Reference No.

Description
Original Market
Size

Mfg Date / Exp Date

Certification

Packing

Total Quantity

Origin

Trade Term

EIL-STK-5681/MED (20220308 -EY)

Disposable Syringes With Needles / Luer Lock Tip /& Only
Germany

Iml/25gx 1"

2021-04-06 / 2024-04-05

EC Certification / ISO 13485:2016 / EC Declaration Of Conformity CE 0197 / SGS Test
Report (ISO 7886-1:2017, ISO 80369-7:2016, 80369-20:2015)

Each Pc With Blister Package, 100Pcs Per Inner Box, 32 Inner Boxes (3,200Pcs) Per Master
Ctn, Ctn GW: 14Kgs, NW: 12.5Kgs, Ctn Meas: 61.5x38x41.5cm

5,000,000Pcs.
Made In China

FOB China
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<WARNINGS / PRECAUTIONS> <INSTRUCTIONS FOR USE>
: * To open blister package : Peel back

» Use immediately after opening the unit package. After use, dispose of properly  toP layer of packaging .
and safely to eliminate risk of infection. .
+» Handle with care to avoid needle sticks.

[PRECAUTIONS]

* Do not resterilize. 41
» Do not use if the unit package or product has been damaged or contaminated.
» Do not use for high pressure injection of contrast media.
*» DO NOT STORE AT EXTREME TEMPERATURE AND HUMIDITY.
AVOID DIRECT SUNLIGHT.

Manufacturer: syii——— ;
'Address:No.1 SuNEEGGEETEEEEE R i—— C hina

ua_\'.\tllﬂ- - e

e






B hina.

bH(Europe)
',Germany




10406

202







e

i
: |
;\ A ikl BT ] ‘ b il g1

' ] a'u:m.ll

| iy

oy —




EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60132306 0001

Report No.: 15096329 002
Manufacturer:

China
Products: Medical Devices

(see attachment for products included)
Expiry Date: 2023-09-10

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Effective Date: 2018-09-11
Date: 2018-09-11
TUV Rheinland LGA Products GmbH - TillystraRe 2 - Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
\ concerning medical devices with the identification number 0197.




TUVRheinland

TUV Rheinland e e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: DD 60132306 0001
Report No.: 15096329 002
Manufacturer:

China
FProducts:

- Byringes for Single Use
- Disposable Hypodermic Needles

Agpects of manufacture concerned with securing and
maintaining sterile conditions:

- Infusion Spikes
- Oral Syringes(with or without Adaptora)

Date: 2018-09-11

'." -, e -
i e |
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Cel'llflca’[e TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.. SX 21138681

Organization:

Scope: Manufacture and Distribution of Syringes for Single Use, Disposable
Hypodermic Needles, Infusion Spikes, Oral Syringes(with or without
Adaptors)

Provision of Sterilization Services for Medical Devices using Ethylene
Oxide Gas in accordance with EN 150 11135:2014

The Cerification Body of TUW Rhemnland LGA Products GmbH carifies that the omanizafion has estgblished and applies a
quality management system for medical devites

Proof has been fumished thal the requirements specified In the sbovemenfioned standard are fulfilled. The gually
management sysiem is sub@ect to yearly survellance  —

/’/-Lﬂﬁf \
Report No.: 244337348-200 / Q%
Effective date: 2021-09-11 ‘] \'|
Expiry date: 2024-09-10 . }
Izzue date: 2021-08-10 /I

TUV Rheinland L
TillystraBe 2 - 90431 Namberg - Germany
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EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:
Corp.

Hamburg,

26

We, the manufacturer, herewith declare that the products
sterile syringes for single use
syringe: 1mL. 2mL., 3mL. 5mL., 10mL. 20mL. 30mL, 50mL., 60mL
needle: 0.3, 0.33. 0.36. 0.4, 0.45, 0.5, 0.55. 0.6, 0.7. 0.8, 0.9, 1.1, 1.2
UMDNS-Code: 13940
meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class Ila according to Annex V of the
Directive 93/42/EEC. It bears the mark

