Hauaneauky 1Y «TMO MBC ¥Ykpainu 1o
UepHirie. 06/1.» - iKapo
Anni TAJIEEBIA

JoroBifgHa 3anucKa

Ipo HeobxignicTs npuaAGaHHA MUIHO Ae3iH]eKIiHHOI
MallHHH /I8 NOJHKAIHIKH
1Y «TMO MBC Ykpaiuu no Uepniris. 06.1.»

3 MeToro floTpuMaHHs BuMor Hakasy MO3 Ykpainu Ne 552 Big 11 cepnhs
2014 poxy "Ilpo s3arBep/pkeHHsi [lepKaBHHMX CaHiTapHUX HOPM Ta IIpaBUII
«[lesindexuis, nepeacTepuiizaljiiiHe OUHMILeHHS Ta CTepuizalis MeJUUHHX
BUpobiB B 3aK/iafax OXOpOHM 370poB’s»", Hakasy MO3 Ykpainu Ne761 Bij
09.05.2022 «[Ipo 3aTBepyKeHHs T[epejiky MeAuuHOro obnafHaHHA [t
3abe3neuenHsi notpeb cdepd OXOPOHM 3[0pOB'A B YMOBaX BOEHHOIO CTaHy»,
BHCOKHX CTaH/JApTIiB iH(EKLiHHOro KOHTPO/II Ta CaHiTapHO-emiJeMio/Iori4yHoro
pPeKMMYy, a Tako)K 3abe3rieueHHs SIKICHOrO MeXaHizoBaHoro, besneuHoro rporecy
nesindexiii Ta MMTTA MeIWUYHMX IHCTpYMeHTiB icHye norpeba B npuabanHi
MHITHO-Zle3iH(eKI[yroUuol MallMHK IS CTOMaTo/IoriuHOro KabiHeTy mosik/IiHIKK 3a
kogoM HK 024:2023-35424.

CecTtpa Megu4Ha _
crapuma mo/iK/IiHIKH Onena MUXAWITYEHKO




TEXHIYHI, AKICHI TA KIVIBKICHI XAPAKTEPUCTHUKH INPEJIMETA 3AKYIIIBJII

Muiika-gesindikarop (kox 3a E3C JIK 021:2015:33190000-8 Meanune 0012 JHAHHA TA BHPOOH MeIHUYHOIO
npu3HaydeHHs pizui) (koa 3a HK 024:2023:35424 Mamnna muiina/ ne3indikyBaabHa s Xipypriyaux
IHCTPYMEHTIB/YCTATKOBAHHSA))

0]
Ne n/n HaiiMeHyBaHHS mm.u e KinbkicTs
BHMipYy
1 Muiika-nesindikarop LUT. 1

3arajabHi BHMOTH:

1. Tosap, 3anpornoHoBaHHH YYaCHUKOM, MOBHHEH BIAMNOBIIAaTH MEIMKO-TEXHIYHUM BUMOram (OMMCy fpeamera
3aKyTiBJli) BUKJIAJCHHX y JaHOMY OOAATKY 10 JIoOKyMeHTallii.

Bionosionicme mexuiuHux xapaxmepucmux, 3anponoHo8aHo20 Yuacuukom moseapy, 6CMAHOENEHUX 6 MeXHIYHIUX
BUMO2ax, GUKNAOeHUx y oanomy oOodamxy 0o [lokymenmayii, nosunni Gymu 0606 83060 niomeepotceni
ROCUNAHHAM HA CMOPIHKY (1) MeXHINHO20 OOKYMeHmy 6UpoOHUKA (IHCMPYKYIs RO 3acmocyeanmio, ma/ato
mexHiunHuli nacnopm, ma/abo Kamaioe, Opowypa ma/abo  iHwuil QOKYMeHm, w0 MiCmums mMexHiuni
Xapaxkmepucmuxu moeapy Mmoo yKpaincoKkolo Mo6oIo), 6 AKOMY MICIMUMbCa ys iHpopmayis, pazom 3 000A6aAHHAM
3aeipenux tozo Koniil. Iliomeepodicenns GiONOGIOHOCMI  MEXHIYHUX XAPAKMEPUCMUK, 3ANPONOHOSAHO20
Vuacnuxom moeapy, scmanoenenux 6 MeouKo-mexnivnux umo2ax, Hadacmocs Yuacnuxom y opmi 3anoenenor
mabauyi HasedeHol HudCHe.

