OEKINAPALNA O COOTBETCTBUU

O61LecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTLIO « TMT» (OO0 «TMT»)

HauMeHoBaHWe opraHusaunm unu pamnnms, MMs, oTHECTBO MHANMBMAYANbHOrO NPeANPUHUMATENS, NPUHABLLNX AeKnapaunio 0 COOTBETCTBUN

3apeructpupoBaHo: f'ocynapcTBeHHbIM yupexaeHneM PernctpaumorHas MNanarta Cankr-lNetepbypra ot
19.06.2001, OI'PH: 1037816032242

CBeAleHnA 0 perncTpaunm opraHmsaunm nnm nHameBnayanbHOro npeanpuHuMmarens (HaMMeHOBaHMe PEerncTpupyolero oprada, Aarta perncrpaumm,
PErUCTPaLMOHHBIA HOMEp)

MecTo Haxoxaenus: 195027, Poccwsi, ropoa CaHkT-MNeTepbypr, ynvuua MarHutoropckas, gom 11, nutep
B. ®aktnyeckun agpec: 192102, Poccus, ropoa CankT-MNeTtepbypr, ynuua Camonnosoin, aom 5, nutep C,
nometyeHve 24H, TenedoH: +78127186952

aapec, TenedoH, dakc

B nuue NeHepanbHoro gnpektopa HoBoxunosa AnekcaHapa BaneHTMHoBMYa
AOMKHOCTb, haMUNUs, UMS, OTHECTBO PYKOBOAWUTENS OpraHn3aLmm, OT UMEHWU KOTOPOW NPUHUMAETCA AeKnapauuns

3asaBnsieT, YTo

AnnapaTt NCKyCCTBEHHOM BeHTUNAUMN nérknx «Putm», B Bapuantax ncnonHexms 100, 200, 300 c
npuHagnexHoctamum no TY 32.50.21-003-56250967-2018:

I. Annapat nckycctseHHon BeHTunsaunn nérkux Putm 100, B cocTtase:

1. Bnok ocHoBHOM — 1 WT.

2. KnanaH HepeBepCUBHbIN — 1 LWT.

3. VIcTOYHUK KUCnopoAaa: KNCNOopoAHbIn 6annoH 2 n (npy HeobxoaMMocTH) — 1 WrT.

4. PeaykTop 6annoHHbIA KUCNOPOoAHbIM (Npy HeobxoaumocTn) 1 Wwr.

5. Knanan MNAKB (npu HeobxoaumocTtu) — 1 wr.

6. KoHTyp AbixaTenbHbin (Npy1 HEO06X0AMMOCTH):

6.1. Bapocnbinn (PY: NedC3 2012/13286, NedC3 2009/04791, NedC3 2009/04992, NedC3 2011/10188,
NedC3 2011/09053, NedC3 2011/10317, NedC3 2010/06637, Ne dC3 2009/03551, NedC3 2011/11170,
NedC3 2008/02774) — He Bonee 2 wT.

6.2. fetcknin (PY: NedC3 2012/13286, NedC3 2009/04791, NedC3 2009/04992, NedC3 2011/10188,
NedC3 2011/09053, NedC3 2011/10317, NedC3 2010/06637, NedC3 2009/03551, NedC3 2011/11170,
NedC3 2008/02774) — He Gonee 2 wT.

7. Macka nuuesas (npy HeobxoaANMOCTH):

7.1. fetckas (PY: Ne®dC3 2012/13286, NedC3 2009/04992, NedC3 2011/10188, NedC3 2010/06637,
NedC3 2011/09053, NedC3 2009/03551, NedC3 2011/11170, NedC3 2011/10317, NedC3 2008/02774,
NedCP 2007/01549.) — He Gonee 2 wr.

7.2. NopgpocTkoBas (PY: NedC3 2012/13286, NedC3 2009/04992, NedC3 2011/10188, NedC3
2010/06637, NedC3 2011/09053, NedC3 2009/03551, NedC3 2011/11170, NedC3 2011/10317, NedC3
2008/02774, NedCP 2007/01549) — He Gonee 2 wr.

