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MecTo Npon3Bo/ACTBA MEANLIMHCKOTO M3aeNNs
CM.NpUOXeHNe

Homep perucTpaymoHHoro gocke Ne P1-53868/95890 ot 27.12.2022
Knacc noTeHLManbHOro pycka NpuMeHeHns MeaULIMHCKOro n3fennsa 2a

Kopg O6Luepoccuinckoro Knaccugmkatopa npoayKumm no BuaaM 3KOHOMUYECKOM
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HacTosliee perucTpauyoHHoe YA0CTOBEPEHNE MEET NPUIOXKeEHME Ha 6 ncTax

Cs  npukasom PocagpasHagsopa oT 30 gekabps 2022 roga Ne
[0MNYLLEHO K 06paLLeHnIo Ha TeppuTopun Poccrinckol

3amecTuTenb pykoBoauTens deaepanbHoii cnyx6
Mo HaA30py B cthepe 34PaBOOXPaHEHUS

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



PEAEPANIBHAA CNYXBA MO HAA3OPY B CPEPE 340PABOOXPAHEHUA
(POC3OPABHAL3OP)

MPUNOXEHNE

K PEFTICTPALVOHHOMY YAOCTOBEPEHMIO
HA MEANLUWNHCKOE U3AENVE

0T 30 pekabps 2022 ropa Ne P3H 2013/1145
Jlucr 1

Ha meguumHckoe nsgenue

AnnapaT UCKYCCTBEHHOW BEHTUASLMN NerKNX nepeasuxHon EL1SA

C NPUHALIEXXHOCTAMMN:

|. BapwaHT ucnonHeHns: ELISA 600, 0CHOBHOW COCTaB:

1. bnok annapata VIBJ1 ELISA 600 ¢ gucnneem.

2. Oucnnein rpadmyeckuii ¢ kabenem ansa annapata IBJ1 ELISA 600,

3. Kabenb coeauHuUTeNbHbIN A1 rpamyeckoro gucnes.

4. BNoK 3KCNUPaTOpPHOro KnanaHa A/1a B3poc/ibixX (MocTaBiseTcs Npy He06X0ANMOCTH).
5. BNOK 3KCNMpaTopHOro KnanaHa A5 feTeld (NOCTaBnseTca npyu He06XoANMOCTH).

6. B/IOK MHCNMPATOPHOIO KnanaHa A5 B3POC/bIX (MOCTaBNAETCA NMPU HEOOXOAUMOCTH).
7. BNOK MHCMMPATOPHOTO KanaHa Ans aetei (NocTasnseTcs Nnpu HeobXxo4MMoCTH).

8 MembpaHa MHCMMPATOPHOrO K/anaHa.

9. CU/IMKOHOBOE KO/IbL0 3KCMMPATOPHOIo KfianaHa.

10. Memb6paHa KnanaHa PEEP.

11. BCTPOEHHbIN aKKyMynsTop.

12. LLInaHr BXOAHOW ANS KACNOPOoAa,

13. LLInaHr BXOAHOW ANns BO3ayXa.

14. LLInaHr BXOZHOM N5 Komrpeccopa (NocTaBsieTcs npyu He06X0AMMOCTH).

15. [1aTUMK KUCNOPOAHBIA.

16. [laTumnK fasneHus.

17. laTumnK NoToKa.

18. Habop Tpy60oK 418 NPOoLYBKM KnaraHoB.

19. KoHHekTOp Ana knucnopoga DISS (nocTaenseTcs npu HeE0OXOAUMOCTH).

20. KoHHekTop ans kmucnopogda NIST (nocTtasBnseTcs npu He0bXoAMMOCTH),

21. KoHHekTOp Ans Bo3gyxa DISS (noctasnserca npy He06X04UMOCTH).

22. KoHHekTop ans Bo3ayxa NIST (nocTtaBnseTcsi npyu He06X0ANMOCTH).

23. MeMLMHCKMIA KOMNPEeccop B KOMMJIEKTe C BO3AYLUHbIM LUIaHTOM (MOCTaBASeTCA Nnpu
HeobXxoanMoCTH).

24. BnarocbopHUK ¢ (nIbTPOM BO3AYLUHbIW, KACTIOPOAHBIA (NOCTaBNseTCs npu
HeobXxoanMoCTH).

25. KoMBUHMPOBaHHbIA BNarocbopHUK ¢ hnbTpoM (NOCTaBseTCS MPY HEO6XOAMMOCTH).
26. Bnaroc6opHuK Ans KOHTYpa nayueHTa (NocTaBnseTcs ppHMeo6”ogmMmMocTim).

