ha

AJIMAHHUCTPALIASA BOJITOI'PAJICKOHN OBJIACTH
INOCTAHOBJIEHHE

or 10 Mapra 2025 r. Ne 129-m1

O6 ytBepxxneHuu Ilopsinka nogayu rpakaHaMy 3asBJieHUS Ha IpHoOpeTeHne
Ha3Ha4YeHHBIX 10 peleNTy JIEKapCTBEHHBIX NpernapaToB AJI1 MEAULIUHCKOTO
IIPUMEHEHH S, MEAULIMHCKUX U3JeNHil, ClIeUaIN3UPOBaHHBIX IIPOAYKTOB
J1e4e0HOr0 NUTaHUs I AeTeH-HHBATHAOB C HCIIOJIE30BaHHEM
3JIEKTPOHHOI'O cepTH(HUKATa

B coorBerctBUM ¢ 4Yacthio 2 cTtathu 3 @PenepalbHOro 3akoHa
or 30 nexabps 2020 r. Ne 491-®3 "O npuoOpeTeHHH OTHAEHBHBEIX BHIOB
TOBapoOB, paboT, ycIyr € HCIOJb30BaHUEM D3JIEKTPOHHOro ceptudukara”,
npukasoM MunnucTtepcTtBa  3apaBooxpaHeHust  Poccuiickoit Demepauuu
oT 02 HosOpst 2024 r. Ne 596 "OO6 yTBepxneHHH MeTOOMYECKUX YKa3aHHUI
[0 OCYILECTBJIEHHUIO HCIOJHUTEIBHBIMU oOpraHamMm cyowekToB Poccuiickoit
Denepanyy nepefaHHbIX TOJHOMOYHM IO OpraHu3anuy obecrneyeHus rpaxaaH,
BKJIIOYEHHBIX B (DenepallbHBIA perucTp JMl, UMEIOIIMX IIPaBO Ha MOJIy4eHHe
roCyJapCTBEHHOM COLIMalbHOM IOMOIIM, JIEKApCTBEHHBIMH IIpenapaTaMu
Ul MEOUUMHCKOIO MpUMEHEHUS, MEIULHUHCKUMH W3OCINIMH, a TaKke
CIIeLIUAIU3UPOBAaHHBIMU  [IPOAYKTaMH JiIe4eOHOro IHUTaHUSA MJA  JIeTeid-
HHBAJIMIOB, B TOM YHUCJIE C HCIOJIB30BAHHUEM 3JIEKTPOHHOTO cemebHKaTa
Anmunuctpauus Bonrorpaackoif o61acTi NOCTaHOBII A€ T:

1. YTBepaute mpunaraeMbidi [lopsaok momadu rpakaaHaMU 3asiBIICHUS
Ha IpHOOpeTeHHe Ha3HAYEHHBIX II0 peLelNTy JIeKapCTBEeHHBIX IperaparoB
JUISL MEAMLIMHCKOTO TIPUMEHEHUs], MEAULIMHCKUX U3JEIHH, CrIeHan3MpPOBaHHbIX
IPOAYKTOB JIe4eOHOro NHUTaHUs Ui JEeTeH-UHBAIMOOB C HCIIOJBE30BaHHEM
3JIEKTPOHHOTO CepTUPHUKaATa.

2. Hacrosiee noctaHoBIE€HHE BCTYNAeT B CIIIY CO AHA €ro OQHIMAaIEHOTO
onnyOJIMKOBaHMUS.

A.M.bouyapos
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oT 10 mapra 2025 r. Ne 129-n1

TTOPSIIOK

nogavdy rpaxxiaHaMu 3asBJICHHUS Ha HpHOﬁpCTCHI/Ie Ha3Ha4YCHHBIX 10 PEUENTY
JICKapCTBCHHBLIX IIpernapaToB AJI1 MEAUIUHCKOTO MPUMEHCHU A, MCIUIITNHCKHAX
I/I3IICJII/II\;I, CIICITHAIU3NPOBAHHBIX ITIPONYKTOB JIe4eOHOTO MUTAHMS JJ1S
JeTeH-UHBaJIM0B C UCIOJIE30BAHUEM SJIEKTPOHHOTIO cepm(bm(ara