7.3. Bapocnas (PY: NedC3 2012/13286, NedC3 2009/04992, NedC3 2011/10188, NedC3 2010/06637,
NedC3 2011/09053, NedC3 2009/03551, NedC3 2011/11170, NedC3 2011/10317, NedC3 2008/02774,
NedCP 2007/01549) — He Gonee 2 wwiT.

8. KoHTyp abixaTenbHbI AN pexuma nHransiumm (npym HeobxoaumocTu) B COCTaBe:

8.1. Tpybka gbixatenbHasi (PY: NedC3 2009/04992, NedC3 2008/02470, NedC3 2011/10188) — 1 wr.
8.2. Mewwok (PY: Ne®C3 2009/04992, NedC3 2008/02470, NedC3 2011/10188) — 1 wr.

9. MHeBMONpOBOA ANsi NOAKIIOYEHNS KUCNOPOAA BbICOKOro AaBneHus (Npn HeobxoanmocTn):

9.1. «MHeBMOpO3eTka-annapaT» — He 6onee 2 WT.

9.2. «bannoH-annapaT» KOpoTkui — He Bonee 2 WrT.

9.3. «bannoH-annapat» ANUHHBLIA — He Bonee 2 wWrT.

10. AganTep anekTponutanusa 220/12 B — 1 wr.

11. Kabenb nutanusa 12 B (npu HeobxoanmocTtu) — 1 wir.

12. PykoBoacTBO NO akcnnyaTaumn — 1wT.

13. MacnopT — 1 WT.

MpuHagnexHocTu:

1. KpenneHwne npucrteHHoe — 1 wr.

2. Pama 3awmtHas — 1 wr.

3. Cymka Ans nepeHockn — 1 wr.

Il. Annapat UcKycCTBEHHOM BeHTUNALUMKN nérkux Putm 200, B cocTaBe:

1. BNOK OCHOBHOW — 1 WIT.

2. KOHTYp AbixaTenbHbIA 04HOPa30BbIN (Npy Heo6XoAUMOCTH):

2.1. Bapocnbin (PY: NedC3 2012/13286, NedC3 2009/04791, NedC3 2009/04992, NedC3 2011/10188,
NedC3 2010/06637, NedC3 2011/09053, NedC3 2009/03551, NedC3 2011/11170, Ne®C3 2011/10317,
NedC3 2008/02774, NedC3 2010/08292) — He 6onee 20 wT.

2.2. petckun (PY: NedC3 2012/13286, NedCP 2010/07116, NedC3 2009/04791, NedC3 2009/04992,
NedC3 2011/10188, NedC3 2010/06637, NedC3 2011/09053, NedC3 2009/03551, NedC3 2011/11170,
NedC3 2011/10317, NedC3 2008/02774, NedC3 2010/08292) — He Gonee 20 wiT.

2.3. HeoHaTanbHbIl (PY: NedC3 2012/13286, NedC3 2009/04791, NedC3 2009/04992, NedC3



2011/10188, NedC3 2010/06637, NedC3 2011/09053, NedC3 2009/03551, Ne®dC3 2011/11170, Ne®dC3
2011/10317, NedC3 2008/02774, NedC3 2010/06292) — He 6onee 20 wr.

3. KoHTYp AbixaTesnbHbIil MHOropasoBbIi (Mpy HeobxoanmocTh):

3.1. apocnbiit (PY: NedC3 2012/13286, NedCP 2010/07116, NedC3 2011/10188, Ne®C3 2009/03551,
NedC3 2011/11170, NedC3 2011/10317, NedC3 2008/02774, NedC3 2010/08292) — He Gonee 2 wr.
3.2. getckun (PY: NedC3 2012/13286, NedCP 2010/07116, NedC3 2011/10188, NedC3 2009/03551,
NedC3 2011/11170, NedC3 2011/10317, NedC3 2008/02774, NedC3 2010/08292) — He Gonee 2 .
3.3. HeoHaTanbHblit (PY: Ne®C3 2012/13286, NedCP 2010/07116, Ne®C3 2011/10188, Ne®dC3
2009/03551, NedC3 2011/11170, NedC3 2011/10317, Ne®C3 2008/02774, NedC3 2010/08292) — He

Bonee 2 wWr.

