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a.:lr.tlllq

nrtraninurOltj:
5 mL. VL

ni.rriclfio r rzxr2

6? ]ltl u:1rJ1r.1fi6 3.1

nr:rrd t
ni L. 5mL

{Volurn = 4,80-5.20)
o:trlnlol{.r10,:o:tn
qmI

3.1

ornlri t
mL. 3.0 mL

lvolum = 2.8&3.121
3.0i3

orrq{aan{rnlold,r
tlA,rnrll,lrttl ttrn'Jd t

mL. 1mL

lvolum = 0.92-1,09)

7.\ flrnn!uan l!1o5 4.t.7 riiutlol!!llan11!da
4.1.1.1.4.1.1.4

rilu?ut{d'u = 20,{o
irurttril rlu= o r{ar

7.2 nrrdlotr.h,Do N rflo 4.1.1,5 {rnirlr}tru l nqo
nan ra."'rrlulo"dro druruddu = zo r{o

{ru:rdlrdlr = o rlo

dira! a{:Judrfln'i!nu2ilo/
r{]rtlda.,r]21!1
u:JscY:raarfluaao
d?urlill fiul rYltnz
1{ t! df,d:J rdu(ds,r
nrl!1

{iu:urlClu = 20 q6
trurud'bicru = o r{or

24 a lluul).:ran{lnn rnnl. o1'rlJtnlzr!i{tn&
dsucitd!6 nrll1'l rdu
trlola:u1:vqoirqo
1tl{asn?"t 36

l1u:udlir! = 20:{a
clururllldru = o:{6

2.5 9i'ttlu!.rx aodrne 4.r.4 dadi!nlutoerqG
rduqudaalarnn
da.ra lI1,!:Yit:J
16 u: fiuriurduf,-o:u
urqn{r.,

{ru:rdrlu = zo rlo
{lurudlrCiu = o r{o

3.1 fin7r!an$errn
ftrvuan

9l?'DJUltl]a!nr3:lan m:na{rir1t,f
nlvuandoarlln:rr1
1d1oiX,:4nrr n nir
nlr l t${a dr,ltrax
tarnv 10

C ru:uifdru = zo rla
du:uritldu = o rlo

3.2 Ilnnr!r.ran lturo TtJlro ttn:
rlrrJMotr:ou,ruru
d'unrrtrloru/
rindcrnn!!uav
n aurur/{r.t[oloi
Jvo,rzntvl:ftr17
ur:vrardol:l1d
nrvurndos1a6',J
,i rnnrt 180 a,J6'l

iru:lddlr = zo r{o

{ lu?ulrl:lcu = oqo

4.1 inrlxr!s!niu5,l dnBnlrrJnq!unrn-1udo 4.1,7 qniu!!s!rhu(rtsia.l
1!uqoaanarndu

{ru:uddrn = zo rlo
crtr.lrrdhklru = o rlo

4,2 o.-tuio 4.3.2 a1?rfi!.r'xa 1!,ln
aanr"rn6iln:JUan,r"to

iru:lr{dru = zo r{o

{r:nrllilrjdru = o :{o

4.3 drudu?]ann-.]:r5o 4.3.3 mm, 1}1'Jaun?r 12.5 clulultrohx = 20 qo

i'ruurhriCrl = o rto
4.4 a?1!!'J!anBn{lJ qnquoh.:1!tn6artd

,riu,l?nra!o)llr.! irurrrldy = zo q6r

{riDrfi\f,Jrr = o{o J-D-.l <rlr
nrugnrln 4.:.5 !9!!anBn{! I

/lrnnr au rlo La\r

lU = 20!o
i{ru!: orro' .r 't i -.;
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CIA D€puty Department Mana8er

Nlpro {Thall!nd) Corporaiion Limlted

5.1 )l'J il0 t a'roriaY,ltrl r[ulr]rr1! !an.1378
rdr,l uin!n':J 2

{lulllddlrl . 2o r{n

trlrudti{u = o{n

5.2 6iiirx d,t]a.r..Irda 4.4,2.2,4.4.2

,3

dlttr{,rir1l1ltnuIai
r'lrY}i1.1r!vi1nl{fi!
filln2srulxnr:rlan

tru:urldru . zo r{o

{rl:udtldru = o r{o

5.3 a mm. 1rl{arnJ1r..2 2,003

6 n")ifiaiafin 4.5 ,8/.r' t]ttl1o11)ln)rlf! 0.25
0,07

7.r nDo(iul rll rtruArnrsuanza,,
n:vuandolt

5.1 *raro:lnfle:ni'r
ullgn na:t

ir:nurlr.ilu = 20 r{o

crr:ur,i1rc{ru - o rla
7.2 ol't:rt!!n,lo-cir,r Gi-)n q'r o 1l an (u n:

nr!qr1,jrn1l t1
A:'t! tto n oi1{rra,t ortttljtl
n:o.rit,llaogaotun:d
edolefn(ulaltuara:rqu
0.05