27. ®ULI>TP BXOAHOM (NocTasnseTcs npu Heobxogumoctn)'.; ;A C

28. VHcnvpaTopHbIin 6akTepuasibHbIA (ubTp (NocTapaeTcs Npu Heobxo;{gamocTu). : .
29. HME tmnbTp (nocTaensetcsd npu HeobxoammocTn)/ /

30. MpoTMBOMbINEBON PUILTP.

3amecTuTenb pykosoautenst deaepanbHoi cayxe bl
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31. HEPA ¢wmnbTp.

32. Hebynaiizep NHeBMaTMyecKuiA (NOCTaBnseTCA NPy HeobxoanmocTu). A

33. KoMnnekT Hebynaiisepa ¢ (hunbTPOM, COeANHUTENIbHON TPY6KOW 1 T-afantepom
(noctaBnseTca nNpyM HeO6XoANUMOCTH).

34. Hebynaiizep ynbTpa3ByKOBOI (MOCTaBASETCA NPK HEO6XOANMMOCTH).

35. CoefjMHUTENbHBIN Kabenb A1 Hebynaisepa (NocTasnseTcs Nnpu He06XoAMMOCTH).

36. Kamepa Hebynaiizepa (NocTaBNSeTcsa NpyM HeO6X0AMMOCTH).

37. EMKOCTb Anst Hebynaiisepa (NocTaBiseTcs Npu He06XoanUMoCTHK).

38. AmanTtep Hebynaisepa (NOCTaBNAETCA NPU HEOOXOAMMOCTMW).

39. Hebynaiizep Aeroneb Pro ¢ T-o6pa3HbiMK agantepamu 4 B3pOC/bIX, AeTeil 1
HOBOPOX/EHHBIX (MOCTaBNSAETCA NMPU HEOOXOANMOCTH). ,
40. KOHTypbl NaumeHTa MHOTropa3oBble 415 B3POC/bIX, AeTell U HOBOPOXAEHHbIX C Y-
TPYOKOiA (B KOMMNJIEKTE: CUCTEMA AbIXaTeNbHbIX TPYOOK C afantepaMu U KOHHeKTopamn) V
(noctaBnseTcs Npy HEO6XOANUMOCTH).

41. KOHTYypbl NaumeHTa HeaBTOKNaBMpyeMble A4/15 B3POC/bIX, AETEN Y HOBOPOXAEHHbIX

c Y-Tpybkoli (B KOMMNJEKTe: cucTeMa fblXaTe/lbHbIX TPYOOK C afjantepamm 1 KOHHEKTOpamm)
(noctaBnseTcs NpyM HEO6XOANUMOCTH).

42. KOHTYpbl NauueHTa HeaBTOK/IaB1pyeMble 419 HEMHBa3VBHOM BEHTUNALMM (B KOMM/IEKTE:
cucTema fblxatesibHbIX TPYOOK C aganTepamy U KOHHeKTopamn) (nocTaBnseTcs npw
HeobxoaMMoCTH).

43. KOHTYp naumeHTa KoakcuasbHblid (MOCTaBsSeTcs Npyu He06X0AMMOCTH).

44. Y-Tpy6Ka AN KOHTYpa naumeHTa, MHOropasosas 4/11 B3pOC/bIX, AeTel 1
HOBOPOXXAEHHbIX (MOCTaBNAETCA NPY HEOOXOAUMOCTH).

45. Y-Tpy6Ka A4/151 KOHTYypa NauueHTa, HeaBTOK/aBupyemas Ans B3pOC/blX, AeTeN 1
HOBOPOX/EHHbIX (NOCTaBNseTCS NPy He06XxoAMMOCTU)Mackmn 4ns HEMHBA3UBHOM
BeHTUNAUMK (6onbLUas, CpefHss U MasieHbKas) (MocTaBnseTca Npy He06X0ANMMOCTH).

