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 OEAEPAABHASL CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAAZOP)

A T AN I A e A e R B BN s o N T N Tl A

PETHCTPALIMOHHOE YAOCTOBEPEHHUE
HA MEAUUHUHCKOE U3AEJIME
oT 25 ssuBapsa 2017 roga Ne P3H 2016/4155

{| Ha meuimunckoe usznenne
|l Anmapat uckyccersennoii BenTusinuy Jerkax Newport E360, ¢ npunaniexxHocTaMa

. Hacrosmee perHCTpaﬁHOHHoe YIOCTOBEPEHHUE BBIAAHO
W "Kopupuen Jlnc'', CIIA,
"Il Covidien Ilc, 15 Hampshire Street, Mansfield MA 02048, USA

5 || Mpowsponutens
S\ "Kosumuen Jliac", CIIA,

K ,’,\ Covidien llc, 15 Hampshire Street, Mansfield MA 02048, USA

e
P

“ || MecTo npoH3BOACTBA MENUIMHCKOTO H3/ICIIAS
|l cm.apHaoKenne

ij'éMep perucrpaironHoro gocke Ne P/I-15048/70880 ot 28.12.2016
| Buz MeqununcKoro uszenus 232870
o Kﬁacc NOTEHUAATBHOTO PHCKA IPUMEHCHHS MEIHITUHCKOTO H3IeTHs 26
Kézx OGmepoccHiiCKoro KIIaccH(pUKATOPa MPOIYKIHH [T MEIUIHHCKOTo n3aenus 94 4460

|l Hactosinee perncTpalHoHHOE YIOCTOBEPCHIE HMeeT IPHIIOKeHHe Ha 3 TUCTax
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OEAEPAABHAS CAVIKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

R PETUCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAULIHHCROE U3AEJIUE

ot 25 suBaps 2017 roga Ne P3H 2016/4155

Ha mepunusCcKOe H3nenne

Annapar HCKyccTBeHHO# BeHTHIsinuH Jerkux Newport E360, ¢ IPAHA/TEKHOCTAMHA:
Cocrag:

1. OcHoBHOIi 6JT0K anmapara.

2. TaT4¥K MOTOKA (2 MIT.).

3. Kabenp nutanus.

4. Kiamas BbII0Xa MHOTOPa30BbIi.

5. PyKoBOJICTBO 11O 3KCIIyaTallHH.

[IpunagnexsocTH:

1. Kommyext bunsTpa nsrxarenbHoro kontypa ACC2100, ACC2102, ACC21047, ACC2106
ACC2105 B cocrase:

- GUIBTP OBIXATENEHOTO KOHTYpa (He 6ojee 2 mT.);

- IUTAHT BO3AYIIHBIN;

- IIJIAHT KHCJIOPOAHbBIN;

- HITaHTra ¢ AepKaTeraeM KOHTYpa;

- BJIOK ¢ peNbCOBOM HaNpaBIAIOMIECH.

2. Inanr sozaymusit HOS801P, HOS803P, HOS808P, HOS809P, HOS812P, HOS1602P.
3. IlInanr xucnopomusni HOS802P, HOS804P, HOS806P, HOS807P, HOS810P, HOS813P.
4. TectoBoe nérkoe ¢ orpannunrenem/3acionkoit LNGS500A (500 mm).

5. TectoBoe nérxkoe LNG600P (500 mm).

6. TecToBoe NErKOE ¢ 9EXJIOM U orpanwdutesaem/3acionkoi LNG80OP (1000 mi).

7. TectoBoe nérkoe Heonataibroe G-118000-0.

8. Memok mist TectoBoro jérkoro LNG810P.

9. Mourntop FPD2120A-IN, FPD2125A-IN, FPD2126A-IN.

10. Kommnext ¢punbrpa Berioxa ¢ nogorpesom KIT2220A B cocrase:

- (UIBTP BBLIOXA;

- TpyOKa KOHTYpa;

- HAPPEBATEIIb;

- BJIaTOCOOPHUK;

- KOHHEKTOP.

