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AﬂnapaT ucxyccmennoﬁ BEHTHJIANHH .Jlenmx Purltan Bennett ceplm 980
c npnna.unemuuc*mmu ST :

Hacromee pemcmannormoe y;xocmBepeHHe BBIZAHO
Losrnen JIJIC", CIIA, ' B
vullen LLC 15 Hampshlre Street, Mansfield MA 02048 USA-

oasanna’rem, e
M OBHIHEH JIJIC" C]]IA, 22 BENGR RN R
hs __Co dren LLC 15 Hampshxre Street, Mansfi eldMA02048 USA_.-'._ A

-cm HpOHBBOI[G‘IBa MemmHHCI{om na,uem '
:pmlomenue -

Knacc no*remmaﬂworo pncxa HpUMEHEHHA MGJ.{HIIHHCI(OI‘O sz:em 26

_ Kon Oﬁmepoccmmxoro maccadmxaropa IPOJYKIIMH 10 BH[AM BKOHOMHHecxoﬁ
-':Iemmaﬂocm 32.50 21 121 _ _

: : I o P G b
; - 4 % ‘;3"".
- ',
; .,._éﬁ
g ”.J‘; 4 X
aly

s npnxazom P0cs,zrpzuma.lr.%op"5’“3“2 i -3‘2- 17




cpmpmm CAYXBA TIO HAASOPY B COEPE SAPABOOXPAHEHVLH
~ (POC3APABHAA3OP)

st - HPHJ'IO)KEHHE :
- K PETHCTPAHHOHHOMY YAOCTOBEPEHHIO
-~ HAMEAULUHUHCROE U3AEJIUE |
ot 20 mioas 2017 roaa Ne P3H 2017/5999

- Ha MCI(HIIH‘HCKOC u3eme
~ Annapat HCKycCTBeHHOH BeHTHIAIMH Jerkux Puritan Bennett cepm{ 980
C NPHHANTERHOCTHMH
BapuanTel WcnonHeHns:
1. Annapar UBJI Puritan Bennett 980 s nereii u B3POCITIBIX.
2. Anmapar HMBJI Puritan Bennett 980 111 HOBOpOXKIEHHBIX.
- 3. yHUBepCAIbHBIN armapa’r WBJI Puritan Bennett 980.
Cocras:
= Fpa(pmecm uHTepdeiic Moap30BaTeNs.
- 2. bnox obecnieuernus JBIXAHHS,
3. GubTp BjrOXa.
4, (IJBJ}LTp BEIIOXA.
ST Kormexrop JUIS KOHJIeHCcATA.
6, Inanru AeIXaTenpHble - 2 MT.
-~ 7.TloncTaska Jeparesb ¢ KOJeCaMu i KOMIIPECCOPOM,
8. Hlnyp amexTponuTanms.
- 9. TubKuit KpOHIITEHH.
- 10. Ipenaxupiit maker.
11 PyxoBonctso nonb3oBaters.
- 12. CD-nuck ¢ pyKOBo):cCTBOM 110JIb30BATEII.
13 I{OH’Typ <<3OJIOTOPI cragfapty (s BeitosniHenus EST).
14, KoMI/ieKT MHOrOPa30BOTro JBIXATENBHOTO KOHTYPA JUis B3POCITBIX
c nposogom noaorpesa G-061235-00 (npu HEOOXOAUMOCTH), B COCTABE:
- IUTAHT JBIXaTebHBN - 2 IIT.;
- -marpy6ok - | mr.;
- TPOMHUK manueHTa - 1 mr.;
- KOHHEKTOp - 1 mT;
- JiepKateih KOHTYpa - 1 mT.;
= TeMIepaTypHbIH JaTInK - 1 mr.;
- - HArpeBaTeNBHBIA NPOBO -2 MIT.;
- ajianTep AJs HarpeBaTebHOro NPOBO/A ¢ IBYMs pa3beéMamu - | mT.;
~ -crpyna- | mT.
15. KoMILIeKT I1eiIaTpiIeckoro MHQFGPAIOBOrBIbIXATETEHOLO KoHTYpa G- 061223 00
-~ (opu Heoﬁxomoc'm) B COCTaB «‘ = U‘"j vm;o%a
- - [JIAHT JBIXATeNBHBIH - 2 MIT.;
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"cDEA,EPAABHAﬁ CAV)KBA [0 HAA3OFY B C<DEPE 3APABOO?G’AHEHV1H
\ | (POCSAPABHA.A.SOP) 22

