCTBEHHOTO MpernapaTa Ha TOCYIapCTBEHHOM SI3bIKE
Poccuiickon ®@enepanuu Wi Ha TOCYIapCTBEHHOM s3blke Poccuiickon ®denepanuu u
rOCyJapCTBEHHOM SI3bIKE pEecnyONMK W MHBIX S3bIKax HapoaoB Poccuiickoi
denepanun’,

16. Ilpu odopmiieHnn peuenTypHbBIX OJIAHKOB 3alpeliaeTcs OrPaHHYUBATHCS
o0IMMU yKa3aHUsIMU, Hanpumep, «BayTpenneey», « 13BecTHOY.

17. Tlpu odopmnenuu marueHTy peuentypHoro Oianka dopmbl Ne 107/y-HII
Ha HApKOTUYECKUU (IICUXOTPOIMHBINA) JEKAPCTBEHHBIN MpernapaT B paMKaxX OKa3aHUs
MEIUIIMHCKOW TTOMOIIIH MPH OTMPEIeICHHOM 3a00JIEBaHUH TaKOW PEIIETIT 3aBEePSETCS:

1) moamuchld M JUYHOM mMedaThio Bpaya JubOO NOAMHUCHI0 (enbaimepa
(aky1iepkmn);

2) mevaTbi0 METUIIMHCKOW OpraHu3alluy, JUOO0 CTPYKTYpHOTO MOAPAa3ICICHHS
MEIWIIMHCKOW oOpraHu3anuu «Jljis pementoB», KOTOpas MPOCTABISETCS JTUIIOM,

2 TIpukas MuHKMCTEpCTBa 3ApaBooxpanenus Poccuiickoii ®enepaiuu ot 15 nekadps 2014 1. Ne 8341 «O6 yTBepskIeHUH
YHAQUIMPOBAHHBIX (POPM MEAMIMHCKON JOKYMEHTAIMHU, UCIOIb3YEMBIX B MEJUIIMHCKAX OPraHU3alHsIX, OKA3bIBAIOIINX
MEIMIMHCKYIO IIOMOIIb B aMOYJAaTOPHBIX YCIOBHSIX, M TIOPSAAKOB IO WX 3alOJHEHHIO» (3aperucTpUpOBaH
MunucrepcrBom roctunun Poccuiickoii @enepanmu 20 despains 2015 r., perucrpanmonssiii Ne 36160), ¢ n3MeHeHHAMHY,
BHECEHHBIMU MpHKa3aMu MuHucCTepcTBa 31apaBooxpaHeHus Poccuiickoit ®enepanuu ot 9 suBaps 2018 r. Ne 2
(3apeructpupoBaH MuHucTepcTBOM toctuin Poccuiickoit ®enepannu 4 anpens 2018 r, perncrpaunonssiii Ne 50614),
ot 2 Hos6ps 2020 . Ne 1186H (3apeructpupoBaH MuHHCTEPCTBOM focTiMK Poccuiickoit @eneparim 27 Hos6ps 2020
r., peructpauonHsiit Ne 61121) (manee — IIpuka3 Ne 834H).

% Ipukas Ne 834m.

“Yacre 1 crateu 15 3akona Poccuiickoit @enepaiuu ot 25 okrsabps 1991 r. Ne 1807-1 «O ssbikax Haponos Poccuiickoit
Deneparm» (BemomocTu cbesna Haponusix gaemyratoB PCOCP u Bepxosroro Cosera PCOCP, 1991, Ne 50, ct. 1740;
Cob6panue 3akoHoaTensCTBa Poccuiickoit denepamun, 1998, Ne 31, cr. 3804) (nanee — 3axon Ne 1807-1).
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YIOJHOMOYEHHBIM PYKOBOJUTEIEM MEIUIMHCKOM OpraHu3aluu, C YyKa3aHueM
(dbaMuuu, MMEHU, OT4YecTBa (TOCNEAHEe - MPU HAIMYMK) U MPOCTABICHUEM €ro
JIMYHOU ITOJITHCH.

B cnydasx HeoOxogumocTH O(OpPMIIEHHS pelenTa Ha HAPKOTUYECKUN
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIA IMpenapar Ha JOMY B paMKaxX OKa3aHHs
NMAJUIMATUBHOW MEIUIIMHCKOM IMOMOIIM JOIYyCKAaeTCsl IPEABAPUTEIIEHOE 3aBEPECHUE
peuenTa mTaMrnoM MEJUIUMHCKON OpraHn3aluy, Ne4aTblo MEIUIMHCKON OpraHu3alnuu
JM00 CTPYKTYPHOrO MOAPA3ACICHHUS] MEIWLUHUHCKOW OpraHu3anuu «Jlias penentosy,
KOTOpasi MPOCTABIISIETCS JIMLOM, YIOJHOMOYEHHBIM PYKOBOAMUTEIEM MEIULIUHCKON
OpraHu3ally, ¢ yKazaHueM (paMIInKd, UMEHH, 0T4ecTBa (TMOCeIHee — MPU HATTUYHUN)
U TPOCTABICHUEM €ro JUYHOW mnoanucu. [Ipum 3ToM B KypHaje perucrpanuu
U ydeTa peleNnTypHbIX OJIaHKOB B COOTBETCTBUU ¢ llopsnkoM perucrpanuu, ydera
U XpaHEHUs CHEIHUATbHBIX PEUENTYPHBIX OJAHKOB HAa HAPKOTUYECKHUE CPEICTBA WIIU
IICUXOTPOIHBIE BEIIECTBA, YTBEPKACHHBIM HACTOSALIUM IIPUKA30M, JIEJIAETCS OTMETKA
0 ero Bbiaue Uil OQOpPMIIEHHS Ha JAOMYy, a TakXe OTMETKa, yJOCTOBEpEHHas
MOJAMKUCHIO Bpaya MO0 ¢enpaiepa (aKymuepku), opOpMHUBIIETO PELENT, 0 PakTe ero
o(opMIIeHHUs, KOTOPBIM MOXET OBITh JOMOJHUTEIBHO MOATBEPKACH (OTO- U (WIIH)
BHJIEOMaTEPUATIAMH.

B crtpoke «OtTmeTka anTeyHOl —oOpraHu3zanMu 00 OTHYCKE» CTaBUTCA
OTMETKa AanTe4YHOM OpraHu3alud 00 OTIYCKE HAPKOTUYECKOro (TICUXOTPOITHOIO)
JIEKapCTBEHHOIO Ipenapara (¢ yKa3aHueM HauMEHOBAHUS, KOJIMYECTBA OTITYILIEHHOTO
HapKOTUYECKOTO (MICUXOTPOITHOTO) JIEKAPCTBEHHOTO Mpenapara U AaThl €ro OTIyCKa),
KOTOpasi 3aBepsieTCsl MOJNUCHI0O PabOTHUKA alNTEeYHOM OpraHU3alMH, OTITYCTHUBILETO
HApKOTUYECKUN (TICUXOTPOIHBINA) JIEKapCTBEHHBIN Tmpemapar (C yKa3aHHEM €ro
(dbaMuuu, UMEHHU, OTYeCTBA (TIOCTEaHEe — MPU HAJIMYWH), a TaKKE KPYTJION MedaThio
anTeuyHOM oOpraHu3al, B OTTHCKE KOTOPOM MJOKHO OBITh HIEHTU(UIUPOBAHO
IIOJIHOE€ HAUMEHOBAHUE allTEYHON OpraHu3aluu.

18. Penient, odopmiienHblii Ha perentypHoMm Onanke ¢opm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(;1), mnoamuchiBaeTcsi MEIUIMHCKUM PaObOTHUKOM
Y 3aBEPSIETCS €T0 MEYATHIO.

Pentent, odopmiennsiii Ha penentypHoMm Onanke ¢opmbl Ne 148-1/y-88
u ¢opmel No 148-1/y-04(;1) AOMOJHUTENBHO 3aBEpsieTCS TMEYaTbI0 MEIUIIMHCKOMN
opranuzanuu «Jljig penenTony.

19. Ha omgnom penentypaoMm Omnanke ¢opmbr Ne  107/y-HII, dopmser
No 148-1/y-88 u dopmbr No 148-1/y-04(1) paspemniaercss OCyIIECTBIATh Ha3HAYCHUE
TOJIbKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOT'O MIpernapara.

Ha omnom penentypuom Omanke ¢opmer Ne 107-1/y  paspemaetcs
OCYLIECTBJISATh HA3HAYEHHWE TOJIBKO OJHOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO
npenapara, otHocseroca no ATX k aHtuncuxotndeckuM cpeactsam (koa NOSA),
ankcuosutukam (kog NOS5SB), cHOTBOpHBIM U cefgaTuBHbIM cpenctBaM (koa NO5C),
antugenpeccantam (koa NO6A) u He MOoJJekanlero MpeaMeTHO-KOJINYECTBEHHOMY
y4eTy, M JO0 TpeX HAMMEHOBAaHUW JICKAPCTBEHHBIX IMPEMAPATOB — [JIsI HMHBIX
JIEKapCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIleyKa3aHHbIM ATX.

