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MUHWUCTEPCTBO 3APaBO0OXPaHEHMS]

Pocculickoii ®egepaumn I CyﬁbeKTaM 06paLLI|EHI/IFI
®ELEPANLHAS C/TYXXBA MO HAZ30PY MEAULIMHCKNX U3fenni
B COEPE 3[PABOOXPAHEHUS
(POC3JPABHA/30P) PYKOBOAUTENSIM
PYKOBOAWTE/b TepPPUTOPUATIbHBIX OPraHoB
CnassaHckas nn. 4, c1p. 1, Mocksa, 109012
TenechoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 33 PocsapasHaasopa
www.roszdravnadzor.gov.ra
(KOJJo Ne O'/(J ~ MeANLUHCKUM OpraHu3aLuam
HaNe oT

OpraHam ynpaBneHus
[ Omgfﬁgggggg;e;;zmm 3[paBOOXpPaHeHneM Cy6LeKTOB
Poccuiickoin ®epepauun

depepanbHas cnyxba nNo Haa3opy B cepe 34paBOOXPAHEHUS HA OCHOBaHWUM
oTpuuaTenbHOro 3aknwyeHns ®rey «BHUMMMT» PocsgpaBHagszopa coobllaeT o
BbiiBNIeHUN B obpaweHnn TeppuTopuanbHbiM — opraHoM  PocsgpaBHags3opa Mo
BaHOBCKOW  o06nactm 1M Bnagumupckoi  obnactm  Hefgo6poKayeCTBEHHOr0
MeAULNHCKOrO n3fenusa:

«YHuBepcanbHaa MeguuuHcKasa Tenexka no TY 32.50.50-003-39821003-2021
BapuaHT ucrnonHeHmsa ®apmauns 44-M», cepuiiHblii HoMep: 22441, gata Npon3BOACTBa
16.12.2024, rapaHTUAHbLIA CPOK aKcnnyaTaumm 3 rofa, CpPoOK CAyx6bl 3 rofa,
npounssoactea OO0 «®Papmauusa», Poccusa, perucTpaynmoHHoe YAO0CTOBepeHue OoT
14.04.2023 Ne P3H 2023/20070, npeAcTaBNsAOWEro HEMNOCPeACTBEHHYHO Yrpo3sy
NPUUYNHEHNSA Bpefa >XXU3HM W 300POBLIO FpaXaaH NpU NPUMEHEHUU MeAULMUHCKOro
n3genus.

Cyb6beKkTam 0bpalleHns MefMLMHCKUX U3LENNIA NpeasiaraeTcs NPOBeCTN NPOBEPKY
HaMumns B 06paLleHn yKa3aHHOro MegULMHCKOroO U34enuns, B yCTaHOB/IEHHOM MOpsKe
MPOBECTU MeponpuATUA MO NpefOTBPALLEHMIO ero obpalleHns, O pesynbTarax
MPONH(OPMNPOBATL COOTBETCTBYHOLMIA TEPPUTOPUAsIbHBIN opraH Poc3gpaBHaa3opa.

TepputopuanbHbiM  opraHam Poc3gpaBHaj3opa MpPOBeCcTM  MEpPOnpuATUa B
COOTBETCTBUM C eNCTBYIOLWMM 3aKOHOAATENbCTBOM Poccuiickon degepayumu.

3a HapyweHusi B cbepe ob6palieHns MeAUUUHCKUX W3gennid npefycMoTpeHa
agMUHUCTpPaTUBHAsA OTBETCTBEHHOCTb COrMacHoO cTatbaMm 6.28 u 6.33 Kopgekca
Poccuiickoin depepaumm 06 afAMWHUCTPATUBHBLIX MPaBOHaApPYLUEHUsX, YCTaHOB/EHA

YrofioBHas OTBETCTBEHHOCTb COrNacHo crarbe 238.1 YrosoBHOro Kofekca Poccuiickoi
depepaymn.

MpunoxeHue: Tabnuua CONOCTaBNEHNS NapaMeTPOB 1 XapaKTEPUCTUK, YKa3aHHbIX
B KOMM/EKTE PernucTpaLyoHHOiN JOKYMeHTaUMUW, ¢ napaMeTpaMn U XapakTepucTukamu
06pa3LIoB BbISBNEHHOr0 MeULIMHCKOro u3aenvs Ha 3 n. B 1 3K3.