4. NaTymnk NoToKa nepudepnyeckwii (Npy HeobxoaMMoCTH):

4.1. Bapocnbii/aeTckuii MHOropasoBbIn — He 6onee 5 wWT.

4.2. HeoHaTarnbHbIM MHOropa3oBbI — He bonee 5 WT.

5. MHeBMONPOBOA ANA NOAKIOYEHNS KUCNOPOAa BbICOKOrO AaBneHms (Npyn HeobxoammocTw):

5.1. «MHeBMOpo3eTKa-annapaT» — He Bonee 2 wr.

5.2. «BbannoH-annapaTt» ANUHHBLIA — He Bonee 2 WT.

6. NMHEBMONPOBOA, C KOHHEKTOPOM Arsi MOAKMIOYEHNUA KNCIopoaa HN3KOro AasneHns (npu
HeobxogumocTn) — 1 wWr.

7. YBnaxHUTENb akTUBHbIN (NP1 HE06X0AMMOCTH), B COCTaBe:

7.1. Brnok ysnaxnutens (PY: Ne®C3 2010/08292, Ne®C3 2007/00742, NedC3 2012/12372) — 1 wr.

7.2. Kamepa yBnaxHuTens oagHopasosas sapocnas/aetckas (PY: Ne®C3 2010/07442, Ne®dC3
2012/12372) (npn HeobxognmocTn) — He bonee 10 wr.

7.3. Kamepa yBnaxHuTens ogHopa3sosas HeoHaTanbHas (npu HeobxoaumocTh) (PY: NedC3 2010/07442,
NedC3 2012/12372) — He bonee 10 wr.

8. YBnaKHUTENb aKTUBHLIA C CEPBOKOHTPOMEM TeMnepaTypbl (Mpu Heo6X0MMOCTH), B COCTaBe:

8.1. Bnok ysnaxHutens (PY: NeP3H 2014/1416, NeP3H 2015/2620, NedC3 2012/12372, NedC3
2010/07442) — 1 wr.

8.2. [laTumnk TemnepaTypbl yBraxHuTens (npu HeobxogumocTtn) (PY: NeP3H 2014/1416, NeP3H
2015/2620, Ne®C3 2012/12372, Ne®C3 2010/07442) — He Bonee 2 WT.

8.3. MlhankaTop Temnepatypbl AbixatensHon cmecn (PY: Ne ®C3 2007/00742) (npn HeobxoammocTn) — He
bonee 2 wr.

8.4. HarpesaTenb MHCNMPATOPHbLIN MHOrOpa3oBbIi (Mpu HeobxoanmocTu) (PY: NedC3 2010/08292,
NedC3 2012/12372) — He Bonee 2 wr.

8.5. Kabenb HarpesaTens (npu HeobxoanmocTtn) (PY: NeP3H 2014/1416, NeP3H 2015/2620, Ne®C3
2012/12372, Ne®C3 2010/08292) — He Gonee 2 wT.

8.6. CTpyHa ana MoHTaxa HarpesaTens (npn HeobxoanmocTy) (PY: NedC3 2012/12372) — He Gonee 2
.

8.7. Kamepa ysnaxHuTens MHoropa3sosas B3pocrias/getckas (PY: P3H 2014/1416, NedC3 2010/07442,
NedC3 2012/12372, NedC3 2010/08292) (npu HeobxoanmocTn) — He bonee 2 WrT.

8.8. Kamepa yBnaxHuTena MHoropasoBasi HeoHaTanbHas (npy HeobxoaumocTw) (PY: NeP3H 2014/1416,
NedC3 2010/07442, NedC3 2012/12372, NedC3 2010/08292) — He Gonee 2 wrT.

9. Mogenb Nnerknx AemMoHcTpauunoHHas (npy HeobxoanmocTu) (PY: NedC3 2010/08292, NeP3H 2013/155,
NedC3 2008/01229) — 2 wr.

10. Macka nuuesas MHoropasosasi 4ns B3pocnbix (Npy HeobxoammocTn) (PY: NedC3 2011/10188,
NedC3 2011/11170, NedC3 2012/13286) — He H6onee 3 wT.

11. Macka nuuesas MHoropasoBasi Ans getew (npn HeobxoammocTn) (PY: Ne®C3 2011/10188, NedC3
2011/11170, NedC3 2012/13286) — He Gonee 3 wT.