11. Harpesarens ¢uiabtpa BeIgoxa 800-22202.

12. ®unsTp BeLIOXa MHOTOpa3oBbI FLT1200P.

13. ©unsTp BBIIOXA 0fgHOpa30BhIi 3000/03-C, 12

14. Cerenoit yummantens PST3600A. g

15. Hepxarens mranra HGR360A.

16. Hepxarens ams 6amnonos KIT2122A.

3amecTHTeNb pyKoBoauTE s DenepabHOHES

110 Ha/30py B cdepe 3ApaBOOXPAHEHHS




OEAEPAABHAS CAVOKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHMT
: (POC3APABHAA3OP)
HPHITOKEHHUE Vs
RPETUCTPALHHOHHOMY YAOCTOBEPEHHIO
» HA MEAWLIMHCROE U3AEJIUE -«
ot 25 sinBaps 2017 roga Ne P3H 2016/4155 SN
Jucr. 2 e
i 17. Bmarocbopauk muOropazossrit G-313003-1 (75 mir). ' ; '
K 18. Kperienue i yBIOKHATENS B QUIBTPa BEIIOXA ¢ ogorpesom 60404 1083-000. )
19. atauk moroka FLS2101P, FLS2101P-C (ue Gonee 5 mit.). é",v,,:;
MY 20. Kucnoponasrnii natauk Sen2103P. V4 <
21. Koutyp meixarensasiii 900MR742, BCD22820P, BCD23811P, BCD32820P, A\
A BCD40801P, BCD43801P, BCD43811P, BCS12810P, BCS12820P, BCS22810P, WSS
S BCS22820P, BCS32810P, BCS32820P, PBC335J, PBC340A, PBC345A, PBC410A,
% . PBC410J, PBC450A, PBC450J, PBC460A, PBC465A, PCB412S, RT111, RT114, SBCOO1A
>> (e Gosee 20 mit.),
e 22. Ouinstp OakTepranshbni ogrHopazossii FLT1801Q-C, FLT1801Q (ue 6omee 50 mT.).
23. BozgymHbli KoMIpeccop co cTorKoi Ha konécax C235-230V-50-1, C235-230M-60-1. D
SHA 24. KonnekTop MHOropa3ossrii ADP1802P. o
M 25. Knnanan sbinoxa EXH2105A,
m\\* 26. TemmepaTypHbI JaTIUK B KOMIUIEKTE C aJaliTepOM H KPEIJICHHEM K CTOHKe Ha Kojiécax /.,-;,4
ACC850AD. S
27. KommiekThl TemIiepatypHbix garaukoB ACC850AR, ACC850PR, ACC850IR, ACC850IS :~
B COCTaBe cr
'> 2 - TEMIIEPATYPHBIH [aTUHK;
Cen?, - afanTep; P
Ko - HATPEBATENHHEIN IPOBOJ; T
bl - IPOBOJTHUK; Ay
> - pe3epByap; - ;«
¢ - KpeIIeHHE K CTOHKe Ha KoJI&cax. A’

28. Kpenrenune k croiike Ha Kosécax 900MRO30-1.
29. AnanTtep nis HarpeBatensHoro nmposoaa 900MR80S, 900MRS858.
30. Temmepatyprsbni gatauk 900MR 860, 900MR868, 900MR869.

