(DEA,EPAABHAH CA\DKBA 1O HAA3OPY B COEPE SAPABOOXPAHEHVI}I
(POCSAPABHAA,BOP)

PEFI/ICTPALII/IOHHOE Y,ﬂOCTOBEPEHHE

'HA MEAHHHHCKOE HW34EJIHE
oT 21 uionst 2016 roma  No OC3 2012/12698

Ha mMepuuumickoe uamene
Hrner meguumuackne Monoject, Magellan, Goldenberg Snarecoil
‘¢ MPUHANIEKHOCTIMH

Hacrosimee pe‘mc*rpannormoé YIOCTOBEPCHHE BELIAHO
"Kosuguen Jliuc'", CIIIA,
- Covidien Lle, 15 Hampshire Street, Mansfield, MA 02048 USA

Hpon_s’so,un‘ren:ﬁ :
"Kosuguen Jlac", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo IPOM3BOJICTBA MEMIMHCKOTO U3IEIHs
CM.IPHII0NKeHHE

'HOMep peructpamuonHoro nocse Ne PJI-11599/28655 ot 01.06 2016
- Bun MeUMITHHCKOTO U3ENHNA CM.IIPH/I0KEeHHE
Knécc H@Tennnanﬁnoro pucka ﬁpnmeHeHHg MEJHIPHCKOTO U3fienus 2a

Kbﬂ Oﬁmepbccgﬁcxoro’maccnLbHRaTopa TIPOYKIIMHA IS MEIHIMHCKOrO H3Ieus 94 3200 =

HacTosmee perucTpaluoHHOE YAOCTOBEPEHHUE UMEET npunoxenue na 1 jmcre

% ,u«muni
“an‘PE

AR e

PykoBogurens ®enepanbHoii dﬂyﬁcﬁm \
10 HAZ30DY B cdhepe 3apaBooXpaHeHHs




. HA MEauunHCROE HB,qEJmE -
' ot 21 wionst 2016 I‘OHﬁ No (I)C3 2012/12698

e Ha MG)IHH,HHGKOG H3nemxe : : = e
= ’_IfIrJIH METUIUHCKHE Mon()]ect Magellan, Goldenberg Snarecml c npuﬂan.r[eamocTﬂMH; s

. BApHAHTHI UCIIOJHEHHUS:

1. HH'BCKIIPIOHHBIE: (BHI( 309510)
- 2. lewransueie (Bug 121640).

= 3. bezonacupie (Bun 309510).
4. TynokoHeunbie (BU 139740)

- 5. OHJIO/IOHTHYECKHE (BUJL 121640)
o h. AanpauHOHHLIe (Bun 105380)
g Buoncnﬂﬂme (xR 105380).
- 8. ,[IJU{ B3§ITHH 1pob (BHA 144170)

Sy eabaa” (o 144150)

: HpHHa,I[JIe)KHOCTH

~ 1. Barnymku, He Gomee 10 mr.
oy A,uan’repm He Gonee 10 mrt.
~ 3.Brymcu, meGomee 10mr.
o Vrnoiepxarenu, He 6onee 500 T,
=M60T0 HpOIfIBBOlICTBa

1 CovidienLlc,, USA, 15 Hampshlre Street Mansﬁeld MA02048 USA,

~ 2. Covidien Llc, 2010 E. International Speedway Blvd., Deland FL 32724, SA.

e 3, Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 leuana B, Mex1co e

o 4 Ranfac Corporatlon, 30 Doherty Ave., Avon Massachusetts 023 USA




HAEKJIAPALI S O COOTBETCTBUHA

OburecTBO ¢ oTpANUYEHHOH 0TBETCTREHHOCTLIO "MenTponux"; 000 "Megrponuk'

(Hﬂl‘lMﬁllUBﬂHHé Opradfi3anu HiH (l)amnmm, M, OTHECTBO HHAHBHAYANLIIOTO NPEANPHEHMATENA, MPHHARIIHX ACIUTapalng o COOTBETCTE!II‘I)
Mesxpaiionnas udcrieknus deaepansaoil HaoroBoit cnyxOer Ne 46 o r.Mockse , 30.01.2008

CBEACHIA O PEricTpaLnN OPraHv3aundya WIH HHIMBHAYaNbHOTO NPEINPHHHMATENS

OT'PH 1087746137247

(HAMMENORAHHE PETHCTPHPYIOWLErO OPraa, JATa PECHCTPALMK, PErHETPALHOHHbI HOMED)
Anpec: 123317, r. Mocksa, IlpecHenckas nabepesknas, a. 10,
Tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78

(anpec, Temedon, dake)
B mane  1'emepansroro pupekropa Ilnscynosoit Enenst BukropoBHb!

(JIOJT)I(HOCTB, anMHJlHil, HMA, OTHECTBO PYROBOANTENS Oprannizalliyl, OT HMCHH ](O’I‘Op(!ﬁ TIPHITHM&STCAH )IEI(JIH]JHLH/I}[)
3agBisAeT, UTo Hrabr Mmezunnnexue Monoject, Magellan, Goldenberg Snarecoil ¢
HPHHATEKHOC TS MEH

(HAUMEHOBAHMC, THI, MADKA MPOAYKIME! (YCIryru), HA KOTOPYIO PAcTIPOCTPAHACTE ACKIAPALIMA)

Koz OKII 94 3200 Kog TH B3/ 9018 32 100 0

ko OK 00593 u (uin) TH BDM CHI e OK 002-93 (OKYL1), chesenis 0 cephifioM BRITYCKE HNH [ApTHH
CepuliHblii BRITYCK

