KABMHET MUHUCTPOB
JYBAIICKOY PECIIYBJINKU

YABAIII PECIYBJINKWH
MHWUHUCTPCEH KABUHEYE

UBINNIAHY INOCTAHOBJIEHHUE
27.08.2025 477 Ne 27.08.2025 No 477
Hlynamxap xynu r. YUeGokcapsr

06 yrBepxaenun Ilopsaaka npexa-
CTaBJIeHUs 3asiBJIEHHSI HA NPHOO-
peTeHHe JIeKAPCTBEHHOro Ipena-
paTa QI MEQHIIUHCKOrOo NpHMe-
HEHUs, MeJINIHHCKOr0 H3e/ U,
crenuaJIM3npOBAHHOIO TPOAYKTA
JieyeOHOro THUTAHUS Ui JeTeii-
HHBAJIUOB C HCHOJb30BAHHEM
3JIEKTPOHHOTO cepTHHUKATA HA
Tepputopun Uysameckoii Pecny6-
JIMKH

B nensax peanuzanuu ®enepanpHoro 3akoHa «O npuoOpeTeHNH OTAEIBHEIX BH-~
JIOB TOBApoOB, paboT, YCIYyr ¢ UCIONB30BAHUEM 3NEKTPOHHOIO cepTudukara» Kadbuner
Munuctpos HyBamickoit Pecriybnukin mocTaHOBI A € T:

1. YrBepnute npunaraemsrit [lopsmok mpencrapinenus 3asBieHys Ha mpuobpe-
TEHHE JIEKAPCTBEHHOTO IpemapaTra Uil MEAUIMHCKOTO IMPUMEHEHUA, MEAUIIMHCKOrO
U3JIeNus, CIEIUATN3UPOBAHHOIO IIPOIyKTa JIeueOHOro MUTAaHUsA Ui NeTeH-HHBalUA0B
C HCIIOJIB30BaHUEM 3JIEKTPOHHOTrO cepTu(dukaTa Ha Tepputopuu Uysamckoil Pecmy6-
JIVIKY.

2. Onpenenuts MuHHCTEPCTBO 31paBooxpaHeHus Yysamckoid Pecrrybnuku
YIIOJTHOMOYEHHEIM HCIIONHUTENBHEIM opradoM Uysamickoit Pecy6nuxu no ¢gopmu-
POBaHUIO ¥ YTBEPKJICHUIO MEPEUHS JEKAPCTBEHHBIX IPENApaToB Uil MEAMLUHCKOrO
MPUMEHEHUS, MEAULIMHCKHX U3JENHH, a TaloKke CHEeNUaIu3upOBaHHEIX IIPOAYKTOB Jie-
yeOHOro NMUTaHUA IS JeTeH-UHBANUIOB, IPHOOPETAEMBIX C HCIIOJIB30BAHUEM DJIEK-
TPOHHOT'O cepTU(UKaTa 3a CUET CPEACTB pecirybiukaHckoro Orojxera UyBalckon
Pecnybnuku B nopsake, ycranoBineHHoM [IpaButensctBoM Poccuiickoil ®enepanuu B
COOTBETCTBHH ¢ YacThio 6 ctathu 3 PenepansHoro 3akoHa «O NpuOOPETCHUH OTAEIb-
HBIX BUZOB TOBApOB, paboT, YCIYT ¢ UCTIONB30BAHUEM 3JIEKTPOHHOTO CepTU(hUKATaY.

3. Hacrosiee mocraHoBieHHe BerynaeT B cury ¢ 1 cents6ps 2025 rona.

ITpencenarens Ka6H eﬁa\,MH}Hd{[pOB
UyBaickoiy, CCHYOIII/IKH ApTaMOHOB

Yopatneuue
dbhonsgnlenacisy



YTBEPXJEH
noctaHoBeHueM Kabuaera MuHUCTPOB
Yysanickoit PecryOnmku
ot 27.08.2025 Ne 477

NHOPAJOK
npeacTaBJ/ieHusl 3asiBJIeHUs1 HAa NpUoOpeTeHUe JIeKaPCTBEHHOI 0
npenapara AJsi MeJMLMHCKOI 0 NTPUMeHEeHUs1, MeAULIMHCKOr 0 U3eusl,
CreLraIu3upoOBaHHOIO NPOAYKTA JedeOHOro NUTAHUs AJsl leTel-UHBAIU/10B
€ MCMO0JIb30BaHHEM JIEKTPOHHOI0 cepTHU(dUKaTa HA TeppUTOPUH
Yypauickoii Pecny0uku

1. Hactossmuii [lopaaok onpeaenseT mpaBuiia MPEACTABICHUA IPaXXKIaHAMU U3
YyHUCla KaTeropuil, onpeaeneHHbix B yactu 4 crateu 3 MenepanpHoro 3akoHa «O npu-
OOpETEHUH OTACIHFHBIX BUAOB TOBAPOB, PA0OT, YCIIYT C HCIOIb30BAHUEM 3JIEKTPOHHO-
ro ceprumKaray, CBEIEHHSI O KOTOPHIX BKIFOUeHBI B DemepanbHBIN PETHUCTP JIHL,
MMEIOIIMX MPaBO HA MOJYYEHUE TOCYAAPCTBEHHOM COLMAIBbHOM ITOMOINH, M HE OTKa-
3aBIIUXCA OT TOYYECHUS TOCYJAPCTBEHHOW COIMAIBHON MOMOINM B BHAE HAOOpa co-
LHAITBHBIX YCIIYT B YaCTH COLMAIBHOW YCIIyTH, MPEAY CMOTPEHHOM IMyHKTOM 1 yacTu 1
craten 6° QenepanbHOro 3akoHa «O TOCYIaPCTBEHHON COLHATBHOMN TOMOIIIY (aTee
COOTBETCTBEHHO — IPaXKIAHWH, CONUANBbHAS yCITyTa), 3a9BICHUA Ha IPUOOPETEHHE JIe-
KapCTBEHHBIX IMPETAPATOB I MEAUIMHCKOTO PUMEHEHUS B 00BbEME HE MEHEE, YeM
3TO TPEIYCMOTPEHO TIEPEUHEM JKH3HEHHO HEOOXOIWMBIX M BOXKHEHIIMX JIEKAPCTBEH-
HBIX TIpenapaToB, copMHUpPOBaHHEIM B cooTBeTCTBHU ¢ DenepansHbM 3akoHOM «O0
OOpaImeHnH JIEKAPCTBEHHBIX CPEJICTBY, MO PELENTAM Ha JIEKAPCTBEHHBIC TPENapaTHl,
MEIULIUHCKUX W3JIEIUU MO PELENnTaM Ha MEIMIMHCKHE U3JENUS, 4 TAKXKE CIELHAIIN-
3MPOBAHHBIX MPOIYKTOB JIEUEOHOTO TMHTAHUS I JETCH-WHBAIHIOB, OTPEACIIEHHBIX
IIpaBurensctBoM Poccuiickont Denepanyy B COOTBETCTBUHU ¢ MyHKTOM 1 vactu 1 cra-
TeH 6 DeepanbHOro 3aKkoHa «O TOCYIAPCTBEHHOM COMHMANBHOMN MOMOIIM» (Iamee —
3asIBJICHHE).

