O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHUH 00J1iKOBHI HOMeP: 0223U005708

Jep>kaBHUH peecTpaniliHuI HOMep: 0123U105019

Oco06J1uBi TO3HAYKHU: Binkpura

JaTa peecrtpauii: 27-12-2023

II. Etran BukoHnauus JiP
Homep eramny: 1

HasBa €Tamny. JJokyiHi4He OLiHIOBaHHS BUPOOY MEIUYHOrO: JIKepesia CBiT/Ia €H/I0CKOIIIuHi, SIKi BATOTOBJIEH

3rigHo TY Y 26.6-39380665-004:2023 «/I>xepeia CBiTIa €HI0CKONIYHI. TexHiuHi yMOBU»
IToyaToK eTamy: 07.2023
3akiHyeHHs eTamy: 08.2023

Buz 3BiTHOrO AOKYMEHTA: [IpoMiKHMIA 3BiT

I11. BizomocTi npo BukoHaBus JIiP

IloBHe HaiMEeHYBaHHSI IOPHUAHUYHOI OCOOH: [lepkaBHa yCTaHOBA "HCTUTYT IPOMAJICBKOTO 310pOB's im. O.

M. Map3seeBa HanjionanpHOI akagemii MeguYHrX HayK YKpaiHu"

Kopg 3a €IPIIOY: 02011858

Micue3Haxoa KeHHS: By [etmana [TaBna [Tony6oTka, 6ya. 50, M. Kuis, 02660, Vkpaina
dopma BaacHoOCTI:

Cdepa ynpaBiriHHS: HaujoHnanbHa akajieMis MEIMYHUX HayK YKpaiHu
InenTudgikarop ROR: He zacrocosyerscs

Poamip opranisarii:

TenedoH: 380445597373, 380445594754, 380445599090

IV. BimomocrTi nnpo criiBBUKOHaBIIiB [IiP



V. BimomocrTi npo 3amoBHHKa [IiP

IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOH: ToBAPUCTBO 3 OGMEKEHOIO BiINOBiabHICTIO "Bpaitading

YkpaiHa"

Kopg 3a €IPIIOY: 39380665

Micue3HaxoaKeHHS: By Peiitapchbka, 6yz. 18 /11-a, M. Kuis, 01034, Ykpaina
dopma BaacHOCTI:

Cdepa ynpasiiHHS:

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisanii:

Tenedon: 380443372617

VI. I>kepeJia, HanpsiMHu Ta oocsiru pinaHcyBaHHs JIiP

IlincraBa pjist npoBemeHHs JiP: 52 - norosip 3 BiTunsHAHOW OpraHizauiero (Opranamu MiclieBoi pau,

dboHIoM, acorijailieo, KOHIIEPHOM TOIIIO)

Hampsam (l)iHchyBaHHﬂ: 2.2 - IpUKJIaHi AOCTiIKeHHS i po3pOOKU
I>kepesia piHaHCYBaHHS

7722 - KOWTH MiZIIPUEMCTB, YCTaHOB, OpraHi3anii YKpaiHu

dakTHyHHM 00cAr ¢piHaHCYBaHHSA (THC. rpH.). 6.001




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

JokminiyHe oLiHIOBaHHS BUPOOY MeguyHoro: Jlepesia CBiT/ia eHI0CKOIIiYHi, sIKi BUrOTOBJIeHi 3rifHo TY Y 26.6-
39380665-004:2023 «[Ixxepena CBiT/Ia eHI0CKOIivYHiI. TeXHi4Hi yMOBU» Ta CaHiTapHO-eMigeMioJoriyHa OLiHKa:
IKepeJia CBiTJia eHIOCKOIIIuHi, 1o BurotossieHi 3a TY ¥V 26.6-39380665-004:2023 «/l>xepena cBiTia €HIOCKOIIYHi.
Texniuni ymoBu»; TY Y 26.6-39380665-004:2023 «/I>xepesna cBiTyia eHOOCKOIiuHI. TexHiuHi yMOBU»

Ha3Ba po6oTH aHIJIilICbKOIO:

Preclinical evaluation of the medical product: Endoscopic light sources manufactured according to TU U 26.6-
39380665-004:2023 "Endoscopic light sources. Technical conditions" and sanitary-epidemiological assessment:
endoscopic light sources manufactured according to TU U 26.6-39380665-004:2023 "Endoscopic light sources.
Specifications"; TU U 26.6-39380665-004:2023 "Endoscopic light sources. Specifications"

Pedepar yKpaiHCBKOIO:

Ikepena CBiT/1a €HOCKOIIIYHi, ki BUroToBseHi 3rigHo TY Y 26.6-39380665-004:2023 «/l>xepena cBitya
eHocKoIniyHi. TexHiYHI yMOBU». IPU3HAYEH] 1711 OCBITJIEHHS aHATOMIYHUX CTPYKTYP Ml 4ac €HIOCKOIIYHOI
xipyprii (apTpockKorlisi, riHeKOJI0ris, IanapOCKOIlisl, OTOJIAPUHTOJIOTis], TOPAKOCKOIIisl, yPOJIOTisl, IUCTOCKOIIis).
Anasi3 HaylaHOi Ha eKCIIepTU3Y LOKyMeHTallil (TexHiYHi XapaKTepUCTUKY, IPOTOKOJIU BUNIPOOYBaHb, Jlekaparliii
BiAmoBigHOCTI. JI>kepena cBiT/Ia eHA0CKOMiYHi, ki BuroTossyeHi 3rinHo TY Y 26.6-39380665-004:2023 «[Ixepena

CBiTJIa eH0CKOMIYHI. TexHiYHI yMOBU» BiAIOBigae Ail04rM B YKpaiHi caHiTapHUM HOpPMaM i IpaBUJIaM.

