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NIPRO [THAILAND) CORPORATION LIMITED
N l F a D 1012 MOO 8 BANGNCMKO,SENA,PHRA NAKHON S| AYUTTHAYA 13110, THAILAND
TEL: +68-35-201618  FAX; +66-35-201625

Date ! 20 May 2020

QUALITY CONTROL CERTIFICATE
"INSPECTION CERTIFICATE"

We, Nipro (Thailand) Corporation Limited as e menufacturer, hereby certify that the
following Products have passed testing as stipulated in the standard mentioned below.

Sort @ Syringe (OrderNo. D-1911006)

Code No. LotNo. uanti
3ML W/O NEEDLE LUER SLIP BLISTER (GA) 20A08T =
Test items :

1. Sterility Assurance by dosimetric release ace. IS0 11137
2. Visual inspection

3. Chemical & Physical tests

4, Biological tests

Standard :
The products are produced for export and conformed to manufacturer's own quality

f"’
(Mrs,Sfsiwimol Ponsen)

Deputy Quality Assurance Department Manager
Nipro (Thailand) Corporation Limited

control regulations in accordance with the GMP rules.

Ipo.;w) gﬂ/ { Ry, 1w Ao e Ane
- \ M.WELL MED CO.LTD. |
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NIPRO (THAILAND) CORPORATION LIMITED
. N l PQ D 10/2 MOD B BANGNOMKO,SENA,PHRA NAKHON S1 AYUTTHAYA 13110, THAILAND
TEL: 486-35:201618  FAY: +86-35-201505

Date : 16 October 2019

QUALITY CONTROL CERTIFICATE
"INSPECTION CERTIFICATE"

We, Nipro (Thailand) Corporation Limited g5 2 manufacturer, hereby certify that the
following Products have passed testing as stipulated in the standard mentioned below.

Sort : Syringe (Order No. D-1906007)

Code No. Lot No. Quantity
SML W/O NEEDLE LUER SLIP BLISTER (GA) 19121T 218,000

Sart : Syringe (Order No. D-1907006)

Code No, Lot No Quantity
SML W/O NEEDLE LUER SLIP BLISTER (GA) 19123T 102,000
Test items :

1. Sterility Assurance by dosimetric release ace, ISO 11137
2. Visua| inspection

3. Chemicel & Physical tests

4. Blological tests

Standard :
The products are produced for export 2nd conformed to manufacturer's own quality
control regulations In accordance with the GMP rules.

—

(Mrs.Sasiwimol Ponsen)
Deputy Quality Assurance Department Manager
Nipro (Thailand) Corporation Limited

'
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NIPRO (THAILAND) CORPORATION LIMITED
N IPQ D 10/2 OD & BANGNOMKO,SENA, PHRA NAKHON 81 AYUTTHAYA 13110, THAILAND
TEL; 465-35-201818  FAX: +65.35-201505

Deate : 16 December 2019

QUALITY CONTROL CERTIFICATE
"INSPECTION CERTIFICATE"

We, Nipro (Thailand) Corporation Limited as o manufacturer, hereby certify that the
following Products have passed testing es stipulated in the standard mentioned below,

Sort : Syringe (Order No. D-1709003)

Code No. ; Lot No, Quantity
10ML W/O NEEDLE LUER SLIP BLISTER (GA) 19G17T -
Test items ;

1. Sterility Assurance by dosimetric release ace, ISO 11137
2. Visual inspection

3. Chemical & Physical tests

4. Biclogical tests

Standard :

The products are produced for export and conformed to manufacturer's own quality
control regulations in accordance with the GMP rules.

"

(Mrs.Sasiwimol Ponsen)
Deputy Quality Assurance Department Manager
Nipro (Thailand} Corporation Limited

| 2, 2
&M’ T o UM 18108 e §iRa
e " MWELL MED CO LTD
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NIPRO (THAILAND) CCRPORATION LIMITED
N I P a D 10/2 MOO 8 BANGNOMKO, SENA,PHRA NAKHON SI AYUTTHAYA 13110, THAILAND
TEL: +88-35-201618 FAX: +66-35-201825