1.2 tl:rinLlnuc 6lq n don:i rufin 5.3 n-.c/L 1rlrl1r 5 0.0c00

Inol{urJ 0.0008

7.4 ,3!'rol{r}ll n'l mL. irl!nx 0,075 c.0s40

7.5 nrrhdrrlqn6rr nrr{:,r]l,] rl'r s.5.1 ciootliiriddl
0ndll

drurl]i,lCill = 20 rlo
lr.rrrdtidnr = o rln

nr:l:,rllarnra a-iao'lrldarmofrdu
*'naodll

{111rur,hi']ll = 20 rlo
,irttlrd1:ld'ru = o qo

qnt{ntnrrnr,:
drlryr

n:r:ri:rrhrn
rdal{uvftl
(sterllltvle!i)

5.6.1 oia,:1 uu1iurld o',':c1ti$uldll)1tdl1l
lirarltn

8,2 red':r riuIoti a n?h
{Sacterlal endotoxln t.st)

5.6,2 aU/devl€e :rd'urlllndanzlu
'llrdu 2o.oo oiaqo <0.0500

8,3 6)it]{lu!rt
{systemlc toxcl8 test}

5.6.3 lrirfiurlrria
dofionao

rd'lrlarrtu

n't5trtl 6.1,6,3 n1r!c1Jrtlrrx(Ya1a
!r{., 0o1rfdi11 URU

gtlt:n:loufiunru
r{surudararnedu
11l5srirnni'tcudo
rrncnr:rlfufnur

iurrtdrlu . zo 1o
i1r':wJlr{r1l = o rla

10 nrrf:d:r'vlualu::1 5.2 lirunrri:lll {1x?ufirhu = 20 qo
l1u?udblCu " 0{o

11 tnlaonrl tr ttscqorn ri7l1l!ur'r1dau 7.1 rflu1lJa1!r,r'n.777
{2da 7.1

llurufidlu = zo{o
{ruru{i\Jdu. o{n

,l-rllilvr.r ir3 rlrl 7.2 tllul:Jor! !an.?77
,/.i'da 7.2.

iruiurld,u = 20 {o
{ruluril:lCu = o rlo



$$ hl I r t o ffi 1?.{{,#i$$s{fffi"y1?ffi,is[lHlEPo",",',^"o, 31 1o.rhA]LAND

9r n Bll l,1o d aU

n2'1lrlf!11
nrwandosr{ll r
10 mL. LIS

a{'rdr.rin :ttl(tl

oll:t;l fi)r!irJn6
ornod r {Volum . 9-6&10.40)

9 344

otll nl ludoza,tnrr:r
qr!u

3.1

orrntd r
ml. 5mL

lvotum - 4.80.5.20)
5.017

a: ulda a nlro{oudo
? 0ttO'llrlltg:l

3.1

oraorl t
mL. 1mL

(Volum = 0.84-1.1,5)
1.O27

2.L dlnalrian !I]rff 1.1.1 d tJotrdanruda
4.1.1.1- 4.1.1,4

rii!:!fid11l = 20 rla
Cru:'udticru " orlo

2.2 n'r rdlc [irz a,J flfia dtonroarlr 'lrlrqonan
uaorrlulo'dro

firrudcru = zo r{n

drl:wi1rl dru = o{a

2.3 dn raz 4.1.2 alJ!rd(nalurrul6n/
rd1rlf, on o)'ru1$:.lodYr

nsriirda'rdrrrnfrl
dtl/ rY)lnrjlri$rCfidu
r{utrto,:aru1

{-rrllrddlu = 2oro
trlrurillilru = o rin

2.4 n11IU1)fla.lailnA mm. o:ltrolr,aodmRdl',rud
ldu6ud6, druda.t
arulrvqoirqo lri aa
n11 44

iruxr{dru . zo r{a

{-r{2udlrrirx : o i{fl

2,5 oil[ulnrJaod(nR 4.1..1 6a6'rriruiq!'.r{ordu
e1!dzonil(nneiana{1u
,!rY! ldi u: d!d! !du,
,r1't:111J!q n{!

