DOULPHI-
UKRAINE

approved by Resolution of CMU measure blood glucose levels
Ne754 from 2 October 2013

Honarox 1 1o TexHi9HOro periamMeHTy MO0 MEAUYHUX BHPOGIB 1
BaMOrd TexHiYHHX perfnaMeHTiB: | JiarHOCTHKH in vitro (OCHOBHI BUMOTH), 3aTBepmkeHoro [TocTaHoBOKO
KMY Bin 02.10.2013 p. Ne 754

Requirements of technical Annex 1 of Technical Regulation on Medical Devices for in vitro
regulations: diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
Homep cepradikaTy Bianosinaocti
Certificate number Ne PR.465-22 ISBB,IIaHHH Nel)
Tepmin il ceprudikary Aata peecTpauii 21.10.2022 p.
signosixEocTi Ceprudikosano 3 21.10.2022 no 26.05.2025
Validity period of g Certified from 21.10.2022 until 26.05.2025
Certificate of conformity
Tepmin aii exnapauii
BigmosinnocTi 321.10.2022 mo 26.05.2025
Validity period of Declaration of since 21.10.2022 until 26.05.2025
conformity
TorapucTRO 3 06MexkeHoI0 BiANOBiKaBLHICTIO «IMIIPYB MEJHUKEJI»
Tipusnauenuii opran 3 ouinkn Vkpaiuna,01042,m.Kuis, K?::J:l:ﬁpsglg-l:puﬁuaqenm, Oyn.1/27,
Pulllomn-n - 32 {ioro Tei.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
inenTHgikanifinuii Homep y UA.TR.120
eyl Limited Liability Company «IMPROVE MEDICAL»

Conformity assessment body with its

ine, 01042, Kyiv, M. Pryij 1/27,
identification code i the reglsty: Ukraine, 0 yiv, M. Pryimachenko Boulevard, 1/27, room 506-4

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

UA.TR.120
—_—————— ]

TOB «Jlongi-Ykpaina» B ocobi qupexropa Becnoscrkoro 1. B., Biz iMeni Ta nig BignosigansHicTs
BupobHuka, nexiapye BUKOHAaHHS OCHOBHHX BHMOT MIOAO MeIHUIHHUX BHPOGiB, 3rigHo Jomarky 1
TexniyHOro perjiaMeHTy MO0 MEAMYHMX BHPOGIB JUIS MIarHOCTHKH in Vitro, 3aTBepIKEHOTO
ITocranoBoio KMV Ne 754 Bix 2 xoBtas 2013 p. BUKOHaHHA BHMOT, 5IKi 3aCTOCOBYIOTBCS O
NPOAYKUii Ta BU3HAYEHi Y Bi/INOBiAHOMY TEXHIYHOMY PETJIaMeHTi, GyJI0 OBE/IEHO.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy LV., on behalf and under the
responsibility of the Manufacturer, declares the fulfillment of basic 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.
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IIIB ynosroBamxkenol ocobn Hassa :
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RO104
ACTY EN ISOMEC 170211

10304
JCTY EN ISOMEC 17065

TOB 4MNPYB MEAVKEN»

MicueaHaxomkeHHs

HOpUAU4HOI 0co6K:

Ykpaina, 01042, m. Kuis,
GynsBap M. NMpuitmayenko, 1/27,
kimnara 506-4

MicuesHaxomxexns 00B:

Ykpaina, 04112, m. Kuis,
Byn. Puabka 8-A, och. 110

IMPROV:=

CEPTU®IKAT
BIAMOBIAHOCTI

MopAaaoKk NpoBeAeHHA npoueaypu 3a6e3neveHHs GYHKUIOHYBAHHA KOMNNEKCHO!
cucTemu ynpasniiHa akicTio ([ogatok 4 TexHiYHOro pernameHTy Woao MeanyHux
Bupo6is Ana aiarHocTUkM in vitro, 3aTBepmkeHoro nocraHosor Kabivety Misictpis
Ykpaiuu 8ig 02.10.2013 Ne 754 (TP)

BupoGHKK: Bionime Corporation
bioHaiim Kopnope#wH
No. 100, Sec. 2, Daqging St., South Dist., Taichung City
40242, Taiwan (R.0.C.)
Ne 100, Cek. 2, flekinr Ct., Cayc Lict.,Tait4yH CiTi
40242, Taitsansb (P.0.K.)