2. C Ucnonmb30BaHUEM 3JIEKTPOHHOTO CepTH(HUKATAa MOTYT MPHOOpPETAThCA Ha-
3HAYECHHBIE TI0 PELENTY JIEKAPCTBEHHBIE MPEMAPAThl I MEAULMHCKOTO ITPUMEHEHMS,
MEIULUHCKUE U3IENHsA, CIICIHATH3UPOBAHHBIE TIPOIYKTHI JIeYeOHOTO TTUTAHUS TS JIe-
TeH-WHBATU/IOB, BKIIOYCHHBIE B TIEPEUEHb, CHOPMUPOBAHHBIA U YTBEPKICHHBIA MH-
HUCTEPCTBOM 3xpaBooxpaHenus Uysamickoi PecryOnmku (mamee — Munsnpas Uysa-
mmH) B coOoTBeTCTBUH C [lpaBumamu QopMHpOBaHHA W yTBEPKIACHHUS TEPEYHEH OT-
JETBHBIX BHAOB TOBapoOB, PadOT, yCIyT, MPHOOPETAEMBIX C HCIIOIb30BAHUEM 3JIEK-
TPOHHOTO CepTHU(HUKATA 34 CUET CPEACTB OIOKETOB cyOBekToB Poccuiickoin denepa-
WU ¥ OIOPKETOB TEPPUTOPHAIIBHBIX TOCYJAPCTBEHHBIX BHEOIOHKETHRIX (POHIOB, yT-
BEP:KACHHBIMU nocTaHOBJICHUEM [IpaButensctBa Poccuiickon @enepaumu ot 23 an-
pemst 2021 1. Ne 631 «O popMHUpOBaHHUN U YTBEP:KICHHUH NIEPEYHENH OTAETHHBIX BHIOB
TOBApOB, paboOT, YCIIyT, TPUOOPETAEMBIX C HCIOIB30BAHUEM SJIEKTPOHHOTO CEPTH(H-
KaTa 3a CUET CPEACTB OIOPKETOB OIOKETHOM cucTeMbl Poccutickoit Meneparmm.

3. 3a mpeAocTaBIEHUEM PELIENTOB HA JEKAPCTBEHHBIEC Mpenaparthl AJiA MEIU-
OMHCKOTO ITPUMEHEHHA, MEAULMHCKUE W3JENHA, a TAKKE CIECHHATA3UPOBAHHBIE MPO-
AYKTHI JIEY€OHOTO TIUTAHUS JJI JeTEH-WHBAIUIOB TPAKIAHE (3aKOHHBIE TIPEICTABUTE-
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7H) 00PaImaroTCs MO MECTY JKHTEIHCTBA MM MPHUKPEIUICHUS B MEIUIIHHCKHE OPTaHH-
3a1[UH, OKA3BIBAIONINE TIEPBUYHYI0 MEIUKO-CAHUTAPHYIO MOMOIIb.

4. Ha3HaueHHUe JIEKQpPCTBEHHBIX IPENApaToB AN MEAULMHCKOTO NMPUMEHEHHUS
IrpakJaHAM OCYIIECTBIIETCA B COOTBETCTBHM C NMpUKa3oM MHHHCTEpPCTBA 31paBo-
oxpanenus Poccutickoit @enepaumu ot 24 Hos0ps 2021 1. Ne 1094u «O0 yTBEpx)IC-
Huu [lopsaaka Ha3HAYEHWS EKAPCTBEHHBIX MPEMapaToB, POopM peuenTypHBIX OTaHKOB
Ha JICKapCTBEHHBIE TIpemnapaTsl, [lopsaka opopmiteHns yKka3aHHBIX OJIAHKOB, WX y4eTa
WU xpaHeHwsa, (HopM OIAHKOB PEILENTOB, COACPIKAIMUX HA3HAYCHHE HAPKOTHYECKHUX
CPEACTB WM NCUXOTPONHBIX BeIECTB, [lopsAaka MX WM3rOTOBIEHHWA, pacHpencicHus,
PETUCTpPALINY, YUEeTa B XpaHEeHus, a Taxoke [IpaBun odopmierns OJaHKOB PELIETITOB, B
TOM YHcTie B (pOpMe 3IIEKTPOHHBIX JOKYMEHTOB) (3aperucTpupoBaH B MUHHCTEPCTBE
roctutu Poccuiickoit @epeparmn 30 HOAOps 2021 ., perucTpauoHHbiid Ne 66124).

5. Ha3HaueHHe MEAWUHMHCKHX H3ACIHN TPpakJaHaM OCYIIECTBISIETCA B COOT-
BETCTBHH C ITPUKa3oM MuHuctepcTBa 3apaBooxpanenus Poccuiickon denepanmu ot
20 mexadps 2012 . Ne 11811 «O0 yTBepKACHHH TOPSAKA HA3HAYECHUSA W BBITUCHIBA-
HUS MEIULIMHCKUX W3JENNH, a Takke (GOpM PEUENTYPHBIX OJIAHKOB HA METUIIMHCKHE
W3JENUs U TopsAaKa o(hOpMIICHHA YKAa3aHHBIX OJTAHKOB, WX y4Y€Ta W XpaHCHHD» (3ape-
rucTpupoBadH B Munuctepctse roctuuuu Poccuiickoit @enepamuu 25 wronsa 2013 r.,
peructpannonHbiid Ne 28882).

