JTEKJAPATIUA G COOTBETCTBUH

O6miecTro ¢ orpannderHoii oTBeTcTBeHHOCTLIO "Mearpounk''; OO0 "Mearposnk"

(HaI/IMGHOBElHHG Opra"uuzailig v (baMHJ'IHFI, WMA, OTYECTEBC HHAWBWAYAIBHOUO [IPCATPHHEMATENA, IPHHARTINX AEKNARALHIO O CDOTBETCTBI/H/I)
Mexpaiionnas nHcnekims OefepanbHoit Hanorosoi cryxOs Ne 46 no r.Mockse , 30.01.2008

CBCACHH O PETHCTPALMH OPraHu3alle HITH ANHRAY &NsHOro NpCAlpHHAMATSIA

OI'PH 1087746137247

{HAMMEHOBAHHE PETHCTPHPYICIIETD OPralid, AATa PerucTpacy, peTHCTPALHOHHEIH HoMep)
Anpec: 123317, r. Mockea, [pecHenckad Habepexuas, 1. 10,
tesaehon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(aapec, Tenedon, daxce)
Bmame  ['emepamsroro ampektopa [lnscynopoii Exensl BukTopoBHE

(AOMEHOCTE, BAMUIHA, WM, OTYSCTBO PYKOBCINTSILT OPTaNH3alH, OT HMEHH KOTCPOI NPHHNMASTCA ASKIapaliua }
3asBiser, uTo HHCTPYMEHTHI 30HAUPYOIME, Oy KHPYICHIHEE /I aCHHPANKA H IPeHAPOBAHES ¢
APHAAATCKHOCTHMENA

{HaMMENORAHKE, THTT, MAPKE NPOAYKEHK {YOIIYIH), HA KOTOPYKY pacTIpOCTPANASTCA ASKIAPALINL)

Kop OKII 94 3600 Koa TH B3/1 9018 39 000 ¢

ko OK 00593 1 (unm) TH B3I CHI umu OK 002-93 (OKVH), cacaerns 0 CEpRitHOM BRITYCKS HIEH DApTHH
CepHiHBIH BBITYCK

(HoMEp NApTAN, HOMEPA W3ISTHI, PEKRMIHTEL IOTCROPA (KOHTPAKTA), HAKIIAIHAT)

"Koprauen Jlne", CHIA,
Covidien Lle, 15 Hampshire Street, Mansfield, MA 02048, USA

HAaNUMEHOBAHWE U3TOTOBMUTENS, CTPAHBL H T.IL

cootBercTByeT TpeGosanmam: ['OCT P 50444-92 (p. 3, 4), TOCT 19126-2007 (p. 5), 'OCT 3399-76 (mm.
1.2,2.2-2.8,2.10), F'OCT ISO 10555-1-2011, TOCT P 52770-2007, TOCT ISO 10993-1-2011, I'OCT ISO
10993-4-2011, T'OCT ISO 10993-5-2011, I'OCT ISO 10993-7-2011, TOCT 1SO 10993-10-2011, T'OCT
ISO 10993-11-2011

{oGo3HaucHHe HOPMATHBHBIX JOKYMEHTOR, CCOTBETCTBHE KOTOPLIM MOATBEPIEECHC XAHEHOM ZEKNApatieH, ¢ yKaiaHHem YHKTOB 5THX HOPMATHBHALX
HOKYMEHTOB, COISPIKAIINAX TPeBORAHNA A JdHHON NPOAYKLUH {YCITYTH))

Jlexnapanus HPWUHATA HA OCHOBAHHM:  OPOTOKONA TexHMweckux wucnbrranuit No 130-H-15/250 ot
24.06.2015 WML I'OY OIIO "Poccmiickas METHIMHCKAs AKAJEMHS ITOCIEIUILIOMHOr0 00pa3oBaHus
MusuctepeTsa 3apaBooxpanerns Poccuiickoit ®epeparun”, per. Ne POCC RU.0001.211MM60, 24.06.2010
—24.06.2015; 3aK1r049eHRH TOKCHKOIOrAYeCcKuX ucnpitannit NeNe 1885.013, 1886.013 o1 29.07.2013 WJIL]
®I'BYH "HUK ®XM" GMBA Poccun, per. Ne POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015
Perscrpanuornoe ynocrosepenne Oepepansioil ciryk0B! TTo Haa3opy B chepe 3ApaBoOXpaHeHHs