{rururicru = zo r{qr

{rsrurillihu. o:{o

df:nfi,Janlracfn
nr!!an

,r'lluu'tt!anormaa sr:Ho11u11r{na!an
d o uriaru 11'd'ki
{,,{ofinoJ1a1u1
,r!ad'lodair{asRc 10

{lu:ud}i1u ' zo rl,
druzudldcru - oqo

! n nr:ra n 4.2.2

4,2.3

i!{la piJr,, Re!
orrnu{ou:,rruncfin
nrrldou/r.ln arrn
nt! trRVJ aua:ih"! 0r]

lrirtun.:?r nrrld,r'ru/
u'rrvr atda'lrll{
n:vlan{autn6",:
xlnnit t8o a,rdi

{rtruiidrr = zo r{o
{rl:udlJclr = o :{o

{ndrLr,1vr[1!alo SnullvQn{:Jllavn"iu6o in(uIasn,]ndoo-on
ldnqaaona:n u

4lu:uiiClr = 20 r{n
iu'rudlllcru " o qo

nhain 4,3.2 srrtfl!.:ua lr6oaan
er ndiln:v).r aniTl {ru:urdd'u ; 20 r{n

dr,r:ud1diru. oqo

4.3 drrduzarriru6o 4.3.3 mm, llhla!ni1 12.5 {rulufld'ru = 20 qo
{ru:udl:lcl = ola

4.4 nr':rt{lorao4n ri:r g n 6r oia o1!r n Sauil
ri?sma!ano!la')

{r1r'rudCl! " 2014
dru:u#1rJ ru= o r{o

! arl] i nil! 4.3,5 rl or ut a 
': 

gn 6u drt n6
aourloteu

dru2ur{d lu . 20 qo
{ru:urllridru ' o rlo

5.1 fii ilo l1lirnua v!d 4,4.! rilul!olx xan.1378
rn'!1y{ar6i! 2

.irrnurtidru = 20 to
ru&g-- o&d

-(:r- -,|
!r:t.,t ri:r-i:r ;ltrt i:,
%+

M.wf LL M!3 CO..r:,
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$SnrlrtoH,31?"{l#i"{i.s{:5's1fl"fi }iHx"SLlslEP^",-'*o'o,s,1o,.rhalANo
NAnlSVtflia!
41111{!q

n:cuanilo!191:lt
10 mL. L/s

n{ndPrio:r7n3

5,3 ifi, mfl, 1!{ernir 1.2
nr:I;ia(u l5 ng!cm' ?xrorbJrrr,tllu o.?5

1.7 ;fn $o Lr',t: \, rl'ttfi:nrauanra'r
flrvuafidoUt

dvaro zr6qrnfl,,
tulandeal

{'u?xlitiix = 20 rln
{ru:udllCru - o.ao

orurfllnzo-rir,: 5.2 dNe'tnrD,!!1,R?
nzvnrl!.ii15ll t1

otltuonrirraarnrr!tfu
nra-dr'lralta.ltun:d
drloldo(wartun:a :rrln
0,11

Srrorlruy orrfr 6!qn d,rovd uIn 5.3 m3/L "r.r!6u 5 0.011:
$oorrlilrl llkfiri 0.1 0.0000

l!!1ol(al d'1 5.4 mL 1!rl'i! 0.1 0.0510
'7.5 nrrl]d)]1tr g n iJ:r !'lr:1rlIlr1 arb':lrlf rirfi :1:r111a qr.r i rurrlrehrl = 20qo

lrxlxril:irl = o{a
ntlirdlarnra ob.rI:ifaural:da

,huan(!
llulu{elrx = 20qo
iru:r:dlldu = o rto

q or(nuorvln.:
f'rarvr

o:tltl;tptrrn
rdaliurid
lsterlityrer0

5-6.1 o'aul r,rl1Suutd arlc'i:jfixlfirMadh
d)nd1.,

:sd!!rdu'lof,an€tt
(Eacterlal endotoxin te5t)

EU/Oav!Cr rydrul duloda n,1lu

l:.[nu 2o.oo riaqa <0.1000

alullufit
(Systemlc toxclty teit)

irhlluri uda dar'x o a ao ni1rflflrf,1r

9 0rr:rrr:l 6.1,6.3 ,rlrlilrrfl'1!d:a1o
ul{n 0o1o?i1r rra:
drmrnilaodun:rn
rdaurudalrrilodrttr
5vufi0n1,I ud,JltnYfil5
lfiuln&'r

