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SHANDONG KANGLILAI MEDICAL APPARATUS CO., LTD.

No.8, Xinchang Road, Changyi City, Weifang, Shandong, China

CERTIFICATE OF ANALYSIS

SHANDONG KANGLILAI MEDICAL APPARATUS CO., LTD.

No.8, Xinchang Road, Changyi City, Weifang, Shandong, China

The output of sodium chloride solution [mass
Transfusion concentration is p (NaCl)=9g/L] within 10 min -
10 Flow Rate 6.10 under 1m hydrostatic head shall not be less than Qualified Pass
1000ml.
When tested according to Chapter A.6 of
Injection 1508536-4, the leakage rate of water shall not e
it Part 6.11 exceed one drop. The injection part shall be placed Qualified Rdss
near the external cone joint.
The end of pipeline shall have a external cone joint
External which meets GB/T1962.1 OR GB/T1962.2. The s
12 Cone Joint 6.12 (Ruhr) locking cone head which meets GB/T 1962.2 Qualified RSy
shall be used preferentially.
The protective jacket of the end of infusion
protective apparatus with needle shall keep bottle stopper
13 tacket 6.13 puncture device, infusion apparatus and injection Qualified Pass
needle sterilized. The protective jacket shall be firm
and easy to remove.
Single The single package shall meet the requirement 9.1 -
14 Package 91 of 1508536-4 Qualified Pass
When tested according to Attachment B.2 of
Reducing 1508536-4, the gross of 0.002mol/L potassium -
15 Matter ad permanganate solution used shall not exceed Qualified Pass
2.0ml.
When tested according to Attachment B.2 of
1508536-4, the color of extract shall not exceed
16 Metal lron 72 standard control solution with mass concentration Qualified Pass
p (pb™)=1 1 g/mL. The content of cadmium shall
not exceed 0.11 ¥ g/mL.
When tested according to Attachment 8.4 of Pass
17 pH Titration 73 1508536-4, any one kind of standard solution Qualified
turned the indicator to gray shall not exceed 1mL.
When tested according to Attachment B.S of Pass
18 Evaporator 7.4 1508536-4, the gross of evaporator shall not exceed | Qualified
Smg.
Abso‘y:ency When tested according to Attachment B.6 of
19 . 7S 1508536-4, the absorbency in Ultra-violet shall not | Qualified Pass
Ultra-violet exceed 0.1
of Extract .
The infusion apparatus and injection needle with
20 Sterility 8.2 fixing tape in single package shall be through Qualified Pass
confirmed sterilization procedure,
When tested according to Attachment C.1 of
21 Pyrogen 8.3 1508536-4, the infusion apparatus shall have no Qualified Pass
. pyrogen.
31 According to GB15811-2001, the fixing tape size
22 Fixing tape NA.2 3.5x7cm, Hot melted glue of not less than | Qualified Pass
a 1.0N/cm, Acrylic acid glue of not less than 2,0N/cm
; 3.1 : -
Air Needle When tested according to Attachment A.5 air filter e
23 with filter ,\"AASS membrane 0.15 -- 0.20 p m Qualified kdss
Conclusion: We concluded that the goods are in conformity with standard no.: ISO8536-4
| Remarks

Name Infusion set (DEHP-Free) specification | 1V-6-3 with metallic spike
iction Batch No. 221106 Batch 1050000pcs
duction Date 2022-11-06 Expire date 2027-11-05
est Quantity 50pcs Test Place Lab of factory
Test Basis 1508536-4 Test Date 20230213 B

Te Standard 5 5 .
est ltem Eliilise Technical Requirement Test Result | Conclusion
Particle The infusion apparatus shallbe manufactured
Pollution 6.1 under the condition of minimum particle pollution | Qualified Pass

and the pollution index shall not exceed 90.
It shall have no gas leakage when blocking one side
of infusion apparatus, dipping into 20°C~30°C -
water and prigsing in the Internal for 15s over Qualified Pass
50kpa barometric pressure.
Leakage 6.2 The air shall not enter the infusion apparatus when
charging distilled water without bubble into
infusion apparatus, connecting to a vacuum unit Qualified Pass
and undertaking -20kpa pressure under the
condition of (23+1)'C and (40+1)C).
Tensile The joint of each part, excluding protective jacket
Strength 6.3 shall be able to undertiaske 15N static tension for Qualified Pass
5 b
Overall ength of 28mm =+ Imm, root outer -
Bottle diameter of 25.6mm=+0.1mm. Quatified Fdss

