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NIPRO
DISPOSABLE SYRINGE
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Safety and accuracy is the concept of NIPRO syringe
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Qualified Materials
The highiy translucent polyplopylene tor syrings barrel
and specially formulated elastomer for gasket lealized
smooth and accurate motion on the entirs lenglh of lh6
barrel.

Safety Plunger Action
The plunger stopper eliminales the risk of accidental
spills.

Safety Configuration
Large finger wings and thumb resl make for a secure
grip, and redlce the chance of rolling on uneven surfaces.

Sterilization
Ganrma radialion sterilization
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Certificate
No. Q5 043397 0014 Rev. 02

Hoider of Certificate:

Certification Mark:

Scope of Certificate:

Report No.:

Valid from:
Valld until:

The certificalion Body of ruv soD product service GmbH certlfies that the company mentioned
above has establish€d ancl is maintaining a quariry management system, which rireeti ttre
requirements_oflhe listed standard(s). All applicabte requirements of the testing and ce.tification
regulation of ruv suD Group have to be compried with. For detairs and certific;te varidirv see:
www.tuvsud.com/os-cert?q=cert:Q5 043397 0014 Rev. 02

Nipro (Thailand) Corporation Limited
10/2 Moo 8 Bangnomko, Sena
Phra Nakhon Si Ayutthaya 1311 0
TI{qILAND

Design and Development, Production and Distribution
of Sterile and Non-sterile Single Use Medical Products
for Blood Sampling, Hemodialysis, lnfusion, lnjection,
Transfusion, Angiographic Catheter.

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

THo161021T042

202147-01
2oz+-oo-so

ftoduci SeNEe

ce,\,
2021-06-18 Christoph Dicks

Head of Certification/Notified Body

$'"

Page 1 of 2 TTT/O
T0V SUO Product Service GmbH . Cerlification Body. RidlerstraBe 65 , 80339 Munich . Germany
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D.zi,t-1t321-01-00

Prcduct Sel!ae

Certif!cate
No. Q5 043397 0014 Rev. 02

Applied Standard(s): ENISo'13485:2016
Medicaldevices - euality management systems -
Requirements for regulatory purposes
(tSO 13485:2016)
DIN EN ISO 13485:2016

FaCilitV(ieS): Nipro (Thaitand) corporation Limired' 102 Moo8 Bangnomko, Sene, phra Nakhon SiAyutthaya 13110,
THAILAND

Design and Developmen! produclion and Distribution of Sterilo
and Non-ste.ile Single Use Medical products for Blood Sampting,
Hemodialysis, lnfusion, lnjection, Transfusbn, Angiographic
Catheter.

Production and Distribution of Scab Remover for use with the
Buttolhole T6chnique, Huber Ne€dls,
and Endoneedle.

Page 2 ol2
TUV SUD Product Servicg cmbH . Certification gody . RidterstraBe 65 .80339 Munich . cemany
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ftoduci Service

He eertifieate
Full Quality Assurance System
Directive 93/42IEEC on Medical Devices (MDD), Annex ll oxcluding (4)
(Davices in Ciass lla, iib or lll)

No. Gl 043398 0279 Rev.01

Manufacturer: Nipro Gorporation
3-9-.3, Honjo.Nlshl, Klta-ku
Osaka 531-8510
JAPAN

Product Category(ies): Pacteu Needles, Psv Sete, AVF Needles, Blood Llnes,
I.V. Catheters, Syringes with Needles,
Blood Collectlon Sets

The Cerlification Body of TUV SUD Product Service GmbH dsctares that the aforemenlioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respactivB devices I device caiogories in accordance with MOD Annex lt.
This quality assurance system conforms lo lhe requirements ofthis Directive and is subject to
periodical surveillance. For markeling of class lll devices an addilionalAnnex ll (4) certificata
is mandatory. See also notes overleaf.

