DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
Penaxuis Ne 2 Mara: 23 tpasua 2025 poky crop. 132
Version No 2 Date: May 23, 2025 page 1 of 2
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
Q)’ y g:‘ \‘
Q‘"’lau -'r%‘a}‘.}$
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SICMNINNGS

Ceptudikar aHanisy

KaTeropis npoayKry TecT-CMyMKKW ANA KOHTPOAK PIBHA rNOKO3KM ¥ Kpos GS300

Homep Maprii npoaykry -2G530095A
Homep JloTy 212491304
HalimeHysaHHs Cneuundikauin Dani ananisy

TecTtyBaHHA TOYHOCTI 1

{TectyBaHHA KOHTPOABHUM Cvs5% 1.5%
PO34YHHOM HOPM3NLHOrO PiBHA)
TecTyBaHHA TOYHOCTI 2
(TecTyBaHHA BEHO3HOIO KPOB 10 / CVE5% 1.5%
90+10 mr/an)

1. KoediuieHT kopenauji (R2) nosuHeH 1.R*= 0.9997

6yT1 Ginblinm 3a 0,99, T

2. PisHuua 8 mexax + 15 mr/an gna L

NiHinHe TecTyBaHHA 3HaYeHb rnioKo3u < 100 mr/an. 2.Pisn: 2  mr/an

3. BiaxuneHHs 3HaxoAuTLCA B Mmemaxd

15 % anA 3HaveHb ralokosu = 100  |3-BiAx.: -3.7% i 2.0%

mr/an.

Migcymrosa ouiHKa

NPOAYKTY : Npoiiaero{v] HE Mpoiaenol ]

Ymosu 36epiraHHn: éﬁepiraru npu 4-30°C

Tepmin npuaatHocTi: 24 micaui

Cranpaptu BignosigHocri: 1ISO 13485: 2016 ta 98/79/EC 1a ISO 15197:2013
Jarta sBupobHuursa: 2024.08.28

[Lara snpauvi: 2024.09.16

Tepmin npuaaTtHocti: 2026.08.27

,t E ““‘a *ﬁ% 7
Gt G Gl STIN

IHCnekTop 3 AKocTi MeHeaep 3 AKOCTI

BIONIME CORPORATION
No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan

No.: FT-82-03-0024-0004G P 886 4 23692388 F 886 4 22617586



DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
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BIONINNG

CeancpiKaT aHanisy

Kateropia npoaykTy TecT-CMyXKW ANA KOHTPONIO PiBHA rNIOKO3M y Kpos GS300

Homep Maprii npoaykty S99GS30095A

Homep Jloty 212542101

HaimeHyBaHHSA Cneuundirauis [aHi aHanisy

TecTyBaHHA TOYHOCTI 1
(TecTysaHHA KOHTPONBHUM CVs5% 1.3%
PO34YMHOM HOPMaNbLHOTO PiBHA)

TecTyBaHHA TOYHOCTI 2
(TectysarHa BeHO3HOIO KpoB'10 / CVvs5% 1.4%
90+10 mr/pn)

KoediujeHT kopenauii (R2) nosuHen [ g2 = 0.9995
‘6yTi Binbwmm 3a 0,99.
5 Pi3HUUA B Mexax * 15 mr/an ana ;
NiHifiHe TecTyBaHHsA ; 2. Pi3H.: 1 /
Y 3Ha4yeHb rNIOKo3M < 100 mr/an. —— Mr/an

3.BigxuneHHA 3HaxoAUTLCA B MeXKax
+15 % anAa 3HauyeHb raoko3n 2 100 13. Bigx:

mr/an.

-4.5% ~ -1.3%

Miacymrosa ouiHKa

NPOAYKTY : Mponaero (V] HE Npoiigerol ]

Ymosu 36epiraHHa: 36epiratv npu 4-30°C

TepmiH npuaaTHocTi: 24 micaui

Cranpgapty BignosiaHocri: ISO 13485: 2016 ta 98/79/EC 1a I1SO 15197:2013
[Oata supobuuurea: 2025.04.02

[arta Bugavi: 2025.04.22

Tepmin npupatHocTi: 2027.04.01

il SLada

MeHepgKep 3 AKOCTI

BIONIME CORPORATION
No. 100, Sec. 2, Daqging St., South Dist.,
Taichung City 40242, Taiwan

