[TPOTOKQOJ] utoros 3axkyna MEJAULIMHCKOW TEXHUKU Annapam ucKycCcmgeHHOU 6CHMUTAUUU

JeZKUX criocobom Tenaepa

138 xabuner 15-0006.08.2024 r

DIpeacenare:is TEHAEPHOM KOMHCCHM!

JK K. Exemanopa — 3amecTureIb Aupextopa mo MY

2)H1eHbl TEHIIEPHOH KOMHUCCHH:

C.T. Kamykora — 3aMecTHTeIb TAPEKTOPA MO KOHTPOIIO Ka4eCTBa MEAMLIHHCKHX YCIYT M CTPATErHYECKOMY PasBUTHIO
A.IIl. Axybacosa — ri1aBHas MeacecTpa

3) Cexperapb TeHAESPHONH KOMHUCCHH:

JI.H. lNanverko— pyKoBOIUTE L OTAEHA FOCYAaPCTBEHHBIN 3aKYIIOK

L]

06.08.2024r01a B 15-00 138 xabuner ['KIT na ITXB «MnuoronpoduisHas Topoackas jerckas 0oapnuua Nely akumara ropona ACTansl, paioH
«Asnmarteiy, npociekT Tayencizaik,. 11/1 mpoussena npoueLypy BCKPHITHS KOHBEPTA C TEH/IEPHOH 3asBKO#, MPEICTaBICHHOM [UIs YIacTHs 10
3aKyTTy MeIMLHHCKOM TexHuku criocobom tegaepa At KT na TTXB «Muoronpoduibuas ropoackas xerekas dobruna Nely akumara ropona
Actanga ma 2024 ron

3ampocoB OT MOTEHNMATHHBIX IOCTABIIEKOB [0 PA3biCHEHHIO HOIOKCHUH TeHepHON TOKYMEHTAIlMH HE TOCTYHAIO.

[Ipefoctas;leHue IOTCHIHATEHBIME IIOCTARIMAKAMHE TEH/IEPHBIX 3aJBOK NOC]IE HCTEUCHHUS OKOHYATCILHOIO CPOKA IIPEAOCTABRIICHUS TEHAEPHDIX
3a51BOK HE [1IPOU3BOIAIOCE.

TeniepHbie 3a9BKY CI€IYFOLIEX TOTCHIUAIBHEIX IOCTABLIMKOR, TPE/ICTABUBINNX TEHICPHYIO 3a9BKY B YCTAHOB/ICHHBIE CPOKH JIO MCTCHCHUA
OKOHYATEILHOT0 CPOKa IPEI0CTABIEHHS TEHIEPHBIX 3a9BOK:

nop

No HaIlMEHOBaHHC NOTEHUHAJILHOI'O IIOCTABIIIHKA Anpec MOTEHIIHAJIBHOI'O [TIOCTABIIHKA
XTRAMED
1 PO RN PK 010000r AcTaHa yn ¥yprerosa 18/2 oduc 204

PK 010000r [ ActaHa yn Tapas 2H.M1.12

TOO «CAITA Mea Acranay




ATT XAM3WH J1.K. i
3 | | PK 010000r I ActaHa yn LLlanrepeit Bokees 42/2

TOO "DI Life (/n aaiid)"
I Kaparanpa Nynbpep 1 nom 14 k8 74

TOO «ATS Medical Devices» |
5 : ' T Anmars! yn TypKeubekui p-oH yn MainuHa gom51/40

5. TemjepHLIE 3asBKM BCKPBITHI U COAEPIKAT AOKYMEHTHL, OTPOKEHHBIE B IPUIOKENHU 1 K HACTOALIEMY MPOTOKOLY, KOTOPEIC OrJalleHbl BCEM
MPUCYTCTBYFOIAM TIPH BCKPLITHH TEHIAEPHBIX 3a5BOK.

6. W3veHeHUH TCHACPHEIX 3asBOK TTOTEHTIHATLHBIMHI [TOCTABITUKAMHA He OBLI0.

7. Tlpu npouenype BCKPBITHS KOHBEPTOB € TEH/IEPHLIMH 3asBKaMM MOTCHIHAIBHBIC [IOCTABIIMKY HE IPHCYTCTBOBAIIH.

8. TloTeHUMATHHBIE TOCTABLIMKYA IPCACTABILIM IICHOBRIE NPe/UTOXKEHUs ( TEXHHYECKHE XapaKTePUCTHKH). OTPakKEHHbIE B UpUIIoKeH n No2
HACTOSILErO [TPOTOKOMA.