. rcunowewiE
R PE!‘HCTPAHHOHHOMY MOCTOBEPEHHIO
- HAMEAMUMHCROE U3AENME
or 20 sions 2017 roaa Ne P3H 2017/5999

- natpy6oK - 1 mt.;
- TPOHHHK TIaruenTa - 1 mr.;

- JepXatens KOHTYpa - 2 IIT.;
- - BIarocOOpHHUK - 2 IIT.;
< KOHHEKTOp - 4 miT,
16, KoMIUIeKT MHOropa3oBOro JbIXaTeAbHOTO KOHTYpa
s JUISE B3POCTIBIX G-061208-SP (ipu Heoﬁxommocm), B COCTaBe:

- IUTAHT JBIXATeJbHBIH - 2 T,

-~ -TpybKa coemmmﬂaa 2T,
S i narpy6ok - 1 mr.;
- TPOMHHK HanuenTa - 2 mT.;
- - KOHHeKTOp - 1 mT,;

- = JlepKatels KOHTypa 1 mt.;
Bnarocﬁopﬂmc i

% .Kommem' MHoropasonoro JBIXaTeNLHOTO KOHTYPA JULS B3POCHBIX
¢ Braroc6oprukamu 4-015254-00 (nipu HBDGXOI{HMOCTH) B COCTaBe:
- LJIAHT JIBIXaTebHbIH - 2 [IT.; . o
s prﬁxn COEMHATEBHBIE - 3 IIT.;
- KOJUIEKTOD TSt cGopa Kom/iencara - 1 mr.;
e Tpoﬁﬂmc nalueHTa - 2 mrt.;

- - BIarocOOPHAKH - 2 T
- ajantep Juis KoekTopa - 1 mT.;
- ajanTep i TEMIIEPATYPHOTo AaTumKa - 1 mT.;
- COSIMHUTENH afanTepoB - 2 IIT.
- Tpunamnexuocra:

2o Hepxareis KOHTYpA, [OABMIKHBLH, C H3MEHSEMO KOHc}mrypauHen 4- 032006 00.

o 2. Tecrossiii manr 4-018506-00.

9 I{penemm KOMH.FIGKTYB fAJCHH

3. Bapsmas crammr 10087410,
- 4. AkkymynsTopHAs 6arapes 10086042.
i Cnnmcononoe TeCTOBOE JeTkoe GsPYs 0000,
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= (DEAEPAABHAFI CAV)KBA 10 HAA3OPY B COEPE S,A.PABOOXPAHEHMH
(POC3APABHAA3OP)

" MIPUJIOYKEHUE

R PEFHCTPAHHOHHOMY Y,[IOCTOBEPEHPHO
' HA MEAWLUHWHCROE H3AEJIME

ot 20 mroas 2017 i‘ona Ne P3H 2017/5999

= KpenExHbIi 27ieMenT 2 - 1 mr.;

- 6onThr-4 mr.

~ 10. @ukcarop kucinopoanoro 6amiona 10086050.

11. Biraroc60pHEK 17151 BHEIIHEH CHCTEMBI o ga4un Bo3ayxa 10086051.
12. Mexanngeckuii puasrp Crepusent 351U5856.

13. ®uiistp BRoxa GakTepHanbHbLi MHOropasossri 4-074600-00.

14. ®unbTp BIOXA 6akTepuanbHbii onHopasoskil 4-074601-00.