C € o197

The product concerned has been manufactured under a quality management system
according to Annex V of Directive 93/42/EEC.
Compliance of the designated product with the Directive 93/42/EEC has been
assessed and certified by the Notified Body
TUV Rheinland LGA Products GmbH
TillystralRe 2, 90431, Nurnberg, Germany
Certificate No.: DD 60132306 0001
Issue date: 11.09.2018
Expiry date: 10.09.2023
following the procedure relating to the EC Declaration of Conformity set out in Annex
V of Directive 93/42/EEC.
This Declaration of Conformity covers all medical devices as specified in the product

Address:

T

Place date 20.01.2021

T Add:
Mi45:213115 Zip:213115
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Test Report

%45 %5 Report No.: QDHL2103500569MD

F i R — A RS GIFD

Sample Description: DISPOSABLE SYRINGE (WITH NEEDLE)

% 4T fi

S
R
CO.,LTD

Applicant:

w2 Gl ZAER I

Test Type: SUBMITTED BY CLIENT

ARERERANR R (5 5) B
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
o1 k22 W
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Member of the SGS Group (SGS 5A)
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- DISPOSABLE
Sample Description SYRINGE (WITH Color NOT PROVIDED
NEEDLE)
SE A it A5 ik
Received sample j L
quantity/ 100 5 100PCS/ Ly
Type/ L
e 5k Il
B b Bt 681 GRPCS Specifications
Tested sample
e i quantity
FEE R Pt A i gk
20210308
_Sample Lot No. Lot Quantity NOT PROVIDED
information :
7 H AR
20210308 20260307
Manufacture Date Expiration Date
TR 45 A AL (iAo ARAEpL
Material/ Appearance NOT PROVIDED Storage Condition NOT PROVIDED
il 7 R
Manufacturer —
Others
/
HAh

g FREREAMA I
*£ Inpection & Tosting Servces .
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SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Test items

RALHAL A ———————
g [ {2 I-’gl‘
HRE Applicant —
. . Sl W‘ = ; 2
Client F AL Ay Hu:
information v
2021 4£ 03 H 15 HH &
& 5 |4 §
PR | poptse0s a5 H | RERMGWIAM | 20214203 A 31
Samp'%gt‘;"e*‘””g MAR.15,2021 Test Period Date |  MAR.15,2021 TO
MAR.31,2021
R 2 QDHL2103500569MD LoRllBZNY S (RS BN
(TAOHG2101078901)
Kl Sample No. (TAOHG2101078902) Test environment Meet requirement
MER, FRWRAE, WANER G, ZIEARAE, ZEHE, S8, FR
Test e - i
information

General, Limits for acidity or alkalinity, Limits for extractable metals,
Tolerance on graduated capacity, Graduated scale, Barrel, Plunger
stopper/plunger assembly, Nozzle, Performance

A A AR

Testing
Accordance

ISO 7886-1:2017 — Y HEAE I EN 28 &5 1 ¥ 4r: FahEBHE 4k
6.1,6.2,6.3,8,9,10, 11,12, 13

ISO 7886-1:2017 Sterile hypodermic syringes for single use-Part 1;
Syringes for manual use clause 6.1, 6.2, 6.3, 8, 9, 10, 11, 12, 13

SEBRAR AN S5 (7 8 A1 R 2 ]

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.

5 8 T 3k 22 7T
Page 3 of 22
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AR DR PE S B AR DA R, PR LA A R T

K&k e This report only provides the test results and individual judgment, conclusion please see
follow pages.

Test
conclusion o E . 2021 4603 H 31 H

Issue date: MAR.31,2021

Ik BB AL LA R o

Remark The needle part for photo only.

i P, N . -
“1%9 A }_%Q ARG
A VP wmigA: VP HithA
HIY: 2021403 31 H . 2021403 H 31 H Hi: 2021403 31 H

AR A RS (H5) 47 7
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Test Results

W

K0T E LI 2 i 7S PrHEER g R BT 52
Test Items Unit | Test Method Requirement Test Result Assessment
ISO 7886-1:2017 — K IEALFH T ATy 28 1 885y Fahikates
ISO 7886-1:2017 Sterile hypodermic syringes for single use-Part 1: Syringes for manual use
FHIE T A0 0 B IE 22 1E 5
(AL i PR AR,
SRR I B b S
—— WL Ak ) 2 1T 7SR TG
R OREd) 1:5017 (R FHRAN 534 R
Cleanliness / ik 6.1 The surfaces of the No particles and Pass
(General) s syringe that come in extraneous matter
Clause 6.1 contact with injection
fluids during normal use
shall be free from
particles and extraneous
matter.
AR pH 5522
R ISO 7886- PH Z2[V<1.
pH value (Limits | 1:2017 The pH \;alu? of an — s
for acidity or %k 6.2 b e_thac - : Pass
alkalinity) Clauses:2 | Shall be within one unit o

pH of that the control
fluid.