9. CoriacHo cpaBHUTETbHON TAOIHIIE 10 TEXHHIECKUM XAPaKTCPUCTUKAM K TEH/EPY /IOTYIICHBI CIe/IYIONTHE TOTCHIHANBHbIE TOCTABIIMKH !

TOO «EXTRAMED» - Jlom Nol Annapam uckyccmeennoi 6eimuiauui 1e2Kux.

Texun4eckoii crreqH(HKANHY COrJIACHO TeHaepHoii [TpeaoxkeHHAs MeIHUHHCKAA TEXHUKA CooTBeTcTBHE HIIH HECOOTBETCTRIE
AOKYMEHTALLHH TOO «<EXTRAMED»,
vojesns HAMILTON C-1
Annapar UCKyCCTBEHHOMN REHTILIALMK JIETKHX COOTBETCTBYET CooTBeTcTBYET
KpaandukauuoHHble TpeGoBaHust COrIACHO TeHIEPHOA TOKYMeH Talni CoOTBETCTBYET

HII XAM3HH J.2K. - JTont Nel Annapant HCKYCCINGEHHOU 6EHMUIAUUN JI€2KUX.




Texunyeckoii crnienn@uKan oI IacHo TeHIepHOH [TperiomeHHas MEIHIHHCKAH TeXHIIRE

CoorBeTcTBHE IL1H HECOOTBETCTBHE

JAOKVMEHTAUHN WIT XAM3MH /LUK,
B B ~ soaeas HAMILTON C-1
AlnapaT HCKYCCTBEHHOMN BEHTIIA LM JICTKHN | CooTBETCTBYET | CooTBETCTBYET
KpaindurannoHssie TPeBoBAHNA COTIACHO TCHAEPHOI JOKYMEHTALNN CooTBETCTBYET

TOO «Di Life (u Jlaiigh)» - Tom Nel Annapam ucKyccmeenHOU 6eHMUIAKUN JICZKILX.

Tpebyemblii napayeTp TexHuuecKol crelHGpHKAIUHN COTTACHO TTpea1oReHHAs MeIIIHHCKAA TeXHIKA CooTBercTBIe WIH HECOOTBETCTBHE
TeHj1epHoil JOKYMEHTANHI TOO «Di Life (JIn Jlaiid)»,
vojaean Fleximag MAX 700
| Jlgruii-noHHAS aKKYMYJISTOpHAA Oatapes Bpemsa paboTsl 4 1aca NpH IOTHOCTLIO TexHH4ecKas XapaKTepUCTHRA 3a7BIEHHON MEIMUHHCKO
| Bpems padoter 4 uaca npi MOJTHOCTHIO 3aPAKEHHOM dKKYMYJIHTOPE. 3aPKeHHOM aKKVMYIATOpE. TEXHUHKH HE COOTBETCTBYET TEXHUYECKOI XApaKTCPHCTHRE
i W (WIK) KOMILIEKTalliK, OTIpeleieHHOM
PETHCTPALLMOHHBIM YAOCTOBEPEHHEM 1 (17TH)
PETHCTPALLMOHHBIM 0Che. B pecucmparuoniom !
yaocmosepein npedroxcennozo annapana NePK MiT |
(MT)-0Ne026649 om 27.06.2023 200, 6 pasdere kpamxas |
MEXHUNECKARA XapakMepHomurka YKaidHo. ({BPE.%."L!)T
patiomer om Gamape (npu HOIHOI 3apaoKe u 0ObiYHOM
wernorezoganu): 210 ainyvimg. |
HecooTreTcTEHE. |
5
Bec 6azosoro Guioka annapara — 3 Kr. OteyTeTryer nHbopMmars, Hecoorserersue. ’
[Mavsare ya 1000 cobbITHI BeHTIISIIHK (TPEBOTH, H3MEHEHHSA Amnmapart coxpanset 1000 nocaeanux codbITU OrcytersyeT HHOOPMALLHS 0 TAMATH «PEKHMOB '
| mapaMeTpoB W PEKIMOR BEHTHIALIM ¥ T/L.). (u3MeHeHHsa HacTpoex, cpadarblBaHue BEHTHIISA M.
: CHTHAIU3AIIHH, TeXHHYECKHe TPEBOTH) C
BO3MOIKHOCTBIO [IOCIEAYIOLIETO MPOCMOTPa HecooTseTcTRiIC. ;
JKypHaa). i
CHHXPOHH3HPOBAHHAS NPUHY AUTE IbHAS BEHTHIALNA C LEIeBLIV OteyTereyer HHbOpMan. Hecoorserersie. '
obsemom (CMV-). |
| PesxuM CTIOHTZIHOTO ALIXaHUS HA (POHE NOCTOAHHOTO OTcyTcTBYET HH(MOPMALULA. HecoorrercrBite. '
| HO:105KHUTETLHOTO AABTEHHA € BOIMOKHOCTHIO NOICPIKKH TaBICHHEM
(SPONT). _ - .
BeHTHAAINA NP1 AMHO3 OTCyTCTRYET HHODOPMALINA. HecooTeeTeTB11€.




