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OEAEPAABHAST CAYJKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHM
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YOCTOBEPEHHUE

HA MEAWLIUHCKOE U3/EJIME
oT 29 nexabps 2021 rona N PC3 2009/04793

Ha memmunncKoe n3memie
HHCeTpyMeHTBI A1 BBINOJHEHHS PErHOHAPHOM aHeCTe3HH B Habopax ¥ B OTJEIbHbBIX
yHaKoBKax '

Hacrosiniee peracTpaiiioHHOE yIOCTOBEPEHHE BBIIAHO

"Cmurc Meaukan ACJI Huk.", CIIIA,

Smiths Medical ASD Inc., 6000 Nathan Lane North, Minneapolis, Minnesota. 55442,
USA

[pousBogurens

"Cmurc Meguxaa ACJI Huxk.", CIIA,

Smiths Medical ASD Inc., 6000 Nathan Lane North, Minneapolis, Minnesota. 55442,
USA

MecTto IIPOU3BOJCTBA MEAHUIIHHCKOTO H3ICTHA
CML.IIPHJIQOKCHH €

Homep perucrpanuonnoro gocke Ne P/1-46198/77104 ot 17.12.2021
Knace moTeHnnanbHOTo prCKa MpAMEHEH s MEJAHIIMHCKOTO H3Aeus 26

Kon O6mepoccuiickoro kraccuduxaropa MpoIyKIHy 10 BEIAM SKOHOMHYECKOM
nesitensHOCcTH 32.50.50.190

Hacrogiee perucTpanHoHHOe yA0CTOBEpEHHE HMEET PUIIOKEHNE Ha 2 THCTAX
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OEAEPAABHASL CAVSKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

K PETUCTPALIMOHHOMY Y10 CTOBEPEHHIO
HA MEAWLIUHCROE U3/IEJIUE

oT 29 aexalps 2021 roxa  Ne ®C3 2009/04793
JIaer 1

Ha MeaunusCcKOE H3sienue
HacTpyMeHTHI 1/151 BHINOTHEHHS PerHoHAPHON aHecTe3HH B Ha0opax H B OTAEJIbLHBIX
YHAKOBKAaX:

L. MTECTpYMEHTEI J1s BHITOJIHEHHS pETHOHAPHOH aHeCcTe3HH B Habopax:

1. Habop ais cnuHanbHO-3HAIYPAIbHONH aHECTe3UH B COCTaBe:!

- urna "Tyoxu",

- WTJIa CIIMHAJIbHAS,

- KaTeTep SMUAYPaILHEIHM ¢ HAPABUTEIIEM,

- mmpul "YTpaThl CONPOTHBICHHS ",

- KOHHEKTOP,

- GaKTepHOBUPYCHBIN GHIBTD,

- aNIIAKAToP.

2. Habop s smunypansHoi asectesun "MHUHUITAK" B cocrase:

- SIIMypaibHBIA KaTeTEp C HAIPaBUTEIEM,

- KOHHEKTOP,

- IIMIpHIL 'Y TpaThl CONIPOTHRIIEHHS ",

- urna "Tyoxu",

- OaKTepHOBUPYCHBIH QHIBTD.

3. Habop mns stuaypansHo¥ anectesnd "MAKCHUITAK" B cocrage:

- IIIPHIL,

- CTHJIET,

- MIJIBI HHBEKITHOHHEIE (3 1MT.),

- KaHIOJA,

- cTepHIIbHBIE candeTk (2 1mT.),

- MapieBsie canderku (2 mT.),

- amuiEKarop (3 mit.).

II. AHCTpYMEHTHI 7SI BEITOTHEHHS PETHOHAPHOM aHECTEe3WH B OTAETBHEIX YIIAaKOBKaX:

1. Urna "Tyoxu".

2. VIrna civHAIbHAS.

3. Vrna cnuHaNbHAs ¢ HHTPOABIOCEPOM.

4. Habop uri Jyis CIHHANEHO-3MH Y PabHOM aHECTE3HH.

5. Ilmpui "YTpathl COMPOTHBICHUS "

6. Katereps! anuaypaibHbLe.

7. DumaypaibHble GHIBTPEL

8. DUKcaTOpHI AMUIYPATBHOIO KaTeTepa.
MecTo npou3BoicTBA: ¢
3amecruTe b pyKoBoauTes PexepaabHol CIyx0bL:
o [agzopy B chepe 31paBoo) raHeHHSA -
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®EAEPAABHASL CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)
MPHJIOKEHHUE

RPETHCTPALHIUOHHOMY YAOCTOBEPEHHUIO

HA MEAWLHWHCROE U3ZEJIME
ot 29 nexaGps 2021 roaa Ne ®C3 2009/04793

Jluer 2

1. Smiths Medical ASD Inc., 10 Bowman Drive, Keene, New Hampshire, 03431, USA.

2. Smiths Healthcare Manufacturing S.A de C.V., Avenida Calidad No 4, Parque Industrial
Internacional Tijuana, Tijuana, B.C.C.P. 22425, Mexico.

