GEAEPAABHAS CAVKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YAOCTOBEPEHHE

HA ME,LIHI.&HHCKOE U3AEJIUE
ot 12 deBpajs 2020 ronga Ne ®PC3 2011/09845

Ha Megumuackoe usnenme
H3genns pacxogHbie K aNIapaTaM ACKYCCTBEHHOH BEHTHISIAH JEMKAX

Hacrosmee peracrpaninonnoe yIoCTOBEpEHHE BEIAAHO
"Koruanen Jlnc", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

IIpousBomurens
"Kosuauen Jlac", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

Mecto ITPOH3BOACTBA MEAHIIMHCKOI'O U3AEIHUS
CM. NIPpAJIOKCHHAEC

Howmep peructparmonsoro focke Ne PI-30911/85992 ot 21.01.2020
Knacc noreHmManbsHOro pucka NpEMEHEHHS METUIIMHCKOTO H3ems 2a

Kox O6mepoccaiickoro kiaccupukaTopa IpoLyKIHHA N0 BHIAM 3KOHOMHYECKOH
JesteasHOCTH 32.50.21.123

HaC'romnee PCruECTpAIHOHHOE YAOCTOBEPEHAC HMCET OPHII0KCHHUE HA 2 Jymcrax
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- NPUJIOKEHHUE =
= R PETUCTPALIHUOHHOMY YAOCTOBEPEHHIO -
» HA MEAULIHHCKROE U3AEJIHE (¢
or 12 pespana 2020 roxa  Ne ®C3 2011/09845 i
S Jacr 1 B e
: Ha MezunmACKOE H3/eIHe é
ol H3nenns pacxoJHbie K ANNAPATAM HCKYCCTBEHHOH BeHTRIAIAN JErKAX: y S
S 1. [oacTaska-nepxaTend (TEIEKKH). . 2
NG 2. Ioncraska-aepxaTeid rpagAueckoro ¥ MHEBMAaTHIECKOTo GII0KOB JUIs KpeILIeHAS 2
), Ha KOHCOJIH. ( <

-- 3. KoMIuIeKThl KpENEXKHBIE U1 YBIOKHATES. »
s 4. KoMmpeccophl MeTHIIMHCKOTO BO3yXa. -;‘ >
= 5. KoMMyHHEKaI#OHHEIE IAHEIH. :
6. Monynu 1ByXypOBHEBO} BCIIOMOTATE/IEHON BEHTHILAIMK Bilevel. 7, «
7. Mozxymm KoMIIEHCallu¥ COIPOTHBIICHHS. A ]
=92 8. Moym HeoHaTaNLHEIE C aJaNTepaMy HEOHATaNbHBIX (PHILTPOB H OHOPA30BEIMH
S HEOHATATHHRIMA QHIETPaMH. . i
' 9. Moxyma 060BEMHOM BEHTHLSIINY ¢ MEHUMATGHEIM JaBJICHAEM B JBIXaTEABHBIX Iy TAX. 5
» 10. Moy IpoNopIHOHAIBHOM BCIOMOTaTebHOM BEHTHIIAHAY. <
& 11. MoHHTODH! ABIXaTENbHBIX (YHKIHA. \ S
12. PacosUTATEH. T
= 13. EMKOCTH 119 IIpenapaToB.
\, \ 14. l1InadTy BO3AYIIHEE, KHCIOPOAHEIE, YBIAKHUTEIA. 7
4, 15. KoHTypEI AbIXaTeabHEIE B3pOCILIE, AETCKHE, MHOTOPa30BEie, HEOHATAILHEIE, ‘&&
=i OTHOPAa30BEIE, MEOTOPa30BbI€, CAIMKOHOBHIE C BIIArOCOOPHUKAMH. =

- 16. OuwisTpsl OaKTepHaIbHEIE, BXOJHEIE, BO3AYNIHEIE, BEHTHIIATODA. &

17. OunbTpH BAOXA ¥ BRII0Xa 6akTepHAIbHEIE.
18. Koyuexropsl.

19. YBaaxsawuTeH.

20. JIlnnvn naBieHUs.

21. KoMIiexThI akcecCcyapoB K YBIQXKHHTEIIO.
22. KamepHh! yBlaxXxHATEIS AETCKHE, B3POCIIRIE.
23. AnanTtepsl.

24. KperuieHus TepMOJaTIAKa.

25. TepMonaTumk® Ui yBIQKHUTENS.

26. 3aKAMEI I KOHTYpa, IUIAaHTOB.