46. Macka nuueBas, pasmepsl: 1, 2, 3,4, 51 6. (noctaBnsetcs npy He06Xo0ANUMOCTH). ;

47. LLinem ons HeMHBA3MBHON BeHTUIAUMA, pasmepbl: 1,2, 3, 4, 51 6 (nocTaBnseTcsa npu
HeobXoANMOoCTH).

48. HaszanbHble KaHIOMN 419 B3POC/bIX, AeTel 1 HOBOPOXAEHHbIX (MOCTaBnseTca npu
HeobXoANMOoCTH).

49. [laTumnk KanHorpagum, 0OCHOBHOW NOTOK, MHOFOpaSOBbII/I’\(I'IOOTaBJ'IﬂeTCﬂ npu
HeobxoaumMocTm)™

50. Oatumk KanHorpagum, 60KOBOI MOTOK, MHOrOPa30BbIii (LI,OCTaBJ'IFIeTCVI K
Heob6X0ANMOCTH).

51. ApganTepbl C02 MHOropasoBble A1 B3pOC/bIX, A€TEN N HOBOPOXKAEHU" (MOCTaBNseTCs
3amecTuTenb pykoBoauTena deaepanbHoi cnyx LU’
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npn He06X0AMMOCTHW).

52. Apgantepbl C02 HeaBTOK/NaBMPYEMbIE ANS1 B3POC/bIX, AETEN N HOBOPOXKAEHHBIX
(nocTasnseTca Npu He06XOAMMOCTH).

53. MamepuTtenbHas cuctema TpyOoK ¢ afanTepom 415 faTumKa KanHorpahum, 60KoBoi
MOTOK (MocTaBNseTca Npu He06XOANMOCTH).

54. YBnaXHUTe/lb aBTOMATUYECKWI A1 UCNOMb30BaHWS C ABOWHbLIM TeMMNEPaTypHbIM
AaTunKoM (B KOMMEKTE; 3/1eKTPUYECKMIA aganTep, ABOMHOM TemMnepaTypHbIA AaTyuK 1
KOHHEKTOpbI) (MOCTaBASETCA NPU HEOOXOAMMOCTW).

55. YBNaXHUTe/b C PYUYHOW peryMpoBKOi 41 UCNO/b30BaHNA C OLHUM TeMMNepaTypHbIM
[aTYNKOM (B KOMI/IEKTE: 3/IeKTPUYECKUIA afanTep, TeMrnepaTypHbIi 4aTYMK U KOHHEKTOPbI)
(noctaBnseTcsa Npy HeO6XoANMMOCTH).

56. Kamepa yBaxxH1Tens MHOropasosas A5 B3pOC/bIX, feTell U HOBOPOXKAEHHbIX
(nocTtasnseTcs nNpy HEO6XOAMMOCTW).

INpuHaaneXxHocTu;

1 BnoK BHeLLHEro akkymynaropa.

2. 3apsiHOe YCTPOWCTBO 19 aKKyMYISTopa.

3. MeLLKK fblxaTeNlbHble TECTOBbIE A/18 B3POC/bIX, AETEN Y HOBOPOXKAEHHbIX.

4. [ep>kaTenb ANA AbIXaTe/lbHOro KOHTypa.

5. KpenneHune gucnnes Ha penbcy, NoTo/I04HOe, Ha KPoBaTh.

6. Tenexxka Ha Konecax.

7. KpenneHue gna yBNaXXHUTENA Ha TENEXKY.

Il. BapuaHT ncnonHeHus: ELISA 800, 0CHOBHOW COCTaB;

1 bnok annapata BJ1 ELISA 800 ¢ gucnneem.

