OEAEPAABHASI CAVXKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POCSAPABHAABOP)

PEFHCTPAL[P[OHHOE YﬂOCTOBEPEHHE
HA MEAULIUHCROE U3 AEJIME
ot 19 mas 2020 roga Ne ®C32011/11170

Ha MeauuuHcKoe U3ACIue :
W3jpennsi MeTHIIMHCKHE 118 AHECTE3HOJIONHH H BEHTHIAIHH JETKHX

Hacrosiiee perucTpanoHHOe YA0CTOBEPEHHE BbIIAHO
"Kosuaen Jlne", CHIA, _
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

T[Tpou3sBoauTE NS
"Kosuaen Jluc", CHIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo npou3BOACTBA MEUIIHHCKOTO W3 /1IN
 CM.IIPHJIOKEHHE

Howmep peructpaumonsoro gocse Ne PJI-32634/27736 ot 28.04.2020
Knacc MOTEHLHATIBHOTO PUCKa TpHMeHEHH MG.EHL[HHCKOI‘O H3aenus 2a

Kox O6mmepoccuiickoro Kiaccudukaropa NpoayKLHH [0 BUIaM SKOHOMHYECKOH
nesrenbHocTH 32.50.50.190

Hacrosiiiiee perucTpalioHHOE YI0CTOBEPEHIHE HMEET PUIIOKEHAE Ha 2 JIHCTaX

3amecTHTellb pyKoBoauTeas PexepaabHoi cnymﬁbl
110 HaA30py B cdepe 3APaBOOXPAHEHHS




OEAEPAABHAS CAYKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

KR PETUCTPALIUOHHOMY YAOCTOBEPEHHIO
HA MEAULIWHCROE U3AEJIME

or 19 mas 2020 roxa Ne ®C32011/11170

Ha meauuuHcKoe H3jiesme

H3peaus MeAHIMHCKHE /LI AHECTE3HOJI0THH ¥ BEHTHJISIHH JIerKHX:
1. AciMpaliiOHHBIE CHCTEMBI OTKPBITHIE.

2. AcnupaliioOHHbIE CHCTEMBI 3aKPBITHIE.

3. Jaruuku.

4. CoenuuuTelIbHBIC Kabenu.

5. 3aryOHUKH.

6. Kautonu Ha3anbHBIE.

7. KaHioji CMEHHBIE.

8. TpyOKu KMCIOPOAHBIE.

9. Macku.

10. AjanTeps.

11. Konmna4ky, KjiamnaHbl.

12. Braroc60pHHMKH MHOTOKPATHOrO UCIOJIb30BAHKA.

13. BiarocOopHUKH OJJHOKPATHOTO HCIIOJIb30BAHUA.

14. KOHHEKTOPBI.

15. Jlepxarenu TpyOOK H KOHTYPOB.

16. QukcHpyIOIIHE JICHTBL.

17. Canderky 1isi CTOMHYECKHX OTBEPCTHH.

18. YcrpoiicTBa ISl MHTAISIHOHHOIO BBEACHH .

19. YerpoiicTsa [uist TPEHHPOBKH JBIXAHHUS.

20. YcrpoiicTBa Isi K3MEPEHHS M KOPPEKLUU JIaB/ICHHS MaHKETBI.
21. YBAQKHHUTEH.

22. TennoBnarooOMeHHUKH.

23. Bo3ayXoBo5l.

24. lllnanru.

25. KoHTypsl 4 TPYOKH JbIXaTeNbHBIE, SHAOTPAXEATbHBIE, TPAXCOCTOMHYCCKHE.
26. unbTPbl MEXAHUYECKHE.

27. ®UABTPHI JIEKTPOCTATHYECKHE.

28. ®uIbTPbI BO3AYIIHBIE.