ISSUED DATE : 16 October 2020
CERTIFICATE
PRODUCT NAME : SYRINGE 20ML
WON. L/S BLISTER EOG (THT)
LOTNO, ! 20 H 16T
STERILITY TEST
STERILIZATION METHOD Ethylene Oxide gas (EQ)
EXAMINATION : Sterility test of Biological indicator (Bl
REFERENCE : The United States Pharmacopsia (USP 43)
METHOD : Bl were immersed into Soybean-Casein Digest Medium
and incubated at 30-35 °C for 7 days.
RESULT : No microbial growth
JUDGEMENT s Acceptable
STERILIZATION DATE : August 2020
EXPIRY DATE ; 2025 - 07 - 3

BACTERIAL ENDOTOXIN (LAL) TEST

EXAMINATION : Bacterial Endotoxin Test (LAL Turbldimetric Method)

METHCD : This examination was performed by the methed according fo the USP 43.
PROCEDURE : The test solution shall accord with the Bacterial Endotoxin Test of the
_ USP 43 when tested in accordance with the pracedures specified.
RESULT: The experimental results are as follows:
Endotoxin <0.0100 EUMmlor <0.2000 EU/device

PPCrecovered 01270 EUMmlor 127.00 %
SPECIFICATION:  Endotoxin limit for Medical device shall be equal fo or less than

20 EU/device and %PPC recoverad shall be within 50 - 200 %.
JUDGEMENT : CONFORMED TO THE OFFICIAL STANDARD.

AUTHORIZED SIGNATURE : ... & .............................. /

. b
(MS. PHIMPHIJIT BUMRUNGWAT) ¥ e

) &U%TY CONTROL NO.2 SECTION MANAGER @ YA B ma e |

QUALITY ASSURANCE DEPARTMENT M.WELL MED CO.LTD.




W) NiFRD

PRODUCTNAME: SYRINGE

NIPRO (THAILAND) CORFORATION LIRITED
1012 1400 B BANGNOMKO,SENA PHRA NAKHON S1 AYUTT]
TEL: +63-35-201618  FAX: +66-36-201625

CERTIFICATE

1AYA 13710, THAILAND ~

SIZE 20ML WON. L/S BLISTER EOG (THT) DATE : 15 Oct. 2020
LOTNO. ¢ 20H16T QUALITY CONTROL NO .2 SECTION
TEST ITEM UNIT SPECIFICATION RESULT
EXTRACTION TEST
Limit degree of acid and alkalinity Within 1 unit of pH 0.04
Limit of clution matal
- Total amount of Pb,Sn,Zn, e mg/kg Not greater than 5 0.0032
- mglkg Less than 6.1 0.6000
LUBRICANT
Silicone Q'ty mglem” Not exceed 0.25 0.11
JUDGEMENT PASSED
TESTMETHOD ISO 7886-1: " Sterile hypodermic syringes for single use "
Approved by : (gi
( Ms.Phinphijit B.)

Yorr

Quality Coutrol No.2 Section Manzger

a

/.

&zl

VIN 161120 s 0
# MWELL MED CO.LTD.
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NIPRO (THAILAND) CORPORATION LIMITED
i¢/2 1400 8 BANGNOMKO,SENA,PHRA NAKHON 81 AYUTTHAYA 13110 THAILAND
TEL: +66-35-201618  FAX: +66-35.201 (25

Date: 15 Oct. 2020

TESTING RESULT
1. Sort : Syringe 20 ml W.O.N, 1/S BLISTER
2. Lotg : 20H16T
3. Total quantity (pcs.) 1 144,000
4. No. of measures/lot (pes./lot) .5
5. No. of combination for such period {lots.) 11
6. Total no, of testing (pcs.) i5
VARIABLE TESTING ITEMS
Inspection tests Observed value Standard value
x SD Upper Lower
Air leak of package (sec.) >20.0 0 - 10
Force required to aperate the gasket
- Initial force (N), Fs 3.525 0.559 25
- Mean force (N), Fmean 2.051 0.401 10
- Maximum force (N), Fmax 2.324 0.370 <(2mean) -
Reverse flow pressure (kgfjcmz(}) 0.10 0.00 - 0.1
Disengagement force between tip-hub (kgf) - - .
DISCRETE TESTING ITEM
Type of defects Total No, of observed Total No. of defacts
CRITICAL : product not identify with 200 0
drawing no., ot no. not found, etc.
MAJOR : bended point, blood soiled, clog, burr, etc, i 4
T&LNOR ! dirty or seil, particulate matter, etc. 200 0
Approved by Confirmed by Prepared by
;T/JI’G"M'. 2010 Mﬁ . 5010 éviya\?m\ ?. !500724{(7
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MIPRO SALES (THAHAND) COMPANY LIMITED

it . VTN Dy Bulerg Vavsdes Ranase uoy
YRy 15lad Qangpuienl aler Dasghob 016 el
T GG TH81 2000 Fas  +CG 20%1
Date: 30 June 2019
To Whom [t May Concern,
CERTIFICATE