6. HazHauenne crienMaan3upOBaHHBIX MPOIYKTOB JICYEOHOTO TUTAHUS IS Je-
TEU-UHBAIUIOB OCYIIECTBJISIETCA B COOTBETCTBUH C NpuiokeHHeM Ne 14 k mpukasy
MuHncTEpCTBaA 3PAaBOOXPAHEHH M COLMANBHOrO pa3BuTHs Poccuiickon Denepanyu
ot 12 ¢espana 2007 r. Ne 110 «O mopsiake HA3HAYECHUS W BHITUCHIBAHUS JIEKAPCTBEH-
HBIX MPENapaToB, U3AEIUNA MEJULIUHCKOTO HA3HAYECHH U CHELUATU3HPOBAHHBIX MPO-
AyKTOB JIEYEOHOTO THUTAHUM) (3apETHCTPUPOBaH B MHUHHCTEPCTBE IOCTUIMH Poccuii-
ckoit ®eneparmu 27 anpenst 2007 r., peructpatuoHHbI Ne 9364).

7. OTIyCK JIEKAPCTBEHHBIX MPENapaToB AJI1 MEJAULIMHCKOTO MPUMEHEHUA IPaXK-
JAHAM OCYINECTBIAETCS ANTEYHBIMM OPTraHHU3ALMAMH, ONPEACIICHHBIMHA IPUKA30M
MunmncrepctBa 3npaBooxpanenus Uysamckoit PecryOnuku (manee — anrTedHble opra-
HU3AIMH), B TOPSJIKE, YCTAHOBIIEHHOM 3aKOHOMATENbCTBOM Poccmiickoi Deneparmy,
B COOTBETCTBHH C MPUKa3oM MuHHcTepcTBa 3apaBooxpanenus Poccutickoint Oenepa-
muu ot 7 mapta 2025 1. Ne 100H «O0 yTBep:kacann [IpaBum oTnycka IeKapcTBEHHBIX
MPENapaToB A1 MEJULUHCKOTO NMPUMEHEHHs aNTCYHBIMH OPTraHU3aLUAMH, WHIHBU-
AyaabHBIMH TIPEANPUHUMATEIIMH, UMEIOIMUMH JIUIECH3WI0 HA OCyMIECTBIeHHE (ap-
MaLeBTUYECKON JEATEIPHOCTH, MEIUIMHCKUMH OPraHU3aLMAMY, UMEIOIIUMH JTULICH-
3MI0 Ha OCYIIECTBICHHE (papMaleBTHUECKOH HEATETBHOCTH, W UX 000COOIIEHHBIMHU
MOAPA3ACIICHUAMH, PACIIONOKEHHBIMHA B CEIIbCKUX HACETIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTE€UHbIC OpPraHu3aunuy, lIpaBumn OoTIycka HAPKOTHYECKUX CPEACTB U
MICUXOTPOIHBIX BEIIECTB, 3aPETUCTPHPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX Mpenapa-
TOB JUIs1 MEJULIMHCKOTO IPUMEHEHUS, JIEKAPCTBEHHBIX MPENApPaTOB AN MEAULIMHCKOTO
NPUMEHEHMS, COACPKAIUX HAPKOTHYECKHE CPEACTBA M IICHXOTPOITHBIE BEIIECTBA,
[lopsaka oTmycka TpakIaHaM anTEYHBIMH OPTaHU3ALUAMH UMMYHOOHOIIOTHYECKHX
JICKAPCTBEHHBIX TPEMApPaTOB IIT UMMYHOTPO(HIAKTHKNY (3apETUCTPUPOBAH B Mu-
HHUCTepCcTBE rocTHIMM Poccuiickon Menepanmu 9 anpenst 2025 1., perucTpaiOHHBIN
Ne 81789).

8. ITo BEIOOPY TpakmaHWHA (3aKOHHOTO TIPEACTABUTEISA) TOYUYCHHE UM COIH-
ATBHOM YCIYTH MOXKET OCYHIECTBIITHCS C MCTIOJIb30BAHHUEM 3JIEKTPOHHOTO CepTH(H-
KaTa.
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9. 3asgBrieHWE TMOMAETCS TPAKIAHHHOM (3aKOHHBIM TPEJICTABUTENIEM) B aapec
Munsapasa UyBammu 4epe3 MEIHLMHCKYH) OPraHU3aLMIO, OKA3bIBAIOIIYIO INEPBUY-
HYI0 MEIHKO-CAHHTAPHYIO MOMOMIb TI0 MECTY JKUTEIHCTBA WIIH MPUKPETUICHHS, Ha Oy-
Ma)KHOM HocuTene 1mo ¢opMme cornacHo npunoxeHuro Ne 1 k Hacrosmemy [lopsaky
00 ¢ WCTIOIB30BAHUEM JIMYHOTO KaOWHeTa (epaepanbHOM TOCyAapcTBEHHON HHPOP-
MalUMOHHOW cHcTeMbl « ENUHBIN MOpPTan rocyJapcTBEHHBIX M MYHHIMMIAIBHBIX YCIyT
(yHKumi)» (manee — eTUHBINA MOPTAT) B OTHOIICHWH KAKJOTO HA3HAYEHHOTO TIO pe-
LENTY JIEKAPCTBEHHOIO Mpenapara il MEAULMHCKOrO NMPUMEHEHUS, MEIULIMHCKOTO
W3JENHs, CTICIHATU3UPOBAHHOTO TIPOAYKTA JICUEOHOTO TIUTAHUS JJIS ACTeH-UHBAIAIOB
B TEUYCHHE CPOKA JECUCTBUS PELETITA.

