CDEA,EPAABHAﬂ CAVKBA IO HAA3OPY B CCDEPE SA,PABOOXPAHEHIAH
(POCSAPABHA,A,SOP) —

PEFI/ICTPALIHOHHOE Y,CIOCTOBEPEHPIE

HA MEAWLIMHCROE U3AEJIME
Ne ®C32012/11846

ot 29 nexabps 2018 roaa
- Ha mMemunuHCKOE U3n€enme
, ',I/Iaue.rmﬂ MeUIHUHCKHE 115 ONepPaHOHHbIX

Hacrosinee perucTpanioOHHOE YI0CTOBEPEHHE BEIIAHO
- O6mecTBO ¢ OrpaHHYeHHO oTBeTCTBeHHOCTRI0 ''Kapaunan Xeic Pama'
|| (000 "Kapgunan Xeac Pama"), Poccus,
o 107078 Mocxksa, yi1. Mamu IlopeiBaesoii, 1. 34, opuc 514

- : HponzBo,zmTenL >
"Kosuauen Jlc", CIIIA,
Cov1d1en Llc, 15 Hampshlre Street, Mansfield MA 02048 USA

Mecro npousBoncha METUITUHCKOI'O U3CTIUA
CM. npmmmelme

4 f_ HOMep perncmaunom{oro Jocbe Ne PI[—25043/73360 ot 14. 12 2018
= ’Knac,c HOTeHIIHaJILHOFO PHUCKa IPEMEHEHHS METUIMHCKOTO H3enns 2a

.Kon O6mepoccnnc1coro Kiaccuukraropa IIpOZ[YKHHH 110 BHIaM SKOHOMI/I‘IGCKOI/I
: ,ue;rrem,Hocm 32.50.50.000

: 'HaCTo;Imee perncmauHOHHoe yJOCTOBEPEHHE UMEET IPUIIONKEHNE Ha 2 JIUCTAX
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OEAEPAABHAA CAVIKBA TIO HAASOPY B COEPE SA,PABOOXPAHEHI/IH
: (POC3APABHAA3OP)

 [IPUJIOIKEHUE

 RPETMCTPALIAOHHOMY y,qocTOBEPEHmo

HA MEAWULIMHCROE U3SAEJIUE

oT 29 xekaGps 2018 roga Ne ®©C32012/11846

Ha menunusCcKOE HU3I€IHe

Mspennst MeTUIHHCKHE 11 ONEPAHOHHBIX:

1. 3amuTHAs IpoKIagKa AT MEAULMHCKAX HHCTPYMEHTOB.

2. 3amuTHas IPOKJIafKa I MEJUIIMHCKUX JIOTKOB.

3. KoBpHKH MarHHUTHEIE [ MEIULMHCKAX HHCTPYMEHTOB.

4. Opranaiizep A XpaHEHHUs. HHCTPYMEHTOB.

5. Mapkepsl Xupyprudeckue KoxXHbIC.

6. MapKepbl XUpYpruuecKue KOXKHBIC C IHHEHKOH.

7. epaTellb CKabIeNs C 3alUTON JJIs JIE3BHSL.

8. KonTeitnep i XpaHEHUs U y4eTa Urll.

9. OHOPa30BEIA 32KHM.

10. CrepunsHBIA MEOIOK IUIs OIITHYECKOro Iprbopa.

11. Memok Jij1s IIOBHOI'O MaTepuaia.

12. Memok [uis XpaHEeHHs. HHCTPYMEHTOB.

13. Crpetinep ¢ rubKoi KaiMOH.

14. KoMIIeXT TYpHUKETOB JJIs COCY/IOB.

15. Tpy6xa npenaxxnas IleHpoy3a.

16. MIroucKaTeb. :

- 17. Memok s o[ CYeTa HCIOIb30BAHHBIX TAMIIOHOB.

18. 3ammuTa ag ri1a3 npy GoToTepanuy. %

19. JleTckas moacTaBKa JUisi BHYTPUBEHHBIX UHBEKIIMH.

20. I'unporeneBele KIEHKHE ITOJOCKH.

21. MapieBble TaMIIOHEL

22. Jloxe A pyKH.

23. Jloxe ams HOTH.

24, duxcaTop sl HOTH.