{ru:ur{crn = zo:lo
{rur ur'ilidru = oqa

10 nr:fi{l{rra,::rrr1 5.1 !.iru n::f: {l {1u:rrlrllr = 2o{o
cru:udlldru = o:.ro

11 tota.:u:lturmYontn ,)rrrv!trldau ).! ! u'ttJo'r! !a0.777
#?do 7.1

d1rirtlfir = 20 {o
ir!?udl dlu = o{n

nr?J11!l.rJtl'.)11 7.2 rgu"i!oi! !an.777
frrla 7.2

{.l1llu}tdlu = 20 rlq
crurudlldru ' olo

:udeeadv: /F' e45ctt.t-11

Mts. Saslwlmol Pol5qn
qA oeputy Dc$rtmcnt Msnaget
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SS N I e e r: Lt i:g"qi#i"A, is{ff ffy1?3H{$ils JEP^",.,* 
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n 1, o,'rHA, LAN o

trnnil$odau nr;rranilour{i'i r o{ordaaa , rrxrs
F?"r).t15rq 20 mL, L/L

o11r1l t:1r.ti:la6
orrlnd i

rnL.
20 mL

(Volum = 19.20-20,90)
19.951

n t'uln-1d$llza,ln11!
nrrrod t

rL. 10 mL

lvolum = 9.60'10.40)
10.056

orra1rlaonfiaftltr,:

', 
a\ro)1rliIyl.l qttNu I

mL. 1mL
(Volum 

= 0.69-1.31)
1.09,"

l rnR!l]an l!'ro, duldmrr?rrh?uda
4.1.1.1-4,1.1,4

Cr1r]! Cr! = zoqa
crr:lldlrrJl1l = o ?io

2.2 nrrdlq[rlriDr,] flrna tnn{orau iluqo6an
:.r ao rrluloidr u

{ru:lrlcru = zo rlo
{ru:rdtiriru = o:{n

2.3 ,irraI 4.t.2 aClllldrnR'tlluu?fl.r/
rdulldo!rnlxqtl:hd?
rartoraaodrunltl fit/
dFrn!hl#!fidd:Jrdu
(dona:'trrl

dru?uviCru .20qn
{rururhrl ru= oqo

2-1 o 1'):.i u't21r.l al t fl a fim. nllrs1)!rodhndnuci
rdu5u d6,:rduuaao
n:r:r1:qdrqn ldfau
n$ 52

drurudrhu = zo qo

cru:udlrcru = o qrl

6l'tIu{o"annrna rd ad"r.frullo11,l qo (du

rludzaoa rn no"aca rjhr
:vdi'r t6 ur dr rfu r durl
nllu!u4nqr,

cru:udcru = zo r{o
irurudlidrl = oqo

3.1 di: a:ruan ttavlln
,rtvtlt n

o l )!llrl?ja,,nty:.1,n l1.:flafid1ll.fnfi,uan
6') or[n:.lr,l}Itd.!o(o
nnnCrn:114rn1adt
{asra!n! 10

dltl,rddrr . 2o:le
{rurudld{ru " o{a

3.2 4.2.2 fzurn 1:Jlro uav ort:r
tt{lur,:rulr;duntl:I
,)lx/rr1flrlnflr!uRU
t oljo)t/lu tl o toltlto\)
r orr'trl:u7 urru arda
lr1r.fn: c! a nal n ur n *','
}l.]nn'r"'r 180 r.!911

{rurufiCru = zo qo
irurud\licru = o r{o

qnqrun;n1uin {nu.ruvqn{uuevrirudo, 4.3.1 Bn{!rt8;rir!6o6irn\
uqooane:nrYu

{rrnulifil = zo r{n
cruru.rllrl'ru = o rln

4.2 rfi!ffo 4,3.2 orrrrlu'rvia lJ6laan
qlnlhl:vuanirtr irurudrfrl = zo r{o

liururtr1,li.h! = o qo

4,3 d,)l0uzaon"rullo 4.3.3 lrlfa!nir 1?.5 lruruildru = zo an
{rurulilrrlru = o rin

4.4 n?'rx{Lr" an in {r..r 4.3.4 1 n qr oh olri rn da lrtl
oiur)aranor!an C':u:udrjru = zo {n

iru:rrilrrlru = o :{o

rlnra;1nXu {nrrraoqag:.t:J:rnq
raurYo$n

c1u?urlshu . 20 {o
drurldlrlcu = o :lo

rhi5o Irir,J(R!rrl 4.4,1 rfl!1!ai! !rn.1378 {rurudr]rrr = zo{o ,
lrulr{llrtdr$ = o ljl