1. Hactosumii Ilopsimok omnpenenser npaBuila IOAa4YM IpakJaHaMH
M3 YUCJIa KaTeropuii, onpeaeleHHbIX B 4acTH 4 cTatbk 3 DenepalbHOIO 3aK0Ha
ot 30 nexabps 2020 r. Ne 491-D3 "O npuobpeTeHuH OTAENBHBIX BUJI0B TOBAPOB,
paGoT, YCIyr ¢ KCIOJB30BaHHEM DJIEKTPOHHOro cepTudukara”, CBENECHUS
0 KoTophIx BKmMoYeHbl B DenepanbHbIl pPEruCTp JIHL, HMMEIONIUX IIPaBoO
Ha IOJlydeHHe rOoCYIapCTBEHHOHM COLMaNbHOW IIOMOLIM  (Jajee MMEHYETCS —
denepanbHBI PErHCTp), U HE OTKa3aBIIMXCSA OT IOIYy4EeHHs TOCYyAapCTBEHHOM
COLIMANLHOM [TOMOINK B BH/e Habopa COLHATBHBIX YCIYT B YacTH COLMANBHOM
YCIyTH, NpeRycMOTpeHHoW myHKToM 1 bacth 1 crtaten 6.2 PepepallbHOIO
3akoHa OT 17 wmronsg 1999 . Ne 178-®3 "O rocymapCTBEHHOH cONHMaIbHON
noMomu" (majee COOTBETCTBEHHO MMEHYIOTCS — TIpaxAaHe, COLUalbHasg
ycayra), 3asBJIeHMS Ha npuUoOpeTeHHe JEeKapCTBEHHBIX IIPENapartoB s
MEIMLIMUHCKOTO IpUMEHeHUs B oOpeMe He MeHee, YeM 3TO IIpefyCMOTPEHO
HepevHeM JXU3HEHHO HeOOXOAMMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX NPENapaTos,
COPMHUPOBaHHEIM B COOTBeTCTBHM ¢ (PenepanbHBIM 3aKOHOM OT 12 ampens
2010 . Ne 61-®3 "O6 obpameHHH JIeKapCTBEHHBIX CPEACTB", MO pelenTaM
Ha JIeKapCTBEHHbIE IIpernaparbl, MEAMUUHCKMX HM3JEeNui [0 pelenTam
Ha MENUIUHCKHE WM3AeNUsi, a TaKke CHeUUaIU3UPOBaHHBIX IPOLYKTOB
JeyeOHOro MHTAaHWA i JeTed-MHBaNIMIOB, onpeneiseMblx [IpaBurenscTBoM
Poccuiickoit Penepaliuyi B COOTBETCTBHM C IyHKTOM 1 dactu 1 crateu 6.2
denepansuoro 3axkoHa ot 17 umronsa 1999 . Ne 178-@3 "O rocymapcTBeHHON
COLMANBHOM MoMOoWH", C MCIIOJIB30BaHUEM JIIEKTPOHHOIO cepTHdHUKara (aajee
UMEHYETCs — 3asBJIICHUE).

2. C UCnonp30BaHAEM JIEKTPOHHOTO cepTU(dHKaTa MOTYT IIpHOOpETaThes
HasHAYeHHbIE [0 pELENTy JeKapCTBEHHbIe Ipernaparbl AN MEJUIMHCKOIro
NpUMEHEHHs, MEIULMHCKHE U3MEHs, CHEUAIU3UPOBaHHBEIE IPOMYKTHI
Ne4eOHOro IUTaHMWS IJIS JeTeHd-MHBAIMJOB, BKIIOYEHHBIE B IIEPEYEHB,
YTBEpKIECHHBIM KOMUTETOM 3IpaBooxpaHeHHs Boirorpanckoi obnactu (nanee
nMenyercs — O6m3gpas) B coorBerctBHM ¢ llpaBmiamu (GOpMHpPOBaHHA



U YTBEPXKAEHHUS TIepedyHEH OTHENBbHBIX BHUIOB TOBapoB, paboT, YCIyT,
nprobpeTaeMbIX C HCIIONB30BAHHEM 3JIEKTPOHHOrO cepTH(HKATa 3a CYeT
cpenctB OmwomxeToB cyOpekToB Poccuiickoit @enepauun U OIOMKETOB
TEPPUTOPHAIBHBIX TOCYJapCTBEHHBIX BHEOIOMKETHBIX (OHIOB, YTBEPXKIECH-
HeIMU nIocTaHoBNeHHeM [IpaBurenscTsa Poccuiickoit @enepauuu ot 23 anpens
2021 . Ne 631 "O ¢opMHpOBaHUY U YTBEPXKIECHUH IIepedHeil OTAENbHEIX BUIOB
TOBapoB, paboT, yciyr, NpHOOpeTaeMbIX C HCIONBE30BAHUEM 3JIEKTPOHHOIO
cepTH(UKaTa 3a CYET CpeACTB OIOMKETOB OHOIKETHOM CHCTEMBI PocCHICKOM
Qenepanuu’. ‘

