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No. 08-24-MDP Bepcis 3 8id 06.01.2026 p.

Bupo6HUK:

Meginpim MmoX
[oHHepcbepraer 1

67059 J/lioagircxadeH
HimeuunHa
YnoBHOBa}KeHU NpeacTaBHUK B YKpPaAiHi:
TOB "A3UMYT"

08621 KuiBcbka 0bnacTb
BacunbKiBCbKUI panoH
ceno JaHwuniska

By/muA bnarosiweHcbKa 88
YKpaiHa

Bupi6:

MpucTpoi Ans nepenvBaHHA KPOBi, KOMMOHEHTIB KPOBi Ta
KPOBO3aMiHHUKIB, CTEPU/IbHI, 04HOPA30BOro 3aCTOCYBaAHHA
(ous. [Jooamox 1 0ns pisnux munis)

Knacudikauin:
Knac lla (MyHukt 15, [Odopatok 2, TexHi4HOro
pernameHty uonao MeZUUYHNX BMpPObiIB,

3atBepaykeHoro [loctaHoBoto KabiHeTy MiHicTpis
YKpainm Ne753 Big, 2 »oBTHA 2013 poky.)

Mpoueaypa ouiHkM BignoBigHocTi A0 TexHiyHOro
pernameHTy wonao MeaUYHUX BUpobis
3aTBepa)eHoro [locraHoBoto KabiHetry MiHicTpis
YKpaiHu Ne 753 Big, 2 »koBTHA 2013 poKy:

HopaTtok Ne6 «MOPAAOK 3abe3neyeHHn
dYHKLOHYBaHHA CUCTEMM YNpaBAiHHA AKICTIO Mig, Yac
BMPOBHULITBA MEANYHUX BUPOBIB»

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

Mpu3HayeHunit opraH 3 OUiHKK BiANOBIAHOCTI Ta ioro

DECLARATION OF CONFORMITY
Ne 08-24-MDP Version 3 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 transfusion 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 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

ipeHTUdiKauiiHuii Koa:
TOB «YKpaiHcbkuii Haykosuit IHcTUTyT CepTtudikaLii»,

UA.TR.137
@ UA.TR.137

Meginpim TM6X aeknapye BUKOHAHHA OCHOBHUX BUMOT
uoao MeguuyHoro Bupoby, 3rigHo [ogatky 1
TexHiYHOro pernameHTy LWOA0 MeAuYHUX BUpPObiB,
3atBepaKeHoro [locTtaHoBoto KabiHeTy MiHicTpis
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mediprim
gmbh

D

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: Ludwigshafen a

Valid until: 11.12.2028 mediprim
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[Oeknapauia npo BignoBigHicTb

DECLARATION OF CONFORMITY

No. 08-24-MDP Bepcis 3 8id 06.01.2026 p. Ne 08-24-MDP Version 3 of 06.01.2026
Jopatok 1 Annex 1
Ne Homep 3a Haspa meanuHoro Bupo0y Ha ykpaiHCbKii Ha3zBa mean4Horo Bupo6y Ha
KaTaJjJorom MOBI aHriicbKiii MoBI
Catalog number Name of medical device in Ukrainian Name of medical device in English
MpucTpit Ana nepennBaHHA KPOBI, Transfusion set with plastic spike
KOMMOHEHTIB KPOBi Ta KPOBO3aMiHHMKIB 3 LUER LOCK, DEHP-free, latex-free,
1. TS-STO1 naacTukosmm wnnom, LUER LOCK, 6e3 sterile
¢dTanaris, 6e3 natekcy, 6e3 rosku, TRANSFUprim
cTtepunbHuii, TPAHCOYnpim
MpuUCTpilt ANA nepesnBaHHA KPOBI, Transfusion set with plastic spike
KOMMOHEHTIB KPOBi Ta KPOBO3aMiHHMUKIB 3 Y-connector, LUER LOCK, DEHP-
2. TS-ST02 naacTMKoBuM WKnom, Y-koHHekTopom, LUER | free, latex-free, sterile
LOCK, 6e3 ¢Tanartis, 6e3 natekcy, 6e3 ronkn, | TRANSFUprim
crepunbHUiA, TPAHCOYnpim
MpucTpiit Ana nepennBaHHA KPOBI, Transfusion set with plastic spike
KOMMOHEHTIB KPOBi Ta KPOBO3aMiHHUKIB 3 LUER, injection needle 18G (1,2 x
3. TS-STO3 naacTukosum wmnom, LUER, 6e3 pranaris, 40 mm), DEHP-free, latex-free,
6e3 natekcy, 3 iH’ekuiiHO ronkoto 18 G (1,2 | sterile
X 40 mm (mm)), ctepunbHnin, TPAHCO®Ynpim | TRANSFUprim
MpuUcTpint ANnA nepennBaHHA KPOBI, Transfusion set with plastic spike
KOMMOHEHTIB KPOBi Ta KPOBO3aMiHHWKIB 3 LUER, injection needle 18G (1,2 x
4, TS-STO4 nnacTmkosum wunnom, LUER, 3 iH’eKLiiiHO0 40 mm), sterile
(1,2 x 40 mm (mm)), ;
CoYnpim

mediprim
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