(DEAEPAABHA}I CAV)KBA IO HA,A,SOPV B COEPE SA,PABOOXPAHEHMH -
(POCB,A,PABHAA,SOP)

PEFHCTPALIHOHHOE Y,ZIOCTOBEPEHHE

HA MEAUUUHCKOE USAEJIUE
ot 20 despans 2016 rona Ne P3H 2016/3749
Ha Meﬁuunﬂcxoe U3eime

I'enepatop >aexkTpomurapyromuii Valleylab L.S10 cepuu LS ¢ omnmm
HHCTPYMEHTAJILHLIM BBIX0/IOM ¢ NIPHHALIEKHOCTAMHA

- Hacrosimee perucTpaimoHHOE YI0CTOBEPEHHE BHIIAHO
 "Kosnauen juic", CIIIA,

Covuhen lle, 15 Hampshlre Street, Mansfield MA 02048 USA

HPOPISBO,IIHTGJ’IB
"Kopnauen e, CIIIA,

.—"'Co'vidie:n' llc, 15 Hampshire Street, Mansfield MA 02048, USA

Mecto HPOH3BOJACTBA MGIII/H_H/IHCKOI‘ 0 U3OCITHS

~ Covidien Medical Products (Shanghai) Manufacturing. LLC, Bulldmg 10, 789 Puxmg

Road, 201114 Shanghai, Peoples Republic Of China
Homep pequTpauHOHﬂoro JloChe Ne PJ1-8142/36824 ot 05.08.2015
BPI,II,’ MEJIATTUHCKOTO H3ACIUS 260140

Knacc HOTGHHH&HBHOFO pHCKa HpHMeHeH_I/IH MG,[[I/IIIHHCKOI‘O u3zenus 26

Kox OGUIepOCCHHCKOFO Knaccudukaropa HpO,}IYKHPIPI st MB,H,HHHHCKOI‘O I/IS,ZIGJIH}I 94 4420

: HaCTOHH.I_Ge pe_l"I/ICTpaI.II/IOHH()C YOOCTOBEPECHUEC UMEET HpPIHO}I(EHHB Hal JIHGTC

- npukasom Pocsapasnanzopa ot 20 ¢g
JOIYINEHO K 00panieH o Ha TepprTem

~ PyxoBogurens MeiepanbHOi Cymny

1o Ha/izopy B cepe 3APaABOOXPaHCH




,_.;.,;;2016 mﬂa 5_ N., ng 2016/374

ZHquCKOMy chny;KHBaHﬁm Ha CD JIHCKe ; el
AHOBICE HpOFpaMMHOI‘O oGecHequm Ha CD ,JIHCKB




AEKJIAPAIIVSI O COOTBETCTBHH

O0mecTBO ¢ OrpaHMYEHHOI 0TBETCTBEHHOCTHIO "Mearponuk"; 000 "Mearponuk"
(HaHMCHOBaHHe OpTraHH3auMH Uil Q)ammux, HMSA, OTYECTBO HHIHBHAYANLHOrO NpeANpHHUMATESIA, TNPHHABIIHX ACKIAPALMIO O COOTBETCTBHH)
Mexpaitonnast nHCekius DeepanbHoil HATOroBOH ciryk0B1 Ne 46 o r. Mockse, 30.01.2008
CBEIEHHS O pemcrpamm OpraHi3auydyd Wil HHIMBHAYAILHOTO OPCATIPHITHMATEIA
OI'PH 1087746137247
(HAUMCHOBAHHE PETHCTPHPYIOWIEro Opraua, AaTa PerHCTPALH, PEruCTPALHOHHBEH HOMCD)
Anpec: 123317, r. Mockea, ITpecHeHckas Habepesxnas, 1. 10, renedon: +7 (495) 580-73-77.
dakc: +7 (495) 580-73-78

(anpec, Tenedon, daxc)
B e I'eHepaibHOro mupexTopa [InscynoBoit Enerbt BUKTOpOBHED

(ROMKHOCTS, PaMHIA, HMA, OTHECTBO PYKOBOJMTEIS OPTaHU3ALIH, OT HMEHT KOTOPOIi MPHHHMAETCS ACK/IapaLys )
3asBisSeT, 4TO Feneparop saextpomurnpyromuii Valleylab LS10 cepuu LS ¢ ogmum
HHCTPYMEHTAJILHLIM BBIX0/0M ¢ PHHAIJICKHOCTIMH

(auMeHOBaKKE, THIL MapPKA NPOAYKIIN (YCAYTH), 1A KOTOPYIO PaCTIPOCTPAHAETCA ACKIapaLIs)

Kox OKIIJA2 26.60.13.130 Kon TH B9/1 9018 90 840 9

k01 OK 005-93 w () TH B3] CHI unn OK 002-93 (OKYH), caesetus o CePHIHOM BBITIYCKE WIH NAPTHH
CepuiiHbIi BEITYCK