10. 3asBrneHure AOHKHO COAECPKATH CIIEAYIOIIUE CBEICHHUS:

1) dbamumms, ums, OTIECTBO (TTOCTIEAHEE — TP HATMINH) TPAKIAHUHA,

2) aapec PETHCTPALMU TPAKTAHWHA TI0 MECTY JKUTENIbCTBA WK 110 MECTY TIpe-
OBIBAHMS;

3) cTpaxoBO¥ HOMEP WHAMBHIYATHHOTO JIMIIEBOTO CUETA TPAKIAHWHA B CHCTE-
Me 00513aTeIbHOTO TIEHCHOHHOTO CTPAXOBAHMS,

4) HOMEp MONHCca 00A3aTENHHOTO METUIIHHCKOTO CTPAXOBAHHS,

5) aOOHEHTCKHMI HOMEpP TPaKTAHWHA (3aKOHHOTO TIPEICTABUTENS), BBIIEIICH-
HBIHA OTIEPATOPOM TMOABIKHOHN paanoTene()OHHON CBA3H (TIPH HATTHYHH );

6) HOMEpP HALMOHAJBHOTO TUIATEKHOTO MHCTPYMEHTA TPAKAAHWHA (3AaKOHHOTO
MPEICTABUTENA ),

7) HOMED pelenTa;

8) B ciyuae mogavyu 3asBIICHUS 3aKOHHBIM TIPEICTABUTENIEM TPAKIAHWHA K 3a-
ABICHUIO MPUIATacTCs KOMUA AOKYMEHTA, YAOCTOBEPAIOLIETO JTUYHOCTH 3aKOHHOTO
MPEACTABUTETIA.

11. MeaunuHcKas opraHu3anys, OKa3bIBAIOIIAs NEPBUYHYIO MEIUKO-CAHUTAP-
HYI0 MOMOIIb IO MECTY KHUTEIBCTBA WIH IMPUKPEIUICHUA, HAMPABIAET MOCPEACTBOM
TOCYJapCTBEHHOW WH(OPMAIMOHHONW CHCTEMBI B cepe 31paBooxpaHeHus UyBanicKon
PecnyOnuku «PecmyOnmukanckas MeIWOWHCKas WHGOpMAIMOHHas cuctema Uysari-
ckoit PeciyOormkmy» (mamee — [TUC «PMUC YPy») 3agBnenue B Munsapas Uysammu B
TEUYEHUE OTHOTO PAOOYETO JHS CO JHA MOJAYH YKA3aHHOTO 3asIBIICHHUS.

12. Mun3gpas UyBammu mocie OCYIIECTBIIEHHA MPOBEPKH COACPKALIUXCS B
3afBIICHUH CBEJICHHUU B T€UECHHE OJHOTO pabOdero THsS CO THSA MOJAYH 3aSBJICHHA Tpa-
TAHUHOM (3aKOHHBIM TIpeAcTaBuTeneM) HampasisgeT mocpeactsom [MC «PMUC
UP» 3asBieHrE B rocyAapCcTBEHHYIO HH(YOPMAMOHHYIO cucTeMy «EnmHas meHTpamm-
30BaHHas 1HppoBas miarpopMa B cOUMANBHOU cdepe» B CPOK, HE MPEBBINIAFOIAN
CeMH padOYMX THEH CO JHSA MOJauM 3aABICHUS TPAKIAHUHOM (3aKOHHBIM TPEICTABH-
TENeM), COACPIKAILEE CIEAYIOIIE CBEACHU:

1) cBeneHUs, yKa3aHHbIC B 3aSBJICHHH B COOTBETCTBHH C TIOAMyHKTaMH 1, 3, 51
6 nynkra 10 Hactosmero [lopsaaka;

2) naTel HaYala ¥ OKOHYAHUSA JIEUCTBHA 3JIEKTPOHHOTO CEPTU(UKATA;

3) undopmarmro 0 Munzapase UyBammny, BKIFOYAOIIYTO KO U HANMEHOBAHHUE
B COOTBETCTBHH C PEECTPOM YUACTHHUKOB OFOKETHOTO TPOIIECCa, a TaKKe IOPUINYEC-
CKUX JIMII, HE ABIIAIONINXCS YYACTHHKAMH OFO/KETHOTO MPOIECCa, UACHTH(HUKAITHOH-
HBII HOMEP HAJIOTOIUIATENbIIMKA U KOJ MPUYHUHBI MOCTAHOBKH HA YYET B HAJIOTOBOM
oprase;
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4) TIpenenbHYI0 CTOMMOCTD €IUHHIIBI (TIPEeIeTbHBIN pa3Mep OIJIAThI) JIEKAPCT-
BEHHOTO Ipenapara s MEAULMHCKOTO MPUMEHEHUA, MEAULMHCKOTO HU3/IEIHA, a TaK-
e CTIENHATM3UPOBAHHOTO MPOAYKTA JIEUeOHOTO TUTAHUS JJI JACTEH-UHBATUIOB, KO-
JUYECTBO €IHHHIL JIEKAPCTBEHHOIO Mpernapara Juii MEIULMHCKOTO MPUMEHEHUA, Me-
OUIIMHCKOTO M3ICIHUS, CTIEHHATH3UPOBAHHOTO MPOAYKTA JI€UYEOHOTO MTUTAHUA T Je-
TE€U-MHBAIUIOB, KOJ JIEKaPCTBEHHOIO Mpernapara AJii MEIULMHCKOIO NMPUMEHEHUS,
MEIHULIMHCKOTO H3CTHS, CIIEHHATH3UPOBAHHOTO TPOAYKTA JI€UeOHOTO THTAHUS IS
JETEH-UHBAIUIOB, BKIIFOYEHHOIO B COOTBETCTBYIOIIHMM NEPEYEHb, ITPEAYCMOTPEHHBIN
yacTeio 6 ctath 3 PenepanbHOTo 3ak0Ha «O MPUOOPETEHUH OTACITHFHBIX BUJIOB TOBA-
POB, padoT, YCIYT C HCIIOJIb30BAHUEM SJIEKTPOHHOTO CEPTH(PHUKATAY.

13. Munzapas UyBammu, moiydyuB WHGOPMAIMIO O MPUCBOCHHOM 3JIEKTPOH-
HOMY CEpTH(UKATY PETHCTPALIMOHHOM HOMEPE TMOCPEICTBOM TOCYAAPCTBEHHOW WH-
dbopmarmonHoM cuctemsl «ExuHas nieHTpanuzoBanHas 1ud)posas miarhopma B COIH-
anpHOU cepe», B CPOK, HE TMPEBBIMAIOIMUN TPeX padOUYMX THEH CO JHS TOTy4CHUS
yKa3aHHOU wH(popManmu, GOPMHUPYET pacmopsbKeHHE (3adBKY Ha KAaCCOBBIM PacXon
WM TIATEKHOE TIOPYUYEHHE), HA OCHOBAHHH KOTOPOTO OOECTICYMBAETCSA HATIPABIICHHE
JICHEXKHBIX CPEICTB TIO SICKTPOHHOMY CepTH(HUKATY, U HAMIPABIIAET €T0 B Y IPABIICHHE
®denepanbHOTO KazHavercTBa Mo YyBanickol PecyOnuke.