27. A6copbupyromas 6ymara. ;
28. llepxaTenu H KPOHIITEHHB! KOHTYPa (BO3MOXKHA K}
KpEIUICHUEM YBIAXHUTEILA).

29. Kitamans: PEEP MBOTOpa3oBhI€.

30. KOMILIEKTH BHENIHHX Pe3€pBHBIX GaTapei.

3amecTaTeas pykoBoanTes Pegepajibnoil cIyxobI
1o HAJ30py B chepe 3ApaBOOXPAHEHHS
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®EAEPAABHAS CAVXXBA T1O HAA30OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

 MIPMJIOYKEHHE

R PETUCTPALIUOHHOMY YAOCTOBEPEHHIO

HA MEAWLIHHCROE U3AEJIUE
ot 12 geBpans 2020 rona Ne DC3 2011/09845

Jlaer 2

31. KoHHEKTOPBI C HOPTOM AaBIICHHS.

32. CereBhie MHYPEHL

33. TecTOBHIE JIETKHE.

34. YcrpoiicTa 06orameHus: KACIOPOHOM.

MecTo Ipou3BOACTBA!

1. Liebel-Flarsheim Company LLC, 2111 East Galbraith Road Cincinnati, OH,
45237-1640, USA.

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

3. Covidien, Michael Collins Road, Mervue, Galway, Ireland.

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

5. Fisher & Paykel Healthcare Ltd.,15 Maurice Paykel Place, East Tamaki, Auckland 2013,
New Zealand.

6. GVS Filter Technology UK Limited, NFS House Vickers Industrial Estate,

Mellishaw Lane, Morecambe, Lancashire, LA3 3EN, United Kingdom.

7. Pryor Products, 1819 Peacock Boulevard., Oceanside, CA, 92056 USA.

—

35. PykoBoACTBa HONB30BATENA. ;
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JEKJIAPAIIUSI O COOTBETCTBHUHA

O6mecTBo ¢ OrpaHH4eHHo# 0TBeTcTBenHoCcTHI0 "Mearponuk'; 000 "Mearponuk'

(HBHMCHOBaHHC OopraHu3auudy HIH quHﬂHx, UMA, 0TUECTBO HHAKWBHAYANBHOIO NpeanpHHUMaTeni, MNPHHABIIKX ACKapaluio 0 COOTBCTCTBHH)
MexpaitoHHas nHcnekims DenepanbHoil HasioroBoi ciryx6st Ne 46 mo r. Mockse, 30.01.2008

CBeIeHHUA O PErHCTPaLHu OpraHn3aumi HiH UHAUBHAYATLHOrO NpeaAnpHHBMATENA

OI'PH 1087746137247

(HAMMEHOBAHNE PErHCTPHPYIOLIENO OPraHa, ABTA PErHCTPALIHH, PErHCTPaLMOHHBI HOMED)
Anpec: 123317, r. Mockea, TIpecHenckas HaGepesxHas, A. 10, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(anpec, Tenedon, daxkc)
Biune TI'enepansHoro mupekropa IlnscyHoBoii EneHrl BUKTOPOBHBI

(DOMKHOCTS, (hAMUNIKA, HMS, OTHECTBO PYKOBOAHTENA OPraHU3aLWK, OT HMEHH KOTOPOH NpHHUMACTCA JeKnapaLus)
3asmnﬂe’r, qTO I/I3IleJIHﬂ pacxoaHbli¢ K annaparam HCKyCCTBeHHOﬁ BEHTHJIAIUH JErKHX

(HauMeHOBaHMe, THII, MapKa NPOAYKUUH (YCIYTH), Ha KOTOPYIO PacnpOCTPaHAETCA AeKapaus)

Kox OKII/I2 32.50.21.123 Koa TH B9/1 9019 20 000 0

koA OK 005-93 u (wm) TH B3 CHT unu OK 002-93 (OKYH), cBeieHus 0 CepHITHOM BBIMTyCKE UM NAPTHH
CepHiiHBI BBITYCK

