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Bupo6HuUK:
Meginpim Frm6X

JoHHepcbepraer 1

67059 J/lioagircxadeH

HimeuuyunHa

YnoBHOBa)Xe€HUW NpeacTaBHUK B YKpaiHi:
TOB "ANMYT"

08621 KuiscbKa obnactb

BacuabKiBCbKUI palioH

ceno faHunniska

ByAuuA bnarosiweHcbKa 88

YKpaiHa

Bupib6:
Wnpwuy, iHcyniHOBMIA 3 ronKow (dus. [Jodamok 1 Onsi pizHux
munis)

Knacuoikauis:
Knac Ila (Myukt 14, [Odopatok 2, TexHi4yHOro
pernameHTy wonao MeOUYHNX BMpPODIB,

3atBepaeHoro [loctaHoBoto KabiHety MiHicTpis
YKpaiHn Ne753 Bia 2 »koBTHA 2013 poky.)

Mpoueaypa ouiHKM BignosigHoOCTi A0 TexHiYHOro
pernameHty won0 MeANYHUX BUpobiB
3arBepaxeHoro [octaHoBow KabiHetry MiHicTpiB
YKpainu Ne 753 Big 2 »koBTHA 2013 poKy:

HOopaTtok Ne6 «MOPALOK 3abe3neyeHHA PyHKLiOHYBaHHA
CUCTEMU YNpaBAiHHA AKiCTIO nig 4Yac BUMPOOHMLTBA
MeaUYHUX BUPObiB»

Homep ceptudikarta BignoBigHOCTI:
Ne R6M 276 224 B4 Big, 06.01.2026

Mpu3HayeHuit opraH 3 OWiHKW BiANOBIAHOCTI Ta Oro
ipeHTudikauiiHuii Koa:
TOB «YKpaiHcbkuit HaykoBui IHCTUTYT CepTudikauii,

UA.TR.137
@ UA.TR.137

Megainpim 'M6X AeKknapye BUKOHAHHA OCHOBHUX BUMOT
uoAo MeamyHoro Bupoby, srigHo  [Jopatky 1
TexHiYHOro pernameHTy LWOAO0 MeauyHUX BUpPODIB,
3atBepaykeHoro [loctaHoBoto KabiHety MiHicTpis
YKpaiHu Ne 753 Big, 2 skoBTHA 2013 p. Meaunpum Mmox
Hece BignoBiganbHicTb 3a iHGopmauito, 3
AeKnapauii npo BignoBiAHICTD.

[LiicHa po: 11.12.2028

DECLARATION OF CONFORMITY
Ne 03-23-MDP Version 4 of 06.01.2026

W\
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mediprim

Legal Manufacturer:
Mediprim GmbH
Donnersbergweg 1

67059 Ludwigshafen am Rhein
Germany

Authorized representative in Ukraine:
“AZIMUT” LLC

08621 Kyiv region

Vasylkiv district

Danilivka Village

88 Blagovishchenska Street
Ukraine

Product:
Insulin syringe with needle (see Annex 1 for the different types)

Class lla (Clause 14, Annex 2 of technical regulation on
medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013)

Conformity Assesment Route according to Technical
regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine N2753 on 2 October
2013:

Annex VI «Production Quality Assurance»

Certificate registration number:
No. R6M 276 224 B4 dated 06.01.2026

Conformity assessment body with its identification
number:
Ukrainian Scientific
UA.TR.137

Institute of Certification LLC,

@ UA.TR.137

Mediprim GmbH declares the fulfillment of basic
requirements for medical devices, according to Annex 1
of Technical regulations on Medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2
October 2013. Mediprim GmbH is fully responsible for the

Place of issue: Ludwigshafen ary
Valid until: 11.12.2028
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mediprim

Annex 1

4 Homep 3a Ha3sea meauuHoro Bupo0y Ha ykpaiHcbKiii MOBI
(]

KaTaJjJiorom

Catalog number Name of medical device in Ukrainian

Ha3zea mean4Horo Bupody Ha anrjiiicbKiii MoBi

Name of medical device in English

Wnpwuy iHcyniHoBMM 3 ronkoto, 1 mn (ml),

Insulin syringe with needle, 1 ml, 3-pieces,
U-100, sterile, 30G x %46" (0.29 x 8.0 mm)

1 IS-3P30_4 | 3-komnoHeHTHui, U-100, ctepuabHui,

30G x /46" (0.29 x 8.0 mm (Mmm))

LWnpuy iHcyniHoBui 3 ronikoto, 1 ma (ml), | Insulin syringe with needle, 1 ml, 3-pieces,
2 IS-3P34_4 | 3-KomnoHeHTHuI, U-100, cTepunbHUiA, U-100, sterile, 30G x 74" (0.29 x 13 mm)

30G x %°40:29-%x-13 mm (mm))
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