14. Munzapas UyBammu B T€YEHHE OJHOTO PAOOYEro JHA CO THS TOTYyYCHHS
nH(pOpMAIMK 00 WCIIOTHEHWH 3a9BKH HAa KACCOBBIM PACXO0] WM TUIATEKHOE TOpPYyYe-
HUE U TIOJYYCHHS CTATyCa SJIEKTPOHHOTO CepTHU(HKATA «aKTUBHpPOBaH» w3 [ ocymap-
CTBEHHOH WH(POPMALIMOHHONW CHUCTEMBI 3JICKTPOHHBIX CEPTH(UKATOB MIEPEaAeT CBEIEC-
HUSA 0 (DOPMHPOBAHUHU SJICKTPOHHOTO ceprudukara, conepxkanmmecs B [ 1C «PMHUC
UP», B MenepanbHbIi PETUCTP TPAKIAH, MMEIOIIUX MPABO Ha 0OECTICYECHHE JIEKAPCT-
BEHHBIMU TpenapaTaMy, MEIULMUHCKUMH U3JETUSIMU U CHELHATU3UPOBAHHBIMU TIPO-
AyKTaMW JIe4eOHOTO THMTAHWSA 3a CYET OFO/KETHBIX ACCUTHOBAHWUHU (pemepaibHOTO
OromKeTa U OFOKETOB CyOBeKTOB Pocchiickoil Denmepamnyy, a TaKKe OCYIECTBIAET
WH(POPMHUPOBAHUE TPAXKTAHWHA (3aKOHHOTO TIPEACTABUTENSA) O CHOPMHUPOBAHHOM
3NIEKTPOHHOM cepTH(HKATE, €T0 HOMHHAJIE W BO3MOXKHOCTH €TO TIPHMEHEHHUS Yepes3
€IMHBIA TTOPTAN WITH TIOCPEICTBOM BBIIAYH TPAKIAHUHY (3aKOHHOMY TIPEICTABUTEITIO )
BBITIMCKH W3 PEECTPaA SJCKTPOHHBIX CEPTUPHUKATOB HA OYyMaKHOM HOCHTEJE, TTOJIITH-
CaHHOM YCHJICHHOM KBaTHU(PHUIIMPOBAHHOM 3JIEKTPOHHOU TTOMTHUCHIO YTIOJTHOMOYECHHOTO
Ha MOJNMUCAHHUE TAKOTO JOKYMEHTA JTOKHOCTHOrO uua Mun3apasa Uysanmmu.

15. DnexkTpoHHBIA cepTHU(HUKAT AEUCTBYET HE OoJiee CPOKa NEHUCTBHA PELENTa
Ha JICKAPCTBEHHBIM Ipemnapar I MEOULUMHCKOTO MPUMEHEHUA, MEJULIMHCKOE H3Je-
AMe, a TaKkKe CIECHHATM3HPOBAHHBIA TPOAYKT JIEYCOHOTO THUTAHHA JUIA JETEH-
HWHBAJIHJIOB.

16. Munzapas Uysammu noiaydaet uHpopMaimo o Gakre mprHOOpETEHHU Tpa-
MTAHUHOM (3aKOHHBIM TIPEJICTABUTENIEM) JIEKAPCTBEHHOTO TIpenapaTta i MeIUuLiH-
CKOr0 IIPUMEHEHHsA, MEIULUHCKOTO HW3JENMs, a TAKKE CIELMAIH3UPOBAHHOTO MPO-
AyKTa JIEY€OHOTO TUTAHUSA IJI JETEH-WHBAIHIOB C MCIIONB30BAHUEM 3JIEKTPOHHOTO
cepruduKaTa MOCPEACTBOM TOCYJAPCTBEHHOW HH(OPMAITMOHHON CUCTeMBbl «EmamHas
HEHTpalTM30BaHHas 1udpoBas miaTgopma B COHMATEHOU cheper.

17. Munzapas UyBamuu HampasisieT cBeacHUS B DenepanbHbId PETHCTP rpa-
MJTaH, IMEIOMINX MPAaBO HA OOECIICYCHHE JICKAPCTBEHHBIMH TPETIapaTaMH, MeIHIHH-
CKUMH H3JICTHAMH H CIEIHATM3UPOBAHHBIMU TPOAYKTAMH JI€YeOHOTO TUTAHHUS 34
cdeT OF/KETHBIX ACCHTHOBAHHH (DelepalbHOTO OIKETa W OFOKETOB CyOBEKTOB
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Poccwuiickoit @eneparuu, o pakre mpUOOPETEHHS TEKAPCTBEHHOTO MpeTapara i Me-
JULUHCKOTO MPUMEHEHHUs, MEIULMHCKOTO HM3ENHA, a TAKKE CHELHATIU3UPOBAHHOTO
MPOAYKTA J€UYEOHOTO TUTAHUSA [T IETEH-UHBAIHMIOB C UCTIONB30BAHUEM SJIEKTPOHHO-
ro cepruuKara B TEUCHHE OJHOTO PAOOYETO JHA TOCIE TOMYYEHHUS HHPOPMAIH O
(akTe MPUOOPETEHHA TPAKIAHHHOM JIEKAPCTBEHHOTO TPETapaTa Jjisi MEIUIIMHCKOTO
MPUMEHEHUS, MEIULIMHCKOTO M3JETHs, a TAKXKE CINEUUATU3UPOBAHHOTO MTPOIYKTA Jie-
4yeOHOTO TMTAHMA UTA ACTEH-UHBAIMAOB C MCIIOB30BAHUEM 3JIEKTPOHHOTO CepTH(H-
KaTa B COOTBETCTBHH ¢ IyHKTOM 16 HacTosmero Ilopsanka.

