10 nsngAN 2567 Wi 13910 3

@mé’nwmzmwwmmm
Sterile Water For Irrigation 1,000 ml

1. Jaen  Sterile Water For Irrigation 1,000 ml
2. aaanianaly

2.1 gy ansavaeUTande la Lifid dwsunisvh Irigation
2.2 dauszneu Laifinsiiuans Antimicrobial agent wSeansoue Wuduusenau
2.3 MYUBUTT UsTgluugnanadin feazmnmeledsy dwmsuldnsuielag

sanuuulvinesnannmuzussqliedasimss Uinavusnatain i
yunmdurugudnanshitiosnd 3 lwudiuns Adunden Ua-Oa
2119 1000 ml
2.4 287N - spyilenn dauUsenoudieddyuarALLS Tundn fuAuony i
wanuagiaunellsusmsuen sy “Not for injection” l3agnstiniauuy
U399
- yunwuEUsTYeEeTiadessyliesn viedeniensdn daulseneu
LATULINATIAILIIYRIEN [auTiHAn LLasﬁ’uﬁfumqﬁﬂiTﬂmu
3. aautianIamaiia
Han15nsIaAszinan wdulunu Finished product specification wae Drug substance
specification idsaanundssuatiuieiu dsldanns Toudedtnmnunuenssunisemnsuasen
NITNTNANGITEY V‘?ﬁﬁjmé’ﬁuﬁﬁuﬁ’l%’wﬁqﬁmL‘f}uaﬁuﬁLﬁauwiw?aimiﬂdﬁmmgmmﬁ%ﬁw%’u’l,m
ffunils muUsEmAnsENTNAIs TS0 STU1Een Wl 2561 aciuil 6 Suna 2561 (aaseme
lusmefinamyununiuil 12 nuanius 2562)
fhaillunisfiansen litufunasfifisvesnniznssunsiansana
Finished product specification: (USP43 - NF38)

D)  Test ltems ~ Specification

1 | Oxidizable substances mmﬂhumuﬁwﬂu Finished product specification

2 | Water conductivity m’mﬂhumuﬁiquu Finished product specification

3 | Sterility Tests mi’aﬁ]chumuﬁizqalu Finished product specification

4 | Bacterial Endotoxins Tests NMT 0.25 USP EU/ml

5 | Volume in container m?ﬁ]mumuﬁizﬂu Finished product specification
EGETNE) - nsdifieamsdeugudenisiiu (waive) manmdeuienzideln Wutansenans

wdngw FananildueysEnsannadeudie
- Drug substance specification #a1sananludiasizvivesindn drug substance
wseludlaswdt drug  substance vesgdnendnsasy avulaadunils lnedinis
ATIIATIEATUYNTTeTIf A
4. N19AFIVEBUAUNIN

'3

HANIIATIVAATIENAMNINAY Raw material specification Naanzideuy

q

ANENTTUNSTIIMUARMENYZIANY

. - . [}
. . P Jdaned ;
1wl P oS dsss 2, asde,. v deed NSNS 3. avte...... 08 n3IUN5
(W9EEem wa1sny) W9ENIRYEIN UsziRaed) (i fugls)
ANANYNZIANIZYDIEN Sterile Water For Iirigation 1,000 ml




10 NsNYIAU 2567 w1 2 990 3

5. Raulvduq
5.1 duwameneienaisnisldsuaugntunsideuisusniledmielulsendlne uaz
duas (declare) WVAINER
5.1.1 ludymstunsdeudiuen (e.2 ve.3 ve.d 3o 8.2 udusinsd)
5.1.1.1 unsdlfugindnlulsemelng (runefis ve.2 vde ©.2)
5.1.1.2 lunsdkfusminduiionisudaussy (aneia ne.3 vie v.2)
5.1.1.3 lunsdJusnhidhanssszma (aneds ne.4 vse o.2)
5.1.2 lufuetunsidousn ve.1 vide 0.1 vessnflauean nieuseasionnisaunu
A mvasHARSasinuitunsideuld (finished product specification) uazderimunpaninues
wgAu (drug substance specification) nifﬁﬁagi'ﬁwdwmqu?iauLLUaaLLﬁ"LﬂJLﬁmamzé\’aqLLU‘ULaﬂa'ﬁ
nsvewdly wazsiwasideanisuily (8.5) uwseu finished product specification Uag/%38 drug
substance specification lagvaudlafouiulsemeauszmasimdidnvseiing
5.2 nstevdnlussndlne frdndasdionasiusesnasgrumstanemumdninaniuayisnisi
Alunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagvitiaganu PIC/S participating
authorities w38 fllonanssusesnasgiunsuanemumdninamiuag S nsialumsnanevesdinny
AUYNITUNTOWNIUALEN NTeMTNATTIEY Darmustulaefimuaonedouasiafioufundninasiuay
Fmafirlumananen PIC/S Tumnaefauene atuagamuseumansiaaey Ineiinanissusesdiaiu
Ussmedszmesandidnnselind
nsdlenidrananaUseme Jranfealiona1siusennsgIuNSNEREIMIANINaTLAE
A8msfiAlunskanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagvitiagam PIC/S
participating  authorities  atua1ganusaUNNIITINERU InelinansFuseteiuussmealszninsian
didnvsetind vidoogmaonTn udumnsel
5.3 diunaminglenansnadnyLz IO YeIEN LA TIAN

