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1. a8 Warfarin Sodium 3 mg tablets
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AMANMZIANIZEN
1 m 0.9% Sodium Chloride injections 10 ml (NSS 10 ml)
2. aausuTAlY
2.1 gUuuy Wuansavanela Usiaanide dmsudn
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1. Yaunmendifgy 95.0 - 105.0 %LA of sodium chloride
2. Identification m’mw"lumuﬁiquu finished product specification

3. Impurities
- Heavy metals %38 ﬂi?%chumuﬁix‘qlu finished product specification

- Elemental impurities m’msimmuﬁizq‘lu finished product specification

4. Specific tests

- pH 45-7.0

- Particulate matter miwmumuﬁwiﬂ,u finished product specification
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/g

- sterility test G\S’mmumu‘ﬁlssﬂu finished product specification

- <
4. Roulvdug
L enansnulifueygntunsdeudhiusilesmingluvsemelnsuasuansung wan

1.1 Tuddgynrstunsifeusiiuen e.2 ve.3 ne.s vl 8.2 waUANTE)

a ad a < -~
1.1.1 lunsedlifusindalulssmelng (uneie mo.2 vie 8.2)

e J
CPARTTS
............................ L —
(Weanily A3Tw) (Wanlniuns Ya) (49998355 aslasn)
NIIUNT N3TUNT N33UNT




1.1.2 lunsdifugninduitenisutsussy et ve.s wie #.2)
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AMANBAZIANIZEN
1. 8281 0.9% Sodium Chloride injections 100 ml (NSS 100 mU)
2. aauliangly
2.1 gUuuy Wuansazanela Usenide dwsuda

2.2 @ulszneu Useneaudiesien Sodium Chloride 0.9%
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1. YSuneusendifgy 95.0-105.0 %LA of sodium chloride
2. ldentification mi’;i}ﬁhumuﬁsxﬁlu finished product specification

3. Impurities
- Heavy metals %59 AN UANNTEYLY finished product specification

- Elemental impurities m’mﬁhumuﬁsxq‘[u finished product specification

4. Specific tests

- pH 45-70

- Particulate matter mnmumuﬁszq’lu finished product specification
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/g

- sterility test mmchumuﬁ’izq‘lu finished product specification
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AMANYALLANIZEN
1. m 0.9% Sodium Chloride injection 500 ml (NSS 500 ml)
2. ausuTEIAlY
2.1 guuuu Wuansazanela Unende dwsuie
2.2 d@udsznou Usznousiedien Sodium Chloride 0.9%
2.3 MYULUTN Uiiqluﬂﬂmuzwaﬁaan non PVC 2u1n 500 ml ﬁLfJu close system uazdl
InvenUiunsiignsiesdnuisszuulauanln (close and open system) wargasdnuen
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AuduUAnIumala Specification
1. Y3unaushendrfy 95.0-105.0 %LA of sodium chloride
2. Identification mwmumuﬁsxq‘lu finished product specification
3. Impurities
- Heavy metals #138 mmmummﬁizq‘lu finished product specification

- Elemental impurities mawhumuﬁsquu finished product specification

4. Specific tests
=  pH 4.5-7.0
- Particulate matter m’sﬁ]mumuﬁizﬂu finished product specification
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/g

sterility test m’mw'ﬁumuﬁisu‘lu finished product specification
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AMANYALLANITEN
3 iw 0.9% Sodium Chloride injections 1000 ml (NSS 1000 ml)
2. ansuiAvialy
2.1 jluvy Wuansaransla Usende dmsudn

2.2 dudszney Usenaumemen Sodium Chloride 0.9%
2.3 NMYULUITY UTIPUNUENAIERN non PVC vu1m 1000 ml 7y close system uaziidn

Uanu%mmﬁgﬂﬁaa%'ﬂLﬂuﬁu’qszwﬁmLtasﬁ]m (close and open system) uag19TnUBNUTUINS
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2.4 aa1nen amnﬁﬂswﬂguum%uwisqﬁmsw%am duUsEnoUMdAuarAILLTS

