MEJHYHHX BHPOBIB Ne 18/12/2023

Konis BipHa AEKTAPAIIA 1TPO BUINOBLIHICTH

Bepeisi Nel nia 18.12.2023 poxy

BHPOBHHK:
OSANG Healtheare Co., Ltd., 132 Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do, 14040,
Republic of Korea / OCAHI Xeacexep Ko., Jra., 132 Aupsaraconaonr-po, Jowran — ry. Ausamr-ci. Keowri-

20, 14040, Pecnybmixa Kopen

B OCOBI YNNOBHOBAKEHOIO MPERCTABHHKA B VKPATHE:

TOBAPHCTBA 3 OBMEXEHOIO BIZINOBIAAJIBHICTIO «UUABIH», Bya. 3enena. 6ya. 1495, s Jlssis,
79035, Vkpaina, xoa 3a €APTIOV: 38048012, wo mic 3a AONOBOPOM-J0BIPEHICTIO B BrpoOumka OSANG
Healthcare Co., Ltd. / OCAHI” Xencxep Ko., Jira sin 19 cisna 2022 P

AACAAC, W0 eupobu Meouuni: Crcrema /Uis BUIHAYCHIA PIBHA 1N0Ko3H B kpost: Healthpro™, GIuNEO™,
GINEO Lite, Oh’Care™ Lite 3 akcecyapamn, tect-cayasn: Healthpro™, GIUNEO™, GIuNEOQ Lite,
Oh’Care® Lite, xorrponssi posumm Oh’Care® Lite - HIGH (sucoxoi xonnesrrpaini), NORMAL (cepeamsoi
xowgeHTpari), LOW (messxol kosmesTpai) (nepemix meawamx supodis smnavenni v losatey 1 1o wei
Jlexaapauil), #K1 GIONOGIOMOM6 CUMOANM TEXHINHO20 PEXAANENIMY 1O MEOUNHUX SUPKHE QI3 IAHOCTTHKU
in Vilre sameepoxcenoco nocmanoeoio Kaoinemy Mivicmps Yipataw 610 02.10.2013 Ne 754, nepemxky B 3a
kputepiamM  xnacudixai 3riano goaarky 2 TeXHIMHOIO perjamMeHty HOA0 MEIHYHWRX BMPOOIE Ui
ArHOCTHER 1N VIO (BHPOGH [UIX CAMOKOHTPORIO, NPHIHANCHI A48 BEMIDIOBAHHA PIBHR LYKPY B KPOBI)

NPOIEAYPA OIIHKHW BUHHOBLUIHOCTE:
srumo Hosarky 4 «llopaaok nposeserng npoueaypy sadesnescan GyHKITOHYBAHHA KOMILICKCHO! CHCTCMH
3a003NeHeHHR AKOCTIY. :

AEKJAPAIIIO CKJIALEHO HA MACTABIE:
Cepragixary sianosigrocti Ne UA TR 098 0089-17 sia 18 rpyvms 2023 p

CEPTH®IKAT BHIAHO: Oprasom 3 ceprudixauii (omwxw sianosimocti) TOB «YKPAIHCHKHINA
HEHTP MEJIHYHOI CEPTH®IKALUT TA NMPOTHO3YBAHHS» syn. Canepro-Crobiaceka, 10, of. 1, m.
Kuin, 03028, nomep nprsnasesoro OOB: UA TR 098

Texauuna A0KYMEHTAIIA HA MCFHHI BHPOOH PO3pOdACHa Ta 30CPITracThes Y VIIOBHOBHRCHOTO NPLACTABHHKA
B Ykpaimi 33 anpecow: «yr. Jewna, 6yo. [496, w. Jleeis, 79033, Vipaina, ven. +380322425626, e-mail:
info@diawm.com.ua