YNOBHOBaXEHWH ToBapucteo 3 06MeXeHHOI0 BiANOBiAanbHICTIO

NPeACTaBHMUK: «[10/1®1 - YKPATHA»
ByN. bepeauxcobka, 24-A, M. [lHinpo, 49130, Ykpaina
l'pyna BupoGis: CucTemMu KOHTPONIO PIBHA TNIOKO3M B KpoOBi (TecT-

CMYXKH ANsi KOHTPONIO PIBHA rNIOKO3W B KPOBI)
Blood Glucose Monitoring System (including blood
glucose test strip)

MNpusnayeHuid opraH 3 ouiHkM BignosigHocTi ToOBapuUCTBO 3  0O6MEXEHOK
signosigansHictio «IMNPYB MEAWKE/N» (ineHtudikauiinimi Homep Ne UA.TR.120)
NiATBEPAXYE, WO 3a3HAYEHUI A BUPOGHUK BNPOBAIMB CUCTEMY YNPaBNiHHA AKICTIO WOAO0
npouecis po3po6nexHs, BUPOGHUUTBA Ta OCTAaTOYHOI NEPEBIPKM CTOCOBHO BKa3aHMX
BupoGis y signosigHocTi Ao nyHkTie 2-5 [ogatka 4 TP Ta AKa € 06'€KTOM NepioanyHMX
HarnAaaoBux ayauTie 3rigHo nyHkrie 10-11 Jopartka 4 TP.

Mipcraea gns supaui:
38iT Ne PR.715/6-22 Bin 21.10.2022;
PiweHHa Ne PR.715/7-22 Bip 21.10.2022.

Ceptudpikar Ne PR.465-22

LicHuii 3 21 xoBTHA 2022 p.
[idcHuit o 26 Tpasusa 2025 p.
Bupauna No 1. lata peectpauii 21 XoBTHA 2022 p. o

“sianosigHocTi
G.\M. 3roHHuK

Cropika 131



DOULPHI-
UKRAINE

Jexnapauis nipo BifnosigHicTs Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2
TexHIYHOMY periiaMeHTy MO0 MEAWIHHX BUPOOIB VIS NiarHOCTHKH in Vitro,
satBeppkeHoro Iocranosoro KMV Ne 754 Bin 02.10.2013 p.
Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013
bionaiim Kopnopeiimn
Ne 100, Cex. 2, Jlexinr Cr., Cayc [ict., Taitayn Citi 40242, Taiisanb

Bupo6uux/Bupobunua ginsnka (P.O.K)

z 2 Bionime Corporation

s No. 100, Sec. 2, Daging St., Smfom:., Taichung City 40242,
Taiwan (R.O.C.)
TosapucTBO 3 06MeskeHoI0 BignoBigaabnicTIO «londi-Ykpainay,
YnoBHOBaxKeHHI MPeACTABHHK B Ykpaina, M. J{ainpo, Byn. Bepesunceka, 24-a,
Ykpaini, anpeca, Tesa, e-mail: Ten./daxc:+38(056) 719 93 77, e-mail: office@dolphi.com.ua
E€JIPTIOY 37068787

Authorized representative in Limited Liability Company «Dolphi-Ukraine»
Ukraine, address, phone, e-mail: Ukraine, Berezinska str., 24-a, Dnipro

p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ua
TosapHcTBO 3 06MexkeH0N0 BignosiganbnicTIo «/{ondi-Yxpaina»,
5 Vkpaina, m. [{ainpo, Byn. Bepesunceka, 24-a,
appeca, Tex, e-mail: Tenjq:axc:cfgg({()%) ﬁg 9207’?,}’&maii:ﬁfﬁce@dolnhi .com.ua

