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AENOT 3 K0XHAM KEIEHTOM

Oekrnapauis npo BignosigHictb No 2
Declaration of conformity No.2

TexHiYUHOMY pernameHTy Woa0 meauyHMX BUpobis ans aiarHocTuku in vitro, 3ateepgykeHomy MoctaHosoto KabiHety

Minictpis YKpainn Ne754 Big 2 K0BTHA 2013 p.

Technical regulations on Medical devices for in vitro diagnostic, approved by Decree of Cabinet of Ministers of

Ukraine Ne754 on 2 October 2013

Nepenik meauuHnx eupobie ana
AiarHOCTUKM in vitro:

List of medical devices for in vitro
diaanostics:

[us. JoaaTtok 1 uiei aeknapadii npo BiANOBIAHICTb

See Annex 1 of the declaration of conformity

BUpPOBHUK:
Manufacturer:

CEBIA
Mapk TekHonogxik JleoHappa ae Binyi, CeMNe-8010-/licc, 91008 Espi, ®paHuis

SEBIA
Parc Technologique Leonard de Vinci, CP 8010-Lisses, 91008 Evry Cedex, France

HalimeHyBaHHA Ta
MiCLe3HaXoAMeHHA
YNOBHOBAXEHOro NpeAcTaBHUKa:
Name and address of the
authorized representative:

TOB «4IANOT AIATHOCTIKC»

Ykpaina 04205, m. Kuis, O6on0HCbKKiA npocnekT, bya. 32

Ten.: +380 44 390 3776,

EnektpoHHa nowra: info@dialogd.com, Kog €APNOY: 34839344

LLC "DIALOGUE DIAGNOSTICS"

04205 Ukraine, Kyiv, Obolonskiy Avenue 32

Tel.: (044) 390-37-76

E-mail: info@dialogd.com, USREOU Code: 34839344

06'eKT geKnapauii, onucaHui
BULe, BigNOBiAaE BUMOram Takux
TEXHIYHMUX pernameHTis:

Above mentioned object of the
dec/aration are in comp/ience with
the fol/owing technical
regu/ations:

TexHIUHWI1 pernameHT WOA0 MeauyHWx BMpoBiB AR AJaTHOCTUKM in Vitro, 3aTBepAMeHuil
NocTaxosoto KabiHety MiHicTpis YKpaitiu Ne754 sig 2 skoBTHA 2013 p.

Nvwe ana meguuHux supobis 3a3HadeHmnx B loaaTky I:

TexHiuHWit pernameHT 0BMeReHHA BUKOPHCTaHHA AeAKNX Hebe3neyHux pe4oBrH B eNeKTpUIHOMY
Ta eNeKTpoHHOMy oBnagHaHHi, 3aTepakerunin MoctaHosoo KabiHeTy MiHicTpis YKpaiHu Ne 139
Bia 10 bepesna 2017 p.

Technical requlation of Medical devices for in vitro diagnostics approved by Decree of Cabinet of
Ministers of Ukraine N2e754 on 2 October 2013

Only for medical devices indicate in Annex 1:

Technical requlations for the restriction of the use of certain hazardous substances in electrical and
electronic equipment approved by Decree of Cabinet of Ministers of Ukraine Ne 139 on 10 March
2017

Knacudikauia 3rigHoO
pernameHT Wwoa0 meanvyHUx
Bupobie ana AiarHocTuUKM in
vitro, 3aTBEePAXKEeHUH
MocraHoBOO Kabinery
MinicTpis YkpaiHu Ne754 Big
2 oBTHA 2013 p.:

Classification according to Technical
regulation of Medical devices for in vitro
diagnostics approved by Decree of

Cabinet of Ministers of Ukraine Ne754 on
2 October 2013

O Mepenik B, Jogatry 2

List 8 in Annex 2

O nMepenik A, JogaTky 2
List A in Annex 2
He BiAHOCKMTLCA A0 Nepeniky A

abo B, He e BMpobBom gna
CaMOKOHTPO/IIO, HE ANA OLiHKK

XapPaKTeEPUCTUK
Not applicable to list A or B, not @ product for Self-testin, not

