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Bupo6HMUK:

Megainpim F6X
[oHHepcbepraer 1

67059 NoagircxadeH
HimeyunHa
YnoBHOBa)XeHWii NpeAcTaBHUK B YKPaiHi:
TOB "ASUMYT"

08621 KuiscbKa obnactb
BacunbKiBCbKUI paioH
ceno [aHuniska

By/iMuA BnarosiweHcbka 88

YKpaiHa
Bupi6:
Momna mikpoiHdysiiHa 04HOpPa30Ba, CTePU/IbHA
(ous. JJooamox 1 onst pisHux munig)
Knacudikauis:
Knac lla (Mywkt 15, [dogatok 2, TexHiuHOro
pernameHTy oo MeaUYHNX BMpPODIB,

3aTBepaXeHoro [ocraHoBoto KabiHety MiHicTpis
YKpaiHun N2753 Bia, 2 skoBTHA 2013 poky.)

Mpoueaypa ouiHkM BignosigHocTi Ao TexHiuyHoro
pernameHty won0 MeAUNYHUX BMpobiB
3aTBepayeHoro MocraHosow KabiHery MiHicTpis
YKpainm Ne 753 Big, 2 »xoBTHA 2013 poKy:

LJopaTtok Ne6 «MOPAOOK 3abe3neyeHHs
GYHKLOHYBaHHA CUCTEMM YNPaBAiHHA AKICTIO Nig, Yac
BUMPOBHULITBA MeAUYHUX BUPODiB»

Homep ceptudikara BignosigHocTi:
Ne R6M 276 224 B4 Bip, 06.01.2026

Mpu3HayeHU opraH 3 OUiHKK BiANOBIAHOCTI Ta Oro

DECLARATION OF CONFORMITY
Ne 06-24-MDP Version 4 of 06.01.2026

P

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 pump, 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 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

iaeHTUdiKaLiliHUiA KoA:
TOB «YKpaiHCbKuit HaykoBuit IHCTUTYT CepTudikauii,

UA.TR.137
@ UA.TR.137

Meainpim TM6X aeKknapye BUKOHaHHA OCHOBHWUX BUMOT
WoA0 MeauuyHoro Bupoby, 3rigHo  [Jopatky 1
TexHiYHOro pernameHTy LWOAO0 MeauyvHuX BuUpoGIB,
3aTBepaykeHoro MoctaHoBoto  KabiHeTy  MiHicTpis
praIHM Ne 753 Bif, 2 YKOBTHA 2013 p. Mep,wanM rm6X

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 N2753 on 2
October 2013 Medlprlm GmbH is fully responsible for the
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Place of issue: Ludwigshafen am Rhei
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gmbh
S

A GmbH /

am Rheir
Techn geZmI um Ludw QS"WP

[aTa i nianuc ypesHoBaxe
Date and signature of A

I eHepanbMpeKmop Medtn}wvn w@gmnmm E??ﬂll}é(

¢ 62 00
CEO Mediprim GmbH, Natali Je/lm%o 53119
- /



Jeknapauia npo BiagnoBiAHICTb
No. 06-24-MDP Bepcis 4 8i0 06.01.2026 p.
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mediprim

DopaTok 1 Annex 1
No Howmep 3a HasBa MequuHOro BHpoOy Ha YKpaiHCbKiii HasBa menuuHoro Bupo0y Ha
KaTaja0rom MOBI aHrjiicbKiii MoOBI
Catalog number Name of medical device in Ukrainian Name of medical device in English
Momna mikpoiHdysiiHa 275 mna (ml), Infusion pump 275 ml, sterile, DEHP-
1. IS-1P40_7 ctepunbHa, 6e3 dpranaris, 6e3 natekcy, free, latex-free, flow rate 4 mi/h
WBMAKICTb noToKy 4 ma/rog (ml/h) NIAnpim | LIAprim
Momna mikpoiHdysiiHa 275 mn (ml), Infusion pump 275 ml, sterile, DEHP-
2. IS-IP41_7 cTepunbHa, 6e3 dranaris, 6e3 natekcy, free, latex-free, flow rate 5 mi/h
WBMAKicTb noToky 5 ma/rog (ml/h) lAnpim | LIAprim
Momna MikpoiHdysiitHa 275 mn (ml), Infusion pump 275 ml, sterile, DEHP-
3. IS-1P44_7 cTepunbHa, 6e3 pranaris, 6e3 natexcy, free, latex-free, flow rate 10 ml/h
WwBMAKicTb noToky 10 ma/rog (ml/h) J1lAnpim | LIAprim
Momna mikpoiHoysiliHa o6'emom 275 mn Infusion pump 275 ml, sterile, DEHP-
(ml), crepunbHa, 6e3 dranaris, 6es natekcy, | free, latex-free, flow rate 2/4/6/8ml/h,
4, IS-IP152_7 | 3 perynboBaHOIO WBMAKICTIO NOTOKY 2/4/6/8 | PCA Bolus 1ml/15min