No.: FT-82-03-0024-0004G P 886 4 23692388 F 886 4 22617586




DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
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EBIONINNGE

_ CepTudikar aH'an_iay il

TecT-cMyXXKM ANA KOHTPOAK PiBHA rNOKO3M ¥ Kpos GS300

Karteropis npoaykTy

99GS30095A
Homep MapTii npoaykTy
212552213
Homep NoTty
HalimeHyBaHHs Cneuundikauis [aHi aHanizy
TectyBaHHA TOYHOCTI 1
(TecrysaHHa KOHTPONLHUM cV<5% 1.5%
PO3YMHOM HOPMANLHOTO PiBHA) ik
TecTtyBaHHA TOYHOCTI 2
(TectyBaHHA BEHO3HOK KPOB'10 / CV<5% 1.9%
90£10 mr/an) &
KoegiuieHT Kopensauii (R2) nosuHeH 1.R?*= 0.9998
"6yT1 Binblumm 3a 0,99.
s PisHuus 8 mexax + 15 mr/an ans i
2. 2. Pi3H.:
JHARHE TEETYRRIHA 3HaveHb rnoKo3u < 100 mr/an. i —————-——1 mr/an
3.BiaXuneHHA 3HaX0AUTLCA B MEXKaXx ;
+15 % AnA 3HaueHb raokosn 2 100 | 3 Biax: -1.5% - 2.0%
mr/an.
Migcymrkosa ouiHKa
NPOAYKTY : Npoitaero [ V] HE Npoitgenol ]

Ymoew 36epiraHHa: 36epiratu npu 4-30°C

TepmiH npupatHocTi: 24 micaui

CraHgaptu BignosigHocTi: ISO 13485: 2016 Ta 98/79/EC Ta I1SO 15197:2013
[ata BupobHuuyTea: 2025.05.05

[ata Buaaui: 2025.05.23

Tepmin npuaatHocri: 2027.05.04

é(Ap < %u\ GAV(.Q-L\’\L/\

IHCnekTop 3 AKoCTi MeHeaxep 3 AKOCTI

BIONIME CORPORATION
No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan

No.: FT-82-03-0024-0004G P 886 4 23692388 F 886 4 22617586



DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
Penaxuis Ne 2 Mara: 23 tpasua 2025 poky crop. 132
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
Q)’ y g:‘ \‘
Q‘"’lau -'r%‘a}‘.}$
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Kateropia npoaykry

CepTudikaT aHanisy

TeCcT-CMY>KIU ANA KOHTPONIO PiBHA IHOKO3U y Kpos GS300

Homep Maprii npogykty 99GS30095A
Homep Moty 2125B2108
HalimeHyBaHHA Cneundikauia Dani aHanizy
TecTyBaHHA TOYHOCTI 1
TecTyBaHHA KOHTPOBHUM CV<5% 1.7%
PO3YMHOM HOPMANLHOTO PiBHA) T '
TectyBaHHA TOyHOCT] 2
TecTysaHHA BEHO3HOIO KPoB'10 / CVs5% 1.8%
90£10 mr/an)
2
1. KoediujeHT kopensauii CR2) mae 6ytu 1.R = 0.9995
6inbwmm 3a 0.99.
= 2. Pi3Hnua B mexax + 15 mr/an pas 2.Pi3H.: 2 mr/an
JliHinHe TecTyBaHHA
3Ha4eHb rNoKo3uM < 100 mr/ans.
3. BigxunenHs sHaxoauTbCa 8 MeKaxt15 3.Biax.: -4.2% o -1.6%
% anA 3HaYeHb rNoKo3u = 100 mr/an.