2. 3anpononopane 00JaJHaHHA MOBMHHO OYTH HOBMM Ta TakuM, LIO He nepefyBano panille B eKcrutyataulil
(Haoumu 2apanmitinuii 1ucm 6i0 Yuacnuka y cxnadi menoeproi nponozuyii).

3. OGnanHaHHs, 3aPONOHOBaHe YYaCHHKOM, MOBHHHO GyTH BHeceHe 110 JlepsKaBHOTO peecTpy MeIHUHOT TEXHIKH
Ta BUpo0iB MeaUYHOro NMpu3Ha4YeHHs Ta/abo BBeaeHe B 00Ir BIANOBIAHO A0 3aKOHOMABCTBA y cepi TEXHIUHOIO
pery/oBaHHs Ta OLIHKH BiMOBiAHOCTI y nepeabayeHOMy 3aKOHOJABCTBOM TOPSAIKY.

Ha niarBepmxeHHs Y4acHUK MOBHHEH HAJATH:

3asipeny konito Oexnapayii abo konito QOKyMeHmis, o niOMeepOHCYIOMb MONCIUGICMb 86e0eHH S 6 00i2 ma/abo
eKCHIyamayilo  (3acmocysanns) MeouyHo2o 6upody 3a pezyibmamami  HPOXOONCEHHS Npoyedypu OyiHKu
8I0NOGIOHOCMI 32I0HO BUMO2 MEXHIUHO20 peciamenmy.

4. TapanTiitnuii TepMmin Ha obnagHaHHs — He MeHwe 12 micsuis (vadamu zapanmitinuii aucm 6i0 Yuacuuxa y
cKknadi menoepHoi nponosuyir).

5. YuacHuk noBuHeH OyTH CrpoMOsKHIM 3a0e3neuuTH [OCTaBKY TOBapy, IO € MPEeAMETOM 3aKymnisji wiel
MpoUeLyPH 3aKymiBiai BiamoBiaHoi sakocTi, B ofcArax Ta B TePMiHM Yy BIANOBIAHOCTI 40 BMMOP TeHAEPHOI
JOKyMEHTAllil.

Cnpomooicuicms yuacnuxka nocmagumu 3anponoHo8anull mosap NOGUHHA RIOMEePONCYBAMUCH OPULIHAIOM
2apanmitinozo nucma 6io eupobruka (npedcmagnuymea, Qinii 6UPOOHUKA — AKWYO IX BIONOGIOHI NOBHOBANCEHHS
nowupolomeca Ha mepumopito  Vipainu), abo npedcmasnuka, ounepa, oucmpudiomopd, oQiyiino
VHOBHOBAMNCEHO20 HA Ye BUPOOHUKOM, AKUM NIOMEEePONCYEMbCA MOdCausicms nocmasku Yuacuukom Tosapy,
AKUL € NpeOMemom 3aKynieni yux mopeie, y Kinbkocmi, akocmi, ma 6 mepminu, 6usnaueni yieio JJokymenmayieio
ma npono3zuyiclo Yuacuuxa.

6. IlpoBeeHHs NOCTAaBKH, IHCTANALIT Ta 3amycKy obnaaHaHHsA 3a paXyHOK yuacHHKa (nadamu capanmitinuii auem
6i0 YVuacnuka y cxkradi menoepHoi npono3suyir).

7. IncTpykTax crienianicTiB 3aMOBHHKA 3a PAXYHOK ydacHHKa (Hadamu eapanmitinuii iucm 8i0 Yuacnuka y cknadi
menoepHoT nPOno3uYii).