31. Pesepsyap MR340, MR370. <<
32. Harpesarensnslii mposog 900MR510, 900MR751, 900MR754. N
33. IIpoBoHUK NI BBeIeHHS HarpepaTeapHoro mpooaa 900MRO70. >
34. AxkymynsTop BrHemHut BAT2100S. Zhe=
| MecTo npoH3BOACTBA: (4 <
“ 1. Covidien, Michael Collins Road, Mervue, Galway, Irglande
2. Newport Medical Instruments, Inc., 1620 Sunflowé Mesa, CA 92626, USA. [
3. Covidien, Boulevard Insurgentes, 19030 Libra mra B.C., Mexico
™~ 4. EKOM spol, s.r.0., Priemyselna 5031/18, 921 § 7
> ) 5. EnviteC-Wismar GmbH, Umweltschutz & M hafen 18, 23966 «
. 3amecTHTeIb pyKoBoauTest DenepansHoi ¢ i

1O, Hasiawokos
0032232




OEAEPAABHAS CAVIKBA T1O HAA3OPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP)

HPHJIO)KEHHE

K PEF HUCTPALHUOHHOMY Y,&OCTOBEPEHHIO
HA MEAULIHHCROE U3 AEJIHUE

ot 25 ﬂnhapﬂ 2017 roaa Ne P3H 2016/4155

Wismar, Germany.

6. AMVEX Corporation, 25B East Pearce Street, Richmond Hill, Ontario, L4B 2M9, Canada.

7. Pentair Filtration Solutions, 1350 Hammond Road, St. Paul, Minnesota, 55110, USA.

8. Maxtec, 2305 South 1070 West, Salt Lake City, UT 84119, USA.
- 9. VADI MEDICAL TECHNOLOGY Co., Ltd., 2, 3, 5 F., No 198, Lane 298, Huandong Rd e\

Yangmei Dist., Taoyuan City 32665, Taiwan.

10, Nolato MediTor AB, Nolatovagen, S-26904 Torekov, Sweden.

11. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamak1 Auckland 2013,

New Zealand. N

12. Vincent Medical (Dong Guan) Manufacturing, Co., Ltd., 45-46 Shabu Industrial Zone,

Qiao Long District, Tang Xia Town, Dong Guan City, Guangdong Province, PR.C. '

13. GVS F1lter Technology UK - Medical Air Filtration Division, NFC House, VleCI’S

Industrial Estate, Mellishaw Lane, Morecambe, Lancs, LA3 3EN, UK :

-

Bamecturens pykosonutens OenepanbHoii cYHbB, LN, < /Ly
110 HA30pYy B cdepe 3APaBOOXPAHEHHS W g 2 IR AIO. IlaBiokoB

0032231f




JAEKJIAPAIIAS O COOTBETCTBHUH

O01ecTBO ¢ OrpaHH4eHHOi oTBeTcTBeHHOCTHIO ""Mearponuk'; Q00 "MearpoHuk"

(HBHMCHOB&HHC OpraHdH3aunHi uny q)aMHJ'llflil, UM, OTHECTBO HHANBHAYANBHOIO NPEANPHHAMATENA, NPHHABLINX ACKNapauuxto o COOTBCTCTBHH)
MexpaitonHas uHcnekims PenepaibHoM HATOroBoii ciyxobt Ne 46 no r. Mockse, 30.01.2008

CBCACHUA O PErHCTpaUMH OpraHu3aliiy Wil HHAKBHAYANLHOIO NPEANPHHAMATEA

OI'PH 1087746137247

(HaMEHOBAHHE PErHCTPHPYIOLLETO OpraHa, ATa PErHCTPaLH, PETHCTPALMOHHBIH HOMED)

Anpec: 123317, r. MockBa, [IpecHenckas HabepexHas, a. 10, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(aapec, Tenedion, daxc)
B nmuue I“enepam:noro JHUPEKTODa HJIHCYHOBOﬁ Enensl BHKTOpOBHBI

(IIOIDKHOCTB, d)aMHJlHﬁ, HMA, OTYECTBO PYKOBOAMTEAA OpraHu3auny, 0T HMEHH KOTOPOH NpHHHUMaACTCA neknapauuu)
3asBiseT, YTO Annapar McKyccTBeHHOM BeHTHIsAIuH Jerkux Newport E360, c
MPUHALIEKHOCTAMH

