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518106, P.R. China . Seisian
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& 26 K.rlacc HUTEHD‘.HE!.TII:HOI"O PHCKA IPUMEHEHHS MeIULIHHCKOTO u3jeHs 26 '

: @EJLEPAﬁbHﬁﬂ CAVKBA TIO HAA3OPY B CO®EPE 3A.PABDOKPAHFH'HH

{POCS.&.PABHAASOP}

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHHE

HA MEAULIHHCKROE U3/EJIUE
ot 96 cenTnﬁpn 2023 rona Ne P3H 2023/20990

: Ha M'SJI.HI.EHHCKDE H3Ie/THE
Mnmrmpm ocnommx NoKA3aHMii musueﬂemmmncm

} Hacmﬂmcc pemcmauﬂonﬂoe YAOCTOBEPEHHE BEIIAHO

"Hasuxine Komen Meaukaa Huacrpymente Ko., JIra.", Kurai,

- Shenzhen Comen Medical Instruments Co., Ltd., Floor 10 Floor 11 and Sectmn C nf
Floor 12 of Bulldmg 1A Floor 1 to Floor 5 of bulldmg 2, FIYTA Tlmeplece Bulldmg, :

,__Nanhuan Avenue, Matian Sub-district, Guangming District, Shenzhen Guandong, e

| 513106, P, R. China %

52 Hpuﬂaaona'renb

"Hasuwsins Komen Meaukan Hacrpymente Ko, Jl'm e Kmaii g '
Shenzhen Comen Medical Instruments Co., Ltd., Floor 10, Floor ll and Sechul C of

Floor 12 of Building 1A Floor 1 to Floor 5 of building 2, FIYTA Timepiece Building, _

Nanhuan Avenue, Matian Sub-district, Guangming District, Shenzhen Guandong,

y| _.I.'513106 P.R. China
- MecTo MpOH3BOACTBA MEHIHHCKOTO H3/Ie/THS

Shenzhen Comen Medical Instruments Co., Ltd., Floor 10, Floor 11 aud Secﬁun C uf
Floor 12 of Building 1A Floor 1 to Floor 5 of Buuldmg 2, FIYTA Tameplece Bulldmg, -
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; mmpmmm CAVKEBA [10 HAA3OPY B COEPE SAPABOOXPAHEHHH
| (POC3APABHAA3OP)

MIPUJIOMKEHME

l'( PEFHCTPAHHOHH oMYy Y,C[OCTOBEPEHHI’O
~ HAMEAMUMHCROEM3JAENIME =
= or 06 centsadps 2023 rona N P 3H 2023720990 " m ot
' ﬁa M;ﬂl;uﬁHCK(;é H3JlelTHe | : : l: : Eq
MOHHTOpPBI OCHOBHBIX NOKA3AHMIT KHIHEAEATEILHOCTH, BADHAHTH HCIIOTHEHHS NCS NCSA _Tf

NC3B, NC5, NC5A.:
I. MOHHTOpP OCHOBHEIX NOKa3aHHH )KH3HEACATEIBHOCTH, BAPHAHTH HCIOJIHEHHA ! NCS.’NCBA, B

1. Basoamﬁ 610K - 1 . _
2. Kaﬁem. sazemnennd, mozaens 040-000008 (npu HeobxozumocTH) - 1 wT.
5, Kaﬁenb nuTasns, moaess XTH-005 - 1 w.

4. Ymﬂoﬂ TepmomeTp (He Gonee 10 Hab.), B cocTase:

- Yuroit repmomertp, mozens IRT10 - 1 .}

- Kpbinika 30M0a yusoro TepMomeTpa, Moziens Braun - 1 ym;

- = Illenovunas Garapes Tuna AAA, moaens LRO3 - 2 wit.;

- PykosozcTso nonk3osarens ymHoro tepmomerpa, 046-000771 - 1 .

5. Naruuk SpO2 s B3pocisix ¢ Kabesnem, mosiens A0816- SAIOSPV -2 0T,
6. darauk SpO2 s B3pocnbix, Moaens SAS104 - 2 mr, : e
7. Narank SpO2 ana aeteit/HoBopoxkiaeHHbIX, Moaens ESI04-068-01 {npu Heoﬁxonmocm) 2 1.
- 8. Yymuurens kabens SpO2, mozxens SLZ122 - 2 mr. == ek
-9. Tpyokxa HUA]L (3 M), mozens CMANOBO2 - 3 .