Stopper 6.4 It shall be able to pierce un-speared bottle plug of

Puncture & fluid container and not easily generate exfoliation Qualified Pass
Device and have handle with length of =20mm for

holding when puncturing.
The pipeline made from PVC DEHP Free shall be
transparent and adequately transparent. The
interface of water and air shall be observed Qualified Pass
Pipeline 6.6 through normal and corrected vision when the
bubble goes through.
The overall length of infusion apparatus shall not =
be fess than 1600mm. Qualified b5
Medical The infusion apparatus shall have a medical filter, s
Filter & diameter shall not be less than 80%. Quiaiified Pass
The drip chamber can continuously observe the
drop. The liquid shall enter the drip when tested
according to GB8368, the depletion rate to Qualified Pass
emulsion particle of 20drops/ml £ 1drop
Orip chamber through dropper in drip chamber.
Chamber Thg distance between top of dropper and exist of
andl drip chamber shall not be less ‘han_40mrn orthe

Dropper 6.8 distance between dropper an_d medical fitter shall

Made from . not be less than 20mm. The distance between wall .

PVC DEHP of drip chamber and end Qf dropper shall not be Qualified Pass

free near 5Smm. Under the condition of (23+2)}'C and
(50110) drop/min speed, the distilied water of 20
drops or 60 drops dropped out from dropper shall
be {1+0.1)ml[(1+0.1)g). DEHP-FREE
The drip chamber shall assist the charging of liquid. | Qualified Pass
The wall thickness of drip chamber shall =0.5mm. | Qualified Pass
The flow regulator can adjust the liquid flow from
, zero to maximum. The flow regula}:ar shal]l be used
Flow continuously and not damage the pipeline in v

Regulator 69 disposable transfusion. When stored with the Qualified Fass

pipeline, the flow regulator shall not generate
adverse reaction, -

Auditor: Wang Lijun




: : ¥ s Km% i
5 . : :8&&&5

st ufaée?.

ao»& DRUHY

FOR s o 9 j i 1 4E50p (0N
. 1 N H AW Wty ,§E nomm:.. ,Eud ol WEOE :&.:..
8w Rﬁ SO A 2 4 uoaaﬁaumo i umur}isa Sd_gzﬁxon Laie

EIDR4270100
BT xe.ﬂﬁﬁﬁ%. Ead

sl g
PRIQRIE

%.Eb._:nnawb«uo h@..togneh
uﬁ .,\o §3 Sagui .w&%ﬂ &

B ﬁ%@

e

m%, HipE NI

ﬁ&&ﬁi,@.

. & W.vm% bO91 of ?_ﬁﬁa YRR R

: Lh40N
4 £z %@&u@ i paity i ; G v?ﬁ%w.
SELREp e Bhj Ea,»?nmmm 1 R
: wOrApad o fr aio; .\v 18} o005 $ ¥ty |
g g : FUN 4o axE L.aS Serunp

AT RS (0]

G0

CESERNLTOR MOT, :
Ao ey OMOEIERISULES TG0 HhiRE, 21, ﬁ@onﬁ
Ay Bey RPERHERC R ot o1z om».Sx 23:.“‘&55 E&? 3
l.l. ,rytv 5 e el 2 wﬁ.u,w...m‘nawmwm REMIO Y ,.ﬁ@e&ﬁ HARBIRI B
3 T 3 WL 12

P ha%mma &Eénn
B OIO0L cwcmomxwoaum ©IE-0 AT TIORON

ﬁﬁ@% ot i AnEOsUIORT))

: mm mm wm @ %ﬁi( 9.,‘,3. o
8 ;wéswwmu.m bk —Eﬁ_& mor&cw .

(1] -“BROVOWY
gy

vuwrw owwﬁwﬁ mm? AT 3%58‘ !