3. 3asBlIeHHE IIOAAETCS IPaXKAAHUHOM (€ro 3aKOHHBIM IPEICTaBHTENIEM
WA YIIOJIHOMOYEHHBIM IpeAcTaBuTeNieM) B OOM31paB B OTHOIIEHHH KaXXIOTO
Ha3HAYEHHOIO II0 PENENTy JIEKapCTBEHHOIO Ipernapara IJii MEAUIMHCKOIO
IPUMEHEHMs, MEJULUHCKOTO U3JeNHs, CIEeHHATU3UPOBAHHOTO IPOAYKTa
J1e4e0HOTO IMUTAaHUS JJIA AeTeH-HHBAIHIOB.

4. 3asdBieHHe MOXET OBITH MOZAHO TIpPaKHAaHUHOM (€ro 3aKOHHBIM
NpeNCTaBUTENIEM MIIM YIIOJIHOMOYEHHBIM npefcraButresieM) B OON3apaB JTHYHO,
IOCPEICTBOM IIOYTOBOH CBA3M JMOO C HCIONB30BaHHEM (GeaepaabHOi
roCyapCTBEHHOH MH(OPMAIMOHHOM cucTeMb! "EQUHEIN mopTai rocyaapCcTBeH-
HBEIX ¥ MyHULUIAJIBHBIX yCIyT (QyHKUMN)" (1alee UMEeHyeTCsl — eUMHbLI IIopTa).

5. 3asBNeHHe HOJDKHO COAEPXKaTh CIEAYIOIIME CBEACHHA:

bamuus, UMs, 0T4eCTBO (IIPHU HATHYHHK) MPaXKIaHUHa;

aZipeC perucTpaluy IpaXJAaHHHA MO MECTY >XHTEILCTBA HIU IO MECTY
npeObIBaHMUS;

CTPaxoBOM HOMEpP HHAUBUAYAJIBHOIO JIMIIEBOIO cYeTa IpaXJaHHHA
B CHCTeMe 0053aTeNbHOI0 IEHCHOHHOIO CTPaXOBaHMS,

HOMep 1oJuca 0053aTeI-HOI0 MEIULIMHCKOTO CTPaXOBaHHS,

abOHEHTCKUIT HOMep TIpaxAaHMHA (€ro 3aKOHHOTO IpejCcTaBHTENs
HJIM YIIOJIHOMOYEHHOTO NPEJCTaBUTEN), BbIICIEHHEINA OIIEpaTOpOM MOABIKHOMN
panuoTenedhoHHON cBA3M (TIpH HATHIHUH);

HoMep OaHKOBCKOM KapThbl, SBIAIOIEHCS HAIHOHAILHBIM IIIATEXHBIM
HHCTPYMEHTOM TIpa)KJaHWHa (€ro 3aKOHHOIO IPEICTAaBUTENS WIH YITOJIHOMO-
YEHHOTO IIPEACTaBUTEJIA);

HOMED pelenTa Ha JEKapCTBEHHBIH Ipenapar M MeTHIIMHCKOIO
NPUMEHEHHs, MENUUUHCKOE HU3eIHe, CIENUAIU3UPOBAHHBIA  IIPOIXYKT
ne4yeOHOro NUTaHUs A IeTeH-HHBAIHIOB.

dopmMa 3asBICHUS yTBEp)KIAaeTcs npukaszoM O6m3apasa.

6. B cimydyae 1ofadM 3asABICHUSA 3aKOHHBIM  IIPEACTaBHUTENIEM
WIA  YIOJIHOMOYEHHBIM IIpENCTaBUTENEeM TIpaXJaHHHAa K  3asgBIECHHIO
NPUJIAraloTCd  KOMMS JOKyMEHTa, YAOCTOBEPSIOMIEr0 JIMYHOCTh TaKoIo
IIPENCTAaBUTENsA, U KOMUA JOKYMEHTa, NOATBEPKAAIONIEr0 ITOJHOMOYHSA TAKOIo
IIpeICTaBUTEIS.