ma/roa, (ml/h), 3 6ontocom 1mn/15xs
(1ml/15min) NTIAnpim

LIAprim

5. IS-1IP388_7

Momna mikpoiHdy3siiHa 06'emom 100 mn
(ml), crepunbHa, 6e3 ¢pTanaris, 6e3 narekcy,
3 pery/IbOBaHOI0 LWBMAKICTIO NOTOKY 2/4/6/8
ma/rog, (ml/h) NAnpim

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 2/4/6/8ml/h
LIAprim

6. IS-1P404_7

Momna mikpoiHdysiHa o6'emom 275 mn
(ml), crepunbHa, 6e3 dpranartis, 6e3 narekcy,
3 pery/ib0BaHO0 LWBUAKICTIO NOTOKY
4/6/8/10 mn/rog, (ml/h) NIAnpim

Infusion pump 275 ml, sterile, DEHP-
free, latex-free, flow rate 4/6/8/10ml/h
LIAprim

7. IS-1IP722_7

Momna mikpoiHdy3iiHa 06'emom 100 mn
(ml), crepunbHa, 6e3 dranaris, 6e3 narekcy,
3 pery/IboBaHOI0 LWBMAKICTIO NOTOKY 2/4/6/8
ma/roa, (ml/h), 3 6ontocom 0,5mn/10x8
(0,5ml/10min) NNIAnpim

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 2/4/6/8ml/h,
PCA Bolus 0,5ml/10min

LIAprim

8. IS-IP724_7

Momna mikpoiHoysiiHa o6'emom 100 mn
(ml), ctepunbHa, 6e3 dpTanaris, 6e3 narekcy,
3 pery/boBaHOK0 WBMAKICTIO NOTOKY 2/4/6/8
ma/rog (ml/h), 3 6ontocom 1mn/10x8
(1ml/10min) NAnpim

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 2/4/6/8ml/h,
PCA Bolus 1ml/10min

LIAprim

9. IS-IP726_7

Momna mikpoiHoysiiiHa 06'emom 100 mn
(ml), crepunbHa, 6e3 dranaris, 6e3 narekcy,
3 perynboBaHoOI0 WBUAKICTIO NOTOKY 2/4/6/8
mn/rog (ml/h), 3 6ontocom 2mn/10xs
(2ml/10min) NIAnpim

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 2/4/6/8ml/h,
PCA Bolus 2ml/10min

LIAprim

10.| IS-IP728_7

Momna mikpoiHdysiiHa 06'emom 100 mn
(ml), crepunbHa, 6e3 pranatis, 6e3 natekcy,
3 pery1b0BaHO0 WBUAKICTIO MOTOKY
4/6/8/10 mn/rog (ml/h), 3 6ontocom
0,5Mn/10x8 (0,5mI/10min) JTIAnpim

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 4/6/8/10ml/h,
PCA Bolus 0,5ml/10min

LIAprim

Momna mikpoiHoysiiHa o6'emom 100 mn
(ml), ctepunbHa, 6e3 ¢pranaris, 6e3 narekcy,
3 pery/bOBaHOIO LWBMUAKICTIO MOTOKY
4/6/8/10 mn/roa (ml/h), 3 6ontocom
1mn/10x8 (1ml/10min) JUARPTM

Infusion pump 100 ml, sterﬂ/,d}g. P

free, latex-free, flow rate 4@{&[@ ‘ I/h,
PCA Bolus 1m|/10m|n p“u fm »
LIAprim e |
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Momna MikpoiHdysiliHa 06'emom 100 mn
(ml), ctepunbHa, 6e3 ¢pTanartis, 6e3 natexcy,