20. Hcnpasienus B pelienTe He JOIMYCKatOTCS.

21. ITpu odopmiennn peuentypHbix 0JaHkoB Gopm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(n1) Ha JekapCTBEHHBIC IIperaparhl, Ha3HAYEHHbIC MO PEIICHHUIO
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BpaueOHOW KOMHCCHH, Ha 000pOTE pEelenTypHOro OJlaHKa CTaBUTCS CIielraIbHas
OoTMeTKa (ILITam).

22. Ha peuentypHoM Onanke ¢opmbl Ne 148-1/y-04(s1) BHU3Y HMEETCS JIMHUS
OTpPBIBA, PA3ACISAIONIAs PEUENTYPHBIA OJIAHK U KOPEIIIOK.

Kopemok ot perenrta, oOpMICHHOIO Ha YKa3aHHOM pELENTypHOM OJaHKe,
BBIJIACTCS TMANMECHTY (€r0 3aKOHHOMY NPEICTABUTENI0) B aNTEYHOW OpraHW3allvu,
Ha KOpENIKE JeJaeTca OTMETKa O HaWMEHOBaHHM JICKapCTBEHHOTO Ipernapara,
J03UPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHUSI.

I1. Obopmnenue perierita B popme JIEKTPOHHOTO JOKYMEHTA

23.Peuent B (¢opMe  DJIEKTPOHHOIO  JOKYMEHTa,  IOJAMNHCAHHOIO
YCUJICHHOW  KBaJIM(QUIMPOBAHHOW  3JEKTPOHHOM  MOANHMCHIO,  (GOpMUpPYETCs
MEIUIMHCKUM pa0OTHUKOM, CBEJEHHUS O KOTOPOM BHECEHBI B (peiepalbHbIil pETUCTp
MEIMIMHCKUX PAOOTHHKOB °, a TaKKe IPU YCJIOBUM PETUCTPALUM MEIMIUHCKOM
OpraHu3aluu, B KOTOpoW odopmisiercs peuent, B (eaepaJbHOM peecTpe
MEIMIMHCKHX OPraHu3alui® equHON rocy1apCcTBEeHHON MH()OPMAIMOHHON CHCTEMBI
B cdepe 3ApaBOOXpaHEHUS M TMOJKIIOYEHUS TaKOW MEIUIIMHCKOW OpraHu3aiuu
K FOCYJapCTBEHHON MH(POPMALIMOHHON cUcTeME B c(epe 3apaBOOXpAHEHHS CyOBEKTa
Poccuiickoit deneparyn’.

24. Tlpu odopmienun pemnenta B (QopmMe DIEKTPOHHOTO JIOKyMEHTa
Ha JICKapCTBEHHBIE IIPENapaThl, yKa3aHHbIE B MOANYHKTAX 2-5 myHKTa 10 1 myHkTe 12
[lopsinka Ha3HAYeHHWs] JIEKAPCTBEHHBIX MPENapaToB, YTBEPKJIECHHOIO HACTOSAIIUM
IIPUKa30M, W OTIIyCKa€MbI€ 3a IIOJHYK) CTOMMOCTB, 3aIlOJIHSIOTCA CIEAYIOLIHE
PEKBU3UTHI:

1) kon cyobekra Poccuiickoii ®enepanmu mo OKATO, ompenenstoniuit
roCyJapCTBEHHYIO MH(POPMAIMOHHYIO CUCTEMY B cepe 3paBOOXpaHEHUs! CyObheKTa
Poccuiickoii deneparun B KoTOpoit chopMHUpoBaH penent B (HopMe AIEKTPOHHOTO

JIOKYMEHTA,

2) HaMMCHOBAaHNE MEIUIIMHCKOM OpraHu3aluy, aapec, TeaeGoH Wian (HaMuus,
WHUIIAATBl WUMEHM W OT4YecTBa (TOCIeAHEe — TMPU HAIWYWHA) WHIUBUIYATBHOTO
MPEANPUHAMATENIS, HWMEIOMIET0 JIMIEH3WI0 Ha MEAWIHMHCKYI JCATEIBHOCTb,
€ro ajpec;

3) OI'PH ropumudeckoro imna (MeaunuHCKOW opranm3amuu) win OIPHUIT
WHIUBUTyJIbHOTO MTPEATPUHUMATEIIS;

4) nata opopmieHHs perenTa (yKa3bIBacTCsS YUCIIO, MECSIL, TO);

5) nata OKOHYaHUsA JeicTBHA perenta ((oOpMHpPYeTCs TOCyIapCTBEHHON
uH(OpPMAIIMOHHONW CHUCTEMOW B cdepe 3apaBooxpaHeHus cyOwnekta Poccuiickoin
@denepanuu B COOTBETCTBUU CO CpOKamu JAeiicTBUsl peuentoB: 15 nueit, 30 nHen,
60 nueit, 90 nueit, o 1 roga);

> MMynktel 6 u 7 TlonoxeHust O €IMHON TOCYJApPCTBEHHOH MH(OPMAIMOHHOW cucTeMe B Cepe 3ApaBOOXpaHEHHs,
YTBEpKIEHHOTO TocTaHoBiIeHHeM llpaButensctBa Poccuiickoii @enepampm ot 5 mas 2018 1. Ne 555 (CoOpanue
3akoHoAarenscTBa Poccuiickoit denepannu, 2018, Ne 20, cr. 2849; 2020, Ne 52, cr. 8856) (manee — IlomoxeHue
0 €IMHOW CHUCTEME).

® TTynkrel 9 u 10 IMosnoXeHUs 0 eAUHOM cHCTEME.

" Crarbu 91 u 91.1 ®enepansuoro 3axona Ne 323-®3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepanun, 2011,
Ne 48, ct. 6724; 2020, Ne 52, ct. 8584).



6) yaukanpHbIi ~ HOMep  perenta  (popMmHpyeTcs — TOCyIapCTBEHHOMN
nH(pOpMAIIMOHHOW cuUcTeMOM B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
Oenepanid U o0ecleyuBaeT OJHO3HAUHYIO HUACHTHU(UKAIMIO penenta B (opme
aneKTpoHHOro JokymeHTa B couetanuu ¢ OKATO, OI'PH unu OI'PHUII);

7) OTMETKH «Cito» (CpOYHO) WM «statimy» (HEMeJIEHHO) TPU HEOOXOJIUMOCTH
CPOYHOI0 WJIM HEMEJICHHOTO OTIYCKa JIEKAPCTBEHHOIO Mpenapara naueHTy;

8) anpec mammeHTa (yka3bpIBaeTCs IMOYTOBBIA ajpec MecCTa JKUTEIbCTBAa (MecTa
npeObIBaHMsT WM MecTa (PaKTUYECKOTO TIPOKWUBAHMS) C YKa3aHUEM WHIEKCA,
HAaMEHOBaHUS Kpasi, 00JIaCTH, PECITyOJIMKH, aBTOHOMHOTO OKpyra, HaMMEHOBAHUS
HACEJICHHOTO TyHKTAa, HAUMEHOBAaHUSl YJMILI (MPOCHEKTa, MEpeylika, Mpoe3/a),
HOMepa JjoMa (C yKa3aHUEM KOpITyca, IPU HAJIMYUK ), HOMEpa KBapTUPbI);

9) HOMEp D3JCKTPOHHON MEIMIIMHCKOW KapThl MAaIlMEHTa B T'OCYIapCTBEHHON
nH(OpMaAIMOHHOW cucTeMe B cdepe 3lpaBooxpaHeHUsi cyObekta Poccuiickoi
denepannu;

10) dpamuiusi, uMs, OTUECTBO (TIPU HAJTUYKH ) MAI[UCHTA TIOJTHOCTHIO;

11) nata poxkaeHusl MalMeHTa (yKa3bIBAaeTCsA YMCIIO, MECSI, TOM), Ui AeTeH
10 1 rona TONMONMHUTENBHO YKa3bIBAETCS KOJMUYECTBO MOJHBIX MECSIIEB,;

12) hbamMuus, WMHUALMATBI UMEHH M OTdecTBa (MOCIEIHEe — INPU HATWYUH)
MEJIUIIMHCKOTO pabOTHHKA TOJIHOCTHIO;

13) HaumMeHOBaHKE JIEKapCTBEHHOTO npemnapara (MexayHApOIHOE
HEMATeHTOBAaHHOE HAMMEHOBAHUE, IPYNIUPOBOYHOE I XUMUUYECKOE HAUMEH OBaHUE,
TOPrOBO€ HAaMMEHOBAHUE), JT03UPOBKA, (popMa BBIMYCKAa, KOJIUYECTBO (BCE MO3UIUU
YKa3bIBAIOTCSI HA PYCCKOM SI3bIKE);

14) cioco6 NpUMEHEHHUsT JIEKapCTBEHHOrO IMperapara Ha TOoCyJapCTBEHHOM
a3plke  Poccuiickonn ®enepanuu WM Ha TOCYJApCTBEHHOM s3bIKe Poccuiickon
denepaniii W TOCYAApPCTBEHHOM SI3bIKE PECIYOJIMK W MHBIX SI3bIKAX HAPOJOB
Poccuiickoit ®enepanuu®.