PIEAGTS 5& ma,,mm asmommnommd. ] 4 vuﬁwuul 25» wum memﬁﬁ ajgesodsigy
| gy wenlep eI S away ﬁ.nm: : 3D O BN JOIDEOR, H
JORYEON Qcﬁé@pﬁ \Qc%f.« SRR RISV ) q&xﬁmﬁhﬁ@gmm Eaziﬁxem%m‘ A, iy ;
7 ol &K N o P =t ; ENFOHBLIN] HATIHRIT mymﬁmo “gieg zwrﬁzo.w ...23% i&&
IR X o 25 s = =a = ity 3 &
¢ pMoLEmey 0 : T O - T iagodny

Dl X ;i Sp oo fo s
o Bag H m:nﬂm
m.u.awmumgﬁo ) P,omr:noz ==:$>x2§am. ;
NOLLYEVIond):: - ]
our Y avINaT

: &vm..‘z.q,a_y ‘t\ »Sm.@mﬁﬁ

(o FIIOIND SO ROIPIVIONG) S R :
Emm%mamﬁméﬁ BIHVAVIIY : o

vy
. A
ST oS Ry

j _,.,m, udSQ

d éou«ém 00EgE.

NS00 5 TEABEIY BPHY 3;&5& na@mﬁr




OPIAHS OLIHKW BIANOBIZHDCT o
TOB «YKPATHCHKUIN HAYKOBUW IHCTHTYT CEPTMCD!KAU, l»

04053, m. Kuis, KVADHBCbKVIM \/33!3, 6va. 7, mbic 320
UATR.I16

O CEPTUDIKAT

Tlopsinox  3abesmevenns  yuxmionysauus cmereMu yupapidoms mxicrio mix wac
supolnnuTsa Mexnunmx supobie (Jomarox 6 Texuiygoro pernaMefty MO0 MEIHUHHX
BHPOGIB, 3aTRSPIIKESROrD nocTanoBoko Kabinety Minictpin Vepaiau 8ix 02.10.2013 Ne 753 (1P)

BupoGuuw; Shandong Kanglilai Medical Apparstus Co., Ltd. /
Haneayn Kanrninai Megixan Aanaparyce Ko, Jdra,

Opaauuna No.B, Xinchang Road, Changyi,, City, 261300 Shandong Province,
agpeca: P.R. China / Ne 8 Ciupuan Poyn, Yaw’i Ciri, 216300 nposinuis
Hiansgyn, Kuralicsxa Hapojna PecniyGaixa

BupoGuuui Shandong Kanglilai Medical Apparatus Co., Ltd./

TR H: Hlansnyn Kasrpinait Megixan Annaparye Ko, Jinn,
‘ No.8, Xinchang Road, Changyi City, 261300 Shandong Province,
P.R.China / Ne 8 -Cinupwan Poyx, Yan'i Ciri, 216300 nposimis
IHamsayn, Karalicexa Hapoua Pecnybaixa

Yuosnosamenuit TOB IOpia-gapn»

NPeACTABHNK: 03680, m. Kuis, syn. M. Anocosa’ 10, Ykpaina
' Kox €JIPTIOV 30109129
Bupoﬁﬂ: Onnopazoni uabopu ang indysil.

Opmopazosi uabepu nna Tpanedysil kposl

. liprsuauenndi opram 3 ouimkw sigwosizgocti ToBapucrso 3 ofmexenowo sixnosinansmicrio

«Yxpaincerumit HayRoBMH IMCTHTYT ceprafiraniby (icwrndimanifuui Homep N UATR.ILE)
UIAYBEPIKY€E, INO 3a3uaMeHMM BUpoGHAK BOPOBGMB CHCTEMY VHpAaBIiNES SKICTIO B4 eTanax
BUPOGHAUIYTEA T8 OCTATOYHOT MEPEBIPKN CTOCOBHO 343UATCHHX BHPOGIB 3riHo nysxris 3-7 Jogarka 6 TP
o gra & 08 exToM NeploATUANK HArKEIORAX ayauTis 3ridbo fyixris 8-11 Hogarka 6 TP, [hvi peanizanii
npoayxuii b ta HI xnacy pusuxy HORATROBO Mae 6v T ‘HagsuEi copTudikar nepepipky THNIY 3CiAHO 3
,E{ozxamcom 4 EP

_ Ifizerasa ang suaani
Axr exciieprusy goxymenrraii Ne PR.1399/3-21 rin01.03.2021;
leeﬂﬂﬂ PO BHIAYY ceprudrixara Ne PR.1399/4-21 in 02.03.2021.

Cc.p"rmbim'r MNe PR.1637-21
Hi¥icuuit o «16» wnirun 2024 p.
Bupnanns Ne 1 8ig «02» Gepexns 2021 p,
JBrepme pupano 02.03.2021. . 1
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