Infusion pump 100 ml, sterile, DEHP-
free, latex-free, flow rate 4/6/8/10ml/h,

12.| IS-IP732_7 | 3 perynb0BaHOIO WBUAKICTIO NOTOKY PCA Bolus 2ml/10min

4/6/8/10 mn/roa, (ml/h), 3 6ontocom LIAprim

2mn/10x8 (2ml/10min) NNIAnpim

Momna MiKpoiHoy3iiiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), crepunbHa, 6e3 dranaris, 6e3 natekcy, | free, latex-free, flow rate 2/4/6/8ml/h,
13.| 1S-IP814_7 | 3 perynboBaHOI0 WBUAKICTIO NOTOKY 2/4/6/8 | PCA Bolus 1ml/10min

mn/rog (ml/h), 3 6ontocom 1mn/10xs LIAprim

(1ml/10min) NTIAnpim

Momna mikpoiHdy3iiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), cTepunbHa, 6e3 ¢ptanaris, 6e3 natekcy, | free, latex-free, flow rate 2/4/6/8ml/h,
14.| 1S-IP815_7 | 3 perynboBaHoo WBMAKICTIO NoToKy 2/4/6/8 | PCA Bolus 2ml/10min

mn/rog (ml/h), 3 6ontocom 2mn/10xs LIAprim

(2ml/10min) STIAnpim

Momna mikpoiHdy3iiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), cTepunbHa, 6e3 pranaris, 6e3 natekcy, | free, latex-free, flow rate 2/4/6/8ml/h,
15.| 1S-IP816_7 | 3 perynbosaHolo WBKAKICTIO NOTOKY 2/4/6/8 | PCA Bolus 2ml/15min

ma/rog, (ml/h), 3 6ontocom 2mn/15xs LIAprim

(2ml/15min) lAnpim

Momna mikpoiHoysiiHa o6'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), cTepunbHa, 6e3 dpranaris, 6e3 natekcy, | free, latex-free, flow rate 4/6/8/10ml/h,
16.| IS-IP819_7 | 3 perynboBaHOO WBUAKICTIO MOTOKY PCA Bolus 1ml/10min

4/6/8/10 mn/roa (ml/h), 3 6ontocom LIAprim

1mn/10x8 (1ml/10min) IIAnpim

Momna mikpoiHdy3iiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), ctepunbHa, 6e3 ¢pranaris, 6e3 natekcy, | free, latex-free, flow rate 4/6/8/10ml/h,
17.| 1S-IP820_7 | 3 perynboBaHOO WBUAKICTIO MOTOKY PCA Bolus 1ml/15min

4/6/8/10 mn/rog (ml/h), 3 6ontocom LIAprim

1mn/15x8 (1ml/15min) JIIAnpim

Momna MmikpoiHdy3iHa o6'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), cTepunbHa, 6e3 dranaris, 6e3 natekcy, | free, latex-free, flow rate 4/6/8/10ml/h,
18.| IS-IP821_7 | 3 perynboBaHO WBUAKICTIO NOTOKY PCA Bolus 2ml/10min

4/6/8/10 mn/roa (ml/h), 3 6ontocom LIAprim

2mn/10x8 (2ml/10min) NIIAnpim

Momna mikpoiHdysiiitHa 06'emom 275 mA Infusion pump 275 ml, sterile, DEHP-

(ml), crepunbHa, 6e3 dranaris, 6e3 natekcy, | free, latex-free, flow rate 4/6/8/10ml/h,
19.| IS-IP822_7 | 3 perynboBaHO0 WBUAKICTIO NOTOKY PCA Bolus 2ml/15min

4/6/8/10 mn/roa (ml/h), 3 6ontocom LIAprim

2mn/15x8 (2ml/15min) TIAnpim

Momna mikpoiHdy3iiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), ctepunbHa, 6e3 ¢pranaris, 6e3 natekcy, | free, latex-free, flow rate
20.| IS-IP825_7 | 3 pery/iboBaHO LUBUAKICTIO MOTOKY 6/8/10/12ml/h, PCA Bolus 1ml/10min

