JEP KABHA YCTAHOBA
«OEHTP 'POMAJICBKOI'O 310POB’A
MIHICTEPCTBA OXOPOHM 3/I0POB’SI YKPAITHWN»
€IPIIOY 40524109
04071, m. Kuis, ByJ. SIpociiaBcbka, 41

OBIPYHTYBAHHS
TEXHIYHHX Ta SIKICHUX XapaKTePUCTUK 3aKYIiBIli, po3Mipy OI0/PKETHOTO PU3HAYEHHS, O4iKYBaHO1
BapTOCTI MpeIMeTa 3aKyIiBIIi:
AK 021:2015:38430000-8 -/lerektopu Ta aHnajizatopu (I'emartosioriunmii anamizaTop).
(onpuntooHioemvcs Ha euxonanus nocmarnosu KMY Ne 710 eio 11.10.2016 «llpo egexmuene
BUKOPUCMAHHS 0EPHCAGHUX KOWMIB» (3i 3MIHaMU)).

HaiimenyBaHHsI, Micle3HAXO[MKeHHs Ta igeHTH(dikaniiiHuii Kox 3aMOBHMKAa B €auHOMY
AEpP:KABHOMY peecTpi IOpUAUYHMX 0Ci0, (iBUYHHMX 0Ci0 — miANpHEMUIIB Ta TPOMAJCHLKHX
¢popmyBanb, lioro kareropis:

JepxaBHa ycranoBa: «LleHTp rpomancbkoro 310poB’ss MiHicTepcTBa OXOPOHHU 3/10pPOB’Sl YKpaiHu»,
Micnesnaxomkenns: 04071, Kuiscpka 061.,mM. Kuis, Byn. Spocnasceka, 41, €JIPIIOY 405241009,
Kareropisi 3aMoBHUKa - IOpuauyna ocoba, sika 3a0e3neuye nmoTpedu Jaep:kaBu abo TepUTOpiaibHOI
IrpoOMajiu.

Ha3pa npeamera 3akymiBJi i3 3a3Ha4eHHSAM Koy 32 €AMHMM 3aKyNiBeJIbHHM CJIOBHHKOM (Y
pasi noaijy Ha JIOTH TakKi BiIOMOCTi MOBUHHI 32a3HAYATHCH CTOCOBHO KOKHOI0 JI0TA) TA HA3BH
BIANOBIAHUX KJIacu(IiKaTOPIiB MpeaMeTa 3aKymiBJIi il YaCTHH NpeaMeTa 3aKyniBJi (JIOTiB) (3a
HasBHocTi): JIK 021:2015:38430000-8 -/derexkTtopu Ta aHajdizatopu (I'emartosnoriuynmii
aHaJizarTop).

Bua npoueaypu 3akyniBJji: Bigkputi Topru 3 nonepeaHbor0 kKBaiikalier 3rifHo BHyTpimHIiX
MPOLEAYp 3aKYIIBEIb TOBapiB, poOIT 1 MOCIYT, HEOOX1THUX /JIsl BUKOHAHHS nporpam [ nobaibHoro
¢bonay nns 6oporsbu 13 CHIloM, TyOepKyIp030M Ta Malspi€lo.

OuikyBana BapTicTb Ta OOIPYHTYBAaHHSI OYIKYBaHOI BapTOCTi IpeaMeTa 3aKyHiBJIi:
3592 162,77 rpu 6e3 [1/IB. OuikyBaHa BapTicTh cpopMOBaHa 3TiHO 3 PO3PAXyHKAMHU JI0 OFOKETY
npoekty ['nobansHoro gouay misa 6oporsou 31 CHIloMm, TyOepkynbo3oM Ta Maispieto «Criiika
BianoBiap Ha emigemii BIJI 1 Th B ymoBax BiiiHM Ta BIIHOBJIEHHS B YKpaiHi», 3riAHO 3 YTOI0I0 PO
Ha/IaHHS TpaHTy MiX 3aMoBHMKOM Ta I'moGanbHum dongom Ne 3645 Bin 19.12.2023 poky, skuit
peaiizyeThcs 3a koutu ['mobanbHOro (onay. OdikyBaHa BapTICTh 3aTBEpPPKEHA PIYHUM IJIAHOM
3aKymiBelb Ta nepedadeHa 3aMOBJICHHIM Ha 3aKYIiBIIIO.