(HauMeHOBaHHeE, THIN, MapKa NPOAYKLUUK (yCnyru), Ha KOTOPYIO PacrpoCTPaHAETCA AEKIApalHs)

Kox OKII/I2 32.50.21.122 Koa TH B9/1 9019 20 000 0

koa OK 005-93 u (wnu) TH BOJ CHI unu OK 002-93 (OKYH), ceeneHns o cepuiiHOM BbinycKe HNK NAPTHH
CepuitHbIi BEITYCK

(HoMep napTuH, HoMepa H3Aenull, PEKBU3UTSI A0roBopa (KOHTPaKTa), HaknaaHan)

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

HauMCHOBAHHC H3rOTOBUTENA, CTPaHbl H T.M.

coorBercTByeT TpeboBanuaM: ['OCT P 50444-92 (Pasxa. 3, 4), TOCT P MOK 60601-1-2010, 'OCT P
HCO 80601-2-12-2013, 'OCT IEC 60601-1-8-2011

(o603HayeHne HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEPKACHO AGHHOMH Aeknapauteit, ¢ ykalaHHeM MyHKTOB 3THX HOPMATHBHbIX
JIOKYMEHTOB, COlIEpIKalLHX TpeGOBaHHA AA AaHHOH npoaykiuH (yoiyrn))

Jlexknapanus NpUHATA HA OCHOBAHHM: IIPOTOKOoNa TexHHueckux ucmbrranuit Ne 2020.TD-37.01CD ot
24.01.2020 OO0 UJIL "MenTectIIputop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PeructpaunonHoe ymocroBepenne PenepanpHoit cimyxObl nmo Ham3opy B cdepe 3apaBOOXpaHEeHHS
(POC3OPABHAI30P) Ne P3H 2016/4155 ot 25.01.2017

(HH(bOpMal.lHﬁ 0 AOKYMEHTAaX, ABNAIOMINXCA OCHOBAHHEM ANIA NPHHATHA nelmapauuu)

Jata npunaTus nexnapanuu  24.01.2020

Jlexnapanus 0 COOTBETCTBHH E€HCTBUTENbHA JIO 24.01.2023

Ilnscynora Enena BukropoBHa
(MHAIMATE], HaMUTIHS)

CaezieHHs O peErucTpalvy AeKIapaliy O COOTBETCTBHH
IEHTP CEPTUOUKAIINU U NEKJTIAPUPOBAHMA», Ne RA.RU.11MIT18

c’% (HauMeHOBaHHeE U aapec opraHa no cepTHdHKaLMH,

_Cﬂg;aﬁ;; yi1. Muésnuku, goM Ne 3, kopnye 1, atax 3, moM.1, koM. 26 Tenedon: +7 (495) 783-42-17

3aperuCTPHPOBABILEID AEKNAPALIHIO)

Ry [-US.MMN18.B.02260/20 ot 24.01.2020 gevnctByeT Ao 24.01.2023

(naTa perucTpaurH M perucTpauHoHHbIl HOMEp AKIapaLHH)
AL Toxo

(noanMck, RHALUMANBI, PAMHIHA PYKOBOAMTENS Opralia o CepTHHHKALIH)




Ha MemuuusCKOE H3Menue:

Annapat HCKyCCTBeHHOM BeHTH/IALMH Jterkux Newport E360, ¢ mprHafIexHOCTAMU
Cocrtas:

1. OcHoBHoOi1 6710K ammapara.

2. aTtuuk notoka (2 mr.).

3. Kabenb nutanus.

4. KnanaH BeIJOXa MHOTOPa30BBIH.

5. PyxoBoAcTBO 1O 3KCIUTyaTallMH.

I'Tpunaane:xHOCTH:

1. KommnekT GunbTpa geixarensHoro kontypa ACC2100, ACC2102, ACC2104J, ACC2106, ACC2105 B
cocTase:

- QUILTp ABIXATENBHOTO KOHTYpa (He Gonee 2 mT.);

- IIUTaHT BO3AYIIHBIMH;

- [IJIaHT KUCJIOPOHBEIIA;

- ILITaHTa C AepKaTesieM KOHTYpa;

- OJIOK C peNIbCOBO# HANpaBIIAIONICH.