AR A RS (H5) 47 7

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.

Al ek bt

%6 3k 22 7T
Page 6 of 22
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K E -2 0A W75 % PRUEZ SR g % FRIH
Test ltems Unit | Test Method Requirement Test Result Assessment
# (Pb)
Lead Pb) | <O
L
J:I%:n((grr:)) <0.1
WA, &
j“ﬁ f.{%‘ @k (Pb + j ¥ (Zn)
B B B0 SneZn+F 2inG (2 <0.1
(PRI Ge R gl Lo
ISO 7886- Total (Pb + % (Fe) 0.1
9 _— 1:2017 Sn + Iron(Fe) e G
Heavy metals: g/kg %34 6.3 Zn+Fe) Bht (Pb+ Pass
Pb, Zn’ S_n’ Fe, Clause 6.3 Sn+Zn+Fe)
Cd (Limits for <5 Total <01
extractable - )
metals) (sz +an) &
n+Fe
i (Cd) f# (Cd)
Cadmium <0.1 Cadmium <0.05
(Cd) (Cd)
Z PR A 07 A+
INF A FREELE 2
+ (V) 1.5% +HEH 4
FUY 2% @ 0.02mL
"“—h,k)H*é PRk
=2 HEHARRRY£5%: 0.4mL Ik o 2y
I 0.04mL Tolerance on 0.4mL:
R Ak O 2% IS(? 7886- The tolerances on the 0.01 .
Tolerance on 1:2017 ; s
mL e graduated capacity
graduated S 8 sHall bie: 0.8mL 75 hk f25 Pass
capacity Clause 8 less than half nominal | Tolerance on 0.8mL:
capacity: £(1.5% of V + 0.01
2% of expelled volume):
0.02mL
equal to or greater than
half nominal capacity:
+5% of expelled
volume: 0.04mL
BRBR A AN G 5) A B2 ]
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
%7 00 k22 T
Page 7 of 22
Bl RN B s R R oS e ) HCAR € TSGR SRR B R
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R AL hittpadfwww, mfon/Terms-and-Conditions/Terms-e-Dog WO RN N R B A O R R, R
08 A 2 D O OK e T T N A R W R RSOSAE R T P R ILYE MR e
SOSOLRIEE 2 008 eI A O 0 o A I L A R AT B L . AR A A ST, A
tﬂxiﬁs‘iﬂﬁﬁtl- AR Ak AT A RN R T AT IR DR R AT O R e e R Rk

o FEBRERMA IR
&5y Inspection & Trsking Services "