Po3mip 6roakeTHOro npusnavennsi: 3 592 162,77 rpu 6e3 I1/1B.

Jlxepeno dinancyBaHHS — 3a KowTH [ 1o6ansHOr0 hoHy 11t 60poThou 31 CHIloMm, TyOepKyIp030M
Ta maysipiero «Criiika BianoBiae Ha emigemii BIJI 1 Th B ymoBax BiliHM Ta BiIHOBJIEHHS YKpaiHW»,
3TiAHO 3 YTOOI0 PO HAAaHHS TPaHTy Mix JlepaBHOI0 ycTaHOBOIO «LIeHTp TpOMachKOro 3/10pOB’s
MinicTepcTBa 0XOpOHU 370poB’a YKpainu» Ta I'nodansaum pongom Ne 3645 Bin 19.12.2023 poky.

OOrpyHTYBaHHS TEXHIYHUX Ta IKICHUX XapaKTePUCTHK MpeaMeTa 3aKyMiBJIi.

KiabkicTh — 7 3riTHO MEAUKO-TEXHIYHUX BAMOT.

Ctpox noctaBku ToBapy— 90 KaneHJapHUX THIB 3 1aTH YKJIaJaHHS JOTOBOPY.

SIKicHI Ta TEXHIUHI XapaKTEePUCTUKH 3asBJICHOI IOCIYTY BU3HAYEHI 3 YpaXyBaHHIM peabHUX MOTped
YCTaHOBU Ta ONTHUMAJIbHOTO CIIBBIJHOLIEHHS LIHU Ta AKOCTi. TeXHIUHI Ta SIKICHI XapaKTepPUCTUKU
mpeaMeTa 3aKyMiBiIl BH3HAUCHO 3 YpaxXyBaHHSIM [IIOYMX HOPMAaTHUBHO-TIPABOBUX AaKTiB, SKHM
TTOBUHEH BIAMOBIAATH BiATOBIAHUI BU TOBApY.

BpaxoByroun 3a3HaueHe, 3aMOBHHK NPUIHSB PilIEHHS] CTOCOBHO 3aCTOCYBAHHS TaKUX TEXHIYHUX Ta
SIKICHUX XapaKTEPHUCTHK MIPEIMETa 3aKyITiBIIi:



MEJIUKO-TEXHIYHA CIHHEHUDIKAILIA

(IH®OPMALIA ITPO HEOBXIJAHI TEXHIYHI, AKICHI TA KIVIBKICHI
XAPAKTEPUCTHUKHU ITPEJIMETA 3AKYIIIBJII)

Hazsa npenmery 3akymiBii:

JAK 021:2015:38430000-8 -/lerekTopu Ta aHai3aTOpH
(I'emaToJioriuyHmMii aHaIi3aTOP)

KinekicTs:

7 WITYK

CTpOK IIOCTaBKH.

npotsrom 90 KaneHaapHUX JHIB 3 JaTH yKiIaaaHHs JloroBopy 3
ypaxyBaHHSAM IHCTaJISII1, HaJAIITyBaHHS Ta HABYaHHS EPCOHATY
10 KOPUCTYBAHHIO (KEPYBAHHIO) 00JIaHAHHSIM 32 MICIIEM HOTO
eKCIUTyaTallil Ta HaBYaHHSI MeIMYHOro nepcoHany OTpuMyBadiB

["apanTiiiHuil TepMiH

12 mics1iB 3 TaTH BBEACHHS B €KCILTyaTaIlil0

Pik BupoOHHIITBA He panimie 2024 poky
Bka3zatu
.. BingnmoBigHicTe | mocuJIaHHA HA
Texniuni .
3HavyeHHS (Bka3aTu CTOPIHKY
XapaKTePUCTUKHU . . .
Tak/Hi) TeXHiYHOI
AOKYMEHTAaIii

[IpuHIMT BUMIpIOBaHHS:

Mertox iMIIegaHca.
Meton mpoTOYHOI
IIUTOMETPIl.

