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MeaUUMHCKM OopraHm3aumnsam
HaNe oT
OpraHam ynpaBfeHus
3[paBoOXpaHeHnem Cyo6bEKTOB
Poccuiickoin ®efepaunn

r O He06pOKaYECTBEHHOM M
MEAULIMHCKOM M3eNnn

depfepanbHas cnyxba no Hag3opy B Ccjiepe 34paBOOXPaHEHUA Ha OCHOBaHWUU
oTpuuaTenbHOro 3aknueHns ®rey «BHUMMMT» Poc3gpaBHagszopa CO06LaeT o
BbiiBNEHMM B obpaweHun TepputopuanbHbiM  OpraHom Poc3fapaBHajsopa no
MBaHOBCKOW  o6nactm uM  Bnagumupckoi  obnactm  Hefgo6poKaveCTBEHHOr0
MEeAULNHCKOro N3genuma:

«YHuMBepcanbHaa MeguunHcKasa Tenexka no TY 32.50.50-003-39821003-2021
BapuaHT UcnonHeHus dapmaums 44M», CEpPUnHbIA HOMmep: 22451, pata NPOM3BO/ACTBA
16.12.2024, rapaHTUWHbLIA CPOK 3KcnayaTauum 3 roga, CpPoK cnyxo6bl 10 nerT,
nponssoactea OO0 «®dapmaums», Poccus, pernctpaumoHHoe YAOCTOBepeHWe OT
14.04.2023 Ne P3H 2023/20070, npeAcTaBAlOLLEro HEMOCPeACTBEHHYHD Yrposy
NPUUYNHEHNA Bpefa >XU3HW U 340POBLI0 rpaXkaaH Mpu NPUMEHEHUN MeAULIUHCKOTO
nsgenus.

CybbekTam obpalleHnss MegULMHCKUX U3LeNNiA npeanaraeTcs NPOBeCTU NPOBEPKY
HanMumna B obpaLLeHNnN yKa3aHHOro MeAULNHCKOrO U34eNns, B yCTaAHOB/IEHHOM NOpsAKe
MPOBECTN MeponpuATUS N0 NpPefoTBpalleHnto ero obpalleHus, 0 pesynbTaTax
NpouH(|)opMrpoBaTb COOTBETCTBYIOLLNIA TEPPUTOPUANbHLIV opraH Poc3apaBHagsopa.

TepputopuanbHbiM  opraHam Poc3fpaBHaj3opa MPOBECTM  MeponpuaTua B
COOTBETCTBUW C AENCTBYHOLWMM 3aKOHOAATENLCTBOM Poccuiickon ®egepaymu.

3a HapyweHus B cepe obpalieHUs MeAUUMHCKUX W3LeNnni npefycMOTpeHa
aAgMUHUCTPaTUBHAsA OTBETCTBEHHOCTb COrNacHoO crtatbaM 6.28 un 6.33 Kopgekca
Poccuiickon Pefepauumn 06 agMUHUCTPATUBHbLIX MNpPaBOHaPYLIEHUAX, YCTaHOB/EHA

YrofioBHas OTBETCTBEHHOCTb COrMacHO ctatbe 238.1 Yro/f0BHOrO Kogekca Poccuinckoi
depepaunn.

MpunoxeHue: TabnuLua CONOCTaBNEHMS NMapPaMeTPOB M XapaKTEPUCTUK, YKa3aHHbIX
B KOMMNJIEKTe PErucTpaLMoHHON AOKYMeHTaLMK, ¢ napaMeTpamMu U XapakTepucTukamu
006pa3LI0B BbISBIEHHOr0 MeULIMHCKOro u3aenvs Ha 3 N. B 1 3K3.

A_.B. CamoiinoBa


http://www.roszdravnadzor.gov.ru

MpunoxeHue K NUcbMy Poc3gpaluaazopa
oT Q/f- c/ — (A€ .

