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BUpO6HMUK:
Meginpim FTM6X

[JoHHepcbepraer 1

67059 Nioagircxadex

HimeuuunHa

YNoBHOBa)EHUi NPeACTaBHUK B YKpaiHi:
TOB "A3UMYT"

08621 Kuiscbka 061acTb

BacWbKiBCbKUIA paioH

ceno [aHuniska

ByAuLA baarosilleHCbKa 88

YKpaiHa
Bupib6:
MpucTpit  AnA  BAUBAHHA iHPY3iliHUX ~ PO34YNHIB
0[lHOPa30BUH, CTepUbHUi
(ous. Jooamox 1 Ons pisHux munig)
Knacudikauia:
Knac lla (Mywkt 15, [opaTok 2, TexHiuHoro
pernameHTy uopno MeANYHUX BUpobiB,

3aTBepaykeHoro [ocTaHoBOO KabiHeTy MiHicTpis
YKpainu Ne753 Bif, 2 *OBTHA 2013 poKy.)

Mpoueaypa OUiHKK sianosigHocTi Ao TexHiYHOro
periameHTty wono0 MeAUYHUX BupobiB
saTBepaKeHoro [1ocTaHOBOK Kabinery MiHicTpiB
Ykpainu Ne 753 Bif 2 }KOBTHA 2013 poky:

[JopaTok Ne6 «MNOPAJOK 3abe3neveHHs
PYHKLIOHYBaHHA CUCTEMM ynpaBAiHHA AKICTIO nig vac
BUPOBHULTBA MEANYHUX BMpPO6IB»

Homep ceptudikara BiANOBIAHOCTI:
Ne R6M 276 224 B4 Big, 06.01.2026

Mpu3Ha4YE€HUn OpraH 3 OUHKK BignNoOBiAHOCTI Ta noro

DECLARATION OF CONFORMITY
No. 01-23-MDP Version 4 of 06.01.2026

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:
Disposable infusion set, sterile
(see Annex 1 for the different types)

Classification:

Class lla (Clause 15, Annex 2 of technical regulation on
medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N2753 on October 2nd, 2013)

Conformity Assesment Route according to Technical
regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 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

ineHTUdiKauitHWii KOA:
TOB «YKpaiHCbKMi HaykoBuit IHCTUTYT CepTudikaLii»,

UA.TR.137
@ UA.TR.137

Megajinpim FM6X aexknapye BUKOHAHHA OCHOBHWX BUMOT

woao  MeAuyHoro Bupoby, 3rigHo Jopatky 1
TexHiYHOro pernameHTy LWoao MeANHHNX BMpObIB,
3aTBepayKkeHoro  [locTaHOBOO KabiHety MiHicTpiB

TM6X

YKpaiHu Ne 753 Bif, 2 }OBTHA 2013 p. Meaun

| valid until: 11.12.2028

number:
Ukrainian Scientific Institute of Certification LLC, UA.TR.137

@ 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
information, specified in the Declaration of conformity.

Place of issue:
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Jopatok 1 Annex 1
F.N‘ Howmep 3a Hazsa Mequ4HOro BHpo0Oy Ha yKkpaiHebKiii Ha3zsa MeAM4HOro BUpoOy Ha aHrJiicbKii
o . .
KaTaJ0roM MOB1 MOBI

Catalog number

Name of medical device in Ukrainian

Name of medical device in English

1 IS-ST02_15

MpwncTpilt ANA BMBaAHHA iHOY3iMHMX
PO34MHIB 3 NNACTUKOBUM LUMMOM,
crepunbHui, LUER LOCK, 6e3 dranaris, 6e3
naTekcy,

IHOYnpim

Infusion set, sterile

with plastic spike, LUER LOCK, DEHP-free,
latex-free

INFUprim

2 | 1s-STO5_15

MpucTpint ANa BAMBAHHA iHOY3iINHUX
PO3UMHIB 3 NNACTUKOBUM LUATOM,
GapabaHHWUIA perynaTop NoTOKY,
crepunbHui, LUER LOCK, 6e3 ¢pranatis, 6e3
nartekcy,

IHPYnpim

Infusion set, sterile

with plastic spike, LUER LOCK, drum flow
regulator, DEHP-free, latex-free,
INFUprim

3 IS-ST07_15

MpUcTpiit ans BAUBaAHHA iHDY3iHMX
PO3UMHIB 3 NNACTUKOBMM LUMMOM,
ctepunbHuit, LUER, 6e3 nartekcy, 3
iH‘eKujiiHoto ronkoto 21G 1 %" (0,8 x 40 mm
(mm)), IHPYnpim

Infusion set, sterile

with plastic spike, LUER, latex-free,
with needle 21G 1 %" (0,8 x 40 mm)
INFUprim

4 IS-ST09_15

MpucTpiit AnA BAMBaHHA iHbY3iHMX
PO3uMHIB 3 ABOMA MeTaneBUMu wunamm,
crepunbHuit, LUER, 6e3 naTekcy, 3

Infusion set, sterile
with two metal spikes, LUER, latex-free, with
needle 21G 1 %" (0,8 x 40 mm)

iH‘EKLLiAHOIO rOJIKOtO INFUprim
21G 1 %" (0,8 x 40 mm (mm)),

IHOYnpim

MpucTpin Ana iHQy3il CBITN0HYTIBNX Infusion set

PO3UMHIB 3 4BOMA MeTaNeBNMM LWnNami,
ctepunbHuit, LUER, Henpo3opa Tpyb6Ka, 3

for infusion of photosensitive solutions with
two metal spikes, sterile, LUER, opaque

5 IS-ST10_15 | pOA_TKOBUM 6e3roNKOBUM iH’EKLiHUM Y- tube, Y-connector, latex-free, DEHP-free
noai6HMm noptom, 6e3 naTekcy, 6e3 INFUprim
dranartis,
IHOYnpim

6 IS-ST11_15

MpwWcTpi ANA BAMBAHHA iHPY3iNHMX
pO34MHiB 3 ABOMA iHDY3iMHUMM NiHIAMK, 3
MeTaNeBUM Ta NaCTUKOBUM WKNamu,
ctepunbHui, LUER, 6e3 natekcy, 6e3
dTanatis, 3 iH'EKLINH

Infusion set, sterile

with two infusion lines, metal and plastic
spikes,

LUER, latex-free, DEHP-free,

with needle 21G 1 %" (0,8 x 40 mm)
INFUprim
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