2. [lInanr Bo3pymnsii HOS801P, HOS803P, HOS808P, HOS809P, HOS812P, HOS1602P.
3. lllnanr kucnopomusii HOS802P, HOS804P, HOS806P, HOS807P, HOS810P, HOS813P.
4. TecToBoe Nérkoe ¢ orpannumtenem/3acionkoit LNGS00A (500 mn).

5. TectoBoe nérkoe LNG600P (500 mn).

6. TecToBOE JIEFKOE C UEXJIOM M orpaHuymTenem/3acnonkoit LNG800P (1000 mu).

7. TectoBoe nérkoe HeonaransHoe G-118000-0.

8. Memok juts TectoBoro érkoro LNG810P.

9. Monutop FPD2120A-IN, FPD2125A-IN, FPD2126A-IN.

10. KommekT ¢unstpa Boigoxa ¢ mogorpesoM KIT2220A B cocTase:

- ¢unsTp BRIIOXA;

- TpyOKa KOHTYpa;

- HarpeBaTes;

- BIarocOOpHHK;

- KOHHEKTOp.

11. Harpeparens ¢unsrpa BoIoXa 800-22202.

12. ®unetp BoIgOXa MHOTOpa3oBslit FLT1200P.

13. ®unstp BHLIOXA OAHOpa3oBsrit 3000/03-C, 12 mT.

14. CereBoit ynnmuuautens PST3600A.

15. Oepxarens mmanra HGR360A.

16. Jepxatens qus 6amnonos KIT2122A.

17. Bnaroc6opHuk MHOropa3oBsIif G-313003-1 (75 mu).

18. Kpemuienue 1y YBIEBREUTEIIA U dunsTpa BHIIOXa ¢ mogorpeoM 604041083-000.
FL82101P; FL.S2101P-C (me 6onee 5 wr.).

i6 AT Sen21Q3P.
) {, ILasicyHoBa Enena BukroposHa
/3 (uHHMIHATE], GaMUITHS)

pRiEosa

CselieHHs 0 perUCTpalliy ICKIapalii O COOTBETCTBHU
HTP CEPTUOUKAIINU U NEKJIAPUPOBAHHM AI», Ne RA.RU.11MII18

(HauMeHOBAHHE U AJPEC OPraHa no cepThduKaumy,

a, y1. MuésHuKH, 1oM Ne 3, xopmyc 1, 3Tax 3, oM. 1, koM. 26 tenedon: +7 (495) 783-42-17

3aperucTPHPOBABIIETO ACKNAPALHIO)

-US.MM18.B.02260/20 ot 24.01.2020 peicTeyeT Ao 24.01.2023
(naTa perucTpalMH H peru OHHBI/ HOMEpP AeKnapaLyH)
ﬂ A . doxko

(NOANHC, KHAUMANL, GaMILTHA PYKOBOATENA OPraHa no cepTHdMKaLuH)