DaerTpiHeckiiil kadeis OtcvrerayeT nndopvailig o L1He HecooTBeTcTBUE.
IIpeHasHaueH 115 21eXTPONHTAHNS annapara 0T AIeKTPHYCCKOI JTEKTPHUECKOTO Kadeds.
| CETH. JLTHHR 2 M. ) ) B
,{?()J?{J.'HHHJ'Ft’.?b!?b}L‘ EOWRICKMvIOuie: U.['lt:h't.’p DIN 178 NoIKTIOUeHHA K KITC.1E)D(},IHl)ﬁ H@IIPCJCT&BJBIIHQ JOK}’MEHTOB. NOATBCRR A8 LILHX
| Wrexep DIN juis NOAKIROMEHNHA K KHCIOPOAHOH ceTh i ceTi COOTBETCTBHE [PEIaraeMaiX JICKapCTBEHHBIX CPEICTB U
(1114) MeAMUUHCKHX H3nenuil. gapMalesTHIeCKHX YCIayr
| mynkry 11 Ilpasna. B pecucmpayuonuom
{3 ‘Docmosepenuu npedaoxcentozo annapama NoPK MIT
| (MT)-0Ne()266-49 om 27.06.2023 coda omcymcmsyen
| withopniayua o pecucnpayuu — «Llmewxep DIN 0z
| ROOK HIIYEHNHE K J\‘?IL'.'!O.."JU{)HGI} CenNtd».
i
| . Hecoorsererniue. |
| Pacxoousie vameptais 4 usHaWueaeMbe yasl: ; Ocuosroii jatunk CO2 ¢ bpasunus i Ocposuoit gatuuk CO2 ¢ Bpasniing coeHHUTEIbHBIM '
KncaopoiHeiil 1aT4iK | coeAMHNTEILHLIM Kabeaem U 5 aganrepaviu : ka0eieM U 5 agantepaMy JAbIXaTeIbHLIX NyTel [1is

| ABIXATEABHEIX MyTeH /1719 B3pOCbIX

(KucropoaHsiii 1aTHHK)

|

| B3pocasiX i KHCIopojiHblil JaT9HK — AB3 Pa3HbIX

nouATHs. [TepBelil HEODXOAWM /U18 HIMEPEHHS

| konuentpauuu CO2, Bropoit A8 wsmepenus O2,

HecooTBerersue.

HenpencrapiaeHue J0KYMEHTOB, TOJTBEPKIAFONINX
COOTBETCTBHE NPE/TATAEMBIX I€KAPCTBEHHBIX CPEACTE U
(WITH) MEAMILHHCKUX u3aenuil, GapMaleBTHYECKHX YCIyT
nyukty 11 lpasun. B pezucmpayuonnom
vdocmogepenuy npedroxcenitozo annapama NePK MIT
(MT)-0Ne026649 o 27.06.2023 z00a omcymcmayem
unghoprtayus o pezuchipayun — «Kuciopodusiit Oamuiey.

HecooTBeTcTBHE.

