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Bupo6HUK:

Megainpim F'm6X

[oHHepcbeprser 1

67059 J/lioagircxadeH

HimeuumHa

YNnoBHOBaXKEHUI NPeACTaBHUK B YKPaiHi:

TOB "A3MYT"

08621 KuiscbKka obnactb
BacunbKiBCbKKUIA paioH
ceno [aHwunisKka

By/uMuUA bnarosiweHcbKa 88
YKpaiHa

Bupib:
LLinpuw, o4HOPa30BOro 3acTOCyBaHHA, CTEPU/IbHUI
(ous. [Jooamox 1 0ns pizHux munig)

Knacudikauis:
Knac Is (MyHKT 10, JoaaToK 2, TeXHIYHOro pernameHTy
LoAao MeanYHNUX BMPOOIB, 3aTBeparKeHoro

MoctaHoBoto KabiHeTy MiHicTpiB YKpaiHn Ne753 Big 2
OBTHA 2013 poky.)

Mpouenypa OuiHKKM BigNoBigHOCTI A0 TexHiYHOro
pernameHTty wono MeAUNYHUX BupobiB
3arBepaxeHoro MocraHoBow KabiHety MiHicTpiB
YKpaiHnu N2 753 Big, 2 »koBTHA 2013 poKy:

JopaTtok Ne6 «MOPALAOK 3abesneyveHHA
bYHKLUiOHYBaHHA CUCTEMM YNPaBAiIHHA AKICTIO Nig Yac
BUPOOHNLTBA MEAUYHUX BUPODLIB»

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

MpusHayeHuii opraH 3 OuUiHKK BiANOBIAHOCTI Ta iHoro

DECLARATION OF CONFORMITY
Ne 09-24-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 syringe, sterile
(see Annex 1 for the different types)

Class Is (Clause 10, 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

ineHTUdiKauinHuiA Koa:
TOB «YKpaiHcbKui Haykosuit IHCTUTYT CepTudikaLii»,

UA.TR.137
@ UA.TR.137

Megainpim MM6X aeknapye BUKOHAHHA OCHOBHUX BUMOT
uono mMeguyHoro Bupoby, 3rigHo  [dogatky 1
TexHiYHOro pernameHTy WOA0 MeAnYHUX BUpOBIB,
3aTBepaykeHoro [ocTtaHoBoto KabiHety MiHicTpis
YKpaiHu Ne 753 Big, 2 »koBTHA 2013 p. Meaunpum MmbX
Hece BiANOBIAaNbHICTL 3a iHGOpPMaLL
AeKnapauii npo BignoBiAHICTb.

Micue Buaaui: MlioagircxadpeH Ha PelaHi med”’f’n’ﬁ
[incHa go: 11.12.2028 Med, r
i
Te‘:'m:_”O)eZ’ng [m GmbH

D.5700,

Udwigs
Jul]jergb o qafe arm Rhaip "/

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
information, specified in the Declaration of conformity.

Place of issue: Ludwigshafen am Rhein
Valid until: 11.12.2028
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Date and signature of Authorized p‘érs

ﬁost‘ti@n’ F Name)