Ne @(C3 2012/12449 ot 15.08.2016

(undopMarim o JOKYMEHTAX, ABIAFOMUXCA OCHOBAHKEM A5l IPHHATIE ASKIAPaAL)

Jlara npuastus gexnapanna - 24.08.2016

Jexnapanmst o COOTBETCTBHH MEeHCTBATENEHA JI0 24.08.2019

Hasicysosa Enena BaktopoBHa
(MHHIMATEL, GaMIITHA)

CBelleHWst 0 PErHCTpaluy LeKIapally O COOTBETCTBHH
OOOMIEHTP CEPTI/I@I/IKAHI/IH N AEKJIAPMPOBAHWA", Ne POCC RU.O001.11MM41

(HAHMEHORAWKE ¥ BAPEC OPraHA (10 CEPTUHUKAIITA,

ra, vi. Muepsuxkw, qom Ne 3, kopriye | Tenedown: +7 (495) 783-42-17

3apCIHCTPHPOBABLIICTO ACKTApD 'dLll'I]O)

POCC US.MIM41.,]J106916 ot 24.08.2016

(pnaTa perucTpauvi i PETHCTPAIIMORHEIN HOMEp ASKnapaLiu)

e AL Joko

{DoANKCH, HHUNEATKL, (GAMILTHA PYKOBOAWTEN OpraHa no cepruhEraimm)




HHCTpyMeHTHI 30H/HpYIOIIHe, 0y KHPYIONMEe IS aCHUPAliiH U APCHAPOBAHAS C TPHHAICHKHOCTIMHU!
1. Karerepn! Topakaibisie (Bug 259570).

2. KaTeteps! aciupanmonnbie Tpaxeodponxuansupie (sug 172980),
3. KareTepsr acmupaioHsbie ¢ TpoboctopHukom (Bua 165720).

4, Karerepni nymoumsie (Buy 212290).

5. Tpoakap-KkareTepsl ¢ TpoakapoM mwin Oe3 Hero (Buz 259570).

6. Tpybxu mpenaxubic [lenpoysa (e 248810).

7. TpyOKE aclApaHOKIEIE COeTHHUTENBHEBIE (BHA 191040).

8. Kanronu aopranbhbie (B 191600).

TlprHaneKHoCTH:

1. ITpokstayiku cuTMKOHOBEIE, He Oonee 100 mr.

2. Kommauku ¢ pazbemoM, He 6onee 100 .

3. Hemrounsie xoMyTHKH, HE Oomee 100 1T,

4. Pykostiu, He Oonee 100 mT,

5. OuKcaTOPLI M 3aKAMEI YHHBEPCATbHBIE, He bonee 100 mT.

6. Koruexropst, ve Gonee 100 nir.

7. Ananrepsl, #e 6onee 100 1w,

8. Croiixn Ha koyecnkax, ue 6osee 100 urr.

9. HarmoeaEIe moacTaBkn, He bomee 100 mT.

10. PenbcoBbie kpomiTeittbl, He 6oaee 100 mrT.

11. Konbua i kpertenus, He 6omee 100 .

12. Hactennsle kpenex, He 6oxee 100 mrr,

13, KpbImKH ¢ TpyOKaM# JUlst JIPEHaKHEIX eMKocTel, ae Gonee 100 .
14. PovkoBEIE OUHCTUTENH JIPEHANKHBIX TPYOOK, He Oonee 100 miT.
15. KorTeitneps! yrunmu3anuoxusle, He 6onee 100 mr.