O  [nAa camoKOHTPOAIO
Self-testing

O A ouiHKKM XapakTepucTuK

For performance evaluation

for performance evaluation
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TOB «A1ANOr AIATHOCTIKC»
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AlAAOF DIALOGUE DIAGNOSTICS LLC

32 Obolonsky Avenue, Kyly, 04208, Ukraine. T/F: +380 44 380 37 76, info@dialogd.com
AIATHOCTIKC a/c UA383510050000026005436596000 with UlkrSibbank JSC, USREOU! 34839344

JBAON 3 KOKHARM KRIEHTOM

Hopatok 3 (6e3 nonoreHb n. 6-8) A0 TeXHIYHOTO pernameHTy WoAO0 MeAuyHUX BMpobiB anA
AiarHoCTUKM in vitro, 3aTBepAeHoro noctaHosoto KabiHety MidicTpis Ykpainu Big 02.10.2013 No
754

Mpoueaypa BHYTPIWHBOIO KOHTPOIK BUPOBHWLUTBA 3riAHO 3 Moaynem A, BU3Ha4eHUM y MOAYNAX
OULjiHKM BiANOBIAHOCTI, AKI BUKOPUCTOBYIOTLCA ANA po3pobaeHHA npoueayp OUiHKK BiANOBIAHOCTI,
3aTBEpAMeHMX nocTaHoBow KabiHeTy MiHicTpie YkpaiHu Bia 13 ciuna 2016 p. Ne 95 "Mpo
3aTBEPYKEHHA MOAYAIB OUIHKM BIAMNOBIAHOCTI, AKI BMKOPUCTOBYIOTECA [ANA PO3PO6AEHHS

T T — NpoLeayp OLiHKK BiNOBIAHOCTI, Ta NPaBUA BUKOPMCTAHHA MOAYNIB OUIHKK BIANOBIAHOCTI

Conformity Assessment Procedure: 2 g 3 ; ; ; ; R
f % Annex 3 (Excluding items 6-8) according to the Technical Regulation on Medical Devicesfor in vitro

diagnostics approved by Resolution No. 754 ofthe Cabinet of Ministers of Ukraine of 2 October 2013
The procedure for internal control of production in accordance with module A defined in the
conformity assessment modules used to develop conformity

assessment procedures, approved by the Cabinet of Ministers of Ukraine from January 1 3, 2016,
No. 95 "On Approval of conformity assessment modules used to deve/op conformity assessment
procedures , and the rules for using

conformity assessment modules "

TepmiH ail aeknapauii:

Term of validity of the FaMcHAAOE O F0ey

S Valid till 08.06.2023
Declaration:
DopatkoBa iHpopmauin: 3a/yyeHHA NpU3HaYeHoro oprany He nepeabayeHo
Additional information: The involvement of conformity assessment authority is not applicable

CEBIA , 8 ocobi 2eHepansHozo dupexkmopa TOB «IAIO AIATHOCTIKC» Pomacenka Bikmopa CmaHicnasoguyd, wo die 32idHo dosiperocmi gid 21 ciyHa 2021
poky, dexnapye 8idnosidnicme npodykuii, 3a3HaveHoi 8 yill deknapayii npo 6idnosioHicms, sumozam TexHIMHO20 peznameHmy 06MENCeHHA BUKOPUCMAHHSA
deAKux Hebe3neYHUX Pe40BUH 8 eneKmpudHOMy Ma enekmporHomy 061adHakHHI, 3ameepdierozo focmarosgoio Kabiremy Minicmpie Yrpainu Ne139 aid
10 GepesHs 2017p. ma BUKOHOHHA OCHOBHUX 8UMO2 WOJO 32i0HO TexHiYHO20 peznameHmy wodo meduyHux eupobie 0na OdigeHOCMuUKU in vitro,
3amaeepdnceHozo Mocmanogolo KaGinemy Minicmpie Ykpainu Ne754 eid 2 ycoemna 2013 p.

