O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHUH 00J1iKOBHI HOMeP: 0224U033309

Jep>kaBHUH peecTpauiliHUI HOMeP: 0124U002176

Oco06J1uBi TO3HAYKHU: Binkpura

JaTa peectpamnii: 24-12-2024

II. Etran BukoHnauus JiP
Homep erany: 3

Ha3sBa eramny: Cucrema mamorpacgiyHa peHTreHiBCbKa IiarHOCTHYHA CTalioHapHa, 1udposa Senographe Crystal
Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (3rifHo 10naTKy)

IToyaTok eramy: 02.2024
3akiH4YeHHs eTamy: 052024

Buz 3BiTHOrO AOKYMEHTA: OCTaTO4HMIA 3BiT

I11. BizomocTi npo BukoHaBus JIiP

IloBHe HaliMeHYBaHHS IOpUAUYHOI 0coou (a0o ITIB ¢izuyHOi 0c06H): JlepxkasHa ycraHOBa "[HCTUTYT

rpomanceKoro 3no0pos'sa iM. O. M. Map3eesa HanionanbHOI akazemii MeIMYHUX HAayK 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: 380442920629, 380445131528

IV. BimomocrTi nnpo criiBBUKOHaBIIiB [IiP



V. BimomocrTi npo 3amoBHHKa [IiP

IloBHe HaliMeHYBaHHS IOPHIHYHOI 0coou (a6o ITIB iznuHO0i 0c06H): ToBapuCTBO 3 06MEKEHOIO

BignosiganpHicTIO "[IpoTek Comomn3 YKpaina"

Kog, 3a EIPIIOY: 36519759

Micue3HaxoaKeHHS: npoB. HoBoneuepcekuii, 6ya. 18, odic 32, m. Kuis, 01042, Yxpaina
dopma BaacHOCTI:

Cdepa ynpasiiHHS:

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisanii:

TenedoHn: 380445934326

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

dakTHyHHH 00cAr ¢piHaHCyBaHHSA (THC. rpH.): 8.180




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

MepyyHi BUpoOU: peHTTeHOJIOTiUHI CUCTeMU (3TiAHO JOMATKY)

Ha3sBa po6oTH aHIJIilICbKOIO:

Medical products: X-ray systems (according to the application)

PedepaT ykpaiHCbKOIO:

CaHitapHoO-eninemiosnoriyna ouinka: «Cucrtema mamorpadiyHa peHTreHiBCbKa JiarHOCTUYHA CTallioHapHa, U@ poBa
Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (3rigHo gonaTky)». [amy3b
3aCTOCYBAHHSL: /IJ1s1 BUKOPUCTAaHHS B MEIUYHUX YCTAaHOBAX, 3 METOIO aHaJIi3y Ta JOCiI’KEHHS 3a 1OIIOMOTr0I0
PEHTreHiBCbKOTrO BUITPOMiHIOBaHHS. [IpMHIUII pOGOTH: BUKOPUCTAHHS IIPOHUKAKYOI 3JaTHOCTI pEHTI€HiBCbKOTO
BUIIPOMIHIOBaHHS TA Pi3HOTO CTYIEHS I0T0 MOTJIMHAHHS Pi3HUMU 6i0JI0rYHUMU TKaHMHaMU. [IpencTraBieny
indopmauiio npo Cuctema mamorpadidyHa peHTreHiBChbKa JiarHOCTHYHA CTallioHapHa, tudposa Senographe Crystal
Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (3rifHo 1onaTKy).), CJifi BBaXXaTH JOCTAaTHbHOIO,
00 IPUITH 1O BUCHOBKY, 1II0 BUPOOU BiAIIOBIJAIOTh CaHITAPHOMY 3aKOHOJABCTBY YKpaiHH, 32 YMOB LOTPUMAHHS

BHIMOT.

Pedepar aHI1iliCHKOIO:

Sanitary and epidemiological assessment: "System mammographic X-ray diagnostic stationary, digital Senographe
Crystal Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (according to the appendix).” Field of
application: For use in medical institutions, for the purpose of analysis and research using X-rays. Principle of
operation: the use of penetrating ability of X-ray radiation and varying degrees of its absorption by various
biological tissues. The presented information about the System mammographic X-ray diagnostic stationary, digital
Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (according to the appendix),
should be considered sufficient to conclude that the products comply with the sanitary legislation of Ukraine,
subject to compliance.

Ingexc YIK: 615.47:621.386.1, 613; 614, 61

Kozu TeMaTHYHHUX PYyGPHK: 76.13.17.11, 76.33.29, 76.01

KepiBHUKH po6oTH

BsacHe IIpizBue Im'sa I10-6aTbKOBI: Cemamko ITetpo BiramiitoBuy
HaykoBH# CTYIiHB: 1. Mef, H.

BueHe 3BaHHS: c.H.C.