1IN i e S (86 - THS) BA0DT 14 LB CN.Doc
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R E Bfr LR LUpaRS PRUEER o 45 51 BRIH
Test ltems Unit | Test Method Requirement Test Result Assessment
ZI [ FRek Graduated scale
VES A8 R — AN LR
— N AR A bR R, -
o5 L S BR V7 A —MER
b BRAEM: one scale
0.05mL
mL The syringe shall have BeR oy B GG
either only one scale or scale interval: 0.02 Pass
more than one identical I
scales, the unit of kg s
volume shall be marked | The unit of volume: 1.0
on the barrel.
scale interval: £0.05mL
U ,E%ffTJ\iﬁﬂT ﬁ\ """
HEA& ik
TN 1:2017 %EJTJ\WﬂII'oL
Scale %k 9.1 X5 A
i || BEEEE "'Eéiéﬁé"&i?ﬁé‘?ﬁ%‘i?d / Pat
! applicable
capacity, the extended kR
portion shall be
differentiated from the
rest of the scale.
7“ e {r
s LRI ﬁﬁﬁﬁgﬁfﬁg%
51, HNALT- o R 2k . o [j o
- - {_\"_"A Hf . [.e
Tg};ﬁrﬁ]agd;:ii[klli;\ - The thicknesses of the i
/ g ; graduation lines are
shall be of uniform S nifamr. Thov e Pass
thickness. They shalllie | j/ T O ¢ ht”an o
in planes at right angles | P b axf’s ot th%
to the axis of the barrel. —
SARARAE R AR () 41 WL
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
o8 Ul k22 71
Page 8 of 22
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K -2 0A e 7 ik PRUEZ SR LRERPS FRIH
Test ltems Unit | Test Method Requirement Test Result Assessment
IR RRMNETNL | ZIEARRETMLE
BRGNEFRLZ N | BB WA
AN Sk 355 50 1 - B HNIE S 53 -
The graduation lines The graduation lines
/ shall be evenly spaced are evenly spaced (ke
along the longitudinal along the longitudinal Pass
axis between the zero | axis between the zero
graduation line and the | graduation line and the
line for the total line for the total
|___graduated capacity. graduated capacity.
VRS g ORI ELA
W, TSRS | B SR 20 i A
ISO 7886- | MAMMAELY | LRIAEDE 7
bR Ll L FLAFI R 5 - L HARA
Scale 9.1 VR B 25 B2 T 20 Hy The ends of all
Clause 9.1 | . yype e smtog i e g — graduation lines of
e similar length are
When the syringe is vertically beneath "
mm held vertically, the ends each other. Paéls
of all graduation lines of T e
similar length shall be R ZBEA B 24 T
vertically beneath each Short graduation
other. lines length: 2
The lengths of the short N "
graduation lines on F LR DA S
each scale shall be Long graduation lines
approximately half the length: 4
length of the long lines.
SRR AR AR 5 (RF450) 7 ML )
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ARLHERR TEARE | 5 Ermmrny
‘_?J“;E___ ﬂﬁiﬁ*ﬁﬁﬁﬁi?‘ &t Increment between
A WREHEFHIBIIE | graguation lines to be
it 0.1mL numbered: 0.1
The line denoting the
nominal capacity or the IR %o
mL lines denoting the nominal | Tha nominal capacity Pass
capacity and the total line: 1.0
graduated capacity, if these
diﬁer, shall be numbered. )éééﬂ)iﬁ{ﬁiﬁ,ﬁé.
Increment betwean The total graduated
graduation lines to be capacity line: 1.0
numbered: <0.1mL T
R RATHCE R SO7886 | L, MERBHMFIR | |
2N Ul L, ESEAEFHBIRRIE] | ) aenr oopmch o
Wurmberar ARKO2 | KB LRI | o e
scale Clause 9.2 il i s R WL . M
Lo BeEENEL, HANEE | 27 T
When the syringe is held The nurb e;uare
vertically with the conical tip R g
/ uppermost and with the andate pdas
scale to the front, the approximately Pass
numbers shall appear catired arrike
vertical on the scale and be graduation lines to
approximately centred on which they relate. The
the graduation lines to SIS SRS cloée 6
which they relate. The but Nt touch. tha !
numbers shall be close to, sfids of thé
but shall not touch, the ends graduation lines to
of the graduation lines to WikicH thiey rilate
which they relate. y :
SRR AR AR 5 (RF450) 7 ML )
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%jf-}ﬁ:@g&gﬁ JNE B EL SR 1 M 2 ity
Overall length 1:2017 AW il 4 S, s
of soale:to mm % 9.3 Minimum overall length of Overall length of the Pass
nordliaal Cla:use §.3 scale to nominal capacity scale: 57.2
capacity line mark: S7mm
NG 75 TE M 56 A 5 AP R
i, PRRIEZIBELR G EE | ‘
) ISO 7886- R 2 6 B EL 5T % L1
ZUNVEA TS 1:2017 When the plunger stopper is LR %} 5% s
Position of / < 9.4 fully inserted, the zero- The zero-graduation Pass
scale Clause 94 | graduation line of the scale | line coincides with
' shall coincide with the the fiducial line
fiducial line on the plunger
stopper
41 Barrel
B Ak A I JRUSG: VA A
SE A RE S B 2 e R AR AT
ISO 7886- ol A S RS o Maximum capacity
Rt 1:2017 Maximum capacity shall be length: 65.1 s
i i mm # determined by risk :
Dimensions %k 10.1 Y ‘ - Pass
! Cla:se 10.1 assessment with A A BRI
’ consideration of, for can remove air
example, removal of air bubbles

bubbles or risk of overdose.

