JAEKJTAPAIIAA O COOTBETCTBUMA
ObuiecTBo ¢ OrpaHHYeHHOl 0TBeTCTBEHHOCTHI0 "Mearponuk'; 000 "Mearpounk"

(HaPiMﬁHOBﬂHMﬂ OprasMsaumeE Hin KE)HMHIIII.H, HMsl, OTUECTBO HHANBHAYJILHOTO TIPEATIPHHUMATENS, MPHHSBIINX AeKnapatio o COOTBETCTBP[H)
Mexpaifonnas macneximst OemepaibHoil Hamoropoi cyk6st Ne 46 o r.Mockge , 30.01.2008

CBCACHWS O PErMCTPALMK OPraHn3aLiii HH HHIAKBUAYABHOTO NpeANpHHUMATET

OI'PH 1087746137247

(HAMMEHOBAHNE PETHCTPUPYIOLLETO OPraHa, JiaTa PErnCTPALiH, PECHCTPALMOHHEIT HOMEp)
Anpec: 123317, r. Mockea, IpecHenckas nabepesxnas, a. 10,
tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78

(ampec, Tenedox, (axc)
B nuue I'enepanbnoro nupexropa [lmacynoroii Enensl BuktopoBmn:

(BOIDIHOCTB, (haMUIIA, HMS, OTHECTRO PYKOBOAMTES OPralH3aLHE, OT HMEHH KOTOPOH MPHHUMACTCS AGKIAPAIlHs)
SaHBJISIGT, qT0 Haﬁopm JJIs obecmeuenmus JOCTABKH MUTATEJLHBIX CMecei

(HauMEHOBANWE, THIL, MApKa NPOAYKUHH (YCIIYIH), HA KOTOPYIO PACTIPOCTPAHSETCH ASKIapaL)

Koa OKII 94 3790 Kox TH B3 /1 9018 39 000 0

kop OK 005-93 u (unn) TH BRI CHI umn OK 002-93 (OKYH), caejenua o cepHifHOM BBINYCKE WM MAPTHH
CepuiiHBIH BBITYCK

(HoMep napTuu, HOMEPa H3AEIHI, PEKBU3NTHI IOTOBOPA (KOHTPAKTA), HAKIAIHAs )

"Koummen Jlnc", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

HauMEHOBAHIIC H3TOTOBUTENS, CTPAHbI H T.I.
cootBeTcTBYET TpebopanusM: ['OCT P 50444-92 (p.3, 4), TOCT P 52770-2007, TOCT ISO 10993-1-
2011, 'OCT ISO 10993-5-2011, 'OCT ISO 10993-10-2011, TOCT ISO 10993-11-2011

(0Bo3HauEHHE HOPMATHBHEIX JOKYMENTOB, COOTBETCTBHE KOTOPBIM MOATBEIIEND TAHHOH NeIUlapalyeli, ¢ YKasaHHeM MNYHKTOB STHX HOPMATHBHBIX
HOKYMEHTOB, Colepialuyx TpeOOBAHI Al JAHHOH MPOMYKIUHH (YCiyri))

Heknapanus npuHATa Ha OCHOBAHMH: MpoToKoma memsrranuid Ne 741-P/12 ot 11.04.2012 ML OO0
"IICA", per. No POCC RU.0001.211M54, 13.04.2011 - 13.04.2016; 3axmoueHnil TOKCHKOIOIUYECKHX
uenpiranuid NeNe 3433.014, 3434.014 ot 02.10.2014 WJII] ®TBYH "HUM ®XM" ®MBA Poccuu, per. Ne
POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015

Perucrpanuonnoe ynocropeperne PegepanbHoOi CiiyKObI 10 HAA30PY B cepe 31paBOOXpaHEeHHs
Ne ©C3 2012/12829 ot 10.09.2012

(uadopmanus 0 JOKYMEHTAX, SIBIAIOIIXCS 0CHOBAHUEM U1 MPHHATHA ASKIapaLiim)

Jara npunsarus nekmapanuu — 30.05.2016

Jlexnaparnust 0 COOTBETCTBHH JICHCTBHTENBHA 10 30.05.2019

AT
ied iabilty Company
«Meduomc 3

Ilnscynopa Enena Bukroposua
(mannuane, hamMunus)

CaezneHust 0 perucTpaliy JeKIapaniui O COOTBETCTBHH
000 "L IEHTP_ CEPTUOUKAIIMN U JEKJTAPHUPOBAHUSA", Ne POCC RU.0001.111M41

HOT
(HaUMeHoBaHHE H ajipec oprana noe CCPTH(IIH]CHLLHH

: ___lﬂr‘I()‘CKE,ajk yn Msuesruxd, 1oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3aPETHCTPUPOBABLIETG ASKIAPALIME))

POCC US.JMM41.J106482 ot 30.05.2016

(mara perucTpalH M PErMCTPALNOHHEIT HOMEp Jekapatmn)

it AJI. Joxo

(moanucs, uunipansl, haMuiua PYKOBONUTEN OPraHa 1o cepTudnkanm)




Habopr! myist obecrieueHIs JOCTABKH NUTATENbHBIX CMeCeH, BAPUAHTHI UCITOJTHEHHSL:
1. HaBGop TpaBHTAIIHOHHBIA JJIs JOCTABKH MUTATENRHEIX CMECEH B COCTABE:
- MEINoK - 1 1.