2. Aucnnein rpadmyeckunii ¢ kabenem ans annapara BJ1 ELISA 800.

3. Kabenb coeuHUTENbHBIN 419 rpadnuyeckoro AuUcnies.

4. BNOK 3KCNUPaTOPHOro KnanaHa A5 B3poc/biX (MOCTaBNAETCA NPY HEOOXOLMMOCTHI).
5. BNOK 3KCNMpaToOpHOro KnanaHa Aans geteid (NocTasnseTcs Npu He06xo4AMMOCTH).

6. B/IOK MHCNUPATOPHOr O KnanaHa 415 B3pOC/biX (MOCTaBNAETCA NPU HEO6XOAUMOCTH).
7. BNOK MHCMMPaTOPHOro KnanaHa ans Aetei (nocTasBnseTca npyu HEOOX0AMMOCTH).

8. MembpaHa MHCMMPaTOPHOro KnanaHa.

9. CNIMKOHOBOE KOJIbLIO 3KCMMPATOPHOrO KanaHa.

10. MembpaHa knanaHa PEEP.

11. BCTPOEHHbIA aKKyMynsTop.

12. LLinaHr BXOAHOW AN KACNOPOAa. N T m '

13. LLInaHr BXOAHOW AN BO3ayXa.

14. LLInaHr BX0A4HOW Ans Komnpeccopa (noctaBnseTca’ ipn HEo6xo 4pcTu”,
3amecTuTenb pykoBoauTensa defepasibHOM Cry>K0bl f

Mo Haz30py B Chepe 34paBOOXPaHEHMSA
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®EAEPANILHAA CNYXBA MO HAA3OPY B COEPE 3IPABOOXPAHEHMS
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15. [laTunK KMCNOPOAHbIN.

16. [laTuumK LaBneHus.

17. JaTtumK noToka.

18. Habop Tpy6oK Ans NpoAyBKM KnanaHoB.

19. KoHHeKTOp Ansa kncnopoga DISS (noctasnsetcs npu HeO6X0AUMOCTH).

20. KoHHekTOp ana kncnopoga NIST (noctaBnseTcst Npn HeO6XOANMMOCTH).

21. KoHHekTOp Ans Bo3ayxa DIS S.

22. KoHHekTOop ana sosgyxa NIST.

23. MeMUMHCKUIA KOMMPECCcop B KOMIMJIEKTE C BO3AYLUHbIM LLUIAHTOM (MOCTaBNseTCs npu
HeobXoAnMocCTH).

24. Bnaroc60pHUK ¢ (bTPOM BO3AYLUHbIN, KUCMOPOAHbIN (NocTaBnseTcs npu
HeobX0oANMOCTH).

25. KOMOGMHMPOBaHHbI BNaroCO0pHMK ¢ PUILTPOM (MOCTaBASETCS MPU HEOOXOLMMOCTW).
26. Bnaroc6opHuK /151 KOHTYpa nawueHTa (nocTasniseTca npu HeobxoammocTu),

27. ®UNbTP BXOAHON (MOCTaBNAETCA NPU HEOOXOAMMOCTMW).

28. NHcnnpaTopHbIiA 6akTepuanbHbIA UbLTP (NOCTaBASETCA NPU HEO6XOAMMOCTK).

29. HME dwunbTp (NnocTaenseTcs Npy He06Xo4UMOCTH).

30. MpoTUBOMbIIEBOIA (UNLTP.

31. HEPA ¢wmnbTp.

32. Hebynaiizep NHeBMaTUYECKMIA (MOCTaBNSETCA MPU HEOOXOANMOCTK).

33. KomnnekT Hebynaii3epa ¢ (nNbTPOM, COeAUHUTENBHOM TPYOKOWA 1 T-aganTepom
(nocTaBnsieTcs Npu HEO6XOAMMOCTH).

34. Hebynaiizep ynbTpa3ByKOBOW (NOCTaBASETCS NPU HEO6XOAMMOCTH).

35. CoefiMHUTENbHbIN Kabenb A1a Hebynaisepa (MocTaBnseTcs Npum He06XoAMMOoCTH).
36. Kamepa Hebynaiisepa (NocTaBnseTcs Npyv HeO6X0AMMOCTH),