10. Tpy6ka HUAJL (2 m), mosens CMANOBOI - 3 wmr.

11. Manxera HUAJ] s B3pocnsix, Mogens UL8B80S - 3 wT.

12. Mamxera HUAJT s neteii, monens U1881S - 3 mr.

13. Manskera HUAJT ana mnanenues, moaens U1 882S - 3 wr.

14. Markera HHA]I s HoBopoxaenHsix, Mmozens U1883S - 3 mr.

15. Mamketa HHAJT U1st HOBOPO3KAEHHBIX, 0JHOpa3oBas, Mojieasb U1683S - 3 1.

16. M200 [lepatens KpOHImITeH Ha IINPHIEBOro Hacoca, Mozienk 041-000429 Tl

~ (npu HeobxomumocTH) - | 1. :

17. Tenexka Tpancnoptras jia monntopa NC3/NC3A/NC3B, MOZIETTE 041- 003 561

(npn HeobxomuMocTH) - | mT.

18. Kpennenue Ha cTeHY HaBeCHOE, MOJIeJIb 115-004I62 (npu HEOSXOI[HMOCI‘H) - 1 1IT.

19, Becniposojtias cetesas kapta, Mojeab TL-WRB02ZN300M (npn neobxommmocTH) - l m‘r
20. Ceresoit kabens Jist ceTeBoit kapThl, Mosens 023-000089 (npu HeobxoaumocTH) - 1 T, :
2L AKK}’MymITop BCIIOMOTATEIbHbLI, MOJIEJIb CMLHXBNOUIA (npn Heoﬁxomom) 2 m'r i

1_. ba3oshbiii 610k - 1 mrT. LS .
2. Ka6ens 3asemienus, Mogens 040-000008 (npueobxonrdicTs
PyxoBoauTens ®enepaabnoii cayxini 8-3 B N7 (SN I IO
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11, Mawxkera HUAJ] ans nereii, monens U1881S - 3 mr.

- 13. Mankera HHAJI ans nooposxaenHsix, Mojens U1883S - 3 . :

. (npu meobxoaumocTH) - 1 1T,

- (nmpu HeoOxoaMMOCTH) - 1 1T,
- 17. Kpennienue Ha cteHy HaBecHoe, Mozens 115-004162 (npu Heoﬁxunumocm} 1T

4. Vnoit TepMometp (re Gonee 10 1a6.) (mpn neo6Xx0mmMOCTH), B coc:‘raae :
- Viunoii repmomerp, mogens IRT10 - 1 mrr;
- Kpbimka 30H1a yIIHOTO TepMOMeTpa, Moze/b Braun - 1 yii.;

- 9. Vanunutens kabens SpO2, mogens SLZ122 - 2 1ff T._"I‘_i_--' Seva

tI)E:lEPMbHAﬂ CAYIKBA 1O HAA3OPY B COEPE SAPABOOXPAHEHHH S
. . (POCSAFJ’LBHME&OP] A

' HPHJIO)REHHE IR AY
R PEFHCTPAHHOHHOMY Y,LIOCTOBE PEHI_‘HO

HA MEAHLIHHCROE U3AEJIHE
Ne P3H 2023/20990

ot 06 cenTsbps 2023 rona TSt
Koy ; Juer 2 0%

3. Kabens nurauus, mogens XTH-005 - | wr.

4, Natunk SpO2 ans B3pocnsix ¢ kabGenem, mojens AO8 lﬁ-SAIUSPV 2 .
5. Harank SpO2 s B3pocasix, Mojens SAS104 - 2 mr. : :
6. latuuk SpO2 mns aeteii/HoBopokaeHHbIX, Mojess ESI04-068-01 (npn Hcoﬁxo,zrumoc'm) 2 ﬂn" A
7. Y umuntens kabens SpO2, monens SLZ122 - 2 . : ;

8. Tpy6bxa HUAJI (3 m), mopens CMANOBO2 - 3 wr,

9. Tpy6bka HUAJI (2 M), mogens CMANOBO1 - 3 .

10. Manxera HUAJ] ans B3pocnsix, mozens U1880S - 3 mr.

12. Manxera HUAJ] ana mnanenues, mojens U1882S - 3 .

14. Maioxera HYIAJL 1015 HOBOPOKIeHHEIX, OHOpasosas, moziens UL683S -3mr. = 2
15. M200 Jlepxartens KpOHIUTEHHA LITPHIIEBOro Hacoca, Moens 041 -00{)429

