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OEAEPAADFIA>I C/TY)KBEA MO HM3OPY B COEPE 3[IPABOOXPAHEHVSA
(POC3/IPAGH.AJI30P) "

PETMCTPAUMNOHHOE YOOCTOBEPEHWE

HA MEOVWLUWHCKOE U3AENWE
OT 12 aBrycta 2024 roga Noe ®C3 2009/03551

Ha meanunHCKoe usgenve
YCTpolicTBa U fibIXxaTe/lbHble CUCTEMbI AN HAPKO3HO-AbIXaTe/IbHbIX annapaTos,
a’p030/1bHO U KMCNOPOAHON Tepanum

HacToswee perncrpaumoHHoe ya0CTOBEPEHNE BblaHO
"UNHTepcemknkan J1TA.", BennkobputaHus,
Intersurgical Ltd., Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41
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Intersurgical Ltd., Crane House, Mollv Millars Lane, Wokingham, Berkshire, RG41

2RZ, UK

MecTo NpoM3BOACTBA MEANLIMHCKOTO U3aenus
CM.MPUNOXEHWE

Howmep peructpaunoHHoro gocke No P-62497/109431 ot 23.04.2024
Knacc noTeHumManbHOro pucka npUMeHeHns MeAULNHCKOTo U3fenusa 2a

Kog O6Lepoccnidickoro KnaccuumkatTopa npog>'Kuum no Bmaam 3KOHOMMYeECKOW
featenbHocTn 32.50.21.123

HacToslliee perncTpaLroHHOe Y0CTOBEPEHNE UMEET NPUIOXKEHMe Ha 4 nucTax

npukasom Poc3gpaBHag3opa oT 12 aBrycta 202NN
[ONyLEHO K 06paLLeHnIo Ha TeppuTopun
3amMecTUTesNlb pyKoBoanTensa defepa
Nno Haf3opy B cgepe 34paBoOXpaHeH!
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®PJIEP.\\bHAA CNY)XBA MO H.AA30PY B COEPE 3[PABOOXPAHEHMSA
(POC3PABHA/3OP)

MNMPNITOXEHWE

KPErMCTPALMOHHOMY YAOCTOBEPEHMUIO
HA MEAVUWMHCKOE U3AENUNE

OT 12 aBrycta 2024 ropa Ne ®C3 2009/03551
Nnet 1

Ha megunumHckoe nsgenuve

YCTpoicTBa U bIXaTe/lbHble CUCTEMbI /11 HAPKO3HO-AbIXaTe/IbHbIX annapaTos,
a3p0o30/1IbHOM U KNCNOPOAHON Tepanuu;

1. Bo3ay-xoBogbl, pasmepamu (cm): Q30 (3.5); 00 (5.0); O(5.5); 1(6.5); 1.5 (7.0); 2 (8.0);
3(9.0); 4(10.0); 5 (12.0).

2. HagroprtaHHble BO34yx0BOAbl, pasmepamu: 1, 1.5; 2; 2,5; 3; 4; 5.

3. HagroprtaHHble BO34YyX0BO/AbI C 4OMONHUTE/IbHbIM KUCIOPOAHLIM MOPTOM B KOMIJ/IEKTE C
(PMKCaTOPOM U Xeny[o4vHbIM 30HAOM unv 6e3 KoMnnekra, pasmepamu: 3; 4; 5.

4. NNapuHreanbHble MacKun: Knaccu4yeckune (CtaH4apTHble), npuMmeHsemble npu MPT, ¢
apMUPOBaHHbLTM BO3YXOBOLOM, CU/IMKOHOBbIE, C MATKUM BO34YT0BOAOM, C (DMKCUPOBaHHbLIM
n3rmbom BO3ayxoBoga, pasmepamu: 1, 1.5; 2; 2.5; 3; 4; 5.