[IpoayKTUBHICTB:

He mente 35 tectiB/To1

[Tpuznauenuit ans podotu 3
BIJIKpUTUMU NPOOIpKaMu

Hasasuicts

ITapamerpu, 1o
BU3HAYalOThCS:

WBC: Lym%, Lym#,
Mon%, Mon#, Neu%,
Neu#, Bas%, Bas#, E0s%,
Eos#

RBC: MCV, MCH, MCHC,
RDW-CV, RDW-SD

HGB,

HCT,

PLT: MPV, PDW, PCT, P-
LCR, P-LCC

JlocnipKyBaHHuii MaTepial

[imicHa KpoB (BeHO3HA
Ta/a00 KariaspHa)

0O06’eM 3pas3ky

[imicHa kpoB (BeHO3HA
Ta/abo0 KamijasipHa) -He
OuTbIIIe 25 MK

Judepeniialiis JeHKOIUTIB
KpOBI

5 cyOnomymsiit

KanibpyBanus ABTOMaTHYHE

BoynoBana nporpama

KOHTPOJIIO SIKOCTI .
HassHicTp

JOCITIJKEHB TpadidHe
BiJ100pakKeHHS KOHTPOJIIO




sikocTi 3a JIesi-/[>keHiHTCOM
a00 eKBiBaJIEHT
. He menme 10 000
ITam'sTh .
pE3yNbTaTIB
N CencopHuii, He MeHI1IE 7
Jucnneii: . .
JIONMIB
[Tpuntep: HasBHicTb
CrannmaptHuii inTepderic
. RS232 , USB a6o
[aTepdeiicu: .
€KBIBAJICHT Ta MOPT
JIOKaJIbHOT MEpexi
LAN-mopT - anamizarop
HiATPUMYE MOXKIIMBICTh
OOMIH JaHUMHA HIIKIIFOYEHHS 10
n1abopaTopHOT
KOMIT IOTEPHOT Mepexi
CraproBuii naket pearenriB | HasBHicTb

Bci nocunanHs Ha TOProBesbHY MapkKy, (ipMmy, MaTeHT, KOHCTPYKIIO a00 THUIl MpeaMeTa
3aKyIIiBII, PKEPEIO HOro MOXO/KeHHS a00 BUPOOHUKA CIIJI YUTATH SIK «a00 eKBiBaJeHT», SKHi
MOBUHEH MOBHICTIO BIATOBIIATH TOBApPY, 3alIPOINIOHOBAHOMY 3aMOBHUKOM B YaCTHHI CKIIAMY, SIKOCTI
JOCIIJIKEHHS Ta HOTO €()eKTUBHOCTI.

B pas3i, K110 y4acHUK IPONOHYE €KBIBAJICHT TOBapy — BiH MOBUHEH HAJAATH HAJIC)KHUM YHHOM
3aCBIIYEHHI KOMii JOKYMEHTIB, SIKi MiATBEP/KYIOTh E€KBIBAJICHTHICTh 3alPOIIOHOBAHOIO JO
BIJIKpUTHUX TOPTiB TOBApY, 3a3HAYEHOMY Y 11l JOKYMEHTallli, 30KpeMa rapaHTiIHHUHN JIUCT BUPOOHHUKA.

3arajabHi BUMOIH /10 ipeMeTa 3aKyMiBJIi:

1. [TiaTBepKytoui JOKYMEHTH TEXHIYHUX Ta SKICHUX XapaKTEpUCTHK TOBapy, fKi
MTOBUHHI OYTH [T0/1aH1 YYaCHUKOM: TEXHIYHUI JOKYMEHT BUPOOHUKA (€KCILTyaTaliiiHa JOKyMEHTaIis
Ta/abo0 HacTaHOBa 3 eKcIUIyaTaulii, Ta/abo I1HCTpyKuisd, Ta/abo KepiBHHULTBO, Ta/abo TEeXHIYHI
cnenudikarii, Ta/abo Opourypu Bia BUpoOHHKa, Ta/abo macnopT ado 1HIIMHM JOKYMEHT BUPOOHHKA
npo 3acrocyBaHHi ToBapy) abo cepTH]ikaT SKOCTI BiJi BUPOOHHKA, YKpaiHCBKOIO MOBOIO (200
nepeKaz), Kl MICTSTh MIATBEPKEHHS TEXHIYHUX Ta SKICHUX XapaKTePUCTUK TOBapYy.

