NIiP0

NIPRO
DISPOSABLE SYRINGE

1cc  Insulin
1cc  Tuberculin
Jee

ace

10cc

20cc

30cc

50cc

¥oum )w/ 39 g




* Qualified Materials
The highly transiucent polypropylene for syringe barrel
and specially formulated elastomer for gasket realized
smooth and accurate motion on the entire length of the
barrel.
* Safety Plunger Action
The plunger stopper eliminates the risk of accidenial
spills.
¥ Safety Configuration
Large finger wings and thumb rest make for a secure
grip, and reduce the chance of roling on uneven surfaces
* Sterilization
Gamma radiation sterilization
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(Eccentric tip) -
20cc (Luer lock tip)
(Eccentric tip)
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30cc (Catheter tip)
(Eccentric tip) ! ‘
S0cc (Catheter tip) i !1 a

%3, 5, 10, 20cc : Luer Slip and Lock Tips available
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NIPRC CORPORATION

3-9-3, Honjo-Nishi, Kita-ku, Osaka, 531-8510 Japan
Phone: +81-6-6372-2331 Fax:+81-6-6371-7422
http//wwwnipro.co.jp/

C €0123

Factones:

Overseas Office:

Nipra Corporation, Ohdate Factory UJapan)
Nipro Medical Industries, Ltd. (Japan)

Nipra {Thailand) Corporation Lid. (Thailand)
Fuzhou Nipro Corporation Ltd. (China)
Nipro (Shanghai} Ce., Lid. (China)

Nipro Medical LTDA (Brazil)

Nipro Eurgpe N.V. (Beigium, Holland, ltaly, Spain, UK, Russia, Turkey)
Hipro Mgdical Carporation {USA, Argenting, Chile, El Salvador,

Paru, Ecuador, Colombna, Nicaragua}
Jvim Aedical Panama.S.A. (Panama)

" Nipro M;-dii:.'aLmDe:kMe).icu_E%A.De C.V.iMexico)
2 Mg Madical L d‘}(:'-s,, ..:'"f“,‘"“ Office (Brazil)

_ Niprd Sales (Thailand) Co., L1d. (Thalland)
_—}F.}q Asia Pte, Lid. [Singapore, India, UAE, Australia)

/ ‘Jiiiprr;"r'é\di‘ng-{ﬁhnrlvghaii Co., Lid. (China)
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Food and Drug Administration

GMP CERTIFICATE

Ref. No. 1-1-04-02-21-00024 Valid until : 10 September 2024

It is hereby certified that

Nipro (Thailand) Corporation Limited

1072 Moo 8, Tambon Bangnomko
Amphur Sena, Phra Nakhon Si Ayutthaya 13110, THAILAND

is found to conform to the current Medienl Device Good Manufacturing Practice 2005
laid down in accordance with the International Standard Requirements.

Scope : Design and Development and Manufacturing of Sterile and Non-sterile single
use medical product for Blood sampling, Hemodialysis, Infusion, Injection, Transfusion,
Angiographic Catheter and Blood Transfusion Sel

Certified since : 11 Seprember 2009 Fendang

Medical Device Control Division, Food and Drug Administration, M!ni.:fr_);-afﬁ:bk‘c)g?uf
88724 Thwanon Roud, Noathabur! 11000, Thatland i o«
Tel46 2590 7280,66 2590 7284:’-5‘_47;\'1(5598 7280 |
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Deutsche
Akkreditierungsstelle
D-2M-11321-01-00

Certificate

No. Q5 043397 0014 Rev. 02

Product Service

Holder of Certificate:  Nipro (Thailand) Corporation Limited
10/2 Moo 8 Bangnomko, Sena
Phra Nakhon Si Ayutthaya 13110
THAILAND

Certification Mark:

luv-sud com/ps-cen

Scope of Certificate: Design and Development, Production and Distribution
of Sterile and Non-sterile Single Use Medical Products
for Blood Sampling, Hemodialysis, Infusion, Injection,
Transfusion, Angicgraphic Catheter.

