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- Homep perucrpanuonroro gocse Ne PA-2037/38130 o1 17.10.2013
_' By MeAMIIHHCKOr0 W3S -
Kitace noTeHUmansHOro prcka IPUMEHEHHS MeTHIAHCKOTO Hane s 26

Koz Obuepoccuiickoro kaaccudukaTopa NpoIyKUEH Ui MEIHIHMHCKOTO n3aenus 94 4100

Hacrosiiee perucTpalinonHoe yIoCToBepeHHe HMEET IPUIIOKEHHE Ha 2 TUCTAX
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@EAEPAABHAﬁ CAV2KBA T10 HAA3OPY B COEPE SAPABOOXPAHEHMH =
(POC3APABHAA3OP) e E

[IPUJIOYKEHUE

KR PEFHCTPAHHOHHOMY YLIOCTOBEPEHHIO
-~ HAMEJWLMHCKOEM3AEJME
ot 31 oxts6ps 2013 roaa N ©C3 2011/10653', :

Ha MEHHHHHCKOC u3nenue
_ Momnop nalHeHTa MyﬂannapameTpuquKnﬁ € HPHHA/IEKHO CTAMH:
SHienon
2 G630,
. G3F.
4. G3G.
FAJ5H
HpunauiexxHocTn:
- 1. Kabens OKT (5 oTrenennti).
- 2. KaBene DKI (3 orBeaenus).
- 3. Dmextpoast DKI:
- 4 B3pocibix 50 mT.;
. =qms nerek 50 mrr:;
- - 11 HOBOPOXKIeHHBIX S0 mT.
4. MamkeTs! [UIs H3MEPEHHS TABICHHS:
- JUIst B3POCIBIX;
- S IeTeH;
- LTS HOBOPOKIEHHBIX.
5. Wnayp yANHHUATEIBHBIL HaTIHKOB.
6. TpyOka MamKkeTsI, '
7. Hocosas TpyOka AbIXaHUS.
8. TeMmepaTypHas cucTema:
- POTOBOH 30H; :
- PEKTAJILHBIN 30HI.
9. Kabens nuranus.
10. Pecrmpartop.
- 11. Oxcumerpuueckue (SpO2) JATYHKH:
- OJIS B3POCIIBIX;
-~ 1151 HOBOPOYKACHHBIX.
12. Cucrema MAJT:
- ajanTuBHbLL Kabens AT
- onuopasossii UAJT zaTusk.

Brrio pyrosoanTeas Penepa 1bHOI cIyXKE
- 10 Haa3opy B chepe 30paBoo  paHeHUst




| OEAEPAABHAS CAVIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWMS.
' ~ (POC3APABHAA3OP) e
l'IPPlI[O)KEHPIE

R PEl' UCTPALIHOHHOMY Y,CIOCTOBEPEHHEO
- HAMEWLIMHCROEM3JAEJIHME
o’i'31 oxkTa0ps 2013 roga Ne ©C3 2011 /106.5'3 =

13. Crcrema KamHorpa(uu:
- Ka.nyrﬁposoqﬂbm morotatets CO 2 mr.;

- HOCOBAs ApeHaKHad TpyoKa;
- BO3JYIHIHbIE aJanTeps! 2 HIT.
14, AxxymynsTopHble GaTapen 2 mT.

=

Brﬂo pyhOBOJnTe;m (I)ez:ep. ]




JEKJTAPAITA O COOTBETCTBHH

O61mecTBo ¢ orpanmuennoi oTBeTcTBeHEOCTEIO FOT1aKoMm
HAWMEHOBaHHE OPraHH3aluy KK GaMUlTis, BM$S, OTYECTEO HHIMBHAYATEHOTO TIPEATIPHHUMATE]S, IPHHSBIIMY JeKTaparuio 0
COOTBETCTBHH
3apeructprpoeaH(a) MexpatonHaa uHcekims OenepansHoN Hanorosoi cryx6sr Nel5 no Cankr-IletepBypry
ot 02.08.2010, OT'PH: 1107847244768
CBCICHHA O DETHCTPAIIMH OPTaHW3alWH UM WHIVWBUIYaIEHOT0 TIPEIIpHHUMATEIA (Ha.PEMCHOBaH}IE PeruCTpHpyOMICro Opraysd, nara
PerrucTpalyH, PETHCT PATHOHHEINR HOMED)
Appec: 190020, r. Caskr-IletepOypr, Hab. O6BomHOTO KaHana, 1. 150, oduc 120.01, Tenedon: (812) 458-45-65

