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MUHUCTEPCTBO 34PaBOOXPaHEHUS
Poccuitickon ®epepayunn

®EJNEPANIbHAS C/TY)KBA MO HAA30PY CybbekTam obpalLeHs M
B COEPE 34PABOOXPAHEHWNA MeaULMHCKNX VI3,EI,€1'IVII7I
(POC3PABHA/3OP)
CnasaHckasa nn. 4, ctp. 1, Mocksa, 109074 PyKOBOp'MTenﬂM
Teneq)OH:V(\m 698 45 38;d(495) 698 15 74 TEPPUTOPUASIbHBIX
roszaravnaczor T opraHoB Poc3gpaBHa/3opa
JUOM) Ne I<t0
H aNe oT MeanLMHCKM opraHm3aLmsam

OpraHam ynpasneHus

0 MegMUWHCKOM m3gennn, He BKIOYEHHOM 3,C|,paBOOXpaHEHI/IeM Cy6-beKTOB

B FOCYapCTBEHHbIN PeecTp MeAVLMHCKIX U3genuii o o
M opraHmsaumin (MHaMBUAYabHbIX NpPeanpuHUMaTeneid), Poccunckon dbe,u,epau,vn/l

OCYLLIECTB/SIOLLMX MPOU3BOACTBO W U3rOTOB/IEHNE
MEeAULIMHCKUX U3fennii

depepanbHas cnyxxba Mo Haa3opy B Cepe 34paBOOXPAHEHMS Ha OCHOBaHWM
9KCNepTHOro 3akntyeHns &rey «BHUMUMT»  Poc3gpaBHagsopa Ccoo6LiaeTr o
BbISIBNIEHNW TeppuTOpUa/bHbIM opraHoM Poc3fpasHagsopa no Hosocmbupckon obnactu B
obpalleHnn BapraHTa UCMOMHEHNSA MeLMULUMHCKOro nsgenna «3kcnpecc-tect SARs-CoV-2
IgG/IgM, AMP  Asctpus, CE», He COMPOBOXAAeMOro  PerncTpauyoHHbIM
Y[0CTOBepeHNeM, (ganee - MeOuLUMHCKOE U3Lenne), CBeAeHNA 0 KOTOPOM OTCYTCTBYIOT B
fOCyapCTBEHHOM peecTpe MeAUUMHCKUX W3AenniA n opraHnsaumin  (MHAMBUAYaNbHbIX
npeanpyvHUMaTenen), OCYLLECTBAIOWMX MPOU3BOACTBO U M3TOTOB/IEHNE MELULMHCKNX
nsgenuvi, (He3aperncTpMpPoOBaHHOIO MeAMLMHCKOTO M3Aenna) v NpeacTaB/stoLLero yrposy
3[l0POBbLIO NPV €r0 NMPUMEHEHUMN,

depfepanbHas cny6a no Hag3opy B cepe 34paBOOXpaHEHUS NpeasiaraeT CyobekTam
obpalleHns  MeAMLUMHCKUX  U3LeIA - MPOBECTM MPOBEPKY HaaMuns B 0bpalleHun
MeanumMHCKOro un3genus, B YCTaHOB/IEHHOM MOPSAAKE MPOBECTV  MEPONpUATUA MO
NpefoTBpaLLeHN0 obpalleHns Ha TeppuTopumn Poccuiickoin depepauun MeamLMHCKOro
n3genma 1 0 pesynbtatax MPOUMHAPOPMMPOBATL COOTBETCTBYHOLMIA TePPUTOPUA/IbHBII
opraH Poc3pgpaBHaz3opa.

TepputopnanbHbIM  opraHam  Poc3gpaBHajsopa  MPOBECTV  Meponpuatus B
COOTBETCTBMM C [JENCTBYIOLNM 3aKOHOAATEIbCTBOM Poccuitckoin deaepaumn.

3a HapyweHus B cepe obpalieHVss MeAVMUMHCKMX W3Aenuid  npeaycMoTpeHa
aAMUHUCTPATMBHAA OTBETCTBEHHOCTb COrflacHO cTatbam 6.28 1 6.33 «Kopgekca
Poccuiickor  defepaumn 06 afAMUHUCTPATMBHLIX —MPaBOHAPYLLEHUAX», a TaKkKe



yCTaHOBMEHA Yrof0OBHash OTBETCTBEHHOCTb 3a OOpalleHne (anbCUULMPOBaHHbIX,
HeA06POKAaYECTBEHHbIX 1 HE3APErMCTPUPOBAHHBIX MEAULIMHCKNX U3AENNIA COrNAacHO CTaTbe
238.1 YronoBHoro kogekca Poccuiickoin depaepauun.

[MpunoxeHwne:
- (DOTOM300PAKEHUSA BbISBMIEHHOIO MEAMLIMHCKOTO 13genvs Ha 1. B | ak3.

PykoBoguTesb A.B. Camoiinosa
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