12. Macka nvueBasi MHOropa3oBasi 4t HOBOPOXAEHHbIX (Npn HeobxoaumocTth) (PY: Ne®C3 2011/10188,
NedC3 2011/11170, NedC3 2012/13286) — He Honee 3 wr.

13. Ha6op ana nCPAP (npu HeobxogumocTh) (PY: NedC3 2012/11507, NedC3 2012/13382, NedC3
2012/11508) — He Bonee 20 wr.

14. dunbTp BGakTepuanbHbIi 0OAHOPa3oBbIv (Npu HeobxognmocTn) (PY: NedC3 2008/02774, NedC3
2011/11170, NedC3 2009/04975) — He Gonee 20 wr.

15. ®unbTp 6akTepranbHbii MHOropa3oBbln (Mpyn HeobxoammocTm) (PY: NeP3H 2017/5999, NedC3
2011/09845) — He Gonee 5 wWr.

16. dunbTp TennoenaroobMeHHbIN ANs B3pocnbix/aeTen (npy HeobxoammocTtn) (PY: Ne®C3 2009/04975,
NeP3H 2016/4398, NedC3 2012/12716) — He Gonee 20 wr.

17. dunbTp TENNOBNAroo6MeHHbIN A5 HOBOPOXAEHHBIX (Npy HeobxoanmocTwn) (PY: NedC3 2009/04975,
NeP3H 2016/4398, Ne®dC3 2012/12716) — He 6onee 20 wr.

18. Hebynanaep nHesmaTudeckuin (npy HeobxoammocTtn) (PY: NeP3H 2013/1311, NeP3H 2013/155, C3
2010/08292) — He 6onee 2 wWr.

19. HeBynanaep ynbTpa3sykoBoW (Npu HeobxoammocTn) (PY: NedC3 2010/08746, NeP3H 2015/2801) —
He bonee 2 wr.

20. faTuvk kMcnopoda ynbTpa3BykoBow (npu HeobxognmocTtn) (PY: NeP3H 2014/1481) — He Gonee 2 wr.
21. JaTumk kncnopoaa ranbeaHnyeckuin (npn HeobxogmmocTtn) (PY: Ne®dC3 2011/10426, Ne®CP
2011/11145, Ne®dCP 2010/07929) — He Gonee 2 wrT.

22. JaTymnk kncropoga napamarHuTHbln (Mpy HeobxoammocTn) (PY: NedC3 2010/07306, NedC3
2012/12642) — He Gonee 2 wr.



23. KnanaH akcnupaTopHbI ¢ MembpaHoi (Mpu HeobxoaMMoCTK), B cocTaBe:

23.1. KnanaH akcnupaTopHsbIil — He 6onee 5 wr.

23.2.Mem6paHa knanaHa 3KCnUpaTopHOro MHoropasosas — He 6onee 5 L.

24. [lepxaTenk KOHTYpa AbIXxaTenbHoro (npu HeobxoaumocTu) (PY: NeP3H 2013/547, NeP3H 2018/6878)
— He bonee 2 wr.

25. [aTumk nynbcokcumeTpuyeckuin (SpO2) MHOropa3soBbIi ANs B3POCbIX/AeTen (Npy HeobXx0AMMOCTH)
(PY: Ne>C3 2007/00785, NedCP 2012/13343, NeP3H 2016/4041, NedC3 2012/13504) — He Gonee 2 wr.
26. [aTunk nynbcokeumeTpuuecknin (SpO2) MHOropa3oBbIi ANA B3POCNbIX/AeTen HOBOPOXAEHHBIX (Npy
HeobxoammocTy) (PY: NedC3 2007/00785, NedCP 2012/13343, NeP3H 2016/4041, Ne®C3 2012/13504)
— He bonee 2 wr.

27. NaTumk nynbcokeumeTpuyeckuin (SpO2) 0AHOPa3oBbIA AN B3pOCHbIX/AeTen /HOBOPOXAEHHDBIX (Mpu
HeobxoanmocTu) (PY: NedC3 2011/10083, NedCP 2012/13343) — He Gonee 2 wrT.

28. [laTyuk nynbcokcumeTpudeckuit (SpO2) MHoropasosbiit Ans Bapocneix/aeten (OxiMax) (npu
HeobxoanmocTu) (PY: Ne®C3 2007/00785, NedC3 2011/10917) — He Gonee 2 wr.