I

e.J_i-_-l-l

I
I

Il .', ,ii:''n ,ii;, t:i: r'r,r riu'i.i

i;.::.t f',r.vrr.LL r.1iil co..Li i:)
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s8 rv I r e o }i:,i,3"ff#[{$stff,il.3??i6*$kmrt?o'u-,.n".n,",,."*-o,.o
6lnrlrSo:17(13HanltroSau

ollrlll!r.l
n::uan6ourO1rl:
20 mt. l./L

ollltx,itroli'rtro 44,2.2,4.4.2 ri'lu .Juu,Mu ,nJ

tlordlorsuixlrnurl!
,?nls1!lnru!an

i1u2lrl{dru = 20 r{o
iruudlicru = o :{o

4.4.3 ar't rn, t {runJl t.2
6 nlr ila{! 4.5 mglcml rlirroflral'tfi! 0.25

0.08

/'.i {nr*or vlhl:l flqSlnrglafirJa,r
n'turntaol

s.1 {ualo rndcln{,J
u an nal

{]x?xvlrir! " 20 2{o

{u:lv'i1:irlru = o :to
7.2 fi? urtll!nro-cii,l a.z ti1"r'rnxaorun?

n:rqrlrjrilll t1
n:rtttanci'r,tttoi0lrudu
n:o-riroto,:raot n:ri
e folo-ndrr: ar tu nrauqr
0.02

7.3 lJhroilnu: ar:rt dlqn {,:nvi ratrn 5.3 o:,EiL lrrru 5 0 0130
Ioariux ,rn! 0.1 0.0000

7.1 rJlm or t r! r:l dl 5.4 mL, r]tilu 0.15 0.0940
7.5 n r:l: du14 n 6:; nrrhd:r{'l on 'rlrjflrirti r}: r1q nq:r i r!:!r,lCrx " 20 ln

Ciu:rlJil ru= o rio
nIfr-l?lIaIntf1 .5.5.2 o-r{1rra1n16t?6!C l

BN6U

drlrrutlCru = 20 rin
{ru? d'hidlx = o?{o

e.1 4fldnEoEuto
d:nrx

nr1!rfl6r1n
tdalfiru?rI
(Sterllltt te.rt)

ria.r'Uilru1 (ri $t ii nri{rmr1fillxldl1l
drarlro

6.2 zYol1,r5]r1oflDn{u

{Sacterl.l endotoxin te5t}

5.6.2 EUldevlce :r dl'r.r tdtrlefia n2lu
1:ir6u 2o.oo oia{Q <0.2000

n)lrdrrlD
{Syrt€mlc toxclty test)

lrJriurl:rcia {orilrona.: hl'ru roSir!

n.),u:ti 6.1,6.3 JllUrut|:rll?1rdvn'ra
lrl-{,J flaloi {l}r ua,

tm:ni a'l rYur::r l
iloura darqriodul!
*yitnnlrrudnrisinlt
rfiurflrr'l

{ru:ud4ru = zo qo

{ru?ydl! 1u= o{a

10 nrthdu'ttrrtarr::r1 6.2 'lrlt r n r:h,llr dlxlurlCru " 20 10
{rurudlidru = oga

11 rrr!a,rl'luruttnvantn lr u:u::1dat 7.1 rllulrolx xan.77,
d':rla 7.1

i1u?!r!rhu = 20 r{o
dru:rdll ru = o:trr

nt1J1r r:rlrrll rfluhlqrrJ :lan.zz;
t17/.a1.z

{1u?uddl! = 20 r{o

i lurudlrrhx = o ?ro

,/
JudaEd bv : ''/ '' l4wrrlg-.-----7-......-|_

MIr, Saslwlmol Poben

Q{ oeputy Departmeot Man.8!,
Nlpro (Ihslland) cotpontlon Umlted

:o rrn drtih
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rdrtlo.rtrfir

no.ri.!*1ra;rnCo{fi ounnrj n:lir,rurm srn 
jni:rHrJ nrcrrz{rnruoJE !

sar auufituur{. rirrnourl,r irniouuli 11000 Inr. 02.9s11027

riB.l'mn0 Rl:rodouqainrrin:;uondnurdru rtrri.rd:rmrnrioufi olffi iiifi ur

(Sterilc hypodcrmic syringes for st[gle u6.)