15) npusHak ~ yTBEpXKJCHHWS  HA3HAYCHHUS  JICKAPCTBEHHOIO  Mpernapara
10 PEIICHUIO BpaueOHON KOMUCCHUY MEIUIIMHCKOM OpTaHU3aIINH;

16) oTMeTKa O HA3HAYCHHWW JIGKAPCTBEHHOTO TMpemapara IO PEHICHUIO
BpaueOHOM KOMHMCCHUU MEIUIMHCKOM OpraHu3alud B CiIy4asX, YyKa3aHHBIX
B aOzarie BTOpoM nyHKTa 6 Ilopsinka Ha3HauyeHUs JIEKAPCTBEHHBIX IIpPEnapaTos,
YTBEPKIECHHOT'O HACTOSIIIIUM MTPUKA30M;

17) oTMeTKa O CHENHMAILHOM Ha3HAYCHHWH JICKAPCTBEHHOTO Iperapara
(3amosHseTCST B CilydyasiX, yKa3aHHbIX B TyHKTax 16 u 25 ITlopsiaka Ha3zHaueHUs
JIEKapCTBEHHBIX MIPEnapaToB, YTBEPKICHHOTO HACTOSIIUM MTPUKA30M);

18) oT™MeTKa O CrienuaTbHOM Ha3HAYCHUH JIGKAPCTBEHHOTO Mperapara malueHTy
c 3a0osieBaHWEM, TPEOYIONIUM JJIUTEILHOTO KYpPCOBOTO JIeUeHUs (3amoHSAETCS
B Ccilyyae, yka3aHHoM B nyHKTe 24 Ilopsika Ha3HaYEHHUs JIEKAPCTBEHHBIX MTPENapaToB,
YTBEPKIECHHOIO HACTOSIIIMM MPUKA30M) C MPOCTABIECHUEM MNEPUOJUYHOCTH OTITyCKA
JIEKapCTBEHHOIO MPEIapara;

19) mpu  odopmaeHun peuenta B (GoOpMe  IJIEKTPOHHOTO  JTOKYMEHTa
Ha JICKapCTBEHHbBIE NIPENapaThl, yKa3aHHbIE B MOAMYHKTax 2-5 nmyHkTa 10 u myHkre 12
[Topsinka Ha3HaueHUs JEKAPCTBEHHBIX MPENapaToB, YTBEPKIAECHHOIO HACTOSIIUM

8Yacrp 1 crareu 15 3axona Ne 1807-1.
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NPUKA30M, TpaXkaHaM, UMEIOLUM MPaBO Ha OECIIaTHOE MOJYYEHHUE JIEKAPCTBEHHBIX
npenapaToB WX MOJyYEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUJKOW, 3aMOJIHSIOTCS
PEKBU3UTHI, MPEAYCMOTPEHHbIE MOANMYyHKTaMU 1-18 HacTosIero MmyHKTa, a Takxke
CJIEIYIOLIUE PEKBU3UTHI:

a) KaTeropusi TpaKJ1aH, HUMEIOUIMX I[PaBO Ha TMOJYYCHHE JIEKAPCTBEHHBIX
MpenapaToB B COOTBETCTBUMU CO cTaTtbel 6.1 depepasibHOro 3akoHa oT 17 wurons
1999 r. Ne 178-®3 «O rocy1apcTBEHHOM COMMANLHON MOMOIIM»;

0) koa Ho3oJtorHueckor popmel o MKB;

B) HICTOYHUK (uHancupoBanus (1 — denepanpublii OomKeT, 2 — OMOMIKET
cyowekra Poccuniickoit denepanum, 3 — MyHULIMIAIBHBINA OFOKET);

r) pasmep omuiathl (1 — 6ecriatho, 2 — 50%, 3 — uHoi %);

1) CTpaXxOBOM HOMEp MHJAUBHUAYaJIbHOTO JIMLIEBOIO CYeTa Tpa)JAaHUHA
B [lencuonnom donnae Poccuiickoit deneparuu (npu Hamunuun ) (CHUJIIC);

¢) HoMep roJica 00s3aTeIbHOT0 MEAUIIMHCKOTO CTPAaXOBAHHSI.

25. Ilpu mpocTaBlieHMH OTMETKH, yKa3aHHOM B moanyHkre 16 myHkrta 24
Hactoswero [lopsnka, peuent B (Gopme 3JIEKTPOHHOTO JTOKYMEHTa MOANHCHIBAETCS
YCUJICHHOW  KBaJM(UUUPOBAHHON  B3JEKTPOHHOW  MONIMUCBIO  Ipelceaarens
WA ceKpeTaps BpaueOHONH KOMUCCHH MEIUITMHCKON OpTraHn3alyy, P MPOCTABICHUH
OTMETOK, YKa3aHHbIX B monamyHkTax 17 u 18 mynkra 24 nacrosimero [lopsmka, —
YCHJICHHBIMH KBaTU(UIIUPOBAHHBIMU JIEKTPOHHBIMH TOIMUCIMHU COOTBETCTBYIOIINX
MEIUIIMHCKIX PAOOTHHUKOB.

26.Ilo TpeOGoBaHHMIO mManWeHTa WM €r0  3aKOHHOTO  TIPEICTAaBUTEIS
odopmiseTcs SK3eMIUTAp perenta B popMe 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM
HOCHUTEJIE, B TOM YHCIE MyTeM ero oQopMIIeHHsS Ha PELENTYypHBIX OJlaHKax
dbopm  No 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(m) c¢ ormerkoin «JlyOnukar
AJIEKTPOHHOT'O JOKYMEHTAa.

I1l. YyeT penenTypHbIX 0JaHKOB (32 UCKIIFOUEHHEM PELETITYPHBIX OJaHKOB
o gopme Ne 107/y-HIT «CriennanbHbIi peienTypHbIA O1aHK)

27. VYuer peuentypubix OmankoB ¢opm Ne 107-1/y, No 148-1/y-88
nu No 148-1/y-04(;1), wu3roTraBiIMBaeMbIX THUIOTpadCKUM crmocodom (mainee —
pelenTypHble ONlaHKH, MOAJNIEKAIIUE y4YeTy), OCYIIECTBISIETCS B JKypHajaxX ydera,
MIPOHYMEPOBAHHBIX, IMPOIIHYPOBAHHBIX W CKPCIUICHHBIX IOJMUCHI0 PYKOBOIUTEIS
W TICYaThI0 MEIUIMHCKON OpraHu3aliyd WM TOANKMCHIO  HHIWBHIYaIbHOTO
MPEIITPHHUMATEIS, IMEIOIIETO JIMIICH3WIO Ha METUITMHCKYIO JIeATEITbHOCTD.

28. Xypnan yuera peuentypHsix OnaHkoB ¢opmbl Ne 107-1/y comepkut
cienyromue rpado:

1) HOMeEp IO MOPSIKY;

2) B pasaene «[Ipuxoay:

a) JaTa PEeTUCTPAIMK JOKYMEHTA, TIOTBEPKIAIOIICTO MOCTYIICHHE;

0) HOMep | JaTa JOKYMEHTA, MOATBEPKAAIOIIEr0 MOCTYIIEHHEe, HANMEHOBAHHUE

% Cobpanue 3akoHonaTenscTBa Poceniickoii @eneparuu, 1999, Ne 29, ct. 3699; 2020, Ne 52, c1. 8577.



MOCTaBIINKA,;
B) 00I11€e KOJTMYECTBO MOCTYMUBIINX PEIENITYPHBIX OJIAHKOB;
r) paMuins, WHHUIMATBI MUMEHH W OT4YecTBa (IOCTeqHEee — TPU HAJTUYHMH)

U TOJIIUCh OTBETCTBEHHOTO MEJIUIIMHCKOTO pabOTHHKA, MOJYYUBIIETO pELENTypHbIE
OJIaHKH OT IOCTABIIMKA;

3) B paznuene «Pacxomy:

a) JlaTa BbIIauu PELENTYPHBIX OJIAHKOB,;

0) KOTMYECTBO BBIJJAHHBIX PEIIENTYPHBIX OJIAHKOB;

B) haMWIMs, WHUIMAIBI WMEHM W OT4decTBa (TOCIeqHee — TIPU HAIUYUH)
OTBETCTBEHHOTO MEIUIIMHCKOTO pabOTHUKA, TIOJYYUBIIETO pElENTypHbIe OJIaHKHU;

') MOAMNUCh  OTBETCTBEHHOTO  MEAMIIMHCKOrO  pabOTHHKA, TIOJYYUBIIETO
peuenTypHbie OJIaHKH;

4) dbamuiusi, WHUIMATIBI MUMEHH W OTYecTBa (TOCJEIHEC — TPU HAJTHYUH)
U TOJIUCh OTBETCTBEHHOIO MEIMIIMHCKOTO pPaOOTHHKA, BBIJABIIETO pELENTYpHbIE
OJIaHKH;

5) ocTaToK pelenTypHbIX OJIAHKOB.