6/8/10/12 mn/rog, (ml/h), 3 6ontocom LIAprim

1mn/10x8 (1ml/10min) NIANpim

Momna MikpoiHdy3iiiHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-

(ml), cTepunbHa, 6e3 dranatis, 6e3 narekcy, free, latex-free, flow rate
21.| IS-IP826_7 | 3 perynbOBaHOO WBUAKICTIO NOTOKY 6/8/10/12ml/h, PCA Bolus 1911/4

6/8/10/12 mn/rog (mi/h), 3 6ontocom
1mn/15x8 (1ml/15min) J1IAnpim
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LIAprim

Momna mMikpoiHdy3iiiHa 06'emom 275 mn
(ml), crepunbHa, 6e3 pranatis, 6e3 nartekcy,
3 peryNboBaHOHo LBUAKICTIO NOTOKY
6/8/10/12 mn/rog (ml/h), 3 6ontocom

2mn/10x8 (2ml/10min) NAnpim—"_ _

Infusion pump 275 ml sterileyBEHPM
free, latex-free, rovY rate

6/8/10/12ml/h, PCA Bommﬂmmwb
LIAprim
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Momna MiKpoiHdysiliHa 06'emom 275 mn Infusion pump 275 ml, sterile, DEHP-
(ml), ctepunbHa, 6e3 dTanaris, 6e3 natekcy, | free, latex-free, flow rate
23.| IS-IP828_7 | 3 perynboBaHOO LWBUAKICTIO MOTOKY 6/8/10/12ml/h, PCA Bolus 2ml/15min
6/8/10/12 mn/roa (ml/h), 3 6ontocom LIAprim
2mn/15x8 (2ml/15min) J1IAnNpim
Momna MmikpoiHdysiliHa 06'emom 275 mn Infusion pump 275 ml, for
(ml), cBiTNO3axucHa, cTepubHa, 6e3 photosensitive solutions, sterile, DEHP-
24.| IS-PP40_7 . .
¢dTanartis, 6€3 naTekcy, WBMAKICTb NOTOKY 4 free, latex-free, flow rate 4 ml/h
ma/rog (ml/h) NTIAnpim LIAprim
Momna MikpoiHoysiliHa 06'emom 275 mn Infusion pump 275 ml, for
(ml), cBiTno3axucHa, ctepunbHa, bes photosensitive solutions, sterile, DEHP-
25.| IS-PP41_7 . .
- ¢dTanaris, 6e3 natekcy, WBMUAKICTb NOTOKY 5 free, latex-free, flow rate 5 ml/h
ma/rog (ml/h) NNIAnpim LIAprim
Momna MikpoiHoysiliHa 06'emom 275 mn Infusion pump 275 ml, for
%6 IS-PPa4 7 (ml), cBiTno3axucHa, ctepunbHa, be3 photosensitive solutions, sterile, DEHP-
' - ¢ranatis, 6e3 natekcy, wWenAakictb notoky 10 | free, latex-free, flow rate 10 ml/h
mn/rog (ml/h) NAnpim LIAprim
Momna mikpoiHdy3iiHa 06'emom 100 mn Infusion pump 100 ml, for
(ml), cBiTno3axucHa, ctepunbHa, 6es photosensitive solutions, sterile, DEHP-
27.| 1S-PP388_7 | ¢ranaris, 6e3 nateKkcy,3 pery/sboBaHo free, latex-free, flow rate 2/4/6/8ml/h
WBKAKICTIO NoToKy 2/4/6/8 mn/rop, (ml/h) LIAprim
JIIAnpim
Momna mikpoiHdy3siiHa 06'emom 275 mn Infusion pump 275 ml, for
(ml), cBiTno3axucHa, ctepunbHa, bes photosensitive solutions, sterile, DEHP-
28.| 1S-PP404_7 | ¢ranaris, 6e3 naTeKcy, 3 pery/siboBaHoto free, latex-free, flow rate 4/6/8/10ml/h
WBWAKICTIO NOTOKY 4/6/8/10 ma/roa (ml/h) LIAprim

gmbh

wGmbH, Natali Jellinek—
Mediprim GmbH

TechnologieZentrum Ludwigshafen am Rhein
Donnershergweg 1

\ en am Rhein
Tel +
\

. Fax +49 621 59 53 119
~




