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Bupo6HuK:

Meginpim FTmbX
HoHHepcbepreer 1

67059 fMoagircxaden
HimeuyunHa
YNoBHOBaXEHWA NPeACTaBHUK B YKpaiHi:
TOB "ABUMYT"

08621 Kuieckka obnacTtb
BacunbKiBCbKMIA paiioH
ceno [aHuniska

BynuuA baaroeileHcbKa 88

YKpaiHa
Bupib:
MepdysilinMic  npucrpin  ,MeTeamk”, 0aHOPa30BOroO
3aCTOCYBaHHA, CTEPUIbHUIA
(Ous. Jooamox 1 0ns pisnux munis)
Knacudikauia:
Knac lla (Myuxkr 15, [dopatok 2, TexHiuHoro
pernameHTy woao MegUUHMUX BMpOGIB,

zateepaxeHoro [locraHoBow KabiHeTy MiHicTpis
YKpainu Ne753 Big 2 »oBTHA 2013 poky.)

Mpoueaypa OuUiHKM BignoBigHoOCTi A0 TexHi4HOrO
pernameHTy woao MegUYHUX BupoGis
sarBepgeHoro [MocraHoBoio Kabinery MiHicTpie
YKpainu Ne 753 eig 2 »xoBTHA 2013 poky:

Lopatok No6 «MOPALOK 3abesneueHHs
QYHKLiOHYBaHHA CMCTEMM YNPaBAiHHA AKICTIO Mg, vac
BUPOBHKUTBA MeauyHUX BUPobiB»

Homep ceprudikara BignoeiaHocTi:
Ne R6MM 276 224 B3 Bip 05.02.2025

DECLARATION OF CONFORMITY
Ne 07-24-MDP Version 2 of 05.02.2025
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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 perfusion set butterfly, 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 No753 on 2 QOctober
2013:

Annex VI «Production Quality Assurance»

Certificate registration number:
No. R6M 276 224 B3 dated 05.02.2025

Conformity assessment body with its identification

Mpu3HauYeHWit opraH 3 OLiHKKM BiANOBIAHOCTI Ta #oro
ineHTudikauiiHui xoa:

TOB «YkpaiHcbkuii Haykoeuid IHcTutyT CepTudikauiin,

UA.TR.137
@ UA.TR.137

Meginpim I'mbBX geknapye BUKOHaHHA OCHOBHUX BUMOT
Wwoao MeawdHoro Bupoby, 3rigHo  [dogatky 1
TeXHIYHOro pernameHTy wWoao meauyHux Bupobis,
satBepieHoro [octaHosoio KabiHetry MinicTpis
Ykpainm Ne 753 sig 2 ostHa 2013 p. Meaunpum Fm6X
Hece BianoBiganbHiCTL 3a iHPOPMALLO, 333HAYEHY Y
AeKnapauji npo BiANOBIgHICTb.

Micue Bugaui: Jioagircxaded Ha Peini
[ilicHa po: 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
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Rhein medipi:{f‘{a

Place of issue: Ludwigshafen a
Valid until: 11.12.2028
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[HaTa i nignuc ynoeHoBaxeHoi ocobu (Hasea nocadu, I11b):

Date and signature of Authorized person (Position, Full Name)

reqepansHuii aupEngngéinp' ‘
CEO Mediprim /gmtiﬁl, Natali Jeﬂinek\\ﬂ; 5
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No. 07-24-MDP Bepcis 2 id 05.02.2025 p. Ne 07-24-MDP Version 2 of 05.02.2025
JopaTok 1 Annex 1
No Howmep 3a Haszga megqaaHoro Bupody Ha Hasea meguqnoro Bupody Ha
= KATAJI0roM ykpainceKkiii MogBi anrjificpKid MOBi

Catalog number

Name of medical device in Ukrainian

Name of medical device in English

NepdysiitHunii npucrpiin ,MeTtennk”