29. Xypnan ywera penentypHeix OmankoB ¢dopm No  148-1/y-88
1 No 148-1/y-04(i1) cogepxut cienyromue rpadoi:

1) HOMEp 1O NOPAJIKY;

2) B paznene «I[Ipuxom»:

a) aTa pEruCTpalyy JOKyMEHTa, TIOTBEP>KIAIOIIEeTO MOCTYIJICHHE;

0) HOMep | JaTa JOKYMEHTA, MOATBEPKAAIONIEr0 MOCTYIUICHHEe, HANMEHOBAaHHUE
MOCTAaBIINKA;

B) 00II1ee KOJTMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB,;

') CEpUU U HOMEpa PEIEeNTYPHBIX OJIAHKOB,

1) KOJIMYECTBO PELETITYPHBIX OJJAHKOB 110 CEPUSIM;

¢) dbamunMs, WHUIMATIBI UMCHM W OT4YecTBa (TIOCIETHEE — MPH HAJTHYHH)
Y TOJIUCh OTBETCTBEHHOTO MEIUIIMHCKOTO PaOOTHHKA, MOJYYUBIIETO PEIENTypHbIC
OJIaHKHU OT MOCTABIINKA;

3) B pasnene «Pacxomy:

a) JlaTa BblAauu PelenTypPHbIX OJIaHKOB;

0) cepuu M HOMEpa BbIIAHHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJAHHBIX PEICITYPHBIX OJIAHKOB,;

r) pamunus, WHULKMAIBI MMEHHM M OT4ecTBa (MOCJIEAHEE — NpPU HAIUYUH)
OTBETCTBEHHOTO MEIUITMHCKOTO paOOTHUKA, TIOJYYUBIIETO pElenTypHbIC OIaHKHU;

1) TIOJNTUCh  OTBETCTBEHHOTO  MEAMIIMHCKOTO paOOTHWKA, TIOJYYHBIIIETO
penenTypHbie OJIaHKH;

4) damMunusi, WHUIMATBI UMEHH W OTYecTBa (TMOCIeAHee — TPH HAIHYWHN)
U TOJIUCh OTBETCTBEHHOTO MEIMITMHCKOTO PAaOOTHHKA, BBIJABIIETO pEIENTypPHbBIE
OJIaHKH;

5) ocTaToOK pelenTypHbIX OJaHKOB.

30. Vuer penentoB, oQopmiIeHHBIX B (opMe SIEKTPOHHOTO JOKYMEHTa,
OCYIIECTBIISIETCS. B TOCYJapCTBEHHOW WH(MOpManmnoHHOW cucteMe B  cdepe
31paBooxpaHeHus cyonbekta Poccuiickoit deaepaiiuy mocpeacTBOM BEICHUS €IMHOTO
peecTpa perenTton, 0hOPMIICHHBIX B POpPME FIEKTPOHHBIX TOKYMEHTOB.
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V. Xpanenue perientypHbIX OJJaHKOB (32 UCKITIOUCHHEM PEIENTYPHBIX OJIAHKOB
o ¢opme Ne 107/y-HIT «CrieriuaibHbIN pelienTypHBIH OJIaHK)

31. MeaunuHCKUe OpraHu3alMy TMOJy4YaloT HEOOXOJUMBIE pEeLENnTypHbIC
Oyanku, oopMIICHHBIE TUTIOTPA(CKUM CIOCOOOM, Yepe3 TepPUTOPUATBLHBIC OPTaHbI
VOPABJICHUS 3APABOOXPAHCHUEM WJIM OpTraHW3alliy, YIOJHOMOYECHHBIC Ha ITO
OpraHaMy UCIIOJIHUTENbHOM BiacTu cyobekToB Poccuiickoit denepanuu.

32. PenentypHble OnaHKW, TOJICKAIIUE YUYETy, XPAHATCS OTBETCTBCHHBIM
JUIIOM, Ha3HAYCHHBIM PYKOBOJUTEIEM MEIUIMHCKON OpTraHM3aIlui, B 3alUPacMOM
MeTayuTmaeckoM mkady (ceride) nim MeTATHISCKOM SIITHKE.

33. UnauBuayanbHbIi peAnpUuHUMATEb, UMEIOIIHMA JUIEH3UIO
HAa MEIUIMHCKYIO JIeATEeJIbHOCTh, XPAHWUT pEIEnTypHble OJIAHKH, TMOJJIeKAaIlInue
yueTy, B 3alUPaeMOM MeTauinyeckoM mkady (ceide) mim MeTauimueckoM sIIuKe.

34. IIpoBepka COCTOSHUS XpaHEHHs, yueTa, (aKTUUEeCKOro HAJMYUs U pacxoia
pEelEnTypHBIX OJAHKOB, MOJUICKAIUX Y4YeTy, OJUH pa3 B KBapTall OCYIIECTBIISICTCS
KOMUCCHUEN, CO3JaHHON B MEIULIMHCKON OpPTaHU3alUH.

35. Penentypusie OnaHku, odopmisieMble Ha OyMa)XHOM  HOCHTEIe
U TIOJJICKAITUE YUYETy, BBIJAIOTCS MEIUIIMHCKAM pPaOOTHHKAM, HWMEIOIIMM TIPaBO
o(OpMIICHUS PEIIETITOB, IO PACTIOPSHKEHUIO TJIABHOTO Bpada WM €T0 3aMECTUTETIS.

[TomydyeHHbIe penenTypHbIC OJaHKM HA OYMaXHBIX HOCHUTEISAX XPaHATCS
METUITMHCKIMH paOOTHUKAMH B IIOMEIIECHUSIX, 00CCIICUMBAIONINX UX COXPAHHOCTb.

36. IIporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYIAPCTBEHHBIX HH(POPMAITMOHHBIX
cucteM B cdepe 3apaBOOXpaHEHHUS, METUIIMHCKHX HWH()OPMAIMOHHBIX CHCTEM
MEJUIIMHCKUX OpraHu3aluii 00€CIeUnBaIOT XpaHEHUE DJIEKTPOHHBIX PEIENTOB,
opopMIeHHBIX B (OpME DIIEKTPOHHBIX JOKYMEHTOB B TEUEHHE CPOKOB,
YCTAaHOBJICHHBIX I XpaHEHUs perenToB, O(GOPMICHHBIX HA COOTBETCTBYIOIIMX
(GopMax pelenTypHbIX OIaHKOB Ha OymaxHoM Hocutene™l,

V. Tlopsinok U3rOTOBJICHUS U pACIIpEACIICHUS
CrenuaIbHBIX perenTypHbix 61ankoB 1o Gopme Ne 107/y-HIIT

37. OpraHu3anuio W3TOTOBJICHHUS M PACHpEeNIeHUs] PEleNnTypHbIX OJaHKOB
o gopme Ne 107/y-HIT «CrienuanbHBIN pelenTypHbIA OTaHK» (fajiee — crennaibHbIN
pelenTypHbIil O1aHK) ocyliecTBIsieT MuHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoi
Odenepanuu (qanee — MUHUCTEPCTBO).

38. ChenuanbHple  peUENTypHble  OJIAaHKU  SIBJSIOTCS  3allMIIEHHOM
noymrpadudeckoi mpoaykimen ypoBHs «By, nsroraBnuBaemoit Ha Oymare po30BOTO
usera pasMepom 10 cM x 15 cMm, JMOMKHBI HMMETh CEPUI0 U HOMEpP, a TaKKe
COOTBETCTBOBAaTh TPEeOOBAaHUSM, YKa3aHHBIM B MpuKaze MuHHCTepcTBa (PUHAHCOB
Poccuiickori ®deneparuu ot 29 centsaops 2020 r. Ne 2170 «O06 yTBepkIeHUU
Texnuyeckux TpeOOBaHUI M YCIOBUN HW3TOTOBJICHMS 3aAIIMLICHHOW OT MOAJEIOK
nonurpauyecko  MpOAyKIUU»  (3aperucTpupoBaH MHHHCTEPCTBOM  FOCTULIUU
Poccuiickoit ®enepanuu 16 Hosiops 2020 r., peructpanuonnbiii Ne 60930).