(HOMEp NapTHH, HOMEPA HIIENHH, PEKBHIUTEI IOr0BOpa (KOHTPaKTa), HAKNANHEA)

“Kosmanen Jlnc”, CIIA, Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaHMEHOBAHHE U3TFOTOBHTENA, CTPaHb! H T.11.

cootBercTByeT TpebopanusM: [OCT P 50444-92 (Pasx. 3,4)

(0603HauCHHE HOPMATHBHEIX IOKYMEHTOB, COOTBETCTBHE KOTOPhIM TIOATBEPHIEHO ABHHOM NeKnapalyelt, ¢ ykasaHHEM MYHKTOB STHX HOPMAaTHBHbIX
LOKYMEHTOB, COAEpalMX Tpe6oBaHuA U1 JaHHOA NPoAyKLMH (YCIYri))

Jlexnapanus NpUHATA Ha OCHOBAHMH: IPOTOKOJNA TEXHHYECKHX ucnerrapuit Ne 2019.TD-07.04CD ot
03.04.2019 000 WJILI "MenTectIIpubop”, per. Ne POCC RU.0001.21MII26 ot 22.07.2015
PeructpanuonHoe ynocroBepenne (denepanbHOi CiyxOsl 0 Haa30py B chepe 3IpaBOOXpAHEHUS
(POC3JIPABHAJI30P) NedC3 2011/09845 ot 12.02.2020

(uu(bopmuum 0 JOKYMEHTaX, ABJAIOLIHXCA OCHOBAHHEM 1NA NPHHATHA nexnapaunu)

Jata mpunstus qexnapanud  19.02.2020

Jlexyapanys 0 COOTBETCTBHH ACHCTBUTENIbHA 10 19.02.2023

Inscynosa Enena BukroposHa
(uHMIMATEL, HaMUITHA)

#9150 PETMCTPALIMH [AEKIIApaliH O COOTBETCTBAM
CEPTUGUKALIMHU U IEKJTIAPYPOBAHMSI». Ne RA.RU.11MII18

(HauMEHOBAHKE M APeC OpraHa no cepTH HKaLmH,

2y vi1. Muépauku, oM Ne 3, xopmyc 1, aTax 3, oM. 1, koM. 26 tenedon: +7 (495) 783-42-17

3aperucTpHpoBaBLLCro neknapaumo)

-US.MM18.B.02436/20 ot 19.02.2020 pevictayeT oo 19.02.2023

(maTa perucTPaUMH ¥ PEHCTPALIMOHHBIA HOMEP AeKTapaLih)
A Jl. Noko

(NOANCE, MHULAEL, (JAMHITIA PYKOBOAHTENA OPraHa No cepTudHKkaliH)



H3nenus pacxonHble K annaparaM UCKYCCTBEHHOH BEHTHIIAIMH JIETKUX:

1. [ToncraBku-aepxarenu (TEIEHKKH)

2. TozcTaBKku-aepsxaTeny rpadUIECKOro ¥ MHEBMAaTHIECKOT0 GII0KOB TS KPEIUIEHHS Ha KOHCOIH
3. KoMmiekTh! KpenesKHbie 11l YBIaXHHUTES.

4. KoMmpeccopbl MEIUIIMHCKOTO BO3/yXa.

5. KoMMyHHKaIMOHHBIE TaHEH.

6. Monynu IByXypOBHEBO# BelioMorartensHoi BeHTHILMM Bilevel.

7. Moaynn KOMIEHCAllUU CONPOTHUBIICHHUS.

8. Mozyi HeoHaTaIbHBIE C afanTepaMy HEOHATANBHBIX (GUILTPOB M OAHOPA3OBBIMH HEOHATAIBHBIMA
¢unsTpamu.

9. Moy 06beMHOM BEHTHIALMY ¢ MUHAMAJbHBIM JaBJI€HHEM B JIBIXaTEIBHBIX MY TSX.

10. Moxynu mpomopuHOHaIEHOM BCIIOMOTaTeNbHON BEHTHILALUY.

11. MOHHTOPE! AbIXaTEeNbHBIX (YHKLIWH.

12. Pacnibuiureny.

13. EMKocTH a7 npenapaTos.

14. lInaaru Bo3AyIIHBIE, KUCIOPOAHBIC, YBIAXXHHTEI.