7. OOn31paB perucTpUpyeT 3asBICHHE B TeYEHHE OJXHOro pabouero mHs
CO JHsA ero nocrymieHus B O0n3apaB U B TEYEHUE NOCTIEMYIOIUX TPeX pabodux
JHEH OCyIIEeCTBIISIET IIPOBEPKY:

Hanu4usd HMHQOpPMalMu O TpaxAaHWHe, YKa3aHHOM B 3asABICHHH
B Ka4eCTBe I0IyYaTess COLUaNbHOMN yciayru, B DenepansHOM perucTpe;

HOMEpa peLeNTa Ha JIeKapCTBEHHBIH IIpemapar Ui MEIUIMHCKOIO
OPUMEHEHMS, MEIMIMHCKOEe H3JelHe, CHeUUaTu3UpOBaHHBIA  MPOXYKT
JIEYeOHOr0 IIHUTAHUA JJIs HeTeH-WHBAJIUIOB B E€IUHOMU roCylapCTBEHHOU
MHGOPMAIIOHHOM cCHCTEeMe B cepe 3MpaBOOXpaHEHHS.

8. B cpok, He mpeBbIIAIOMKUNA ceMH pabodnX OHEH CO JHA perHCTpaluu
3asBneHus, O6I3apaB MOCPENCTBOM CHCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOH-
HOTO B3aMMOIEHMCTBHSA IIepefaeT B TOCyHapCTBEHHYIO HHGOPMAIHOHHYIO
cucteMy "ExuvHas LeHTpamu3oBaHHas nu¢poBas IiaThopMa B COLHATIBHOMN
chepe" cBeleHHs, NPeNyCMOTPEHHBIE NMyHKTOM 31 MeToaudeckux yxasaHui
II0 OCYINECTBIIEHUIO HCIIOJHUTENBHBIMU OpraHaMu CyOBekToB Poccuiickoit
denepauyy NepefaHHbIX TOJTHOMOYUH 10 OpPraHM3alHy 0OeCIIeueHH s TPaXaaH,
BKJIIOYCHHBIX B DefepanbHBIl PErMCTp JIML, MMEIOIIMX NpaBo Ha IMONy4YeHHe
rOCYIapCTBEHHOH CONHMATBHOX MOMOINIHM, JIGKAPCTBEHHBIMH IIperaparaMu
JUIS  MEIMUUHCKOIO TPUMEHEHHUS, METUIUHCKUMH H3HeIHsIMH, a TakKe
CHEIHAIM3UPOBAHHBIMYA  NIPOAYKTaMH  JleueOHOro MHUTaHMS Mg JeTeid-
MHBATHIOB, B TOM YMCJIE€ C HCIOJB30BaHHEM OJIEKTPOHHOIO cepTH(HKaTa,
YTBEPXKIEHHBIX IpHKasoM MUHHCTEepCTBa 3[paBooXpaHeHuss Poccuiickoil
Qenepanun oT 02 HosiOps 2024 . Ne 596m.

9. Obm3gpaB B TedeHHE OAHOIO pabodero AHSA CO JHA [OTyYEHHs
u3 ['ocynapcTBeHHOM MHGOPMAIMOHHOW CHCTEMBI 3JIEKTPOHHBIX CEPTH()HUKATOB
MH(pOpPMaIMHU O MOIyYeHHH CTaTyca SIEKTPOHHOIO cepTH(HUKATa "aKTHBUpOBaH"
HHQOPMHUpYET  IpakZaHWHA  (€ro  3aKOHHOIO  MpPEACTABHUTENS  WIH
YIOJHOMOYEHHOTO  IIPEACTAaBUTENSA) O CHOPMHPOBAHHOM  DJIEKTPOHHOM
cepTuduKare, ero HOMHHAJE ¥ BO3MO)KHOCTH NPMMEHEHHUS C MCIIOIB30BAHHEM
€IMHOro IIOpTaja MM IOCPEACTBOM BBIAAYM TI'paKHaHHUHY (€ro 3aKOHHOMY
NPEACTaBUTEIIO WIK YIOJIHOMOYEHHOMY NpEICTaBUTEINIO) BRIIHCKH U3 peecTpa
3NEKTPOHHBIX CEPTU(UKATOB Ha OyMa)KHOM HOCHTEIIE.

10. TpaxxiaHuH BIOpaBe OTKA3aTBCA OT IPHOOPETEHMS JIEKAPCTBEHHBIX
IIpenaparoB A MEAULIMHCKOIO NPUMEHEHUs, MEAUIIMHCKHX H3IENIHM, a TaKkxKe
CIIENHAM3UPOBAHHBIX IPOAYKTOB JIeUeOHOrO MUTaHHA IS JeTel-UHBAIHIOB
C UCIONIE30BaHUEM IEKTPOHHOTIO CepTH(HKATa B TEUEHHE CPOKa ero [eicTBuS,
HO He Oonee cpoka MOEHCTBHA peHeNnTa Ha JeKapCTBEHHbIE IIPENapars
JUIS. MEAULIMHCKOTO IMIPUMEHEHUS, MEAULIMHCKUE U3IEIIHA, a TAKXKe CIICIHAIH3H-
POBaHHBIE IIPOAYKTHI JIeUeOHOTO IUTAHUS )1 AeTeH-NHBAIUIOB.

