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CybbekTam obpalleHus
MeAULMHCKNX N3AENNii

MeauUVHCKNM opraHu3alnsam

30.M.(KO<6 Ne - W/SJU3N j; OpraHam ynpasneHus
HaNe ot 34paBoOOXpaHeHEM CYyObEKTOB
r . Poccuiickon degepalmm

O He06pPOKaYeCTBEHHOM
MeAULMHCKOM M3[enumn

depnepanbHas cnyxxba no Hafg3opy B ciepe 34paBOOXPaHEHWS Ha OCHOBaHWUWU
oTpuLaTenbHOro 3akntdeHns drey «BHUNMNMT» Poc3gpaBHagszopa coobuaeT o
BbIIBNEHUN TeppuTopranbHbIM opraHoM Poc3gpasHagsopa no r. CaHkT-INeTtepbypry v
JleHWHrpagacko o6nactv B ob6paleHnn HefgobpoKayeCcTBEHHOrO MeAULMHCKOro
n3nenus:

«KryT KpoBoOCTaHaB/MBalOWMIA TypHMKeTHOro tuna TK-1 no TY 21.20.24-
001-79747653-2022», naptua: 026, gata npomussogctea 06.2024, ncnonb3oBaTb A0
06.2029, npomnssogcTea OO0 "CeeTnMHa", Poccusd, perucTpaloHHOe ya0CTOBepeHme
oT 28.11.2023 Ne P3H 2023/19440 (cMm. npunoXkeHwe), nNpeacTaBNAOWEro Yyrposy
NPUYNHEHNS Bpea 340POBbI0 FPaXKaaH Npu ero NPUMeHeHUN.

CybObekTam obpalleHns MeAWUMHCKUX W34eNnin npefnaraeTcs MNpOBECTU
NPOBEPKY Hanumuag B Ob6palleHUM YKa3aHHOro MeAUUMHCKOro  u3genus, B
YCTaHOB/IEGHHOM MOpsiAKe MNPOBECTM MeponpuATAA N0  NPeaoTBpaLleHU0  ero
obpatleHus, 0 pesynbTarax MPOUHMOPMUPOBATH COOTBETCTBYHLLUIA
TeppuTOopuabHbIA opraH Poc3apaBHag3opa.

TepputopmnasbHbiM opraHam Poc3fpaBHaf3opa MPOBECTM MeponpusaTuUa B
COOTBETCTBUM C AeCTBYIOLLMM 3aKOHOLATEeIbCTBOM Poccuiickon defepaumu.

3a HapyweHuns B cepe obpalleHNss MeAUUUHCKUX WU34eNnnid npesycMoTpeHa
aagMUHUCTPaTUBHAA OTBETCTBEHHOCTb COMMacHO cTathaM 6.28 u 6.33 Kopekca
Poccuiickoin defepaumy 06 afMUHUCTPATMBHBIX MPABOHAPYLLEHMAX, YCTaHOBNEHA

YrosioBHas OTBETCTBEHHOCTb COMMacHO cTaTbe 238.1 YT0N0BHOr0 Kogekca Poccuinckoi
Penepayun.

MpunoxeHne: Tabnuua CcoOMNOCTaBNeHWsS MapamMeTPoB U XapaKTepUCTUK,
yKa3aHHbIX B KOMMMEKTE PEerucTpauvoHHOM [OKyMeHTauuu, € napaMeTpamu U
XapaKTepucTMKamu 06pasLoB BbISBEHHOTO MeULIMHCKOrO n3aenns Ha 1n. B 1 3ks.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

MpunoxeHne K nuebMy Poc3apaBHag3ppa

oT

Ta6n|/|u,a CoroeTaB/IEHNA NapPaMETPOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMMJ/IEKTE
peFMCTpaMMOHHOMIQOKyMEHTauMM,()ﬂapaMETpaNW1leapaKTepMCTMKaMM o6pa3u08
BbIAB/IEHHOI0 MEANLUNHCKOIO N3aenna

CpaBHMBaeMble
ceefeHuda/napam
eTpsbl

Ko)XHas
ceHcubunnmnsa
ums

CpoK XpaHeHusA

dukcauus
ycunms

KomnnekT
perncTtpauymoHHOM’
JOKYMEHTaUnmn
(perncTpaymoHHOe
yA0CTOBEpPeHNE
Ne P3H 2023/19440 ot
28.11.2023)

Moct 1ISO 10993-10-2023
MpunoxeHune C.2.2.1 DPRA

OTtcyTcTBUME
[apaHTUIAHBLIA  CPOK
Xryta - 24 wMecdAuya
N3roTOBMIEHUA  MpU
YC/IOBUIN XpaHeHUS.

XpaHeHus
C AaTbl
cob6naeHnn

XKryT  po/mkeH — OCyLecTBAATb
aBTOMATUYECKYIO (hmKcaumto
LOCTUTHYTOrO YCUNNS B TeYeHue 2
4acos.

Obpa3subl BbISBAEHHOTO
MeAULMUHCKOTO NU3aenns

Cnabas

TpeboBaHMe He BbIMO/THEHO.
Ha MapKupoBKe WHAMBUAYaNbHON
yNakoBKe OTCYTCTBYeT MH(opmaLus

«[apaHTUNHLIA ~ CPOK  XpaHEeHus
Xryta - 24 wMecAua C fatbl
M3roTOB/IEHNA  NpU  COBNOAEHUN

YCNOBUIA XpaHEHUS»

Tpe6OBaH ne He BbINMOJ/IHEHO.

Bo BpemMs (uKcaumm XKryta —
3aKpyumBaHWUst  3N1aCTUYHON  NIEHTbI
pblyarom, npousoLlen paspbIB

BHYTPEHHEN 3/1aCTUUYHOW NIEHTHI.
lMpon3BefeHO MNIOTHOE Ha/loXeHue
Xryta Ha uunaumHgp 100 mm
cnegywwmm obpasom: npogenn B
NPAXKY NEHTY ochobhvto c
3aCTeXKOM TMna «BENIKPO»,
Npou3BeNin MNJIOTHOE HaNOXeHWe Ha
UMIMHAP W NPOU3BENN 3aKpensieHue
neHTbl. Mpn nepsom o06opoTe pblyara
BHYTPEHHSASA NIeHTa pacTaHynach, npu
BTOpPOM 060pOTe pa3opsanach.



