(I)EA,EPAABHAH CAVXBA IO HAA3OPY B COEPE SAPABOOXPAHEHMH
(POCSAPABHA,A,SOP)

PE['HCTPAI.IPIOHHOE YAOCTOBEPEHI/IE
HA MEAULIMHCROE U3AEJIUE
ot 16 gexabpn 2016 roza ~ Ne ©C3 2011/10147

-Ha meauiunHcKoe n3nenme
Annaparsl 3JIEKTPOXHPYPrHYECKHE ¢ IPHHALIEKHOCTAMH

Hacrosumee PErHCTPaHOHHOE YIOCTOBEPEHHE BELIAHO
: _“Koswmeﬂ Jlac", CHIA,
= Cowdlen Llc, 15 Hampshire Street, Mansfield MA 02048, USA :

Hpt)HsBOJmTeJm
"Kosnguen Jlic'', CIIIA,
~ Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

- MecTo npou3BOACTBA MEAHIMHCKOTO H3AETHS
CM. TIPHJIOKeHHE

_ Homep perucTpanuonHoro gocke Ne P/I-14713/52250 ot 02.12. 2016 7 :
: .BH,I[ MEIHITHHCKOTO H3IENHS 260140 : -
Knace moTeHIHAIBHOTO PACKA IPAMEHCHUS METHIIHHCKOTO H3/EIHsL 26
= Kp,_u OB1mepoccHIcKOro Kaccu(puKaTopa IpOAYKLIHH 11 MEAUIIHHCKOTO Hs,uénﬁz_ 94 _4'42:

‘Hacrosmiee perucTpallMoHHOE YAOCTOBEPEHHE HMEET IIPIIIOKeHHe Ha 1 mcTe

| mpuxazom PocaapaBranzopa ot 16 sexabps 2016 roxa Ne 14 7
|| momymeHo k obparenmIo Ha TeppuTopun Poccuiickoit Pesie
~ 3amecturens pykopoauTeas PexepansHoil
110 HaA30py B cdepe 3ApPaBOOXPaHEHUST




QEAEPAABHASA CAVKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

R PETUCTPALIMOHHOMY YOCTOBEPEHHUIO
'HA MEAMLIMHCROE U3/EJIME

or 16 nexabps 2016 rona Ne ©C3 2011/10147
Juer 1

Ha memuumHCKoe u3aenue

Annaparsi 3/1eKTPOXHpPYprayeckue ¢ NpHHaJIeKHOCTAMH:
Bapuantsi ucrionnenus: Force FX, Force EZ, Force Argon II, Force Triad, Surgistat II,
Cool-Tip RF/Switching Controller.

[puHaaneKHOCTH:

1. Iepektouaten neanbHEIe, PyUHbIe M CEHCOPHBIE MOHO- H GUIONAPHEIE - He Gonee 2 Wr.
Ka)KIOro THIIA.

2. Kabenu coeMHUTENBHBIE MOHO- i OUITOJISIPHBIE - He GoJiee 2 T, KAXKA0ro THIa.

3. Kabenp ceTeBoi.

4. TlepexoqHUKH, afanTepsl # GUKcATOPHI - He Goee 25 MWT. Kaxaoro Tuna (1o 1 Heaeanmon
YHaKOBKE).

5. @unbTpsl - He Gonee 3 . (0 1 HeaeMMMOH yNaKOBKE).

6. TpyGKu coeMHUTENIBHBIE, THIMOOTBOZE - He Goiree 25 mT. (10 1 HeaenUMOH ynakoBKe).

7. Kanuctpa, 6asiioH, EMKOCT.

8. IpucriocobeHust [1ji OYHCTKH HHCTPYMEHTOB - 100 mT. Kaxnoro Tana (1 Henenumast
YIIAKOBKA).

9. JIoToK cTepHIIH3ALHOHHbIH, EMKOCTB JUIst MHCTPYMEHTOB,

10. Toxctaska-aep:xaresib (B TOM YHCIIE TENIEKKa) /151 TEHEPATOPOB, HHCTPYMEHTOB U
BCIIOMOTATENEHOTO 000pYA0BaHHs - MO 1 MT. KaXA0ro THIA.

- 11. Hacoc nepHcTaabTHYECKHIA.

12. PyKoBOZCTBO 10 SKCIUIyaTallii H 00CITyKUBAHUIO.

MecTo npou3BOACTRA:

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

2. DeRoyal Industries, Inc., 1703 Hwy. 33 South, New Tazewell, Tennessee 37825, USA,

3. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building #10, 789 Puxing Road
201114 Shanghai, People’s Republic of China.

4. Bovie Medical Corporation, 5115 Ulmerton Road, Clearwater, FL 33760, USA_.

5. Kirwan Surgical Products LLC, 180 Enterprise Drive, Marshfield, MA 02050, United States.
6. Buffalo Filter, LLC, 5900 Genesee Street, Lancaster, NY 14086, USA.