leHepansHuli dupekmop Medinpim
CEO Mediprim GmbH, Natali Jellinek
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No. 09-24-MDP Bepcis 3 8id 06.01.2026 p. Ne 09-24-MDP Version 3 of 06.01.2026 mediprim
JdopaTtok 1 Annex 1
N Howmep 3a Hassa mean4Horo BMpody Ha yKkpaiHcbKiii MOBi Ha3sBa meauuHoro Bupo0y Ha aHriiicbKiii MoBi
KaTajJIoroMm
Catalog Name of medical device in Ukrainian Name of medical device in English
number
1 SY-2P02 | Wnpwy, 2-KoMmnoHeHTHUi, 2 ma (ml), LUER, 6e3 Syringe, 2-PCS, 2 ml, LUER, latex-free, sterile
natekcy, 6es ronku, CTepuabHNUi
SY-2P04 | Wnpwy, 2-KOMNOHEHTHUI, S5mAa (ml), Syringe, 2-PCS, 5 ml, LUER, Ecc, latex-free,
2 eKCLLeHTpKUYHMIM pos'em, LUER, 6e3 naTekcy, be3 sterile
rONKU, CTEPUNBHUN
SY-2P05 | Wnpwu, 2-KOMNOHEHTHUI, 10mAa (ml), Syringe, 2-PCS, 10 ml, LUER, Ecc, latex-free,
3 eKCUEeHTPUYHKI pos'em, LUER, 6e3 natekcy, 6es sterile
FONKW, CTEPUNBHUM
SY-2P06 | Wnpwu, 2-KOMNOHEHTHUIR, 20mA (ml), Syringe, 2-PCS, 20 ml, LUER, Ecc, latex-free,
4 eKCLeHTpUYHUM pos'em, LUER, 6e3 naTekcy, b6e3 sterile
FONIKU, CTEPUNBLHUI
5 SY-3P01 | Wnpwuu, 3-komnoHeHTHUI, 1 ma (ml), LUER, 6e3 Syringe, 3-PCS, 1 ml, LUER, latex-free, sterile
natekcy, 6e3 ronku, cTepunbHUM
6 SY-3P03 | Wnpwuu, 3-komnoHeHTHWi1, 2 ma (ml), LUER, 6e3 Syringe, 3-PCS, 2 ml, LUER, latex-free, sterile
naTteKcy, 6e3 ronku, CTepuibHNUM
SY-3P09 | LWnpuu, 3-KOMNOHEHTHWUI, SmA (ml), Syringe, 3-PCS, 5 ml, LUER, Ecc, latex-free,
7 eKCUEeHTPUYHUI po3s'em, LUER, 6e3 natekcy, 6e3 sterile
FOJIKW, CTEPUIbHUM
SY-3P12 | LWnpwu, 3-KOMMNOHEHTHKIA, 10ma (ml), Syringe, 3-PCS, 10 ml, LUER, Ecc, latex-free,
8 eKCUEHTPUYHUI po3'em, LUER, 6e3 natekcy, 6e3 sterile
rOJIK1, CTEPUNBbHUM
SY-3P15 | LUnpuu, 3-KOMMNOHEHTHWIA, 20ma (ml), Syringe, 3-PCS, 20 ml, LUER, Ecc, latex-free,
9 eKCLUEeHTPUYHUI pos'em, LUER, 6e3 natekcy, 6e3 sterile
rONIKU, CTEPUNBbHUN
10| sy-3p16 Wnpuu, 3-komnoHeHTHUIA, 30 mn (ml), LUER, 6e3 | Syringe, 3-PCS, 30 mL, LUER, latex-free,
naTeKcy, 6e3 rosiku, CTePUIbHNUM sterile
LWnpuu, 3-komnoHeHTHUA, 30 ma (ml), LUER Syringe, 3-PCS, 30 mL, LUER LOCK, latex-free,
11 | SY-3P17 < .
LOCK, 6e3 naTekcy, 6e3 rosiku, crepuibHuUM sterile
Wnpwu, 3-komnoHeHTHUiA, 30 ma (ml), Syringe, 3-PCS, 30 mL, LUER, Ecc, latex-free,
12 | SY-3P18 | eKcuUeHTpUUHUiA po3'em, LUER, 6e3 natekcy, 6e3 sterile
roIk1, CTepPUNbHUM
13| sy-3p19 LWnpuu, 3-komnoHeHTHUIA, 50 mn (ml), LUER, 6e3 | Syringe, 3-PCS, 50 mL, LUER, latex-free,
nartekcy, 6e3 rosiku, ctepuabHNUin sterile
Wnpwuu, 3-komnoHeHTHUIA, 50 ma (ml), LUER Syringe, 3-PCS, 50 mL, LUER LOCK, latex-free,
14 | SY-3P20 . .
LOCK, 6e3 naTekcy, 6e3 rosiku, cTepuabHuUM sterile
Wnpuu, 3-koMnoHeHTHUI, 50 ma (ml), Syringe, 3-PCS, 50 mL, LUER, Ecc, latex-free,
15 | SY-3P21 | eKcueHTpUYHMI po3'em, LUER, 6e3 natekcy, 6e3 sterile
ro/IK1, CTePUNbHUMN
LWnpwuu, 3-komnoHeHTHKUiA, 50/60 ma (ml), Syringe, 3-PCS, 50/60 ml, catheter tip, latex-
16 | SY-3P22 | KaTeTep Tun, 6e3 natekcy, 6e3 ronku, free, sterile
CTEPUNBHUI
LWnpwu, 3-komrnoHeHTHKUi1, 50/60 ma (ml), Syringe, 3-PCS, 50/60 ml, catheter tip with
17 | SY-3P23 | kartetep Tvn 3 LUER agantepom, 6e3 natekcy, 6e3 | LUER Adapter, latex-free, sterile
rOJIKU, CTEPUJIbHUI
LWnpwu, 3-komnoHeHTHKit, 100 mn (ml), katetep | Syringe, 3-PCS, 100 ml, catheter tip with
18 | SY-3P24 | tun 3 LUER aganTtepom, 6e3 natekcy, 6e3 rosiku, LUER Adapter, latex-free, sterile