Miacymkosa ouinka npoaykty :  MpoiigeHo [ V] HE Npoiigenol ]

Ymosu 36epiraHHa: 36épiram npu 4-30°C

Tepmid npuaatHocTi: 24 micaui

CranpapTu signosigHocti: ISO 13485: 2016 Ta 98/79/EC
[ata supobHuursa: 2025.11.05

[ata Buaavi: 2025.11.24

Tepmin npuaatHocTi: 2027.11.04

CaA OB

MeHegskep 3 akocTi

Q(/\e,\(-/)\/\

IHCcnekTop 3 AakocTi

BIONIME CORPORATION
No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan

No.: FT-82-03-0024-0004G P 886 4 23692388 F 886 4 22617586



AHATIRY

Ceprudikan

ES O N

Ka~erocpin npoayery TeoT crysK KK 4R HKOHTRONR PisHH 1IKO3 W Y KpOR Q3300

Howep MapTii noogywsty  99GE3009548

Hazpap Moy 212582401

HaRmMeAvyRIH15 Crcumpikadla

| ErTyas e e 1

Lz ananizy

TarTYRAHFS KUHTIDALHHE =G0 1.59%4
Poi= 2 40N BNk ar plEHA] 2
TrRETyaE~HA TouHoo| 2
[2CTy R HEN RESER O =5 1 B
spus i S A0ELS artan ® .
: 5 pad -
L. Koedidionr kopenaui B3 mas Sty |2 87 = ()50
Ginnune 23 0449,
2. FIZHHUA 1 pacsar £ 15 wrf A :
i ; i el L.Fizn.: J pardgn
NikildiHe TecTyYRaHHA AR CHE RIORSAW < 100 wrfaan.
|3. Bl nneHHA 3HARQANTEST B rAEHGR
15 gon gnaseHs rcsase 1 00 3.8ime. . 2.0 = 1.0%

warf o,

Miaeymenaz oui4ka npoaysry : Npoigeda [V]  HE MpoRgenc] ]

B TR RE-FF-iI'EHHHZBEE.FIiF'dTH npy 4-30%C

Tepwid NpMoarHocTi: 24 weicawi

CravAzpre sionorinHoc i 150 13485; 2016 1a SESTIELC
Hara sypoErwuTtea: 232510 .07

Adata gswoagis 2025°11,25

lepmik NpgarHoeri: 2027.11.06

4 I

-~

w

-

Lk, ST

e T VO A
[HZNBKTOD 3 AKOCTI

Mo FT-82-03-0024-0004G

MeHemep 2 AKAETI

FICHIME CORPORATION

Mo, 100 Sue £, Bagiag 5, South Diss,
Taidhang CiLy 40242, Tahwan

FE8E 3552588 F 8BS 4 F26_T5EE



KaTeropis npoaykry TeCT-CMYXKM 115 KOHTPOJIIO PiBHA FIOKO3M y Kpos GS300

Homep MapTii npoaykty 99GS30095A

Homep Jloty 212611404

HalimeHyBaHHA Cneuudikauis JaHxi aHanisy

TectyBaHHA ToyHOCTI 1

TectyBaHHA KOHTPONBHUM CV<5% 1.5%
PO3YNMHOM HOPMA/ILHOIO -

iBHA)
TecTyBaHHA TOuHOCTI 2

TecTyBaHHA BEHO3HOK CV<5% 1.7%
Kpos'to / 90£10 mr/aon)

1.KoediuieHT kopensuii CR2) mae 1.R*= 0.9996
6yT™ Ginbwmm 3a 0.99.
2.PisHnus B mexax + 15 mr/gn ans

NiHitiHe TecTyBaHHs 3HaYeHb roKo3un < 100 mr/ans. 4Pl e PV
3.BiaxnneHHsA 3HaxoANTbCA B MeMKax
+15 % ana sHauveHb rKo3m > 100 3.Bigx.: -1.4% ~ 0.9%
mr/on.

NiacymkoBa ouiHka npoaykTy : Mpoiigero [V ] HE Mpoitaero [ ]

YMmoBu 36epiraHHs: 36epirati npu 4-30°C

TepmiH npuaatHocTi: 24 micaui

CraHaapTu signosigHocTi: ISO 13485:2016 Ta 98/79/EC Ta 1SO 15197:2013
[aTa BupobHuuTBa: 2025.12.30

[Jata Buaaui: 2026.01.15

Tepmin npugatHocTi: 2027.12.29

GA‘/(\ g&fk«

MeHepxep 3 skocTi

BIONIME CORPORATION

No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan

No.: FT-82-03-0024-0004G P 886 4 23692388 F 886 4 22617586

2060




DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
Q)’ y g:‘ \‘
Q‘"’lau -'r%‘a}‘.}$
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DOLPHI -
UKRAINE

TOB "Aondi-Yxpaina', Ykpaiva, 49130, m. Auinpo,
Byn. bepeznsxceka, 24-A, Ten/¢akc: +38 056 719 93 77

Hexnapauist npo Bignosiguicts Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2

Texui4HOMY periiaMenTy IoI0 MEIMYHUX BAPOGIB JUIs IIarHOCTHKH in Vitro,
sarsepjpkenoro [ocranosoro KMY Ne 754 in 02.10.2013 p.

Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013

Bupotunk/Bupotuuua ninnka

Manufacturer/Manufacturing site

Bionaiim Kopropeiimu
Ne 100, Cek. 2, Jlexinr Ct., Cayce [lict., Taituyn Citi 40242, Taiisain
FOR)
Bionime Corporation
No. 100, Sec. 2, Daqing St., South Dist., Taichung City 40242,
Taiwan (R.O.C.)

YII0BHOBAXKEHMIT IPEICTABHUK B
Yxpaiui, agpeca:

Authorized representative in
Ukraine, address:

Tosapuerso 3 06mexenoo BianosizaabnicTIo «londi-Yipainay,
VYkpaiua, M. Jlninpo, Byi. bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Imnoprep B Ykpaini
aapeca:

Importer in Ukraine
address:

Tosapucrso 3 odmexenow Bixnosizansuicrio «londi-Ykpaina»,
VYxkpaina, m. lninpo, Byn. Bepesunceka, 24-A,

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-A, Dnipro

Hasga Bupo6iB:

Product name:

Tecr-cMyKKH JUIS KOHTPOJII0 PiBHS IUIIOKO3H Y KPOBi:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Blood Glucose Test Strips:
Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Ilpoueaypa oninkmn
BiANOBI/IHOCTI:

Conformity Assessment Route:

Honarox 4 TeXHIYHOTO perjiaMenTy MO0 MEJAMYHAX BUPOOIB JulA
JIATHOCTHKH in Vitro, 3atBepukenoro ITocranosoio KMY
8171 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro
diagnostics, approved by Resolution of CMU Ne754 from 2 October
2013

Knacudikanis srizno doparky 2
TexnigyHoro  perjnamesry  mojo
ME/IMYHUX BMPOOIB JUIs IarHOCTHKH
in vitro, 3areepkenoro ITKMVY
No754 Bix 2 xoetas 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,
approved by Resolution of CMU
Ne754 from 2 October 2013

nepenik B: Bupo6u juig camokonTpoIio, npuzHadeni s
BHMIPIOBAHHA PIBHSA ILYKPY B KPOBI

List B: devices for self-testing, designed to
measure blood glucose levels

Bumoru rexsiyHux perjiaMenTin:

Requirements of technical
regulations:

Joaarox 1 10 TexHiunoro pernameHty moA0 MeJIMUHUX BHPOGIB Just
JIarHOCTHKH in vitro (OCHOBH1 BUMOTH), 3aTBep;pkenoro IToctanosoio
KMY Bin 02.10.2013 p. Ne 754
Annex 1 of Technical Regulation on Medical Devices for in vitro

diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
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DOLPHI -
UKRAINE

TOB ‘Bondi-Yxpaiva', ¥Yxpaina, 49130, m. Quinpo,
Byn. bepesnxcoka, 24-A, Ten/daxc: +38 056 71993 77

Homep ceprudikary signosinnocri
Certificate number

Tepmin xii ceprudikary
BiinoBiHOCTI

Validity period o
Cernﬁ?&?e of co’rfzformuy

Ne PR.465-22 (Bunanus Ne2)

nara peecrpauii 23.05.2025 p.
Ceprudixopano 3 21.10.2022 no 22.05.2026
Certified from 21.10.2022 until 22.05.2026

Tepmin aii rexnapanii
BianoBiaHoCTI

Validity period of Declaration of
conformity

321.10.2022 mo 22.05.2026
since 21.10.2022 until 22.05.2026

Ipnsnavennii opran 3 oninku
Bi/IOBIAHOCTI Ta Horo
iaenTudikaniinuii Homep y
peecrpi

Conformity assessment body with its
identification code in the registry:

Torapucrso 3 06Mexenowo BixnoBixaabuicTio «<IMIPYB MEJIMKEJI»
Vkpaina,01042,m.Kuis, 6ysnesap M.IIpuiimaucuko, 6ya.1/27,
Kimuara 506-4
Ten.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120
Limited Liability Company «IMPROVE MEDICAL»

Ukraine, 01042, Kyiv, M. Pryimachenko Boulevard, 1/27, room 506-4

phone:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
UA.TR.120

BiJl IMEHI Ta 1mijg

TOB «J/longi-Ykpaina» B ocobi jupekropa Becuoschkoro 1. B.,
BIUIOBIAANBHICTS BupoOHMKa, JeKiapye BHUKOHAHHA BHMOI WIOJO0 MEIMYHMX BHPOGIB, 3ri/HO
Honatky 1 TexHiYHOTO pernamMeHTy IIOJO MEAMYHMX BHPOOIB JUIS JUATHOCTHKH in Vitro,
sarBep/ukeroro Ilocranosoro KMY Ne 754 eix 2 skoeras 2013 p. Buxowanns BuUMOT, sKi
3aCTOCOBYIOTBCA /10 MPOJAYKLII Ta BH3HAYEHI y BIUIOBIIHOMY TEXHI4HOMY perjamenti, Gyio
JoBejieno. Jlexiapaniio cKiIaaeHo 11/l HUIKOBUTY BIANIOBIANbHICT BUpoOHUKa.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy I, on behalf and under the
responsibility of the Manufacturer, declares the fulfillment requirements for medical devices,
according to Annex 1 of Technical regulations on Medical devices for in vitro diagnostics, approved
by Resolution of CMU Ne754 from 2 October 2013. Compliance with the requirements applicable to
the products and specified in the relevant technical regulations has been proved. Declaration drawn
up under the sole responsibility of the Manufacturer.

ﬁh’ﬁﬁ""’n

Micie Bujaui:
Place of issue:

M. Jlninpo, Yk
Dnipro c:ty

Ilixnue ynosHoBaxkenoi ocobn
Signature of Authorized person

IIIB ynosnosaxenoi ocobn Ha3sea nocaan et S . Iupexrop
Full Name of Authorized person Position Vesn&gs‘kgy 1 V Director
Q)’ y g:‘ \‘
Q‘"’lau -'r%‘a}‘.}$
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KaTeropis npoaykry

TecT-cMmy»K1 ANs KOHTPOIIO piBHA r110KO3M y Kpos GS300

Homep MapTii npogykty 99GS30095A

Homep ﬂOTy 212620202
HalimeHyBaHHs Crneuundikauis [aHi aHanisy

TecTyBaHHA TOuHOCTI 1

TecTyBaHHA KOHTPOIbHUM CV<5% 1.5%

pPO3YnHOM HOpPManbHOro = :

piBHA)

TectyBaHHA TOYHOCTI 2 -

TecTyBaHHA BEHO3HOK CV<5% 1.3%

KpoB'to / 90+10 mr/an) -
1.KoediuieHT kopensauii CR2) mae 1.R?= 0.9996
6yT¥ Binblimm 3a 0.99.

o 2.PisHnuA B mexax + 15 mr/an ana |2 pispy.: 1 mr/an

JliHiviHe TecTyBaHHA 3Ha4eHb [KOo3M < 100 mr/ons.
3.BigxuneHHs 3HaxoauTbCA B MexKax . 5
+15% nna 3HaveHb raokosu = 100 3.Binx.: -3.9% N o
mMr/an.

MigcyMKoBa OLiHKa NPOAYKTY :

Mpotigeno [

V]  HENpoiigerol ]

YmoBu 36epiraHHs: 36epiratu npu 4-30°C

Tepmin npugaTtHocTi: 24 micau

CraHgapTu sianosigHocti: 1ISO 13485:2016 ta 98/79/EC T2 ISO 15197:2013

[ata BupobHuuTtea: 2026.01.13

Hata suaavi: 2026.02.03

TepmiH npuaaTHocTi: 2028.01.12

No.: FT-82-03-0024-0004G

Loa

Cod St

/eKTOP 3 AKOCTI

MeHezaykep 3 sKoCTi

BIONIME CORPORATION

No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan

P 886 4 23692388 F 886 4 22617586
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