®EAEPAABHAS CAVIKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHMY
(POC3APABHAA3OP)

PEFHCTPAHHOHHOE Y,L[OCTOBEPEHHE
HA MEAULIHHCROE U3AEJIUE
or 04 anpeas 2016 rona Ne ®C3 2009/05403

Ha mequnuuckoe u3neime
3oHABI XKeJTyJ0THO-KHIIeTHbIE

Hacrosimee peructpalinoOHHOE yIOCTOBEPEHHUE BEIIAHO

"Cmurc Meauxaa Uarepudymua Jlumuren'', Besmxoopuranus,

Smiths Medical International Limited, Boundary Road, Hythe, Kent CT21 6JL,
United Kingdom

IIpousBoaurens

"Cmurc Meankaa Uarepuymna Jlumuren', Beankoopuranus,

Smiths Medical International Limited, Boundary Road, Hythe, Kent CT21 6JL,
United Kingdom

Mecto TIIPOU3BOACTBA MEAUITMHCKOI'O U3ACIINA
CM.IIPUJIOKECHHE

Howmep peructpanuonnoro nocse Ne P/1-10675/12762 ot 22.03.2016

Bun meguuunackoro u3nenus 169460

Kinacc moTeHIHaIbHOTrO prCcKa IPHMEHEHH MEAUIIMHCKOTO H3AEINs 2a

Koxa O6mepoccuiickoro kiaccupukaTopa NpoAyKIHHU U MEAUIIMHCKOro u3zaemus 94 3610

Hacrosinee perucTpaiiioHHOE YAOCTOBEpEHUE UMEET IIPHIIOKEHUE Ha 1 sucre

JOIYUICHO K OOpaIleHHIO Ha TEPPUTOPHH Poccnncxon

PykoBoauTtens @enepaibHOil CIIyKObI % .
10 HAA30PYy B cepe 31paBoOXpaHEHUS { / // M A Mypamlco
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GEAEPAABHAS CAYIKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

R PETUCTPALIMOHHOMY Y1OCTOBEPEHHIO
HA MEAWLIHHCKOE U34EJIUE

or 04 anpens 2016 rona  No ®C3 2009/05403

Ha menununckoe usnenue

30HABI HKeJTy109HO-KHIIeYHbIe:

Mecto npou3BoACTBA:

1. Smiths Healthcare Manufacturing S.A. de C.V., Carretera Miguel Aleman Km 21.7,
Parque Industrial Monterrey, Apodaca NL, CP 66603, Mexico.

2. Smiths Medical International Limited, Boundary Road, Hythe, Kent CT21 6JL, United
Kingdom.
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JAEKJAPALIASA O COOTBETCTBUHA
O6mecTBO ¢ orpaHnYeHHOI 0TBeTcTBeHHOCTHIO ""H/IA /lestoBast MequmHCKas KoMnaHus'"
(000 "HJA [lesoBasi MeTHIIMHCKAS KOMMIAaHusA'"')

(HaMMEHOBAHHUE OpraHu3aluny Wid (baMI/UIl/ISL UM, OTYECTBO MHIAWBHUAYAIBHOTO NMPEANPUHAMATE]IA, MPUHABIIUX AEKIapaulnto O COOTBETCTBMH}
MexpaiioHHas HHCIEKIHs DeepaabHoi HamoroBoit ciayx0el Ne 15 no Cankrt-IletepOypry, 28.07.2016

CBCICHHUA O PErMCTpallii OpraHvM3auny Wil UHAUBHUAYaJIbHOTO NPEANIPUHUMATEITS

OI'PH 1167847307980

(HaUMEHOBaHHE PErMCTPUPYIOLIEro OpraHa, 1aTa peruCTpaLun, perucTPaluOHHBIA HOMED)
Anpec: 199034, r. Canxr-Iletepbypr, 16-1 nunus B.O., a. 7, iutep b,
tenedon/dake: +7(812) 714-06-14, e-mail: nda@nda.ru

(anpec, TenepoH, dakc)
B oune  TenepanmsHoro aupekropa Hukonaenko Anexcanapa MiBanosuya

(mOKHOCTD, (PAMUIHS, UMS, OTHECTBO PYKOBOIUTENS OPTaHA3aLMH, OT MMEHH KOTOPOI MPHHUMAETCA JEKIapaius)
BaﬂBHSIeT, qTo 30HI[I>I AKEJIYT0THO-KHIICHHLIC