.,
tttllgla!?tfiflvx

!0n':DEr1.l

0ftl8lsn?001.1

(Hao

{o.r9110Et.r

2 trHao

irnrnorq

fi1.l1tBlt0r

0453-001032

ntcuonfinm'ild:

nluirs'{ 3 mt ritinuu:.irirl:J lilirilfiour

'lo.:r:rlilmrtin frnrrq,hrfidru:-.rinnlrjr

::?fir iTrJ: (rJ:zrnnlnu)'irdn rad 1072 tt{ S nurfillRn.rm.n

drrnui.rullR drmarflur l'uinn:;la:n?oqtur iltlo
uifn il:J: iil:zrvrtlvru) irdn rald roa n{ 8 olumllRualr
duaruuuln drlor(ur t'.uin:lrrun:aioqrl i3tto

2010-0?-25

2015 - 01

10825

H, I16D540

9 iurnr 2ssr

u ilrfl! 2513

Itl:3:J

100 rr
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$ N I n t o trn.3.ff#i,t$st&!fffi*},iig1"$lBln"'no'o''i10,rHA 
LAND

Dste | ?0 MLy 2020

QUALITY CONTROL CERTIfl CATE
''INSPECTION CERTItr'ICATE''

lVe, Nipro (Ihailand) Corporation Limited as I manufaoturer, hercby certip that t}e

following Products havc passed tcsdng !s stipulated iu he atandard mentioncd bclow.

Sort : Syringe (OrderNo. D-191i006)

CodeNo. LotNo. Ouantitv

3ML Vv/O NEEDLB LI,ER SLIP BLISTER (CA) 20A087

Tast items :

1. Sterility Asumnce by dosirnetrio rclease acc. ISO 1 1i 37

2, Yisual inspeotion

3, Chemioal & Physioal tests

4, Biotogical tests

Standard ;

Tho pr oduots arc producad for export and sonformed to m&rufacturofs ow quality

confol rcgulations in accordanco witl &c GMI rulcs.

/
4..-

(Mrs.#iwimol Ponsen)

Dcputy Quslity Assurance Dcpartrncnt Managor

Nipro (Thailond) Corporatiol Limitcd

t'"r., t uliir ril.r:o ruo 6ldo

M.WELL MED CO,.LTD.



$$ rrf f ff A ffi,1"?"{i#1,|{i.?l1?,,,.f1]i3fl1'^o,l^lll*lEP^,,,HAyA1s1,0T.,i,LAND

Dato : 16 October 2019

QUALITY CONTROL CERTIF'ICATE,'INSPECTION 
CERTLEICATE' I

Wg Nipro (Thailand) Corpontion Limited as a manufaeturcr; hcreby csrtiry thal tlo
following ?roducts havo pnssed testing as stipulatod in tho staudard mcntionsd bcrow.

Sort r Syringc (OrderNo. D-1906007)
CodcNo.

sML V/O NEEDLE LUBR SLIP BLISIER (GA)

Lot No.

l9lZlT

LotNo.

19i237

Ouantity

218,000

OuBrtitv

I02,000

Sort : Syrjngc (OrderNo. D-1907006)
Code No-

sML 1Y/O MEDLE LUER SLIP BLISTER (GA)

Test items :

l. Storility Assurance by dosimeuic release aco, ISO I I t3?
2, Visual inspcction

3 . Chomical & Physical tcsts

4. B lological tests

Shudard :

The produots aro produccd for oxport and conformed to manufacturct's owrt qullity
control regulations In accordoncc witlr t]rc GMp rules.

-/y'"
(Mrs.Sisiwimol ponsen)

Deputy Quality Ass[r8ucc Dcpartment Managcr

Nlpro (Thailand) Corporrtion Limited

I

I

I

U1Nrl ltu.l)o llr$l Olfl,r r

M,WELL MED CO..LTD
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Date : 16 Decembcr 2019

QUALITY CONTROL CERTIX,ICATE
'' INSPECTIO N CERTIFICATE,,

We, Nipro (Thailand) Corporation Limitcd as a manufacturrr, heleby certify that the
following Products have passcd testing ss stipula&d in thestsndard msntionsd below,

Sort : Syringe (Ordor No. D-l?09003)
Codc No.

IOML WONEEDLE LUBR SLIP BLISTER (GA)

{t
u3i1 rfa.rro rua ri rrYo

M.WEI-L IJED CO..LTT'.

Lot No. Ouanlity

1gGt7T

Tcsc items :

L Stcrility Assurance by dosimctric rclcase acc. ISO I I 137
2. Visual inspection

3. Chomical & physiool tests

4. Biologioel tcsts

Standord :

Thc pr.oduots aro produccd for export and conformcd to manufsoturGt's own quality
control rcguiations irt accordancc lyhh thc GMp rulcs.