= 15. ®unsTp BHITOXA GakTepHalbHELl 0fHOpa3oBkif 10043551 Bspocnme/nem -

e Gouee 12 m.
~ 16. ®uyieTp BBIIOXa GaKTEpHATBHBIH MHOTOPA30BBIA 10063033, Bspocnmefne’m

o - 17. Crakan s c6opa KoH/eHCaTa 10063031,
18, Kyaman Bpifioxa ¢ aTdykkoM 1otoka 10097468.
~19. KomiyiekT JaT9uKoB MOTOKa KnanaHna Bbitoxa 10086048 - ne Gonee 6 1T,

20. Hatunk KarHorpaduueckuit CO2 10087409.

21. Heo/nerckuit CO2 apantep ams Bozayxosoaa 10078386, oanopa3oBhlii - He 6omee 10 .
22. der/mapocibii CO2 agantep st Bozayxosoza 10078387, onrHopasosslii - He Honee 10 mr.
23. Heo/netckuii CO2 ananrrep 10083943, MHOropa3oBbIi.

- 24. Jler/s3pocnerit CO2 agantep, MHOTOPa30BBIH 10083942.
~ 25. Memoxk s Konzpencara 4-048491-00 - we Gomee 25 mt.

- 26. XomyT MHOropa3zosbiii 4-048492-00 - ge 6osee 5 mmT.
27. Tpybxa Memika [1s Konziencara 4-048493-00 - ne 6osee 10 mr.

- 28. Kpbimika crakasa ayis c6opa koujiencara 4-074613-00.
220 OnHonaTpy6ouHbli KOHTYD U MIIAZICHIIEB ¢ moporpesom 307/8447, O,HHODB.BOBHH
30. Cucrema neonaranpHol (unpTparmn Bernoxa 10095100, B coctase :

- KPOHIITEHH - 1 mT.;

- HeoHaTAIBHbIN GUIETP BbIIOXA - | 1T,
-31. HeonaranbsHsiii (puistp Bbigoxa 4-076900-00.
- 32. lpoxcumanbhsiii naTank moroka 10047078.

33, HeoHaraibHbIN IaTYHK MOTOKA U CO2 10005002, oaHOpa3oBeiii - He ﬁonee 10 HIT.
Mecro npou3BoacTBa:
1. Cowdlen, Michael Collins Road, Mer ;.,
2. Covidien, Boulevard Insurge , aj]
- 3. Mallinckrodt Dar S.r.1. Via G.B "ve 4/6 '_ 3 7 Nhrandola (MO), Italy
4. Covidien, Avenue Henequg ”Bf’e ﬁs% " B
Chihuahua, Mexico. Hesi '
=5 Respironics Novametrix, BEG
~ Pyxosoaurens ®enepainn ik i, Ciay (w4 £ s ‘
- 1o Hajsopy B cepe sapasooxXparens 5 oy A s eV A Mypamno
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1
AEKJIAPATIAS O COOTBETCTBHHU
O0mecTBo ¢ OrpanH4cHHOI 0TBETCTBEHHOCTBIO "MeaTponuk"; 000 "MeaTpouuk"
m‘mmm
MexpaitoHHas HHCTIeKUMs Depepanpnoii Hanoropoit ciyx6Gu Ne 46 o r. Mockse , 30.01.2008
CAGACHIA & PeriCTPALIUY OPrANMIAHH HAN IHANBHAYANLHOND NPEANPIHIMATENR
OI'PH 1087746137247
{HanmeHonanne PETHCTRIDYIOMWErD OPrava, NaTa percapam, perucTpiuncHHelil Hoxmep)

Anpec: 123112, r. Mockea, IMpecHenckas nab., a. 10, 51.9, nom 111, xom. 41, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(anpec, Tenedon, dake)
B nuue _ TenepamsHoro mupekrtopa Ilnacyroroii Enenbt BEKTOpOBHE]
(nomsHoCTS, damuann, i, oTuecTRo PYROBOANTENA OPraHH3AWHY, OT HMEHI KOTOPOIT MPIRNMESTCR OexNapauin)
3agsnger, yro Annapar HckyccTBeRRolt BenTHARNMY derkux Puritan Bennett cepun 980, ¢
DPHHALTEKHOCTAMH

(Hanmenosakiie, TN, Mapka NPoRYKUIN (Yenyrs), Ha KOTOPYIO pAcnpOCTPpaHeTea Atkiapaling )