Keaauduxaunonabie TpeGOBAHHS COrIacH0 TeH/IEPHOM JOKYMeHTalUN

CoOTBETCTBYET

TOO0 «CAIIA Meo Acmana» - Jlom Nel Annapam uckyccnigeHHou eHMUTAHUU AC2KUX.

Tpebyemblii mapaMeTp TEXHIYECKOiT Crenn@UKALIH CONTACHO TpeasioaenHast MeHUHHCKAS] TEXHIKA
TEH/IePHOIT JOKYMEHTALII TOO «CAIlA Mea Actanar,
| moaeab SV600

CooTBeTCTBHE MJTH HECOOTBETCTRIE




Bec Gazozoro 0:10Ka annapara — 3 &r.

Bec fazogoro Oaoka annapara — 18 kr.

HecooTBetTersie.

BL"I‘,)OEI{H.’:\S[ B antapai CaMO3APAKAONILAACH ARKY MV BITODHAR

Garapes. odecreyBaONIas ABTOHOMHY K0 padOTY alnapara - 4 yaca.

BeTpoeHHas B animapat caMo3apamRaonancs
axkyMyasTopHas Oarapes. odecnedneatonmas
aBTOHOMHYIO padory arnnapara — 90 MUHYT.

HecoorBercTBiHE.

Tl THii-HOHHAs AKKYMYIAT0pHas daTapes

| Bpewvs paGors! 4 gaca Mpi NOJHOCTLIO 3APAKEHHOM AKKYMY-TATOPE.

| Bpems padotsbl 90 MUHYT [PH [0IHOCTIO

3APAKREHHOM AKKVMYIATOPE.

HecoorBercrnie.

' Honoawuinedsitbl ¢ KOMAAEKIYIowue:
DKCIUPATOPHLIN Karal 1A meTeil/B3pociniX

| DKCNHPATOPHbITT Kanan 115 AeTel/B3pOCibIX

HenpeacTarIenne 10KYMEHTOB. MOATBEPHAAIOUIHX
COOTBETCTRME NPE/LIAraeMbIX J1EKAPCTBEHHAIX CPEACTB I
(1:8) MEIUUMHCKUX H3AeIHii, QapMateBTHIECKUX YCIyT
nyskry 11 [pasui. B pecucmpayuoniion
voocmasepenuu npedroxcennoco annapama NeP K- -MT-
SNe019087 om 10.04.2024 c0da aimcymemesyemn
unghopyarun o pecucmpanui — « IRCAUPamopHortl
Kranan O1a 0emen/e3pocibixy.

HecoorBeTcrBiie,

| HonotnumeibHble KOAMAICKIY M HE.
| IlItexep DIN a:1s MOAKTIOYEHHA K KHCIOPOAHOIE CeTH

JLitexep DIN 175 NOAKIIOUEHHS K KHCI0POAHOM
cetit

HenpeacrapieHie 0Ky MEHTOR, MOATBEPHKIAI0IUNX
COOTBETCTRUE Npe/laraeMbIX JIEKAPCTBEHHBIX CPEICTE U
(MITM) MEAMIMHCKUX H3ASTHI, hapMaleBTHHeCKUX yCayr
nyukry 11 Tpaeun. B pecucmparnuoniom
yooemogepeniu npedaoxcennozo annapama NePK-M1-
SAOI9087 om 10.04.2024 zo9a amcymcmeayeni
ungpopatayus o pecucmpayuu — «Llimexep DIN d1a
HOOKTIOUEHHSA K KUCAOPOOHON Centiy.

HecoorseTcTBHE.

Hdonoantumersiple KOMATEKmyiouue:
FaexTputeckul kabenn

IaeKTpHIecKuil kadelb

HenpecTasieHie A0KYMEHTOB, MOATBEPAAAIINX
COOTBCTCTBHE TPEIIaragMbIX JCKapCTBEHHBIX CPEICTE U
(MaK) MEAHUMHCKUX H3AeTHH, apMaleBTHICCKUX YCIyr
nyukty 11 TlpaBua. B perucmpaiftionHoM
yoocmoseperuu npediodcennozo annapama NePK-Mi-
SNe019087 om 10.04.2024 coda omcymemeyem
unchopyayus 0 pecucmpayuy — « NeKmpuy ecKul
Kgtetby.