A_.B. CamoiinoBsa


http://www.roszdravnadzor.gov.ra

[NpunoxeHne K NucbMy Poc3pmpda+@a3opa
ot /jO,

Ta6n|/|L|,a CONnocCTaBNEHNA MapaMETPOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMIMAEKTE
peFMCTpaLI,MOHHOVI OOKYMeHTauunn, ¢ napaMmetTpamMmnm N XapaKTepnctnKamm 06pa3L|,OB

CpaBHuBaeMble
cBefeHuns/
napamMeTpbl

BHewHWIA BUA
n3penus

TOKN yTeukn

BbIAB/1IEHHOIO MeAULUMNHCKOIoO n3gennd

KomnnekTt O6pa3supbl BbISIBIEHHOI0
perncTpaunoHHoON JOKYMeHTaLUum MeAULMHCKOro n3genvs
(perveTpaunoHHoe ya0CTOBepeHMe
Ne P3H 2023/20070 ot 14.04.2023

CPOK AENCTBUS He OrpaHnNYeH)
CornacHo ¢oTorpagumyecknm
n3obpaxeHnsam m3 coctasa KP4 kK PY
Ne P3H 2023/20070 ot 14.04.2023:

1- B cooTBeTCTBUMU C
MprnnoxeHnem K
PerncrpauyvoHHomy
YOOCTOBEPEHUIO Ha MeULMHCKOe
nsgenne ot 14 anpena 2023 Ne
P3H 2023/20070 nuct 64
nepeduvcneHne XL1V mMogenb
®dapmauma 44-M oTcyTCTBYET
KOMMOHEHT 13 cocTasa
MeLNLMHCKOro nsgenna "'banka
YMT3-BA-1 wr.".

FOCT P M3K 60601-1-2010

B cnyuae o6pbiBa NMPOBOAA M3mepeHo, MKA: 1250
SALLLNTHOIO 3A3EMJIEHNA
nw6oro n3genna ME CUCTEMBL,
Kpome N3AEJTNA C
MNOCTOAHHB1M
MPNCOEAVHEHNVMEM K
MUTAIOLLEWN CETU, TOK YTEUKU
HA OOCTYTMHYIO YWACTGE ot
yacTein nam mexgy Jactamum ME
CUCTEMBL B npegenax CPEABL
MALLMEHTA He gonkeH npesbilLaTb



CpaBHVBaeMble KomnnekTt O6pasLbl BbISAB/IEHHOI0
cBeaeHus/ perncTpaLymoHHON JOKYMeHTaLUm MeAMLMHCKOro n3genus
napameTpbl (perucTpaunoHHoe y40CcTOBEpPEHME
Ne P3H 2023/20070 ot 14.04.2023
CPOK [IleMCTBUA He OrpaHnyeH)

500 MKA.
JKcnjyaTayMoHHast - MHCTPYKLMM NO MOHTaXy, cbopke n  MHhopMauusa oTcyTCcTByeT
JOKYyMeHTaLuus mogugmkaummn ME CUCTEMBb,

rapaHTupyroLme 4INTeNbLHOE

COOTBETCTBME HACTOALLEMY CTaHAAPTY;

- UHCTPYKUMIO NO OYUCTKE U, Korja MHpopmayms oTcyTcTByeT
3TO NPUMEHUMO, - UHCTPYKLUIO MO

JEe3NHMEKLNM 1 CTepUan3aLLnm

KaX[0ro n3genns uam ero yactu,

hopmupytoLero yactb ME

CUCTEMBbI (cm. 11.6.6 1 11.6.7);

- LONONHUTEIbHbIE MepbI MO MHhopmaums oTcyTcTByeT
obecrieveHuno 6e30MacHOCTN,

KOTOpble A0/KHbI NPUMEHATLCS NPy

MoHTaxXe ME CUCTEMBbI;

- JOMOSIHNTE/IbHbIE Mepbl, KOTOPbIe WHopmaums oTcyTcTBYeT
[LO/DKHBI MpeAnpUHMMaTLES Npy

NPOUIaKTUYECKOM 06C/TYXXVUBAHWUN;

- NpefynpexxaeHue 0 TOM, 4TO MHhopmaumnsa oTcyTCcTBYET
JIONO/THUTE/bHbI

MHOIOPO3ETOUYHbIV CETEBOW

COEONHUWTE/b nnun

YAIMHUTENbHBIN LWHYP He LO/DKEH

nogcoegmHaTeca K ME CUICTEME;

- nosicHeHne PICKOB, NHdopmauus oTcyTcTBYeT
BO3HMKAIOLLMX B pe3ynbTarte

NOACOeANHEHNSA HEMEAULMHCKOIO

n3aennsa, KoTopoe NocTaBnseTCs B

coctae ME CCTEMBb,

HEenocpeLCTBEHHO K HAaeTeHHOM

pO3eTKe, TOrfa Kak aTo

HeMeLNUMHCKOe nsgenuve

npegHasHa4yeHo ANsA NUTaHusa ot

MHOIOPO3ETOYHOIO

CETEBOIO COEAMHUNTENA ¢

pasgenvTenbHbIM TPaHCHoPMaTopOM;

- nosicHeHne PCKOB, WHdopmaunsa oTcyTcTByeT
BO3HMKAKOLLMX B pesynbTarte

NoACOeAMHEHNA NO60ro n3genus,

KOTOpPOE He MOCTaBNAN0Ch Kak YacTb

ME CUCTEMBbI, K

MHOIOPO3ETOYHOMY

CETEBOMY COEAVHNTEIO;

- MHCTPYKUMn OMEPATOPY, utobbl  VIH(hopmauusa oTcyTcTByeT
OH OHOBPEMEHHO He Kacasicsa vacTen,

yKasaHHbIX B 16.4, n MAUVEHTA.