Production and Distribution of Scab Remover for use
with the Buttonhole Technique, Huber Needle, and
Endoneedle,

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meats the
requirements of the listed standard(s). All applicable requirements of the testing and cerification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www tuvsud.com/ps-cert?g=cert:Q5 043397 0014 Rev. 02

Report No.: THO161021T042
Valid from: 2021-07-01
Valid until: 2024-08-30

C@:L\/

Date, 2021-06-18 Christoph Dicks
Head of Certification/Notified Body

%@»/

Page 1of 2
TUV SUD Product Service GmbH « Certification Body + Ridlerstrale 85 + 80339 Munich » Germany
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{( DAKKS

Deutsche
Akkreditierungsstelle
0-ZM-11321-01-00

Certificate

Preduct Service

No. Q5 043397 0014 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatery purposes

(1ISO 13485:2016)

DIN EN IS0 13485:2016

Nipro (Thailand) Corpaoration Limited
10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si Ayutthaya 13110,
THAILAND

Design and Development, Preduction and Distribution of Sterile
and Non-sterile Single Use Medical Products for Blood Sampling,
Hemodialysis, infusion, Injection, Transfusion, Angiographic
Catheter.

Production and Distribution of Scab Remover for use with the
Buttcithole Technigue, Huber Needle,
and Endoneedle.

TOV SUD Product Service GmbH « Certification Body * Ridlerstrafie 65 « 80339 Munich - Germany
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f < ¥ o w 3.:’1,;- Benannt durch/Designated by
[ b | =i Jr  Zentrlstelle der Linder £
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E b w_} g&g b bef Azneimittein und ¢
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L — Wa AW .
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m “ Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class ila, iib or iii)

No. G1 043398 0279 Rev. 01

Manufacturer: Nipro Corporation
3-9-3, Honjo-Nishi, Kita-ku
Osaka 531-8510
JAPAN

Product Category(ies); Packed Needles, PSV Sets, AVF Needles, Blood Lines,
L.V, Catheters, Syringes with Needles,
Blood Collectlon Sets

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex I1.
This quality assurance system conforms to the requirements of this Directive and is subject to
pericdical surveillance. For marketing of class il devices an additional Annex I (4) certificate
is mandatory. See also notes overieaf.

CEPTHOMKAT # CERTIFICADO » CE

Report No.: JNQ235037648
Valid from: 2019-10-31
Valid until: 2024-05-26

Date, 2019-10-31 C
'@l('v

Christoph Dicks
Head of Certification/Notified Body

P, Lol

Page 1of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT o CERTIFICATE o i

TOV SUD Product Service GmbH + Certification Body * Ridlerstrae 65 * 80338 Munich » Germany
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Ciass lla, b or I}

No. G1 043398 0279 Rev. 01

il : Nipro Corporation
PREMIGRISSS 3.9.3, Honjo-Nishi, Kita-ku, Osaka 531-8510, JAPAN

—— = 1

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body + Ridlerstralie 65 « 80339 Munich » Germany




NIPRO (THAILAND) CORPORATION LIMITED

10721400 8 BANGNOMKO, SENA, PHRA NAKHON S| AYUTTHAYA 13110, THAILAND
TEL. +86-3520-161810 24 FAX: +66-3520-1625, +66-3520-1627

Declaration Statement

Date: September 20, 2019

We, Nipro (Thailand) Corporation Limited, hereby declare that the results of Graduated Capacity and

Dead space of Gamma Irradiated Syringes are acceptable. The results are shown in the below table;

Model Graduated Capacity {(mL) by Average Dead Space (mL)
At less than haft nominal capacity | At Nominal capacity by Average
1 mL Syringe 0.2038 (at 0.2 mL) 1.0183 0.0128
3 mL Syringe 1.5096 (at 1.5 mL) 3.0001 0.0466
5 mL Syringe 3.0283 (at 3.0 mL) 5.0553 0.0554
10 mL Syringe 2.0294 (at 2.0 mt) 5.62590 0.0406
20 mL Syringe 10.2120 (at 10 mL) 20.1208 0.0918
50 mL Syringe 10.1347 (at 10 mL) 49.6024 0.1234

Authorized by!