We, Nipro Sales (Thailand) Co.,LTD., Hereby certify that list of standard applicable for
Syringe following as 1SO 13485 that specifies requirements for a quality management system
where an organization needs to demonstrate ils ability to provide medical devices and reluted
services that consistently meet customer and applicable regulatory requirements stipulated

below:
1, Functional characteristics

i.1 Chemical characteristics
Where the finished syringe is tested each test procedure an item listed shall meet

specification as shown heret

inder

[tem

Frequency for testing

Reference

Extraction Test for PH

Monthly

ISO 7886-1 specifics requirements and test
methods for verifying the design of empty
sterile single-use hypodermic syringes, with
or without needle, made of plastic or other
materials and intended for the aspiration and
injection of fluids after filling by the end-
users.

Lubricant

Every lot

JIST3210 -Japanese standard

1.2 Biological Characteristics
Where the finished syringe is tested each test procedure an item listed shall meet
specification as shown hereunder

Item Frequency for testing Reference
Bacteria Endotoxin Test | Monthly USP; U.S Pharmacopeia
<20EU/ device (Update version refer to testing procedure)

1.3 Microbiological characteristics
Where the finished syringe is tested each test procedure an item listed shall meet
specification as shown hereunder

[tem

Frequency for testing

Reference

Sterility test of BI; No
microbial growth was
observed

Every balch

USP; U.S Pharmacopeia
{Update version refer to testing procedure)

Sterility assurance by
dosimetric release; 11.90-
40.KGy

Every batch

[SO 11137 development, validation and
routine control of a radiation sterilization

)J.({,7 -

process.
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NIPRG SALES (THAILAND) COMPANY LIMITED
BBATE Mipiu Buitdneg Yishavsdes Navyan fesd
iad Langihena Lalea lzogeak 10210 Toodand

fel LG PA5 DU Fax  «n0 Basl 2056

[.4 Appearance for visual examination

Sampling for examination shall be performed for each manufacturing lot. The number of
samples shall be conducted with the text on the sampling table in accordance with [SO 2859-1,
normal inspection, level G-11 and followed switching rules for severities of inspection.

1.5 Efficiency of syringe

Sampling for examination shall be performed for each manufacturing lot. The number of
samples shall be conducted with the text on the sampling table in accordance with ISO 2859-1,
normal inspection, level S2 to meet specification as; Bubble separability Tolerance on any
graduated capacity Disengagement bwt. plunger- barrel Gasket (ravelling pressure
Disengagement force bwt. Tip- hub Suction [rictional resistance Air sucking from joint Reverse
flow pressure [ml barrel bending (mm) Air leak test of package Dead space Feeling test for one
drop test for Iml 2ml 3 mi 5 ml 10 ml and 20 ml Needle was clog Initial plunger movement
Take off plunger from barrel Connection between needle and syringe
Peeling off individual package

Reference Standard; the following standard are referred to in this specification document

hereunder;

No

Standard No.

Standard Name

Application

ENISO 13485:2016

Medical devices Quality management systems
Requirements for regulatory purposes.

QMS

2 | ENISO 14971: 2012 | Medical devices Application of risk management to | Risk management
medical devices.

3 1180 594-1: 1986 Conical fittings with a 6% (luer) taper for syringes Physical characteristic
needles and certain other medical equipment Part 1:
General requirement

4 | 1SO 594-2:1998 Conical fittings with 6 % (Luer) taper for syringes, Physical characteristic
needles and certain other medical equipment Part 2:
Lock fittings

5 180 2859-1: 1999 Sampling procedure for inspection by attributes Part | Physical characteristic

Amd: 2011 I: Sempling schemes indexed by acceptance quality | Appearance for visual

level (AQL) for lot-by-lot examination

6 |1SO6009:2016 Hypodermic needles for single use Physical characteristic
Color coding lor identification

7 |1SO7864:2016 Sterile hypodermic needle for single use Product performance

8 |1S09626:2016 Stainless steel needle tubing for the manufacture of | Physical characteristic

medical device
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