7. Bernstein AG, Holzhauser Strasse 31, 32479 Hille, GERMANY.

8. New Deantronics Taiwan, LTD, 12F. No. 51, Sec. 4, Chong Yang Road, Tu Cheng District,
New Taipei City, 23675 Taiwan, R.O.C.

9. Sutter Medizintechnik GmbH, Tullastrasse 87, 79108 Freiburg, GERMANY.

10. Linemaster Switch Corp., 29 Plaine Hill Road, Woodstock, CT 06281 United States.

11. SEI Medical S.A. De C.V. (SEISA MEDICAL INC.) Barque Iﬂdus\trlal Aeropuerto, Roberto
Fierro #6420 & Francisco Sarabia, 32685 Juarez, ME 160 oy £ T

-E’ Covidien, 2824 Airwest Boulevard, Plainfield, I 1a‘ha 461 68 USA
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3amecTuTens pykoBoauTeas OeaepaibHoi cn}pgﬁsl - I'. e
1o HaA30py B cdepe 3APABOOXPAHEHHS o :
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AEKJAPALNH O COOTBETCTBHHU
O0uIeCcTRO ¢ OrpaHnIcHIoH 0TBeTcTRENHOCTEI0 "Memrponxk"; 000 "Mearponux"

{HUAIMTRORAITAE OPraHif3RLEHY il ¢Fl¥\1|[i!§'l}l, AN, OTACCTEBO HHAHBILTY AL HOTG RS ATHIINMATENA, RPSEABILNY AKIARALHG 0 COTBCTCTRIN]
MexpaitorHan uHCIeKIEs DenepaibHoi nanorosofi cnydsl Ne 46 no r. Mockae , 30.01.2008

CRCHECHNA O PEFUCTPAUMNE QP aHHIALNN R BILHBRAYRIL G ADSANSHIIITENH

OI'PH 1087746137247

{BBIMEHOBATHE PEFICTPHRYIOWGEO ODIALA, JATA PEIRCTPAIINL, DRFMCTPUMOIELIT HOMEp)
Anpec: 123317, r. Mockea, [lpecuericxas nabepexran, 1, 10,
renedon: +7 (495) 580-73-77, daxe: +7 (493) 580-73

_ {anpee, Tencdon, Jakc}
Bumne  Tenepanbporo mipextopa [lnscynoroi Enensr BARTOpoRHE]

(HOLHHOCTS, DABIN, MR, (MHECTE0 PYRORQAISTENA OPrASTEAINH, BT NSOl ROTOPOH NHUTIMACICA ACKIEpALLM)
3agBiageT, 9T Annaparel 3K TPOXHPYPrHIECKHE € IPATAKICKEOCTIMH

(HaBMEIDBAILE, THI, MAPKA NPOAAYEWH (YonyIa}, # KOTOPYEY BHeHpoci PAIRCTER ACKIRRRII)

Kojn OKTI 94 4420 Kopn TH B3I 2018 90 8409

kot OK005-93 1t (o} TH B3 CHI a1 OK 002-93 (OKYH), cacacnim o sapuiinos Bunyere 1M napTin
CepuiiHplit BLITYCK

(IOMED LAPTHH, TIUMEPA WSALIHE, PCKBIIITH] A0TQBOPA {KOH IPAKTA), HAXNAMHL)

“Kopuauen Jlnc”, CHIA,
"Covidien Lic, 15 Hampshire Street, Mansfield, MA 02048, USA

HANMCHOURIING INTOTOBMTEIR, SIPAKRI HEN. _
coorperersyer Tpebosanuam: ['OCT P 50444-92 (p. 3, 4), TOCT P MK 60601-1-2010, TOCT P MDK
60601-2-2-2013, TOCT P MK 60601-1-2-2014

((Jﬁ(lzsaalil:_luie FICPMATHBELIX IOKYMEHTOD, COUTBLTOTAE KOTOPLIM RORTSERHACIHG Qa0 Ackaapanict, ¢ FETAHCH MYHETDU FIWE HOPWATILRHAY
FORYMEITOR, COACPHDILINE TPCOGRANNA ANA AAMOR ApOAYKIEH [yChyrid)

Hexnapanis NpUARTa AA OCHOREHHY: [POTOKONOB HENLITaHUH NoNe 2015.TD-67.08CD; 2015.D-67.08CD
ot 28.08.2015 000 ML "MexTectl Iputop”, per. Ne POCC RUL0001.21MII26 o 22.07.2015
Perncrpanuornoe yaocTopepenre DefeparbHON cy )66 110 HaA30py B cdepe 31paBooXpaHCHIS

Ne ©C32011/10147 or 16.12.2016 '

(i HHPOPMBIE & A0KYACHTAN, HBIDIQIHXCA OCHDBAHNCH AN IPHENTHN ALKDADALLE)