(HOMEp MapTHH, HOMEPA H3ACTUH, PEKBU3HTEI A0roBopa (KOHTPAKTA), HAK/TAAHAS)

"Kopuauen juic", CILA,

Covidien llc, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTto npoussoacTa:

Covidien Medical Products (Shanghai) Manufacturing. LLC, Building 10, 789 Puxing Road, 201114
Shanghai, Peoples Republic Of China

HAaWMECHOBAHHE H3IOTOBUTENA, CTpaHb! H T.M.
cootsetcTBYeT TpeGoBanusam: ['OCT P 50444-92 (Pazz. 3.4), TOCT P MK 60601-1-2010,
['OCT P M3K 60601-2-2-2013

0003HAUCHHE HOPMATHBHBIX IOKYMCHTOB, COOTBETCTBHE KOTObIM NMOATBEPIKACHO JAHHOMN ACK/A aLell, © yKasauueM MyHKTOB 3THX HOPMATHBHBIX
P
LOKYMCHTOB, COACPIKALLHX TPeGOBAHHS UTA IaHHOH NMPOAyKLMI (YCIyrit))

Hlexnapaiys npuHATa HAa OCHOBAHWU: MPOTOKONA TEXHHUYECKHX HCHBITaHMH Ne 2019.TD-09.06CD or
05.06.2019 OO0 HIIL "MexTectIIputop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015

Perucrpanuonnoe ypoctosepenue QenepanpHoil cyk0bl 10 Hamsopy B cdepe 3IpaBOOXPAHEHHUS
(POC3JIPABHAJI30P) Ne P3H 2016/3749 ot 20.02.2016

(HH(;)OPMALIHX O ROKYMEHTAX, ABAIOILMXCA OCHOBAHUEM NS NPUHATHA ACKIdpaLig)

Hara nmpuaaTas neknapaman - 05.06.2019

Hexnaparys o COOTBETCTBUH AeHCTBHTEIBHA 10 05.06.2022

MIL g b Al Iascynosa Ejena Bukroposna
(o auck) (nHHDHATEL, QamMuTHs)

Crenenus o pemc%paugm ztexﬁapauun 0 COOTBETCTBHU
000 «IEHTP CEPTHOUKAIINU U JEKJIAPUPOBAHU SI», Ne RA.RU.11MIT18

T (HaHMEHOBAHKE U ANpEC OPrala fno cepTHdhIKALIH,

SHERBEHHD
5% M Wi. Muésauku, 1om Ne 3, koprye 1 Tenedon: +7 (495) 783-42-17

Ay S,
% o
Tos

3apErnCTPUPOBABILErO JAEKIAPALIHIO)

#1-US.MM18.B.01037/19 ot 05.06.2019 genictByeT oo 05.06.2022

(11aTa perucTpanHy M PErHCTPALNOHHEIH HOMED AEKIapaliib)

A . loko

(noanych, HHHLIATLL, (haMUINS PYKOBOIUTE/S OPIaHa o cepTH(HUKALIHHN)




I"eneparop snextpomurupyromuit Valleylab 1.S10 cepud LS ¢ onHAM HHCTpYMEHTAaTBHEIM BBIXOZOM C
TIPHHAICKHOCTIMHI

L. bazoBerit cocTas:

1. I'enepatop Valleylab cepun LS.

2. KaGenn ceteBoii.

II. TIpuHamIexHOCTH:

1. USB ka6ens

2. PykoBozcTRO MONE30BATENS Ha GYMAaXKHOM HOCHTEIE.

3. Kpatkas cripaBouHast Kapta Ha 6yMaXKHOM HOCHTEJIE.

4. PYKOBOICTBO IO TeXHHUECKOMY 06¢TyskuBanmio Ha CD mucke.

5. PyKoBOZICTBO ITO yCTaHOBKE MporpaMMHEOro obecneuenus ga CD mucke.

IlascynoBa Enena Bukroposna
(vBMnHAEI, haMuns)

MIT

(moaTuCs)

Caenenus o pemcfﬁaﬁhn"'ﬂemapaunn O COOTBETCTBUH
000 «IEHTP CEPTUPUKAITUN 1 NEKJIAPUPOBAHMA», Ne RA.RU.11MII18

(HaHMCHOBﬂHHc W a/ipec Opraxa no CE]JTH(;)HKI!U.HH,

&@m@, yi1. Muésruxu, noM Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17
AN

X 3apCTHCTPHPOBABLIETO JCKIAPALHIO)

-US.MIM18.B.01037/19 ot 05.06.2019 pevicTByeT no 05.06.2022

(nata perucTpaluH i PErHCTPALHOHHEIR HOMED AEKNAPALIH)

Al doxo

(NOAMHCh, HHULIARI, DaMILTHA PYKOBOINTEA Opraka no ceprHdhukaum)