%‘”‘ 20540.22 9

Mrs, Sasiwimaol Polsen

Deputy Department Manager

Quality Assurance Department

Nipro (Thailand) Corporation Limited




DAkkS CRT217 10,13

Al

o

e
=X
(&)
LL.
=
o o

1 45

o -]

i = :

&

o

&

e

-~

.e. e

g

@ ke

i - S5

m

’

il

E

8

o

EES

_ZERTIFIKAT & CERTIFICATE &

Product Service

Supplement to Quality System Certificate
G5 18 01 43397 013

issued by TUV SUD PRODUC
Nipro {Thailand) Corporation Limited

10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si
Ayutthaya 13110, THAILAND

for the facility

Nipro (Thailand) Corporation Limited
10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si
Ayutthaya 13110, THAILAND

The quality system certified as stated above additionally fulfills the applicable
requirements of [SO11137-1: 2008, Sterilization of health care products —
Radiation — Regquirements for development, validation znd routine control of

a sterilization process for medical devices and EN I1SO 11135:2014,
Sterilization of health care products - Ethylene oxide — Requirements for the
development, validation and routine control of a sterilization process for
medical devices (ISC 11135:2014) - as documented in the audit report no.
THO161018T0OC6 date 2018-02-16

The assessment was performed by auditors authorized under TUV SUD
Product Service GmbH procedures. The audit team included an auditor

authorized for sterilization.

This supplement is valid only together with the certificate stated above.

TUV SUD Product Service GmbH
Certification Body Medical Technology (MHS-CRT)

[ Ao

Munich, 2018-05-15

TUV SUD Product Service GmbH is a Notified Body (identification number th —i/

0123) according to Council Directive 93/42/ EEC concerning medigg_l__devices.
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Deutsche

Akreditierungsstelle
D-2#4-11321-01-00

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80333 Miinchen - Germany
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Y NIPRO { THAILAND) CORPORATION LIMITED

HY2 MIOD T BANGNOMKO, SENA. AYUTHAYA 13110, THAILAND
TEL [135) 20-1612-1A24 FAX: ((35) 201625, (Q@35) 20-1627

Date : 23 Qctober 2017

CERTIFICATE OF STERILIZATION

We , Nipro (Thailand) Corporation Limited , hereby certify that Nipro Syringe without

needle (wo/n) , Nipro Insulin Syringe (My shot) and Nipro with needle blister package
type ere manufactured and sterilized by Gamma irradiation at our manufacturing facilities
which the sterilization process is validated according to the foliowing standards ;

¢ ISO 11137-1 : Sterilization of health care products - Radiation —
Part 1 : Requirements for development, validation and routine control of a

sterilization process for medical devices
¢ ISO 11137-2 : Sterilization of health care products - Radiation -

Part 2 : Establishing the sterilization dose
o ISO 11137-3 : Sterilization of health cars products - Radiation -

Part 3 : Guidance on dosimetric aspects

A

]

Approved by
(Mr. Prapun Puntorn)

Queality Assurance Department Maneger
Nipro (Thailand) Corporation Limited }




NIPRO (THAILAND) CORPORATION LIMITED
Nl Pa D 10/2 MOO B BANGNOMKO,SENA,PHRA NAKHON S AYUTTHAYA 13110, THAILAND
” TEL: +BE-35-201618 FAX: +66-35-201625
HANIVAHDY nivvandemils adeinan : 17410
ARTEY 3mLL/L
anund _
MeT 1 (Volum = 2.85-3.15)
anuyriouilonponrin 3.1 ml. 1.5mL 1513
Iy [IRERR (Y {Voium = 1.43-1.58) )
anuglanniiadeutls 3.1 mL. 1 #il.
yrasy 1 1.015
ARIATINRTY M 1 {Volum = 0.94-1.07)
2.1 [dinauuantBuias  |ane 411 - duldawTarnuga [dnnuviiiy = 2040
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nrsdiantuTadRINg 4115 ﬁ:}nnnf:\:?;u‘}ligfj TR —
& frnudlilshu= 04n
2.3 daax 4.1.2 - ogduuainaluinge/
WHuuEaIAN
wletaudiuans . PR
gauivig M/ e :13.”: \ﬁ‘l;;: - 9”2
Widudafudunaas |00 = 07
AN
2.4 ATMNUTIVDIENR 413 mm. | ANIMIURIRINR
:‘;‘;ﬁi‘:gfﬁjﬁgﬂ dnnuddu = 2040
TR = 0%4n
Uivfaonia 27 Aot A
25 GunsliuniFag 414 - [Wadususaaugn
IHuAulyaIang
Fasnglusedy Fudeu = 2040
Wmdusududeny [Euoudhiim= oy
FUUgNEY
3.1 [Mainreuanuazfin |AuoInasnsTUDn 421 - ynavivinTy
HAEho ?fﬁ’:,-mf:f,:ﬁﬂ:-:m dnnuidy = 2074a
30H Funudldei = o
anugIryataloy
jauRy 10
3.2 finastuan 422 - |fmne gdie uae
423 anundangsaivune
funsldaw/
Usaanaiuies
wayan/Fula'tld il = 2090
dunenntyladyu/ Funuilide = o1n
umwaidatlily
asruandintnds
unn7d 180 agAn
4. VIR dnway uaLn” 3. - siudngi .
1 {gnfunasiiuda nwaEgnguuaziidia 431 '?Sgu::an::n:‘zaa sy = 2040
. = oy
e N o T e
“ i = 0ya
4.3 duduraeiudn 433 mm. |Lilagning uiR = 2049
drudhidw = 0e
4.4 anfiudangy 4.3.4 - :gf:g:r?aa;:j;zf:‘?ﬁ S, -
Frudlidhu= oyn
45 Uatugngy 435 - hlaiwuadqngy dnwigu = 201p- ]
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NIFRO (THAILAND) CORPORATICON LIMITED
INEIPRIELI 102 MOO 8 BANGNOMICO SENA,PHRA NARHON SIAYUTTHAVA 13440, THAILAND
TEL: +66:35-201618  FAX: +66-35-201625