CpaBHMBaeMble
ceefeHns/
napamMeTpbl

PasgenurtesibHbIe
ycTponeTBa

MapkunpoBka

MapkunpoBka

OnwucaHwne nsgenna

MNpaBnna
aKcnnyaraumm/mepsl
NpeAoCTOPOXXHOCTY

OnwucaHwne nsgenna

KomnnekTt O6pa3subl BbISIBNEHHOI0
perncTpaunoHHON JOKYMeHTaumm MeAULMHCKOIro n3gennsa
(perncTpaunoHHoe ya0CcTOBepeHne
Ne P3H 2023/20070 ot 14.04.2023

CPOK AeNCTBUSA He OrpaHnyeH)
d) pekomeHgaLnK MHhopmaumsa oTcyTCTBYET
OTBETCTBEHHOM
OPIrAHN3ALINI:
- M0 BbINoAHeHWO Bcex NMPOLEAYP
peryimpoBoK, OYUCTKU, CTepunusaymm
W gesnHgekunu;
- OTHOCUTENbHO TOrO, YTO coopka ME  MHpopmauusa oTcyTcTBYeT
CUNCTEMDbI n ee mogngmkaumns s
TeyeHMe (PaKTNUYECKOro CpoKa CnyXobl
TpeobyloT OLLEeHKM COOTBETCTBUSA
TpeboBaHMAM HACTOSALLErO CTaHAapTa.
Ecnn ®YHKLUMOHAJ/IbHOE PA3AE/IMTENIbHBLIE
COEANHEHWME mexay ME YCTPOWCTBA 0TCyTCTBYIOT B
N3OETVEM v gpyrumu usgennamm  coctae ME CUUCTEMBbI
ME CNCTEMBbI vnv gpyrumu
CUCTEMAMW MOXXET BbI3bIBaTb
npesblLLeHVe gonyctumoro TOKA
YTEUKW, TO JO/MKHbBI NPUMEHATLCA
Mepbl 06ecrneyeHnst 6e30MacHOCTM B
Buge PASAENTNTENIbHBIX

YCTPOWCTB.

TY 32.50.50-003-39821003-2021
- CBefleHNA 0 NpUeMkKe nsgenmsa MHdopmaums oTcyTcTBYeT
OTAENOM TEXHNYECKOI0 KOHTPONA;
- MaKcuMmanbHasa noTpebnsemas MHdopmauua oTcyTCcTBYET
MOLLLHOCTb He [0J/1XKHa NnpeBbIWwaThb - 5
KBT;

PyKOBOACTBO MO 3Kcnayarauum

OnwucaHne MeANLUMHCKOr0 n3aenns OnucaHne MeANLMHCKOIO
npeLCcTaB/ieHO B PYKOBO/ACTBE Mo nsgenva, npecrTaBneHHoOe C
aKcnyaTauum 06pasyoM BbISIB/IEHHOI0

MEeANLMHCKOr0 U3LEe/NNA, He
cooTBeTCTBYET KOMMNeKTy
perncTpaumoHHoOn gocbe

B n. 3.6 Mepbl NpefoCTOPOXKHOCTH MpaBuna akcnayataunun/mepbl
PYKOBOACTBA M0 3KCnayaTaunm, NnpeAoCTOPOXXHOCTUN B
npeacTas/fieHHble B KOMMNNEKTE pPYKOBOACTBE MO sKCnayaTaunuy,
perncTpaumoHHOro 4ocbe npeacTasB/ieHHbIe ¢ 06pa3LoM

BbbIB/IEHHOI0 MEAULMHCKOTO
n3[enus, He COOTBETCTBYHOT
KomnnekTy perncTpaumoHHoro

[oCbe
OnucaHne MeAULMHCKOr0 n3aenns OnucaHne MeANLMHCKOrO
npeAcTaBeHo B PYKOBOACTBE MO n3genus, npeacTaB/ieHHOE C
aKcnayaTauum 06pasLoM BbISIB/IEHHOI0

MeMLMHCKOr0o NU3fenns, He
cooTBeTCTBYEeT KoMneKkTy
perncTpawmMoHHOi A0Cbe