/.-
/

(llrs.Sasiwimol ponson)

Deputy QuElity Assurancc Dcpartment I{anagcr
Mpro (Thailand) Corporation Limited

_---

.> .,.,
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ISSUED DATE: 15 0ctober 2020

cERTtFrcau:

PRODUCT NAME

LOT NO,

STERILITYTEST

STERILIZATION METHOD

EMIIIINATION

REFERENCE

METHOD

RESULT

JUDGEMEI'IT

STERiLIZAT}ON DATE

EXPIRY DATE

EXAMINATION:

METHOD:

PROCEDURE:

RESULT I

SPECIFICATION:

JUDGEMENI i

AUIHORIZED S|GNATURE I

t

SYRINGE zOML

woN. us BLISTER EOG riHT)
20 H 167

Ethylene Oxide gas (E0)

Sterility test of Biological indicator (Bl)

The United States Pharmacopeia (USp 4B)

Bl wers immersed into Soy&an-Casein Dfiest Medium

and incubaled al g0.3S oC 
for 7 days,

No microbial gmuth

Acceptable

August ZOZO

2025-07-31

gulrlrv cor.rrnol No,2 sEcTtoN MANAGER]

ATATW ASSURANCE DEPARTMENT

Bacterial Endotoxin Test (LAL Turbldlmeiric Method)

This examination was pedormed by the method according to the USp 43.
The tesl solutlon shall accord with the Bacterial Endotoxin Test of tha
USP 43 when tested in accordance wi0r the procedures specified.
The experimental results are as follows:

Endoloxin _<0.0100 EU/mlor <0.2000 Eu/devlce
PPC recovered llfr--euimt o, -ilf,ff o/,

Endotoxin tim for t4eaicataevice stral UGGiI^-o or less than
20 EU/devic€ and %pp0 recovered shall be withln 50 _ 200 70.

CONFORMED TO THE OFFICIAL STANDARD.

O.w..,...
(MS. PH|MPHIJtT BUMRUNGWAT) g- {

ltl.lln

-"--l
I'I.WELL MED I)O..LTD,

BACTERIAL ENDOTOXIN {LAL) TEST

qr,



$ rurrro

PRODUCTNAIUS:

SIZE :

LOTNO. I

SYRINGE

2OML IYON. LI3 SLIST&R EOG (TIIT)

20ttt6T

(M!.Phirle),,Jir B,)

Quolify Coxtrol No.2 Scction Manrgcr

DATE: 15 Oct, ?020

Q UAIITY CONTROL NO .2 SSCITON

Ow'

N_!!Rp rrH4lLAND) c0Rpofi ArroN LtHtTEO

iffi 1,&"":.?iisi"TIgjEEM,pHFafl ^(HoN 
slAyum.uyA r3,1oJHrrLAlro .

CERTTFICATE

UNIT SPDCINICATION RESULT

Limlt degrec ofncld nnd rlksltnity

LlBit ofelutlo,l lnetel

- Total nmornt of .Pb,Sn,Zn,I.c

-cd

Withln I unlt of pH

Not grcrter thar 5

Lcs! tbnll 0.1

TESTMEIIIOD I ISO 7886-1: r, Sterile hypoelcrmic syringes for single use rl

Approyed by:

ull.ll rorr.llE lltl,"l oto6

M.WgLl lrFO ajo..LTD.

Not exceed 0.25
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TESTING RESUTT

Syringc 20 mt W,0.N. I/S BIISTER

2011167

144000

5

5

VARIABLO TEST]NG ITEMS

1, Sort

2. Lors

3. Total quantity (p*.)

4. No. of mcastres/Iot (pcs./lot)

5. No. ofcombination for such pcriod (lots.)

5, Total Do, of tQting (pes.)

Datc : l5 Ocr. 2020

lt1Ll1 r8u.n0 1116 it llxt

tvt.WELL l"1ED CO..LTD.

Air lcak ofpackage (sec.)

Force rcquircd to op€rate thc gaskct

- hirial force fi) Ss

- Mcaa forco $.1), Imeen

- Maximum forco ($, Frnax

Rcvcrsc flow prcssure (kciloru'?G)

Discngagemcnt force bctwecn tip-hub (kgf,)

>20,0

3.525

2.051

2.324

0.10

0

0,559

0.40i

0.370

0,00

25

10

<(2mcao)

DISCRIT'I'E TESTING ]TEM

Type of defects Totnl No, of obs*vcd Total No. oI defects
CRITICAL : product not idcntify with
drawing no., Jot no. notfound etc,

MAJOR : bendcd point, blood soiled, clog, burr, etc.