HANYEVARDY nisuendamaiys Adavinan 1 17K10
ATTNRSYY 3mb L/L

fouazid 4.4.1 diuldens van.1378
it wiaigy 2

fnpudidn = 209m
Funulid= 0y

5.2 NIRRT R EE R T Y 4.4.2.2,4.4.2 - shindeuuunuitas
3 sepsviressvdouny  |[dnnuddu = 20 un
fufmmolunszuan  [$nouilidn = oya

5.3 ol 4.4.3 mm. |Tddaunii 1.2 2.004
6 |nmaaky 4,5 mg/em? |UBnaildarsdiu 0.25 oy
7.1 [ansateiald Aufnuusnuae 51 - dgeanm dnidainde  [Suidhu = 20 4
nszuandam wlamlaay mnudlldu= oye
7.2 lanuidiunim-sae 5.2 - fyanNuaAval Anukaadtasamihy
aruqulaifiv £1 ATA-AT LI DAMAT
sinlanduuanuaImugy
; - 0.00
7.3 [snlauy 5.3 mg/L  {BitAuS
aeda fyn doned wmdn ¥ -
uanifden Tdifiu 0.1 0.0000
7.4 IWinngadan 5.4 mb. Whfiu 0.07 0.0480
7.5 |msfdaiangu ns¥aduia 5.5.1 - |daeldihidud [Smouddiu = 20
angu Fudlli = Oua
msBuaime 5.5.2 - [dasbiflanmafidu  |Swudy = 20 4a
H1ugngy il = 04
8.1 [aoidnuaizme AaTnnEN 56.1 - dagldwusdunid  [eraaldwugfunidly
damw g aunid fadre
{Sterility test}
8.2 seduduiaviandu 5.6.2  |EU/devicd sesiuiiuTaviandu
(Bacterlal endotaxin tast) v 20.00 daye <{.0300
2.3 ATy 5.6.3 - bldfluAwda \nesgI
{Systamlc toxclty test) dnfviaane
g |nIsUTI] 6.1,6.3 - | MUUEUSRNINALR

v faldiwin uae
dunsnilasAuainiu
W@enedarsiedy  [dwoudiu = 2090
tussmiemiszude  dwuudhithu= o

warmaiuinm
10 [mahrduviniaousey 6.2 - [hwumshd duuvidin = 204
' dnnuitldn= 0da
11 [isfanenuiaasin [muururdan 7.1 - |[dvldem nan 777 [Anudidy = 2040
Wada 7.1 dudlidu= 0dn
AUUTTTRTIN 7.2 - dwldew wan777 [dunuddiu = 200
Watln 7.2 Fnoudbin = 01n
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Mrs. Sasiwimol Polsen
QA Deputy Department Manzger
Nipro (Thailand) Corparation Limited