5. QHpoTpaxeanbHble TPYOKN: C MaHXETOM, 6e3 MaHXeTbl, apMUPOBaHHbIe, pasmepamu: 2.0:
2.5; 3.0; 3.5; 4.0; 4.5; 5.0; 5.5; 6.0; 6.5; 7.0; 7.5; 8.0; 8.5; 9.0; 9.5; 10.0.

6. HazasibHble KaHlM 41 B3POC/bIX, 415 AeTel, AN HOBOPOXKAEHHbIX C MPAMbIMU, UK
pacLUMPSAOLWMMUCS, U U30THYTLIMW, WX M30THYTO/paclumpsaowmmMmcs 3ybuamu;
aTpaBMaTWyHble C 3ayLUHUKaMU W [eNNKATHbIe; C KOHTPO/IEM COAEPXKaHWUA YTNEKNCNOro rasa
B KOMMNJIEKTE C IMHNE MOHUTOPUHIA U PUNLTPOM UK 6e3; BbICOKOMOTOUHbIE;
[BYXNPOCBETHbIE; 418 HasanbHOro CPAP pasmepamun XS (3kcTpamarnblii), S (Matblid), M

(cpeaHuin), L (6onbLioin), XL (3KCTpabonbLLOi).

7. KucnopofHble Tpy6KM MOCTOAHHOMO W Nepe.MeHHOro CEYEHUs B KOMIJIEKTe C
COEAUHUTENAMMN NN 6es3.

8. Pacnbinntenn aspo3ons: TpaxeobpOHXMATLHOIO M aTbBEOIAPHOIO OCAXKAEHMS.
9. PacnbliMTenn B KOMIMJ/EKTE: C a3p030/IbHOM Mackou 1 TPpY6KOW; C a3p030/1bHON MacKoW,

TPY6KOW 1 COeAMHUTENEM; C a3P030/1bHOM MacKon, ¢ TPYOKOW, C CoOeANUHUTENEM U (PUILTPOM;
C COeIMHUTENSAMU 1 TPYOKOW; C coeanHuTeNnem, Tpyokamm (40 3 WT.) U PuibTpom; ¢

KOHHEKTOPOM ¥ TPYOKOW; C MacKoM, C KOHHEKTOpaMu ([0 3 WT.), AbIXaTe/lbHbIM MELLKOM U
TPY6KOi1; C KOHHeKTOpamu (A0 3 WT.), AbIXaTe/lbHbIM MELLUKOM 1 TPYOKOiA.

10. AbiXaTenbHble KnanaHbl: perynvpyemMole npegoxpaHutenibHble knanadsl (PIK)

OrpaHuyYeHuns faBneHns AN B3POCAbIX, A1 AeTel; NpefoXpaHnUTeNbHbIe KnanaHbl copoca;
ynpasnsemble KnanaHbl Bblfoxa; KnanaHbl PEEP; knanaHbl BeHTYpu perynmpyemsble u
Heperynmpyemble; KnanaHbl peBepCuBHbIE Y HEPEBEPCUBHbIE; KanaHbl C IMHUAMU
MOHUTOPUHTa (UK 6e3) 1 ynpasneHus.

11. YBNnaXHUTEeNN B KOMMMEKTE C COEAUHUTENAMU M XK ANAAMepbl YBNaXKHUTENS,

My3bIPbKOBBIA YBNXKHUTENb C EMKOCTbIO U

nnn 6es.

12. PeaHMMaLUNOHHbIE CUCTEMbI: ansa BJ1 pna
3amecTuTeNnb pykosoguTensa ®degepaibH(
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PEAEPA/IBHASA CNYXXBA MO HAZ3OPY B CHEPE 3[JPABOOXPAHEHUA
(POC3[PABHAZ3OP)
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K PETUICTPALMOHHOMY YAOCTOBEPEHMUIO
HA MEAVUWMHCKOE U3AENUVNE

OT 12 aBrycta 2024 roga Ne ®C3 2009/03551
Nwucer 2

B3pOC/bIX, ANS AeTel, A1 HOBOPOXKAEHHbIX C MPefoXPaHUTENbHbIM KnanaHoM Unm 6es, ¢
afganTepoMm u KnanaHoMm PEEP nnu 6e3, ¢ nHaAMKaTopom mnm 6e3, ¢ puabTpom u
coefuHUTENEeM UK 6e3; aHTUCTPECCOBbLIN MELLOK; peaHMaLMOHHas Macka.