Pedepar aHIJIiHCBKOIO:

Endoscopic light sources manufactured according to TU U 26.6-39380665-004:2023 "Endoscopic light sources.
Specifications". intended for illumination of anatomical structures during endoscopic surgery (arthroscopy,
gynecology, laparoscopy, otolaryngology, thoracoscopy, urology, cystoscopy). Analysis of the documentation
submitted for examination (technical characteristics, test reports, Declarations of conformity. Endoscopic light
sources, which are manufactured according to TU U 26.6-39380665-004:2023 "Endoscopic light sources.
Technical conditions" corresponds to the sanitary norms and rules in force in Ukraine.

Ingekc YIK: 615.47:617-089

Koau TemaTHYHHUX PyOpPHK: 76.13.21

KepiBHUKH po6OTH

BiacHe IIpizBuie Im'a I1o-6aThKOBI: Cemamko I[Tetpo BiramiitoBua
HayKoBHH CTYIiHB: 1. Mef. H.

HaykoBe 3BaHHSL: c.H.c.

Inentudikarop ORCHID ID:

JonaTkoBa iHdopmanist:



VIII. HaykoBa (HayKoBo-TexHiuHa) npoaykuist (HTII)

Haszsa HTII ykpaiHCBKOIO: [loksiHiuHe OLjiHIOBaHHS: [I)Kepea CBiT/a eH/JOCKOIIiYHi, IKi BATOTOBJIEH] 3TiIHO
TY V 26.6-39380665-004:2023 «II>kepesa cBiTa eHGOCKOMiYHi. TexHiYHi yMOBU»

Ha3zpa HTII aHrsi#icbKOI0: Preclinical evaluation: Endoscopic light sources manufactured according to TU U
26.6-39380665-004:2023 "Endoscopic light sources. Specifications"

HTII, sixy nepen6a4asiocsi CTBOPUTH:
IIpuunnn, yepe3s aki HTII He Gysi0 cTBOpeHO:
OTpuMaHi pe3yJIbTaTH: AHaniTu4Hi MaTepianm
FaJIy3b 3aCTOCYBaHHS: MeqrYHa MPAaKTUKa
PeecTpaiifiHuii HOMep KapTKH T€XHOJIOT1i:

Onuc HTII: [IpoBeneHO nOKIIIHIYHE OLiHIOBAHHS: [XKepeia CBiTyia €HIOCKOIIIYHI, SIKi BUTOTOBJIEH] 3TifHO TY Y
26.6-39380665-004:2023 «[I)xepena cBiTya eHJocKomniuHi. TexHiuHi ymoBu». [Iporpama oOLiHIOBaHHS: aHaJIi3 BUPOOY
SIK TTOTeHLiiHoro mrepesa EMII, aHani3 BUpOOY SIK IOTEHILiHOTO pKepea mymy. [bkepesa CBiTyia eHIOCKOIIIuHi,
siki BurotosJeHi 3rifHo TY YV 26.6-39380665-004:2023 «/I>xepesa cBiTsia eHOOCKOIIYHI. TexHiuHi yMOBU»

BiZ[TOBifae Ailo4nM B YKpaiHi caHiTapHUM HOPMaM i [IpaBUJIaM.

ConjianbHO-eKOHOMIYHA cripsimoBaHicTh HTII: Toninmenns SkocTi XUTTA Ta 370pOB's HACENIEHHS,

e(eKTUBHOCTI iaTHOCTUKHU Ta JIiIKyBaHHSI XBOPHUX

Bnius HTII Ha moBKiJj1s:

BrnpoBaaykenHss HTII: Bnposamxeno

ITpakTnyHa peasnisanis HTII
ITouyaTok eramy: 07.2023
3akiH4YeHHs eTamy: 08.2023

Crnio>KuBavi NPOAYKILii:

IlepcneKTHBHI PHHKHU:

XapakTep cniBpOOIiTHHIITBA 3 iIHBECTOPOM
IToTpiOHUI 06CAT iHBECTHILLiH, THC. TPH.:
IIpagBa, 10 HaAAIOTHCS iIHBECTOPY MicJIsA 3aBEPIIEHHS POOGOTH:
HasaBHicTb Oi3Hec-IJIaHY:
TexHiKO-€eKOHOMiYHe OOrpyHTYBaHHS:
IToTeHUiaILHUM 00CAT IIPOJAAKY, THUC. TPH.:
OuiKkyBaHHI TepMiH OKYIHOCTi (POKiB):

HopaTrkoBa iHdopmamist:

IX. Bi6siorpadiuyHuii onuc



X. 3aKJIlI0YHi BiTOMOCTI

KepiBHHK I0pHAHYHOI 0COOH

IlepeJtik 0CiO-BHKOHaBILiB

bessepxa AHHa IleTpiBHa
(-, 14.02.01)

Cemamxo Ilerpo BitaniiioBny
(. men. H., 14.02.01)

BignosigasibHUI 3a MiATOTOBKY

00JIIKOBHX JOKYMEHTIB
Tenedpon

PeecTpaTtop

KepiBnuKk Bigginy YKpIHTEI, mpo €
BiZIIOBiZaJIbHUM 32 peeCcTpallilo HayKOBOi

OisIIBHOCTI

ITonbka Hagzis CtenaHiBHA

II. M€, H.

Bessepxa A.Il.

+38 (067) 924-39-39