HecooTBeTcTBHE.

: Kpanudgukaunontble TpeGOBAHIS COMTACHO TeHAepHOIT JOKYVCHTALHN

CooTBeTCTBYET




TOO «ATS Medical Devicesy - JTont Nel Annapam uckyccmeeHioi 6eHmu il Ae2Kux.

TpeOyeMblil IapaMeTP TEXHUUECKOH creli(uKaLi CorTacHo [Mperromenpasi MeIHUHHCRASI TEXHITRA CooTBeTCTRHE ITH HECOOTBLTCTBIE
TeHepPHOI 10Ky MeH Tauin TOO «ATS Medical Devices»,
moaeas HAMILTON C-1 i
| B annapat BCTpOCHHas TYPOIHA ¢ MHKOBBIM TIOTOKOM 10 260 T/MHH. B annapat BCTpoeHHas TypOMHa ¢ NTHKOBLIM MMpesacTasieHyas NOTeHUNAIBHLIM MOCTABLILHKOM
notokoM [0 260 a/viH. TENHUYECKas CreUNMIKallis, He COOTRETCTRYET YCI0BHUAM

; TeH/epHoil fokymenTannn 1 lpaswn. Iipedcmasiennai
MeXHUYeckad (.'f'f{fi{l!([}!ﬂ{ﬂ!.{l{}! wNeent He MmoyHun e
MEXHUYECKWe XAapParmepuCinuxy.

_ ! | HecooTreTcTBHE, |

Pafora annapara BO3MOKHA KaK OT HCTOHHHKA BICOKOIO. TaK Pa0oTa annapara BO3MOKHEA KaK 0T HCTOUHNKA [TpeacTapieHHan [TOTEHUHATLHEIM TOCTABLIHKOM ‘l

HI3KOrO AaBIeHUs Kiciopoaa (nmotox O2 B npeaenax 10 135 j/Mun), BEICOKOTO. TAK H HU3KOIO JaBICHHA KNC10poaa | TeXHHYCCKas CHCLUHGIUKALHS, HE COOTBETCTRBYET YCIOBHAM |
! (motok O2 & npejeiax o 15 1/yuH). TeraepHoii gokymentaunn i Hpapun. lpedemasrernna

HigxnuvecKad cnelf H(]JIH\'HI{IM WWEEH He MOYHbBIE
JMEXHUYECKUE XUPARIMEPUCTIHKH,

HecooTBeTCTBHE.

KsaandukanouHse TpeG0BAHNHA COTIACHO TEHACPHOM TOKYMEHTALHN : HecooTBeTCTBIS TeHIePHOT 3adBKH
TOO «ATS Medical Devices» |

[NpejcTaBieHne LeHOBOTO IPE/UIOKEH S He 110 PopMe, COrTacHO NMPHIOKEHHIO 2 K

Ipmioskenne 4 K TeHAepHO 10KyMeHTalnn (L{enosoe npedioxcete HOMenNaTsHE20

nocmagujura) | TIpasunasm. B npedcmasientom Yenosou npedioxcenuu Homenyuansnozo hocmasiyurka
OMCYIMCMaEYeni VKA3GrHE HoMepd 3akyna.
HecooTBeTcTBHE.
[Ipunosxenue 4 K TernepHoit Jokymentauun (Llenosoe npediodcenue NOMeENUdIbHO0 [1peacTaprierye 1IEHOBOTO NPEATOKEHIA He TIO (POpME, COTTACHO NPUIOKEHHIO 2K
HocmasiuKa) [IpaBuiam. B npedcimasnenHom yeHosoM npecioxcenuit [110menyuatbHo20 ROCMAasiud He

BEPHO YKA3AHG OUHINA UIMEPEHA, (0 UMEHHO YRA3ano «uimyray. Co21acHo mendepHon
OOKVMEHMayitn, a Maxice, cozaacko npedem AEACHHON MEXHUMECKOT CReyuuray [
[Tomenyi@ionoce ROCIMAGIUKA, MEOUUHCKAR MEXHUKA COCMIOUN U3 KOMRIEKIYIIWUX 1t ’
PACXOOHBIX MAMEPUAT0S, COOMBEMEMGLHHO COUHUYA UBMEPenUa dOICHA Buinib
CKOMPIEKIN D,

HecooTBeTcTBHE.