16. HaxomeuHuKH aciimpaildoHILe, He Donee 50 T,

17. EMKOCTH acIIUpallOHHBIE KecTKHe, He Oomee 50 wmT.

18. EMKOCTH acHEpaIiuOHHRIe MATKHE, HE Donee 50 nir.

19. EMKOCTH JIpeHAKHBIC [T TOPaKaJIbHOTO ApeHaXKa:

- Sentinel Seal, Ae bonee 50 mT.

- Altitude, e 6onee 50 mrr.

- Aqua-Seal, re Gonee 50 .

- Thora-Seal I, me 6onee 50 wurr.

- Thora-Seal 11, ze 6o1ee 50 wT.

- Thora-Seal 111, me Goxtee 50 mIT.

- Clinical Products, me 6oaee 50 mrt.

20. Kpanuku 1-,2-,3-,4-x xog08kie, He Honee 50 mT.

21. Knanags: oGoporhsie Y-o00pasHele, He donee 50 miT.

Iascynopa Eiena BukroposHa
(MHAIHATEL, haMUITH)

CBeneHm{ 0 PErACTPALIH JICKIAPAHE O COOTRETCTBHH
CEPTI/ICDI/IKAL[I/H/I 1 JEKJIAPMPOBAHKSA", Ne POCC RU.0001.11AMA41

(HANMENOBANKE H aKPEeC OPTaHa 110 cepmdml{amm

ddeI UCTPHAPORASLIErD ,ue[cnapdumo)

POCC US.IM41.J106916 ot 24.08.2016

(maTa PETACTPALMA H PETTICTPALHOHHBIT HOMED ACKILAPAII)

[ e AL [loko

([OATHCH, MHAUHAITE, (GamMuia PYKOROAUTEIN OPrad no cepTHUKALMA)




22. Jlepxxaremu s ApeHAKHBIX M aCTTHPAIMOHHBIX eMKocTel, He Oonee 50 mut.

23. T'eneobpasyiouit areur, e 6omee 50 mit.

24, Perystopsl BaKyyMma, JarjieHus, e dosee 50 mr.

25, @uneTpr rarpockonuyeckue, He 6onee 50 wr.

MecTo IPOH3BOJICTEA:

I. Covidien Ireland Limited, Tullamore Business and Technology Park, Srah, Tullamore, Co. Offaly, Ireland.
2. Mallinckrodt Medical, Cornamaddy, Co. Westmeath, Athlone, Ireland.

3. Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico.

4. Covidien Deutschland Manufacturing GmbH, Gewerbepark 1, 93333 Neustadt/Donau, Germany.

5. Mallinckrodt Dar. S.r.L., Via G. Bove 2/4/6/8, 41037 Mirandola (MO), Italy.

6. Covidien Llc, 117 Moo 2, Petchkasem Road, Sampran, Nakorn-Pathom 73110, Thailand.

7. Covidien (Kenmex Medical Specialties), Calle 9 Sur 1113, Ciudad Industrial, 22444 Tijuana Baja California,
Mexico.

8. Covidien Manufacturing Solutions, S.A., Edificio B20, Calle #2, Zona Franca Coyol, Alajuela, Costa Rica.

) @ _ Iasicynosa Ejeua BukropoBHa
s “.(I[O,ILHI/ICB) (MHUIHATEL, (QaMHIIHL)

CaelcHES 0 PErHCTPANNH JSKIapallMi O COOTBETCTBHE
OQ "[IEHTP CEPTH@I/IKAHI/II/I U JIEKJIAPMPOBAHK ", Noe POCC RU.0001.11MMA41

(HHHMCHOBHHHC H aapec oprava no cepr l"Hfl)llI(aL[I/HfI

33081, Mo ﬁa yi. Muesuuku, oM Ne 3, kopirye 1 renedon: +7 (495) 783-42-17

3APErHCTPHPOBABILCTO ACKIAp HLLH}O)

POCC US.MM41./106916 ot 24.08.2016

{maTa pervctpani ¥ PErHCTPALIEOHHE HOMEDP JEKAAPALNH)

7 i A, Hoxo

(noanmven, MEMUKAG, GaMUMLL pYKOBOIMTENA OpraHa no ccplud}HKﬂHHH)