37. EMKOCTb Ana Hebynaisepa (NoCcTaBseTcs Npyu HeO6X0AMMOCTH).

38. AjanTtep Hebynaiisepa (NOCTaBSAeTCA NPY HEO6XOAMMOCTH).

39. Hebynaiizep Aeroneb Pro ¢ T-06pa3HbIMK afantepaMu Ans B3pOC/bIX, AeTei v
HOBOPOXJEHHbIX (MOCTaBNAETCA NPW HEOOXOAMMOCTH).

40. KOHTYpbI NaLmeHTa MHOropa3oBble 415 B3POC/bIX, AeTel U HOBOPOXKAEHHbIX C Y-
TPYOKOIA (B KOMMJ/IEKTE: CUCTEMA AbIXaTe/IbHbIX TPY6OK C agantepaMu 1 KOHHeKTOpamm)
(nocTasnseTcs Npyn He06XOAUMOCTN).

41. KOHTYpbI NawlmeHTa HeaBTOK/MaBMpyemMble AN5 B3POC/bIX, ;e i U HOBOPOXAEHHbIX
C Y-Tpy6KOi1 (B KOMM/IEKTE: CUCTEMA [bIXaTeNlbHbIX TPYOOK' C"a,qunepalvm N KOHHEKTOpamm)

(noctaBnseTca Npy HEOOXOANMOCTH). 4 -

42. KOHTYpbI NauyeHTa HeaBTOKNaBUPYEMble 4/19 HEMHBK3NBHOW BEHTUAALMIA* B KOMMNEKTE:
3amecTuTenb pyKoBoamTens deaepasibHOM Cnyxobl |: : t

Mo Haj3opy B chepe 34paBoOOXPaHeHNS n MaBntoKoB
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cuctema AbixaTenbHbIX TPYOOK C afgantepaMun U KOHHEKTOpamu) (NoCTaBnseTcs npu
HeobXxoAnMocCTK).

43. KOHTYp nauueHTa KoakCcuasibHblii (MocTaBNseTcs Npy He06X0AMMOCTa)

44. Y-Tpy6Ka ons KOHTYpa nayueHTa, MHOropasosas [/15 B3pOC/IbIX, AeTei 1
HOBOPOXXAEHHbIX (NMOCTaBMSETCA NPY HEOOXOANMOCTHW).

45. Y-Tpy6Ka Ana KOHTypa nauueHTa, HeaBTOK/aBupyemas 411 B3pOC/bIX, AeTein v
HOBOPOX/EHHbIX (MOCTaBMSETCS MPU HEOOXOAMMOCTH).

46. Macku 419 He MHBA3MBHOM BEHTUNALMM (60/1bLUAs, CPeHSS 1 ManeHbKas)
(nocTasnseTca Npy He06XOAMMOCTH).

47. Macka nuuesast, pasmepsl: 1, 2, 3, 4, 51 6. (nocTaBnseTcs Npm HeO6X0AMMOCTK).
48. LLinem ans He MHBA3VMBHON BEHTUIALMK, pasmepsbl: 1, 2, 3,4, 51 6 (nocTasnseTca npu
Heo6Xxo0AMMOoCTN), .

49. Hasa/lbHble KaHH/IM /15 B3POC/bIX, JETEN M HOBOPOXKAEHHbIX (NOCTaBNAETCA NpK

HeobXoAMMOCTH).
50. Mogay/nb n3mMepeHnst KOXXHOro COMnpOTUBEHUS TPYLHON KNETKN C BO3MOXXHOCTbHHO

BU3yasin3auny (NocTaBnseTca npyu He06XoAMMOCTH).

51. [aTumk KanHorpagumn, OCHOBHOM NMOTOK, MHOIOPa30BbIi (MOCTaBnseTCa npu
HeobXoANMOoCTK).

52. [atunk kanHorpagum, 60K0BOV NOTOK, MHOTOPa3oBbIii (MOCTaBNSETCA MpW
HeobXoAMMOoCTK).