Report No.:

Valld from:
Valld untll:

Dete, 2019.10"31

c.o,<_
Christoph Dicks
Head o{ CerlificationNotified Body

Page 1of2
TUV StlD Pmduct Ssrvica GmbH is Noiifed Body \ryith ldsntilication no. 0123

TIJV SUD P.oduct SeMce GmbH . Cedtfication Body . RidterstraBe 65 . 80339 Muoich . Germany
TUV@
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Full Quality Assurance System
Dkective 93/42IEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, llb or lli)

No. Gl 043398 0279 Rev. 01

FA A ^ --J.iEZ. -L-E,U r.reftlllUaLe

Facility(ies): Nlpro Corporatlon
3"9.3, HonJo-NIshl, Klta-ku, Osaka 531-8510, JAPAl,l
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T[,V SUD Product serviG GmbH is Notified Body with identlficatlon no. 0123

TUV SOD Product Service GmbH . Certification Body . Ridlershads 65 . 80339 Munich ' Germany
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$$ nrrno ffI{AUAND) coRpoRATroN LrMrrED
i0/21,1!0 I EANEii0 rli'\0, StliA. PIiRA |{AKH0N 5l ,{YUTTH{(A 13110, TIIAILAND

TEL, +66.35201618 to 24 FAX: +6&3520.1525, +66-3520.'1627

oate: September 20, 2019

Declaration Stat€ment

We, Nipro {Thailand) Corporation limited, hereby declare that the results of Graduated Capacity and

Dead space of Gamma lrrddiated Syringes are acceptable, The results are shown in the below table;

Authorized by:

n'*!ll.tl7
Mrs, Sasiwimol Polsen

Deputy Department Manager

Quality Assurance Department

Nipro (Thalland) Corporatioa Limited

L i-/
f_.----, ,-. --ri i ix. t, ii-r ,,i;,.e,: run i, . " , '

1,.:.i=----
I i , 'f ,\4.\lELL ..lEJ Co.Lr., .

v c0et craduated Capacity (mL) by Average Dead Space (mL)

by AverateAt less than haft nominal capacity At Nominal capacity

1 ml SyrinBe 0.2038 (at 0.2 mL) 1.0193 0.0128

3 mL Syringe 1.5096 (at 1.5 mL) 3.0001 0,0466

5 m! Syringe 3.0283 {at 3.0 mL} 5.0553 0.0554

10 mL SyrinBe 2.0294 (at 2.0 mL) s,62 90 0.0406

20 mL Syringe 10.2120 (at 10 mL) 20.1208 0,i1918

50 mL Syringe 10.1347 (at 10 mll 49.6024

{."" {
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Supplenrent to Ouality System Certificate
05 18 01 43337 013

issued by TUV SUD PRODUCI SERVICE GtvlBH on 2018-05-15 to

Nipro (Thailand) Corporation Limited
l0l2 Moo I Bangnomko, Sena, Phra Nakhon Si
Ayutthaya 131 10, THAILAND

for the facility

Nipro (Thailand) Corporation Limited
10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si
Ayutthaya 131 10. THATLAND

The quality system certified as statsd above additionally fulfills the applicable
requirements of ISO11137-1: 2006, Sterllization of health care products -
Radiation - Requlrements tor development, valldation and routine control ot
a sterilization process for medical devices and EN ISO 11'135:2014,
Sterilization of healtfi care producb - Ethylene oxide - Requirements for th€
developmeng validation and routine control of a sterilization process for
medlcal devices (lSO 11135:2014) - as documented in ihe audit reporr no.
THo16101 8T006 date 201 8-02-1 6

The assessment was performed by
Product Service GmbH procedures.
authorized for sterilization,

audiiors authorized under TUV SUD
The audit team included an auditor

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

TUV SUD Product Service GmbH
Certification Body Medical Technology (MHS.CBT)

I(4
Munich, 2018-05-15

TUV SUD Product Service GmbH is a Notifled Body (identification number

Page 1 of 1
9.", "E{
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ToV SIJO Product ServicE GmbH , Zenifzierstello . Fidlentre8B 65 . 80339 M0nchsn . Germany TUVO



SS r*rnno iu{AnAND} conponATrCIhl Lit'tlrEo
n2 r,loo D g^NoxoMxo. sEN.\, /tl.lJfti^yl\ l! lD. ''HAILAND
TEL 0Jlr) l+16ll.162{ FIX; (rdjl:Ft6:J, tB, t&tf,??