25. @uKCcaTOp rOJIOBHI I B3POCIIBIX.

26. ®uKcaTop TOJNOBEI IEAUATPUIECKHUH.

27. KoMiuiekT ajist puKcanyuy MOJI0KEHUS B COCTaBE: JIOXKE UL TOJIOBEL J0Ke UL PYKH, JIOXKe
JIJISL HOTH. :
28. QukcaTop NO3UIHH B KOIBIOEH.

29. Bospmue BauKy Ui (QHKCAIIMH TIOJTOKEHHS.

30. Masnble BaJIMK# 1715 (GUKCAIIAU IOJIOKCHHUS. 2,

31. KonmbeBrHbI# iepxaTesb HOTH npn aprocxonm/I 3

32. 3amuTa Ha CTOIY U IIATKY.

33. IIpoTeKTOp JIOKTEBOTO HEPBA.

3amMecTHTE/b pyKoBoauTes PexepaasHoi cIyxKObI 7 ;
10 HAA30py B cepe 3APaABOOXPAHEHHS A== J1I0.HaBmokoB |

0050441 |




= CDEAEPAABHAH CAVKBA TIO HAA3OPY B COEPE SA,PABOOXPAHEHIAH
' (POC3APABHAASOP)

[IPUJIOSKEHUE

K PECHCTPALINOHHOMY Y/I0CTOBEPEHHIO

HA MEAULIMHCROE U3AEJIUE
Ne ©C3 2012/11846

o1 29 nexaopsi 2018 roga

34. @ukcaTop «ISACyHIIKay I HOT.

35. KoMrutekT st pUKCAIiy OJIOXKESHUS Ha XKHUBOTE JTULIOM BHH3 B COCTABE:

- IepYKaTelb IS TOJIOBEI C IPOPE3sIMH.

- BJIMKH IIOJ] TPYJHYIO KIETKY, 2 IITYKH.

- OIIOpHI IO pyKH, 1 mapa.

36. Bospinue MOyIIKY Ui abayKIuu.

37. Cpenaue HOIYIIKH ISl a0 yKIHH.

38. Ilogymka BcrmoMOoraTenbHas.

39. I1oaronoBHUK C IIPOPE3SIMH.

40. IIpoTekTop mTaTHBA.

41. ITomymixa ajisi OIIEpaliOHHOIO CTOJA.

42. KonbLo OO FOJIOBY.

~43. lepxaTenb KoJieHa IpU apTPOCKOIIHH.

44. Msrkuii GuKCaTop JUIS TOJIOBBL

45. Pamka ¢uKcaTopa roioBbL.

46. KituH U1 OTIepariiOHHOTO CTOJIA.

47. KiuH 171 BHIDABHUBAHKSA TENA HA IIOBEPXHOCTH.

48. Ilogymxa noa pyky.

- 49. Banuk noa rpyab.

MecTo IPOM3BOJICTRA:

1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA.

2. Covidien, Boulevard Insurgentes 19030 Libramiento, 22225 Tijuana, B.C., Mexico.
- 3. Ludlow Technical Products Canada Ltd. (A Division of Covidien), 215 Herbert Street
Gananoque, Ontario K7G 2Y7, Canada.

-4, Covidien, Two Ludlow Park Drive, Chicopee MA 01022, USA.

5. Covidien (Kenmex Medical Specialties), Calle 9 Sur 1113, Ciudad Industrlal 22444 T1Juana,
Baja California, Mexico.

- 3amecTHTe.Ib pyxoBoauTte/s @egepaabHoi cJIy)lcﬁm

- mo Hamsopy B chepe 3PABOOXPaHEHHS




Obwecmeo c ozpanuuennoii OMGEenCMeEEeHHOCHbIO

«lleHTD CeNTHINMKALMM U ACKNANUNOBAHUS»

KOpuouueckuii adpec: 123308, Mocxea, YA. Mueeruxu, 9. 3, kopn. 1
Ammecmam axxpedumayuu: RA RU,11MIT18