(HaMMEHOBAHNE, TUII, MapKa NPOAYKLUK (YCIIyry), Ha KOTOPYIO paclpOCTPaHAeTCa AeKiaparus)

Kox OKII/JA2 32.50.13.190 Kox TH B2/ 9018 39 000 0

ko1 OK 005-93 u (umu) TH BOJ] CHI™ i OK 002-93 (OKVYH), cBeneHus 0 cepuifHOM BBITyCKe HIH NapTUU
CepuiiHBIH BBITYCK

(HOMep mapTHH, HOMEpa U3IEJHiA, PeKBU3UTHI I0roBOpa (KOHTPaKTa), HaKJIaHAasA)
"Cvmurc Meqnkaia Narepaymua Jlnvuten", Beaukoopuranusi,
Smiths Medical International Limited, Boundary Road, Hythe, Kent, CT21 6JL, Umted Kingdom.
MecTo mpou3BoACTBA;
1. Smiths Healthcare Manufacturing S.A. de C.V., Carretera Miguel Aleman Km 21.7, Parque
Industrial Monterrey, Apodaca NL, CP 66603, Mexico.
2. Smiths Medical International Limited, Boundary Road, Hythe, Kent CT21 6JL, United Kingdom.

HaWMCHOBAHHWEC U3TOTOBUTEIIA, CTPAHBI U T.I1.

coorserctByeT TpeboBanuam: 1'OCT P 50444-92 ( Pasn. 3, 4), TOCT P 52770-2016, 'OCT ISO 10993-1-
2011,TOCT ISO 10993-5-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT ISO 10993-12-2015

(0603HaYEHHE HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBUE KOTOPBIM TMTOATBEPKACHO AAHHOI JeKapauueii, ¢ ykazaHHeM NyHKTOB 3TUX HOPMATHBHEIX
JOKYMEHTOB, COAEPIKAILMX TPeOOBAHMSA IS JAaHHON NPOJYKIHH (YCIyTH))

Jlexnapanysl OpUHATA HA OCHOBAHWHM: MPOTOKONA TexHudeckux ucnbitanuit No 2018.TD-02.08CD ot
02.08.2018 OO0 MJILL "MenTectIIpuGop", arr.akk. Ne POCC RU.0001.21MI126 ot 22.07.2015; mpoToxoia
TOKCHKOJIOTHUECKUX HcClle[oBaHui MeunuHcKoro u3enus Ne 1408-4 o1 22.01.2018 JlaGopaTopHblii CHTP
000 "Hentp Konrpons Kayecrsa OHII", arr.akk. No POCC RU.0001.21PK75 ot 12.08.2014
Perucrpanuonnoe ynocroBepenue ®emepanbHOi cayxObl 1O Hax3opy B cdepe 3ApaBOOXPAHEHHS
(POC3IPABHAJIZOP) Ne ®C3 2009/05403 ot 04.04.2016

(vHdOpPMALUA O TOKYMEHTAX, ABSIOIMXCS OCHOBAHHEM JUTsl IPHHATHS EKIapalun)

Jara npunstas nexrapanun  14.08.2019
Jlexmapariysi 0 COOTBETCTBUU JACHCTBUTENBHA 10 14.08.2022

HuxonaeHko Ajiekcanap
NBanoBu4

MLIL L&
(TO/ITHCB) (MHHIHATBL, (aMUITHS)

CBenieHHs O PETUCTPANIMH JIEKIapallii O COOTBETCTBHU .
OOO «IIEHTP CEPTI/I(DI/IKAHI/II/I 1 JEKJIAPUPOBAHMA», Ne RA.RU.11MITI138

(HaMMEHOBAHME U AJIpec OpraHa rno cepTudHUKaLuH,

,;123308 MOCKBa yn MHuEBHUKN, ’IIOM Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17

= 3aperuCTPHPOBABILIErO JAEKIapaLHio)

POCC RU Ll GB.MM18.B.01345/19 ot 14.08.2019 peiticTBYeT A0 14.08.2022
A ’ (nara )ErucTpatni u nemcma[ MOHHBII HOMEP ggexnapagnm

M, ¥/ s AL Toko

(MOANHCh, THULMANBI, (HaMITHS PYKOBOJMTEIS OpraHa 1o cepTHdUKarmm)