Hexaapauo npo SUMOBLINICTS CRAAMCHD BUL iMeHi Ta M Bi jpResigansl
BianosiaagsHICTS 33 JOCTOBIPHICTS HATAHOT 1HDOPM
Micue cxmananns aexmapagi: ave. Jerena, Hya. 1495 v
Henia emroro wacTusowo aanoi Jdexnapaiii npo BIANOBUIHMICTS € HACTY
Jonarox Nel 3 nepesnikom Me s BHPOGiB.
Jomarox Ne2 3 pepenikOM HANOHATEHMN CTAHAAPTIE, SXI LICHTHYH MERHADO,
BHIOTORIICHI BHPOOIR,

Hama cxradarmsa: 18.12.2023 p. Hic do: 28.02.2027 p.

Hama nionucy: 18.12.2023 p.

Hosamox Ne]

YnosuosaskeHuit NpeACTaBHUK BHpobHMKa

KVKEJb
aupexrop T30B «JIIABIH» rop




i A Bi Ha do dexaapanii npo sionosionicms N2 18/12/2023
Kor" p Bepcis Nel aio 15.12.2023 poxy

Tlepeaix veouunux eupoiis
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Cucrema is BHIHAYEHHS PIBHE 1JHOKOIN B Kpou Healﬂtpm } cxanni:
nepesocHuit pyvrasap (1 wr.)

. - NPUCTPIH JUIA BUMIPIOBAHHA PIBHA THOKOIH 8 kpos1 Healthpro™ (1 w)

j - Tecr-cmyxkm Healthpro™ (25 wr)

i - Oarape#ika (2 wt.)

| - MPUCTPI#A Uik npokomosanns (1 )

: - JAHLIETH OJIHOPAIOBOT0 BHKOPHCTAHHR CTepribl (25 wir.)

| = wypnan namenra (1 wr )

- IHCTPYKLUA 3 excrutyaraint (1 wr.)

- rapanTiifHui tanos (1 wr.) ]

Cucrema 19 BHINAYCHES pisng ruokoin B kposi GIaNEO™ y cxaani:

- nepenocumuH Gy rasp (1 wr.)

- IPMCTPI L1% BHMIPIOBAHHA PIBHS Tox03# 8 kposi GIuUNEO™ (1 wr )

: - recr-cmyakH GIUNEO™ (25 mir.) i
- Garapeiixa (2 wr.) '
- MPHCTPIA Ui tpokosrosasns (| wr.)

- IaHUETH O/THOPAIOBOI0 BHKOPHCTAHHA CTepribt (25 )

. | - aypsan namenTa (1 wr)

5 i - IMCTPYKitia 3 excruryarawi (1 wr)

- rapasTiinumit Tanou (] wr) |
Cucrema s Bisnavenns pisns rmoxosn B kposi GIaNEO Lite y exaani: i
& nepenocuui gytasp (I wr.) j
! - FIPMCTPIA JUIR BUMIPIOBANHA ik rmoko3u B kposl GluNEO Lite( | wr )
! - Tect-cmyskn GIUNEO Lite (10 wr.)

- Garvape#ixa (| mr)

~ nPUCTPIA a npokosmosanaa (1 wr.)
= NAHOETH OHOPAIOBOI0 BUKOPHCTAHHS cTepbii (10 wr.)

{ | - wypran nawenra (| wr)

i - IHCTpYK1Lin 3 excruryarawi (| i)

| - rapauTidumi Tanon (1 )

| | Cucrema uin BHIHANERHN pisng IOKOIH B Kposi Oh’Care® Lite y KA

| | - neperocuuit Gy ramp (1 nrr.)

- PHCTPIH /TR BAMIPIOBaHHMA pissx rmoxotu B xpoei Oh 'Care® Lite (1 wir)

- recr-cmyxku Oh’Care® Lite (10 arv)

- Garapeika (1 wr.)

- npucTpiit s npokomosanna (1 mr.)

- JAHNETH OHOPAIOBOTO BHKOPUCTAHHA cTepuussi (10 wr )

- wypsan napenta (| wr.)

| - IHCTpY k1A 3 excruryarawi (1 wr)

| - rapasmidemii Tanon (1 wr.)