Perfusion set butterfly

i PS-PV01 LUER, 18 G, crepunbHuid, 6e3 natekcy LUER, 18 G, sterile, latex-free
PERFUprim PERFUprim
Mepdysiliuuin npuctpiit , Metenunk” Perfusion set butterfly
2. PS-PVO3 LUER, 20 G, ctepunbHuiA, 6e3 natekcy LUER, 20 G, sterile, latex-free
PERFUprim PERFUprim
NepdysiiHuia npuctpiit , Meteamk” Perfusion set butterfly
3. PS-PV04 LUER, 21 G, cTepuncHuii, 6e3 natexcy LUER, 21 G, sterile, latex-free
PERFUprim PERFUprim
Mepdy3iittunit npucrpin ,MeTtenuk” Perfusion set butterfly
4, PS-PVO5 LUER, 22 G, cTepunbHnii, 6e3 natekcy LUER, 22 G, sterile, latex-free
PERFUprim PERFUprim
Mepdy3ilHnii npuctpii ,, MeTenmk” Perfusion set butterfly
5. PS-PVO06 LUER, 23 G, crepunbHuid, 6e3 natexcy LUER, 23 G, sterile, latex-free
PERFUprim PERFUprim
Mepdysilnuit npucrpii ,MeTenmk” Perfusion set butterfly
6. PS-PVO7 LUER, 24 G, cTepunbHuid, 6e3 natekcy LUER, 24 G, sterile, latex-free
PERFUprim PERFUprim
Mepdysiiuuit npuctpiit ,MeTtennk” Perfusion set butterfly
7. PS-PV08 LUER, 25 G, crepunbHuii, 6e3 natekcy LUER, 25 G, sterile, latex-free
PERFUprim PERFUprim
NepdysiiHunin npuctpiin ,Meteank” Perfusion set butterfly
8. PS-PV09 LUER, 26 G, cTepunbHuit, 63 natekcy LUER, 26 G, sterile, latex-free
PERFUprim PERFUprim
Mepdysiiinuin npuctpin ,Metenmk” Perfusion set butterfly
9. PS-PV10 LUER, 27 G, crepunbHuii, 6e3 natekcy LUER, 27 G, sterile, latex-free
PERFUprim PERFUprim
Nepdysinnii npucTpii ,MeTtennk” :
= Perfusion set butterfly
Ll
10|  PS-PVi1 ngf:KESCK’ LG, SR e LUER LOCK, 18 G, sterile, latex-free
; PERFUpri
PERFUprim _ el
NepdyazinHuii npucTpii , MeTtennk” :
: 3 Perfusion set butterfly
11|  PS-PV13 ;l:f:KESCK' Ll LUER LOCK, 20 G, sterile, latex-free
PERFUprim PR
MepdysiiHuii npuctpiit ,Metenuk” PeifisionEctbutarty
12|  Ps-Pv14 ;gf:ﬂt?CK' 21 CNeTERVEH i, Oc3 LUER LOCK, 21 G, sterile, latex-free
PERF im
PERFUprim Hhean
Nepdys3iitHuia npuctpiit ,MeTenuk” s
< Perfusion set butterfly
13|  PS-PV1S ;gfjkt\?c{(’ 226, CrepUibN . e LUER LOCK, 22 G, sterile, latex-free
PERFUprim
PERFUprim i
Nepdysinnui npuctpii ,MeTteamk” ;
< Perfusion set butterfly
ol e | ERIDERRSG RN, b LUER LOCK, 23 G, sterile, latex-free

naTeKcy
PERFUprim

PERFUprim

e
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Mep¢ysiliHuiA npucTpiil ,,MeTennk” -
" Perfusion set butterfly
15. PS-PV17 ;:’ijI;;)CK’ 246, e, 06 LUER LOCK, 24 G, sterile, latex-free
PERFUprim HEvE
HERbiS M e M e ™ Perfusion set butterfly
LUER LOCK, 2 7 ‘
16,  PS-PV18 A EERR L, O LUER LOCK, 25 G, sterile, latex-free
Jaltarid PERFUprim
PERFUprim P
MNepdyziitHuii npuctpiid ,,MeTenunk” Perusion st buttery
LUER LOCK, 2 7
T RS AU Ce e CEEIEpIDIEaY, 023 LUER LOCK, 26 G, sterile, latex-free
PERFUprim Gl
MepdysikHuit npucrpiit ,,Metenux” )
= Perfusion set butterfly
UER LOCK, 27 G
18|  PS-PV20 ;aTEKCV SRR plit, B LUER LOCK, 27 G, sterile, latex-free
PERFUpFim PERFUprim

Jara i nignnc ynosHoBaxeHoi 0cobu (Hazea nocadu, 1IE):
Date and signature of Authorized person (Position, Full Name)
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