MeauKo-TeXHiYHi BUMOTH:

Ne Meauko-TeXHiuHAa BHMOra Bianosianicrs
3/m (Tax/Hi) 3
MOCHJIAHHS HA
BiamosiaHi
po3ainu, Ta/ato
CTOPIHKY(H)
TeXHiYHOr o
AOKYMEHTA
BHPOOHHKA
1. | Muiika-ne3indikaTop npu3HaueHa UIs BAKOPHCTAHHs B MeIM4Hii chepi.
2. | [lpunan BUKOPHCTOBYETHCA Ui OYMLIEHHS Ta ne3indexuii MeJAHYHUX IHCTPYMEHTIB
I8 MiArOTOBKH TMepea MOBTOPHHUM BHUKOPHCTAHHAM ab0 mepea MmojajibliMM eTanoMm
NOBTOPHOT 06pOGKH, HATIPUKJIA/] CTEPIII3ALIEI0 B ABTOKJIABI.
3. | Bucora muiiku He MeHIue 124 cM
4. | IllupuHa Muiiku He Ginbine 59,8 cm
5. | loxkuHa MMHKH He MeHIue 67,8 cm
6. | Bara npunany, He Ginbuie 110 kr
7. | Posmipu kamepu s npomusanus, (B x L x J1) 29 x 45,5 x423+2¢cm
8. | OG’eM kaMepH 114 MPpOMHBaHHA, He MeHLe 80 51
9. | Kamepa /1s npoMHBaHHA BUTOTOB/IEHA 3 HEPIKABIIOUOT cTali
10. | MoKIMBiCTb NPOBEJIEHHS ABTOMATHYHOI OOPOOKH OYMIIEHHS TEPMOCTIAKHMX
MEJIMYHUX iHCTPYMEHTIB (BUTPUMYIOTH Temnepatypy 1o 95 ° C)
11. | OuniueHHs iHCTPYMEHTIB 3IHCHIOETBCS 3a JOMOMOrOI0 BOAM |1 TEXHOJOTIYHOIO
3aco0y JUIS OYMIIEHHS.
12. | Octatouna aesindekuis IHCTpyMeHTY BiaOyBacTbes 3a JOMOMOINOK  TEPMIYHOT
nesindexuii.
13. | Jnst KO)KHOro TeXHOJIOriYHOTo 3aco0y mepeabaueHa OKpeMa eMHICTb (KaHicTpa).
14. | O6’em eMHOCTI /151 ONIOJIICKYBaya He MeHuIe 1
15. | O6’em eMHOCTEl /118 HEHTpaTi3aTopa Ta OUMCHHKA He MeHLe 5 J1.
16. | JlosyBaHHs TeXHiYHHX 3aC06iB 3MIHCHIOETLCS 33 JONIOMOrOI0 A03YBAJILHOIO HACOCY.
17. | Bei gerani npunany, 4epes ki MPOXOAHThL BOJA,
BUTOTOBJIEHI 3 HEP/KABIKOUHX MaTepianiB
18. | HasBHicTh maHesni ynpapjiiHHs, IO CKIAJAE€TbCA 3 CBITJIOAIOAHOTO AMCIUICKD I
BifoOparkeHHs iHhOpMallil Ta HOTHPLOX MeMOPaHHHX KHOMOK
19. | HastBHicTb BHYTPILIHBOT MaM’STi AaHKX i3 MOJUIHBICTIO 30epiraHus woHaiimenure 15
IPOTOKOJIIB 3aMYIIEHHX MPorpam
20. | Muiika-ne3indikaTop noaae CUrHajau, sKi iHQOpPMYIOTbh KOPHCTYBaa.
21. | MoniTopuHr Ta mnepeBipka (YHKLi KOMIIOHEHTIB mpuiaay Ta iX B3aeMOnii
BinOyBa€cThCA aBTOMATHYHO i B pa3i BiAXHJIEHb HA IUCTieT
BiZIoOpa)kaeThCA NOBIAOMICHHS
22. | KinbkicTh pisHMX mporpam MUAKH Ta Ae3iHdekuii, He MeHwe 4 T
23. | Muiika-nesindikatop mosunHa Mati 3a0e3nedyBaTH e(EKTHBHE CYINiHHA, a came
OCYILEHHs IHCTPYMEHTY 3Cepe/IMHH Ta 330BHi.
24. | TTpusia/i aBTOMATHYHO PO3ITi3HAE CHTO B OCHOBI KAMEPH /U1 IPOMHBAHHA.
25. | Po3'em qna nin'ennanns RS 232 / USB a6o Ethernet —po3’em
26. | Mpuknan mae 3abesnedyBaTd MOMIIMBICTb BHBENEHHS NpPOTOKOJIB Ha 3ac00H
BHBEICHHS JaHHX, AK:
= CF-kapra
* KOMI'IOTED
* [IpUHTEP VIS APYKY NPOTOKOIIB
27. | HEPA-(inbTp, 10 04MULYE Bijl LUKIUTMBAX MIKPOOPraHi3MiB MOBITPS A1 CYLIKH
28. | JlBepi noBuuHi G10KYBaTHCH aBTOMATHYHO Mijl YaC BMKOHAHHA NPOTpamM, a Mmic/s
3aBEPIIEHHS MPOrpamMu po30JIOKOBYBATHCh ABTOMATHYHO
29. | Crepunizatop Mae 6yTH OCHAILIEHHH PYUKOIO [Ulsl aBapifHOro BilMMHEHHS IBEpeH
30. | Ipunan ocHauieHui BOYAOBaHOK YCTAHOBKOKO NOM’ AKLIEHHS BOAX