CTEPUNBHUM
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Wnpuu, 3-komnoHeHTHUIA, 1 ma (ml), LUER, 6e3

Syringe, 3-PCS, 1 ml, LUER, sterile

19 SY-3L01 o
FO/IKK, CTEPUSIbHUIA
20 | sy-3L03 Wnpwu, 3-KOMI‘IOH“eHTHMf/'I, 2 mn (ml), LUER, 6e3 Syringe, 3-PCS, 2 ml, LUER, sterile
rO/IKK1, CTePUNbHUI
Wnpwuu, 3-koMNoHeHTHUI, Sma (ml), Syringe, 3-PCS, 5 ml, LUER, Ecc, sterile
21 | SY-3LO9 | ekcueHTpuYHMI po3'em, LUER, 6e3 rosku,
CTEepPUIbHUM
LWnpwuu, 3-koMnoHeHTHWI, 10mn (ml), Syringe, 3-PCS, 10 ml, LUER, Ecc, sterile
22 | SY-3L12 | ekcueHTpuUYHKUI po3'em, LUER, 6e3 rosikuy,
CTEPUSIbHU
LWnpwuu, 3-KOMNOHEHTHMIK, 20mA (ml), Syringe, 3-PCS, 20 ml, LUER, Ecc, sterile
23 | SY-3L15 | ekcueHTpuYHUI po3'em, LUER, 6e3 rosku,
CTEePUIbHUI
2 | Sy-3116 Wnpwuy, 3—KOMI‘IOHveHTHVII71, 30 mn (ml), LUER, 6e3 Syringe, 3-PCS, 30 mL, LUER, sterile
rOIKK1, CTePUbHNUNIA
25 | sy-3117 Wnpuu, 3-komnoHeHTHUIA, 30 ma (ml), LUER LOCK, | Syringe, 3-PCS, 30 mL, LUER LOCK, sterile
6e3 ronku, cTepunbHUM
LWnpwuy, 3-koMnNoHeHTHMK, 30 ma (ml), Syringe, 3-PCS, 30 mL, LUER, Ecc, sterile
26 | SY-3L18 | ekcueHTpuuHUM po3'em, LUER, 6e3 rosku,
CTEPUSIbHUI
27 | sy-3L10 Wnpwu, 3-KOMI‘IOHVGHTHMI71, 50 mn (ml), LUER, 6e3 Syringe, 3-PCS, 50 mL, LUER, sterile
rO/IKK, CTePUbHNUNIA
28 | sy-3120 Wnpuu, 3-komnoHeHTHUIA, 50 mn (ml), LUER LOCK, | Syringe, 3-PCS, 50 mL, LUER LOCK, sterile
6e3 rosiku, CTepUIbHUM
LWnpuu, 3-KoMNOHeHTHUIA, 50 ma (ml), Syringe, 3-PCS, 50 mL, LUER, Ecc, sterile
29 | SY-3L21 | eKcuUeHTpUYHUM po3'em, LUER, 6e3 rosiku,
CTEepPUIbHUM
20| sy-3122 LWnpwuu, 3-komnoHeHTHKIA, 50/60 mn (ml), katetep | Syringe, 3-PCS, 50/60 ml, catheter tip, sterile
TIM, 6€3 ronKu, CTepPUNbHNUM
LWnpwuu, 3-komnoHeHTHKIA, 50/60 mn (ml), katetep | Syringe, 3-PCS, 50/60 ml, catheter tip with
31| SY-3L23 o .
Tvn 3 LUER apantepom, 6€3 rosiku, CTepunbHnia LUER adapter, sterile
22 | sy-3124 Wnpuw, 3-komnoHeHTHUI, 100 mna (ml), KaTeTep Syringe, 3-PCS, 100 ml, catheter tip with

Ra0Tepom, 6e3 rosiku, CTepubHUMA

LUER adapter, sterile
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