33180000-5 Anapartypa nis niaTpuMyBaHHs Qizionorivaux GyHKIin
opranizmy (Enzonpore3n mie4oBux cyriao0iB, 1 HaliMeHyBaHHS)

1. OOIpYHTYBAHHS TEeXHIYHUX Ta SAKICHHUX XapaKTepHUCTHK IpeaMeTa
3aKYHIiBJII**:

AHaTOMIYHUN MOAYJBHUN EHIOMPOTE3 IMJIEYOBOro Cyrioda Oe3leMEHTHOro
tuny ¢ikcamii (33710 EngonpoTes mie4oBoro cyriioda 4acTKOBHA) - 6 IT.

CneuianvHi eumozu:

KoHCcTpyKIlis  CKIaAOBMX YacTHH  CHJAONPOTE3y Mae 3abe3nedyBaTH
MOXJIMBICTH ~MOTrO  3aCTOCYBaHHS Ui BUKOHAaHHS  ONeEpaliii MEepBUHHOIO
SHOMPOTE3yBaHHS TUIEYOBOr0 CYyrjio0a IMpH BUKOPHCTaHHI Oe31eMEeHTHOI (ikcarii
JI0 TIOBEPXHI KICTKHU.

KoMmoneHnTr eHonpoTe3iB MaloTh MOCTAYaTUCS B YIIAKOBAHOMY CTEPUIIBHOMY
BUTJISLIL.

Enponpore3n MOBMHHI MaTH KUIBKICTh THIIOPO3MIpIB, SKI BIJAIIOBIIAIOThH
AHTPOIIOJIOTTYHIM XapaKTePUCTUKAM JIFOIMHH, 1 CKIIAIATUCS 3:

- TJIEYOBOTO KOMITOHEHTY (HDXKKH) Oe3meMeHTHOi (pikcarii - 1 mT.;

- MeTadizapHOro IIJICYOBOTO KOMIIOHGHTY 3 IUICYOBHM SIAPOM  abo
MOJyJIbHOI IIUUKH - 1 mT.;

- ajanrtepa JJisl aHaTOMIYHOT TJI€4OBO1 TOMIBKY - 1 MIT.;

- AQHATOMIYHOI MIJIEYOBOT TOJIBKH - | IIT.

KoHcTpykiig 3anponoHOBaHUX CKJIaJ0BUX YaCTUH aHATOMIYHOT'O MOJIYJIBHOTO
eHJOINpPOTEe3y IUIEYOBOTO Cyrjiodba wmae 3a0e3nedyBaTd  MOXKIMBICTH — MOTO
3aCTOCYBaHHA ISl YHIMOJIIPHOTO MPOTE3yBaHHS IJICYOBOIO Cyrjioda 3a JOMOMOTO0
oe3rieMeHTHOT  ¢ikcalii g0 TMOBEpXHI KicTkH. [ 3abe3reueHHs HAWOUIBII
MIIXOJAIIOT0  THUIYy — €HJONMPOTE3yBaHHA  Ta  JOCSITHEHHS  HaMKpamioro
MICISOTEePaifHOTO  pe3yJabTaTy, MOJYJbHUA €HIOMPOTe3 IUIEYOBOTO CyTrioba
NOBHHEH 3a0e3medyBaTd XIpypry MOXJIMBICTH TiJ dYac omnepamii mnepedTd 3
AHATOMIYHOTO JI0 PEBEPCHOTO €HOMPOTE3yBaHHS IIJICYOBOTO CYTI00a 1 HABMAKH.

BuMorn 10 miedoBOoro KOMIOHEHTY O€31EeMEHTHOI (ikcallii: KOHCTPYKIIS
IJIEYOBOI0 KOMIIOHEHTY O€31eMEHTHO1 (pikcalli Ma€e BIAMOBIAATH aHTPOIOJIOTTYHUM,
AHATOMIYHHM OCOOJMBOCTSM TUICUOBOTO Cyryioda moauHu. [lmedoBuit KOMIIOHEHT
Mae OyTH BUTOTOBJICHUM 3 010J0T1YHO 1HEPTHUX, KOPO3IMHOCTIMKUX, JIETKUX 1 MIITHUX
MaTepiaiiB Ta MaTh y MPOKCUMAabHIA YacTHHI CHellajbHe MOKPUTTS JUIsl Kpamioi
dikcamii y xicTii. IlnedoBuii KOMIIOHEHT OOOB’S3KOBO MOBUHEH MaTH POTAIiHY
CTaOUIbHICTB, sIKa Ma€ 3a0€3MeuyBaTUCh KPUIBLAMH, O0OpPO3HAMHU, ITUTIAMH TOIIIO.