31. | Ipunan Mae BUCYBHY CEKUilO B HIKHIM YacTHHI /s PO3MILIEHHS TEXHONOTIMHHX
3acobiB.

32. | Muiika-ae3indikarop mae  3alesneuyyBaTd  aBTOMATH4HE BUMIpPIOBaHHs
€JIEKTPOTIPOBITHOCTI BOJIH.

33. | llporpama BKJIKOYAE HACTYMHI €Tanmu: MONEPEIHE OUMIIEHHS, OUYMLICHHS,
HelTpaslizallis, NPOMiXKHe NpoMHBaHHs, Ae3iH(eKiis, cyuinns

34. | Cryninb 3axucTy, He ripue [P 20

35. | Muiika-nesindikarop nopuHHa GyTH ocHalleHa 6a30BUM KOLUMKOM 3 IHKEKTOPHOIO
peiikoio Ta GinbTpom 3 11 dikcyrounMu rBUHTAMM 3 Hep KaBilouol cTai - 1 wr.

36. | VuipepcanabHMii TpUMay [UIsi THYYKOIO 3aBaHTAXKEHHs - | IIT., HAABHICTb

37. | Jlorok ans incrpymentie. Posmipu (ILxBxJD): 17,6 x 3 x 27,5 cM - 3 wIT., HAsBHICTh
38. | I'nyuxa kopsuna /[lns iHCTPYMEHTIB, IO JieXkKaTb PiBHO, TaKi AK HOXKHLI, MiHUET,
A3epKanblid, KopiHuesi enesaropu. BayTpimni posmipu (ILxBxI'): 14,5 x 6 x 24 cm. -
1 1WT., HAABHICTE

39. | CranmapTHMii KOIIMK AJ8 BEPTHKAJIBHO CTOSYMX iHCTPYMEHTIB, TAKMX AK IMiHLETH,
30H/M, J3€pKanblid, HOXKHII, 3aTHCKa4i Ta HAKOHEYHHKH CTOMATOJOTI4YHHX
acniparopis aiametpoM Bia 11 1o 16 Mm — 11T, HasABHICTb

40. | Kok st ApiOHHX HeTasiei - | mT., HAABHICTh

41. | 3pyunuii KowHK Aas Apiouux peyeii. Poamipu (1LxBxI'): 8,4 x 7,15 x 7 cm — 1 i,

