®EAEPATIBHASA CNY)XXBA MO HAL3OPY B CHEPE 3[PABOOXPAHEHMA
(KOC3PABHA/30P)

PETMICTPALUNOHHOE Y JOCTOBEPEHUE

HA MEAVMUMNHCKOE N3OETE
oT 25 aHBapa 2017 roga Ne P3H 2016/4155

Ha meanunHcKoe nsgenve
AnnapaT UCKYCCTBEHHOM BeHTUAAUMK Aerknx Newport E360, ¢ npyHaaieXxHOCTAMM

HacTosLlee pernctpaunoHHoe yA0CTOBEPEHNE BblAaHO
“KosungmeH inem™ CLUA,

Govidien Lle, 15 Hampshire Street, Mansfield MA 02048, USA

lMpounssoguTens
”KosupaHeH J1ac'/1 CLUA,
Govidien Vo 15 Hampshire Street, Mansfield MA 02048, USA

MecTo npon3BoACTBa MEAULIMHCKOIO U3aenns
cMm.npunoxeunlle

Homep peructpagnoHHoro goese Ne P/1-15048/70880 ot 28:12.2016

Bug meguunHckoro nsgeans 232870

Knacc noTeHUManbHOro:pricka NPUMEHEHUs MeAULIMHCKOTO u3aenus 26

Kog O6Luiepoccuiickoro, Knaccugukaropa Npoay KU ans MeauuuHCKoro nsgenna 944460

HacTosLiee perncTpaLoHHoe YA0CTOBEPEHUE MMEET MPUMIOXKEHME Ha 3 IMCTax

npukasom-Poc3gpasHaa3opa ot 25 aHBapsa 20
[ONYLLIEHO K 006paLLeHunto Ha TeppuTopum Po'

3amecTuTens pykosoauTens denepaibHOM ¢,
no Haa3opy B chepe 34paBoOOXpPaHEHMUA [.1O. NasniokoB

0024892



PEAEPATEHAR C/IYXBA MO HAIIZOPY B COEPE 3/IPABOOXPAHEHNS
v : (POC3JPABHA/I30P)

MPUNNOXEHWE

HAMEAVNUNHCKOE U3AENTNE

oT 25 aHBapa 2017 roga P3H 2016/4155
Nncet 3

Wismar, Geimany.

6. AMVEX Cjorporation, 25B East Pearce Street, Richmond Hill, Ontario, L4B 2M9, Canada.
7. Pentair Filhration Solutions, 1350 Hammond Road, St. Paul, Minnesota;-55110, USA.

8. M®rctec, 2316 South 1070 West, Salt Lake City, UT 84119, USA.

9. VADI MEDICAL TECHNOLOGY Cao., Ltd., 2, 3, 5F., No 198, Lane 298, Huandong Rd.,
Yangmei Di$t., Taoyuan City 32665, Taiwan.

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

IT. Fisher cfePaykel Healthcare Ltd.,-15 Maurice Paykel Place, East/Tamaki, Auckland 2013,
New Zealand.

12. Vincent iMledical (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 Filt™; Teehttology UK ~-Medical Air Filtration Division,NFC House,. Vlckers
Industrial Est*e, Mellishaw Lane, Morecambe, Lancs, LA3 3EN, UK.

=(

No Hazjaopy B cdepe 34paBoOXpaHeHNS [,1O. MNasarovos

0032231

rmmp



PEALPA/ILLASA CMYXKBA MO HAA3OPY B CHEPE 3[]PABOOXPAHEHUSA
(tOC3[PABHA/Z3OP)

MPUNJTOXEHUE

HA MEAVUNHCKOE U3AEJNTNE

oT 25 aHBapsa 2017 roga Ne p3H 2016/4155
Jlner 2

17. BHaroC60J)iiKK MHoropasosblii G-313003-1+(75 mn).

18. KpenneHwe ana yBnaxHutens n unbTpaBblgoxa ¢ nogorpesom 604041083-000.

19. Aatunk nbTokaEE82101P, FLS2101P<C)(He 60nee 5 nrT.).

20. KncnopogHblin gatumk Sen2103P.

21. KoHTyp abixaTtensHbii 900MR742, BCD22820P, BCD23811P, BCD32820P,
BCD40801P,;BCD43801P, BCD438MP, BCS12810P, BCS12820P, BCS22810P,
BCS22820P,feCS32810P, BCS32820P,-PBC335J, PBC340A, PBC345A, PBC410A,
PBC410Jf, PBC450A, PBC450J, PBC460A, PBC465A, PCB412S, RTI 11,RTI 14, SBCOOIA
(He 6onee 20 wWr.).

