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PEFHCTPAHHOHHOE YAOCTOBEPEHHE
| HA ME,LIHL[HHCKOE HB,GEJ'IHE -
OT 04 z(elcaﬁpﬂ 2018 roga Ne ®C3 2011/09981

I Ha Memmnncxoe nsneﬂne
Hzne.mm pacxo;mme K cHCTEMAaM TepaneB'mqecKnM SCD Js pery.rmpyemon;

: ,.',Komnpeccnu et o

»riHac*rosxmee pemCTpaImOHHoe yIOCTOBEPEHHE BEIIAHO
~O06mecTBO C OrPAHAYEHHOIH 0TBETCTBEHHOCTHIO "Kap}JHHaJI XeJIc Pama

(OOO "Kapaunaa Xesac Pama"), Poceus,

107078 Mocmsa, y.n. Mamn HOpLIBaeBOH, 1. 34, odpuc 514

: HponsBoz[HTeJIB
_"Koeuauen Jlxe", CHIA,
;?'COVldlen Llc, 15 Hampshlre Street, Mansfield, MA 02048 USA

A MeCTo nponzsoxxcma MC,IIHHI/IHCKOI‘O U3MIeIIHs
: cM npnnomeﬂne : : :

,HOMep peFHCTpaHHOHHOFO nocke Ne P/1-24613/66901 ot 15. 11 2018

Knacc HOTGHHI/IaJILHOI‘O pHCKa TIPUMCHEHHU MeﬂI/IHIfIHCKOFO I/IS,IICJH/I}I 22

: : E _’ Koz{ OGmepoccpmcxoro KjaccrudukaTopa IpoIyKIHH IO BI/II.[&M BKOHOMI/I'{CCKOI/I
fILCSITeJILHOCTI/I 32 50 50 000 . SR

Hac*roxmee pemcrpaunoanoe YIIOCTOBGpeHHe HUMECET I'IpI/IJIO}KCHI/IC Ha 1 JIPICTC
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= ;(DEAEPAABHAH CAV}KBA [1O HAA3OPV B COEPE SA,PABOOXPAHEHMH
= = e (POCSA,PABHAA?)OP)

- . HPH.HO)KEHHE -
- ,_’K PEFHCTPAHHOHHOMY YAOCTOBEPEHPH'O
= HA MEAHHHHCKOE HSAEHHE -
oT 04'nekaﬁpﬂ 2018 rona Ne @C3 2011/09981

'Ha MEIUIIMHCKOE U3JIeTHe
Mzpenust pacXoaHble K CHCTEMaM TepaneBanecme SCD pas permepyeM(m
- KOMIIPECCHH: v -
1. IIlnHa KOMIPECCHOHHAL: o6mtmaa CpeaHss, Majas, 6OJ'II>I]Ia$I c oxpr;naﬂon cemmeu
- 110 Genpa.
- 10 KOJeHa.
- - JUTS CTOIBL
- 2. TpybKxa coelMHUTEIIbHAS.
3. TpyOKka TUTOTOMHYECKAS.
MecTo IpOU3BOJCTBA:
1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.
2. Covidien Manufacturing Solutions, S.A., Edificio B20, Calle #2, Zona Franca Coyol
~ Alajuela, Costa Rica. |1
~ 3. Covidien (Kenmex Medical Specialties), Calle 9 Sur 1113, Ciudad Industrial 22444 Tijuana, ||\
Baja California, Mexico. =
4. AccuMED Corp, Parque Industrial Itabo S.A., KM 18.5 Carretera Sanchez Building 8 & 10, = |
: ;903 Haina, San Crlstobal Dominican Republic. =

3aMecTHTEIb PYKOBOAUTEIS denepanbHOil CIyKOBI
110 HaJ30py B cepe 3ApABOOXPAHEHHS




Oowecmeo c ozpanuuennoii o

«IleHTD CenTHMMKALMM §

FOpuduueckuti adpec: 123308, Mockea,
Ammecmam axxpedumavuu:

6EMCMBECHHOCMbIO

AGKINapupoBaKna»