1.1. VYyacHMK TOBHHEH MiATBEPAUTH BIAMOBIIHICTH 3aMPONOHOBAHOTO HHM TOBapy
BKAa3aHMM BUMOTaM MIOJO JAaHOTO MpPEIMETy 3aKyIiBli HIIIXOM 3amoBHeHHS Jlogatky 2 1o
teHaepHoi aokymenrtamii «[HOOPMAILIA ITPO HEOBXIAHI TEXHIYHI, AKICHI TA
KUIBKICHI XAPAKTEPUCTUKU TIPEAMETA 3AKVYIIIBJII» B mnoBHOMY 00cs3i, 3
000B’AA3KOBHM ITOCUJIAHHSAM Ha BIJMOBIHY CTOPIHKY (IIYHKT) TEXHIYHOIO JOKYMEHTa BUPOOHUKA
(excrutyatamiifHOi JOKyMeHTalii Ta/abo0 HacTaHOBM 3 €KcIUlyartalii, Ta/abo 1HCTpyKuii, Ta/abo
KepiBHHUIITBA, Ta/a00 TexHI4HOI cienundikaiii, Ta/adbo Opourypu BiJ BUpoOHHUKa, Ta/abo macmnopTy abo
IHIIIOTO JIOKYMEHTa BUPOOHHUKA PO 3acTocyBaHHs ToBapy abo ceprudikara SKOCT1 BiJ BAPOOHHUKA.

1.2. BiacyTHICTh MATBEPIKEHHS BIAMOBIAHOCTI MO OyAb-IKOMY MYHKTY TaOIuIlb
Honatky 2 no teraepHoi noxymenTanii «[HOOPMAIIA ITPO HEOBXIIHI TEXHIYUHI, AKICHI
TA KUIBKICHI XAPAKTEPUCTUKU ITPEJIMETA 3AKVYIIIBJII» y BcTaHOBIIEHUI 3aMOBHUKOM
crocid, Oyzme o3HauvaTH, M0 TaKWK MmapaMeTp B yYaCHHUKA BIJICYTHIH, 110 TPHU3BENE IO BIAXUIICHHS
Horo TeHIEpHOI MPOMO3UIll Ha MiACTaBl HEBIAMOBIIHOCTI HOro TEHJIEPHOI MPOIMO3UIT BUMOIraM
TEHJIEPHOT TOKYMEHTAITii.

2. MenuyHi BUpoOU MOBUHHI OYTH J03BOJIEHI JUIs BBEIEHH B 00Ir Ta/ab0 eKCITyaTalio
(3acTocyBaHHs1) B YKpaiHi BIAMOBIAHO O YNHHOTO 3aKOHO/IaBCTBA Y KpaiHHU.



3. VY pa3si, SKIIO0 TOBap HE BIAMOBIAE MEAMKO-TEXHIYHUM BHUMOTaM 3aMOBHHKaA, abo
VYdacHUK HE B 3MO31 BHUKOHATH YMOBU IIOCTAaBKM, sKi 3a3Ha4eHI 3aMOBHHUKOM, MPOMO3HUIISA
BIIXWISETHCA.

4. [TocraBka ToBapy 3aiiiCHIOIOTBCS CHIIaMU, 3aco0amMu Ta 3a paxyHok IlocTavansHuka,
sKa BKJIIOYAE:

4.]1. HaBaHTa)KE€HHS, TPAHCIIOPTYBaHHs, po3BaHTaxxeHHs ToBapy;

4.2. BuBaHTaxeHHs ToBapy y mpuMIlIEHHS 3aMOBHHMKA/OTpUMYyBadiB 13 3aIy4CHHSIM
BIJIMOBIHOTO TIEPCOHAITY, 32 aJ[pecaMu MOCTaBKu ToBapy;

4.3. noctaBka ToBapy /10 MiCIll MO0 BCTAHOBJICHHS 1 €KCIUTyaTallii, BpaXOBYIOUH ITiIHOM
ToBapy 0e3 midTy 1m0 Micist HOro BCTAaHOBIEHHS 1 eKCIUTyartaiii, i3 3aayd4eHHSM BiJIMOBIIHOTO
MepCoHaIY;

4.4. nmpoBeIeHHs] MOHTKHUX 1 ITYCKOHAIArO/KYBAIBHUX POOIT (BCTAHOBIICHHS, 1HCTAIISLIIA,
3amycK, BaIiiamis, HalamTyBaHHs ToBapy TOIIO);

4.5. naBuanHs nepcoHainy 3amoBHUKa/OTpumyBadiB ToBapy cepTu(ikoBaHHM 1HXEHEPOM
KoMraHii-BupoOHuka ToBapy abo YIOBHOB)XEHOTO KOMIIAHIEIO-BUPOOHUKOM  OQiliiiHOTO
IUCTpHUO FOTOPA TOIIO 32 MICIIeM HOTo BCTAHOBJICHHS 1 €KCIUTyaTalii i3 3aJlydeHHSIM BiJIIOBITHOTO
MepCcoHaIy.