29. Meniku apixaTelbHbIE.

MecTo MpoU3BOACTBA: Gt

1. Covidien Llc, 15 Hampshire Street, Mansfield MA ,9204 SA.
2. Aerogen Limited, Galway Business Park, Dangan, a.tway,
3. Salter Labs, 30 Spur Drive, El Paso, Texas, 79906, SA 5

dustnal Las

33MCCTHTCJII: PYKOBOIHTEIHA '(Demepa.rlhnon c.nymﬁm , Y b AN
110 Ha/130pYy B cdepe 3APABOOXPAHEHUS s YO, TaBimokos

0068509




®EAEPAABHASL CAVKBA T1O HAA30OPY B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)

MPUJIOYKEHHE

R PETUCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE U3EJIHE

or 19 mas 2020 roaa Ne ®C32011/11170

Americas, Horizonte Sur, Ciudad Juarez, Chihuahua, C.P. 32596, Mexico.

5. Forefront Medical Technology (Jiangsu) Co., Ltd., No. 8, Changyang Road, Wujin
Economy Development Zone, 213145 Changzhou, Jiangsu Province, People’s Republic of
China.

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

7. Covidien, Avenue Henequen No. 1181, Park Industrial Salvarcar, 32573, Ciudad Juarez,
Chihuahua, Mexico.

8. VBM Medizintechnik GmbH, Einsteinstr. 1, 72172 Sulz a.N., Germany.

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

10. Mallinckrodt Medical, Cornamaddy, Co. Westmeath, Athlone, Ireland.

11. Fuji Systems Corporation, Shirakawa Plant, 200-2 Aza-Ohira, Odakura, Nishigo, Nishi
Shirakawa Gun, Fukushima, 961-8061, Japan.

12. Nolato MediTor AB, Nolatovigen, 269 04 Torekov, Sweden.

13. Mallinckrodt Dar S.r.1., Via G. Bove, 2/4/6/8, 41037 Mirandola (MO), Italy.

14. Covidien llc, 117 Moo 2, Petchkasem Road, Sampran, Nakorn-Pathom, 73 110, Thailand.
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3amecTHTe b pyKoBoauTens De1epaabHOM CIyKObI

1o HaJa30py B cepe 3ApaBoOXpaHeHHs s J1O. ITas/mokoB :
0068510 |E4




JAEKJIAPALIUS O COOTBETCTBUMA

. O0mecrso ¢ orpannyuennoii orsercreennocrnio "Mearponuk'; 000 "Mearpounk"
(HAMMCHOBANMC Ooprasmaismn nam d);wumu, HMSA, OTHCCTRO HHIAMBHYANBHOTO IIPCJlIlPIIIIIIMBTtJlﬂ. NMPHHABIIHX ACKapauHio o COOTBUI‘CTBHH)

Mexpaiionnas nacnexuus Oenepanbaoii naoropoii ciyx0Os1 Ne 46 o r. Mockse , 30.01.2008
CBCACHUA O PCrHCTPALMI OPralnu3atii Hian NHAHBIAYANLHOTO NpeAnpHHUMATEN

OI'PH 1087746137247

(MANMEHOBANNE PETHCTPHPYIOUICIO OPrana, AATA PEricTPALIH, PeriCTPauMonHbiil HoMep)
Anpec: 123317, r. Mocksa, Ilpecnenckas naGepesxnas, a. 10, tenedon: +7 (495) 580-73-77,
daxc: +7 (495) 580-73-78

(anpece, Tenedon, axce)
B mune  enepanbHOro aupexropa IlnscynoBoii Enensl BUKTOpOBHBI

(llO.'D!\HOCTb. d)a\uu\m, HMS, OTHECTBO PYROBOANTEIA oprmm:sawm, OT HMCHH KOTOpOﬁ npummacrcu nexnapauml)
3asBiseT, YTO Haneaus MeJHUHHCKHE JJISI AHECTEe3HOJIONHH 1 BeHTHIISIIHH JIEFKHX

(HanMeHOBANNE, THIT, MAPKA NPOAYKLUH (YCIyrH), Ha KOTOPYIO PacnpoCTPaHAETCA JeKiapaums)

Koa OKIIA2 32.50.50.190 Koa TH B9/ 9018 39 000 0

k0 OK 005-93 u (wan) TH BOJ CHI™ wnan OK 002-93 (OKVYH), ceenns o cepuiiioM BelycKe WIH NapTHH
CepHifHBI BRITYCK

(HOMEp MAPTHH, HOMEPA W3JEAH, PEKBI3HTHI 0r0BOPA (KOHTPAKTA), HAKAIHASA)