22. PunbTp 6”TepmanbHbIi ofHopasosblin FLT1801Q-C, FLT1801Q (He 60onee 50 wr.);
23. BozayHIibrin Komnpeccop co cTovikoi Ha konécax C235-230Y-50-1,;C235*230M-6071 ,,
24. KOHHeKTOp MHOropasosbliit APP18Q2P.

25. KnanaH Bbkgoxa EXH2105A.

26. TemnepaTypHbIiA JaTYNK B'KOMM/IEKTE C afanTepoM W KpereHeM K CTOVKe Ha Konécax
ACGS850AE). ;

27. KomnnekTbl TemnepatypHbIx gaTunkoB ACC850AR, ACC850PR, ACC850IR, ACC8501S
B COCTaBe:

- TeMnepaTypHbIi JaTUuK;

- afanTep;

- HarpeBaTe/lbHb1ii NpoBog;

- NPOBOAHUK;

- pesepsyap;

- KpensieHue K CTONKE Ha Konécax.

28. KpenneHue K cTOVKe Ha konécax 900MR030-1:

29. AfanTep gnfa/HarpesatensHoro nposoga 900MR805, 900MR858.

30. TemnepaTypHbIii gatuk 900MR860, 900MR868,900MR869.

31. Pe3epsyap MR340, MR370.

32. HarpeBartesbHbli1 nposog 900MR510, 900MR751, 900MR754.

33. MNpoBogHUK AN BBeAEHWNS HarpesaTebHoro nposoga 900MRO070.

34. AKKYMYASITOp BHelHWin BAT2100S.

MecTo nponsBoACTBa:

1. Covidien;-Michael CoUins Road, Mervue, Galway, I

2. Newpaort Medical Instruments, Inc., 1620 Mesa, CA 92626, USA.
3. Covidien, Boulevard Insurgentes, 19030 Libn B.C., Mexico.

4. BKOM ?paly s.r.o., Priemysetoa 5031/18, 921

5. EnviteC-Wismar GmbH, Umweltscbutz & M' lafen 18,23966
3amecTnTeNnb pyKoBoanTens deaepasnbHOWM ¢,

no Haa30py B cihepe 34paBoOOXPaHEH S [.HO. NaBnioKoB

00322132

#1



dpwxep; M bHaa cny>xb6a No Hafs3opy B chepe 3gpaBooxXpaHeHnd

(POC3[PABHA/Z3OP)

HA MEAVNUMNHCKOE N3AEJTNE

oT 25 aHBapsa 2017 roga Ne P3H 2016/4155
Nnuer 1

Ha meguunscKoe nsgenve

Annapat UCKYCCTBEHHOWN BeHTUNAUMN Nnenkx Newport E360, ¢ NpyHaAIeXHOCTAMM:
Cocras:

1. OCcHOBHOW'610K annapara.

2. [atymk notoka (2 wr.).

3. Kabesnb nutaHus.

4. KnapaH Bb|goxa MHOropasosblii.

5. PyKOBOACTBO MO 3KcnyaTauun.

[MprnHagneXxHocTu:

1. KomnnekT'ounbTpa AbiXxaTensHore koHtypa ACC2100, ACC2102; ACC2104J, ACC2106,
AGC2105 B cocTase: |
- (MNbTP;AbLLATENILHOrO KOHTYpPA (He 60nee 2 BAT.);

- LLinanr 803r(:"Hb1/_

- LUMIAHT LWC/IOPOAHBbINA;

-LITaHra G fepxarenem KOHTYpPa;

-610K C penbcbBO HanpasASoLLEei.

2. WnaHr Bosaynwbini HOS801P, HOS803P, HOS808P, HOS809P, HOS.812P, HOS1602P;
3. LW naHr kucnopogHblii HOS802P, HOS804P, HOS806R, HOS807P, HOS810P, HOS813P.
4. TecToBOeiIerkoe ¢ orpaHnumntenem/zacnoHkoin LNG500A (500 mn).

5. TectoBoe nérkoe LNGGE00P (500 mn).

6. TeCTOBOE NErKoe ¢ 4exIoM 1 orpaHumumTenem/3acioHkon LNG800P (1000 mn).

7. TecToBoe J1érkoe HeoHatanbHoe G-118000-0.

8. MeLLok and TectoBoro nérkoro LNG810P.

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

10. KomnnekT duasTpa Bbigoxa ¢ nogorpesom KIF2220A B cocTase:

- (PUNbTP BbLLOXA,;

- Tpy6Ka KpHIypa;

- Harpesare/b;

- BNaroCO0OpHUK,;

- KOHHEKTOP:

11. HarpeBavenb unbTpa BoLyoxa 800-22202.

12. dunpTp BbLLOXa MHOTOPa308BbIin FLT1200P.

