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POCCHUHMUCKOMN ®EJEPAIIMU

OEJEPAJIBHAS CJIYXBA 110 BETEPUHAPHOMY
H ®PUTOCAHUTAPHOMY HA30PY
(Poccennxo3Haasop)

ITPUKA3

11 nera6pa 2025 rogna Ne 1611
MockBa

O BHecenHH H3MeHeHHI B npujoxenue Ne 1 k npukasy
®enepaabHoOii CJIy0bI 10 BeTepHHAPHOMY H GUTOCAHHTAPHOMY HaA30py
oT 12 centsiopsi 2023 r. Ne 1122

B coorBerctBum ¢ myHktoM 10.1 cratem 5 @epepanbHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®@3 «O6 oOpaiieHnH JeKapCTBEHHBIX CPEICTBY»
u nommyukroM 5.21.37 nynkra 5 Ilonoxenms o DezmepansHOil ciyxbe 10
BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HAJ30py, YTBEPKIAECHHOI'O MOCTAHOBIIEHUEM
IIpaButensctBa Poccuiickoit @epeparuu ot 30 wurons 2004 r. Ne 327,
OpUKa3bIBalo:

Brectu B mpunoxenwme Ne 1 k mnpukasy DenepanbHOH CIIyKOBI
IO BETEpUHAPHOMY M (PUTOCAaHUTApHOMY Han30py OT 12 ceHTsa0ps 2023 r. Ne 1122
«O6 yTBepXACHHMH TOpAKa BHAAYH U (OPMBI JOKYMEHTa, KOTODHIi
HOIATBEP)KIAET, YTO JIEKAPCTBEHHBIN Iperapar IUlsi BETEpUHAPHOTO MPUMEHEHHS
nomyieH K obpamenuto B Poccuiickoit @enepaliiu, 1 MOTEKHUT MPEACTABICHUIO
no TpeOOBaHHIO YNOJHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYIO BBO3HTCS
JIeKapCTBEHHBIM mpenapaT» (3apeructpupoBad MunioctoM Poccum 11 okTsa6ps
2023 r., peructpanuoHHsiii Ne 75540) cnexyromue n3MeHEHUS:

a) IONONHKUTE MyYHKTOM 4(1) ciemyrommero conep kaHus:

«4(1). Peructpanus 3asBI€HHSI O BblJaue 2]1'[0 OCYIIIECTBIISICTCSA
Poccenbxo03Haq30poM B JIeHb IOCTYIUIEHUS TAKOTO 3asBJICHH. »;

0) MyHKT 5 AONOMHUTH ab3aLeM ClieAyIOIEero Coaep KaHus:

«B cmyyae HanpaBneHus 3asBiaeHus o Beigade 1O yepes nuuHbii kaOuHeT
Ha EIIl'Y nonHoMouus npenctaBuTens, JeMCTBYIONIETO OT JIMLA 3asIBUTEINS, MOTYT
OBITH TIOATBEPXKAEHEI IOCPEACTBOM MAIIMHOYNUTAEMOM TOBEPEHHOCTH, B TOM YHCIIE
cpOopMHUpPOBaHHOH C  HCIONB30BaHMEeM  (QeaepalbHONH  ToCyIapCTBEHHOM
uHpopmanmoHHo  cucreMsl «EaMHas  cucteMa — HACHTHOHKALMHA  H
ayTeHTU(QUKalMi B UHQpPAcTpyKType, oOecreunBaiomieii HHOOPMAIMOHHO-
TEXHOJIOTUYECKOE B3aUMOIeHCTBUE HH(OPMALIMOHHBIX CHCTEM, HCITONIb3YEMBIX IS
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IPEIOCTABICHHs TOCYJapCTBEHHBIX M MYHHUIMIIAIBHBIX YCIYT B 3JEKTPOHHOM
dopmen?.»;

B) JIOMOJIHATE CHOCKO# 2 K I[YHKTY 5 CJIEIYIOIIEr0 COAEPKAHMS:

«? ITocranoBnenue IIpaBuTenscTBa Poccwuiickoit ®Denepauuu
ot 28 HosA0ps1 2011 r. Ne 977 «O denepanbHoii rocyAapCcTBEHHOM HHHOPMALHOHHOMN
cucreMe «EnumHas cucrema HMAGHTHQUKAMM W ayTeHTHOHUKAUH B
uHpacTpyKType, obecnieunBaroeit MH(POPMAaIHOHHO-TEXHOJIOTHYECKOE
B3aUMOJIEHCTBHE WH(POPMALMOHHBIX CHCTEM, HCIIONB3YEMBIX IS MIPEAOCTABICHUS
roCyAapCTBEHHBIX ¥ MyHHUHUNAIBHBIX YCIYT B 3JIEKTPOHHOM (opMer.»;

T') MyHKT 7 U3JI0)KUTH B CIIAYIOIIEH peaaKIuu:

«7. Cpok Beiiauu JIT1O (yBenomnenus o6 otkase B Boigaue JII10) He moimken
NPEBBILATE ABYX pab04uX AHEH CO IHS PEeTHCTpalMy 3asBieHus o Begade JI10.».
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