HasIBHICTh

42, | Tpumau GopiB ans HALIHHOrO YTpUMaHHS O0OEPTOBHX IHCTPYMEHTIB (Harpukiaz,
cBepaia) 3 aiaMeTpom xBocToBuka 1,6 MM i 2,35 mm (a0 19 wryk koxken) — 1 wirT,
HasBHICTH

V pasi, axuo npedmem 3aKyniéni Micmumo ROCWIAHHA HA KOHKPEMHI MOP206eNbHYy MApKy 4u (ipmy,
namenm, Koncmpykyito abo mun npedmema 3aKynieni, 0dcepeno 1020 noxo0icenHs abo eupobHuka, mo
B6ANCACMBCS, WO GUMOU Micmamb 6upas «abo exeigarenmy. Ilocunanns 3amMOGHUKOM 8 HAUMEHYBAHHI
ma/abo mexuivHux XapaKkmepucmuxax Ha eUpoOHUKIE, mopzogenvHy MapKy abo mun mowjo 06ymMosieHo
HAOAHHAM YYACHUKAM 3G2AbHO20 YAGNEHHS NP0 MeXHIYKI Xapakmepucmuku yu ckaadoei Tosapy.

Tosapu noxoxxkenusm 3 Pociilicbkoi @enepauii / PecnyOuiku Bisiopyes / leiamebkol
Pecny6aiku Ipan He po3r/isialoTbesi Ta HE AKLENTYIOThCS.
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Auvpekrop TOB «CiBep-MEp,»

‘sux. No 292/02-25

YNoBHOBa)eHili ocobi

JepxasHa ycTraHoBa

«TepuTopianbHe meanyHe 06’eAHaHHA
MiHicTepcTea BHYTpPILWHIX cnpas YKkpaiHu
no YepHiriscbKit obnactin

KomepuiitHa nponosuuis

ToBapucteo 3 obmexeHorwo BignosiganbHictio «Cisep-MEL», Hap,ae HaCT\/ﬂH\/ HOMEpLJ,IMHy
nponosunujo: o '

Muitka-gesiHdikarop MELAtherm 10 DT B

OunuieHHA Ta Ae3iHdeKLiA 33 LONOMOro MUMKU-AesiHdeKTopa
MELAG € HanbesneyHiwmm i HaredeKTUBHIWMM cnocobom
3abe3nevyeHHA HaAiMHOI Ae3aKTUBAL,T IHCTPYMEHTIB.
MepeBaru:
® EdeKTuBHicTb: 3MeHWeHHA poboYoro HaBaHTaXeHHA Ta
€KOHOMIfA Yacy Ta rpoem
e be3neka: lNigsuweHHA 6e3nekn 3a paxyHOK MiHimi3au,i
KOHTaKTy NepPCOoHaNy 3 iHCTPYMEeHTaMum
e [oTpumaHHA npaBosBux Hopm: PeecTpauia npouecy
Ae3akTueauii 3abe3neyye BiATBOPIOBAHICTb
e  Ontumisayin npouecy: LWenaka OOCTYMHICTb
HeXipypriYHMX  IHCTPYMEHTIB  nicAs  aBTOMaTUYHOrO
oumuieHHA Ta gesiHdekuii (BigNOBIAHO A0 HaLiOHaNbHMX
cTaHaapTis)

BupobHuutso: MELAG Medizintechnik GmbH & Co. KG
(HimeyuuHa)

KOMIHAOK).

O.l. KnumeHKo

TOB «Cisep-MEA» 14005, m. Yepwiris, ﬂp\\‘r{ﬁﬁr
Bigain npogasy: (073) 103-10-08, Biaain cepsicy: (073) 103-10-38, siver- @ukr.net, www.siver-med.com

€1PMNOY 35194534, IBAN UA323510050000026006129539400, B AT "YkpCu66aHk", m. Kuis, M®O 351005 |




~{ KCEHKO

13.02.2025

Ay «TMO MBC Ykpainm no YepHirie. 06n.»