5. Tapa Ta ynmakoBka TOBapy IOBHHHA BiJIIIOBiIaTH BUMOTaM, BCTAHOBJICHUM [0 JaHOTO
BUJy TOBapy 1 OyTH Takoo, 110 He JOIMycKae 3HUIIECHHS YM 1cyBaHHs ToBapy, a Takox y0Oepirae BiJ
aTMoc(epHUX BIUTUBIB Ta 3a0e3meuye Oe3reyHe nepeBe3eHus Topapy.

6. Llina na ToBap nmoBuHHA BKIIO4aTH BCi BUTpatu [loctauansHuka, mo nependayeHi . 4 “3aranbHi
BUMOTH [0 TIpeAMEeTa 3aKymiBii” IBOTO JOAATKYy 3 ypaxyBaHHSM BapTOCTI YIaKOBKH/TapH,
MapKyBaHHsI, CIJIaTH MUTA, MOAATKIB Ta 1HIIKX 300piB 1 000B’A3KOBUX ILIATEXKIB.

7. YdYacHUK Ma€ TpaBO IMOAATH EKBIBAJCHT TOBApy 3alPOIIOHOBAHOTO 3aMOBHUKOM Yy MEIHMKO-
TeXHIYHUX BUMoOTax. [Ipu mojadi ekBiBaJIeHTY BKA3YEThCsl Ha3Ba €KBIBAJICHTY, CIIOBO «EKBIBAJICHT)
Ta Ha3Ba TOBAPY 3TiIHO MEIUKO-TEXHIYHMX BUMOT, HA SKHU MOJNAETHCS ekBiBaJieHT. OOOB’SI3KOBO
Ha/la€ Komii iX cepTu(ikaTiB IKOCTi, a TAKOX, y pa3i HaJaHHs €KBIBAJICHTY TOBapy, YYacCHUK MOJae

CKJIa/ll TEHAEPHOI MPONO3HUIIIi MOPIBHSUIbHY TaOJIMII0 €KBIBAJICHTHOCTI Y HACTYIHIN (hopMi:

Ne IIpeamer 3akymiBii BIAMOBIAHO Ipeamer 3akymiBiIi BiAMOBIAHO HITOBiAHICT
3/ TEHJIEpHOT JIOKYMEHTALl1 TeHJEPHOT MPOMO3HLii
I Haiimenysa Texniuni On. | Kinskict| Haiimenysa TexHiuni Opn.  [uekicT
HHs TOBApy XapakTepuc  MMIpy b HHS TOBapy XapakTEepUCTH| BUMIP b
TUKH TOBApy KU TOBapy y
1
3a3HauyeHi BUMOTH MOBUHHI O0yTH NiATBepAKeHi HACTYITHUMH JOKYMEHTAMU:
1. | Hokyment, mo minTBepmxkye | Hagatu:
MPOXOJIKEHHS npouenypu | 1.1. Komito npexmapanii mpo BIAMOBITHICTE MpeaMeETa
OLIIHKHU BIJIMOBIIHOCTI | 3aKyMiBIIi BHMOTraM BIAIOBIAHOTO TexHiuHOTO
npeamera 3aKyIIiBIIi | perjaMeHTy Yy BHJaHHI (peAakiii), YUHHOMY Ha MOMEHT
BIIOBI1AHO 1o BUMOT | MMOJIaHHA TPOMO3UIll, 3 ypaxyBaHHAM YyCiX 3MiH,

TexHIYHOTO periamMeHTy 00

MEIUYHUX BUPOOIB IS
IarHOCTUKHA in vitro,
3arBepmkeHoro I[locTanoBoro

Kabinery MinictpiB VYkpainu
Big 02.10.2013 p. Ne 754

JIOTIOBHEHb, OHOBJIEHb, MNEPEBUITYCKY TOLIO, SIKI OyiIu
BHECEHI JI0 TAKOT0 JIOKYMEHTA.