1l
a1

5.3.1 HaNINTITRATIBRAMA AR uIvaNER (Certificate of analysis) Tugnjuid
Dusogng
a o a . Y o =l a |
5.3.2 Han1InTIviaTvigun wingiu (Raw material) vesiendrdgildlunisndneisu

9
Y

fdadusoghaisesianeuazdudningiu
5.3.3 nsdindunzidouerunnit 2 U asdealidiunnindsnanisine Long Term
Stability puenfidufisislunsdeusnunuans
5.4 f9En98N
5.4.1 fiauesiandosdednegenegnelion 1 nitsussgAme daduiunuians
eazidenaldnsuiumuiiimusluideanamdimludgy
5.5 nsUssiuAmnWeNTidaey
5.5.1 o1gveseiidweusesldlalivosnin 1 U duaniudaey
5.5.2 ynnaTidwoy axsesdsdunamieluiusemamsiiaseieniuiidueures
HNER
5.5.3 lunsdlimbsnwihnsguiieg weidweuiiiodmslinsesigunm mienuas
vhnisdeesveietse tnefuisazdedeniudnaudauimisnudwmseinsziuandu

ANENTTUNTITUARANYDILIANY

N . a o
a : 3 < W AL #
1. 8900, wie X ““f'!j ...... Usgsu 2. 898, m&:m ............. AFIUNT 3 E9T0. I NIIUNNT
(W9EUSAN Yaniny) (Waafvn Useiaaed) (73 fugls)

AMANYNIZLANIZYDIEN Sterile Water For Irigation 1,000 ml




10 NINYIAN 2567 wii1 3 91N 3

F5uiimmeumlddelunisasiadinsesinanmuazansinnsgiu (Reference standard) lunsdliinuinenlsl
Wulumunmdnuagianie mhonuveanuansliiuinnsanmsaussaeifindnvasfusuas/
vdefudnluadaoly
5.5.4 fanedesiuasuaunnnsdideslnduuneny nunety viewloianisidenanm
roufmualaglifideuly
5.6 Q’maﬁuaamﬁﬁ]ﬂﬁwmmwus’?‘?a&nsuﬁﬂLﬁmﬁuﬁmwé’wmmssgﬂﬁu Tyenuunesy
vFefuneseaudeneu
5.7 Qma@uaauﬁﬂﬂﬁamﬁﬂé’ yaneunsuiivun Tunsdiseluil
5.7.1 mhsrudesyniudganmssadernemdadesuilaemhessmsluangunimd
6 YIDNTENTWEATITUAY '
5.7.2 wamsduasaTiaresisniannainemansnisumdldifulunusnnsgy
5.7.3 wdndosieviaignEeniuiunniiesmanlaediinnuaaenssumsomsuazen
“Lmi’mnawaqé’aﬁywz%a%mm
574 wullgmauamanuansueienadawasiodiaeildsuen nanisdnuliuseg
wWhine vdeinemslifislszasdannislden Tasivangndusumnumnegiiduanednuaisnus
5.7.5 ‘vm"a&N'm"l,é’ﬁ’lmﬁﬁmmsnaﬂﬂiiaanmﬂﬁig%ﬂsnwmma
5.8 ‘wu'aem1‘wuaemuﬁm‘élai%’Uﬁmm’mémﬁwﬁmﬁﬁﬂiﬁaswsmuﬂzymﬁuﬁﬂ‘mmmnwm’w
Fyasuriiinanuidensunniisanu Inefivdedeudeimhmhenuiunsiudusiednuaisnes

=

%3e pnsenuAulnedTnauAnznIITINMIeIsuazen Tuszezian 1 Y neutuuseniauseningian

LY

&

aa a ¢
BlEaNNIBUNE
ANZNITUMIAMUARNIANYAELANIZ
o AT v fieyd 4 A et o 35“;
SO R T A A UsEsnu 20 A8TB..L e e NFINT 3, BWDoverr O ZALL IS
(uETgEen vansne) (aniryni YseTined) Wi fugls)

AUSNUNZIAWIYYEIEN Sterile Water For Irrigation 1,000 ml