16. Tenexka TpancnoprHas ans monutopa NC3/NC3A/NC3B, mozens. 041 003561

18. becnpoBoznasd ceresas kaprta, moaens TL-WRB02ZN300M (npu Heoﬁxo.unmocm) 1 1.
19. Ceresoii xabess Ju1a ceTeBoii kaptsl, Moziens 023-000089 (npu HeoOXxomuMoCTH) - 1 mT. .
20. AkkymynsTop Benomorarensssiit, mogens CMLIIX3NOOLA (npr Heoﬁxo,u.uuom) 2 1[11'
21. PykoBoactso noss3osarens, 046-00000215 - 1 mr. %
I1I. MoHHTOp OCHOBHAIX NOKa3aHH KH3HEACATEIbHOCTH, BapHaHT HCI‘IOIIHEHM NCS n cocmnc .

1. Basoskrit 610k - 1 . : 2 @
2. KaGens 3a3emnenus, Mozesns 040-000008 (upi HeoGX0AMMOCTH) - l II[T
3. KaGens nuTanud, Mogens XTH-005 - 1 mr.

- Ilenounas Garapes Thia AAA, mozens LRO3 - 2 miT; =
- PyKOBOZICTBO MOIE30BATENA YITHOrO TepMoMeTpa, 046-000771 - 1 T, ASh s
5. AKKyMy/sTop BenoMorarenbHeiit, Mmoaens CMLIIX3NOOIA (an Heoﬁxoﬂﬂmucm) 2 Wr. -
6. laruux SpO2 11 B3pocibIX ¢ kadeneM, Mogenb AO81GSAIOSRY -2 mt. S
7. HNatunk SpO2 ans B3pocisix, Monens SAS104 - 2 g N
8. Harunk SpO2 s feTeit/HOBOPOXIECHHBIX, MOZE _;'

10. Kabens BKI“ HA 3 OTBeJIeHHA, 3AKHMHOF pasben; 1l HE B M
Pyxosoaurens @enepannuoii ciryxbol R
1o Haja3opy B cdepe 3ApaBooXpaHeHHs
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~ 21. Mamxera HUAJT nna mnanenues, moaens U1882S - 3 .

: 24, M200 Jlepxates KpOHUITEHHA INPHLEBOTO Hacoca, Moaes 041- 000429

S Lp Tenexxa Tpancnoptas juia mouutopa NCS/NCSA, mozens 115- 065539

- 10 HAA30pY B c¢epe 3APABOOXPAHEHHS

- @E@émama EAYREA Tio HAAS6P S CotPE SAPA.BOOXPAHFﬂHMH-
N (POCIAPABHAAZOP) GaehE ot
-  MPUJIOKEHUE =
K PEFHCTPAHHOHHOMY Y,GOCTOBEPEHHI'O

HA MEAIMLIMHCKROE U3/IEJTUE
Ne P3H 2023/20990

ot 06 cenTabps 2023 roaa

JIHcr 3 ]
-_'] 1. Kabens KT wa 3 OTBEICHHS, 3KHMHOMN pa3beM, pa3/ie/bHblil, MOJIENb 98MEOIEC681 3 m“z(@

- 12. OcHosuoit xabens OKI" Ha 3 oTBeieHHA U1 eTell 1 HOBOPOKIEHHEIX, ; ¥ =
- Monens 98MEO1EB046 - 3 m. : St = -\h I
13. Paznenennsri kabens IKI Ha 3 oTBeaenns ana aereii u Hosopomeﬂnhm, MOZeNE -~ g

- 98MEO01AC658 - 3 . S {@|

- 14. Onropaszosetit dnextpon KT, Mogens 13953A - 5 mr.

15. Dnekrpoas! Ha KoHe4dHOCTH, Mojens 040-001219 - 3 .

16. Bymara mns nesatu, moaens 040-001219 (npu Heuﬁxo,umocm) 3T
17. Tpy6xa HUAJT (3m), Mmogens CMANOBO2 - 3 mr.

18. Tpybka HUAJL (2m), Mmogens CMANOBO1 - 3 wr.

19. Mamkera HUAJI nna p3pocisrx, mojens U1880S - 3 mir.

20. Masxera HUAJL nna aereit, mogens U1881S - 3 .

. 22. Mauxera HUAJI 11 HoBOpOSXKIeHHBIX, Moziens U1883S - 3 mi, = WaEn s
- 23. Manxera HUAJ] 118 HOBOpOXKAECHHEIX, 0IHOPA30Basi, MOJIENE U1683S - 3 urr :

.