“Kosuauen Jlinc”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaMMEHOBAHHE W3rOTOBHTEISI, CTPAHBI H T.IL.

cootBeTcTByeT TpeGoBanmsiM:  [OCT 31054.1-2002 (MCO 5366-1:1986), TOCT 31054.2-2002 (UCO
5366:1985), TOCT P 52770-2016, TOCT ISO 10993-1-2011, TOCT ISO 10993-5-2011, TOCT ISO 10993-
7-2016, TOCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, F'OCT ISO 10993-12-2015

(0603HaueHNE HOPMATHBHEIX JIOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPIKACHO AaHHOI JcKnapauyeii, ¢ yKasaHHEM MyHKTOB 3THX HOPMATHBHBIX
JOKYMEHTOB, COAepKalyX TpeGoBaHtA 1A AaHHOMH MPOAYKLMH (ycmyrn))

Jlexnaparnus IPHHATA HA OCHOBAHMM: MNPOTOKOJA TEXHAYECKHX HCHBITaHHH Ne 2020.TD-28.02CD ot

17.02.2020 000 WL "MenTectIIpuGop", arr.axk. Ne POCC RU.0001.21MI126 ot 22.07.2015; mpoToKona

TOKCHKONOrHaecknX Hcmbrtammit Ne 78-01IT or 06.02.2020 MJI OO0 "LIKK Buonaitd", arr.akk. Ne

RA.RU.2111K01 ot 22.07.2015

PerncrpanponHoe yaocToBepenne demepanbHoil ciyxkGbl mo Haxsopy B cdepe 3ApaBOOXPAHEHHA
_(POC3JIPABHAI30P) Ne ®C3 2011/11170 ot 19.05.2020

(MH(pOPMALIA O JOKYMEHTAX, ABNAIOLIHXCA OCHOBAHHEM JU1A NPHHATHA JACKIApaLIHit)

JlaTta npuHsaTHs nexnapamun _ 22.05.2020
Jlexnapanysi 0 COOTBETCTBUH JEHCTBUTENBHA 1O 22.05.2023

IInsicynosa Enena BukroposBna
(MHUIHAIIEL, amMHIIUs)
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Crene ACTpALMX JeKJIapali O COOTBETCTBUH
0) ITP CEPTUDUKALIMU U JEKJAPUPOBAHM», Noe RA.RU.11MITI8

785 N0 ¢ %ON (HaHMEHOBAHHE H aApeC OpraHa rno cepTHNRALLI,
5¢ \yn. Muépnuku, nom Ne 3, kopryc 1, atax 3, mom. 1, koM. 26 Teneon: +7 (495) 783-42-17
‘“;Z \2\2 3aperHCTPHPOBABLIETO ACKNAPALIIO)

(6 :) 0-US.MIM18.B.02891/20 ot 22.05.2020 peuncreyert oo 22.05.2023

x (naTa perucTpaLu i PErHCTPALHQHHBI HOMEP JIEKNApaLHn)
£, /¢ i_ AJL. Toko
Z 5‘); “ims o (MOAMICH, HHHUMABI, PAMILINA PYKOBOANTCIIA Opraua o cepridhrarut)
096700722 ‘



HU3nenus MCIMIMHCKHE IS AHCCTC3HOJIOTUM U BEHTMJISLINY JIETKUX
1. ACIUpaIMOHHbIE CHETeME] OTKPBITHIE.

2. ACTIMpAMOHHBIE CHCTEMEL 3aKpBITHIE.
3. JaTunku.

4. CoeuHHTEbHBIE Kabe .

5. 3aryOnuxw.

6. Kamromu nazansusre.

7. Kanronu cMennble.

8. TpyOxu xucnoponusre.

9. Macku.

10. Ananreper.

11. Konmauky, knanasesl.

12. BiarocGopHHKH MHOIOKPATHOTO HCIOJb30BaHHS.
13. BnarocGopHUKN 0{THOKPATHOIO HCIIONb30BAHMSI.
14. KoHHEKTOPBEI.

15. lepxatenu TpyOOK B KOHTYPOB.