Datc : 23 Octcber 2017

CERTMCATE OT STERiLIZATION

'![e, Nrpro (Iiaihad) Corporation Linitcd, hercby ccdiry &at Nipro Syioge wi&out

neodlc (wo/a) , Nipro Insulin Syriagc (My shot) ail Nipm with necdlc blisEr packagc

t5pe aro rrr"nrfictnrcd aad strilizoil by Gaona irrailiatiot d our oandaming facilitics

nfiic.h thc sttr'liz*ion process is validatod acoordiag to tbc following stm&rrds ;

r ISO 11137-1 : St"n'lizalioa ofbcaltb. carc products - Xadialioa -
Part I : Reqaircmcuts for dcvelolmer, uJiddioo and rorxina oonlroi of a

srrilizatioa proccss &r medicai dei'lccs

r I$O 11 137-2 I Serilidiou of heaith crc ptoducs - Radiatiou -

Psfi 2 : Establishitrg tlc sterilizdion dose

r ISO 11137-3 : Sterilization ofhcalfl care products - Radialioa -

Part 3 I Gddacc ou dosimetic aspccts

Approvcd by
A*-

(li4r. kapun Puutorn)

Quality Asswanoc Deparbent Managcr

Nipro (Ihailard) Corporatior Lioi&d)

iri. r'.rELL tv,ED

,,--___ oL -_/
i{ *ttry'

&' J



N I i' e o H;!?"fi .#i"€,Is*fs"if"5:r?SilfilklHr EP^"u',n o."o, s11 orH A LAN D

aisrinio , tz(roHnnlrua5D:J nrvuan6nrr0'ltj:
n)rrl';rl 3 mL UL

1 o:ulrlnd
nr: roi t

mL. 3mt
{Volum . 2.85-3,15}

e:rulnlondoaa'tnll
qt;tI orno{i :.

mL. 15 mL

{voium = 1.43-1.58)

nrullaunlrnloudl
r a0a?1:J1tcq

3.1

nr:f.:d t
rnL. 1mL

Eolum = 0.94"1.07)
1.015

arna::'ran:llnc: filna druqr!{oarrt rla
4.1.L1- 4.1,1.4

ii .)rr thx , 20 {sl
{rl:rdlri 'u= o r{o

1.2 n1t6&lniu?andtns 4.1,1.5 drnnrlorrq \!uqa
aan :ra':t{ulo"'irl

{1llrrrldlu . 20 {a
{lutudtlrhu = o{a

7.3 e1'?rax 4.L2 !{rJud!netuuur60/
rduuiolalrq
ui,r6hrsr,!0rf,Di
&uvh.r afu/ dirlr!
ud,lrtrF,fur&udo.,
a?txl

iru:uddru = zo rlo
i'tutudlrCrv = oqo

2.4 fl-t-r:. ll"r:?and(n 4.1.3 mm, o:1L,ill)l,A,tdtnn
ilndrdu6u 116o rdu
rtdnonll!1tJqd]{n
llfaont127

{rxrudrl ru = 20 qa

{ru:ud1y'drl - o rio

2,5 6irrtrrrn:rrn{rna rdadun-rudoru6o
lduqrdra,t{mo
oioo ar/lu:rdr _
ttlorfiurYutJudon:t
l!fl.i{n{rj

{ru:udcru " uo rlo
cru:udtl ru= o{o

d')ors!anrtn;in
nr:uan

n1'll1u1l!nJotYIan ar:rafhlrb{
n:suan6ourin:u1
tdlsi('r qnrjlnn'h
n'nlJltvlDd]'flIso
lrdAc 10

{rl:udr-i'tu = zo:14

{1rl:u}i'birh = o {o

3.2 !nn:vuan 4.2,2

4.2.3

{rura flirr tnv
ntr!ttd.:u:,ttu!rc
d:.r nr:1dorn/
n6lrnrf!(ng

1r o )r rlx,/{! 601ri
ri1iaorlnrcldlru/
rnr ra rdal:ilr{
n:vuandourndo
!tnnJ1 180 awn

irurudrlru = 2o r{o

iru:Itillcrl = oqa

4.1 gn(uKicri1]rdo dnlnr:nnquunvn-lrdo 4,3.1 Qn{unhun'lr60tia't
lruq6aoflcrndu

{ru:yrtrlu = uor{o

crl:udlrjdrr = o r{rr

4.7 niu{o 4.!,2 urrrrkona 1:16o

aanarnd:nrlrtanJrtl
iru:ur/idru . :o rla
{ru:ldbtdru = o r{o

4.3 il i! d!'ua,J n-1!i{ o in L-r, li{ridi19 drll, rrl rlr ' 2o't{o

cr1llldldrl'lu = oto
4.4 a?lr0nxaoenFlx 4.3.4 q n {! oh,t1:l !n fi a]rd

,ll t])ll ar a., oruto,t
i'ru:lddru ' zo r{o

ix:llilrldru - o rlo

r.!nr o4nqr 4.3.5

_0
n1tl?lanln(!