53. Agantepbl C02 MHOropasoBbie 411 B3POC/bIX, AETEN N HOBOPOXKAEHHbIX (MOCTaBNAETCA
npu He06XoAMMOCTH).

54. Apantepbl C02 HeaBTOK/IaBMPYeEMbIe AN B3POC/bIX, AeTel N HOBOPOXAEHHbIX
(nocTaBnsieTcs Npy HEO6XOAUMOCTH).

55. N3mepuTenbHas cucteMa TPY6OK € afanTepoM 415 faTumnka KanHorpagum, 60KoBoiA
MOTOK (MOCTaBMISETCA NPU HEOOXOANMOCTH).

56. CoeiMHUTENbHbIN Kabenb AN5 U3MEPEHNSA KOXXHOIO CONPOTUB/IEHUS MPYLHON KIETKN
(nocTaBnseTcsa Npy HeO6XOANUMOCTK).

57. [enb AN NnpoBeAeHNs N3MEPEHNS KOXXHOM0 CONPOTUBNEHUA TPYAHOW KneTku, 100 mn
(nocTaBnseTcs Npy HeOO6XOANMOCTMW).

58. Mosc pns NpoBeseHNUs N3MEPEHNS KOXHOI0 CONPOTUBNEHUA TPYAHOWN KNETKK,
pasmepbl: 1, 2, 3, 4, 5, 6, 7, 8 (nocTtaBnseTcs npy Heobxo U MbCTin)? 4™ -

59. YBNaKHUTE/Ib aBTOMATMUYECKMNIA ANt UCMOMb30BaHMA 6 ABONHBIM TemnepaTypHbIM
[AaTUYMKOM (B KOMMNJIEKTE: 3NEKTPUYECKMIA afanTep, ABOVHOM TeMnepaTypro” AaTunk n
KOHHeKTOpbI) (nocTaBnseTcs Npu HeobxoanumocTn). .

60. YBNaxHUTE/b C PYHHOI PerynnpoBKom A1 UCno; 36BaHuns ¢ 04HUM TemnepaTypHbIM
3amecTuTesb pyKoBoauTena deaepasibHON Cyob! N

Mo Haf30py B cepe 34paBoOXPaHEeHNS V. NaBnOKOB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



PEOEPANBHAA CNYXBA MO HAA3OPY B COEPE 3APABOOXPAHEHWA
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[AaTUMKOM (B KOMI/IEKTE; 3MIEKTPUYECKMIA afjanTep, TeMMepaTypHbIA AaTUNK U KOHHEKTOPbI)
(nocTasnseTca npy HEOOXOAUMOCTW).

61. Kawmepa yBnaxHWUTeN MHOropasoBas A5 B3pOC/bIX, AeTeil U HOBOPOXKAEHHBIX
(noctaBnseTcs nNpym HEO6XOAUMOCTH).

MpuHagNeXXHOCTK:

1. bnok BHenLLero akkymynaropa.

2. 3apsaHoe YCTPOCTBO A4/151 aKKyMyaTopa.

3. Menncy fAblXaTeNbHble TECTOBbIE A4/15 B3POC/bIX, AETEN 1 HOBOPOXKAEHHbIX.

4. [lep>atenib AN AblXaTe/IbHOro KOHTYpa.

5. KpenneHwue gucnnesa Ha penbecy, NOTON0YHOe, Ha KpoBaTh.

6. Tenexka Ha Konecax.

7. KpenneHwue Ane yBNOKHUTENSA Ha TENEXKY.

MecTo npov3BoACTBa:
1 Lowenstein Medical SE & Co. KG, Arzbacher Strasse 80, 56130 Bad Ems, Germany.

2. Lowenstein Medical Innovation GmbH & Co. KG., Weibkirchener Strafie 1, 61449
Steinbach (Taunus), Germany.

3amecTuTeNb pyKoBoauTenst degepanbHoii
Mo HaZI30py B Chepe 34paBoOXPaHEHMS [1I'tO. MaB/OKOB

0115904

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



