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CEPTHDIKAT AKOCTI Na DS22/045
QUALITY CERTIFICATE No. DS22/045

Hazga: Intpun iv’ exuiliaui OAHOPA30BOTO BUKOPHCTAHHS CTEPMIILHHEIA, Jyep
Cain, “Umedo Group”, 2 M (TPBOXKOMITOHEHTHHUH, 3 FoNKoi0 23G x 17
(0,6.x 25 Mm))
Name: Sterile hypodermic single use syringe, Luer Slip "Usnedo Group"”, 2 ml (3-part,
with needle 23G x 1" (0,6 x 25 mm))
[Maprus/LOT: 22033122
KiitekicTs/ Quentity: 201 600 wr. /pcs
Bara Bupo6y Ges romar: 32
Product weight without necdle:
Hara BUrOTOBNCHHS: 2022-01
Manufacturing date:
Tepmin npunarnocri; 2026-12
Expiry date:
Cranpapr: ISO 7886-1
IToxasmnk Bumorn Pesyabrar |
Indicator Requirements Result
BEPXH M YHCTO HE IIOBHH ICTHTH . .
1. Ynerora H.O SPXHil IIpHTa Mae GyTH YHCTORO Ta HA Mic Bizmonizae
Cilcanliness ,Cj] Opolﬁﬁlx “9acToK ) Complies
Fhe syringe surface sheil be free from particles and extrancous matter
2. Kucnoruicts Ta Pisanius pH xonrponsHore Ta BANpPOGYBaHOTO POYUAY He OBUNHA Biznosinae
AYKHiCTE nepesnulysary 1,0 Complics
Acidity and alkalinity ‘the margin of PH scale for lesting solution and reference solution shall be no more than 1,0
3. Metamu mo Buier canuo, onona, UHHKY Ta 3a7i3a Mae 6yTH < SMI/m, a kanMiro Binmosinae
CKCTPAryIoTHCS ~0,lmr/n, Complics
ixtractable metals Lead. 1in. zine and iron content should be < Smg /I; cadinium should be less than 0. 1mp/l
4. 3mazka He noBunna 6ytu HOMITHE, KUIBKICT He OBHHIA NEPEeBHITYBATH Binmosigae
I,a.:hriczm-t ) 0,25 mMr Ha cm2 Complics
Should not be noticeable, the amount should not exceed 0,25 mg/om?
s MesH1e nonosuun rpajpyiosanoi MictkocTi: 0,50 mn
Ip{ilgj?% gg;Hy Ha | | ess than halfof nominal capacity Binriosimae
MICTKICTD 0,460 - 0,540 mn (ml) Complies
Tolerance on graduated IlonoBuna ato Ginkme monoBuAR rpagyHoBasol MicTKoCTi: 1,54 MJt
capacity Equal to or greater than half nominal capacity: Bi HHOBi naec
1,425 - 1,575 mn (ml) Complies
. . . 0,0635 M
6. Meprsuit npocrip | He Ginbue 0,07 ma 30 M
Dead space Should net exceed ¢,07 mi Binnosinae
Complies
7. JIoBXYHa mKanm H 27 27,49 Mm
€ MeHITIe MM ) .
O NMO3HAYKH
A . & Not icss than 27 mm BI,HHOB_J,ELHE
HOMIHANLHOTO Complies
o’ emy
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Overalt lenpth of scale to
neminal capucity mark

8. I'paayiiobana
HKana
Graduated scale

Jlinii nominy mkamu nornsni 6yTH OxHAKOBOT TOBIUMHH, BOHY TOBUHHI
JIEHATH B OJHL INOWMHI Wi OpAMHM KyTOM A0 oci numeapy. Jinii
IORLAY MIKAAH OOBHHHI PO3MIIATHCE Ha OAHAKOBIH BincTani oaHa By

oxnol, JlosxuHa KOPOTKHX finii TOALNY HIKANH IOBHHHA TOPiBHIOBATH Binnosinae
NPpUOAM3HO NOMOBHHI AOBXWEK JOBLUX JTiHiiN, Complies
Graduation lines shalt be of uniform thickness; they shall lic in planes at right angles to the
axis of the barrel. Graduation lines shall be spaced at the equal distance between each other,
The length of the short graduation lines of the scale shall be approximately half the length of
the long lines.
Mpu Trcky wmkue atmocdepuoro (88 k[Ia) ne noemnen BunpxaTH
9. BuTix HOBiTpH BHTIK IIOBITPA Ta IIOKA3HUK MaHOMETPAa HE [IOBUHEH ramatu IIPOTATOM BiILI'IOBi,Hae
Air leakage 60 cex Complies
No air leakage should occur al pressure below atmospheric (88 kPa) and the pressure gauge
should not [ali for 60 seconds
. . . flpu Ha HIIKOBOMY OCBOBOMY THCKY Ta I HKJIARCHOM 60]{OBOM . .
10. Burik pinauu » Pt Han 'y 6 Y THCKY PHICTAREHOMY Y| Bianosizac
Liquid leakage 3YCUILTIO HE TIOBHIHO GYTH BUTOKY PilMHK o Complies
With excess gxial prossure and lateral force applied. there should be no liquid leakage
3yCHILIT HA PO3PHB TONOBKH TONKH 3 TpyOKOIO He Merme 34 H 16327 H
The unien of the hub and needle tube shall not be broken by the minimum force of 34 N i
1. Tonxka Honyck Ha fomxuny Bin 22,5 MM 10 26,5MM 25,11 - 26,18
¢ Needle Length tolerance from 22,5 mm to 26,5mim MM
Hosunna sinnosigara Bumoram ISO 7864 Bimnosinae
! Should meet the requirements of ISO 7864 Complies
*12. CrepuinHicTs Bupi6 mMae OyTH crepunsaumM Binanosinae
b Sterility The device should be sterile Complies
f 13 ; -
' 13, bakTepiannui . - . . .
e p He 6insue 20 ME/supi6 Binnosinae
: CHIOTOKCHHH No mare than 20 MEfdevice Complies
¢ _Bacterial endotoxins
14, LinicuicTn
| HIAHBIyanEHOTo lHpuBinyansHe nakysanug NOBMHEG GyTH MiMiCHHM Binnosinae
: NAKyBaHHA Individual package should be jntegral Complics
- Individual package
; inieprity
: 0,270
- 15, 3aauumkosa
| KUIbKICTE eTHiIeHY He Ginbite 4 mr/aupi6 MT/BHpIO
- OKCHALY No more than 4 mg/device . .
© Residual EBthylene Oxide BIIEHOB-I,IIEIC
: Complies
- 16, Mapkypanus HNosanno pignosigara HJJ Bianosinae
! Murking Should comply with repulatory documentation Complies

BHCHOBOK: 6upi6 @idnosioac sumozam cmaudapmy ISO 7886-

sionoeidac gumozar cmandapmy EN ISO 11135

CONCLUSION: the device meets the requireinents of the standard 150 7886-]
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Head of OC depariment
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