Jara nprBATHST Hexnapammn - 26.12.2016

Hexnapauis 0 COOTBETCTBHU ACHCTBITENRHA JIO 02.06.2019

Ilnacynora Enxena BakropoBHa
(uHHNAANEL, GampEs)

IAPCIRCTPHPOBABILCIO JIEKAPATULIC)

POCC USMITI8.JI00391 o1 26.12.2016

{18 POLICTRALL % PLrUCTTALEHORIIH HOMED ACKNAPR2LLIS)

- AJL. Hoxo

{(noANteL, MHHLUANBL, (MBI DYROROTHTERA OPrana no ceprikhusnin)




ATMapaTsl SNEKTPOXHPYPrHYSCKHE ¢ NPHHALIEHKHOCTAMIA

Bapuantet wenonnenust: Force FX, Force EZ, Foree Argon I, Force Triad, Surgistat 1L, Cool-Tip RE/Switching
Controller,

TlpHHaINEeKHOCTH:

1. Tlepexnso4aTe/ i NEAARbHBIE, DYYHEIC ¥ CEHCOPHBE MOHO- H BunompHEbe - He Bojiee 2 WT. XaxI0r0 THna.
2. Kabenu cocguuuTenbubie MOHO- M DUIIQIISAPHEIE - He §0Jice 2 1UT. KaXKHA0T0 THIA.

3. Kabenr cerenoii.

4. IlepexoBHBKH, afanTepsl W GUKcaTOps! - He bosee 25 nrr. xamporo trnz (710 1 Hegenmumoil yriakonke),

5. @ynbTpbl - He bonee 3 mT. (o 1 Henenumoll ynakosxe).

6. Tpybxm coenmHUTENRRER, JRMOOTBOAE! - He Gonee 25 mir. (110 1 HexennMo# ynakosxe).

7. Kanuctpa, Ganfon, EMKOCTS.

8. TlpuciiocobreHHs A1 OUMCTKY HHCTPpyMedToR - 100 wiT. kakmoro tuna (1 HeXe aMas YIIaKOBKa ).

9. JloToK CTePUITH3AHOHHBIA, eMKOCTS IS HHCTPYMEHTOR.

10. IMoncTapka-gepxaTendb (B TOM YUCIE TENEKKA) /1A FEHEPATOPOB, HHCTPYMEHTOB U ECTIOMOLaTENLHOT0
obopymoBanHg - mo | T, kaxaero Tuna,

11. Hacoc nepucransruueckuii,

12, PyKOBOACTRO TIO IXCIUYATANAN K 0BCyIKHBARKIO.

MecTo NpON3IBOICTRA:

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

2. DeRoyal Industries, Ine., 1703 Hwy. 33 South, New Tazewell, Tennessee 37825, USA.

3. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building #10, 789 Puxing Road 201114
Shanghai, People’s Republic of China,

4. Bovie Mcdical Corporation, 5115 Ulmerton Road, Clearwater, FL 33760, USA.

5. Kirwan Surgical Products LLC, 180 Enterprise Drive, Marshfield, MA 02050, United States.

6. Buffalo Filter, LLC, 5900 Geneset Street, Lancaster, NY 14086, USA.

7. Bernstein AG, Holzhauser Strasse 31, 32479 Hille, GERMANY-.

8. New Deantronics Taiwan, LTD, 12F. No, 51, Sec. 4, Chong Yang Road, Tu Cheng District, New Taipei City,
23675 Taiwan, R.O.C.

9. Sutter Medizintechnik GmbH, Tullastrasse 87, 79108 Freiburg, GERMANY.

10, Linemaster Switch Corp., 29 Plaine Hilt Road, Woodstock, CT 06281 United States,

11. SEI Medical S.A. De C.V, (SEISA MEDICAL INC.) Parque Industrial Aeropuerto, Roberto Fierro #6420 &
Francisco Sarabia, 32685 Juarez, MEXICO.

12, Covidien, 2824 Airwest Boulevard, Plainfield, Indiana 46168, USA.

Ilaacynora Eneua BUkTopoBIa
(muunpaIe, GaMuns)

Caenenus 0 perHeTPAlMH AEKIIAPALHE O COOTBETCTRUH
EH EPTUDPHKAIWNK V¥ AEKIAPUPOBAHUSA", Ne RA RU.1IMITIS

(HIHMEHOBRINIC W BADCE Oprana (0 cepridraany,
Auérnukn, gom Ne 3, kopnyc 1 tegedon: +7 (495) 783-42-17
IAPCTHCTPHIPOBARENETO HTKIANALHIO)
POCC US.MIT18.100391 o1 26.12.2016
(uara perncTpaomn 0 penRMEUNONLGITT BOMS ACKARpaINLT
" A texo

(IHOAFUIE D, JHHIGAARS, PAMILIHY PYROBCALTCILA OPIAHL 1) CCPTIHPIEALLNT)