18. I'paxxmaHuH (3aKOHHBIN TIPEICTABUTEIH) BIPABE OTKA3aTHCSA OT MIPHOOPETE-
HUA JIEKAPCTBEHHOTO NpernapaTa i MEIAULUHCKOTO MPUMEHEHUS, METULIMHCKOTO U3-
Oenus, a TakKe CICHHATHU3UPOBAHHOTO MPOAYKTA JIEYeOHOTO THUTAHWA JJIS JIETEH-
WHBAJHJIOB C MCIIOIb30BAHUEM 3JIEKTPOHHOTO CEPTH(PHUKATA B TEUEHHE CPOKA €TO JCH-
CTBHS, HO HE 00Jiee CpOKa NEHCTBHA PEIIETITAa HA JIEKAPCTBEHHBIE MPENAapaThl IS Me-
JULMHCKOTO TMPUMEHEHUS, MEAMLIMHCKHE W3JEIMs, a TAKKE CIELHUaTU3UPOBAHHBIE
MPOAYKTHI JIeYeOHOTO TMUTAHKA TS eTEH-UHBAIMAOB, B OTHONICHHH KaJKJIOTO Ha3HA-
YEHHOT0 MO PELENTY JIEKAPCTBEHHOrO Mpenapara AJii MEIULUHCKOTO MPUMEHEHUS,
MEIHULIMHCKOTO H3JCITHS, CIIEHHATH3UPOBAHHOTO TPOAYKTA JI€UeOHOTO THTAHUS IS
AeTeH-UHBAIWAOB TTOCPEICTBOM TIOJAHHOTO 3afBJICHHUSA 00 OTKa3e OT NMPHOOPETECHHUSA
JEKAPCTBEHHBIX MPENAPaTOB I MEAULMHCKOTO NMPUMEHEHUS, MEIULMHCKUX H3JIe-
WA, a TaKKe CIEHUATH3UPOBAHHBIX MPOJYKTOB JIEUEOHOTO THWTAHHA M JIETCH-
WHBAJHJOB C MCIIONB30BAHUEM 3JIEKTPOHHOTO CepTU(UKATA HA OyMa)KHOM HOCHTEIE
o gopme cormacHo npuioxkeHuto Ne 2 k Hactosmemy [lopsanky (manee — 3asBIieHUE
00 OTKa3e) B MEIUIMHCKYIO OPTAHHM3AIMIO, OKA3BIBAIOIIYI0 TNEPBUYHYIO MEIHKO-
CaHUTAPHYIO TIOMOIIb TI0 MECTY JKUTENBCTBA WM MPUKPETUICHHUS, THOO TPH HATHIUH
TEXHUYECKOW BO3MOKHOCTH C UCMOIb30BaHUEM €UHOTO MOPTAJIA.

19. MeauumHCKass OpraHu3anusa, OKa3bIBAONIAsd NEPBUYHYK) MEIUKO-CAHUTAP-
HYI0 TIOMOIIb MO MECTY KHUTENbCTBA UM MPUKPEIUICHHs, HAIMPABIAET MOCPEICTBOM
I['C «PMUC UPy 3asBnenue 06 oTkaze B Munsapas UyBamuu B TEYEHHE OJTHOTO Pa-
004ero JHA CO THA TOJAYH YKA3aHHOTO 3asBIICHUA.

20. Mun3gpas UysBammu 1uid OCYIIECTBJICHUS BHECEHUSA M3MEHECHMS B paHee
CO3/IaHHYIO 3aIHUCh JIEKTPOHHOTO cepTHdHUKaTa (nanee — OJTOKHPOBKA IIIEKTPOHHOTO
cepruduKaTa) MOCPEICTBOM CHCTEMBI MEKBEJIOMCTBEHHOTO 3JICKTPOHHOTO B3aHUMO-
JOEUCTBHA TIEPEAAET B TOCYAAPCTBEHHYIO MH()OPMAIMOHHYIO cucTteMy «EnuHas nen-
Tpalu3OBaHHAs 1HQpoBas mmaThopMa B CONMATBHOU cepey» It MOCIEeAYIOMEH T1e-
penaun B ['ocymapcTBeHHYI0 HH)OPMALIMOHHYIO CHCTEMY 3JIEKTPOHHBIX CepTH(HKA-
TOB B YCTAaHOBJICHHOM TIOPSJKE CBEIECHHSA 00 OTKa3e TPakIaHWMHA OT MPHOOPETECHUSA
JEKApCTBEHHOrO0 TpenapaTta AJii MEIULUMHCKOrO NMPUMEHEHUSA, MEIULMHCKOTO H3Jie-
MA, a TaKKe CIEHUATH3MPOBAHHOTO TPOAYKTAa JIEYeOHOTO THUTAHHUA JUIA JETEH-
WHBAJHJOB C WCIIOJIb30BAHUEM 3JIEKTPOHHOTO CEPTU(UKATA HA OCHOBAHHUH 3asSBIICHUA
00 OTKa3e HE TO3IHEE CIIEAYIOUIET0 PpabOovYero THS MOCHE MOyYEHHUs TaKOTO 3asBIie-
HUSA.

21. Munzapas UyBammu moiay4yaeT HHOOPMALHIO O OJIOKUPOBKE ICKTPOHHOTO
cepruduKaTa OCPEACTBOM TOCYJAPCTBEHHOW HH(OPMAITMOHHON CUCTeMBbl «EmamHas
HEHTpalTM30BaHHas 1udpoBas miaTgopma B COHMATEHOU cheper.

22. Munzapas UyBammu B T€UEHHE OJHOTO PAOOYEro THSA CO JTHA TOYUYECHHS
uHpopMAaIH, yYKa3aHHOU B myHKTe 21 Hactosmiero [lopsnmka, mepemaer cBeAeHHA O
OITOKUPOBKE IEKTPOHHOTO cepTudukara, coaepxkanmecs B [ UC «PMUC UPy, B De-
JCPaNbHBIA PETHCTP TPAKIAH, MMEIONIUX MPABO HA OOECIICYECHHE JIEKAPCTBEHHBIMU
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MpermaparaMy, MEIUIMHCKAMH H3ACITUAMH H CIECIHATU3UPOBAHHBIMU TPOIYKTaAMH
Je4eOHOTO THTAHUS 33 CYET OFO/PKETHBIX ACCHTHOBAHHWH (pemepasibHOTO OFO/KeTa U
OromKeToB CyOBekTOB Poccuiickoit Denepanun, a TakKe OCYIMECTBISET HHPOPMHUPO-
BAaHHE TPAXKIAAHWHA O OJIOKUPOBKE JIIEKTPOHHOTO CepTU(HKATA C HCTIOIH30BAHHEM
JAUYHOTO KAOMHETa €IWHOTO TIOPTAJia MM TTOCPEACTBOM BBIIAYH TPAKTAHUHY (3aKOH-
HOMY TIPEJCTABUTENIO) PEIIECHUA O OJOKHPOBKE JIEKTPOHHOTO CepTU(HKATA W3 pee-
CTpa SJCKTPOHHBIX CEPTU(PHUKATOB HA OyMa)KHOM HOCHTENIE, TTOANUCAHHOTO YCHIICH-
HOW KBAJTM(UITUPOBAHHON 3JIECKTPOHHOW TOJMHMCHI0 YIOTHOMOYEHHOTO HA TTOAIHCA-
HHE TAKOT0 JOKYMEHTA JOJLDKHOCTHOTO nuua Mun3apasa Uysanmmu.

