DEMOPHORIUS d m
LCOM Limassol 3030, Cyprus e ] OPh or’us
. Re;m
_ , s Leucoeyte reduction filter with '
Produet Desoription | transtusion set Bateh Ne. ’!;36501{}
TypelCode/Ref, | BBF Mig. Daté 2018.05
Sterlle Batch No. §21505141 Exp: Date 2022.04
_ : *Guide to the F’faparaﬁan Useand
‘Batch Qty. 500pes Reference Quality Asstirance of- Btnad .
' Compenents®, 155113541’&{5
Testing ltem Criteria Result
Part I Physical test
e Fliter chamber shall own smooth surfacez keep'clean inside and .
Amgﬁm?“f ; outside, without obvious impurity, weld smooth. Paus. =
L The number of particles shall be notexceed the contamination .
Patitite aifiapinitio index.(s80) St
Sealing function It shall no signis F air leakage. Piss
' The linkage of parts/itiings shall not break under -zsw steadyaxial ;| 42 ror.
A mﬁ"‘ tensionifor 188 nofieR
, itshall be capable'of pierging and penetrating ttwdosuemfa fiuld i
fw:ﬁm?#?ﬁs? container withiout chip. L
The giriniet device sba i'be. provided with & protective capoverthe | pass B
_ Close-plerging device of needle ¥
Alr-inlstdbsion Lo, The Alr-niet device shall betprovided with an air filter _ Pass =
s When the Alr-inlet device is inserted Ato a rigid infusion cortainer, the
air admifted into the container shall not become entrained ir tha. liquid Pass X
 outflow. : B
It should be Transpanent or saﬁkﬁ ently Trarsparent Pass X
Tubing ianerzd amete? 3 ﬁ-i-f-f.! frmm Pass
Outer digmeter szﬁ«iu&%m Pass X
i i The flow regulator shall adjust the flow of the biood components
A between zero and maximum Pass &
ptl Meet the requirement Pass [
Packags £ Meet the requirement Pass [
. Part 11 Ga’emiéai@eaf
e The difference between testing Sﬁiuﬁcn and blank solution.on total. i e
Oxidizable matter. amount of potassium.pérmanganate solution ST Pass B
i Sty usedic;{xmneémﬂ 002mgiiL}! shali not exceed 2.0ml el
ol heavy el Tota heavy metals1 yg iml Pass
AG;@ tyora iﬁm,gimty PH difference betweentesting solition and blank solution $4.5 Pass. [0
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?‘.fs:wﬁnms Limassel 3030, Cyprus demcphorius
; . FEATTHCARE
‘Produst Description | e coek R EEHetEn fiterwith | Baten No. 1905010 |
TypeiCodelRef. BBF Mfg. Date 2010.05
Sterile Batch No. 521905111 Exz. Date 12022.04
| j “Guide to the Preparation, Use amé
Bateh Qty, 500pes : Re'zrence Quality Assurance of Blood
| Components”, 18011354:2010
- Residue on m;:araﬁar& e mgzgﬁmL ' Pass 2
| Uveabe £0.3 wi=in 250nm-320nm Pass (X
| EOvesidue EO resicue s suid less than 1.0mglset Pass X
R Part [I1 Elolr ~ical test
. acterial éndatoxin’ 20EUser Pass @
: ‘ e g-ngupofthe 5iaré%i£e:§ Ric -sicslindicator is negative and finished 5 Pass g

Sterile.

product with

o growth of microbial

Part [V Perio: ~arnge test

p.o . The teumﬁt_e;eidugﬁm filter with _-ansfusior selw.b 0 .o
wiﬂi?}g‘}e m;;uifemems of "Guide to the - -aparation, uso ung !

| Residual white blood celis < x10%junit Pass ¥
Recover rate of RBC (%) 88  Pass ®
Free hemoglobin 300mgiL Pass @
Conclusion: :

Jreher mentioned above has passed the testin accordance
s 1 assurance of blood components "and [S01135-4:2010.
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