3
21. Koutyp asixarensubiit 900MR742, BCD22820P, BCD23811P, BCD32820P, BCD40801P, BCD43801P,
BCD43811P, BCS12810P, BCS12820P, BCS22810P, BCS22820P, BCS32810P, BCS32820P, PBC335],
PBC340A, PBC345A, PBC410A, PBC410J, PBC450A, PBC450], PBC460A, PBC465A, PCB412S, RT111,
RT114, SBCOO1A (ue 6onee 20 mr.).
22. dunsTp GaxTepuabHbli oxHopasossit FLT1801Q-C, FLT1801Q (ue 6onee 50 mt.).
23. Bo3aymHbI# KOMIPEccop co CTOHKOH Ha Kongécax C235-230V-50-1, C235-230M-60-1.
24. Konnextop MHoropasosslit ADP1802P.
25. Knanau Boioxa EXH2105A.
26. TeMIepaTypHBIif TaTINK B KOMIUIEKTE C aJaNTeEPOM K KPEIVICHUEM K croiike Ha konécax ACC850AD.
27. KommexTs! TeMneparypHbix narunkoB ACC850AR, ACC850PR, ACC850IR, ACC850IS B coctase:
- TEMIIEpPaTYpPHBIH AaTYHK;
- aJanTep;
- HarpeBaTeIbHBIA IIPOBOJ;
- TIPOBOJIHHK;
- pe3epByap,
- KpeIUIeHHe K CTOoHKe Ha KoJécaxX.
28. Kpennenue k crolike Ha konécax 900MR030-1.
29. Ajanrep A HarpesatensHoro nposoxa 900MR80S, 900MR858.
30. TemnepaTypusiit gatauk 900MR860, 900MR868, 900MR869.
31. Pezepyap MR340, MR370.
32. HarpesarensHbiit mposox 900MR3510, 900MR751, 900MR754.
33. ITpoBOAHUK IS BBEAEHHS HArpeBaTeIbHOT0 MPOBOAA 900MR070.
34. Axkymysstop BaemHuit BAT2100S.

AJlpec MecTa IIPOU3BOJICTBA HIIH M3TOTOB/ICHUS METHIUHCKOTO H3/CIHS:

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

2. Newport Medical Instruments, Inc., 1620 Sunflower Avenue, Costa Mesa, CA 92626, USA.

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

4, EKOM spol, s.r.0., Priemyselna 5031/18, 921 01, Piestany, Slovakia.

5. EnviteC-Wismar GmbH, Umweltschutz & Medizintechnik, Alter Holzhafen 18, 23966 Wismar, Germany.
6. AMVEX Corporation, 25B East Pearce Street, Richmond Hill, Ontario, L4B 2M9, Canada.

7. Pentair Filtration Solutions, 1350 Hammond Road, St. Paul, Minnesota, 55110, USA.

8. Maxtec, 2305 South 1070 West, Salt Lake City, UT 84119, USA.

9. VADI MEDICAL TECHNOLOGY Co., Ltd., 2, 3, 5 F., No 198, Lane 298, Huandong Rd., Yangmei Dist.,
Taoyuan City 32665, Taiwan.

10. Nolato MediTor AB, Nolatovagen, S-26904 Torekov, Sweden.

11. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013, New Zealand.
12. Vincent Medical (Dong Guan) Manufacturing, Co., Ltd., 45-46 Shabu Industrial Zone, Qiao Long
District, Tang Xia Town, Dong Guan City, Guangdong Province, P.R.C.

13. GVS Filter Techno}ogs JK - Medical Air Filtration Division, NFC House, Vickers Industrial Estate,
Mellishaw Lane, %@%55;3'Langg LA3 3EN, UK.

M.IL HIET 78K %, SR Iascynosa Enena BukroposHa
4| {mogpig (uBMIHANEL, GaMuIKs)

Ceenenus o pemcrpauﬁx@_;t}_[gs}lébaﬁun 0 COOTBETCTBHH
OO0 IERLF EPTUGUKAILIMU U TEKJIAPUPOBAHWI», Ne RA.RU.11MII18

(HaMMEHOBAHHE H 4APEC OPraHa no cepTHHUKaLiy,
Rane\yi. Muésuuky, goM Ne 3, kopryc 1, atax 3, oM. 1, koM. 26 Tenedon: +7 (495) 783-42-17

3aPErMCTPHPOBABLLETO AEK/IAPALHIO)

no 24.01.2023
A . doxo

(noaAnKce, RHULUMANGL, HaMILIHA PYKOBOAKTEA OpraHa no cepruduxaim)

(nata perucTpauui H pewm’m HOMep AEKIAPaLUH)