1 Moanynxr 5.2.169 IMonoxenus o MuHHCTEpCTBE
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39. B mensx opraHuzalnudd HM3rOTOBIEHUS M pacHpelleseHUs] ClelHaIbHbBIX
pelenTypHbIX OJJAaHKOB MEAMIIMHCKHE OpPraHU3allii, UMEIOIIKEe MPaBO OCYIIECTBISATH
BbIJa4y PELENTOB HAa HAPKOTHUYECKHUE CPEACTBA WJIM ICUXOTPOIHBIE BEHIECTBA
cnucka |l Ilepeuns u 3aperucTpupoBaHHbIE B YCTAaHOBIEHHOM Mopsiake B Poccuiickoi
@enepanii B Ka4eCTBE  JIEKAPCTBEHHBIX  IPEMAPATOB  JJII  MEAUILIMHCKOTO
MIPUMEHEHUS (Jlajiee COOTBETCTBEHHO - MEIMIIMHCKAs OpraHu3alus, HapKOTUYECKUI
(ICUXOTpPOIHBIN) JIEKAPCTBEHHBIM MPENapar), COCTABISAIOT 3asBKM Ha PELENTYPHbIE
OJIaHKH.

40. B cpok 10 1 OKTAOpsI TEKYIIEro Trojfa 3asBKH MEIUIMHCKUX OpTaHU3aIHMA
Ha CIelalbHbIE PelENTypHbIC OJaHKU NPEICTaBISIOTCS:

1) MEIUIIMHCKUMH OpPTaHMU3aIUsIMH, HaXOA[IIMMUCS B BEACHUM (peAepalibHbIX
OpraHOB HCIOJHUTEIBHOM BJIACTH, — B COOTBETCTBYIONIUE (eepalibHbIle OpraHbl
WCIIOJTHUTEIILHOM BIIACTH;

2) MEAWIIMHCKUMH OpTraHU3alusIMH, HaXOJSMIIUMHUCS B BEJICHUU CYOBEKTOB
Poccuiickon ~ @enepaumu, MEOULMHCKUMHM ~ OpPraHU3alMsIMU  MYHUUUNAIBHOU
Y YaCTHOM CHUCTEM 3paBOOXPAHECHUSI — B OPTaHbl UCTIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoii ®enepanu B cdepe oOXpaHbl 370pPOBbS TpaKJaH, Ha TEPPUTOPUU
KOTOPBIX OHM PACHOJIOKEHBI (Jajiee — OpraHbl UCTIOJHUTEIBHONW BJIACTH CYOBEKTOB
Poccuiickoit @enepanun).

41. B 3asiBKe MEIUIIMHCKOM OpraHu3aluyd Ha CIEHHAIbHBIC PEUENTYpPHBIC
OJIAaHKU YKa3bIBAIOTCA CIEIYIOLINE CBEACHUS:

1) cBeleHHst 0 MEAUIIMHCKON OpraHu3allvy, MOJABIIEH 3asBKY Ha CIeIMaIbHbIC
peuentypHblie 0JIaHKHU (ITOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXK/ICHHUS);

2) KOJWYECTBO CHEIHAIBbHBIX PELENTYpHBIX OJAHKOB, HW3PACX0JI0BAHHBIX
MEJIMIIMHCKOW Opranu3anneil Ha 1 ssHBapsi MpeaIIECTBYIOIIETO TO/1a;

3) KONMMYECTBO CHEIUAIbHBIX PEUENTYPHBIX OJAHKOB, HEOOXOIUMBIX
MEIUIIMHCKOW OpTraHu3aliy Ha CIEAYIOIIAN TOI.

3asBKa MEIUIIMHCKOW OpraHW3allid Ha CHEIHaTbHBbIC PEUENTypHbIC OJIaHKH
MOJIKCHIBAETCS PYKOBOAUTEIEM MEIUIIMHCKOM OpraHMW3alMnd, KOTOPBIA HECET
MEPCOHANILHYIO OTBETCTBEHHOCTh 32 OOOCHOBAHHOCTh M JOCTOBEPHOCTH YKa3aHHBIX
CBEJICHUMH.

42. denepanbHble OpraHbl HWCIIOTHHUTEILHONW BJIACTH, B BEICHWU KOTOPBIX
HaxXOASATCA  MEIMIIMHCKHE  opraHu3auuu (mamee —  ¢enepaiabHble  OpraHbl
WCIIOJIHUTEJIbHOM BJIACTH), U OpPraHbl UCIIOJHUTEIBHOM BIacTH cyObeKTOB Poccuiickoi
@denepaliii Ha OCHOBAaHWM 3asBOK MEAUIMHCKUX OpPraHu3aldid Ha CIEUaIbHbIC
peuentypHbie 0JlaHKH (HOPMHUPYIOT CBOJIHBIC 3asBKM Ha CICIMAIbHBIC PELENTYpPHbIS
OJIaHKM ¥ B CPOK 710 1 Aexa0ps TEKyIero roja npeAcTaBiIsaioT uX B MUHUCTEPCTRO.

43. B cBomHO 3asBKe Ha CHEIUATBHBIC PELENTYPHBIC OJAHKU YKAa3bIBAIOTCS
CIEAYIOLINE CBEACHUS:

1) cBegenuss o (enepanbHOM oOpraHe MCIIOJIHUTEIBHON BIAacTU (OpraHe
WCIIOJTHUTENIbHON BiacTH cyOwbekTta Poccuiickoit deneparum), mnpeacTaBUBIIEM
CBOJHYIO 3asBKy Ha CIEIUAJIbHBIC pPEIENTypHbIe OJaHKU (ITOJITHOE HAaWUMEHOBAHHE,
aZpec MeCTa HaxOXKJICHUS);

2) KOJIMYECTBO CIEHHATBHBIX PELUENTYpPHBIX OJIAHKOB, pacIpeaeIeHHbIX
(dbeneparbHBIM OPraHOM HCIIOJHUTEIBHOM BJIACTU (OPraHOM HCIOJHUTEIBHOM BIACTU
cyobekta Poccuiickori denepannn) Ha 1 sHBaps MPEANISCTBYIOIIETO Toja MEXIY
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MEIMIUHCKAMU OpraHU3alusiMH;

3) KOJMYECTBO CHEIUATbHBIX PEUENTYpPHbIX OJaHKOB, HEOOXOJIMUMBIX
(dbenepaibHOMy OpraHy HUCIHOJHUTENBbHON BAacTH (OpraHy HCIOJHUTEIBHOW BIACTH
cyobekTa Poccuiickoit denepanyn) Ha CIACAYIOMIMN TOJ Ui PACIPEACICHUS MEXKTY
MEJIUIIMHCKUMU OpTaHU3alUSIMU;

4) cBemeHus O MOJABEJOMCTBEHHOM  OpraHu3aluH, YINOJIHOMOYEHHOM
denepaibHBIM OPraHOM HCHOJHUTENBHOM BIACTH (OPraHOM HCIIOTHUTEIHHON BIACTH
cyorekta Poccuiickoii @exnepannu) OCYLIECTBISATh IOJIYYEHUE CIELUAIBHBIX
pelenTypHbIX OJaHKOB OT MUHHCTEpCTBA, MX XPAHEHHE U BbIAA4y MEIUIUHCKUM
opranu3anusiM (TIOJTHOE HaWMEHOBaHMe, anpec Mecta Haxoxnaenws, MHH/KIIII,
OKTMO opranuzaiuu, GakTUUECKHUI aJipec TOCTABKHU).

44, Ha oOCHOBaHMM TIOJYYEHHBIX CBOJHBIX 3asBOK Ha CIIELUAIbHBIC
penentypHble 01aHKM MUHUCTEPCTBO €XETOJHO B CPOK 10 15 sHBaps ClIEAyIOLIEro
rojia GOpMHUPYET W YTBEPXKIACT IUIAH PACIPEACIICHUs CIEIHAIbHBIX PElENTypPHbIX
0JJaHKOB, B KOTOPOM OTpaxaercs rojoBas norpeOHocTh Poccuiickoit Penepanuu
B CHEHUAJIbHBIX pELENTYpHbIX ONaHkax (Jajiee — TUIAH  pachpenesieHus
MuHuctepcTBa).

45. B mnnane pacnpeneneHuss MMHHCTEPCTBA YKa3bIBAIOTCS  CJICAYIOIIME
CBEJICHMUS:

1) mopsAKOBBII HOMEp 3aIHCH;

2) HamMeHOBaHHE (elepaIbHOTO OpraHa WCIOJHHUTENBHOW BIACTH (OpraHa
WCIIOJIHUTENIbHOM BiacTu cyObekta Poccuiickoit @enepanuu), MpeaCcTaBUBLIETO
CBOJHYIO 3as1BKYy Ha CIICLIMAJIbHBIE PELIENTYPHbIE OJaHKU;

3) HEOOXOIUMOE KOJUYECTBO CICIIMATBHBIX PELENITYPHBIX OJIAHKOB.

46. HampaBneHnue crieliMalibHBIX PELENTYPHBIX OJIAHKOB (he/iepaibHbIM OpTaHaM
WCIIOJIHUTENIbHON BIIACTH, OpraHaM HCIOJHUTEIHLHOM BiIacTH cyObekToB Poccuiickoi
QPenepanuu  OCyIIECTBIACTC MUHHUCTEPCTBOM B KOJIMYECTBE, IIPEAYCMOTPEHHOM
IIJIAHOM pacrpeaeneHuss MUHHCTEPCTBA.