29. [laTumk nynbcokcumeTpuyecknin (SpO2) MHOropasoBbIi ANs B3pOCbIX/AeTeN HOBOPOXAEHHbIX
(OxiMax) (npu HeobxoanmocTw) (PY: NedC3 2007/00785, NedC3 2011/10917) — He Gonee 2 L.

30. JaTumk nynbcokcumeTpudecknin (SpO2) ogHopa3oBblil AN B3POCNbIX/AeTen/ HOBOPOXAEHHbIX
(OxiMax) (npu HeobxoammocTu) (PY: NedC3 2007/00785, NedC3 2011/10917) — He 6onee 10 wr.

31. Moaynb KanHoMeTpUYeckuii Ans namepeHust B 6okoBoM noToke (sidestream) (npu Heo6xoanmMocTh)
(PY: NeP3H 2013/385, NedCP 2010/07929, NeP3H 2016/4844) — He Gonee 2 wrT.

32. Moaynb KanHOMETPUYECKMI AN U3MEPEHWUSI B OCHOBHOM NoToke (mainstream) ¢ agantepom (npw
HeobxoaMMoCTH), B cocTaBe:

32.1. Moaynb kanHomeTpudeckuni (PY: NeP3H 2013/385, NedCP 2010/07929, NeP3H 2016/4844) — He
6onee 2 wr.

32.2. AnanTtep moaynst KanHoMeTpU4eckoro B3pocnbliaeTckuin (Nnpy HeobxoanmocTh) (PY: NeP3H
2013/385, NeP3H 2016/4844, NedC3 2011/10669, NedC3 2009/03877, NedC3 2008/02845) — He 6onee
10 wr.

32.3. Agantep MoAaynsi KanHOMETPUYECKOro HeoHaTanbHbIi (Npy HeobxoanumocTu) (PY: NeP3H 2013/385,
NedC3 2009/03877, NedC3 2008/02845) — He Gonee 10 wr.

33. Komnnekc nporpaMmHbiin «Remouty» (Ha CD unu USB Hocutene) (npn HeobxoammocTu) — 1 w.

34. Ka6enb UHTepdencHbIN (Npy HeobxoanmocTu) — 1 Wwr.

35. Mpeobpasosatens DC/AC (npu HeobxoanmMocTyh) — 1 WT.

36. LWWHyp nutanuna DC (npu HeobxoanmocTn) — 1 WT.

37. AKKyMynNsaTop BHELUHWI (Npy HeobxoanMocTu) — He Bonee 2 wr.

38. LLIHyp nuTaHuns ceTeBon — He Bonee 2 WT.

39. PykoBOACTBO NO aKcnnyaTauum — 1.

40. NacnopTt — 1 WT.

MpuHagnexHocTn:

1. CyMKa Ans npuHagnexHocTen — 1 wr.

2. Habop ans kpenexa — He 6bonee 2 wr.

3. Tenexka (ctonka) — 1 L.

4. Habop cepBWCHbIN — 1 LWT.

5. Aucnnei AoNONHUTENbHbLIN, B COCTaBe:

5.1 bnok guncnnes — 1 WT.

5.2. WHyp nutaHua ceteson — 1 wWT.

IIl. Annapat uckyccTBeHHOM BeHTMNAUMKN nérkux Putm 300, B cocTaBe:

1. BNoK ocHOoBHOM — 1 LWWIT.

2. AnanTep anekTponutanusa 220/12 B — 1 wr.

3. WcTouHuK kncnopoaa: KncnopoaHein 6annoH 2 n (npu HeobxoaumocTn) — 1 Wwt.

4. PeaykTop 6annoHHbIA KNCNOPOAHbIM (Npy HeobxoaumocTn) — 1 WT.

5. MacnopTt — 1 Wwr.

HanMeHOBaHue, TUN, Mapka NPoAYyKLUMK, Ha KOTOPYKO pacnpocTpaHseTcsa AeKnapauns

CepunHbin Buinyck, Kog OKMA2 32.50.21.123, Koa TH B3/ 9019200000

CBEAEHWS O CEPUAHOM BbiNyCKe UK NapTik (HOMep NapTim, HoMepa U3AENUIA, PEKBUINTLI A0TOBOpa (KOHTPaKTa), HaknaaHas), Ko OK 034-2014 n
(wnm) TH BOA EASC