LRl

i‘:r'l.'- Insptction & Testing Sirvces

AR A RS (H5) 47 7
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.

(RLIET B

-3 Ve R R

' “FE W l&ﬂilﬁmﬁﬁiﬁml#ﬁﬂﬁq‘m 1. 266101

11 k22 T
Page 11 of 22

A N s AR O ol A ORI T R B
{ Bﬁ%lmﬂlﬁt& PO IE AR RO, N hUp W, uns conlfenfTQrms and-Conditlons aspx A ), |1 F L

m/en/Ter ditlons/Toerms-

i o GE 480 I X

1. (N M o S (86 ~TES) BADT 14430 B § CN . Doc

1 (86-532) 68900888  www.sgsgroup.com.cn

I LTRSS S G

ﬁh‘l&*ﬂ?ﬁﬁmﬁ‘]lﬂ)ﬁxﬁﬂk- !‘ﬁM-]M‘iD‘?IM:FJ"J!Mﬂlﬁ- %!KﬁiHﬁN&RBGS’EHT#NmET- FLAE 2408 [ 14 4416

SOSHURIEE /000 e LR € 45 G S 7 0 5 A AR 52 S T I L R AT B R R ST, A

éﬂﬁ‘ﬁ\‘ﬂlﬁﬂi‘l- AU RR AN AT 0 A A LR M g R TS A O Ol R BT s R A R R
B

wl.chlnu@sw.wm

Member of the SGS Group (SGS SA)




1y, EHEN]
S G s \\\_f-//’ 2 Cf\AS EITRIRN
iﬁﬂé By
E /—‘\ ¥ TESTING
4@-\ v CNAS L0604
it 7 45 Report No.: QDHL2103500569MD
T E AL | AT PR R KGR FRLIGUH
Test Items Unit | Test Method Requirement Test Result Assessment
TS BRI T O Ab R A 45
i, PRSI RUE ROR PRE
S AT R BB AE 5K K
10° 3 £ 1P T b Fef AN e
180°. HICHILAEH] . Tl e
ISO 7886- The open end of the barrel No rolling
NI 1:2017 shall be provided with barrel Tty
Barrel flanges | %102 | flanges. The syringe design S LI EE Pass
Clause 10.2 shall be such that the No flash and sharp
syringe will not roll more edges
than 180° when it is placed
on a flat surface at an angle
of 10° to the horizontal. The
barrel flanges shall be free
from flash and sharp edges.
AT REAT IR (NG FEZH ) Piston/plunger assembly (Plunger stopper/plunger assembly)
YNSRI S
The plunger stopper shall ooy wE
not become detached from Not detached Pass
the plunger.
SRIRENTAERRT | o pigtsi s
. AR EASE, EARE | gy T
i oty | BomEEEAs Ay | o S AT
Wit ) 12017 2 2 A A 2 31:. o = T 9 58 4 M AN v gl
s TR | The ol ngem;\o Id be of a it
Clause 11.1 unger shou sy
length adequate to allow the Egﬁ frgj\?gr‘:;ithog ?jlr Pass

plunger stopper to traverse
the full length of the barrel,
but it should not be possible
easily to withdraw the piston

completely from the barrel.