47. MWUHUCTEPCTBOM  JOTOJHUTEIBHO K  KOJWYECTBY  CHEIHATBHBIX
pEelEenTypHBIX OJaHKOB, MPEyCMOTPEHHOMY IIJIAHOM pactipezesieHns MUHHCTepCTBa,
(dbopmupyeTCcsl pe3epBHBII 3amac CEeUATbHBIX PEUENTYPHbIX OJAHKOB B KOJIUYECTBE,
He npesbimaromeM 150 000 cnenuanbHbIX pelenTypHBIX OJaHKOB.

48. B ciyyae yBEeNMYEHHS TMOTPEOHOCTH B CIEUUATBHBIX PEHENTYPHBIX
OylaHkax (QenepangbHble OPraHbl MCIOJHUTEIbHON BIACTH (OpPraHbl MCIOJHHUTEIbHON
BlIacTu cyObekToB Poccuiickoit denepanun) HanpaBisitoT B MUHUCTEPCTBO CBOJHBIE
3asiBKM Ha JIONOJIHUTEIBHOE KOJMYECTBO CIHEUHUATbHBIX pEUENTYpHbIX OJaHKOB
(c obocHOBaHMEM YBEJIMUYEHHUS TTOTPEOHOCTH B CHEIUATBHBIX PEIENTYPHBIX OJIAHKaX),
KOTOpBIE IPEAOCTABIAIOTCS MMHUCTEPCTBOM M3 PE3EPBHOIO 3amaca CHEHUAIBHBIX
pelenTypHBIX OJaHKOB.

49. ®denepanbHble OpraHbl UCTIOTHUTEIHHOM BIACTH (OPTaHbl UCTIOJHUTEILHOM
Blactu  cyOwektoB  Poccmiickoit ~ deneparuu)  pacnpenessitoT — MOJy4YCHHbBIC
CHeIMaIbHBIC PELENTYypHbIE OJIAHKM MEXAY MEIUIMHCKUMHU OpTaHWU3alHsIMU Ha
OCHOBAaHMHM IUJIAHOB pachpejieseHusi, chOpMHUPOBAHHBIX B COOTBETCTBUM C 3asiBKaMU
MEJUIMHCKUX OpraHu3aliil Ha crielMabHble PelleNTypHbIE OJIaHKU.
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VI. ITopsiiok perucTpainu, yuera u XpaHeHHsI
CHenuaIbHBIX pelenTypHbix 06ankoB 1o Gopme Ne 107/y-HIIT

50. MuHucrepcTBO, HHBIE (enepaabHble OpraHbl HMCIOJHUTEIBHONW BIIACTH,
¥ OpraHbl UCTIOJHUTENBHOU BIacTu CyObeKTOB Poccuiickoit deneparny opraHu3yoT
XpaHEHUE CHEIHATbHBIX PEIENTYPHBIX OJAHKOB B MOJABEIOMCTBEHHBIX OPTaHU3AIIMSIX,
YIOJHOMOYEHHBIX OCYIIECTBISITh MOJIYYEHHE CIEUUAIbHBIX PEIENTYPHBIX OJIaHKOB
oT MuHHCTEpCTBA, UX XpPaHEHUE W BblAady MEIMWLMHCKUM OpraHu3alusaM (najiee —
YIIOJIHOMOYEHHAsI OpraHu3ausl).

51. B yHOJTHOMOYEHHON OpraHuM3alM W MEIWLIHUHCKOW OpraHu3aluH,
MOJIYYMBIICH CIielMaIbHble PEelenTypHble OJIaHKH, OPTaHU3YETCS PErUCTpalus, y4eT
U XpaHEHHUE CIELUAIbHBIX PEIENTYPHBIX OJIAHKOB.

Perucrpanus, yuer U XxpaHeHUE PE3EpBHOIO 3araca ClEeLUAIbHBIX PELENTYPHbBIX
OmaHkoB ~ MuHHCTEpCTBAa  OCYILECTBISIETCS  (eiepalbHBIM  TOCYJAapPCTBEHHBIM
OIO/KETHBIM ~ yUPEXKJEHUEM, HaxOoJsAIIMMCS B BeleHUM MuHucrepcTBa (nanee
COOTBETCTBEHHO — PE3E€PBHBIN 3a11ac, MOJBEAOMCTBEHHOE YUPEXKICHUE).

52. PaboOTHUK, Ha3HAUYEHHBIM NPUKA30M PYKOBOJIUTENSI YIOJIHOMOUYEHHOU
opraHu3anuy (ynoJIHOMOYEHHOM OpraHu3aliy, MOJBEIOMCTBEHHOTO YUYPEKICHUS)
OTBETCTBEHHBIM 34 PETHUCTPALMIO, XPAHEHWE W YYET CIEIHUAIbHBIX PELENTYpPHBIX

OylaHKOB (ajiee — OTBETCTBEHHBIM paOOTHUK), HA OCHOBAaHUU JIOBEPEHHOCTH,
ohOpMIICHHOM B  YCTAHOBJICHHOM TMOpsAJKe (C  TOAMHUCHIO  PYKOBOJMUTEIS
YIOJTHOMOYECHHON OpraHU3aIH (YITOJTHOMOYCHHOM OpraHu3aIlNH,

MOJIBEJOMCTBEHHOTO YUPEXKACHUSA), TJIABHOTO OyXrairepa, 3aBEPEHHBIX KPYTJION
MeYaThi0), TOJy4aeT CIeIHAIbHbIE PEIenTypHble OJaHKU U OCYIIECTBIISIET BEIACHHE
KypHaja pPerucTpanuy U ydeTa CIEUUaTbHBIX PELENTYPHBIX OJIAHKOB, K KOTOPOMY
npuoOmaeT Goro- u (WIK) BUAEOMATEPUANIBI, TOJATBEPKAAONINE PaKT oPOopMIICHUS
pelenTypHbIX OJaHKOB Ha AOMY (TIpU HATTUYHH).

53. XKypHan perucrtpanuu U yueTa CHEIHAIBHBIX PELENTYPHBIX OJIaHKOB
JIOJKEH OBITh IPOHYMEPOBAH, MPOIIHYPOBAH, UMETh Ha TIOCJIEIHEH CTPAHUIIE 3aIUCh,
COJIepKAIIyI0 KOJHMYECTBO CTPAHUIl, I[IOJHOC HANMEHOBAaHUE YIOJIHOMOUYEHHOMN
opraHu3anmui (METUITMHCKOW OpTaHW3alMH, ITOABESIOMCTBEHHOTO YUYPESKICHHUS),
a TakkKe CKpelyieH TMOANMHUCHI0 PYKOBOAWTENS M TMeYaThl0 YHOJTHOMOYECHHOMN
opranu3anuu (MEAUIIMHCKONW OpTaHU3aIl|H, TTOIBEIOMCTBEHHOTO YUPEIKICHUS).

Kypram peructparmuu W yd4eTa CICNHAIBHBIX PEIENTYypHBIX OJIAHKOB
pe3epBHOro 3amaca MMHHCTEPCTBA CKPEIUIIETCA TaKkKe MOMMUCHI0 JAUPEKTOpa
(B city4ae ero OTCYTCTBHSI — 3aMECTHUTENSI TUpeKTopa) JlenapraMeHTa JeKapCTBEHHOTO
oOecrieueHnss U PeryJupOBaHUsI OOpallleHUs MEIUIIMHCKUX Wu3Jeauii MuHucTtepcTBa
Y nevyaTtbo MUHUCTEPCTBA.

54. B xypHaje perucTpaludd W y4yeTa CHEIUaIbHBIX PEIEeNTYPHBIX OJIAHKOB
YKa3bIBAIOTCSA CIEIYIOIINE CBECHUS:

1) mopsiAKOBBIM HOMED 3aIUCH;

2) mpUXOoJ] CEIUATBHBIX PEIIENTYPHBIX OJIAHKOB:

a) pPEKBU3HTHI U JIaTa PETUCTPAIIMN TPUXOJHOTO JIOKYMEHTA;

0) 00111ee KOTMYECTBO MOCTYNMUBIINX CIIEIMATIBHBIX PEUENTYPHBIX OJaHKOB;

B) CepHsi U HOMEp CIEeNUAIBLHOTO PEIENTYPHOTO OJIaHKa;

I') KOJIMYECTBO CIEIMAIBHBIX PEUENTYPHBIX OJAHKOB MO KaXIAO0W CepUH;
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n) damunus, UM, OTYECTBO (TOCJIENHEE — TIPU HAIWYUKU) U TOJNKUCH
OTBETCTBEHHOTO paOOTHHUKA;

3) pacxoj celalIbHbIX PEeLUENTYPHBIX OJJAHKOB:

a) JlaTa BbIJaud CIIEIUAJIbHBIX PEIENTYPHBIX OJIAHKOB;

0) cepuu M HOMEpa BBIIAHHBIX CHEUATBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJAHHBIX CIICIHMAIBHBIX PEIENTYPHBIX OJAHKOB, C YKa3aHHUEM
B CKOOKax KOJIMYECTBA CIEIHAIBHBIX PEIENTYPHBIX OJIAHKOB, BBIIAHHBIX IS
oopMIICHUS HA JOMY;

r) pamwmms, uMs, oT4ecTBO (TIOCIEAHEe — TPH HATWYMH) W TOANKCH JIUIIA,
MOJTYYHBIIIETO CIIEITUATBHBIC PEIENITYPHbIC OJTaHKM;

1) KOJIMYECTBO CHEIUATBHBIX PELIENTYPHBIX OJIAaHKOB, 0(DOPMIICHHBIX HA JIOMY;

e) ¢amMuinus, uMs, OT4ecTBO (TOCIEAHEE — MPU HAJWYUK) M MOJNKUCH JIUIIA,
O0(OPMUBIIIETO CTIECIIHMAIbHBIC PEIIENTYPHBIC OJaHKU HA JIOMY;

4) damunus, uMs, OT4EeCTBO (IOCJIENHEE — IMPU HAJIUYUM) U TOANUCH
OTBETCTBEHHOTO paOOTHHUKA;

5) oCTaTOK CHEIHAIbHBIX PELUENTYPHBIX OJAHKOB.