Ta6n|/|u,a CONnocCTaBNEHNA NapaMeETPOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMMNEKTE
peFMCTpaLLMOHHOM OOKYMeHTaunn, ¢ napaMeTpaMmn N XapakKTepuctnKamm 06pa3LI,OB
BbIAB/IEHHOIo0 MEANLUWNHCKOIO U3ennd

CpaBHMBaeMble KomnnekTt O6pasLbl BbISAB/IEHHOI0
ceefeHus/ perucTpaunoHHoOM JOKYMeHTaLMn MEeAULIMHCKOro n3aenuvs
napameTpbl (pervcTpaumoHHOe YA0CTOBEPEHNE

Ne P3H 2023/20070 ot 14.04.2023
CPOK AeNCTBUSA He OrpaHnyeH)
BHewHWin BUA CornacHo otorpaguyeckmm
n3genvs n3obpaxeHnam mns coctasa KP/J Kk PY
Ne P3H 2023/20070 ot 14.04.2023:

-B cooTBeTcTBUN C
MpunoxeHnem K
PerncrpauyvoHHomy
YAOCTOBEPEHUIO Ha MeJUNLMHCKOe
nsgenve ot 14 anpena 2023 Ne P3H
2023/20070 nuct 64 nepeumncrneHue
XLIV mogens ®apmauusa 44-M
OTCYTCTBYeT KOMMOHEHT 13 cocTaBa
MeLMUMHCKOro nsgenusa "'banka
YMT3-BA- 1wr.".

FOCT P M3K 60601-1-2010

Toku yTeuku B cnyyae o6pbiBa MPOBOJA M3mepeHo, MKA: 1779
SALLNTHOIO 3A3EMJ/TIEHNA
no6oro n3genuss ME CCTEMBbI,
Kkpome N3OENNA C
MOCTOAHHBbIM
NMPNCOEONHEHVEM K
MNTAIOLLEWN CETU, TOK YTEUKW
HA OJOCTYMHYHKO YACTB ot



CpaBHuBaeMble KomnnekTt O6pa3subl BbISIBIEHHOI0
ceefeHus/ perncTpaunoHHON JOKYMEHTaLnm MeUNLIMHCKOro nsgenusa
napameTpbl (perncTpaumnmoHHOe ya0CTOBEPEHNE
Ne P3H 2023/20070 ot 14.04.2023
CPOK AENCTBUSI He OrpPaHnNYeH)
yacTein Um mexgy Jactamm ME
CUCTEMBbI B npegenax CPEAbBI
MAUMNEHTA He goskeH npeBbILaTh
500 MKA.
- MIHCTPYKLMM MO MOHTaXy, coopke n WHopmaLmsa oTCyTCTBYeT
moangpmkaunm ME CUCTEMBI,
rapaHTupyoLme annTenbHoe
COOTBETCTBUE HACTOALLEMY CTaHAAPTY;
- NHCTPYKLMIO MO OYUCTKe U, Koraa  VHdopmaumsa oTcyTcTByeT
3TO MPUMEHUMO, - UHCTPYKLNIO MO
AEe3VH(EKLNN 1 CTepUIM3aumnm
KaXX0ro 13fesivs Wam ero yactu,
thopmupytoLlero Yactb ME
CUCTEMBbI (cm. 11.6.6 n 11.6.7);
- LONONIHNTENbHbIE Mepbl M0 VHgopmaymsa oTcyTcTBYeT
obecrneyeHno 6e30MacHoOCTH,
KOTOpbIe A0/IKHbI NMPUMEHSATLCSA NP
MoHTaxxe ME CNCTEMBDbI;
- LONONHUTENbHbIE MePbI, KOTOpble  VIH(opmaLms oTCyTCTBYeT
[O/DKHbBI NpeAnpUHUMATBLCA NPy
NPOMMIAKTUYECKOM 06CNTY>KUBaAHWUK;
- NpeaynpexaeHne o ToM, YTO WHopmaunsa oTcyTcTByeT
[ONO/THNTENbHbIN
MHOIOPO3ETOUHbIN CETEBOW

SkcnsyataumoHHas COEAVHUTENb unm
[JOKyMeHTauuns YASIMHUTENbHbINA LWHYP He AO/HKEH
nogcoeamHaTeca K ME CUCTEME;
- noscHeHne PNUCKOB, MHdopmaumst oTcyTcTBYeET

BO3HMKAKOLLNX B pesynbTarte
nofeoeMHEHNSA HEMEAULMHCKOIO
N3[enns, KOTOPOoe MNocTaB/IsSAETCH B

coctaBe ME CUCTEMBbI,
HenoepeACTBEHHO K HAacTEHHOM
PO3eTKe, TOrAa Kak 3To
HeMeANLMHCKOe nsgenuve
npeAHasHa4yeHo A1 NUTaHWsA OT
MHOIOPO3ETOYHOIO
CETEBOIO COEAMHUNTENA ¢
pa3gennTesibHbIM TPaHCHOPMaTOPOM;
- nosicHeHne PNCKOB, MHdopmauua oTcyTCTBYET
BO3HMKAKOLWLNX B pesysibTarte
NnoACcoefMHeHNA NO60ro n3genus,
KOTOpPOE He NOCTaBNAN0Ch KaK 4acTb
ME CUCTEMBbI, K
MHOIOPO3ETOYHOMY
CETEBOMY COEAVNHUNTENIO;