Kon OKIIN2 32.50.21.121 Kox TH B3/{ 9019 20 000 0
ko1 OK 005-93 u (i) TH B, CHI™ imt OK 002-93 (OKYH), coencuin o cepufinom berycre win napTiy

CepuifHeni BLImyck
(HoMep napTin, oMepa wagenud, PEKRIGITLE A0TOBOPA {(KOHTPAKTA), HAKNANHAK)
"Kosuauen Jlne", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA
HanmMenopapne HIFOTORKTENA, CTPadeEl U T.N
CooTBeTCTRYeT TpeboBanuam: TOCT P 50444-92 (Pasa. 3, 4), TOCT P M3K 60601-1-2010,TOCT P
HCO 80601-2-12-2013

(0503HA%EHIIE HOPMATHBHLIX A0KYMEHTOR, COOTRETCTBIIE KOTOPLIM MOATREPACHO AAIHO Aexnapattitell, ¢ YRGIaHHEM HYHKTOB ITHX HOPMATHBHBIX
AQKYMEHTOE, COAEPXRMLNY TPEGORAHNA MNY AaHHOD npoayrwnL (yemyri))

Heknapauus npHHATA HA OCHOBAHMH: NPOTOKONA TEXHHYECKHMX HCnbITanuii Ne 2020.TD-210.07CP or
28.07.2020 r. OO0 UL "MenTectllpuGop", atr.akk. Ne POCC RU.0001.21 MII26 ot 22.07.2015r.
Perucrpaumonnoe  ynocrosepenne QegepanbHoil  cyxGe1 o Hamsopy B cepe 3ApaBOOXpaHEHHA
(POC3IPABHAJI30P) Ne P3H 2017/5999 ot 20.07.2017 .

{(nHdopMaLIm 0 KOKYMENTAX, ABASIOLINYCA OCHODDHWCH ONA NPITHATIE BEKNAPALLINE)

Harta npunsTas nexnapamun  28.07.2020
Hewnapaius 0 cooTBeTCTBHH NeHCTBHTEBHA o 28.07.2023

M.IT. Jf’ Ilnacynosa Enena Buktoposna

(nonnw (unumaanel, Gamumms)

Cnegcuppl 0 PerHcTpauuy AeKiapanyt 0 COOTBETCTBUH
AQ90HEHTP CEPTUOHKALIMY U JIEKTAPHPOBAHHSI», No RA.RU.11MII18
: ."_,' i ‘..\- NS \

(naumenosanne i anpec opraxa no cepridinkatmg,

/4233 gwMoo : - Muésrukn, nom Ne 3, kopnyc 1, stax 3, mom.1, xom. 26 Tenedon: +7 (495) 783-42-17

o) 3APErHCTPHPORIBIIEND ACKAAPALILGO)
|\ R A-US.MIM18.B.03158/20 or 28.07.2020 Aevctayer o 28.07,2023
Ny yid (nata perucTpawin  perictpationnyill Homep acknapaum)
NI e 567 L A.JL [loko

- / (noanuch, mrowans, dgastima PYROBOANTERA OpraHa no ceputdwikanini)



P2

 JATAPAT UCKYCCTBEHHOH BEHTHAAUMH jlerkux Puritan Bennett ceprn 980, ¢ npuHaznexHOCTAMHU
BapHaHTEHI ECITOJTHEHHA:

1. Annapar UBJI Puritan Bennett 980 ans meteii 1 B3pocnerx.
2. Annapat UBJI Puritan Bennett 980 ans HoBopoXAEHHBIX.
3. ynusepcansHeii anmapar YUBJI Puritan Bennett 980.
Cocran:

1. I'paduyeckuii uurepdeiic nons3oparens.

2. brok ofecniedeHRs JILIXaHUS.

3. ®unstp BROXA.