YA, Muesnuxu, 0. 3, kKopn. 1

RA RU.11MIT18

Hcx. Ne f

or " 14 " suBaps 2019

B cootserctBHM ¢ pmokymenToM:  «H(pOpMarms
TOIATBEPHKICHHIO COOTBETCTBUS, C YKa3aHHEM HOPMATHBHBIX
TpeboBanus B pamxax Cucrems: ceprudukammn [OCT Py,
TCXHUYCCKOMY PCTYJIMPOBAHUIO M METPOJIOTMH BO HCIOIHEHUE
®enepanuu ot 01 nexaéps 2009 roga Ne 982 «O6 YTBeEpsKIAeH
00513aTeJIBHON CepTHOUKANUN, eIMHOr0 MepeyHsi MPOAYKI
oCymecTBisiercss B (opMe NPHHSATHS [eKJIAPAUMH O C
Hocranosnennsamu IlpaBurensctsa ot 17.03.2010 Ne 149, o
21.03.2012 Ne 213, or 04.05.2012 Ne 435, ot 18.06.2012 Ne 596
11.11.2013 Ne 1009, ot 21.07.2014 Ne 677, ot 31.07.2014 Ne 73
ot 02.04.2015 Ne 309, ot 03.09.2015 Ne 930, ot 04.03.2016 Ne 1

0 IPOAYKITUH,

ITo mecty TpedoBanus

noIexamel  obs3areapHOMyY
JOKYMEHTOB, YCTAHABIUBAIOIIUX O00A3aTCIBHBIC

MMOATrOTOBJICHHBIM q)ellepaJ'IBHBIM ar€cHCTBOM II10

Iocranornenus IlpaBurenscrea Poccuiickoii

MU eTHHOT0 MepeYHs MPOAYKINH, IOJIe:KALeil
MH, TOJTBEPHKICHHE COOTBETCTBHA KOTOPOii
OOTBETCTBHM» (C H3MCHEHHUAMH, BHCCCHHBIMH

20.10.2010 Ne 848, or 13.11.2010 Ne 906, or
, 0T 04.03.2013 Ne 182, ot 04.10.2013 Ne 870, ot

7,01 02.10.2014 Ne 1009, ot 20.10.2014 Ne 1079,

68, ot 14.05.2016 Ne 413, ot 26.09.2016 Ne 964),

He MOIeKUT 00s13aTeNIbHOM cepTHPUKANMH U AeKJAPHPOBAHUIO COOTBETCTBUS B CHCTeMe cepTuuKaun

T'OCT P caenyromasi npogyKkuusi:

HanmeHOBaHHE MTPOAYKITUH

Kox OKITI2

N3penns pacxoanble Kk cucreMaM TepaneBTuyeckum SCI
KOMIIpecCHH

Peructpanmnonnoe ynocrosepenne ®eepansHoi CiryskOb! I
3apaBooxpanenus: (POC3JABHA/I30P) Ne ©C3 2011/099

ITpoussoauTenn: «Kosuauen Jlicy, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048 U

D n1s1 perysmpyemoii

0 HaJ30py B chepe
81 or 04.12.2018

ISA

32.50.50.000

Hacrosimee pa3bsICHUTENBHOE IUCEMO JeHCTBHTENBE
«EMUHBIN TepeueHb MPOAYKIMH, IIOJIEKAIEeH o00s3aTe
TPOYKLHH, TIOATBEPKICHUE COOTBETCTBHUS KOTOPOM OCYIIIE
COOTBETCTBUM» B OTHOLIEHUM YKa3aHHOIl B PasbsACHUTEIbH
HYIO B HaCTOSIIIE

Pyxosogurens OC

10 J10 BHECCHMS U3MEHECHUH WM YTOUYHEHUH B
JIBHOW  CepTH(HKALNY, CIUHBIA IEpeueHb

>CTBIISIETCS B (DOPME IPHHSATHUS IEKIapPaluH O
OM MUCHME IPOAYKLIUH WU J0 BCTYIUICHHS B
M Pa3bACHUTENEHOM IMUCEME POAYKIIUIO.

)
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123308, MockBa

info@gost-cert.ru
ya. MueBHUKY, 4. 3, KopiIrl @g

+7 (495) 7834217 (MHOrOKaHaABHBII T/g)
+7 (499) 9463420 (aBTOMaTIIECKUIT PaKC)