13. KnuHku gns napuHrockona, pasmepamun Q 1,2, 3, 4, 5: npsAMble; U30THYTbIE.

14. CnupoTpeHaxXepbl 415 B3POC/bIX, 414 AeTeil: NobyAnTebHbIE Ha BLOXE; CO CMEHHbIMU
HarpysouHobMu PEP pe3ncTopamu Ha BblfOXe.

15. [ibixaTesibHble KOHTYPbl aHECTE3MO0N0TMYECKNe Y peaHMaLMOHHbIe NS B3POC/bIX, ANS
[eTeid, AN HOBOPOXKAEHHbLIX C 060rpeBOM nn 6e3 ¢ NPUHAANEXHOCTAMM: LWIAHTY
AbixaTesbHble (80 5 wWr.), coeguHnTenn (4o 7 WT.), AblXaTebHble BUPYCO-b6aKTepnabHble
(mnbTpbl (40 3 WT.), AbIXaTe/lbHble BUPYCO-6aKTepuasibHble PUAbTPbI -
TennoBnaroobMeHHMKKM (4o 3 WT.), Mackn (40 4 WT.), Ha3anbHble KaHonu (40 4 wWr.),
reHeparop MoToKa, BNaroC60pHMKM ([0 2 WT.), Kamepa YBNaXHUTENS, IMHUA MOHUTOPUHIA,
AbIXaTeNbHbIA MELLOK, AaTUMK NOTOKA, AbIXaTe/lbHbI KnanaH (4o 2 WT.), pacnbLUnTeb,
KapTpuak ¢ abcopbeHTOM, aepxkatenun-gukcaTopbl (4o 3 wWr.).

16. AbixaTenbHble KOHTYPbl aHECTE3NOM0rMYECKME Y PeaHUMALNOHHbIE aHTUMUKPOOGHbIE Ans
B3pOC/bIX, ANS AeTeR, 419 HOBOPOXAEHHBIX C 060rpeBoM 1in 6e3 ¢ NPUHALNEXXHOCTAMM:
LIMaHTX AblXaTenbHble (40 5 wT.), coeguHuTenn (4o 7 WT.), AblXaTeNbHble BUPYCO-
bakTepuanbHble (UNbTPbI (40 3 WT.), AblXaTe/lbHble BUPYCO-6aKTepuasibHble (UNbTPbI -
TEnNoBnaroo6MeHHMKKN (A0 3 LWT.), Mackun (4o 4 WT.), Ha3a/bHble KaHAn (00 4 wWr.),
reHeparop MoToKa, BNarocbopHuKM (40 2 WT.), Kamepa YBNaXHUTENS, IMHUA MOHUTOPWHIA,
AbIXaTeNbHbIA MeLOK, faTUYMK NOTOKA, AbIXaTe/lbHbl KnanaH (4o 2 WT.), pacnbTTUTeNb,
KapTpuaK ¢ abcopbeHTOM, AepxkaTenn-gpumkcatopsl (4o 3 wr.).

17. [ibiIxaTeNibHble WAaHrN B KOMMNJ/EKTe C COeAUHUTENAMU UK 6e3; WnaHrv ans
AblXaTe/IbHbIX KOHTYPOB; LWMaHT A9 3BaKyaunmn 0TpaboTaHHbIX ra3os.

18. CoeguHUTENN ¢ nopTamu Unu 6e3, B KOMMIEKTe C IMHUAMU MOHUTOPUHIAa Uin 6es:
YECTKMe; 3M1acTOMepHble; TMOKUe; LapHUPHbIE; NPsAMble; YroBble; T-06pa3Hble; Y-
obpa3Hble; afanTepbl: MyHALWTYKMN (3ar/tOHUKN).