13. ®uabTp BbLLOXA 04HOPa3oBbI 3000/03-C,

14. Cetesoin yannHutens PST3600A.

15. [lepsicatens wnaHra HGR360A. ff®if AL

16. Aepxxatens ans 6annoHos KJIT2122A.

3amecTuTenb PPw»oTenst OeaepartbHoJd , ”
Mo HaZ30py B chepe 34paBoOXpaHeHNS [-HO. MNasniokoB

003T3,;



HAEKJIAPALUA O COOTBETCTBHHA
ObmectBo ¢ orpanmennoi orsercrennocrsio "Megrponux'; OO0 "Mearponmi"

(HHHMCHOBHHHC OpPraHH3aluy HIM (i)aMHJ]I‘I}l, HM31, OTHECTBO MHTHBHAYATRHOTO MPCANMPHHHMATENA, TIPEHABINIX ACKNApani o COOTBCTCTBHH}
Mexpaiionnas urcnexkus OenepansHON HaTOTOROH CITy:k0Br No 46 o 7. Mockse , 30.01.2008

CBCACHNA O PeriCIpannii Oprasi3aniy HIH HHARBHIYALITOTO DPSAMPHNHMATENA

OI'PH 1087746137247

{HAHMEHOBAHIHE PETHCTPHPYIOMIErG OPraKa, AFTA PErHCIPALEL, PEFHCTPALHOHHLIT HOMED)
Anpec: 123317, r. Mockga, [pecHenckas nabepexnan, 1. 10,
tenedon: +7 (495} 580-73-77, dakc: +7 (495) 580-73

{aopec, Tenedon, Harc)
Bmne  I'enepansnoro aupexropa [lisicyroroit Enensi BUKTOpPOBHBI

(,J],OJ'DI{HOCTB, [IJHMHJIM}L, HMSE, OTYCCTBO PYKOBOAKWTEMA QRTAMI3aNKH, OT HMEH KDTODOFI MPHHIMAaSTCA ,T{E:Kﬂﬂpﬂlllflfl)
3asBIIAeT, 9To Anmapar HekyccrBeHHol BenTuasun Jerkux Newport E360,
€ NPHHAIEKHOCTHMEA

(HRHMEHOBAHKE, THII, MAPKA UPOAYKLMH {YENYTH), HA KOTOPYEO FACNPOCTPAHAESTCSE ACKNAPALN)

Kox OKII 94 4460 : Kon TH B2/1 9019 20 000 0

ko O 005-93 n (wne) TH BOA CHI nnn OK 002-93 (OKYH), caenienina 0 cepniiEOM BBITYCIKE HITH HAPTHH
Cepn#HBIH BRIYCK

(aoMep NapTHll, HOMEPA HANCIHE, PEKBUINTEI AOTOBOPA (KOHTPAKTAY, HAKIANHAA)

"Kosupuen JIJICY, CIIA,
Covidien LLC, 15 Hampshire Street, Mansficld MA 02048, USA

HAHMEHOBAHHE H3TOTOBUTEILL, CTPaAHB! 15 11T,

cootBeTcTBYeT TpebopanmaM: ['OCT P 50444-92 (p. 3, 4), TOCT P M3BK 60601-1-2010, FOCT P UCO
80601-2-12-2013, I'OCT IEC 60601-1-8-2011, TOCT 31513-2012 (ISO 7767:1997), T'OCT 31517-2012
(ISO 5359:2000), FOCT 31518.1-2012 (ISO 5356-1:2004), TOCT P M3K 60601-1-2-2014, TOCT P
52770-2007, TOCT ISO 10993-1-2011, FOCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO
10993-11-2011, TOCT ISO 10993-18-2011

(0Be3HAUCHHE HOPMATHBHBIX JOKYMCHTOR, COUTBETCTRHE KOTOPLIM NOATREPIICHO JaNHOH ekNapaursii, ¢ yKasamieM NyHKTOB 9THX HOPMATHBHBIX
NOKYMEHTOB, COAEMKANIMK TPeGORAHNA 115l AAHHOMH NPOIYKIMH (YEayTH))