Tundin Yumseeny wweindn wamsouiiue waranmlumsiiuinulivany waraanuy
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ANFNUANIumALia Specification
1 Ysunausgndifgy 95.0-105.0 %LA of sodium chloride
2. |dentification mi’mmumuﬁ'szﬁlu finished product specification
3. Impurities
- Heavy metals %59 m?ﬁwi’lumuﬁ'iquu finished product specification
- Elemental impurities mi’aﬁwi’lum’mﬁizq'lu finished product specification

3. Specific tests

- pH 4.5-7.0

- Particulate matter msa%dﬂumuﬁisﬂu finished product specification
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/g

- sterility test msaﬂmumuﬁsxu’lu finished product specification
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1.1.1 Tunsdhidusnfindeluusemelng uneis ne.2 vse 8.2)
1.1.2 Tunsdifugmihndienisutsussy el ve.3 vie 8.2)
1.1.3 lunsalidusmhidnanaalseina (uneds ve.d vie 0.2)
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whlufisduazdosuuuienansviodiunnmansveanisvaudlonndes  Finished product
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1.3 LLﬁa%ayJasﬁam 24 vian UagsviaenunsgIuvesive (Thai Medicines Terminology - TMT)

2. ENANTTUTBIWINIFIUNITHAR
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"‘J%‘ﬂ'ﬁﬁﬁlumwﬁmm‘uaqnszwswmmmq‘u (GMP PIC/S) Tumsneeniilaueweagnetioy 2 ¥
2.2 lnsdlfidugniwdhandreusyng Andndsdidiunmeendidesusewnasgiunisning
AUMENINAeIIENSTTlUNTSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lngviaeau PIC/S participating authorities TUAgANINTBUNITATIEDU Tneilnanisiusess
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3. NASAUANYLTIRYNEYRLTIAuDSIAN
3.1 namsnsavliaTginanwnansusivesiuin (Certification of analysis) lusngutdadusaetng
3.2 Han1InIIdesninun wingdu (Raw material) vasdasrdrdnildlunisuineruiidady
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ANANYALIANIZEN

1. Y981 0.9% NaCl for irrigations 1000 ml
2. ansuTAlY
2.1 gUuuu Wumsaransla Usmannide
2.2 dwdszney Usgnaumiedie) Sodium Chloride 0.9% luansagansu3unms 1,000 ml
2.3 MYULUSY UTTPUAYUENAIERN YUIA 1,000 ml
2.4 a8 aaniiusinguunTurusIYRessEylion dulsyneuiendfyuaraauuss
Tundn Juvumeny aviindn wanzdouiiuen waranmrlunisdvinulidney uazaannuy
1Ine aghatlpeszydos dulsznouisnddiyuavauuse Fumunony aviindn Tegedaau
aaNsEYy “For irrigation only” %38 “Not for injection”
3. aauiAnIawmeie indudsuildsndadeaduatuiiiisuminudelmlnineuiiusenansensag
a1 Fe sryhsen nadiiladulunudsznien Witufunaeiisresemznssuns (nsdiviem

ondundyrhivitlinssiuandnuusianzussenatud NIUUULATYATUND198Y)

AdNUANIamAila USP 43
1. Yswnudendifyy 95.0-105.0 %LA of NaCl
2. |dentification mmmumuﬁiw‘lu finished product specification

3. Specific tests

oH 4.5-7.0
Bacterial endotoxins test NMT 0.5 USP Endotoxin Units/ml
Sterility m’;’«amumuﬁixﬂu finished product specification
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1.1.1 lunsdiifuenfindalulsznalng unefs ne.2 vie £.2)
1.1.2 lunsalifusnihduienisutsussy (mneds vie.3 wie 0.2)

1.1.3 TunsalfugnidihanndrsUseina maneds ne.d e 2.2)
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wAnfuinuiituneadould (Finished product specification) nsdiflegseminsnsivAsunlas
whlufiduagfosuuuienansuiediunnwansveansveudlasmion  Finished product
specification

1.3 udedoyasiiaen 24 wan WA INALUINTFIUVRILNY (Thai Medicines Terminology - TMT)