BpaxoByroun aHTpOIOJOTiuyHI OCOOJMBOCTI JIFOJWHH, OE3IEMEHTHI IUICUOBi
HI)KKY ITOBUHHI MaTH HE MEHIII, Hik 11 TUmopo3Mipi..
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KoHcTpykTuBHO 1uieuoBuil MeTadizapHUil KOMIIOHEHT 3 MIJICYOBUM SJIPOM a0o0
MOJyJIbHA IHUWKA MOXYTh KPIMUTUCS TBUHTOBUM ab0 OE3rBUHTOBUM CIOCOOOM Ta
MOBUHHI 3a0e3medyBaTH BiJl OJAHOTO JO TPhOX BApPIaHTIB MOJIOKEHHS IJIEYOBOI
TOJIIBKH.

Konctpykuis anmantepa a7 aHATOMIYHOI TUIEYOBOI TOJIBKHM Mae OyTu
BUTOTOBJIEHA 3 OIlOJIOTIYHO 1HEPTHUX, KOPO3IMHOCTIMKHUX, JErKUX 1 MIIHUX
MatepialiiB Ta MaTU HE MEHIIE ABOX BapiaHTIB BUKOHAHHS. KOHCTpyKTUBHO aganTep
NOBUHEH 3a0e3MeuyBaTy POTaliifHy CTaOUIbHICTh IITYYHOI TOJIIBKU.

Bumoru 10 aHaTOMIYHOI IJIEYOBOI TOJIIBKU: AHATOMIYHA IUIEUYOBA rOJIIBKAa Ma€
OyTH BHUTOTOBJIEHA 3 OI0JOrIYHO 1HEPTHHUX, KOPO3IMHOCTIMKMX, JIETKUX 1 MIIIHHX
MarepialiB.

BpaxoByroun aHTpOMoOJIOTIYHI OCOOJMBOCTI JIFOJMHH, aHATOMIYHA IUIEYOBA
roJIiBKa MOBUHHA MAaTH HE MEHIII, HI’K 8 TUIIOPO3MIPIB.

ToBap He MOBMHEH BiPI3HATHUCS BiJl BUMOI 3aMOBHMKA 3a TeXHIYHHMH,
SIKICHUMM Ta KUIbKICHUMH XapaKTePUCTHUKAMM, 3a3HAYEHUMH B JOKYMEHTAIil.
Jns miaTBepasKeHHsI YYACHMK HAAa€ Ta0JMUI0, 3 NMOCHJIAHHAM HA CTOPiHKY
TeXHiYHOI [JOKyMeHTalil BHPOOHMKA, Ha MK MiATBEPHKYETHCS 3HAYCHHA
NMOKA3HMKA 3TiITHO BUMOT 3aMOBHMKA (IHCTPYKUII 3 ekcruryaTanii 200 mociOHuKa
KOpHCTYBa4a, 200 MPOCIEKTYy, 200 TEXHIYHOI0 ONMHUCY, a00 TeXHIYHUX YMOB, a00
IHIIIOI0 TeXHIYHOIr0 JOKYMEHTY BUPOOHHKA MOBOI OPHMIIHAJY Ta 3 MepeKJIagoM
Ha YKPaiHCbKY MOBY).

3aMOBHHMK 3a CBOIMU NOTpebaMu Ma€ MpaBoO BUOpATH OYJib-SK1 THUIIOPO3MIPU
KOMIIOHEHTIB €HJIONpPOTE3iB, HAa BEChb Yac BHUKOPHUCTAHHS eHpaomnporesiB. s
MiATBEP/’KeHHS YYACHUK HAIA€ BiANOBITHNI rapaHTiHHUH JIMCT.

3azanvui eumozu:

1. BupoOHUIITBO MpOIYKIIi MMOBUHHO BIJIMOBIIaTH MIKHAPOIHOMY CTaHIAPTY
SKOCTI 1o cuctemi koHTpoaro 1SO13485:2003, a6o ISO13485:2016, ado ICTY EN
ISO13485:2015, mo mae OyTu miATBEPIKEHO BiAMOBITHUM JOKYMEHTOM.

2. TlocrauanpHUK 3000B'si3aHWN  3a0€3MEUUTH  JIKYBAJIBHUW  3aKJIaj
HEOOXITHUMHU 1HCTPYMEHTAaMHU JJIsi MIPOBEJCHHS ONEPAaTUBHUX BTPYYaHb, HAICKHUM
YUHOM  3apEECTPOBAHMMH, Ha TEpiOJ] BUKOPHCTAHHS EHAOMpOTe3iB.  Jls
NiATBEPAKEHHS YYaCHUK HAJA€ JIUCT B JOBUIbHIN (opMi.