4, ®uneTp BEIZOXA,

5. Konnexrop ana xonpencara.

6. [llnaHru feIXaTensHEE - 2 W,

7. TloacTaska AepkaTelb ¢ KOJECAMH H KOMIIPECCOPOM.

8. HInyp snexTponHTaHHs.

9. I'ubkuii KpoHIITEHH.

10. JlpeHa)xHEIN maKeT.

11. PyxoBonacTRO MONB30BATENA.

12. CD-auck ¢ pyKOBOACTBOM IONB30BATENS.

13. Kontyp "30moToii crannapt" (s semonuenns EST).

14. KoMmieKkT MEOIropa3soBoro ALIXaTENLHOTO KOHTYpa JUis B3pOCNBIX C POBOJAOM rogorpeea G-061235-00
(npn He0GXOOUMOCTH), B COCTABE:

- LJTAHT JABIXATEeNBHEBIH - 2 1UT.;

- marpy6ok - | wr.;

- TPOHHMK NanueHTa - | 1T.;

- KOHHeKTop - 1 1wT.;

- lepkaTenb KOHTypa - 1 wr.;

- TEMMIePATYPHBI JaTyvk ~ 1 mrT.;

- HarpesaTenbHbI NMPOBOA -2 MIT.;

- amanTep [Ji1 HarpeBaTeNs>HOrO MpOBoaA C© ABYMA pasbéMaMi - 1 T,
- CTpyHa - 1 urt.

Heoﬁxo,unmocm) B COCTaBe:

- ILII@HT OBIXATEeABHEI - 2 T}

- TpyOKa coelMHUTeNBHAS - 2 IIT.;
- matpybok - 1 mr.;

- TPOHHHUK HamHenTa - 1 wr.;

- Jep¥KaTeNb KOHTYpa - 2 UIT.;

- BMarocOOpHHUK ~ 2 1IT.;

- KOHHEKTOp - 4 mT.

16. KoMnriekT MHOTOpa3oBOro ALIXATeNBHOTO KOHTYpa I B3pocnsix G-061208-SP (npn HeoGxoHMoOCTH), B
coCTaBe:

- IJIAHT JABIXATeNbHBIH - 2 1
M.IL (% Mascynosa Enena Buxropoena

(no,umw (maunHane], haMuIus)

{HalIMEHOBAHME 1 aapec oprada no cep'mdmxamm
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"py6Ka COSIMHNTENbHAS - 2 WT.;
r matpy6oK ~ 1 mrT.;
" - TpoHHHK NAUCHTa - 2 IUT.;
- KOHHEKTOp - 1 mT.;
- OepaKaTerk KOHTypa - 1 mT.;
- Biarocbopuux - 2 mr.;
- aganrep - 1 mr.
17. KoMrekt MHOropasoBoro AsixaTeNbHOrO KOHTYPa IUTS B3POCILIX ¢ BRarocGopHuxamu 4-015254-00 (tpu
HeoOXCUMOCTH), B COCTABE:
- OUIaHT ABIXATeNBHENH - 2 MIT.;
- TpyOKH COEAUHUTENBHEIE - 3 TUT.;
- KoJUTeKTop mis cGopa konaeHcara - 1 wr.;
- TPOHHHK HalMeHTa - 2 IIT.;
- BIArocOOpHUKH - 2 IIfT.;
- amanTep A Ko/lekTopa - | mr.;
- ananTep S TEMNepaTypHOro JATYHKA - 1 IT.;
- COETUHHTENN afanTepos - 2 1T,
IMpunagnexHOCTH:
1. lepxatens KOHTYpa, MOABMKHBIH, C HIMEHAEMOH KOH(DHTYpatmei 4-032006-00.
2. TecroBslit wnaur 4-018506-00.
3. 3apannas ctanuug 10087410,
4. AxxymynatopHas 6atapes 10086042,
5. CunmkoHoBoe TecToBOE Jierkoe G-118000-0.
6. Tecroroe nerxoe 1 1 4-000612-00.
7. TectoBoe nerkoe 4 11 4-075578-00.
8. ®uxcarop kouTypa 4-020724-00.
9. Kpenexaisiii kommnekT yenaxuutens 10086049, B cocrage:
- KpenexXHemi aneMenr 1 - 1 wr.;
- Kpen&xHeIH 31eMenT 2 - 1 mit.,;
- BOATH! - 4 1WT.
10. ®uxcarop kucnopoauoro Sannona 10086050,
11, BnarocGopruk s BHEIHEH cucTeMbl nogaaH Bosmyxa 10086051.
12. Mexannyecknit Gpuabtp Crepupent 351U5856.
13. OunsTp BROXa OakTepHaNbHBI MEOTOpasoBLIit 4-074600-00.
14. QunsTp BROXA GaKTepHANLHEIH ofHOpasoBbiii 4-074601-00.
13. ®unbtp BrinOXa GakTepHanbHbll ofHopasosstit 10043551, s3pocnsie/zery - ne Gonee 12 mr
16. Ounp1p BBINOXA GakTepHanbHblt MHOrOpazossiit 10063033, B3POCALIE/NETH.
17. Craxaun mna cGopa xonpencara 10063031.
18. Knanau seigoxa ¢ mataukom notoxa 10097468.
19. KoMnnext naT4MKoB NOTOKa KnanaHa Beigoxa 10086048 - ne 6onee 6 .
20. Natunx kanHorpaduueckuit CO2 10087409,