TexHiyHa SoKyMeHmayia Ha medudri supobu dna diazHocmuku in vitro 32idHo uiei dexnapayil npo sidnosidHicme po3pobaeHa ma enpoeadeHa.

[ia TexHiuHo20 peznamermy oBmexeHHA BUKOPUCMAHHA OeAKUX HeBe3nevHUX pevosuH 8 eNeKMPUYHOMY Ma eNeKMpOHHOMY 06aadHaHHi, 3ameepoxcerul
Mocmatiosoro Kabinemy Minicmpie Yxpaitu Ne139 8id 10 Gepe3sxa 2017 p. He NOWUPHEMLLA Ha MeSuYHi 8upobu dna digeHoCMUuK in Vitro, wo sgedeHi 8
obiz do 22 aunHa 2018 p.

Jleknapauiio npo gidnosidnicme cknadero nid yinkosumy 8idnogidancHicMe 8UPOBHUKA KOMNAHIT CEBIA. BidnogidanbHicms 3a 0ocmosipHicms HAdaHOI
iHghopmauyii Hece GUPOBHUK.

SEBIA duly represented by executive General Director "DIALOGUE DIAGNOSTICS" LLC Romasenko Viktor Stanislavovych, that acts according to the Power
of Attorney dated 21 January 2021, declares the fulfillment of requirements of devices, specified in this Declaration of conformity to Technical regulations
for the restriction of the use of certain hazardous substances in electrical and electronic equipment approved by Decree of Cabinet of Ministers of Ukraine
Ne 139 on 10 March 2017 and the fulfillment of basic requirements of Technical regulation on Medical devices for in vitro diagnostics, approved by Decree
of Cabinet of Ministers of Ukraine Ne754 on 2 October 2013.

The technical documentation for medical devices for in vitro diagnostics to this Declaration of Conformity has been developed and implemented.
Technical regulations for the restriction of the use of certain hazardous substances in electrical and electronic equipment approved by Decree of Cabinet
of Ministers of Ukraine Ne 139 on 1 O March 2017 shall not apply to medical devices for in vitro diagnostics, placed on the market until July 22, 2018.
The Declaration of Conformity is written under the sole responsibility of the manufacturer SEBIA The manufacturer is responsible for the authenticity of
the provided information.

Micue Buaavi: Kuis, YKpaiHa Tepmin aii g6
Place of issue: Kyiv, Ukraine Valid:

Nara nignucy | Nignvc ynoBHoBameHoi ocobu 1.2021 p.
Date of signing [ Signature of Authorized person '., : PZI
MiB ynosHoBaxeHoi ocobu | Hassa nocagm \\% ’”"’”“’%g%eﬁk p Cranicnasosuu | FeHepanbHuii aupexTop
Full Nome of Authorized person | Position ‘ﬁc_ S}r oA Sﬂgﬁn@@‘iﬁw \%cer islavevych| General Director
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TOB «AIANOr AIATHOCTIKC»
np-T O6oNoHCLKWA, 32, M, Kulg, 04205, Vrpaina. T/D: +380 44 380 37 76, info@@dialogd.com
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DIALOGUE DIAGNOSTICS LLC
32 Obolonsky Avenue, Kyiv, 04205, Ukraine. T/F: +380 44 380 37 76, info@dialogd.com
a‘c UAZ83510050000026005436596800 with UkrSibbank JSC, USREOU 34838344

Dopatok 1 ao Aexnapauii npo BignosigHicTe Ne 2
Annex 1 to Declaration of conformity Ne 2

Nepenik meguuHKux BUpPO6iB Ana AiarHOCTMKM in vitro ski BigNOBiAaOTE BUMOram TexHiUHMX pernameHTis N2 754 ta Ne 139
List of medical devices for in vitro diagnostics that comply with technical regulations No. 754 and No. 139