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-a, Dnipro
p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ua

TecT-cMYKKH /LISt KOHTPOJIIO PiBHS IIIOKO3H B KPOBi:

Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Imnoprep B Yikpaini

Importer in Ukraine
address, phone, e-mail:

Hasgsa BupoGiB:

Priidhar ) Blood Glucose Test Strips:
T Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA
= Honarok 4 TexHIYHOro perjlaMeHTy MOA0 MEAWIHUX BHPOGiB s
Ei:::: ::?:::c::mm JIarHOCTHKH in vitro, 3arBepmkeHoro [Tocranosoro KMY

Big 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro

Ciinformity Assesshient Route: diagnostics, approved by Resolution of CMU Ne754 from 2 October

2013
Knacudixania srigno Jlogatxy 2
TexniudHoro  pernameHTy OO nepenik B: Bupobu st camokoHTpoIIO, IpU3HAYeHi s
MEeHYHUX BUPOOIB JUIA MiarHOCTHKH BHMIipPIOBaHHS PiBHSA LYKPY B KPOBi

in vitro, 3arBepmkenoro IIKMY
Ne754 Bin 2 xosTHs 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,

Penaxuis Ne 1 Hara: 21.10.2022
Version Ne | Date: 21.10.2022

M®O 300528, INH 370687804651, ceinoureo nnaruuxa MNAB Ne 200087375,



DOULPHI-
UKRAINE

Jexnapauis nipo BifnosigHicTs Ne UA 465-22/2
Declaration of conformity Ne UA 465-22/2
TexHIYHOMY periiaMeHTy MO0 MEAWIHHX BUPOOIB VIS NiarHOCTHKH in Vitro,
satBeppkeHoro Iocranosoro KMV Ne 754 Bin 02.10.2013 p.
Technical Regulation on Medical Devices for in vitro diagnostics,
approved by Resolution of CMU Ne754 from 2 October 2013
bionaiim Kopnopeiimn
Ne 100, Cex. 2, Jlexinr Cr., Cayc [ict., Taitayn Citi 40242, Taiisanb

Bupo6uux/Bupobunua ginsnka (P.O.K)

z 2 Bionime Corporation

s No. 100, Sec. 2, Daging St., Smfom:., Taichung City 40242,
Taiwan (R.O.C.)
TosapucTBO 3 06MeskeHoI0 BignoBigaabnicTIO «londi-Ykpainay,
YnoBHOBaxKeHHI MPeACTABHHK B Ykpaina, M. J{ainpo, Byn. Bepesunceka, 24-a,
Ykpaini, anpeca, Tesa, e-mail: Ten./daxc:+38(056) 719 93 77, e-mail: office@dolphi.com.ua
E€JIPTIOY 37068787

Authorized representative in Limited Liability Company «Dolphi-Ukraine»
Ukraine, address, phone, e-mail: Ukraine, Berezinska str., 24-a, Dnipro

p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ua
TosapHcTBO 3 06MexkeH0N0 BignosiganbnicTIo «/{ondi-Yxpaina»,
5 Vkpaina, m. [{ainpo, Byn. Bepesunceka, 24-a,
appeca, Tex, e-mail: Tenjq:axc:cfgg({()%) ﬁg 9207’?,}’&maii:ﬁfﬁce@dolnhi .com.ua

Limited Liability Company «Dolphi-Ukraine»
Ukraine, Berezinska str., 24-a, Dnipro
p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ua

TecT-cMYKKH /LISt KOHTPOJIIO PiBHS IIIOKO3H B KPOBi:

Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA

Imnoprep B Yikpaini

Importer in Ukraine
address, phone, e-mail:

Hasgsa BupoGiB:

Priidhar ) Blood Glucose Test Strips:
T Rightest GS300, Rightest GS550, Rightest GS700, Rightest ELSA
= Honarok 4 TexHIYHOro perjlaMeHTy MOA0 MEAWIHUX BHPOGiB s
Ei:::: ::?:::c::mm JIarHOCTHKH in vitro, 3arBepmkeHoro [Tocranosoro KMY

Big 02.10.2013 p. Ne 754
Annex 4 of Technical Regulation on Medical Devices for in vitro

Ciinformity Assesshient Route: diagnostics, approved by Resolution of CMU Ne754 from 2 October

2013
Knacudixania srigno Jlogatxy 2
TexniudHoro  pernameHTy OO nepenik B: Bupobu st camokoHTpoIIO, IpU3HAYeHi s
MEeHYHUX BUPOOIB JUIA MiarHOCTHKH BHMIipPIOBaHHS PiBHSA LYKPY B KPOBi

in vitro, 3arBepmkenoro IIKMY
Ne754 Bin 2 xosTHs 2013p.
Classification according to Annex 2
of Technical Regulation on Medical
Devices for in vitro diagnostics,

Penaxuis Ne 1 Hara: 21.10.2022
Version Ne | Date: 21.10.2022

M®O 300528, INH 370687804651, ceinoureo nnaruuxa MNAB Ne 200087375,



DOULPHI-
UKRAINE

approved by Resolution of CMU measure blood glucose levels
Ne754 from 2 October 2013

Honarox 1 1o TexHi9HOro periamMeHTy MO0 MEAUYHUX BHPOGIB 1
BaMOrd TexHiYHHX perfnaMeHTiB: | JiarHOCTHKH in vitro (OCHOBHI BUMOTH), 3aTBepmkeHoro [TocTaHoBOKO
KMY Bin 02.10.2013 p. Ne 754

Requirements of technical Annex 1 of Technical Regulation on Medical Devices for in vitro
regulations: diagnostics (main requirements), approved by Resolution of CMU
Ne754 from 2 October 2013
Homep cepradikaTy Bianosinaocti
Certificate number Ne PR.465-22 ISBB,IIaHHH Nel)
Tepmin il ceprudikary Aata peecTpauii 21.10.2022 p.
signosixEocTi Ceprudikosano 3 21.10.2022 no 26.05.2025
Validity period of g Certified from 21.10.2022 until 26.05.2025
Certificate of conformity
Tepmin aii exnapauii
BigmosinnocTi 321.10.2022 mo 26.05.2025
Validity period of Declaration of since 21.10.2022 until 26.05.2025
conformity
TorapucTRO 3 06MexkeHoI0 BiANOBiKaBLHICTIO «IMIIPYB MEJHUKEJI»
Tipusnauenuii opran 3 ouinkn Vkpaiuna,01042,m.Kuis, K?::J:l:ﬁpsglg-l:puﬁuaqenm, Oyn.1/27,
Pulllomn-n - 32 {ioro Tei.:+38(044) 355 50 30, e-mail: info@improvemed.com.ua
inenTHgikanifinuii Homep y UA.TR.120
eyl Limited Liability Company «IMPROVE MEDICAL»

Conformity assessment body with its

ine, 01042, Kyiv, M. Pryij 1/27,
identification code i the reglsty: Ukraine, 0 yiv, M. Pryimachenko Boulevard, 1/27, room 506-4

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

UA.TR.120
—_—————— ]

TOB «Jlongi-Ykpaina» B ocobi qupexropa Becnoscrkoro 1. B., Biz iMeni Ta nig BignosigansHicTs
BupobHuka, nexiapye BUKOHAaHHS OCHOBHHX BHMOT MIOAO MeIHUIHHUX BHPOGiB, 3rigHo Jomarky 1
TexniyHOro perjiaMeHTy MO0 MEAMYHMX BHPOGIB JUIS MIarHOCTHKH in Vitro, 3aTBepIKEHOTO
ITocranoBoio KMV Ne 754 Bix 2 xoBtas 2013 p. BUKOHaHHA BHMOT, 5IKi 3aCTOCOBYIOTBCS O
NPOAYKUii Ta BU3HAYEHi Y Bi/INOBiAHOMY TEXHIYHOMY PETJIaMeHTi, GyJI0 OBE/IEHO.