1.2. Komito ceprudikara, 1o 3acBiuye BiIMOBIIHICTH
mpeaMeTa 3aKyIiBli BUMOTaM BiAMOBIAHOTO TeXHIYHOTO
periIlaMeHTy, CKJIAJICHOTO 3 JAOTPUMAaHHIM TPOLEAYD
OIIIHKK BIJMOBIAHOCTI, TiependauyeHuX BiAMOBITHUMU
TexHiyHUMEI periaMmeHTaMu (y pasi SIKILIO
3aKOHOJABCTBOM YKpaiHM mnependauyeHo O00O0B’SI3KOBY
HasIBHICTh cepTH(ikaTa i TaKOro MEIUYHOIO BHPOOY
30KpeMa, 3aJIeKHO BiJ] KJIacy MEIUYHOrO BHUPOOY), Y
BHJIaHHI (penakiiii), YMHHOMY Ha MOMEHT TIOJaHHS
NpPOMO3ULlii, 3 YpaxyBaHHSM YCiX 3MiH, JIOTIOBHEHb,
OHOBJICHb, TIEPEBUITYCKY TOINO, SKI OyJIM BHECEHI 0
TaKOr0 JJOKYMEHTA.




1.3. ¥V pa3i, K110 Ha MOMEHT MTOJJaHHSI POTO3HIIii, TEpMiH
Iii mexnapariii mpo BIAMOBIMHICTH MpeaMeTa 3aKyIiBIli
BHMOTaM BIJIMOBITHOTO TEeXHIYHOTO periaMeHTy YKpaiHu
Ta/abo ceprHdikara BiIMOBIAHOCTI, MO 3aCBIIYYy€
BIJIIIOBIIHICTH npeaMera 3aKyMiBJIl BUMOIr'aM
BinoBiAHOTO TeXHIYHOTrO pernameHty YKpaiHu, CIUTHB
(ayle HA MOMEHT TOJIaHHS MPOIO3HUIIil HE OUIBIIIE HIK HA
180 nHiB) 1 mpU IILOMY IOJAHO 3afBKY Ha MPOBEACHHS
MPOILIEAYPH OIIIHKM BIAMOBIAHOCTI JO OpraHy OIlIHKH
BIJIMOBIAHOCTI - YYacHUK TOBHHEH Yy CKJIaai CBO€ET
MIPOTIO3HUITIT HAJATH:

1.3.1. xomiro aeknapamii Mpo BiIMNOBIIHICTH Ta/abo
ceptudikaTa BiMOBITHOCTI, TEPMiH Jii AKOTO(-01) CTUIHB;
1.3.2. komito 3asgBU, MOJAHOI JO OpraHy OLIHKHU
BIJIMMOBIIHOCTI Ha TMPOBEJACHHS OIIIHKHA BiJIIOBITHOCTI
3alpONOHOBAHOTO MEAMYHOTO BHPOOY, 13 BIAMITKOIO MPO
il TOpuUAHATTA TakUM  OpraHoM, Ta/a00  IHIIOTO
JOKYMEHTAJIBHOTO MIiATBEPIUKCHHS BiJl LBOTO OpraHy
OIIHKH BIATOBIAHOCTI PO MPUKUHSATTS TaKOi 3a5BH,

1.3.3. mucemoBe 3000B’si3aHHS (Y HOBUIBHIA popmi)
VuyacHuka /  YIOBHOBaXXEHOro  mpejacTaBHHKA [
BupoOHuka, 1o Koris Jekjiapallii mpo BIAMOBITHICTH
mpeaMeTa 3aKyIiBili BUMOraM BiJMOBIAHOTO TeXHIYHOTO
pernmamMeHty YkpaiHu Ta/abo  Komis  cepTHdikara
BIJIMOBIAHOCTI, IO 3acBiAYy€ BiAMOBIAHICTH MpeIMeTa
3aKyIIiBII BUMOTaM BiJIITOBIHOTO TexuigHOTO
pernmamMeHty VYKpaiHH, CKJIQJIeHOTO 3 JIOTPUMaHHSIM
Mpolenyp  OLIHKKA  BIAMOBIAHOCTI,  TepeadadyeHux
BIMOBITHUMU TeXHIYHUMH periaMeHTamu Ykpainu (y
pa3i, SKIIO 3aKOHOJABCTBOM VYKpaiHM mnepeadaueHo
00OB’A3KOBY HasIBHICTb cepTu¢ikata JiIsi  TaKoro
MEIUYHOTO BHUpOOY), OyayTh HaJaHl HE TMI3HIIIE IaTH
ykiaaeHHs JloroBopy mpo 3aKkyIiBIiio.