55. CnenuanbHbIi pEHENTYPHBIM OJIAHK SBJISIETCS JIOKYMEHTOM CTPOTOM
OTYETHOCTH. 3amac CHCIHUANbHBIX PEHENTYPHBIX OJAaHKOB B  MEIUITMHCKOU
OpraHW3allih JOHKCH XPAaHHWTHhCS B CIHEIUATBHBIX TOMEMIEHUAX, cehdax wim
B CIEIUAJbHO W3TOTOBJICHHBIX IKadaxX, OOWUTHIX OIIMHKOBAHHBIM JKEIIC30M,
C Ha/IC)KHBIM BHYTPECHHHUM HJIA HABECHBIM 3aMKOM.

[Tomemenus, ceiidpbl, mkadbl, B KOTOPBIX XPaHATCS CIICIHATBHBIE PEIICNTYPHBIC
OJIaHKU, JOJDKHBI OBITh 3aKpPBITHI HAa 3aMKH W IMIOCJA€ OKOHYaHUA pPabOThI
oreyaTaHbl MEYaThi0 YMOJHOMOYEHHOW OpraHu3anuu (MEAUIIMHCKON OpTraHHU3aIlun)
WJIM OTLJIOMOMPOBAHBI.

56. B MeauIMHCKIX OpraHU3alyaX 3amac CIeHaAIbHBIX PEIENTYPHBIX OJaHKOB
HE JIOJKEH MPEBBIIIATH MIECTUMECTYHON MOTPEOHOCTH.

57. Pa3pemiaercs BbIJaBaTh MEIUIIMHCKOMY PaOOTHHUKY, HMMEIOIIEMY IPaBO
Ha3HauyaTh  HApKOTHYECKHE  (NICUXOTPOMHBIC)  JIEKAPCTBEHHBIC  TMpErapaThl,
€IMHOBPEMEHHO He OoJiee ABAAIATH CIICIIHATBHBIX PELENTYPHBIX OJaHKOB.

MenunuHckre paOOTHUKH, BBIMUCBHIBAIONINE PEIENThl HAa HApPKOTHYECKHE
(ICUXOTPOITHBIE) JICKAPCTBEHHBIE TpEnaparhl, HA OCHOBAHWH TPHKAa3a PYKOBOJIUTEISA
MEIUITMHCKOW OpraHW3allid HECyT JHMYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTH
MOJIYYCHHBIX CIEIUAIBHBIX PEIENnTypHbIX OnaHkoB. CHenualibHbIE pPEIenTypHBIC
OJIaHKH, TTOJTYYCHHBIC MEIUIIMHCKAM PaOOTHUKOM, XPaHATCS IOJ 3aMKOM B ceidax,
METaJUTMYECKHUX MIKa(ax Wil METALTHICCKUX SAIITHKaX.

58. B MeauuuMHCKOW OpraHu3alMM CO3AA€TCA TOCTOSIHHO JIEWUCTBYHOIIAs
KOMHCCHSI, KOTOpasi HE pexe | pasa B Mecsll OCYHIECTBISIET MPOBEPKY COCTOSHUS
pPETHCTpallid U yYeTa CHEIUATbHBIX PEIENTypHbIX OJAHKOB, B TOM YHCJE MyTEM
CBEPKH 3aMuCell )KypHaIa pErUCTPalliU 1 yueTa CIEeIHAIBHBIX PELENTYPHBIX OJIAHKOB,
B TOM YHCIIC TTyTEeM CBEPKHU 3aMKCeil >KypHaJla PErHCTpallid W ydeTa CIEIHaIbHBIX
pEelENnTypHbIX OJIAaHKOB ¢ (DaKTHUYECKUM HAJWYUEM CHCIHAIBHBIX PEIENnTypPHbIX
OJIaHKOB, a TaK)Xe IPOBEPKY COCTOSHUS XPaHCHUS CIEIUATbHBIX PEIEHTYPHBIX
0JIaHKOB.

59. ®denepanbHbIe OpraHbl HCTIOJHUTEIHLHOM BIACTH M OPTaHbl HCTIOJTHUTEIIBHON
Blactu  cyObekToB  Poccuiickoit =~ @enepaniiu  OCYIIECTBISIOT  KOHTPOJIb
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3a OpraHu3alMel pEerucTpaluy, y4eTa M XPaHECHHs CIEHUAIBHBIX PELENTypPHBIX
0JIaHKOB B YIIOJITHOMOUYEHHBIX OPraHU3alMIX U MEAULUHCKUX OPTaHU3aLMSIX.

60. Beimaua coenuaJbHBIX — pPELENTYpPHBIX  OJAHKOB U3  PE3EpPBHOIO
3amaca  MuHHcTepcTBa  (peepalibHBIM ~ OpraHaM  HCIIOJIHUTENBHOM  BJIACTH
M OpraHaM UCHOJHUTEIBHON BiacTu cyObekToB Poccuiickoit  ®Penepauuu
OCYUIECTBJISIETCS. OTBETCTBEHHBIM pPAOOTHUKOM MOJBEAOMCTBEHHOIO YUPEKICHUS
HA OCHOBAHMU pelIeHHs 00 OTMYyCKe CHEIHATbHBIX PEHENTYPHBIX OJIAHKOB,
0 OpMIIEHHOTO B BUJI€ NMHUCHhMA, TIOJMUCAHHOTO JUPEKTOPOM (B CIIydae €ro OTCYTCTBUS
— 3aMecTUTeNeM JupekTopa) JlemaprameHTa JIEKapCTBEHHOTO oOOecredyeHus
U pEeryJIupOBaHus oOpalleHuss MEAUIIMHCKUX U3aenuii MUHICTEpCTBA.

[IpoBepka NEATEIBHOCTH IOJBEIOMCTBEHHOIO YUYPEXKICHHS II0 PETUCTpaliH,
y4e€Ty M XPaHEHHMIO PE3EpPBHOTO 3amaca ocyuiecTBisieTcs JlemapramMeHToM
JIEKapCTBEHHOTI'O 00ECIIEYEHMsI M PETYJIUPOBAaHUS OOpalIeHUs] MEIULMHCKUX U3JEIUN
MununcrepcTBa 2 pasa B roja He nosaaee 20 yucia Mecsna, CIeIyOLEro 3a UCTEKIIUM
ITOJIYTOJUEM.

61. OTBETCTBEHHOCTh 3a PErUCTpPAlMIO, Y4YE€T M XPaHEHUE CHEUHUATIbHBIX
pEeLEenTypHbIX OJaHKOB HECYT PYKOBOAMTENIN YIOJIHOMOUYEHHOW OpraHu3aluu
(MEIMIIMHCKOM  OpraHu3alllM, [OJBEJOMCTBEHHOTO  YUpPEXACHHUsS), a TakKkKe
OTBETCTBEHHBIE pAOOTHUKHU.

N\
MOANMHHMK 3NEKTPOHHOIO AOKYMEHTa, nognucaxHHoro 3I1,
XPaHUTCS B CUCTEME 31EKTPOHHOIO AOKYMEHTOO60pOTa
MuHucTepCTBa 34paBOOXpaAHEHUS
Poccuiickoit degepaumu.

CBEAEHNA O CEPTU®UKATE 3I1

Ceptudukat: 01D7045F32241A30000000C900060002
Komy BblgaH: [narones Cepreit BnagumMmposuy
[OeiictBuTeneH: ¢ 16.02.2021 go 16.02.2022




HOACHUTEJBHASA 3AIINCKA
K MPOEKTY NMpPHUKa3a
MunucrtepcTBa 3apaBooxpanenust Poccuiickon @eaepauun
«00 yTBep:KIeHHH NOPSAAKA HA3HAYCHUS JIEKAPCTBEHHBIX NpenaparTos, Gopm
pelenTypHbIX 0JIAHKOB HA JIEKAPCTBEHHbIE NPENapaThl, NOPAAKAa 0(popMIeHUA
YKa3aHHBIX 0JIAHKOB, MX Y4eTa U XPaHCHUD).