ITo mecTy TpeGoBanus
Hcx. Ne 70

or " 14" susapsa 2019

B cootsercTBHE ¢ moKymenToM: «AHpopManys 0 mpomyKuMH, mOUTEXKAIICH o0s3aTebHOMY
TIOATBCPIKACHUIO COOTBETCTBHSI, C YKA3aHHEM HOPMATHBHBIX NMOKYMEHTOB, yCTaHaBJIMBAIOIIUX 00sS3aTeIbHbIC
TpeboBaHKs B pamkax CHCTEMBI ceprudukarmn TOCT Py», moaroToBieHHBIM DenepalbHBIM areHCTBOM TI0
TCXHMMCCKOMY PETyJIMPOBAHUIO U METPOJIOTUH BO MCHONHEHHe I10CTAHOBJICHMS IIpaButenscrBa Poccmiickoii
Denepanun ot 01 gexabps 2009 roxa Ne 982 «O6 YTBEPKIACHUN €AMHOI0 MEePEYHs NMPOAYKIMH, TOJJIeKaLI el
00513aTeILHON CepTHGUKANN, eIUHOTro TIEpEHsl NPOAYKIHHU, MOATBEPKIEHHE COOTBETCTBHSI KOTOPOI
OCYINECTBISIETCSl B (pOpMe NPHHATHSI AEKJIAPANMH 0 COOTBETCTBHIDY (C H3MCHCHHSMH, BHECCHHBIMH
[ocranoBnenusmu IpaButenscrea or 17.03.2010 Ne 149, ot 20.10.2010 Ne 848, or 13.11.2010 Ne 906, ot
21.03.2012 Ne 213, ot 04.05.2012 Ne 435, ot 18.06.2012 No 596, ot 04.03.2013 Ne 182, ot 04.10.2013 Ne 870, ot
11.11.2013 Ne 1009, ot 21.07.2014 Ne 677, ot 31.07.2014 Ne 737, or 02.10.2014 Ne 1009, ot 20.10.2014 No 1079,
or 02.04.2015 Ne 309, ot 03.09.2015 Ne 930, ot 04.03.2016 Ne 168, ot 14.05.2016 Ne 413, ot 26.09.2016 Ne 964),
He MOMIeKUT 00513aTeTbHOI cepTHHKAUH U AIEKITAPUPOBAHUIO COOTBETCTBHS B CHcTeMe cepTHdHKAnmM
I'OCT P cienyromas npoxykumns:

HaumenoBanue npomykimm Kon OKIIJI2

HN3nemna MEAUIHUHCKHE 114 OIepanMuOHHBIX 32.50.50.000

Perncrpaumonnoe ynocrosepenne denepansHoit CITy>K0BI 110 Haz3OPy B chepe
3npasBooxpanenns (POC3JABHAI30P) Ne ®C3 2012/11846 ot 29.12.2018

IIponsBomaurens: «Koumuen Jlney, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048 USA

Hacrosmee pasbsicHuTensHoe mICEMO JeficTBHTEIBHO /10 BHECEHUSI U3MEHEHUN MM YTOYHEHU B
«EIMHBIA TIEpedeHb NPOMAYKINH, MOMIEKAMEH 06s3aTeNbHOMN CepTHGUKALUM, eIUHBIA IIEpEeUYeHb
IPOAYKIINHU, TIOATBEPIKACHHE COOTBETCTBUS KOTOPOU OCYIIECTBIISIETCS B ¢opme mpuHsTHS NEeKTapamH o
COOTBETCTBUM)» B OTHOMICHHUH OH B Pa3bjCHUTENBHOM IUCHME MPOAYKIMN WM 1O BCTYIUICHHS B
CUJIYy TEXHUYECKUX perna%,gr_if@
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PyxkoBogurean OC

123308, Mocksa . +7 (495) 7834217 (MuOrOKaHaAbHBIT T/)
info@gost-cert.ru .
ya. MHeBHUKY, 4. 3, Kopm.1 +7 (499) 9463420 (aBTOMAaTIUE KM paKC)