KaranoxHuit Hassa meanuHux Bupobis Ana Ha3Ba meAUYHUX BUPOGIB ANA AiarHOCTUKM in
No Homep LiarHOCTUKM in vitro aHrnilicbKoro : i
h Catalog number vitro yKpalHCbKOH MOBOO
- . MOB.OtO . o ) Name of medical devices for in vitro diagnostics in Ukrainian
Name of medical devices for in vitro diagnestics in English
1. 1200 HYDRASYS 2 SCAN ABTOMaTM30BaHa cuctema enekTpodopesy B
araposzHomy reai HYDRASYS 2 SCAN
2. 1201 HYDRASYS 2 ABTOMaTM30BaHa cMCTeMa enekTpodopesy 8
araposHomy reni  HYDRASYS 2
3. 1202 HYDRASYS 2 SCAN FOCUSING ABTOMaTM30BaHa cucTema enexkTpodopesy B
araposHomy reni HYDRASYS 2 SCAN FOCUSING
4, 1203 HYDRASYS 2 FOCUSING ABTOMaTM30BaHa cuctema enekTpodopesy B
araposHomy reni HYDRASYS 2 FOCUSING
5. 1232 MINICAP FLEX PIERCING ABTOMAaTUYHa cucTema A1a KaninapHoro
enexktpodopesy MINICAP FLEX PIERCING
6. 1245 CAPILLARYS 3 OCTA ABTOMaTHYHA CUCTEMA 3 BUCOKOIO MPONYCKHOK
30aTHICTIO 4/1A KaninaApHoro enekTpodopesy
CAPILLARYS 3 OCTA

Micue Buaadi: Kuis, YkpaiHa

Place of issue: Kyiv, Ukraine

[arta nignmcy | Mignuc ynosHoBaxeHoi ocobu
Date of signing | Signature of Autharized person

1.2021 p.
382021

N6 ynoBHoBaeHoi ocobu | Hassa nocagu

Full Nome of Autharized person | Position

Top CraHicnaBoBuu | FeHepanbHWiA gupekTop
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TOB «AIANOI QIATHOCTIKC»
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QNG & KOMHAM KPIEHTOM

Dopatok 2 po Aeknapayii npo signosiaHicte Ne 2
Annex 2 to Declaration of conformity No.2

Mepenik meanuHmMx BMpobiB Ana aiarHOCTMKHM in vitro (TexHiuHKMiA pernamenT N2 139 He 3aCTOCOBYETLCA A0 LUX BUPOGiB)
The list of medical devices for in vitro diagnosis (Technical regulation No 139 does not apply to these products)

Karanoxnuit Hassa meanuHux Bupobis Ana Hassa MeaM4HUX BMPOGIB ANA AiarHOCTMKM in
Ne HOoMmep BiarHoCTUKM in vitro aHrniicbKoto " w
2 Catalog number Vitro yKpaiHCbKOK MOBOHO
MQBDIo Name of medical devices for in vitro diagnostics in Ukrainian

Name of medical devices for in vitro diagnostics in English

7. 1260 HYDRASYS IF ACCESSORIES (SM) Ha6ip akcecyapie HYDRASYS ansa imyHodikcauii

8. 1263 HYDRASYS LIPOPROTEIN(E)S Habip akcecyapis HYDRASYS gna ninonpoTteiHis
ACCESSORIES

9. 4100 HYDRAGEL 7 PROTEIN(E) Habip HYDRAGEL 7 MNpoTeiHu

10. | 4104 HYDRAGEL 7 LIPO + Lp(a) Habip HYDRAGEL 7 NlinonpoTeiHu+/linonpoTeix

(a)

11. | 4106 HYDRAGEL 7 HEMOGLOBIN(E) Habip HYDRAGEL 7 l'emornobin

12. | 4120 HYDRAGEL 15 PROTEIN(E) Habip HYDRAGEL 15 MpoTeinu

13. | 4199 HYDRAGEL APPLICATORS 15 (10) Annikatopu HYDRAGEL15 (10)