KOMEPLUIMHA NMPOMNO3MLIA

HanmeHyBanHs: MELAtherm® 10 DT B muitka-aesiHdekTop

KinbkicTb: 1

BupobHuk: MELAG Medizintechnik, HimeyuuHa

Uina: 719 595.87 rpH.

3 noBaroto,
OupekTop

www.ksenko.com 02002, m. Kuis, synuua dnopenuji,
6ya.1/11, odic Ne197
Tenedon: +38 044 541 08 00

1.B. XXykoB




TOBAPUCTBO 3 OBMEXKEHOIO BIAIMOBIJAJIBHICTHO
«MEJAIBEW»

03083, Ykpaina, M. Kuis, By [Tuporiscekuii masx, 6ya. 34, odic 11, ren. +38(063)372-66-50, e-mail: medivei@ukr.net
€/IPIOY 41728863, UA263253650000026006011081130,
MAT «KPEJJOBAHK» y m.Kuig, M0 325365,
IMMH 417288626509

13.02.2025

Jdep:xaBHa ycraHoBa «TepuTopia/sibHe MeJHYHe 06’ € JHAHHSA
MiHicTepcTBa BHYTpilIHIX cnipaB YKpaiHu no YepHiriscbKiii o61acTi»

KOMEPLIHHA IMPOIO3ULIIA
MELAtherm® 10 mujiika-ae3indpekrop

MELAtherm 10 - wue wMuiika-gesindexkrop, BianosigHa
__ EBponencbkomy crangapty EN 15883. IgeanbHo niaxoguTb
i e /U1 MAUIMHHOI 00pOOKH  IHCTPYMEHTY. [HHOBaUiHHA

KOHCTpYKUiA 1 4ygoBy fAkicte Mogens MELAtherm® 10
Nnpu3HaveHa JJisl WBUAKOro, 6e3ne4yHoro, a HaMroJoBHille -
€KOHOMIYHOro  3He3apaeHHA  iHCTpyMeHTiB. 3aBasaku
ONTUMaJIbHIA KOHCTPYKUiTI MHHHOT KaMepH | LLMpoKoMy BHGOPY
npunaaas moxaens MELAtherm® 10 3paTHa BUKOHYBATH
OYHCTKY | JesiHdexiio BeJHYe3HHX O6CATriB IHCTPYMEHTIB.
[ToTiM BUKOHY€ETBCA aKTHBHA CyLIKa. B pe3yabTaTi Bchoro 3a 60
XBHJIMH IHCTPYMEHTH JIOCATAKOTh TeMIIepaTypH, L0 J03BOJISIE
OpaTHcs 32 HUX pyKaMu Ge3 HebGe3neku 06neKTUcs. Y MHIHO-
_ JesiHdexyifHOl MalIMHI KOMMNaKTHO po3MilieHi BCi BysJw,
- HeobXigHI Aas epeKTHBHOrO TMpOBEJEHHA 3He3apaKeHHA:
Ty mozenb MELAtherm® 10 aBToOMaTHYHO BMKOHYE [03yBaHHHA
06po6HMUX 3acobiB i BBeJeHHA 3BITIB, B AKMX (iKCyrOTbCA
napameTpu mnpouecy o6pobku. lle 3aouwamxKye AOPOTOUIHHMI yac, /[03BOJIAKYH MEIMYHOMY
MepcoHa y BUKOHYBAaTH BaXKJIUBILLI 0608 A3KH.

OcHoOBHIi nepeBaru:

- TexHoJ10Tis aKTUBHOI CYIIKH

- BucysHa kop3uHa 3 BOY10BAHUMH JaTUHKAMH

- HasiBHicTb BUMiplOBa/JibHOTO MOAyYAsA i NpuCTpol s moAadi o6po6GHMX KOWITIB BOYA0BaHI
iHTepdencH JOKYMEHTYBaHHs [POLECIB

- MuiiHa Kamepa 0oNTHMa/JbHOT KOHCTPYKLil

rpmzenb 00 Konmox)

Aupexrop TOB «Meaisei» 10.C.Kanacn
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