11. Jna oTkasa oT mnpHOOpEeTeHUs JIEKAPCTBEHHBIX IIPEIaparoB
JUISL MEIMLIMHCKOIO IIPUMEHEHUs, METUIIMHCKUX H3/CNIHHA, a TaKXKe CIelHaTH3H-
POBaHHBIX MPOAYKTOB JIe4eOHOro MUTaHUS M)A JETeH-WHBAIHUIOB C HCIIOJIB30-
BaHMEM 3JIEKTPOHHOIO CepTHU(HKATa IpaXKIaHHH (€ro 3aKOHHBIH MPEACTABHTEND
WK YNOIHOMOYEHHBIH IIpefcTaBUTens) mojmaeTr B OOm3gpaB  JHYHO,
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IOCPENCTBOM IIOYTOBO#M CBS3M JMOO C HCHOJIB30BaHHEM EIMHOrO IOpTaja
3asgBleHHe 00 OTKase OT IPUOOPETeHHs JIEKapCTBEHHBIX MpenapaToB
AJIs MEIULMHCKOTO NPUMEHEHHUS, MEAULMHCKUX U3/eIHE, a Tak)Ke CHelHalu3 -
POBaHHBIX NPOXYKTOB JIe4eOHOrO MUTAHHUS /IS JEeTeH-HHBATUIOB C HCIIOIb30-
BaHHEM 3JIEKTPOHHOTO CepTU(HKaATa (janee HMEHYeTCsl — 3asBleHHe 06 OTKase)
B OTHOLIEHHH KaXX/[Or0 HAa3HAYEHHOIO MO peLENTy JIeKapCTBEHHOIo Iperapara
ANl MCIULMHCKOrO IPUMEHEHHS, MENMUMHCKOIO M3JIeNus, CHElHalUu3u-
POBaHHOrO IPOAYKTa Jie4eOHOro mMTaHus s Jereii-unBanumos. Popma
3asBlieHHs 00 oTKase yTBepxaaeTcs npukazom Q63 apasa.

12. O6n3gpaB perucrpupyer 3asBieHHE 06 OTKa3e B TEYEHHE OTHOTO
paboyero qHs co JHA ero mocTymwieHus B OGI3ApaB U He MO3AHEE CIENYIOWEro
pabodero nHs mepemaer B IocyqapcTBeHHYHO MH(OPMALMOHHYIO CHCTEMY
SMEKTPOHHBIX  CEepTUQHKATOB  CBefeHHUss o6  OTKase  IpaXJaHHHA
OT NPHOGPETEHNS IEKAPCTBEHHBIX MIPEIIapaToB AJisl MEJUIHUHCKOTO IpHIMEHEeHHS,
MEIHUHHCKMX M3LENHii, a Takxke CHeNHATHU3UPOBAHHBIX [IPOAYKTOB JEY4eGHOTO
NUTaHUS 1S JeTed-UHBAIMIOB C MCIIOIB30BaHHUEM 3JIEKTPOHHOTO CepTH(HUKATA.

13. B Tevyenue omHoro pabodero IHsS cO JHs MONy4eHHS MHMOPMALHH
0 OJOKMpOBKE O3JIEKTPOHHOro ceprHdukara O6n3apaB  UHOOPMHPYET
rpaXJaHuHa (ero 3aKOHHOIO IPEACTABHTENS HIM  YIOJHOMOYEHHOIO
NPENCTaBUTENsA) O GIOKHPOBKE JIEKTPOHHOTO CEpTU(HKATA C UCIIONB30BAHUEM
€AMHOTO TOpTajla MIH MOCPENCTBOM BBIIAYH TPAXNAHHHY (€ro 3aKOHHOMY
NPEACTABHTEMO WK YIOITHOMOYEHHOMY IIPEJCTABUTENIO) PEIIEHUS O OJIOKUPOBKE
JNIEKTPOHHOTO  CepTU(HUKATa M3 peecTpa SIEKTPOHHBIX  CEPTU(HKATOB
Ha 6yMa>XHOM HOCHTEJIE.