YnossoBuKeHWIl IPEACTABHHK BHPOOHHKA
ampextop T30B «/IIABIH»




' Koniga

HA Tecr-cuymau Hoalibpra™

- Tect-cmysxau Healthpro™ 50 mrryk (2 kowvelinepa no 25 wryk);
- IncTpykuis 3 excruyarami (1 )

Tecr-cmymxn GluNEO™
- Tect-cmyssxn GIUNEO™ 50 miryk (2 xonreiepa o 25 unmyk);
- Isctpyxinia 3 excruryaragi (1 wr.)

TecT-cMyRKM JUIA BH3HAYCHHA PiBHA rmoko3k B kposi GluNEO Lite:
| = Tecr-cmymxn GIuNFEO Lite 50 mryk (2 kouredinepa no 25 arrvk)
- IncTpyxius 3 excrutyatasgi (1 wr.)

.= SRR |

SR T ——

TeCr-CMy#KH Ui BHIBAYCHIN PIBHN rBOKO3H 8 xpoai Oh'Care® Lite:
- Tecr-cmymxu Oh'Care® Lite 50 urryx (2 xouredinepa no 25 miryk)
= Tvcrpykuin 3 excrunyvarawi (1 wt.)

i Oh'Care® Liie:'ompo-mumii PO2usI BMCOKO! KOHIECHTPaIT {Hl(il-ﬁ !
- Incrpyxuis 3 excroryarawi (1 mr.)

Oh’Care” Lite KOHTPO.TBHHI posaHH cepeabol konucHipaui (NORMAL)
IucTpykiin 3 excruryatawi (1 mi.)

.E Oh’Care® Lite koHTpossiit posawn masskel konuentpawi (LOW)

| Isctpyxuwin 3 excruryaranii (1 o)

Irop KYXEJIH




Aooamox Ne2

do dexnapawii npo eionosionicms N2 18/12/2023

Konig BipHa Bepis Vel aid 18.12.2023 poxy

[Teperix nalonabiux cmandapmis, SKT iOCHMuUNHI MIXHAPOOKUM P! 3ACMOCOBANI TIPU SUOMOBIEN] EUPOGIS.
Jasnateni surige 60 Cxmu OeRIAPAWIT GIOROSICTIONTE CUMOPAM:

doxymenm Ve
FNMocranosa KMY Ne 754

JCTY EN ISO 13485:2018
JACTYV EN ISO 14971:2015
JICTY EN ISO 15223-1:2018
18113-

ACTY EN ISO

1:2018

HCTY ENISO 18113-
5:2018
JCTY EN ISO 15197:2017

JACTY EN 62366:2015
JACTY EN 62304:2014

JICTY EN ISO 23640:2015

JICTY EN 61010-2-
101:2017

JACTY EN61010-1:2014
JACTY EN 6!32_6-[:20I6

JCTY EN 61326-2-6:2019

JICTY EN 13612:2015

nassa:
TexwrHmit peraaMenT HI0J0 MEAMTHHX BHPOOIB /U Aiar HOCTHKH iN Vitro, JI0IaToK
4

«Memram Bupobu. Cucrema ynpasminng skicrio. Bumors moso perysoBaHHs
(EN ISO 13485:2016, IDT, 1SO 13485:2016, IDT)»:

«Bupobu Ivleﬂ.!-l'-ll-ll Hacranoen moao ynpasmuna pusuxom (ISO 14971:2012,
IDT)»;

«Bupoby weipun. CuwBomm, 38CTOCORAH M YAC MAPKYBAHHI B M TMUHKX
Bupobax. eTHMKeTKax Ta B CympoBLmMii noxkywmestamni Yactuma 1. 3aranem
suvorn (EN ISO 15223-1:2016. IDT: ISO 15223-1:2016. Corrected version
2017-03, IDT)»:

«Bupobn memr Ans marnocTHky in vitro. Indopmatis, sxy Hagae BHPOOHHK
(Mapxysanus). Yactuna 1. Cnosuuk repmisis T1a 3aranssi susmoru (EN SO
18113-1:2011, IDT, ISO 18113-1:2009, IDT)»,;

«BupoGu MeauHl U8 UarHOCTHRA in vitro, [Hdopmaius, sy Hamae BUPOOHMK
(maprosains). Yaciuna 5. [HCTPYMCHTH MCAWSHI /1A Al HOCTHEH I ViIlTo juis
camoxontpomo (EN ISO 18113-5:201 1. IDT: ISO 18113-5:2009, IDT)»;
«Tecr-cucremu I8 JIArHOCTHKM In vitro. Bumoru 20 CHCTeMM MOHITOPHHIY
KOHLIEHTPAL] [JHOKO3H B KPOBI JUIS CAMOTECTYBAHHA B Pasi LyKpoBoro mabery
{EN iSO 15197:2015. IDT»;

«Bupobu meawusi. 3acTOCYBAHHS CPIOHOMIMHOIO FIPOCKTYRAHME MEIHTHHX
supobia (EN 62366:2008, IDT)»;

«llporpamse 3abe3neueHH MEBMHMX NPHCTPOIB. [IpouecH KHYTCBOIO LMKTY
nporpamuoro sabesnesentn (EN 62304:2006, 1DT). 3i 3miuoio 1:2019,
«BunpodysanHa woa0 CTADLABHOCTI  3aCO0IB MEIMUMHOI  TeXHIKM  JUIs
naboparoprol marsocTuxu m vitro (EN SO 23640:2015, 1DT; 1ISO 23640:2011,
IDT)w;

«Bumorn mo0 6e3neHHOCTI KOHTPOABLHO-BHMIPIOBATBHOIO Ta #abopaTopHOTo
eAeKTpHuHOro  ycrarkosamms. Yactuwa 2-010. Jlosarxosi BMMOrH 10
nabopaTopHOTO YCTATKOBAHHA Ans Harpisamms wmarepiamis (EN 61010-2-
010:2014. IDT, IEC 61010-2-010:2014, IDT)».

«Bumord mono 6¢3neHHOCTI KOHTPOIBHO-BHMIPIOBABHOTO Ta AaDOPaTopHOIo
CACKTPHYHOTO yerarkosaris. Yacrwna | Jarasesi susorn (EN 61010-1:2010.
DT,

«Enextpuune obnannammst ana mthOBaHHI xou'rpomo -.
3aCTOCYBAHHA. BHMOIM 10 eICKTPOMArHI THOL Gt

sumoru (EN 61326-1:2013. 1DT»:
«EAcKTpHaHE YCTATROBAHHN AR BHMIDIOBAHE
3ACTOCYBanHR. BHMOIW 10 SIeKTPOMArHITH
Ocobmmei sumord. MeawsaHe 00IaIHAHNA NS
2-6:2006. IDT; IEC 61326-2-6:2005, IDTp»,
«OUIMKa XAPAKTEPUCTHK MEAMYHMX BHPOOIB Uit AN
nonpasxoto Ne 1: 2018 (EN 13612:2002, IDT)»
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Vnossosaxennil npeacTaBHK BHPOOHHKa & 5
anpexcrop T20B «/TIABIH» Shop KIMELS
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. ToBapucTso 3 06MeKeHOI0 ni.nnohi;naul.uic'rm
\(onm BipHA  «YKPATHCHKWH EHTP MEJIMYHOI

CEPTH®IKALII TA IPOTHO3YBAHHS»
UATR.098 (TOB «YIIMCII») —
Ceprusixauis

CRERHRREAT

Illiiclllli'i 1o 28 AoToro 2027 P !