CpaBHuBaeMble
ceefeHus/
napamMeTpbl

PasgenuTtesibHble
yCTponcTBa

MapkunpoBka

MapkupoBka

OnuncaHve nsgenus

MNpaBuna
aKcnnyataunn/mepsbl
NMpeAoCTOPOXKHOCTH

KomnniekT

perucTpaunuoHHoO JOKYMeHTaLnn
(perucTpaumnoHHoe ya0CTOBEPEHME
Ne P3H 2023/20070 ot 14.04.2023
CPOK AeNCTBUSA He OrpaHnyeH)
- MHCTPYKUumn OMEPATOPY, uTo6bI
OH OIHOBPEMEHHO He Kacasica YacTel,
yKasaHHbIX B 16.4, u MALUMEHTA.

d) pekomeHgaLum
OTBETCTBEHHOW
OPIrAHU3ALINN:

- Mo BbINoAHeHWO Bcex NMPOLEAYP
peryivpoBoK, OYUCTKU, CTepunnsaymm

N fe3nHpeKumn;

- OTHOCUTE/IBHO TOro, 4To cbopka ME
CNCTEMbI n ee mogngpmkauma s
TeyeHne (PaKTMYECKOro CpoKa CyXXobl

TPeOYylT OLEHKM COOTBETCTBUS

TPe6GOBaHUSIM HACTOSILLIEr0 CTaHaapTa.

Ecim ®YHKLVOHAIBHOE
COEAVHEHUE mexay ME

N3OAEVNEM u gpyrumu usgennamm

ME CNCTEMbI nnn gpyrumm
CUCTEMaMW MOXET BbI3bIBaTb

npesbiLleHne gonyctumoro TOKA
YTEYKW, T0O g0/MKHbBI NPUMEHATBLCA
Mepbl 06ecneyveHns 6e30MacHOCTU B

Buge PA3JE/INTE/bHbIX
YCTPOWCTB.

O6pasLibl BbISIB/IEHHOI0
MEeAVNLNHCKOI0o U3aenns

MH(popmauma oTcyTCcTBYET

MHopmaLms oTcyTCTBYET

MHdopmaumsa oTcyTcTBYET

PA3OE/NTE/IbHbIE
YCTPOWCTBA oTCyTCTBYIOT B
coctaBe ME CNCTEMBbI

TY 32.50.50-003-39821003-2021

- CBeIEHNA O NMpUemMkKe n3aenuna

oTAEe/IOM TEXHNYECKOI0 KOHTPONA;

- MaKCcManbHas noTpebnsemas

MOLLIHOCTb He [I0/1)KHa NpeBbIWaTh - 5

KBT;

MHpopmauma oTcyTCcTBYET

MHdopmaymst oTcyTCcTBYeET

PyKOBOACTBO MO 3KcM/lyaTaumm

OnucaHne MeAVLMHCKOr0 N3aenus
NpeLCcTaBeHO B PYKOBOACTBE M0
aKcnyaTauum

B n. 3.6 Mepbl NpefoCcTOPOXKHOCTU
PYKOBOACTBA MO 3KCryaraunm,
npeacTasfieHHble B KOMMNNeKTe
perncTpaumoHHOro focbe

OnucaHne MeANLIMHCKOTO
n3aenuns, npeacTaBeHHOe C
06pasyoM BbISIBNIEHHOTO
MEeANLMHCKOTO U3LeNNS, He
cooTBeTCTBYET KoMnneKkTy
perncTpaumoHHon aocbe
MpaBwnna akcnnyataumm/mepsbl
NpPeAoCTOPOXXHOCTU B
PYKOBOACTBe MO 3Kchyatayunu,
npeacTaB/ieHHbIe C 06pasLoM
BbISAB/IEHHOI0 MeANLNHCKOI0
N34enns, He COOTBETCTBYIOT
KomnnekTy perncrpaumoHHoro
Jocbe