length of the barrel,
and it was not easily
completely from the

barrel.
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AT PR 5E HH S 23 A0 45 T R 45
R 7 AT PO A X IR e
935 T 1Y) Sk HE L 55 2 2 B 2k
HAN, SMEHUREATH .
S/ VK FE R 2/ Y9 8mm, BRAETC I A
The projection of the It can be operated
plunger and the without difficulty
ISO 7886- configuration of the push- G St S
Wit 1:2017 button should be such as to %‘ﬁ‘%mﬂ“b‘ﬂ' (URSS e
Design / %k 1.1 allow the plunger to be J% The length of the Pass
Clause 11.1 | operated without difficulty. plunger from the
When the fiducial line of the | surface of the barrel
plunger stopper coincides | flanges grips nearer
with the zero graduation to the push-button:
line, the minimum length of 11.0mm
the plunger from the surface
of the barrel flanges nearer
to the push-button,should
be at least 8mm.
3k Nozzle
556 1SO 80369-7 ()4 il
— K. B L 1SO 80369-7 fojgs‘gs_g’
Canles fi'tting / 1SO 80369-7 Conical fitting Details see ISO Ditails Soi
shall be in accordance with 80369-7 ISO 80369-7
ISO 80369-7.
AR HEFE AN S G &) A 2
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
%18 W 3k 22 7T
Page 13 of 22
Bl RN B s R R oS e ) HCAR € TSGR SRR B R
€ JR I A M U I IE AR RS T W0 hupfwww.sgs.comien/ Terms-and-Conditlons aspx 1 i, o F R L

I VR TES R R A

LI CN.Doc

wl.chlnu@sgs.wm

Member of the SGS Group (SGS SA)




SGS

1% 5 4 5 Report No.: QDHL2103500569MD

\ \ll]";,?

?@«

=

’f;

//:\\
"‘fnfp In\\\\

o B AT
] s A

A

CNAS Ercall

TESTING
CNAS L0604

N

R BYRE|
Test Items

Bpr
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AU DA 7S
Test Method

PRHEEER

Requirement

LR

Test Result

HIH

Assessment

LIPS VAL
Position of
nozzle on end
of barrel

ISO 7886-
1:2017
ik 12.2
Clause 12.2

NFRE N Bml S
1-'3% TSR N e, HE
Sk GHMETER —HIZR L.

On syringes of nominal
capacity of less than Sml,
the syringe nozzle shall be
situated centrally, i.e. it shall
be coaxial with the barrel.

VESTERHE Sefir T o
The syringe nozzle
is situated centrally

Gk

Pass

AFR Ay SmL & L b
B ik 3
On syringes of nominal
capacity of SmL and
greater, the syringe nozzle
shall be situated either
centrally or eccentrically.

A&
Not
applicable

PR A e Sk i, 8
IR LY ANE (VA ub 0 A L
2l N AT Al 2R i
TR T ik 5 Hh
Ay B S THT S5 LT 22 (V) 25 A
AT 4.5mm,

If the syringe nozzle is
eccentric, its axis shall be
vertically below the axis of
the barrel when the syringe

is lying on a flat surface with
the scale uppermost. The
distance between the axis
of the nozzle and nearest
point on the internal surface
of the bore of the barrel
shall be not greater than
4.5mm.

AN
Not
applicable

o FEBRERMA IR
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HES i N AR B AN F
Nozzle lumer | MM % 12.3 The nozzle lumen shall Diameter of the gl
Clause 12.3 have a diameter of not less nozzle lumen: 1.8
) than 1.2mm.
PERE Performance
ISO 7886- T
Dead space ik 13.1 0.07mL prelie Dead space: 0.016 Pass
Clause 13.1 '
7 S B s ] Al N G A
g I T A A
AT 2K 1 t MR "o
TR 1 e No leakage of water past No leakage of water Pass
S ot the plunger stopper or
(SR ISO 7886- seal(s).
) , 1:2017 [ E R B AR E AL TR
Freedom from %K 13.2 BR, HJE AR LA No leakage of air
il Clause 13.2 R T . s
eapli?'nzgf f No leakage of air past the | H /IR ILHLHFL: Pass
stopper plunger stopper or seal(s), N
and there shall be no fall in No fall in the

the manometer reading.