23. B cnyyae ecnu rpakJaHUH MOMYYHWJ JICKAPCTBEHHBIA Mpenapar il Meu-
OUHCKOTO TPUMEHEHUS, METUITHHCKOE U3JENHE, a TAKKE CHECIHATH3UPOBAHHBIA TIPO-
AyKT JeYEOHOTO TMHUTAHUS UIA JETCH-WHBAIHIOB B aNTEYHOW OPTaHHM3aIMUA Oe3 HC-
MOJTb30BAHUS 3JIEKTPOHHOTO CEPTH(PHKATA 1O PELENTy, B OTHONIEHHH KOTOPOTO pac-
CMATPUBAETCS 3asABJICHHUE HA TIOJIYYCHHE 3JIEKTPOHHOTO CepTH(HKATA WM B OTHOMIE-
HUHU KOTOPOTO BBIJAH 3JIEKTPOHHBINA cepTH(HKAT, TO 0()OPMIICHHE FINEKTPOHHOTO CEP-
TU(UKATA TIPEKPAINACTCSA, 4 PAHEE BBIAAHHBIA SJIEKTPOHHBIM CEPTU(PHUKAT OIOKUPYET-
col.

24. OmnaTa NeKapCTBEHHBIX MPETAPATOB IS MEIUIIMHCKOTO TIPUMEHEHHS, ME-
IUIMHCKHUX HM3JEHH, a TAKKE CTICHHATH3HPOBAHHBIX MPOAYKTOB JIEYEOHOTO TTUTAHUS
U AeTeW-UHBAMAOB OCYHIECTBIIETCS HA OCHOBAHWHM CBEICHUH, COACPIKAIIUXCA B
3MIEKTPOHHOM CepTU(UKATE, B pa3Mepe, HE MPEBBIMAIOIIEM TPEACTIbHYI0 CTOUMOCTD
JICKAPCTBEHHBIX TPEMApaTOB JJII MEAUIIMHCKOTO TIPUMEHEHHWS, MEIMIIMHCKHUX H37e-
WA, a TaKKe CIEHUATH3UPOBAHHBIX MPOJYKTOB JIEUEOHOTO THWTAHHA M JIETCH-
WHBAJIHOB, YCTAHOBJICHHYIO B 3JIEKTPOHHOM CepTHU(HUKATE.

25. B ciyyae ecn cTOMMOCTD JIEKAPCTBEHHOTO Npenapara sl MEAULMHCKOTO
MPUMEHEHUS, MEIUIIMHCKOTO M3/CIU, a TAKXKE CIIEHHAITM3HPOBAHHOTO TPOIYKTA Jie-
4eOHOTO TUTAHHA IS JIETEH-UHBAIHIOB, MPHOOPETAEMBIX ¢ HCIIOB30BAHUEM DJICK-
TPOHHOTO CEPTU(HUKATA, TMPEBHIMAECT MPEACTHHYI0 CTOMMOCTD JIEKAPCTBEHHOTO TIpe-
napara il MEAUIIMHCKOTO TTPUMEHEHUS, METUIIHHCKOTO H3/IETH, a TAKKE CIICIIHAITH-
3MPOBAHHOTO MPOIYKTA JIEYeOHOTO TUTAHUA /I JETEH-WHBANIOB, YCTAHOBICHHYIO B
3MIEKTPOHHOM CepTH(UKATE, TPAKIAAHWH (3aKOHHBIA TPEACTABHUTENH) BIOPABE OCYIIE-
CTBUTbH JOTLIATY 0 MX (PAKTHIECKOH CTOMMOCTH 34 CUET COOCTBEHHBIX CPEICTB.

26. B ciyyae ecnu cTOMMOCTD JIEKAPCTBEHHOTO Mpenapara Ay MEAULMHCKOTO
MPUMEHEHUS, MEIUIIMHCKOTO M3/ICIU, a TAKXKE CIIEHHAM3HPOBAHHOTO TPOIYKTA Jie-
4eOHOTO TUTAHHA IS JIETEH-UHBAIHIOB, MPHOOPETAEMBIX ¢ HCIIONB30BAHUEM DJICK-
TPOHHOTO cepTU(UKaTa, HWKE TPEACTPHOW CTOMMOCTH JIEKAPCTBEHHOTO Tperapara
IUTT MEAMLWHCKOTO TPUMEHECHHS, MEIMIMHCKOTO H3/ETH, a TAKXKe CICIHATH3HPO-
BAHHOTO TIPOAYKTAa JI€YEOHOTO THUTAHHA IS JETCH-WHBAIMAOB, YCTAHOBICHHOH B
3MIEKTPOHHOM CepTHU(HUKATE, TPAKIAHUH (3aKOHHBIH IMPEICTABUTENH) OCYMIECTBISET
oraty mo ux (pakrayeckou crommocTr. Pasania Mexmy GpakTHuecKOd CTOMMOCTBIO U
YCTAHOBJICHHON B 3JIEKTPOHHOM CepTH(HUKATE MPEACTHHON CTOMMOCTBIO JIEKAPCTBEH-
HOTO TIpernapara Uil METUIMHCKOTO TPUMEHEHHS, MEIUIIMHCKOTO HM3JEH, a TaKXKe
CTHEIMATTU3UPOBAHHOTO TIPOIYKTA JI€UYEOHOTO TMHTAHUS I I€TEH-UHBATUIOB TPaKaa-
HUHY (3aKOHHOMY TTPEICTABUTEIO) HE BO3MEIIACTCA.