21. Heo/mercxuit Cé)?ﬂep ans posgyxonsofa 10078386, ogHopazoBelit - He 6onee 10 1w

Ilnacynosa Enena Bukroposna
(MAMUMAnE], aMHUIK)

CeeieHiT @ percTpauy B 810y HE
OO0 U IR CEPTHO RN BRI SPIPOB AHII STy, No RARU.1 IMIT18

123308; Moclcua&},\;r.‘;MHéB

opnycl amax 3, mow. 1, kom. 26 Tenedon: +7 (495) 783-42-17
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er/s3pocnbiit CO2 anantep mis Bosayxosona 10078387, OAHOPA30BEHIi - He Gonee 10 miT.
. Heo/nerckuii CO2 anantep 10083943, Muoropazosiii.

24. fJer/sapocnitt CO2 apantep, Muoropasoesii 10083942,

25. Memok st koHaercata 4-048491-00 - He Gonee 25 .

26. XoMyT MHOropa3sorblii 4-048492-00 - we Gonee 5 mrr,

27. Tpy6xa Memka a5t koHzneHcata 4-048493-00 - He Gonee 10 .

28. Kpriuika crakana juig c6opa kounercara 4-074613-00.

29. Onsonatpy6ouHEIil KORTYD JUIT MNafeHies ¢ noporpesoM 307/8447, oanopasosblii.
30. Cucrema HeoHaTARBHOU GUNLTpaLMY BHLEOXA 10095100, B cocrage:

- KPOHIITEHH - | mT.;

- HCOHATANBHBLE GUIBTP BELOXA - 1 WIT.

31. Heonaraneustii pumeTp Beinoxa 4-076900-00.

32. MpokcumanbHeni naTuuK noToka 10047078.

33. Heonataneuelii gaTamk notoka u CO2 10005002. OTHOpa30BLIif - He Gonee 10 wr.

MecTo npoussoncTBa:

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

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

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

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

5. Respironics Novametrix, LLC 5 Technology Dr. Wallingford Connecticut 06492, USA.

6. TOTEX MANUFACTURING, INC., 2927 Lomita Boulevard Torrance, CA 90505.

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

8. Availmed $.A. de C.V., Av. Paseo Reforma No. 8950, Interior B1, C1, E1, E2, F2, G1 (Locai A.B,C,G,H)
La Mesa, Tijuana, C.P. 22116, Mexico.

M.IL Q% Ilascynosa Enena Bukroposna

noapHcs) (MHHMUMATEL, haMuTHs)

Ceefernns o pﬁ\rggpanﬁﬂ AeKNapalHy O COOTBETCTBHH
QOO «HEHTP CEPTUGUKAIIAN U IEKIIAPUPOBAHK», Ne RA.RU.11MITI8

(HnkvenopMINe 1 Anpec oprana no cepTHiikaunny,

F"' l-mQ&{-thicéa,mranénnum, nomM Ne 3, kopmyc 1, stax 3, mom.1, koM. 26 Tenedon: +7 (495) 783-42-17
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