manometer reading

Y ekl Gut

g FEBRERA R
£y Inspection 8 Tosking Services "
{ ¥

AR RS (1 55) 47 I 7
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Table E.1 —F M BE JHE AT A 10 R 12K
Table E.1 — Proposed values for forces
required to operate plunger
SRR
/\ el | o i .
PRI s n | BT | RO
(VImL 1 (Fs)Nmax (F)Nmax (Fmax)N
Nominal | ... ;
. Initial force | Mean force| Maximum
. 1SO 7886- ||S2P2CYO| (Fs)Nmax. | (F)Nmax. |force (Fmax)N|| Fs:0.86
f’hzﬂjﬁ: HE 1:2017 f syringe
Force to N | k133 (V)mL F: 0.50 ey
operate the i s T < (2,0 x Pk Pass
ist Clause o 28 Emax:
piston 13.3 F) Bf O 059
F+1,5N) sk '
)
V< 2 10 5 < (2,0 x
measured F)
or (measured
F+1,5
N),whichever
is higher
;'fr%‘ﬂ; T Y Y rtﬂfﬁﬁ{twkill IR IS RS — SRR 5 — i
Bif (Hhg P L) BNy, TR SR AL AN IS R SR K R R
5% 9 ) ISO 7886- Bk AR ,
&) 1:2017 When the syringe is filled with water to the T#s) Py
Fit of / % 13.4 | nominal capacity and held vertically with first one Not -
plunger Clause end and then the other end uppermost, the piston moved
stopper/plu 13.4 shall not move by reaon of its own mass and the
nger in water contained.
barrel
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ISO 80369-7: 2016 [22 AL A4 A AR N FH 7 VRS B ——50 7 #0455 AL R R

ISO 80369-7: 2016 Small-bore connectors for liquids and gases in healthcare applications —Part 7: Connectors
for intravascular or hypodermic applications

Dimensional / 7:2016 %5 | See appendix 1 for See i
requirements for luer ' Clausé’5 %2tails appendix 1 Record only
connectors* for details
W\ R kR R 0,005 %
liquid b ISO 80369- Pa-m3) L ek it
leakage | Leakage by | Pa:m¥s | 20:2015 [fi3% B aiise SN 432
! Not leak by more than Female: Pass
(Fluid pressure Annex B 0.005 Pa-m? 00003
leakage) decay ' s, '
W Rz 56 6A88. ik ki 0.005
Air leakage Pa-m¥s | 20:2015 M D Pa'm3/s ik Leak: (e
(Sub-atmospheric ' . 6 Not leak by more than 4.77x106 Pass
pressure air leakage) 0.005 Pa:m3/s
% ANk L 0.005
B iaiis: | B0t B Pa-ms Wi Leak: | 44
Stress cracking ’ Armes E’ Not leak by more than 0.0003 Pass
0.005 Pa:m3/s
IR YA R b A
INESHT CHUF B o Tk | N
sepaR;?;ztr\ag'g%tgxi al / 20:2015 [45¢ F | Luer connectors shall No F' a;s
load Annex F not separate from the separation
reference connector.
WeTFHLAE B R B AR R e
CHUBETF 7 188D ISO 80369- e I3 1 - T TN
Resistance to / 20:2015 i3 G Luer lock connectors No P a;s
separation from Annex G shall not separate from separation

unscrewing

the reference connector.
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B IR S AS LR T o o Sk R MR L IR A
TR S B E ;ﬁﬂﬁfﬁ:&% e
Resistance to / 20:2015 [ G Luer lock connectors shall not Eﬁﬂ@‘—’}{z‘& H Pa;ls
overriding Annex G override the threads or lugs of the |\ " .]a.' j
reference connector a.overeng

PifR—: BREEKHIRTER

Appendix 1: Dimensional requirements for luer connectors*

R 1 2
Dimension
(o) 3.61° 3:537
@d 4,011 3.961
e 12.884 12.852
af 1.914 1.926
g 4,436 4,366
r 0.873 0.895
B 26.3° 27.1°
C 1.744 1.904
@h 8.133 8.143
%] 6.881 6.845
m 0.343 0.341
n 0.885 0.897
(p) 2.475 2477
o 27.3° 27.4°
t 4,358 4,241
aw 9.325 9.202
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Table B.1 — Male LUER SLIP CONNECTOR dimensions (L1)

Dimensions in millimetres unless otherwise indicated

Male LUER SLIP CONNECTOR (L1)

Ref Designati Dimension
eference esignation
! o Minimum | Nominal | Maximum
Angle of the taper (6 % taper nominal) (degrees, =
(@) reference) - (3,44%) -
Outside diameter at the tip of the male taper at 0,750
@d (basic dimension) from the tip (small end) of the male 3,970 4,021 4,072
taper
e Length of the male tapera 7,500 8,400 10,500
Br Inside diameter at the tip of the male taper — 2,100 2,900
Outside diameter of the larger end of the male taper at
@g 7,500 (basic dimension) from the tip (small end) of the 4,376 4,426 4,476
male taper
r Radius or chamfer at the outside tip of the male taper 0,000 0,250 0,500

a  This dimension also defines the extent of the CONNECTOR. MEDICAL DEVICE features beyond the CONNECTOR may require
evaluation to IS0 80369-1:2010, Annex B, to ensure NON-INTERCONNECTABLE characteristics,
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Table B.3 — Male LUER LOCK CONNECTOR with fixed collar dimensions (L2)

