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CEPTUDIKAT SIKOCTI Ne DS21/671
QUALITY CERTIFICATE No. DS21/671

F-803-02

Hazga: IHnpun iv’exuiitnuii ogopasororo BHKOPHCTAHES, AYED Cin
“"MEDICARE”, 5 yu (TproxkoMmonesTHEN. 3 romcoio 0.7 x 38 MM)
Name: Disposable injection syringe, luer slip "MEDICARE", 5 mi (3-part, with needle
0,7 x 38 mm)
Haprus/LOT; 21495134
KinbrieTs/ Quantity: 179 200 urr. /pes
Bara supoby Ges ronmkn: 42T
Product weight without needle;
Jlara BATOTOBRREHHS: 2021-12
Manufacturing date:
Tepmin npugarnocri: 2026-11
Expiry date:
Craupapr: ISO 7886-1
Hokazmur Bimorn Peavasrar
Indicator Reguirements Result
Tosepxus nmpuua mac GyTH YHCTOR Ta He TOBHHHA MICTHTH . .
1. YUncrora . Bignmosijae
Gl CTOPOHHIX YaCTOK

The syringe surface shell be free from particles and extrancous matter

Complies

2. Kucnorricrs ta
JIYXKHICTE
Acidity and alkalinity

Pisrung pH konrpornsroro ta sunpobysanoro PO3YHHY HE MOBHHHA
nepesuinysary 1.0
The margin of PH scale for testing solution and reference solution shall be no meore than 1.0

Binnosinae
Complies

3. Meram o

Byict ceuno, onosa, uuHKy Ta 3amiza Mae 6yTH < SMIVIL, a KaaMilo

. Binrosinae
eKCTParyioThes — 0. 1M1 Complies
Lixtractable metals Lead. tin, zinc and iron content should be < Sme /I: eadmium should be less than 0, Img/l
0, ik He nopuaHa Gy1u nomMiTha, KiTBKICTb He NOBHHHA MCPeBHILYBATH Binmnosinae
Lubricant 0,25 mr na (:;\,}2 o Complies

Should not be noticeable, the amount should not exceed 0.25 mp/fem2
5 MeHnuie noI0BHHH IpafyHoBaHOT MICTKOCTI: 2,02 Mmn

-Honycku H& | [ ess than half of nominal capacity Bi S

ol ) SIHOBIAC
4 el ¢ a4 1,885 ~2,115 ma (ml) St
MICTKICTh e " Complies
lolerance on graduated ITonosusa ato Ginbiue nonosuny rpanyfoBaHol MiCTKOCTI: 4,10 Mn
capacity ¥ s 9 - Al z P o 2 .

Equal to or greater than half nominal capacity: Bisnosinae

3,840 —~ 4,16 Mt (ml)

Complies

6. Mepranit npoctip

He Ginswe 0.075 mn

80,052 Mmn

Dead space Should not exceed 0,073 ml Bianosinae

Complies
7. J1oBKuna 1Kamm 45,76 v
J0 MO3HAYKYU He mMenie 44 nvm Bixnosinae
HOMIHANBLHOIO Not Icss than 44 mm Complies
00’emy

Overall length of seale to

/g)f. Ler /D24

Ay oy og 02

Q/%—y‘/ .




nominal capacity mark

8. I'pajyiionana

[IxKana
Graduated scale

JIinii moniny wixanu nopuiHi 6yTu 0aHAKOBOT TOBUIMHH, BOHH TOBHHII
JIEHATH B OJHIH INOMHH] T NPAMEM KYTOM JI0 0Ci maniepy. Jlinii
NOALTY IIKaK OBHHII PO3MIIATHCH Ha OTHAKORIH Bijicrani ouHa Bif
OHO1. JIoBKMHA KOPOTKHX Tl 1107117y MIKAIH MOBHMEA 10 PIBHIOBATH
HPHOIM3HO NONOBHHI JOBKHIH JIOBIHX JiHIH,

Graduation lines shall be of uniform thickness: they shall lie in planes al right angles to the
axis of the barrel. Graduation Jines shall be spaced at the cqual distance between each other.

The length of the short graduation lines of the scale shall be approximately half the length of

the long lines,

Binnosinac
Complics

9. Burik nositps
Air leakage

pr tucky Hmxue arvocdepnoro (88 kila) ne noBunen BHHEKATH
BHTIK OBITPS Ta OKA3HHK MAHOMETPA HE OBMHEH Majari IPOTSIOM
60 cex

No air leakage should occur al pressure below atmospheric (88 kPa) and the pressure gauge
should not fall for 60 scconds

Binnosinae
Complics

10. Barix pigunu
Liquid leakage

Hpu mammmmkosomy ocbosomy THCKY Ta TpHKIa/ieHoMy O0KOBOMY
3YCHIUTIO HC ITOBHHHO 6}*’TH BHTOKY Pif[HHH
With excess axial pressure and fateral foree applied, there should be no liquid leakage

Binnosinae
Complics

11. Tonka

BYCHILIS HAa PO3PHB TOJIOBKH TOIKH 3 TpyOKoo He Menue 40 H
The union of the hub and needle tube shall not be broken by the minimum force of 40 N

182,03 H

Honycx wa muny ot 35,5 mm 10 39.5 M

37,01 - 38,33

Needle Length tolerance from 35.5 mm to 39.5 mm MM
HosunHna Bimnosizary sumoram 1SO 7864 Binnosinae
Should meet the requirements of 1ISQ 7864 Complies

12. CrepunbHicTs Bupi6 Mae Oytu crepusnpaum Binnosizae

Sterility The device should be sterile __Complies

13. bakrepianbui - : ; )

, P He Ginbine 20 ME/pupi6 Bianosinae
€HAOTOKCHHH

Bacterial endotoxing

No more than 20 ME/device

Complies

14, Himicnicts
IHJIHBIYalbHOTO

: [HAMBIlyasibHe TaKyBaHHs MOBHHHO OyTH minicHM Binnosinae
HaKyBaHHA Individual package should be integral Complics
Individual package
inteerity

_ 0,270
15. 3asmrmxoBra
KIJIBKICTE €THIICHY He Giabure 4 Mr/supi6 MI/BHPIO
OKCHILY No more than 4 mg/device
Residual Ethylene Oxide Bimosinae
..... Complies
16. MapkyBanms Hosunuo simosinara HJ| Binnoginae

Marking

Should comply with regulatory documentation

Complies

BHCHOBOK: supif eionosidac eumozay cmand

ionosidace eusozam emandapmy EN ISO 11135 pet Ui P W
CONCLUSION: the device meets the requivements of the standard 1SO 7¢;ﬁ -1220d W}iﬁm_‘;}mws&' meets the requivements of standard EN
) : o :'4 X
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