OCHOBHAS 4aCTh TeHASPHOIl 3a5BKH JOMKHA COACPIKATE: 3AAGKY HA PHACMUE 6 MeHdepe no Onuck, npuiaracMsix [TOTEHIHATEHOM NOCTABIIHKOM K 3aiBKE JIOKYMEHTOR B

ghopue, cozaacHo npuiosceniio 3 K IMeHOepHOT OOKVMeHMayuu, (1a 3MeKmporHOM IEKTPOHHOM (hopMaTe TIOBPEAKISHA i HEAOCTYMHA K IPOCMOTPY. |

| socumene npedcmasIAeca ONNCh NPHIAAeNbIY K 3GAGKe ooKVMenning) HecoorBeTCTRHE.

Texuuueckas HacTh TEHJICPHOH 3a9BKHU J0KHA COAEPKAT MEXHUTECKUE cneyudurcayuu ¢ | TexHHYECKas CenpHKalls NpeiCTasIeHHaR [ToTeHUHaIBHOM TIOCTABIIHKOM B

VK@AHUEN MOUHBIX MENHUYECKUX XAPARMCPUCHIUR 3AAETEHNbIX TERAPCINGEHIbIX cpedcme 1 | 3EKTPOHHOM dopMare NOBPeKAEHA H HEOCTYIIHA K NPOCMOTPY.
HecoorBeTcTBHE.




(1) HeOMAICKUN W3OCTUH, HapIMAUEesSTUHecKon YCTHRU 1A GYMAMKHOM Hoctmere (npu
SUSE TN ACOMPEHCKOT MEXHURY, MAKJICe 1a dTexmpanioy nocumere 6 gropyame «docxr) |

Ilpid paccMOTPEHUH TEXHHYECKUX XapPaKTCPHUCTHUK OTKIIOHEHbI CIIeAYHOUIME TTOTCHIHAIbHbIE [MOCTaBIIHMKHA

1. TOO «Di Life ([u Jlaiigh)» OTKJIOHEH -HECOOTBETCTBUS TeXHHYECKOH XapaKTepHCTHKH.
2. TOO «CAIIA Med Acmana» OTKJIOHEH - HECOOTBETCTBHSI TEXHUYECKOH XapaKTePHCTHKH
3. TOO «ATS Medical Devices» OTKJI0HeH - HECOOTBETCTBHS TeXHHYECKOH XapaKTepHCTUKH

4. «TOO «<EXTRAMED» nonyimies , COOTBETCTBYET TEXHHYECKOH XapAKTEPHCTHKH  KOJ-BO

mrr 3% 1o mene 19 925 000 va cymmy 59 775 000 (TlaTbaecsaT OCBSITH MUUNIMOHOB CEMbCOT CEMB/CCAT IATh THICAY ) TeHre
00 TubIH,

5. HIT XAM3HH JI.K. nonyiien , COOTBETCTBYET TeXHUYECKOH XapaKTePHCTHKH KO.I-BO

mr 3% mo uene 19 930 500 mHa cymmy 59 791 500 tenre 00 TupiH (ILarecst 1eBATh MUUTMOHOB CEMbCOT JIEBSHOCTA OHA
Thicaua naThCcoT ) TeHre 00 THbiH

6. 'KI1 a [IXB «MuoronpoduasHoli ropockoi aerckoit 6Gompruue Nely» 3axiiounTs JOTOBOP IOCTaBKY TOBApA
(venunmHckoit Texauky) ¢ « TOO «kEXTRAMED» 110 HauMeHbIIeH IeHe  IUT 3* no nene 19 925 000 Ha cymmy 59 775
000 (IlsaThaecsT AeBITh MILJIMOHOB CEMBCOT CeMbICCAT NHATHL THICH ) Tenre 00 TubIn,



1)IIpeaceaarTeis TeHIepHOH KOMHCCHH M K K. ExemanoBa
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2)Y.1eHBbI TeH1ePHOH KOMHCCHH

C.T. Xamykona

A.lll. Axybacosa
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3) Cekperapb TeHACPHOH KOMHUEC

JI.H. Ilaggenxo