14. | 4540 DESTAINING SOLUTION (10) 3Hebapsnioroumii po3umH HYDRASYS

15. | 4541 HYDRASYS WASH SOLUTION (10) Mutoumnin posunH HYDRASYS

16. | 4587 FLUIDIL PosbaentoBay 3pa3ky

17. | 4778 Hb A2 NORMAL CONTROL (5) KoHTtponb Hb A2 Hopma

18. | 4785 NORMAL CONTROL (5) KoHTpont Hopma

19. | 4787 HYPERGAMMA CONTROL (5) KoHTpOAb rinepramma

20. | 4788 IT / IF CONTROL KoHtpons IT / IF

21. | 4792 Hb AFSC CONTROL KoHTponb Hb AFSC

22. | 4802 HYDRAGEL 2 IF (SM) Hab6ip HYDRAGEL 2 ImyHodikcauia (CM)

23. | 4815 IF ANTISERA AND FIXATIVE Habip iMyHHUX cupoBaToK IF Ta dikcytouni
SOLUTION KIT (SM) po3unH (CM)

24. | 4824 HYDRAGEL 4 BENCE JONES (SM) Habip HYDRAGEL 4 BeHc [xoHc (CM)

25. | 4835 (GAM. K. L) ANTISERA AND FIXATIVE | Habip imyHHWX cuposaTtok GAM. K. L Ta
SOLUTION KIT (SM) dikcytounit posynH (CM)

Dat: 22..11.2021 Number: \e 2 Version: 3 Page 4 of 7
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TOB «QIANOI AIATHOCTIKC»

np-T OdonokckKui, 32, M, Kuie, 04205, YxpaiHa, T/D: +380 44 390 37 76, info@dialogd.com
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DIALOGUE DIAGNOSTICS LLC
AlAAOT 32 Obolonsky Avenue, Kyiv, 04205, Ukraine. T/F: +380 44 390 37 76, info&dialogd.com
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HaTaeKHIH Hasga mepuuHux B”poslB ANA Hasea MeAnuHMUX BMPOGIB ANA AiarHOCTMKM in
Ne HoMmep OiarHoCTUKM in vitro aHrniicoKoro . "
& e Vitro yKpaiHCbKO MOBOIO
MOBOIO Name of medical devices for in vitro diagnostics in Ukrainian
Name of medical devices for in vitro diagnostics in English g
26. | 4836 ANTISERA KIT FOR FREE LIGHT Habip imyHHWX CMPOBATOK ANA BINbHUX NErkMx
CHAINS K & L (SM) naHuoris K & L (CM)
27. | 4801 HYDRAGEL 1 IF (SM) Hab6ip HYDRAGEL 1 ImyHodikcauia (CM)
28. | 4821 HYDRAGEL 1 BENCE JONES (SM) Ha6ip HYDRAGEL 1 Bexc JyxoHc (CM)
29. | 4822 HYDRAGEL 2 BENCE JONES (SM) Habip HYDRAGEL 2 Bec [skoHc (CM)
30. | 4808 HYDRAGEL 4 IF (SM) -AMIDOBLACK Habip HYDRAGEL 4 ImyHodikcauia (CM) =
amifoBMIA HOPHUIA
31. | 4804 HYDRAGEL 4 IF (SM) - ACID VIOLET Habip HYDRAGEL 4 ImyHoikcauia (CM) —
dioneToBurit KUCAUI
32. | 4353 HYDRAGEL 3 CSF ISOFOCUSING Habip HYDRAGEL 3 CMP ISOFOCUSING
33. | 4355 HYDRAGEL 9 CSF ISOFOCUSING Habip HYDRAGEL 9 CMP ISOFOCUSING
34. | 4743 ANTI-lg G - PER 0,6 ml AHTUCHpoBaTKa - ANTI -Ig G - PER 0,6 mn (ml)
35. | 2059 CLEAN PROTECT Po3umH CLEAN PROTECT
36. | 1258 ACCESSOIRES HYDRASYS CSF Habip akcecyapis HYDRASYS ana CMP
FOCUSING FOCUSING
37. | 1267 HYDRASYS 1 IF / 1 BENCE JONES Habip akecyapis HYDRASYS ana 1
ACCESSORIES (SM) imyHodikcali/1 beHc [XoHC
38. | 1270 HUMIDITY CHAMBER Kamepa ana sonororo 36epiraHHa
39. | 1262 ACCESSOIRES HYDRASYS CSF (MS) Habip akcecyapis HYDRASYS gns CMP (CM)
40. | 4588 IF sample diluent (80 ml) PosbasntoBay 3pasky Ana imyHodikcauii (80 mn
(ml))
41. | 4794 CSF control (0,5 ml) Koutpons CMP (0,5 ma (ml))
42. | 2052 CAPILLARYS/MINICAP WASH PosunH ana npomueaHHa CAPILLARYS/ MINICAP
SOLUTION (2) (2)
43. | 2059 CLEAN PROTECT (5ML) Po3umH CLEAN PROTECT 5 mn. (5ML)
44. | 2060 CAPICLEAN CAPILLARYS 3 PeareHT CAPICLEAN CAPILLARYS 3
45, | 2061 CAPIPROTECT (2 x5L) PeareHT CAPIPROTECT (2x5n (L))
46. | 2062 CAPI 3 WASH SOLUTION Po3umH ana npomuBaHHA CAPI 3