19. BnarocbopHUKN Ans AblXaTebHbIX KOHTYPOB 415 B3POC/bIX, A5 AeTel U ANns
HOBOPOXAEHHbIX.

20. [ibixaTeNlbHble BUPYCO-6aKTepuaTbHble (UIbTPbI B KOMMJIEKTE C COEAUHUTENAMMN U
6e3; ANa NauneHToB; ANA AblXaTe/lbHbIX KOHTYPOB; 4115 annapaTos.

21. ObixaTenbHble BUPYCO-6aKTepuanbHble PUNLTPbI - TEN0BAAr00OMEHHNKN B KOMM/IEKTE
C COeAMHUTENAMU UK 6e3; ANA NaUMeHTOB; ANA Abl XM gar* "pHTYpOB; AN annapaTos.
22. TennoBnaro06MeHHMKN B KOMMNEKTE C KUCM03?6 M ;A5 Al nnn 6e3, ¢

CoeIMHNTENAMMN UK 6e3: ANa NaunueHToB; ANs ONAB,
23. AHeCcTe3no/I0rMyecKme Macku, pasmepamm EcoMask I,
3amecTuTenb pykoBoanTens depepasibHoOM

Nno HazA30py B c(hepe 34paBoOXpPaHeHUs [.1O. MaBnokoB
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~ aDOMaTM3MpOBaHHble/I4€ap0MaTI/I3I/IpOBaHHble NNLEBbIE MAacKW, SKOHOMUYHbIE
aHecTe3no/IorMyeckme NnLeBble Macku, aHeCcTe3NO0I0rMyeckne GPOHXOCKONMYeCKMe NnLeBble
MacKu, Macku nuuesble aHaTomuyeckue, macku ClearFlex, mackn Rendell Baker,
24. Macku gna BeHTUNALUN NEFKMUX 415 B3POCAbIX, AN AeTel, 415 HOBOPOXKAEHHbIX.
pasmepamu XS (3kcTpamansiii), S (Mansiin), M (cpegHuit), M/L (cpegHuii/6onblioit), L
M (6onbLuoit), XL (3KCTpabonbLLO): MacKu A5l HEMHBA3UBHOW BEHTUNSALMKN, Macku A5
CPAP.
25. A6COp6EHTHI YIIEKMUCIONO rasa: He cofepxXallne 1 cogepxkaline rupokcuibl WenoyHbIX
MeTasi/IoB B YNAaKOBOYHbIX MakeTax, B KAHUCTPax, B KapTpuaKax, B NNaCTUKOBbIX BEApaXx.
nr/ 26. JINHUN MOHMTOPUHTA B KOMIJIEKTE C COEAUHUTENAMW, PUILTPOM UK BE3: TIMHUN
MOHUTOPUWHIA COAEePXaHNA YrNeKNCNOro rasa; IMHUM MOHUTOPWUHTA AaBNeHNS.
27. ObixaTenibHble Mewwkn obvémom: 0.5, 1.0n, 1.3n, 2.0n, 2.3n, 3.0n, 5.0n: gns
aHecTe3noIOrMYeCcKMX UM peaHMMaLMOHHbIX AblXaTeNbHbIX KOHTYPOB C NETNEN unn 6e3, ¢
OTKPbITbIM WK 3aKPbITbIM KOHLLOM; 4115 annapaTypbl; A4/19 OKCUTreHauum ¢ AblXaTe/IbHbIM
KnanaHom ¢ TpybKkoi nnu 6es.
28. Oepxxatenu-thukcatopsbl: 415 MacOK - 3/1aCTOMEPHbIE F0/I0BHbIE, KOMbLO; A1 LW/IAHTOB U
TPY6OK - Ha NMOACTaBKe C LIapPHMPHbLIM YANNHUTENIEM, CKOOa, K/IUNCA, 3aKNM, LLanoyka,
F KO/INaYoK, NeHTa, NoABecka, rosloBHOWM pemMeLLKOBbIA B Habopax 1nun rno oTAeNbHOCTH; A5
W 3HAO0TpaxeanbHbIX TPYBOK - NEHTOYHbIE.
29. KnucnopogHble Macku 415 B3pOC/bIX, ANA AeTel: ¢ BUPYCO-6aKkTepuanbHbIM (UNbTPOM B
o KOHCTPYKUUKN 1n 6e3; C HOCOBbIM 32)KUMOM Unn 6e3; C MHANKATOPOM AbIXaHUsA Unun 6es.