LLC «Dolphi-Ukraine» duly represented by director Vesnovskiy LV., on behalf and under the
responsibility of the Manufacturer, declares the fulfillment of basic 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.
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Plase of issue:
Mianuc ynosHOBaskKeHOT 0cobn
Signature of Authorized person

IIIB ynosroBamxkenol ocobn Hassa :
Full Name of Authorized nocagu irector:
person Position / =
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JCTY EN ISOMEC 17065

TOB 4MNPYB MEAVKEN»

MicueaHaxomkeHHs

HOpUAU4HOI 0co6K:

Ykpaina, 01042, m. Kuis,
GynsBap M. NMpuitmayenko, 1/27,
kimnara 506-4

MicuesHaxomxexns 00B:

Ykpaina, 04112, m. Kuis,
Byn. Puabka 8-A, och. 110

IMPROV:=

CEPTU®IKAT
BIAMOBIAHOCTI

MopAaaoKk NpoBeAeHHA npoueaypu 3a6e3neveHHs GYHKUIOHYBAHHA KOMNNEKCHO!
cucTemu ynpasniiHa akicTio ([ogatok 4 TexHiYHOro pernameHTy Woao MeanyHux
Bupo6is Ana aiarHocTUkM in vitro, 3aTBepmkeHoro nocraHosor Kabivety Misictpis
Ykpaiuu 8ig 02.10.2013 Ne 754 (TP)

BupoGHKK: Bionime Corporation
bioHaiim Kopnope#wH
No. 100, Sec. 2, Daqging St., South Dist., Taichung City
40242, Taiwan (R.0.C.)
Ne 100, Cek. 2, flekinr Ct., Cayc Lict.,Tait4yH CiTi
40242, Taitsansb (P.0.K.)

YNOBHOBaXEHWH ToBapucteo 3 06MeXeHHOI0 BiANOBiAanbHICTIO

NPeACTaBHMUK: «[10/1®1 - YKPATHA»
ByN. bepeauxcobka, 24-A, M. [lHinpo, 49130, Ykpaina
l'pyna BupoGis: CucTemMu KOHTPONIO PIBHA TNIOKO3M B KpoOBi (TecT-

CMYXKH ANsi KOHTPONIO PIBHA rNIOKO3W B KPOBI)
Blood Glucose Monitoring System (including blood
glucose test strip)

MNpusnayeHuid opraH 3 ouiHkM BignosigHocTi ToOBapuUCTBO 3  0O6MEXEHOK
signosigansHictio «IMNPYB MEAWKE/N» (ineHtudikauiinimi Homep Ne UA.TR.120)
NiATBEPAXYE, WO 3a3HAYEHUI A BUPOGHUK BNPOBAIMB CUCTEMY YNPaBNiHHA AKICTIO WOAO0
npouecis po3po6nexHs, BUPOGHUUTBA Ta OCTAaTOYHOI NEPEBIPKM CTOCOBHO BKa3aHMX
BupoGis y signosigHocTi Ao nyHkTie 2-5 [ogatka 4 TP Ta AKa € 06'€KTOM NepioanyHMX
HarnAaaoBux ayauTie 3rigHo nyHkrie 10-11 Jopartka 4 TP.

Mipcraea gns supaui:
38iT Ne PR.715/6-22 Bin 21.10.2022;
PiweHHa Ne PR.715/7-22 Bip 21.10.2022.

Ceptudpikar Ne PR.465-22

LicHuii 3 21 xoBTHA 2022 p.
[idcHuit o 26 Tpasusa 2025 p.
Bupauna No 1. lata peectpauii 21 XoBTHA 2022 p. o

“sianosigHocTi
G.\M. 3roHHuK
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