22.11.2021 p.
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DIALOGUE DIAGNOSTICS LLC

AlAAOT 32 Obolonsky Avenue, Kyiv, 04205, Ukraine. T/F: +380 44 330 37 76, info@dialogd.com
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JUEANGT 3 KOMRAAR KIISHTOM
KaTanomamn Hasea PAEREIES aupot.iiB ANA Hazsa MeiMuHUX BUPOGBIB ANA AiarHOCTUKY in
No HOMmep BiarHOCTUKM in vitro aHrAiMcbKoO : i
2 Eutalogrumbier Vitro yKpaiHCbKOH MOBOH
MOBOIO ; . e . .
Name of medical devices for in vitro diagnostics in English Name of medical devices for in vitro diagnostics in Ukrainian
47. 12203 MINICAP PROTEIN(E) 6 Habip ana pospineHHs 6inKiB CMPOBATKM KPOBI
noanHdn MINICAP PROTEIN(E) 6
48. | 2208 MINICAP CDT Habip posaineHHs isodbopm TpaHchepUHY CUPOBATKM
noavHu MINICAP CDT
49. MINICAP HbA1c Habip 4na  BUAINEHHA | KiNbKICHOI  OUiHKMK
2215 rnikipoBaHHol ¢pakuii remornobiny Kposi NOAWMHM
MINICAP HbAlc
50. | 2223 MAXI-KIT MINICAP PROTEIN(E) 6 Habip ana posgineHHs 6iNKiB CHMPOBATKU KPOBI
moavHn MAXI-KIT MINICAP PROTEIN(E) 6
51 | 9043 BUFFER VIAL OF MINICAP PROTEIN(E) | Bydep VIAL OF MINICAP PROTEIN(E) 6
6
52. | 2251 CAPICLEAN MINICAP FLEX PIERCING Po3uuH CAPICLEAN ana ounuleHHa npobosiabipHuka
B aBTOMaTUUHIA cucTemi MINICAP FLEX-PIERCING
53. | 2281 MINICAP REAGENTS CUPS (125x3) YALLKM Z19 PEATEHTIB MINICAP (125x3)
54. | 2300 MINICAP IMMUNOTYPING Habip a4na BM3HAYEHHA TUNY MOHOKNOHaNbHKX Binkis
MINICAP IMMUNQOTYPING
55. | 2503 CAPI 3 PROTEIN(E) 6 Habip CAPI 3 PROTEIN (E) 6 nna posginenHs Binkis
CUMPOBATKW KPOBI NOANHMN
56. | 2509 CAPI3CDT Habip CAPI 3 CDT pana posnoginy isodopm
TpaHcdepuHy B CUpOBATLi KPOBI NOANHK
57. CAPI 3 HBA1C Habip CAPI 3 Hb Alc gna BuaineHHa Ta KinbKicHoro
2515 BU3HaueHHA GpaKuii rnikosaHoro remornobiHy Kposi
NHOAMHK
58. | 2600 CAPI3IT Habip CAPI 3 IMMUNOTYPING Ana BWUABNEHHA
MOHOKNOHANbHWX Binkis
59. | 4755 HBA1C CAPILLARY CALIBRATORS (2) Kani6paTopw (2) HBAL1C CAPILLARY (2)