ITpunosxkenne Ne 1
Kk [lopsaaky mpencTaBieHHs 3asBIICHUS Ha
MPUOOPETEHHE TEKAPCTBEHHOTO TIperapara
IUTA METUIIMHCKOTO TIPUMEHECHHSA, MEITH-
LUHCKOTO M3JENUsA, CIELHUATU3HPOBAHHO-
ro MPOAYKTa JIEY€OHOTO MHUTAHHUA AJS Je-
TEH-UHBAJTU/IOB C HCIIOJIb30BAHUEM 3JICK-
TPOHHOTO CepTH(HKATa HA TEPPUTOPHH
Yysanickoii PecrryOmmku

MUHHCTEPCTBO 3APABOOXPAHEHHS
Yysanickoit PecryOnmku
r. Yebokcapsl,
0-p llpesunentckui, 1. 17

3asBnenue
Ha npuobpeTeHUe JIEKAPCTBEHHOr 0 Mpenapara AJsi MeIULUHCKOr 0 MPUMeHeHM s,
MeIMLIMHCKOr0 H3/1e/Iusl, CrelHATU3HPOBAHHOI0 MPOAYKTA JiedeOHOr0 MUTAHUSI
AJIS1 1eTeii-UHBAJIUI0B C UCMOJ/Ib30BAHMEM 3JIeKTPOHHOr 0 cepTuduraTta
Ha TeppuTopuu HyBauickoii Pecny6/uku

(bamuus, uMst, 0TYECTBO (ITOCICAHES — MMPH HAJTHYNHN) MPAXKAAHUHA, BKIFOUCHHOTO B
deaepanbHbIN PETUCTP NI, UMCIONIMX MPABO HA MOIYUCHUE MOCY IAPCTBCHHOM
conuansHOU oMoy (ganee — ®exepanbHbIA perucTp)

(ampec peructpaiuu rpakJaHUHA, BKIFOUYCHHOTO B DeaepanbHbIi perucTp,

MO MECTY MHUTEIbCTBA WIH MO MECTY NPeOBIBAHI)

(cTpaxoBOi HOMEP MHIUBUAYAIBHOTO JUICBOIO CUSTA TPAKIAHHHA, BKIIOUYCHHOTO
B DenepanbHbIi PETUCTP, B CUCTEME 0053aTCIPHOI0 ICHCHOHHOTO CTPAXOBAHU)

(HOMEp TOTHCA 003ATEIPHOIO MEAUIIMHCKOTO CTPAXOBAHHS)

(aboHEHTCKUH HOMED IPaXKIAHHUHA, BKITIOUCHHOro B denepanpHblil peructp (3aKOHHOTO
MPEICTABUTEIS ), BBIACICHHBIN ONCPATOPOM MOABMKHON paguoTechOHHOMN CBI3U (MPH HATHYUHH)

(HOMEp HATMOHAPHOTO IJIATCKHOTO HHCTPYMEHTA IPAXKIAHUHA, BKITFOUCHHOTO
B DeaepanbHbIi perucTp (3aKOHHOTO MPEACTABUTEIS)

(HOMED peueriTa)

« » 20 T.

(moarmucs)




IIpunosxkenue Ne 2
Kk [lopsaaky mpencTaBieHHs 3asBIICHUS Ha
MPUOOPETEHHE TEKAPCTBEHHOTO TIperapara
IUTA METUIIMHCKOTO TIPUMEHECHHSA, MEITH-
LUHCKOTO M3JENUsA, CIELHUATU3HPOBAHHO-
ro MPOAYKTA JIE4€OHOTO MUTAHUS AJS Je-
TEH-UHBAJTU/IOB C HCIIOJIb30BAHUEM 3JICK-
TPOHHOTO CepTH(HKATa HA TEPPUTOPHH
Yysamickort PecyOnmikn

MUHHCTEPCTBO 3APABOOXPAHEHHS
Yysanickoit PecryOnmku
r. Yebokcapsl,
0-p llpesunentckui, 1. 17

3asBnenue
00 oTka3e OT NpuoOOpeTeHHs JTIeKAPCTBEHHOI0 Npenapara AJsi
MEIULMHCKOT 0 MPUMEHEeHUsl, MeANLIMHCKOr0 U3eusl,
CreuHUaJTU3HPOBAHHOI0 MPOAYKTA JIe4eOHOr0 MUTAHUS 1JIs1 IeTeil-HHBAJIUI0B
€ HCMOJIb30BAHHUEM IEKTPOHHOI0 CepTH(UKATA HA TEPPUTOPHHU
Yypauickoii Pecny0uku

A

> >
(bamumust, uMst, OTISCTBO (MTOCACIHES — MTPYU HATMYUH) MPAXKAAHUHA, BKITFOYUCHHOTO
B DeaepaibHbIi PETUCTP JINL], HMCIOIIHX MTPABO HA MOJYICHHUE TOCYJAPCTBEHHOM
couuanbHOR nomory (aanee — deaepanbHEIA PErucTp)

(ampec peructpaiuu rpakJaHUHA, BKIFOUYCHHOTO B DeaepanbHbIi perucTp,

MO MECTY MHUTEIbCTBA WIH MO MECTY NPeOBIBAHI)

(cTpaxoBOi HOMEP MHIUBUAYAIBHOTO JUICBOIO CUSTA TPAKIAHHHA, BKIIOUYCHHOTO
B DenepanbHbIi PETUCTP, B CUCTEME 0053aTCIPHOI0 ICHCHOHHOTO CTPAXOBAHU)

(PEKBUBUTHI 3JICKTPOHHOTO cepTU(UKATA)
OTKAa3bIBarOCh OT HpI/IO6pCTCHI/I$I JCKAPCTBCHHOI'O Npcriapara AJ1 MCIUIUHCKOTO IMPH-
MCHCHUA, MCOAUIMUHCKOI0 HU3ACIHA, a4 TAKXKC CIICHHUAIIUZUPOBAHHOTO IMPOAYKTa 1eue0-

HOTO MHUTAHUA IS JIETCH-UHBAIHUIOB C HCIOIb30BAHUEM 3JIEKTPOHHOTO cepThU(hHKaTa
(Hy>)KHOE MTOTUCPKHYTH).

« » 20 T.

(moarmucs)