[Ipoext mnpukasza MuHucTepCcTBa 3ApaBooxpaHeHuss Poccuiickon Penepauun
«O0 yTBepXKICHMM TIOpSIKAa Ha3HAYCHUS JICKAPCTBEHHBIX TMpemaparoB, ¢GopMm
pelentypHbix OJIAHKOB Ha JIGKapCTBEHHbIC TMpenaparbl, Topsaka odopmieHus
yYKa3aHHBIX OJIAaHKOB, MX y4y€Ta M XpaHEHHs» (Aajiee — MPOEKT MpHUKa3a) MOATOTOBIIEH
BO HCIIOJHEHHUE TMOPYYEHUs, MPETyCMOTPEHHOTO MOAMYHKTOM 7 TyHKTa 2 pasnena |
npotokona 3acemanusi CoBera mnpu IlpaButensctBe Poccuiickoit ®enepauuu
0 BOMNpPOCaM IMOMNEYUTENbCTBA B COIMAIBHOM cdepe TMoJ MpeacenaTeIbCTBOM
3amecturens llpencenarens IIpaButensctBa Poccuiickoit ®enepannu T.A. T'onukoBoi
ot 28.07.2020 Ne 5, a Takke BO ucnojgHeHue nopyuyeHust 3amecturens [Ipencenarens
[IpaButennsctBa Poccuiickoit @enepaunn — PykoBoautens Anmaparta [IpaBuTenbcTBa
Poccuiickoii  ®epepauuu  JI.FHO. TD'puropenko ot 25.02.2021 Ne JI'-1136-2241
U B COOTBEeTCTBHE C mocraHoBieHueM [IpaBurenscrBa PO ot 31.12.2020 Ne 2467
«O0 yTBEp>KIECHUM TEpPEUYHsT HOPMATUBHBIX MPABOBBIX AKTOB U TPYII HOPMATUBHBIX
nmpaBoBbIX akTOB lIpaBurenbcrBa Poccuiickonn denepanuy, HOPMAaTUBHBIX NPABOBBIX
aKTOB, OTJEJbHBIX MOJIOKEHU HOPMATUBHBIX MPABOBBIX AKTOB M TPYIIT HOPMATHUBHBIX
MPaBOBBIX aKTOB (heepalibHbIX OPraHOB HMCIOJHUTEIHHOM BJIACTH, MPABOBBIX aKTOB,
OT/ICJIbHBIX TOJIOKEHUM MPABOBBIX aKTOB, TPYMIT MPABOBBIX AKTOB HCIOJHUTEIBHBIX
U pacnopsauTenbHblx opraHoB rocygapctBeHHoud Biactu PCOCP u Coroza CCP,
pemieHuii ["'ocy1apcTBEHHONM KOMUCCHH 10 PaId0vYacTOTaM, COACPKAIIUX 00sS3aTeIbHBIC
TpeOOBaHMs, B OTHOIICHUH KOTOPHIX HE TPUMEHSIOTCS TIOJIOKEeHHs yacTelt 1, 2 u 3 ctaTbu
15 ®denepanbHoro 3akoHa «O0 o6s3aTenbHBIX TpeOoBaHUSIX B Poccuiickoit denepariumy
(manmee cOOTBETCTBEHHO — MocTaHoBIeHUE Ne 2467, mepeueHs ).

CornacHo myHkTy 9 moctaHoBieHuss Ne 2467, myHkry 632 mepeyHsi mpuKas
MunuctepcTBa 31paBooxpanenusi Poccuiickoit @enepanuu ot 14 suBaps 2019 r. Ne 4u
«O0 yTBepXKJCHUU TIOpsiAKA Ha3HAYEHUsI JICKAPCTBEHHBIX IpernaparoB, (opMm
peuentypHbix OJJAHKOB Ha JIGKapCTBEHHbIC Mpenaparbl, MOpsaka odopMIIeHHs
yKa3aHHBIX OJIAaHKOB, X y4deTa U XpaHneHus» aercreyet a0 01.03.2022.

Ha ocHoBanuu TpeboBanuii yacteii 1 um 4 crateu 3 dDenepanbHOro 3aKoHa
ot 31.07.2020 Ne 247-®3 «O06 obs3aTenbHbIX TpeOboBaHusX B Poccuiickoit deneparm
(manee — 3akoH Ne 247-®d3) myHKTOM 3 MpOEKTa MpHKa3a YCTAHABJIMBACTCS CPOK
ero BcrymieHuss B cuiy (¢ 01.09.2021), a Takke CpOK HEUCTBUS — WIECTh JIET
(10 01.09.2027).

Yactamu 1 u 4 crarbu 3 3akoHa Ne 247-®D3 yCTaHOBIEHO, YTO IOJIOKEHUS
HOPMATHBHBIX TPABOBBIX AaKTOB, YCTAaHABIMBAIOMNX 0Os3aTeNbHBIE TpeOOBaHUS,
JIOJKHBI BCTYTATh B CHITY J1M00 ¢ 1 MapTa, 6o ¢ 1 ceHTIOpsi COOTBETCTBYIOIIETO TO/1a,
HO HE paHee YeM IO WCTEUYCHWH [IEBIHOCTAa JHEH mocie AHS OQHUIIMATBHOTO
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OIMyOJIMKOBAHUS COOTBETCTBYIOIIIETO HOPMATHUBHOTO MPaBOBOTO akTa. HopmaTUBHBIM
paBoBBIM akTOM Mun3apaBa Poccuu 10mKeH mpenycMaTpuBaThCs CPOK €ro JIeUCTBUS,
KOTOPBIN HE MOKET MPEBBIIIATH MIECTh JIET CO JHS €r0 BCTYIUICHUS B CHUITY.

Takum oOpa3zoM, TPOEKT Mpukasa, Berynaronmi B cuty ¢ 01.09.2021 (co cpokom
nevicteuss o 01.09.2027), nowkeH ObITh H3aH W OQUIHAIBHO OMYyOJUKOBaH
e nmo3aaee 03.06.2021.

Bo ucnonnenue nopydenusi, IpeayCMOTPEHHOTO MOAMYHKTOM 7 IMyHKTa 2 pa3zesna
I mporokona 3acemanuss CoBera mnpu IlpaButenbctBe Poccuiickoit ®enepamuu
[0 BOINpOCaM TMOMEUYHUTENHCTBA B COLUAIBHOW cdepe Moj MpeaceaaTeIbCTBOM
3amectutens IIpeacenarens IlpaButensctBa Poccutickoit ®eneparuu T.A. I'onukoBoi
ot 28.07.2020 Ne 5 uckmirouaercss TpeOOBaHKE O HAJIMYHUM Y MPEICTABUTENS MallMEHTa
JIOBEPEHHOCTH Ha TOJYYEHHME peIenTa Ha JEKapCTBEHHBIE IMpernaparbl B Cilyyae
HEBO3MOXHOCTH €10 0(hopMIICHUS HHKYpaOeIbHBIMU OOJLHBIMU Ha 3aBEPIIAIOIIEM dTalle
KU3ZHU.

B nenax peannzauuu mojoxkeHuil ctateu 6 @enepanbHoro 3akoHa ot 12.04.2010
No  61-®3 «OO6 oOpaiieHud JIEKAPCTBEHHBIX  CPEIACTB» U MEPOIPHUATHUH,
npeaycMoTpeHHbIX DenepalibHbIM MpoeKkToM «Co31aHue eMHOT0 HU(PPOBOTO KOHTYpA B
3IpaBOOXpPAHEHUU HAa OCHOBE €JMHOW TOCYAapCTBEHHOW WH(MOPMAIIMOHHOW CUCTEMBI
B cdepe 3apaBooxpanenus (ETMC3)», m B CBSI3U C OTCYTCTBHEM CIpPAaBOYHHUKA
JIEKapCTBEHHBIX IPENapaToB [Jsi MEAMIMHCKOrO MPUMEHEHHUS HA JIATHHCKOM SI3bIKE
YCTaHaBJIMBAETCSI BO3MOXXHOCTh O(opMieHUs penentoB B ¢GopMe 3JIEKTPOHHOTO
JIOKYMEHTA Ha PyCCKOM SI3bIKE.

N\
MOANMHHMK 3NEKTPOHHOMO AOKYMEHTa, NoANMcaHHoro 3N,
XPaHUTCA B CUCTEME SNEKTPOHHOIrO AOKYMEHTO060pOTa
MuHWCTEpCcTBa 34paBoOXpaHeHNs
Poccuiickoi deaepaumm.

CBEAEHNA O CEPTU®UKATE 3I

Ceptudukar: 01D7045F32241A30000000C900060002
Komy BblgaH: narones Cepreit BnagumMmuposuy
[eictButeneH: ¢ 16.02.2021 go 16.02.2022