xM! 30. KnucnopogHsle Macku Afig B3pochblX, 415 feTel ¢ BUPYCo-6aKTepuaibHbIM (UIbTPOM B
fAy: KOHCTPYKLMKN TN 6e3, C HOCOBLIM 32XXKMMOM MUK 6e3, C MHAWKATOPOM [bTXaHus unu 6es, B
KOMMEKTE: C TPYOKOM KUCNOPOAHOM; C TPYOKOIM KMCNOPOLHOM N MELLKOM [bIXaTeNbHbIM; C
>4 MELLKOM [blXaTe/ilbHbIM; C TPYOKOW KMCNOPOAHONM W IMHWE MOHUTOPWHTA; C TPYOKOi

KMNCNOPOAHOW, MMHNEN MOHUTOPUHIa U PUILTPOM.

1 31. A3p030/ibHble MacKu 418 B3POCAbIX, 418 AeTel C HOCOBbTM 3aXXMMOM WK 6e3: NLEBbIE;
TPaxeocTOMUYECKMUe.
32. A3p030/1bHble MAcKu A/15 B3POC/bIX, 415 feTeil C HOCOBbLU 3aXMMOM Unn 6e3, N1LEeBble
WK TPaxeoCTOMMYECKME B KO.MMJ/IEKTE: C HEPErynpyembiM KnanaHoMm BeHTypwu; ¢
Heperynunpyembix! knanaHoMm BeHTypu v Tpy6KoW; ¢ KnanaHamy BeHTypu (4o 6 wT.),
TPYOKOM, LWNAHTOM ¥ COeANHUTENEM; C HEPEryInpyeMbIM KnanaHoMm BeHTypu, TpyoOKoi v
COEAVHNTENEM; C PEryn1pyemMbiM KnanaHom BeHpi.u*Tpy:a]coid; ¢ perynnpyembim

KnanaHoMm BeHTypu, Tpy6Kol 1 p,bb(aTeanblmll/ll/l&l")ﬂ"p"’W‘ L1IaHTOM.
MecTo npon3BoACTBa:
i 1 Intersurgical Ltd., Crane House, Molly Berkshire, RG41 2RZ,
3amecTuTenb pykosogutens degepanbHou byunr: A7 fj
no HaA3opy B cepe 34paBOOXPaHEHNN yv\ f A [A-10, MaBnoKoB
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LA VK.
2. Jiangsu Weikang Jiejing Medical Apparatus Co., Ltd., #18 Wenzou Rd., Economical
Development District, Shuyang, Jiangsu 223600, China.
3. UAB Intersurgical, (Site A), Amioni™ g. 60, LT-18170 Pabrade, Lithuania.

» 4. Hsiner Co., Ltd., No. 312, Jhongshan Rd., Shengang District, Taichung City, Taiwan.
5. Sleepnet CodporaEon, 5 Merrill Industrial Drive. Hampton, NH 03842, USA.
6. Foremount Enterprise Co. Ltd., No. 17, Alley 15, Lane 5, Shenan Street, Shengang Dist.
42944, Taichung City, Taiwan.
7. Intersurgical Medical Apparatus (Changzhou) Co., Ltd.. No. 1011, Liaohe Road. Xinbei
District, Changzhou City. Jiangsu Province, 213125, P.R. China.

3amecTuTeNb pyKoBoauTens deaepanbHoli C:
no Haa3opy B Chepe 34paBoOXPaHeHMs [1.HO. MaBnioKoB
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