Lleit ceprudirar sacsinuye, uo cHerema YIPaBJIiHHsE AKICTIO CTOCOBHO MPOXYKIIL:
Cucremn s Bn3navenns pisus rmokosu B kposi: Healthpro™, GluNEO™, GIuNEO Lite, Oh’Care®
Lite 3 akcecyapamu;
Teer-cMy’RKH Isi CHCTEM ISl BH3NAaYeHHs piBHs rmokosn B kpoei: Healthpro™, GIUNEO™,
GIuNEO Lite, Oh’Care® Lite;
Kontpoasni pozummn Oh’Care® Lite: HIGH (Bncoxoi wonnentpanii), NORMAL (cepeansbol
kouuentpauii), LOW (nu3bkoi konuenrpauii),
nepenix B
Bianosinae sumoram: TexHiYHOrO perjiaMeHTy OO MEAHYHHX BHPOOIB, 3aTBEP/UKEHOrO NMOCTAHOBOIO
Kabinery Minicrpie Vkpainu Bix 02.10.2013 Ne 754 «lIlpo zarsepkenns TexHiHOro periaamMeHTy LWIOAO
MeTHUYHHUX BHPOOIB [UIs AiarHOCTHKH in vitroy (Jlonatox 4)
Bupobuuxk: OCAHI Xeackep Ko., JITa.,
132 Aubsinryeongonr-po, lonran-ry, Ausaur-ci, Keonri-go, 14040, PecnyGaika Kopes
OSANG Healthcare Co., Ltd.,
132 Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do, 14040, Republic of Korea
Micite BupoduuuTBa: OCAHI" Xeackep Ko., Jita,,
132 Aussinrueongonr-po, Jonras-ry, Ausnnr-ci, Kvonri-no, 14040, Pecny6aixa Kopes
OSANG Healthcare Co., Ltd.,
132 Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do, 14040, Republic of Korea
Ynosuosaxennii npeacrasunk B Yrpaini: TOBAPUCTBO 3 OBMEKEHOIO BIANOBLIAJIBHICTIO
«/IIABIH», ByJ1. 3esnena, 6ya. 1495, m. JIbsis, 79035, ¥Vkpaiua, xox 3a €/IPTIOY 38048012

JonarkoBa indopmauis: kourpons BinosigHocTi npoaykiii Bumoram Jloaarky 4 Texuiunoro perjaameHty
WON0 MEAMYHHX BHPOGIB JUls JIArHOCTHKM in, Vitro 3/IHCHIOETHCS IUISIXOM MNPOBEJACHHS NEpioIYHOrO
HarJSUIAHHES 3TiTHO MPOTpaMy

Ceprudixkat sugano: Oprasom 3 ceprudikaiii' (ouinku Bizmosizmocti) TOB «YKPAIHCBKUW LIEHTP
MEJIUYHOI CEPTU®IKALIIL TA [IPOI'HO3YBAHHS», syn. Canepio-Cro6iznceka, 6. 10, od. 1, m. Knuis,
03028 Yxpama, HOMEp npuanaqeuom DOB UA.TR.098, na nizcrasi plmE:Hb 10/10 Pe3 il ceprudikanii

/m .
el s

PernaMeHTy WoAO MEAHYHHX BHpOGIB A mai HOCTHKH in vitro, ¥ BHI‘IEU}K)" lmpymcnm YMOB, 38
3 OUIHKH nmnoamuocn MAE MpaBo NPH3YNHHHTH Aio cepridikara abo anymosatn ccme‘lea‘T

3ape€crponanuif| y Peccerpi /:’1_*
OOB TOB «YU;MC I» '

* Ha saminy ceprudikara BiANOBIAHOCTI, Bamﬁwﬁyﬁ’l 2(?23 p‘x "A3IKy i3 BHECEHHAM 3MiH
[eppiuna ouinka sianosinnocti — 05.05.201 'Ijn.‘-ﬂequaao a-pgiyasTaramn pecepridikarit

Ynnnicts ceprudikata moxna nepesiputi y Peectpi TOB "VLIMCIIT", ten.: +38 (044) 593-71-92
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