AMANBALIANIZYBIET NSS for IRRIGATION 1000 ML.

18981 NSS for IRRIGATION 1000 ML
2.AnauAn gl
2.1 sUuuy Huasagansusmanide la 1ida
2.2 dwszneu  Usenaudiedien Sodium chloride 0.9% luansazane 1,000 ml.
23 Maurussy  ussglunvususIgnanadin tngeenuuulivesnainnivuzlaetg
531 gunduuudeld veild Bhdededadieldlaivum
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3.AudNUANImALia

Namimim"?Lﬂ’iwﬁﬂmmmﬂiﬂﬂmu finished product specification g drug substance
Specification M813891nLdwsSuREafy Fsldanvzidousedninaurmenssunisewnsuasen
NIENTNATIIUAY ﬁgaf:mé"uGTW%’Umﬁé’wﬁaéfauﬁuaﬁuﬁﬁwLvhw%aimjﬂ’iwmmgwumﬁ%ﬁﬁﬂm
fnSumils muUsEniAnsENsIEs SRy edsryiisen WA 2561 asTuil 6 Surau we. 2561
(aeuUssmAlus1vionyunmui 12 nuaus 2562)

Finished product specification:

3.1 Identification test ATITNIU

3.2 UStnausendndiy 95.0 - 105.0 % L.A. of Sodium Chloride
3.3 Heavy Metal LaitAiu 10 ppm of Sodium Chloride

3.4 Iron content ity 2 ppm

3.5 Volume in container ATIVUY

3.6 Bacterial Endotoxin 1ailAiu 0.5 USP EU/ml of Sodium Chloride
3.7 Sterility Test MTITU
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4.1 wnansnslaueynedunsdeussueuiedminglusemealne uazdung (declare) uvaandn

4.1.1 luddgynsTungifeussuen 1dun ve. 283 o4 %39 8.2 LaIudngel

4.1.2 ‘lummmmmwau .1 Y138 8.1 vesefiiduesin WiE]lI‘i’]EJauLE)EJGM’J‘UBﬂ’]iﬂ’JUF’]&JﬂﬂJﬂ’]W‘UEN
mamnm%mwmw“mau (finished product specification) LLau‘UEJﬂWWUG]ﬂiUﬂ’]‘W‘UEN’JGmﬂU
(drug substance specification) ﬂsmwamzmwamsLﬂawuﬂaouﬁ‘lwmmmmmLLuULaﬂmi
nsvaunly (8.5) U w¥ay finished product  specification  Wag/v3odrug  substance

. . I (Y] a o a s I a ) (Y]

specificationlagveuilunauiulsemeausenmnsadidnvseind uagliiu 2 ¥ o Suuszne
Uszmeasiadidnnsedind

4.2 1BNATTUTWINITFIUNTHARNEN
4.2.1 n3dlemdnludsemalve fudndosdionansiusesnnsgiunsudneimundninaeiuag3ansia
lun1swanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvuiee1u PIC/S
participating authorities %3efllona1siuseswnsgIunsHanemuvdnnaeiLayisnsfinly
MInangvesdlnnuAMENIINITEMITUAZET N5ENTIEITNAY Faruuatulaeiinang
aenAdRIuazTiaTisuundnInMsILaISnsTidlunsnanen PIC/S Tunnne iausis oty
angamusaun1InsIndeulnefinanssusesdeiulsenaustninsadidnnseing
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4.2.2 n3tlgnindnannsauseme ArAndBatiienansiusemIFIUNISHERE M UVANN NS
uagIB NSRS HAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagyniagau PIC/S participating authorities atuaganuseunsnsisasulneiing
mssusesiviudssnavszninnadidinnsedind wieorenasadn udrusnsd

4.3 Lanmsﬂmmw*wmmﬁmuainm

4.3.1 wamssmmmsﬁwﬂmmwwamnmsnmamasﬂ%mwmam (certificate of analysis
of finished product) Tueguitdadusieens

432 Naﬂ’]Wl5’3‘\]’2LﬂSW“MﬂWﬂ’]W?Mﬂ@U‘US\?Ww’Ia”Iﬂm (certificate of analysis of drug
substance) m%‘lumimammiummL‘UumamqmmaquammLLavmwammmu

4.3.3 Lanmsmauaﬂmuauaummauwussumwsumsmam‘ummmwmmm
d1A5y (drug substance) 4o 4.3.2 ﬂmuﬂnsmamﬁuaqmamﬂm%mamaiﬂ (finished
product) U9 4.3.1

4.3.4 uamsfin long term stability naantise1gveseniitunsfoulsfudineuy
AENITUNITOIMNTUALEN NSENTNETITUEY

4.3.5 ﬂiﬂ’jlfﬁummju biological products Fdu vaccines, blood products faaiianans
TUsesquUMIHER (ot release) MnnsuInEFARSNISUINE NIENTANTITUEY

4.4 fegnee
4.4.1 glauasnen novdiIegvenenle.... . mieussqstost Sadusuny
uamsseazBenlinsuiumuatmusluhienuaudiludeiy

4.5 mMsUszAuAmA NI NdwDY
4.5.1 edwevdesdiongldlilifosnin.... 12, outianiudaeu
4.5.2 9MNNIANEWDY %G’faadaa%mewm&flu%’usmwamimaﬁmiwsﬁmjuﬂaiamau
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4.5.3 ﬂsmmwmsmfnmimmiaumamammamauLwammﬁmms%wmmw MIIBI19N13989N
wilsdososvamieds TﬂUNLauaswm(mw)ﬁ]“mmaammuanmummuwwmaswmsaﬂmn

AATIENUAY Lﬂum‘ummja‘um‘bum&mmm‘uaﬂumws’;mLﬂsﬁvmmm‘w nsdiinuinenlal
Julumunndnumugiane wiheemMsveanuanslisuinsanmsiduesaeIfinanIvey
Lauaiwm(wms)ua%mawwamlumamalﬂ

4.5.4 fLauesnm(Hne)az shasfuildsusslonlndnuney visdeiinnsdenanmiieusznislag
Ao mun Taglifitouly

455 nsdfueniidenfuinufiguugl 2 - 8 esAwalied Fosllonansuanuarsusesindisyuunis
Eunardndseniu cold chain system fildunasgiumumaninast Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

4.6 WNANTIUY
16.1 nsendusniidesavarsuaz/Msaiearenauldy FoallNan1sANEIAMNNAIENTNUAINTATANE LAY/
wiaide91a luivazaneine asudulasdenndesfiuienansinue)

4.7 faues ({1e) Furenlvienidndygineuasuivun ol
4.7.1 N3iNANIEUNTITIATIEVENT Imaﬂsu’mmmamsmmwmwsavzmﬂgummsﬁlm
WA ISO/IEC 17025 nansaateTerldulumusnasgiudeimualulsynie
J52nIn91AN
4.7.2 ﬂﬁzﬁmamﬁwﬁmmﬁﬂﬁanL%'aﬂLﬁ‘uﬁumnﬁaammmimséfﬂﬂfﬂmuﬂmzﬂsiumimmsLLazm
”Lu‘mL'amsuaaawmawuamma
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