1.4. VY pa3i, K0 HA MOMEHT MOJAHHS MPOMO3MIIIL
BIJICYTHSA JIeKJapailisi MpO BIAMNOBIAHICTh, cepTH(IKAT
BIJIIIOBITHOCTI npeaMeTra 3aKyMiBIIl BHMOTaM
BIJIMOBITHOTO TEXHIYHOrO perjamMeHTy YKpaiHu 1 mpu
[[LOMY TI0JIAHO 3asBKY Ha MPOBEIACHHS MPOICTYPH OIIIHKU
BIJIMOBIAHOCTI [0 OpraHy OIlIHKH BIAMOBIAHOCTI -
YyacHUK MOBUHEH Yy CKJIAJl CBOET MPOITO3HUIIIT HA/TaTH:
1.4.1. komito 3asgBU, MOJAHOI JO OpraHy OLIHKHU
BI/IMOBIIHOCTI Ha TPOBEJACHHS OIIIHKUA BiIMOBITHOCTI
3aMpOMOHOBAHOTO MEIUYHOTO BUPOOY, 13 BIAMITKOIO PO
il nOpudHATTS TakUM  OprasHoMm, Ta/abo  1HIIOTrO
JOKYMEHTAIbHOTO MIATBEPKEHHSI BiJ IILOTO OpraHy
OIIIHKY BIJMOBIIHOCTI PO MPUMHSTTS TaKO1 3asBU;

1.4.2. nucemoBe 3000B’si3aHHS (Y MJOBUIBHIN popmi)
VYuacanka /  YNOBHOB@XEHOTO  MpeJACTaBHUKA  /
BupoOnuka, 1o Kormis [ekiapaiii mpo BiAMOBITHICTh
MpeAMETa 3aKyMiBIl BUMOTaM BIIMOBITHOTO TEeXHIYHOTO
pernmaMeHTy YKpaiHu Ta/abo komis cepTudikara, M0
3acCBiUy€ BIAMOBIIHICTh IPEIMETa 3aKyIiBJII BHMOTaM
BIAMOBIAHOTO  TeXHIYHOro  perjJaMeHTy  YKpaiHw,
CKJIAJICHOTO 3  JIOTPUMAHHSAM  TPOIEAYP  OIIHKH




BIJITOBIHOCTI, nepeadavyeHux BIJIIOBITHUMHU
TexHiuHUMHU periaMeHTamMu YKpaiHu (y pasi, SKIIO0
3aKOHOJJAaBCTBOM YKpaiHH mependadyeHo O00O0B’SI3KOBY
HasBHICTH cepTudikara JUIsi TAKOTO MEIUYHOTO BUPOOY),
OyanyTh HaJaH1 HE Mi3HIIIE JaTH YKIaaeHHs JloroBopy mpo
3aKYHIBIIIO.

[HCTpyKIliss PO 3aCTOCYBaHHS
MEINYHOTO BUPOOY

Hapatu:

2.1. Komito iHCTpyKLii 13 3acTOCyBaHHs (200 HACTAaHOBH 3
eKcIuTyararlii, 800 KepiBHUIITBA KOPUCTYBaya, a00 1HIIIOTO
JIOKyMEHTa BUPOOHHMKA IO 3aCTOCYBAHHS) NpeaMeTa
3aKyIIiBII.

ABO

y pasi, skmo TexHIYHUMH perjamMeHTamu YKpaiHu
BCTaHOBJICHO, 110 HASBHICTh 1HCTPYKLIi i3 3aCTOCYBaHHS
npeMeTa 3aKyIiBili He € 000B'I3KOBOI0, YUaCHUK HAJIA€:
CKJIQJICHI Ta HAHECEHI BiMOBIAHO J0 BUMOT TEeXHIYHOTO
pernameHty 300paxeHHs (rpadiune abo ¢oTo) npeamera
3aKymiBii Ta/ab0 eTUKETKH, Ta/ab0 30BHIITHLOTO
naKyBaHHS, Ta/ab0 1HIIMHA  JOKYMEHT, BUIaHHIA
BUPOOHUKOM, IO MICTUTH iHGOpMAITito Ta/abo BiJOMOCTI,
HEeoOX1/1H1 17151 6€3MeYHOr0 Ta MPABUIIBHOTO 3aCTOCYBaHHS
npeaMeTa 3aKyIiBil, 3 ypaXyBaHHSM PiBHA HiATOTOBKH Ta
kBanmiikamii crmokuBadiB 1 KOPUCTYBauiB, Ta MJiA
inenTudikamnii BUpoOHUKA.