3. Meauuni BUpoOU (OKpIM KICTKOBOI'O IIEMEHTY) Ta IHCTPYMEHTH JUIsl iX
IMITJIaHTAIll1 TOBUHHI OyTH OJIHOTO M TOTO K BUPOOHWKA Ta BIAMOBIIATH BUMOTaM
TexHIYHOTO perjaMeHTy IOJ0 MEIWYHHMX BUPOOIB ab0 TexHIYHOro periamMeHTty
10JI0 MEAUYHUX BHUPOOIB IS JIarHOCTHKHU in Vvitro abo TexHIYHOro periamMeHTty
I110/10 aKTUBHUX MEJIUYHHUX BUPOOIB, K1 IMIUIAHTYIOTh. JIJIsI MATBEPKEHHS YYaCHUK
MMOBUHEH HAJIaTH BIAMOBIIHUM TapaHTIHHUN JIUCT Ta KOIIIO BIAMOBIIHOTO JOKYMEHTY
a00 JTUCT-p03’ICHEHHS 11010 HOTO BiJICyTHOCTI.
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KicTkoBuii ieMeHT Moke OyTH BiJl 1HIIOTO BHPOOHHKA, SKIIO BiH BIJMOBIIA€E
BUMOT'aM TEXHIYHOT TJOKYMEHTAIIii.

4 KOMIIOHEHTH €HJIOMPOTE3iB MalOTh TIOCTAYaTUCA B  YIAKOBAHOMY
CTEPUILHOMY BUTJISIIL 31 CTPOKOM CTEPHIIBLHOCTI HE MEHIE 5 POKiB. IX cTepuibHicTh
Ma€ MiATBEPKYBATUCH BiIMTOBITHUMH JOKyMEHTaMHU.

5. KomrmuiekTu iHCTPYMEHTIB JUIsi BUKOHAHHS CHAONPOTE3yBaHHS ITOBHHHI
CKJIaZIaTUCS 3 HEOOXITHUX 1 JOCTaTHIX MPHUCTOCYBAaHb [JIsI 3pPYy4YHOI 1 HaMIHHOI
IMITIaHTAIii KOMIIOHEHTIB CHIOIMPOTE3iB 3TiJHO 3 XIPYPriuHO METOJHUKOI Ta
CKJIalaTUCS 3 HEOOXITHUX CKJIQJ0BHX, IO JO3BOJSIOTh SKICHY IMIUIAHTAIlIO
eHjomnpore3y. Bci IHCTpyMEHTH IS BUKOHAHHS CHJIONPOTE3YBaHHS MalOTh OYyTH
HAJICKHUM YHMHOM 3apeecTpoBaHi Ha Teputopii Ykpainu. [ns miaTBepakeHHs
y4aCHHUK HaJa€ JIUCT B JIOBUIBHIN (popmi.

6. CTpOK IOCTaBKH MEIMYHUX BUPOOIB TOBUHEH CTAaHOBUTHU He Oinbiie 10 gHIB
3 JaTH OTPHMAaHHS IMUCHMOBOI 3asBKM 3aMOBHHKA, ajie He misHime 27.12.2024. Jlns
MiTBEP/KCHHS YYaCHUK HAJIa€ TapaHTIWHUN JIUCT TPO CTPOK MOCTABKH METUIHHUX
BUPOOIB.

7. YyacHUK TMOBHHEH HAJaTH 3amoBHEHY (OpMY TEHIEPHOI MPOTO3UINi 3a
OIJIUCOM  KEpIBHUKA a00  yINOBHOB&)KEHOI'O  MPEACTaBHUKA  MIANPHEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKoo (y pa3i HassBHOCTI).

®opma TeH1epHOI NPONO3ULLil

(Ha3Ba mporexypH 3aKyIIiBIIi)

Ne nory/ | HalimenyBaHHs mpenmera TopriBenbHa Ha3Ba | BupoOHuK, kpaina OnuHuns KinbkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy BUMIpY oxl.
(nmocazna ocodwu, o nianucye Gpopmy) (ILLB.)
(migrmc) M. IT.*

* Bumora mo/10 evaTkyd He CTOCYEThCS YUACHHUKIB, SIKI 3M1HCHIOIOTh AiSIbHICTh 0€3 MeYaTKU 3TiAHO 3 YHHHUM
3aKOHOJaBCTBOM.

** Y pasi HasBHOCTI B TEXHIUHIH 4aCTHHI NOCHJIAHHS HA KOHKPETHY TOPriBeJIbHY MapKy 4 (ipMy, JuKeperio
MOXOJKEHHS a00 BUPOOHUKA — YUTATH 3 BUPA30M «ab0 CKBIBAICHTY.

2. Po3mip O0101:KeTHOro NpH3HAYEHHS 32 KOINTOPHCOM a00 odikyBaHa
BaAPTIiCTh NIPeIMETa 3aKYHiBJIi:

545 262,00 rpu (II'siTcoT copok M'ATh THUCAY JABICTI miictaecsT ABi rpuBHi 00
Kormiiiok), 3 IIJ{B.
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