16. Qukcupyronme JICHTEI.

17. CandeTxu 11 CTOMUYECKUX OTBEPCTHIA.

18. VerpoiicTsa 11t HHTANAIMOHHOrO BBEACHHUS.

19. VerpolicTBa 1i1st TPEHHPOBKH JBIXAHUS.

20. YcrpoiicTBa J1s1 A3MEPEHHS U KOPPEKIUH JaBIEHHA MAHKETBI.
21. YBnaxuuTenm.

22. TemnoBnarooOMEeHHUKH.

23. Bo3myxoBOEI.
24. Ulnanru.

25. KoHTypH! ¥ TpyOKH JbIXaTeNBHEIE, SHAOTPaXeATbHEIE, TPAXeOCTOMUYECKHE.
26. OUbETPE MEXaHUYECKHE.

27. ®UNBTPEI MEKTPOCTATHUECKHE.

28. OUIBTPHI BO3AYILIHbIE.

29. Memku AbIXaTenbHBIE.

MecTto npou3BoACTBa:

1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA.
2. Aerogen Limited, Galway Business Park, Dangan, Galway, Ireland.
3. Salter Labs, 30 Spur Drive, El Paso, Texas, 79906, USA.

4. Salter Labs de Mexico S.A de C.V., Blvd. Independencia #2167, Parque Industrial Las Americas,
Horizonte Sur, Ciudad Juarez, Chihuahua, C.P. 32596, Mexico.

5. Forefront Medical Technology (Jiangsu) Co., Ltd., No.8, Changyang Road, Wujin Economy Development
Zone, 213145 Changzhou, Jiangsu Province, People's Republic of China.

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

Ilnsicynosa Enena Bukroposna
TIOATUCE) (uHUIMATBL, aMUITIs)

GYTpanyu AeKIapayy 0 COOTBETCTBHU
¢ TUOUKAITMU U JEKJTTAPUPOBAHUM», Ne RA.RU.11MIT18

(HilHMCHOBﬂHHC H ajipcc opraxa no CCpTII(bIlK&U.HII,

» 3aperiCTPHPOBARLIETO JEKNAPALIHIO)
gk\ 0-Us.MMn18.8.02891/20 or 22.05.2020 aencreyeT oo 22.05.2023

(nara perucTpaLm 1 pcrucrpauuotnmm HOMEP ASKNAPALLI)

AJL. loxo

(MOAMMCH, HHHUMAILI, GAMILTHA PYKOBOMHTE/N OPraHa Mo cepTiduxaiui)




8.V BM Medizintechnik GmbH, Einsteinstr. 1, 72172 Sulz a.N., Germany.

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

10. Mallinckrodt Medical. Cornamaddy, Co. Westmeath, Athlone, Ireland.

11. Fuji Systems Corporation, Shirakawa Plant, 200-2 Aza-Ohira, Odakura, Nishigo, Nishi Shirakawa Gun,
Fukushima, 961-8061, Japan.

12. Nolato MediTor AB, Nolatoviigen, 269 04 Torekov, Sweden.

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

14. Covidien llc, 117 Moo 2, Petchkasem Road, Sampran, Nakorn-Pathom, 73110, Thailand.
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5; Ilnsicynosa Esnena Bukroposna

(o e (MHMOMAIBL, (DAMUITHS)

UCTpPAIUH JIeKIapallii O COOTBETCTBUH
CEPTUOUKAIIUU U NEKJIAPHUPOBAHM », Ne RA.RU.11MIT18

(HanMCHOBAHHC 1 QJpcce opraxa no CCpTll(l)IlKﬂllllll,

B 3u1. Muéauxu, qoM Ne 3, kopnyc 1, atax 3, mom. 1, koM. 26 tenedon: +7 (495) 783-42-17

£h
N 6} 3aperHCTPHPOBABLLICTO ACK/IAPALIIO)

-US.MIM18.B.02891/20 ot 22.05.2020 aeucreyeTt o 22.05.2023

(ara perucTpaunu u pemc'mauuom{?ln HOMEp NernapaLiH)

A . doxo

(noanuce, MHUIANL!, PaMIIIHA PYKOBOZMTENS OPraHa no cepruduKkaim)