60. | 4756 HBA1C CAPILLARY CALIBRATORS | Kani6patopu (5x2) HBA1C CAPILLARY (5x2)
(5x2)
61. | 4760 CDT CAPILLARYS CALIBRATORS (2) KanibpysanbHi 3pasku CDT CAPILLARYS (2 pisHs)
62. | 4761 CDT MINICAP CALIBRATORS (2) KaniBpyBanbHi 3pasku CDT MINICAP (2 pisHA)
63. | 4766 HYPERGAMMA CONTROL SERUM (20 | KouTponbHa cuposatka — lineprpamma (20x1 M/
x1 ML) (ML)
64. 4767 HBA1C CAPILLARY CONTROL MUTI | YHisepcanbHi KOHTponbHi 3pa3kn HbAlc CAPILLARY
SYSTEM (10x2) (10x2)
65 | 4768 HBA1C CAPILLARY CONTROL MUTI | YHiBepcanbHi koHTponbHi 3pa3skn HbAlc CAPILLARY
SYSTEM (2) (2)
66. | 4795 NORMAL CDT Wsﬂ M—L)‘-\\%HTpﬂnh CDT Hopma (5X1 M/ (ML)
P
Micue Bugaui: Kunie, YKpaiHa Tepmin gii go: 0 a
Place of issue: Kyiv, Ukraine Valid: @ 8. 06.@%3‘ P
¥l . N\
[ =\
Aara nignucy | Nignuc ynoBHoBaeHoi ocob if* 2 (¥ 8 1.2021 p.
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Boparok 3 po feknapauii npo BignosigHicTb Ne 2
Annex 3 to Declaration of conformity to. Ne 2

Nepenik akcecyapis, AKi MOXYTb NOCTABAATUCL 3/ MeAUYHWX BUPO6IB Ana AlarHocTuKu in vitro, BkasaHux B [eknapauii npo

BignoBigHicTL No 2

Accessories that can be shipped with/or for the use of the devices, listed in Declaration of confermity Ne. 2

KatanomHuit !-Iaaaa MEANIHUX B”po‘ﬁ" ANA Hasea meguuHUX BUPOBIB ANA JiarHOCTUKYM in
No Ca:fc:mep AIarHoCTUKM in vitro aHrnicbkor Vitro yKpaiHCLKOI0 MOBOK
g number MOBOIO
. y s Name of medical devices for in vitro diagnostics in Ukrainian
Name of medical devices for in vitro diagnostics in English
1, 2581 CAPI 3 BINS FOR REAG. CUPS (5) KoHTeiHepu CAPI 3 Ans BigNpaubOBaHMX YalleKk ans
peareHTis (5)

2. 2582 REAGENT CUPS FOR CAPI 3 (24x14) KoHTeliHepw 3 pearenTamu CAP| 3 (24 x 14)
3. 9202 TUBES/CAPS FOR CONTROLS (20) Tpy6kM / KpULKK ana KoHTponen (20)

Micue Buaavi: Kuie, YkpaiHa
Place of issue: Kyiv, Ukraine
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Fahnislavovych| General Director
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