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cERTlFlcATE оF ANALYSIS

REPORT NO ; R10019

-оТ NO - EXP|RY : ,10019

ЭRОDUСТ NAME : VACUUM BLOOD COLLECT|ON TUBE
)RODUCT TYPE : '13Х100 - gNC SoDlUM C|TRATE 4,5ML-3,8%

]EFERENCE NO :81282

REPORT DATE ,04j22о2з
STERlLlZATloN DATE ..2023-12

EXP|RY DATE :2024-12

LOT SIZE (N) ; 20,000 Pcs.

# SAMPLES : 100 Pcs.
PHYSICAL TESTS STANDARDS TEST METHOD LlMlTS RESULTS

NЛаtеriаl EN 6710 EN 6710 Medical РЕТ, gasket апd (РЕ)
tup сар рЕт - рЕ

эlеапliпеss EN 6710 EN 6710
Frее frоm paгticles апd
ехtrапеочs mаttеr

Frее frоm partic|es and
extraneous matter

\рреагапсе EN 6710 EN 6710 No sharp edge bulge and Ьurr Complied

Тrапsраrепсу EN 6710 EN 6710
Тrапsраrепt under UV light оr
dayliqht Тrапsраrепt

Nominal Liquid Capacity EN 6710 т.кк. 95
Between 90% - 110% of поmiпаl
capacitv Complied

Scale and Filling Liпе EN 6710 т.кк. 95 +1-o/o10 of filling line CompIied

Diameter and Length of Tube AYSET т.кк,87 1 2,40(+/_0,1 )х1 00, 1 0(+д0, 1 )mm 12,80 х 100,06mm
)iаmеtеr and Length of Сар AYSET т.кк.87 1 6,00(+Д0,1 )Х1 8,60 (+Д0,1 )mm 16,04 х 18,60mm
Эар EN 6710 т.кк.96 No сар loose No loose

-eakage EN 6710 т,кк.96 No leakage No leakage

ReSiStance EN 6710 т,кк. в4, т,кк. 95
VE т.кк. 96

No visual defect No visual defect

Сrасk Test AYSET T.KK.1,11 No Crack No Сrасk
Centrifuge EN 6710 т.кк. 84 No еrrоr at 3000 rрm No еrrоr
Additive Quantity EN 6710 т,кк. 104 Еrоm 90% to,t00% Complied

Цаrmопу Between Parts EN 6710, AYSET т.кк. 97 ЭоmраtiЬlе 0ompatible

-abel lпfоrmаtiоп and Additive
_etter Coding EN 6710, AYSET т.кк.,102 Complied with Table-1 Эоmрliеd

-abel stickiness EN 6710, АYSЕт т.кк. 102
Label should stick fully and по
peelinq off Эоmрliеd

r/acuum control EN 6710, AYSET т.кк.103 Available часччm according to
the product tчре Эоmрliеd

BloLoGlcAL TESTS STANDARDS TEST METHOD LlMlTS RESULTS
Sterility Test EN lso 111з7-2 EN lso 11137-2 Sterile (with radiation) Stеrilе

REMARKS : Validation check before test is acceptable and results аrе within limits.
RESULT ] Products аrе аррrорriаtе fоr delivery.
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