- MarucTpaib - | mr.

- CTYIIEHYaThIi KOHHEKTOp - 1 1T.

2. Habop rpaBHTAalHOHHEIN IS JOCTaBKH MTHTATEIBHBIX CMeCel B cOCTaBe:
- KOHHEeKTop - | mT.

- MarucTpais - | wr.

- CTyNEeHYaTblli KOHHEKTOp - | TIT.

3. Habop aus Hacoca Kangaroo B cocrage:

- MEIOK - He Ooutee 2 1it.

- MarucTpasb - 1 IMT.

- CTyIIeHYaThI KOHHEKTOp - 1 1IT.

4. Habop auna nacoca Kangaroo B cocrage:

- korHekTop 3 B 1 - He Ooyee 2 mT.

- Marucrpasis - 1 IT.

- CTYTIEHYaTBIH KOHHEKTOp - 1 1mT.

5. Habop mnst Hacoca Kangaroo B cocrape:

- YHHBEpCANbHEIH IPOKANBIBATEND - He Oomee 2 mIT.

- MaruCTpaih - 1 T,

- CTYTIEHYaTHIH KOHHEKTOp - 1 mT.

6. Habop i nacoca Kangaroo B coctase:

- Oropetka - | mT.

- Marucrpaib - 1 mr.

- CTYIICHUYATHIM KOHHEKTOp - 1 ImT.

7. Habop ans Hacoca Kangaroo B cocrase:

- JUTMHHBIA Oe30MacHbIi MpoKabIBaTe b - He Oomee 2 miT.
- Maruerpaib - | mr.

- CTyIIEHYaThlid KOHHEKTOP - 1 1T,

8. Habop muis Hacoca Kangaroo B coctaBe:

- KOPOTKHIf Oe30MacHBIi MPOKaJIBIBATEND - He Doee 2 mT.
- MaraeTpaib - | mr.

- CTYTIeH4aThlil KOHHEeKTOp - 1 1T,

9. Habop mnia macoca Kangaroo B coctaBe:

- KOHHeKTOp 3 B 1 - | mT.

- MEMIoK - 1 1T,

- MarucTpaie - 1 mr.

- CTYHEeHYaThIH KOHHEKTOp - 1 mT.

10. Habop mnst Hacoca Kangaroo B cocTage:

- YHUBEpCAIBHBII [TpoKaJbIBaTeb - 1 miT.

[asicynosa Esnena BukroposHa
(MHMIIHATBL, (haMHITH)

IEL COOTBETCTBHH
AT JIEKJIAPUPOBAHMA", Ne POCC RU.0001.111MM41

(HﬂHMBHOBﬂHl/IG H ajipec opraHa o cepmc]mlcauuu

L yn MHeBHHKH oM Ne 3, koprye | tenedomn: +7 (495) 783-42-17

3apErnCTPUPOBABLLETO JASKIAPALII)

POCC US.MMM41.J106482 ot 30.05.2016

(naTa perucTpauky U PErucTPALMOHHBIH HOMED LeKIapalui)

i AJL. oxo

(noanKck, HHULHANL!, (aMUIHT PYKOBOAMTENA OpraHa no ceprH(nKaLim)




- MELIOK - | 1T,

- MarucTpajs - 1 mr.

- CTYIIEHYaThIi KOHHEKTOp - 1 mT.

11. Habop mnst nacoca Kangaroo B cocrase:

- YHHBEPCAIbHBIA MPOKATLIBATEND - | 1T,

- IPOKA/IBIBATE]L CO BCTPOEHHBIM BO3YX0BOIOM - | ImT.

- MarucTpais - 1 mr.

- CTYNEHYaThI KOHHEKTOp - | 1,

12. Habop ans Hacoca Kangaroo B cocrase:

- KpBbIlIKa ¢ pe3n0oit - He Hoee 2 miT.

- MarucTpais - | mr.

- CTYIIEHYaThlii KOHHEKTOP - 1 TIT.

13. Habop st nacoca Kangaroo B cocTase:

- IPOKAJIBIBATENL CO BCTPOEHHBIM BO3IYXOBOIOM - 1 IIIT.

- MarucTpais - 1 mr,

- CTYIIEHYaThId KOHHEKTOp - | 1T,

MecTo npousroaCTBA:

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

2. Covidien Llc, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico.
3. Covidien Ireland Ltd., Sragh Industrial Estate Tullamore, Co. Offaly, Ireland.

Iascynoa Enena Bukroposua
(uHHIEANEL, (hamuITus)

(HAMMEHOBAHNE W ATPEC OPraHa no cepmquamm

, Y. Muesrnky, 1oMm Ne 3, kopriye 1 tenedon: +7 (495) 783-42-17

34pETHCTPHPOBABLIErO AEKIAPALMIO)

POCC US.MM41.7106482 ot 30.05.2016

(mara perHcTpaiiK U perncTpalioHHbIi HoMep Aexnapaumn)

AJ. doxo

(MOMIMICE, HHHUMANEL, HaMHJIHS PYKOBOIUTEI! OPIaHa 1o CepTHOHKALMN)