(Sxmo B ckimaAl mpomo3uiii HAZAE€ThCA AOKYMEHT, IO
CKJIaJICHUH 1HIIOI MOBOIO, HIX YKpaiHChKa, Y4YacHHK
ABTCHTUYHUN  TEepeKIa
JIOKYMEHTa YKpaiHCbKOI0 MOBOIO. BH3HaUaIbHUM € TEKCT,
BUKJIAJICHUHM yKpaiHChKOIO MOBOIO. BiamoBiganbpHICTH 32
JIOCTOBIPHICTB TIEPEKIaay HeCe YUaCHHUK).

IIOBUHEH HagaTHu TaKoIro

HasBHicTh B YyacHuka
MMOBHOB&KEHHSI TPEJCTABIATU
oOnaHaHHs BUPOOHUKA

Hanaru:

3.1. TapanTiiiHuii nucT Bix BUpoOHHMKAa abo ioro
oQiiiiHOro npeAcTaBHUKA B YKpaiHi, NIATBEPKYIOUUH,
10 YYaCHUK CIPOMOKHUI BHKOHAaTH IOCTa4aHHS
3aMpoNOHOBAHOI0 00JIaIHAHHS B KUIBKOCTI Ta CTPOKH, 1110
BKa3aHi B TCHJICPHIN JTOKYMEHTAIli.

HasBHicTh cepTu(diKoBaHOI
CHCTEMH YNPABIIHHA SKICTIO
BiJI BUPOOHHKA TOBapy
Bignosizno mo JCTY ISO
13485:2018 «Menu4Hi BUpOOH.
Cuctema yrpaBliHHS SIKICTIO.
Bumorn 010
perymoBanus» (1SO
13485:2016-Medical devices -
Quality management systems —
Requirements for regulatory
purpouse)

Hanatu:

4.1. Komito ceprudikata BiamosimHocti I[SO
13485:2018 «Meauuni BupoOu. Cucrtema yrnpaBIiHHA
skicTio. Bumoru mono perymatoBanss» (1SO 13485:2016-
Medical devices -Quality management systems -
Requirements for regulatory purpouse).

Sxmo ceptudikaT BHUKJIAJEHO I1HIIOK MOBOIO, aHIXK
yKpaiHChKa, HOro KOIis MOBMHHA HAJaBaTUCS Pa3oM i3
ABTEHTHUYHUM IEPEKJIaJOM Ha YKPaiHCbKY MOBY.




HasBHicTh CUCTEMH
MEHEPKMEHTY  SIKOCTi  BiJl
BHUPOOHHUKA TOBApY BiJITOBITHO
no JCTY ISO 9001:2015
CucremMu ymnpaBIiHHS SKICTIO.
Bumoru (ISO 9001:2015, IDT)

Hapatu:

5.1. Komito ceprudikata BignosigHocti ISO
9001:2015 Cucremu ynpasninas skictio. Bumoru (ISO
9001:2015, IDT).

Skmo ceprudikar BUKIAACHO IHIIOK MOBOI, aHIK
yKpaiHChKa, HOTO KOIlis MOBMHHA HAJAaBAaTUCS Pa3oM i3
ABTCHTUYHHUM I1€PEKIIaJIOM Ha YKPAiHCHKY MOBY.

[TinTBEpIKECHHS SIKOCTI
3aMpOIIOHOBAHOIO TOBAPY

Hanaru:

6.1. JIokyMeHT, 110 MATBEPIKYE SAKICTh TOBAPY, BUIAHHUMA
fioro BUpoOHUKOM (cepTudikar sikocti, abo ceprudikar
aHayjizy, abo IHIMUH JOKYMEHT) a00 TOKyMEHT, IO
HiATBEPIKYE SIKICTh TOBapy, BUJAHUN BUPOOHUKY TOBapy
VIOBHOBXEHUMH Ha II€ OpraHami, YCTaHOBaMH,
Oprasi3allisiMH.

3abe3neyeHHs IHCTAJIALI,
HAJIAIITYBaHHS Ta HaBYaHHS
MEPCOHATY 10 KOPHCTYBAaHHIO
(kepyBaHHIO) 00JaJHAHHAM 3a
MicCIIeM HOoro eKcIuTyaraitii.

Hanaru:
7.1. T'apaHTiiiHUN JUCT B JOBUIBHIN GopMi.