3. Smiths Medical International Limited, 52 Grayshill Road, Westfield Industrial Estate,
Cumbernauld, Glasgow, G68 9HQ, United Kingdom.

4. Smiths Medical Czech Republic a.s., Olomoucka 306, 753 01 Hranice, Czech Republic.
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Opran no ceprudpuxanmun "'Anexc-ceprupuxanusa’ ObmecTsa ¢

OrPpaHNYeHHOH 0TBETCTBEHHOCTHIO ""Amekc"
Mecto Haxoxnerns: 115193, POCCHA, ropox Mocksa, yi. ITerpa Pomanosa, 1. 7, ctp. 1, kom. §,
tenedon: +7 4952554006, anpec anekTpoHHOM mouTsl: info@apex-cert.ru
AtrectaT akkpenutaimn Ne RA.RU.11AXK49, nata perucrpammu: 25.07.2017 roga

Hcx. Ne 14549 ot 03.02.2022 roma

000 «2DauMen»

HHH 7743836670, OI'PH 1117746953840

Anpec: Poccus, 127015, Mocksa r., HoBoamurposckas b yi.,
nom 23, crpoenue 3, oduc 518

Tenedon: +7 (499) 650-50-55

I'enepaneHOMY AHPEKTOPY

MargeeBy Ceprero ERreHseBuuy

NMHOOPMAIIMOHHOE ITMCBMO

B TamosxeHHBIE OpraHel

1o MecTy TpeOoBaHHI

Ha Bam 3anpoc o HeoGXOOHMOCTH 0OS3aTEBHOTO IOATBEPAICHHA COOTBETCTBHA TPOAYKLHMH IPH
BEINYCKe B o0palieHre Ha TepPHTOpPHH EBpa3uiickoro 3K0OHOMHYECKOT0 COK03a, Co0o0IIaeM creayroee:

HHcTpyMeHTBI [UTA BEITIONTHEHHS PErMOHAPHON aHeCTe3MH B Habopax U B OT/EJBHBIX yIIaKOBKaX!
1. MHCTpyMEHTBI [UIst BBINOJIHEHHs perHOHapHO# aHecTesny B Habopax, kon THB3/1 9018 39 000 0

II. IHCTpYMEHTSI /71l BHINONHEHMS PErHOHATBHOM aHEeCTE3HH B OT/E/NBHEIX yrakoskax, kox THB3/] 9018
321000

Perucrpanuonnoe yaocrosepenue Ne @C3 2009/04793 ot 29 nexabps 2021 roaa.

MecTo poH3BOACTRA!

1. Smith Medical ASD Inc., 10 Bowman Drive, Keene, New Hampshire, 03431, USA

2. Smith Healthcare Manufacturing S.A. de C.V., Avenida Calidad No 4, Parque Indusctrial International
Tijuana, Tijuana, B.C.C.P. 22425, Mexico

3. Smith Medical International Limited, 52 Grayshill road, Westfield Industrial Estate, Cumbernauld,
Glasgow, G68 9HQ, United Kingdom

4, Smith Medical Czech Republic a.s., Olomoucka 306, 753 01 Hranice, Czech Republic.

He BKTIOYEHbI B «EIHHEIH NepeyueHs TIPOMYKIIMH, Tofiekalel obs3aTenbHoH ceprudukaimmy 1 «Enunbii
nepedeHs IPOIYKIIHH, TOATBEPKISHHE COOTBETCTBHA KOTOPOH OCyIIecTRAeTCA B OpME NPUHATHSA AEKIapaliuH O
COOTBETCTBHMMY, YTBepiKIeHHbIE TocTaHoBNeHHeM [IpaBuTensctBa Pocculickoii @enepamuu ot 01 mexabps 2009
roga Ne 982 (¢ wu3sMeHeHMAMH, yTBepxIeHHbIMH [locTaHoBneHusMu IIpasurensctBa P®). OpHospemeHHO
coob1aeM, YTO BbllEyKa3aHHAs MPOAYKLHA He NojnafaeT no Aekcreyrouiye Texnudeckue PeryiameHTsl,

HacTosimee pa3bsAcHeHHe NEHCTBUTENIBHO JI0 BHECEHHA H3MeHeHMH B gokymeHThl [IpasHrenbcTea
Poccuiickoit ®enepauuu M EBpasuiicKoll SKOHOMHYECKOM KOMHCCHH, YCTaHABJIMBAIOIIME HEOOXOIMMOCTB
npoBeeHus 06A3aTeIBHOTO MOATBSPIKICHHA COOTBETCTBHA JaHHBIX TOBAPOB.

OTBETCTBEHHOCTD 3a NPABHILHOCTh NMPEAOCTARICHHOH HHMOPMALIHH 110 MASHTHOUKALMH TPOIYKLHH H €€
KOJIAM HECET OpraHM3alKs, HANPABUBLLAA 3AIIPOC: - -~ - .
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PykoBoauTens (YIOTHOMOYEHHOE JIULI0)
opraga ro cepTH(ukanyy "Anekc-
ceptud camua” OO0 "Anekc" KonocoB Poman Bopuc 3u4

(®.H1.0.)