Jexnapanus npHHEATA HA OCHOBAHHMH: TPOTOKOIA TexHHYecknx ucnbrranmit Ne 2015-290.1 ot 02.07.2015
NIT 3A0 "HezaBMcHMBIA WHCTHTYT MCIBITAHUHA MegunnaceKol Texuuku'", per. Ne POCC RU.0001.517966
o1 15.04.2015; nportoxona uenbrtamuit Ne 565-1301-192-020-15 ot 26.06.2015 OO0 "WJ1 D11 SMC", per.
Ne POCC RU.0001.21M5D48 ot 07.10.2014; npoTOKOI0B TOKCHKOIOTHIeCKEX ucnbrtanuii NeNo 2235.015P
— 2245.015P ot 26.05.2015 WIL ®IBYH "HUHU OXM" DMBA Poccun, per. No POCC
RU.G001.21MM33, 05.09.2012 - 16.07.2015

Perucrpannodnoe yrocrorepenue enepansHoH Cy:KOBI IO HA30PY B cepe 3MpaBoOXpaHEHU

No P3H 2016/4155 ot 25.01.2017

(]'Hi(bD[Z)MﬂL[PIH 0 JOKYMEHTAX, ABJIAIOIMXCI OCHOBAHNEM T4 MPAHATHA ,J],CI(.I'IH]}H]_IHH)

Jara npunarag aekmapanqun - 26.01.2017
BHH IelicTBUTENLHA O 26.01.2020

Iasicysosa Enrena Bukroposaa
(MHMIHATEL, (paMILII)

{HHHMEHDBHHHE I aapec oprada ro CCp’l‘[r[(t)iflKalel,

roMuseaukw, oM Ne 3, kopye 1 tenedon: +7 (495) 783-42-17

FAPETHCTPHPOBABLIET) AEKNAPALMIO)

POCC US.MIT18.7100498 or 26.01.2017

(aTa PeTHCTPALENH [ PErHCTPALMOHEBH HOMEpP ASKTapatiii)

Pa— A'/]' Jloko

(I'IDJII'IHCB, HHHLHHAIEI, {bﬂ.MHHHH PYKOBOAWTCIL OPIaHA 110 CCp'l'}i(l)I-il(ﬂLl,}l}-i)




AnnapaT HCKYCCTBEHRO# BEHTH/IIIMHE erkix Newport E360, ¢ IpuHaIIeKHOCTsIMA
Cocras:

1. OcHORHOIM ONTOK annapara.

2. Jarunk moroka (2 mrT.).

3. Kabens ourasns.

4, KnamaH BELIOXA MHOIOPa30BBIH.

5. PYKOBOJICTBO IO SKCILTYATAIlHH.

[Ipuna/UIeXHOCTH:

1. Kommuext dunsTpa aexarensroro kortypa ACC2100, ACC2102, ACC21047, ACC2106, ACC2105 8
COCTARE:

- (bHITBTP ABIXATENLHOrO KOHTYpa (He Gonee 2 wT.);

- IIJI&HT BO3JRY [ITHBIHA;

- IIJIAHT KUCITOPOIHLII;

- [ITasra ¢ AeprkareieM KOHTYpa,

- BJI0K ¢ PETBCOBOH HATIPABIAIOIICH.

2. IlLnarr sosaymmsii HOS801P, HOS803P, HOS808P, HOS809P, HOS812P, HOS1602P.
3. TInanr kucroponnsi IIOS802P, HOS804P, HOS806P, HOS807P, HOS810P, HOS813P.
4, TecroBoe IErKoe ¢ orpanauuTe/em/sactonkoid LNGS500A (500 m).

5. Tectopoe nérkoe LNG600P (500 m).

6. TecToBoE AETKOE ¢ YEXIIOM H orpaHHdaTenem/3acnonkoit LNG80OP (1000 m).

7. TectoBoe néTKoe HeonaranpHoe (-118000-0.

8. Mewiox juis TectoBoro nérkoro LNG810P.

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

10. KommekT ¢miisrpa Boinoxa ¢ mogorpesoM KIT2220A B coctase:

- hWIIBTP BHIOXA,

- TpyOKa KOHTYpA,;

- HaTpeBaTellb;

- BIIAroCOOPHHUK;

- KOHHEKTOp.

11. Harpeparens ¢pumstpa Beioxa 800-22202.

12. dunsTp BRyIoxa MEOrOpasossri FLT1200P,

13. ®unprp BeOXa ogHopazorstit 3000/03-C, 12 mr.

14. Cetesolt ynmunutens PST3600A.

15. lepxatens manra HGR360A,

16. Hepxarens anst Gannonos KIT2122A.

17. BnarocGopauk Muoropasosstit G-313003-1 (75 m).

18. Kpenuierse /i YRJAGXKAATENS ¥ QUILTPa BRIIOXA C fIOTOTPEBOM 604041083-000.
19. Jarupk motoka FLS2101P, FLS2101P-C (me Gomnee 5 1uT.).