(HOMEp MApTid, HOMEPA HIBTHIH, PEKBHZNTEI OFOBOPA (KOHTPAKTa), HAKIATHAN)

"Kosuauren Jlnc", CIIA,
Covidien Lle, 15 Hampshire Street, Mansfield, MA 02048, USA

HEHMCROBAHIC M3rOTOBKTENA, CTPANEI H T.IL

cootBeTcTBYeT TpeboBammsaM:  ['OCT ISO 7864-2011, 'OCT 19126-2007 (p.5), TOCT P 52770-2007,
I'OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, I'OCT ISO 10993-5-2611, TOCT ISO 10993-10-
2011, FOCT ISO 10993-11-2011

(nGo3HAUEHHE HOPMATHBHBIX IOKYMEHTOB, COOTBCICTBHE KGTOPRIM MOATBEPIKICHO AAHHOIH ISKNAPALHEH, ¢ YKASAHECM NYHICTOR JTHX HOPMATHBHBIX
AOKYMEUTOR, COTEMKAMINX TPeGOBAHUA /T JAHHOH DPOIYKUHM {YCNYTH))

Hexmapanys npyHATa Ha OCHOBAHHU: IPOTOKONA Menbranmii Ne 212-11-14/345 or 03.10.2014 W I'OY
HIO  "Poccufickas MeauIMHCKas — aKajeMus  [OCHSJUIVIOMHOTO  ofpasoBaHus  MunmcrepcTha
3/pasooxpanenns Pocemiickoit ®Mepepanmu”, per. Ne POCC RU.0001.21UM60, 24.06.2010 — 24.06.2015;
3aKTHOYCHES TOKCHKOMOTHYECKuX Henbitanui Ne 3452.014 ot 02.10.2014 WIIT ®T'BYH "HHUH OXM"
®MBA Poccum, per. Ne POCC RU.0001.21MM33, 05.09.2012 - 16.07.2015

Perucrparmonnoe ynocroBepeane Oenepansaoit ¢ryx6sl 0 HaAZOPY B chepe 3APaBOOXPAHESHHST

Ne @C3 2012/12698 ot 21.06.2016

(HH(thpMilLlHﬂ ¢ JOKYMEHTAX, ABITAKINAXCH OCHOBANHEM JUTTA [TPHHATHSI j_l('il(J[ﬂpaLll'fld}

Jlara nprrsTAA nexnapaime - 05.07.2016

Jexnapanust 0 COOTRETCTRHH ACHCTBATEIbH 10O 05.07.2019

Hagcynosa Enena Bukropossa
(wruIHAIEL, haMATHS)

CpeseHrs O perucTpaIiy ICKIapanie O COOTBETCTBHEH
000 "LIEHTP CEPTUGUKAILIMY U JEKJTAPUPOBAHKA", Ne POCC RU.0001.111M41

(HAHMEHOBAHHE M 4NIPEC OPTAHA MO CepraduKaumn,

233081 M‘ CKBa, YII. Muesuuku, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3apCIHCTPHUPOBABINETT TEKNAPALIHIO}

POCC US.MM41./106710 ot 05.07.2016

(H&TA PErUCIPALMH M PErHCTPAIHOHHBIH HOMED ACKIapALHN)

i A0, Hoxo

(noannce, HITKIEATEL, GAMHIHA PYKOBOAUTENS OPTaHa Mo cepTHHHKALKH)




Wrier Meamanckne Monoject, Magellan, Goldenberg Snarecoil ¢ iprHagies;kHOCTAMH: ol
BapHAHTHI HCIIO/IHEHUA!

. Munexmuonneie (Bujt 309510).

. Henranpuele (Bua 121640).

besonacusie (Brm 309510).

Tymoxoneunsie (3ra 139740).

DuponorTrYeckue (8ug 121640).

Acmmpangonnsie (Bua 105380).

broncuitasre (suyn 105380).

Jlst s3sTrs mpoG (Buy 144170).

9. Uruier - "Gabouxu” (e 144150).

TIpuHAATEKHOCTH:

1. 3arnymkn, se doxee 10 mT.

2. Ananrepsl, He Ooxee 10 wmr.

3. Brynkwu, ve 6onee 10 mr.

4. Urnomepxkareny, e Oosee 500 mT.

MecTo Tpor3ROACTRA:

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

2. Covidien Llc, 2010 E. International Speedway Blvd., Deland FL 32724, USA.
3. Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico.
4. Ranfac Corporation, 30 Doherty Ave., Avon, Massachusetts, 02322, USA.

XNV R

ILlsicynosa Enena BukropoBna
(aHuIHAE, QaMIINa)

CBeleHAS O PErHCTPAIHY JCKIAPaliL O COOTBETCTBHA
OOO "I_IEHTP CEPTUOUKALIMU U JEKJIAPUPOBAHMS", Ne POCC RU.0001.111IM41

{HAUMECHOBAHNE N AApPCC OpraHa no cepTAQHIALTHH,
' 412 308 r MOCKBE[ yi1. Mueranxn, oM Ne 3, koprye 1 tenedon: +7 (495) 783-42-17
1 o 3APETHCTPUPOBABLISTC IlCKJ'lapﬂLl,if]H))
POCC USUM41.J106710 ot 05.07.2016
(14T PEruCTPALINK M PErHCTPALIMOHHBIR HOMER JICKIAPatuH)
el AL Joke

(MoANHCs, HHALEANE, GaMEAHs PYKOBOAWTENS OPraHa 10 CepTudeKaluiT)