MarotoBuTenb: OB6LLECTBO C OrpaHMUEHHOM OTBETCTBEHHOCTbIO « TMT» (OO0 «TMT»), Mecto
HaxoxaeHus: 195027, Poccms, ropoa CaHkr-MeTtepbypr, ynuua Marnutoropckas, aom 11, nutep b,
cakTuuecknit agpec: 192102, Poceus, ropog CaxkT-MeTepbypr, ynuua Camonnoson, Aom 5, nutep C,
nometleHue 24H.
3aBop-narotoeutens: 000 «TMTx», Poccus, 192102, ropoa CaxkT-MeTepbypr, ynuua Camonnoson, AoM
5, nutep C, nomeryeHne 24H

HanMeHoBaHWe U3roToBUTENS, CTpaHbl U T.N.

cooTBeTCcTBYeT Tpe6oBaHuam FOCT P 50444-92, TOCT P M3OK 60601-1-2010, FOCT 18856-81

0603HaueHNe HOPMATHBHBIX AOKYMEHTOB, COOTBETCTBIME TPEGOBaHNSAM KOTOPLIX NOATBEPXAEHO AaHHOM AieKnapauned, C ykasaHuem pasaenos
(NYHKTOB, NOANYHKTOB) 3TUX HOPMATUBHbIX AOKYMEHTOB, COAEPXaLLMX Tpe6oBaHNs AN AAHHOA NPOAYKLIMA (ycnyri)

,D,exnapauun O COOTBEeTCTBUMU NPUHATA HA OCHOBaHUU!
MpoTokon ucnbitannit Ne 06/126.P-2019 ot 27.06.2019
McnbiTaTenbHas nabopatopua ABTOHOMHasi HeKOMMepYeckas opraHusaums "LieHTp kadyecTsa,



ahbekTUBHOCTM M Be3onacHOCTN MeaNLMHCKNX n3aenui", attectaT akkpeanTaumn RA.RU.21MO11 ot
07.04.2015, cpok AencTBmA - 6ECCPOYHbIN

PerncrpaumoHHoe ygoctoBepeHme Ha meagnunHckoe nagenue Ne CP 2010/09390 ot 12.03.2020,
depepancHas cnyxba no Hag3opy B cchepe 3gpasooxpaHenns (POC3OPABHAL3OP)

nHdopMaumna 0 AOKYMEHTaX, ABNAKILMXCA OCHOBAHNEM A5 NPUHATWA AeKnapaunn

Darta npuHstna geknapauunn 02.04.2020
Oeknapauns o cooTBeTCTBUM AeicTBuTenbHa oo 01.04.2023

M.I. A.B.HoBoxunnos

noanncb nHUmanbl n d.)amnnm pyKoBoOMNTENsA opraHn3auynmn-aaseButens
(YNONHOMOYEHHOTO UM NULIA) UNU UHAWBUAYANLHOTO NPeAnpUHUMAaTens

CBefgeHuMs 0 perucrpauum geknapawum o COOTBeTCTBUN

PernctpaunoHHbIn Homep ATTecTar akkpeamTauum Ne RA.RU.11PC52 o1 11.12.2014, cpok gencreums -
6eccpoyHbIn, BblgaHHbIN PenepansHon cnyxbon no akkpeanTaumm, OpraH no cepTuduKkaLmm NPoayKUnn
Ob6uecTBa C OrpaHNYEeHHON OTBETCTBEHHOCTLIO «PernoHasnbHbIN LEHTP OLEHKN COOTBETCTBUA»

agpec: 123060, ropog Mockea, ynuua Mapwana Peibanko, aom 2, kopnyc 9, nomewieHne 638

HavMeHoBaHWe M agpec opraHa no cepTndunkauuy, 3aperncTpUpoBaBLLEro Aeknapaunio

Perncrpafinondbin Homep geknapaumm o cootsetctenn POCC RU 1-RU.PC52.B.00540/20 ot

Aarta permcTpaunm n perWCTpauV!OHHblﬁ HOMep AeKnapaunun

A.O. Bepecos

NoANMCL, MHNLWanb, pamnnsa pyKoBoaUTENs OpraHa no cepTudukaummn