ll-rr nnrr ar r,rYaLru

{'rrn,Jgdl! = 2otl!l. ,t
{rrol}lrtirrr = dfino

t--
.L

-l;l
:" a,'.; I

L
' t ,,,.0,-a ,, aa, aal. a', ,l
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ss nrrrao i".Ei?"{{#i$}s{fq",*,i331t9,1'"ts3I-'"P"",'rraAvA,31,o.iria,LANrl
NAn15Uqln!
01'lrJi5sq

nr:landorioldr
3 mL l"/L

oi,:ri*6n: uxlo

5.1 i ilo r[u1dr1rJ :rao.$78
rdrl utard! 2

{rnuri{rl = zo rlo
{1urud1rd1u = o r{o

5.2 4.4.2.2,4.4 .2

.3

d'ttl d.rttulllnutlffE
rsosqlorrufi,rInu
drjA?nluluorwan

{ru'}udfiu . 20 r{o
{lu:lrftr}hll = o ,{n

5.3 4.4.3 nn. 1ri{auni"r 1,2
5 4.5 m8/cm rl5n.T nll)]n.)n,Ir 0.25

0.c7

7.L o:n:r nt;$i1d {uArnruuaora.:
nrvuaninur

5.1 d;aro:hoarnfi.:
rrjnn{n a:r

dru?r{d1u " 20 qa

{tulslrlldlu = o rlo
'i 

_2 o:uriun:o-oit,: 5.2 ,i-r,rar n ro n u4 n?

o::.rrlrjlitnu *1
o r.llr{onilrnraof)2rrdlu
nto.riroraouaotuorri
tdoloh dr-rra,un n:nruqu
0.00

ovn? ortn II0nYiI tunn
5.3 mg/L irtnlr S

0.c067

trnotia:r 1]lrfi]l 0.1 0.0000
t'.4 4r."rnider:.1.i1 m[. \rr!5u 0.07 0.0480

n1ltrd!CQn n l:l:rllfr oa|1]trJulrrJ!11
QN{'J

i'l!)llfiri 11l . 20 {o
iru:urtild ru - o:{o

nrrJtrharnro riaolll! ar nrofrrlri
ri]1lin{x

{rrJrurlCru = 20 rio
{rr:ud\riclu = o !o

8.1 q0rdfi$ irnln
itarrr

a:rutl:rdttn
rdal6urld
{Sterillty test)

E.5.1 riao'lrl !liuMtd o::rl{ruqArruttflu
drodro

:cd'urlularrlanAu
(Eacterla I endotoxln test)

5.5.2 rJo"! l6l,l1otra ndi!
1:irlu 20.oo ria{o

fiTur{lu{r,
(Systlmlc toxclty test)

5.6.3 'lrrlx}l:eria
{o{uon ao

tduror!1u

,rlfufll 6.1,6.3 a1llrcurfiflr{!a10
ll ., dolri{0x un,
orur:ni ar fiua n:r
rErrnrdarrtfiodu
lu:;u:'r.rnr:rud,:
[ncnrlrfuln!.1

iruxri ru = zo rlo
lruudl du = o.rlo

10 nrzirdrr,tdaou:r1 6,2 1r.l*:L nr:hrll C]t r,ld'ru = 20 r{n

{1wudl drr= o1o
11 tnla,:ttlrr*o;ontn ,]']rJ!crt'qdao $!1:ln1! !nn.i?7

*2rla ,.1
C1!flfirhu = 20 {o
dlr:ldl:idru = orn

n1?l llilJ lr1 l 7,2 rf,ulrn1x !an.777
i1 a ?.2

<r!,)!rldru = 20 1n
iTr;.: l Cru= o:10

Jude.dby, 
//'-' 

24;of''(1

Mrt. Saslwlmol Polsen

QA oeputy Department Mana8er

Nlpro (Thailand) Corporatlon Umlted
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