MWOR : dirty or soil, partlculatc matrr, etc.

f"* r"^(

Inspection tcsts

200 0

200 0

0700

+- 1"/
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L,:":;., .,ilf^.,, .)nil74 r.rr.,., B,nr,,,,?.r,.d.,, r.:dcf n.rir.,i,rurd

rihd Lrilrr':int n'.t,, r:r.]..,J. t,L\r.r rr,r,r.r.J
rrt ,rjn:951 l00O Inr, ,C0 ?!,n )r{ni,

Date: 30 June 20i9
To Whom It May Concern,

CERllFICATE

We, Nipro Sales (Thailand) Co.,LTD., Hcreby cer.tifi rhat list of standard applicable for
syringe follorving as ISo 13485 that specifics reqrirernents for a quality r.nanagement slrtem
where an organization needs to demonstlate irs ability to provide medical d€vices and relared
services tha( consistently mset customer and applicable regularory requircments stipulated
below:

L Functional characteristics

l. I Chemical characteristics

Where the finished syringe is testcd each test procednre an item listed shall meet
specification as shown heteunder

I.2 Biological Characteristics

Wrcre the finished syringe is tested each test procedure an item listed shall meet
specification gs shown hereuuder

1.3 Microbiological cl.raracter.istics

Where the finished syringe is tested each test ptocedure an itcm listed shall meet

ltern Frequency lor testing Relerence
l\/^-,1,L, ISO 788G1 speciflcs rcqrirements and tesl

Dethods lor velifying the design ofempty
sterile single-use hypodermic syringes, with
or rvithout rcedle, nrade r:fplastic or other

rnaterials and intended tbr the aspiration and

injection of fluids aRer filling by the end-
uselE.

Lubricant Every lot JIST32i0 -Japanese standard

Ilenr Frequency for testing Rcference
Bacteria Endotoxin'1-est
< 20EUl device

Monthly USP; U.S Pharmacopeia

(Update vetsion refer to testing procedur.e)

as shown hereuuder
iler':r Frequency lor testing Relelence
Sterility test of BI; No
microbial grcwth was
obsel ved

Every batch USP; U,S Pharrnacopeia
(Update version refer to testing procedure)

Sterility assurance by
dosinretric release; I 1.90-
40.KGy

Evely batch tSO lll3? developnrent, validation and

ror.rtinc conlrol ofn racliation sterilizatiotr /pmcess. *" il
rq,l */--.-*--,-_l tr uliri ril.tro rrro dri'tr

M,W€LL MED CO.,LTD.
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1.4 Appearance for visual examjnation
.Sampling for examinaaion shall be peLlomred for each rnanufacruring ior. The number ol

samples shall be conducted with the lext on the sampling table in accordance with lso 2g59-1,
normal inspection, level c-lt and follorved switching rulcs I'or scverities ofinspection,

1.5 Effi ciency of syrirge
Sampling for examination shall be pecformed for each manufacturing lot. The nunrber of

samples shall be conducted with rhe text on the samplilg table in accordance with ISo 2g59- 1,

normal inspection, level S2 to meet specification as; Bubble separability Tolemnce on any
graduated capacity Disengagement bwt. plungcr- barel Gasket travelling pressurc
Disengagement lorce bwt, Tip- hub suction lrictional resistance Air.sucking from joint Reverse
flow pressure lml barrel bending (mm) Air leak test of package Dead space Feeling test lbr one
drop test for lnrl 2ml 3 mi 5 ml l0 ml and 20 ml Ncedle was clog Initial plunger movement
Take off plunger from barrel Connection between needle and syringe
Peeling off individual package

Refercnce standard; thc follorving standard ars rcferrcd to in this specificafion documeut
hereu ndcr;

No Strntla rd No. Stn lda rd Nrmc Application

EN tSO 13485: 2015 Medical devices Quality management systems
Requirements for regulatory purposes.

QMS

2 EN ISO 14971 : 2012 Medical devices Applioation of risk rnanagemcnt to
medical deviccs.

Risk managenrent

J ISO 594-l: 1986 Conical fittings with a 6% (luer) taper for syringes
needles and certain other medical equiporent Part I
General requilement

Physical chalacteristic

tl ISO 594-2:1998 Conical filtings with 6 % (Luer) taper for syringes,
needles and certain othcr medical equipment Part 2:
Lock fittiugs

Plrysical characteristic

5 ISO 2859-l : 1999
Amd: 201 I

Sampling procedure lor inspection by attributes Part
l: Sampling schemes indexed by accepmnce quality
level (AQL) fot lotby-lot

Physical characteristic
Appearance for visual
exanination

6 ISO 6009:2016 Hypodermic ucedlcs lor single use

Color coding lor identification
Physical chalacteristic

lS0 7864 :2016 Stcrile hypodermic needle for.single tse Producl pcrformance

8 IS0 9626 :2016 Stainless steei needle tubing for the manufacture ol
r:redical device

Physical chalacteristic

t-e

t"..',.jc:;L
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