20. Kucnopoamsrit ratunk Sen2103P.

Mascynora Esena BuKkTopoBHa
(MHMTTHATEL, (DAMMITH)

Cpeaenus o perHC’rf)aﬂHH TeKITAPALTT O COOTBETCTBHE
,nﬂEHTP CEPTI/ICDI/IKAHI/II/I Vi JIEKJIAPHPOBAHUA". Ne RA.RU.11MIT18

L (HAMMEHOBAHNE M AUPEC OPTAHA [10 CEPTHPHKALIA,
123308,

Moe "a' MH@BHHKH nom Ne 3, kopayce 1 tenedom: +7 (495) 783-42-17

3APETHCTPHPOBABILErD ASKITAPALIMIO)

POCC US.MII18.J100498 ot 26.01.2017

{nata pemcrpamm W PErBCTPAUHOHHEI HOME ASKTapauuu)

AJ, Joxo

(NOAMHCH, HHUITHANTE, (PAMMITHA PYKOBOJMTENS OPraHa [o cepTH(HKALHIL)




21. Kowuryp neixarensabit 900MR742, BCD22820P, BCD23811P, BCD32820P, BCD40801P, BCD43801P,
BCD43811P, BCS12810P, BCS12820P, BCS22810P, BCS22820P, BCS32810P, BCS32820P, PBC335],
PRC340A, PBC345A, PBC410A, PBC410J, PBC450A, PBC450], PBC460A, PBCA05A, PCB412S, RT111,
RT114, SBCOO1A (me Somee 20 mT.).

22. GunpTp GakrepAaTBHbI oHopaszossni FLT1801Q-C, FLT1801Q (ne 6omee 50 mr.).

23. Bo3aymHstii koMipeccop co crolikoif ra konécax C235-230V-50-1, (235-230M-60-1.

24, Konnektop Muoropasosrtii ADP1802P.

25, Knanan seigoxa EXH2105A.

26. TeMuepaTypHBIi JaTIHK B KOMIDIEKTE C a/IaTepOM U KPEIICHHEM K CTOMKe Ha KOmEcax ACCS850AD.
27. Kommrextst Temnepatypabix gataukos ACC850AR, ACC850PR, ACCS850IR, ACCS8501IS B cocrase:

- TEMIIEPATYPHBIH TaTUHK;

- aanTep;

- HATPEBATEILHBIA IPOBO/I;

- POBOJHHK;

- pesepByap;

- KperuicHue K CTOHKe Ha KOIEcax.,

28. Kpernenue K crofike na xonécax 900MRO30-1.

29, Anarrrep A4S HarpeparTelbHOTo MPOROJIA 900MRS805, 900MRESS.

30. Temmeparypreiit garauk 900MR860, 900MRSE6S, 00MRE69.

31. Pezepsyap MR340, MR370.

32. HarpesarensHeii mporo 900MR510, 900MR751, 900MR754.

33. TIpoBOAHHUK /i1 BBEACHAA HATPEBATCIBHOIO IPOBOAA 900MRO70.

34. Akxymymarop premauit BAT2100S.

MecTo IpeH3BOACTEA:

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

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

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

. EKOM spol, s.1.0., Priemyselna 5031/18, 921 01, Piestany, Slovakia.

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

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

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

_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 Technology UK - Medical Air Filtration Division, NFC House, Vickers Industrial Estate,
Mellishaw Lane, Morecambe, Lancs, LA3 3EN, UK.

OO0 =1 O A s L D e

M.IL TlracyuoBa Egena Bukropopna

(MHMIHATEL, (haMATTHA)

Y

P E

5 H@Rﬁlﬁpféﬂ% ' COOTBETCTRUH

POHIAL AT TEKIAPUPOBAHVA", Ne RA.-RU.11IMII18
R TR {HANMEHOBANUWE 1 AAPSC OPTAHA 110 cepTnhuKALETH,

HEBHAKH, oM Ne 3, koprye 1 tenedon: +7 (495) 783-42-17

3aPErHCTPAPORARINErC ACKTIApAlH !0}

POCC US.MITI18.7100498 ot 26.01.2017

{naTa peTHCTPALMY { PECHCTPAICHHEIH HOMED LEKIAPALNH)

P AL JToko

{LOATTFICH, MHHUMATET, GaMEIIHA PYKOBOAMTE/ OPTaIA 16 CEPTRHKALIMH)