anpec, TenedoH, axc

B yune I'enepanbuoro pupekropa Konamra Anekces [letposrya

(}IO.TDKHOC['B, QBﬁMHIW, WM, OTHECTBO DYKOBOJIUTEIIA OPraHrW3alyH, 0T HMCHH ICOTGDOf[ [IPHHEMaCTCA IIBKH&D&EIHH)
3a4BJISI€T, YTO MOHMTOD MallkeHTa My IbTHIIAPAMETPHYECKHUI ¢ TIPHHAUIEKHOCTAME
Y. G3C. 2. G3D. 3. G3F. 4. G3G. 5. G3H. Ilpunagnexsoctw: 1. Kabems KT (5 otRenenwmit). 2. Kabems
OKT (3 oteemenms). 3. Snexrpoaer 3K - mg 3pocisx 50 wt.; - i geteit 50 [mT.; - 4714 HOBOPOMKISHHEIX
50 mT. 4. MamKeTs! U1 H3MepeHud NaBleH:s: - U1 B3POCIBIX; - IV AeTell; - it HopopoxkaeHHEX. 5. [lIHyp
YATWHUTENEHEIH JaTyukoB, 6, Tpy6ka Mamxetsl. 7. Hocoras Tpy6xa merxanus. 8. TemmeparypHas cucTema: -
POTOBOH 30H; - pekTaNbsHbIH 3011, 9. Kabens muramua. 10. Pecrmparop. 11. Oxenmerpuueckue (SpO2)
JATYHKHM: - IJIS B3POCIIBIX; - JU1A HOBOposkAeHHBIX. 12. Cuctema HAJT: - anantueHbi kabens MATT -
omsopazossiit MAJT natmik. 13. Crcrema kanHorpadus: - Kamubposoussr nornoturens CO 2 mrt.; - HocoBas
IpeHaxHad TPyOKa; - BO3OyLIHEIE afanTepsl 2 MT. 14, AKKyMy/IaTOpHEIE BaTapey 2 mT.
Monens, apruxyi: 1. G3C. 2. G3D. 3. G3F. 4. G3G. 5. G3H. Toproeas Mapka: GENERAL MEDITECH

(HauMeHOBaHue, THIT, MapKa [POXYKLHH, HA KOTOPYIO PACTIPOCTPAHILTCS NeKNapalins,

Cepu#igsifi pemmyck, Kox OKIIJ 2 26.60.12.129, Kox TH B3I 9018191000

CBENCHHS O CEpHIHOM BHITYCKe HITH ITAapTHH (HOMep MApTHH, HOMepa W3NeNuii, DEeKEW3NHTE JoT0Bopa (KOHTpaKTa), HaknanHas, kol OK
005-93 u (umu) TH BOJL TC mnx OK 002-93 (OKVYH)

Wzrorosurens: "Hxenepanr Memmrek, Muk." General Meditech, Inc.
Aunpec: Kuraii, General Meditech, Inc., South Office 4/F, Kezhi Rd. 1 st. West, Science Park, Nanshan,

Shenzhen, Guangdong, People's Republic of China

HaWMEHOBAHME U3OTOBHTENSA, CTPAHE! H T.IL.))
cootBercTByeT TpeGosanuam ['OCT P 50444-92 Paznensr 3, 4, TOCT P 50267.0-92, TOCT IEC 60601-1-1-
2011, TOCT 30324.2.49-2012, 'OCT ISO 9918-2012

(0Go3HaveHe HOPMATHBHEIX JOKYMEHTOB, COOTBETCTRHE KOTOPBMM MIOLTBSPKICHO JaHHOH JeKknapauyel, ¢ yka3aHWeM IMyHKTOB 3THX
HOPMATHBHBIX ITOKYMEHTOB, COIEPXKALIMX TpeCOBaHMS MUt JEHHOH POIYKUKH)

JHexnapauus npusHaTa Ha ocHOBaHuH: Perucrpanuonroe ynocroeperue Ned®C3 2011/10653 or 31.10.2013
rona, eeinano ®enepansHoit Ciysx60it o Hanzopy B cdepe 3npasooxpanenns (Pocsapasranzop), Cepruduxar
cHCTeMBl MeHemKMeHTa Kadectsa [SO 13485:2016/NS-EN ISO 13485:2016 Ne 216782-2017-AQ-RGC-NA-PS
rev 1.0 ot 19.08.2018 rona mo 20.08.2021 roxa, seiiad Management System Certificate

(undopMarys 0 IOKYMEHT2X, SBISOIHXCH OCHOBAHHEM I IPHHATHL IeKIAPaIHH)

Hara HpHHﬂTKS{ I[eKJTapaLIHH 30.10.2019

= —

llemapam & COGTBB’ICTBHH IeHcTRUTENBHA 10 29.10.2022

ML Komam A IL

© _7 = (monmuck) (unwnmpans:;, GaMumiT)

CBéAeHaﬂ o pemcrpamm IeKTaparyi O COOTBETCTBHH
PerHCTpaJ.IPIOHH‘BIH uHomep RA.RU.11AJ[37, Opran o ceprudukamau npogyknud "Kpacro Jap" 000 "HJ

é’pmpauaomém HOMep Jextapary o coorsercteur POCC RU JI-CN A,I];37 B.20230/19, ot 30.10.2019
(nata p CMCTpAaLMM H PErHCTPAIMOHHEIN HOMED ¢ - TAPAIUK)
TI'yprepa Bepa M axaiinosHa

(TIONTIHCE . AHALMATS!, GaMHINs PYKOBOIKTENIS OPTa |1 TI0 CEPTAQHKALIIH)