15. KoHTYpbI ApIXaTeNbHbIE B3pOCIBIE, IETCKHE, MHOTOPa30Bble, HEOHATAIBHBIC, ONHOPA30BEIC,
MHOTOpa30Bbl€, CHIIMKOHOBEIE C BIarocOOpHUKAMH.

16. ®unpTphl 6aKTepHATBHEBIE, BXOAHBIE, BO3MYIIIHEIEC, BEHTHIATOPA.

17. GuneTphI BAOXa M BbIIOXA OaKTepUAaIbHEIE.

18. Konnexropsl.

19. YBnaxuurenu.

20. Jluauyu gaBneHus.

21. KoMIUIeKTHI akceccyapoB K YBIQKHHUTEIIO.

22. KaMepsl yBIaXXHUTENSA AETCKUE, B3POCIIBIE.

23. Anantepsl.

24. KpenuteHust TepMOJaTYHKA.

25. TepmogaTuuky [uist yBIIaXKHUTES.

26. 3aXUMEI U1 KOHTYpa, UIaHTOB.

27. Abcopbupyromas Gymara.

28. lepaTein 1 KPOHIITEHHb KOHTYpa (BO3MOXKHA KOMIUIEKTALHS KPEIICHHEM yBIKHUTEILT).
29. Kiranansl PEEP MHOropasoBele.

30. KoMIIeKTHI BHEIIHUX PE3ePBHBIX OaTapei.

31. KoHHEKTOPBI C IOPTOM JIaBJICHHS.

32. CereBbl€ IIHYPBL

33. TecToBbl€ JIeTKHE.

34. YcrpoiicTBa 060ramieHust KUCIOPOIOM.

35. PykoBozacTBa ONB30BATE.

MecTo Ipon3BOACTBA:

1. Liebel Flarsheim Company LLC, 2111 East Galbraith Road, Cincinnati, OH 45237-1640, USA;
2. Covidien, Boulevard Insurgentes 19030, Libramiento, 22225 Tijuana, B.C., Mexico;

3. Covidien, Michael Co bpsdtoad Mervue Galway, Ireland;

IlasicynoBa Ejena BukroposHa
(vHHIHANE, GaMHIHS)

£ JEKJIAPUPOBAHUS», Ne RA.RU.11MIT18

(HauMeHOBaHHE H AAPEC OPraHa no cepTihHKaLH,

MHeBHmcn nom Ne 3, kopryc 1, atax 3, mom. 1, koM. 26 Tenedon: +7 (495) 783 -42-17

3aperucTpUpOBABILIETO AEK/IAPALHIO)

-US.MIN18.B.02436/20 ot 19.02.2020 gevicTByeT ao 19.02.2023

(maTa perucTpaitiy i PerHCTPALHOHHEIA HOMEp AeKNapauHH)

o AL loxo

(noanuce, MHUUKMANLL, GaMHINA PYKOBOAHTENA OpraHa no cepTudnkaumu)




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

5. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013, New Zealand,
6. GVS Filter Technology UK Limited, NFS House Vickers Industrial Estate, Mellishaw Lane, Morecambe,
Lancashire, LA3 3EN, United Kingdom;

7. Pryor Products, 1819 Peacock Boulevard., Oceanside, CA, 92056 USA.

Iasicynosa EjeHa BUKTOPOBHA
(uHAUMATEL, GaMuITHS)

AFEEQ PETMCTPALIUH JEKIIApallkK O COOTBETCTBUM
PTUOUKALIMU U NEKJIAPYPOBAHMSI», Ne RA.RU.11MITI8

(HauMEHOBAHHE H AJIPEC OpraHa no cepTHQHKaLH,

h. Muépuuky, 1oM Ne 3, xopryc 1, aTax 3, oM. 1, xom. 26 Tenedon: +7 (495) 783-42-17

3apErHCTPHPOBABILEr0 JEKNapaLHio)
-US.MMM18.B.02436/20 ot 19.02.2020 gencTBYET A0 19.02.2023
(1aTa pernCTpaLMH U PErHCTPAUMOH}EIA HOMEP JCKNapalli)
e ’ mz/’pn ' AJ. oxo

(moanuce, UHUUMANK!, GaMUNHA PYKOBOAKTENS OpraHa ro cepTUduKaLLH)