InenTudikarop ORCID ID:

JonmaTkoBa iHpopmalist:



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

Haszsa HTII ykpaiHCBKOIO: CanitapHo-emnigemiosnoridna ouinka: «Cucrema mamorpadivHa peHTTeHiBCbKa
IiarHOCTMYHa CTalioHapHa, uudposa Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal
Pristina 3D (3rigHO BOJATKY)»

Hassa HTII aHr/IificbKOIO: Sanitary and epidemiological assessment: "System mammographic X-ray
diagnostic stationary, digital Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal Pristina
3D (according to the appendix)"

HTII, aKy nepenba4asiocss CTBOPHTH:
IIpuunnu, yepe3s saki HTII ne 6ysio cTBOpeHoO:
OTpumaHi pe3yJIbTaTH: Marepianu

l'asmy3b 3aCTOCYBaHHS: MequyHa IPAKTHKA
PeectpanifiHuii HOMep KapTKH TEXHOJIOTIi:

Omnuc HTII: IMposeneno canitapHo-enigemiosnoriyny ouinky: «Cucrema mamorpadiyHa peHTreHiBChKa
IiarHOCTMYHA CTallioHapHa, uudposa Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal
Pristina 3D (3rifHO mOJaTKy)». 3rifHO 3 HAJAHMMHU HAa €KCIIEPTU3Y MaTepiajlaMy JaHui IPOLYKT BiAIoBifae
BMMOTraM BiJJ[TOBiJHUX HAIlliOHAJIbHUX Ta MDKHAPOAHUX HOPM, TOMY JI0 KOJKHOTO BUIYILEHOTO IPOAYKTY IOLAETHCS
IeKyapallis BUpOOHMKa PO BinnoBigHicTh €Bponelicbkum CrtanpapraM. O6sagHaHHS 6y10 BUTOTOBJIEHE 3
IOTPUMMAaHHSIM IIapaMeTpiB 6€311€KU Ta OXOPOHM HaBKOJIMIIHLOTO CEPEJOBUIIA, HABEIEHUX Y JIMPEKTHBI

93/42 /EEC (mwopmo 6e3neKku eJeKTPUYHUX Ta €JIEKTPOHHUX NpucTpoiB) Ta HopMax IEC (MibkHapoHOI
EnextporexHiunoi Komicii). O6sagHaHHS MPOMLLIO yCi BUIPOOYBAHHS, 110 CTOCYIOThCS €JIeKTPUYHOI Ta pafialiiiHoi
6esmneku. [Ipencrapneny iHpopmariio npo Cucrema mamorpadiyHa peHTreHiBCbKa JIiarHOCTUYHA CTallioOHapHa,
uu@dposa Senographe Crystal Nova, Senographe Crystal Pristina, Senographe Crystal Pristina 3D (3rizHo nonarky).),
CJIiJ BBaKaTH JNOCTATHBOIO, 06 IPUITH 10 BUCHOBKY, IO BUPOOH BiATIOBIAIOTh CaHITAPHOMY 3aKOHOABCTBY

Ykpainu, 3a yMOB OTPHMMaHHS BUMOT.

ComniannbHO-eKOHOMIYHA cripsimoBaHicTh HTII: TToninmenns SkocTi XUTTA Ta 310POB' HACENIEHHS,

e(EeKTUBHOCTI AiarHOCTUKY Ta JIiKyBaHHS XBOPUX

BnyiuB HTII Ha moBKiJjjisa:

BnpoBanykenHss HTII: Bnposamxeno

ITpakTuyHa peasnizanis HTTI
IToyaToK eramy: 02.2024
3akiHyeHHs eTamy: 052024

Crio>KuBavi NPOAYKILii:

IlepcnekTHBHI pUHKHU:

XapakTep cniBpoOiTHHIITBA 3 iHBECTOPOM
IToTpiOHUI 00CAT iHBECTHILiH, THC. TPH.:
IIpaBa, 0 HaJaIOTHCS iHBECTOPY IIiCJIs 3aBepIIeHHs POOOTH:
HasaBHicTb Oi3Hec-1JIaHY:

TexHiKO-€eKOHOMiYHe OOrpyHTYBaHHSI:



IloTeH1iaIbHUI 0OCAT IIPOJASKY, THC. TPH..
OuiKkyBaHHI TepMiH OKYIHOCTi (pPOKiB):

JoaaTtkoBa iHpopmamnist:

IX. Bi6siorpadiuHuii onuc

X. 3aKJII0YHI B1IOMOCTI

KepiBHUK IOPHAHUYHOIL 0COOH IMonpka Hagia CtenaHiBHa
. Men. H., 14.02.01

IlepeJtik 0CiO-BUKOHaBILiB
BignoBigasibHuUI 3a MiATOTOBKY Bessepxa A.IL
00JIIKOBHX JOKYMEHTIB

Tenedpon +38 (067) 924-39-39

Peectparop

KepiBnauk Bigginy YKpIHTEI, mo €
BiZIIOBiZaJIbHUM 32 peecTpallilo HayKOBOi

OisIIBHOCTI