Dimensions in millimetres unless otherwise indicated

Male LUER LOCK CONNECTOR (L2) with fixed collar

7 : Dimension
Reference Designation - : -
Minimum | Nominal Maximum
B Angle of internal thread profile on the non-bearing 25,0° 30,0° (57,0°)
surface against separation (degrees)
c Projection of the tip of the CONNECTOR from the 2,100 2,150 (2,573)
thread collar
e Length of the male taper 7,500 8,400 10,500
oh Major inside thread diameter (diameter at the thread 7,900 8,000 8,100
root)
gj Minor inside thread diameter (diameter at the 6,800 7,000 7,200
thread crest)
m Width of the thread profile at the crest 0,300 (0,326) (0,674)
n Width of the thread profile at the root (0,627) 0,875 1,000
Nominal pitch of the double-start, right-hand thread
(») (reference 5 mm lead) - (2500 -
Angle of internal thread profile on the bearing surface & 5 o
¢ against separation (degrees) 25,0 s 20,0
Distance from the tip of the CONNECTOR to the bottom of
b the first complete thread profile of the internal thread 2,727) 3,025 3,200
Diameter of the smallest cylinder that encompasses
Bw the outside surfaces of the external features of the 8,800 9,700 11,500
collara

The design and dimensions of the thread profile (o, § and m) may vary from those designated provided the CONNECTOR
meets the performance requirements of Clause 6.

NOTE The design and dimensions of the thread profile (o, § and m) are not considered important to ensure NON-
INTERCONNECTABLE characteristics.

The length of the thread is not specified but shall provide clearance for the thread of the female CONNECTOR.
The male LUER LOCK CONNECTOR shall include the dimensions and tolerances of the male LUER CONNECTOR as specified in

Figure B.1 and Table B.1

a4 The specified dimensional range shall be maintained for a minimum length of 1 mun from the open end of the collar.
Beyond 1 mm, the diameter may be smaller than the specified minimum. The maximum diameter specified shall be
maintained for a minimum length of e, This dimension may be achieved by either the CONNECTOR or the MEDICAL DEVICE
which incorporates this CONNECTOR. Alternatively. NON-INTERCONNECTABLE characteristics may be demonstrated using
1S0 80369-1:2010, Annex B.
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Remark:
1. [EHERS IR HhEHE
Type of fitting: male
2. A S AR T AR IR BN I SR, AN AR PSP S AN 2 R TR N o
The declaration of conformity is only based on the actual value of laboratory activity, measurement
uncertainty of the results not take into account.
3. *Testitems were not included in the CNAS accredited schedule for our laboratory.
* PRI ANTE A Send s i i) CNAS A RIS R A .

***%“ﬁ‘***
***End of Report*™*
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The report is considered invalidated in one or more of the following conditions: no approval
signature; no testing seal of SGS; altered;a copy without the red testing seal of SGS.
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Above information and sample(s) was/were submitted and certified by the client, SGS quoted
the information with no responsibility as to the accuracy, adequacy and/or completeness.
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Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.
The test report shall only be used for clients’ scientific research, teaching, internal quality
control, product research and development, etc... and just for internal reference. This
document cannot be used for publicity, without prior written approval of the SGS.
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The test report cannot be reproduced in any way, except in fuII content, without prior approval
in writing by the laboratory.
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Should you have any queries or objection to the test report, please contact us whthin 15 days
after receiving the report.

Mo kb TS0 L XA 143 5
Address: SGS Center, N0.143, Zhuzhou Road, Laoshan District, Qingdao, China.

Hi%: 0532-68999187 HB4h: 266101 AL JH: 0532-80991952
Tel: 0532-68999187 Zip: 266101 Fax: 0532-80991952

E-mail: Emily.Zhang@sgs.com
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