]
' (npu HeoGxomuMocTH) - | . EED Ak i

(npu Heoﬁxunumocm) 1 wr. .
© 26. Kpennenue na creny HaBecHoe, Mozens 115-004162 (npu Heoﬁxomocm) 1 T, =5
'27. BecripoBosas ceteBas kapra, Mojenb TL-WR802N300M (npn HeobxoamumMocTH) - 1 IJITQ
28. Cerenoii xabens 114 ceteBoi kapThl, Mmojens 023-000089 (npu Heoﬁxonnmocm) b =g
~ IV. MoHHTOp OCHOBHBIX MOKa3aHHii KHIHEZIEATETLHOCTH, Bapuam‘ HCIIOTHEHHA NCSA B coc'ras
~ 1. bazossiii 610k - 1 mT. :
- 2. Kabens 3azemuiennsd, moaens 040-000008 (npu Heoﬁxcﬂnuocm) b sk B
3. Kabens natanus, moaens X TH-005 - 1 wr.
4. YiHOM! TepMOMETp (He 6onee 10 Hab.), B coctase:
- - Yot Tepmomerp, mogens IRT10 - 1 wr.; :
-~ - Kpplmka 30H1a yIIHOro TepMoMeTpa, Mogens Braun - 1 ym;
- lllenoynasg Garapes Tuna AAA, monens LRO3 - 2 mor.;
- PyxoBOICTBO NONB30BATENA YITHOIO TEPMOMETPA, 046 000771 - 1 mr. <
5. AKKyMYJIATOp BCIIOMOTaTeNbHBIH, MOJE/b CMLIIX3N0 014, (npu Heoﬁxo,uumnc"ra) 2 urr '

7, Jataux SpO2 fu1st B3pOCIBIX, Mojens SAS104 - ) (SN
8. Jlatunk SpO2 s aeTeit/HOBOPOKACHHBIX, MO/ Tt 4068
9, Yumnntens kabeas Sp02, monens SLZ122 - 28mT.
Pymaomrre.rm Penepanbroit cryxOb Bt
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Pykopoautenn Peaepanbnoii cayxbn

: QJE,&EPMBHA}! Cf\VH{BA [0 HMSOP‘! B CDEPE 3APABOOXPAHEHHH
(POCSMABH&ASOP) : :

~ TPUNOWEHME =
RPEI‘HCTPALIHOHHOMYYAOCTOBEPEHPIIO

HA MEAHLHHCROE U3AEJIUE

ot 06 cenTabGps 2023 roaa Ne P3H 20231’20990

~10. Tpy6ka HUAJT (3 M), Moaens CMANOBO2 - 3 mi.
11. Tpybxa HUAJI (2 m), monens CMANOBOI - 3 .
12, Manxera HUAJI ana p3pocnsx, Mogens U1880S - 3 wr.
- 13. Manxera HUAJI ana mereii, moaens U1881S - 3 wr.,

14. Manxera HUAJ] ans mnanennes, monens U1882S - 3 mr.

-~ 15. Mamxera HUAJ1 ans HoBopoxaeHHBIX, Mogens U1883S - 3 mr.

16. Manxera HUAJ] n1s HOBOpOXAeHHBIX, 0OHOpa3oead, moaens U1683S - 3 LT,
17. M200 [lepskate/b KpOHIITEHHA MINPHIEBOro Hacoca, Mozes 041-000429

(npu HeoOxouMOCTH) - 1 1T,

" 18. Tenexxa rpancnoptaas ans moutopa NC5S/NCSA, Moaeis 115- 005539 - _' ;I \

(upn neobxommocTH) - 1 .

- 19. Kpennenue na creny Hasecnoe, Mogens 115-004162 (npn HEOGKOJIHMDCTH) 1wt - |
- 20. Becnipooiias cetesas Kapra, Mojens TL-WR802N300M (npu neobxoaumocTi) - 1 e, | 47
21, Ceregoii kabens 1a ceTeBoii KapThi, Moziens 023-000089 (npn Heoﬁxomocm} 1 urr 7

22 Pymoao,nc*rao nons3osarens, 046-00000214 - 1 HIT.

10 Haa30py B c@epe 3ApaBOOXpPAHEHHH
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