2. 1BNAIUTBWINTFIUNTHAR
2.1 Tunsaifiomaslulsumelne AndnddidwdenlideusewnsgIuMHaneT auMdninei-
ﬁ'ﬁmiﬁﬁlumswﬁmawaansxmqammsmqw (GMP PIC/S) lumnnefllaususegnaties 2
2.2 Tuns@ifidusnihdnannsneUssina AuandoslidnunnmeremisdosusewnsgIunsuane
AUVENNASTIBMITRUNIINEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lnevmiiea PIC/S participating authorities aUUaIgARIUTaUNINSIE@RU Laeiinanissusedns

s
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3. LNANTAMANYAZIANIEVRIETAUDIIAN
3.1 WaMInsIvliaTinunmHansiusivesiian (Certification of analysis) lusnsuiidaiiusaets
a v a a o v o a I -
3.2 HANIIAIIVUNATIEAAUNININAAU (Raw material) ¥93R81d1AuN I uN1SHAR U LTy
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3.3 wamsAnwianumsiiluszezenn (Long term stability) aaenv9 8V ULy
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ANANEAZIANIZYN
1. M Acetate Ringer's injections 1000 ml (ARl 1000 ml)
2. auauAalY
2.1 jUuwy Wuasazansla Unmande dwiudn
2.2 @ulsznau Usenaunauiien Calcium Chloride, Potassium Chloride, Sodium Chloride

way Sodium acetate

2.3 71YUrUSIY USSRlUAuEaNaRn non PVC aunn 1000 ml iy close system waiidn

venUinasiigniesdauisssuulauania (close and open system) uazdisdnuani3uns

UUNYULUTIY

2.4 aanen amnUTINQUUNTULUTTIRBsIYYTenn dulseneufedifyuarauuss

Tunde Sununony wudinde wamzidoudiive uazannlunsfvinelidaeu azaanuu

N sgtlessyyTen duusznouiisdfyuararius Tumuney wuiikde Legdaau
3. pusuiniamaiie indusinFuiilisdafeaduatiuiisumivdelminimuiiuszniansensas
s Ges sryshsen nsdiilddulunulsznian Iiusugeeiiaveseanssunis (nsdusdm

dunduihivilinssiugudnvasiawnvvesenadull nsanuuundusiiuiiensds)

AauUAnIwmaiia Specification

1. YSunusiendrdgy

- Sodium mwmumuﬁisu‘lu finished product specification
- Potassium mi’mshumuﬁsxq‘lu finished product specification
- Calcium m’mbi’mmuﬁixq‘lu finished product specification
- Chloride m’sﬁwhumu‘ﬁizu‘lu finished product specification
- Acetate mw&humuﬁsw‘[u finished product specification
2. Identification mimchummﬁ.iquu finished product specification

3. Impurities
- Heavy metals %38 AR UANTEYLU finished product specification

- Elemental impurities mi’nﬁwi’mmuﬁ'szu‘lu finished product specification

4. Specific tests

= . pn AT UANNTEYLY finished product specification
. () Enis
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(wwanily A30w) (WeaIln3uns Una) (U199 9g357 g3leiEn)
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ANFNUANINVALIA Specification

4. Specific tests
- Bacterial Endotoxin mi’mc\humuﬁixq‘tuﬁnished product specification

- sterility test G\i’aﬁ]mumuﬁlixiﬂu finished product specification
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1.1.2 lunsalfugnhidienisutsussy (el ve.3 vie 8.2)
1.1.3 Tunsdlifusnhidrannsalseina vuneds ve.d vse 0.2)
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uAlusduazdosuuienasuiodiunamansueansveudlunmion  Finished product
specification

1.3 udsloyasiaen 24 ndn uaEIENININIg1UYeINE (Thai Medicines Terminology - TMT)

g Lanms%'usaamm‘qwumswam

2.1 Tunsalfiemanlulsunelne gndnspslidnundemiideusonnnsgunsnanet aumdninasi-
Wmfinlunisuineensensastsugy (GMP PIC/S) lumneefiiauersetheios 2 T

2.2 lunsdliiusnindranseuszne Andnfidnun nareviiadesuseansgiunsnanen
AUMANINITISNSARUNISNEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagwgau PIC/S participating authorities atuatgamusaunisasisaey tneinanssusesd
Suduauosen

. ONENTAMANYUZIANIZUBNTILEUDIIAN

3.1 HAMINTIVUATIAUANERTusiveandn (Certification of analysis) Tugnsufiduduiogng

3.2 wamInsaRdmsninunmingiv (Raw material) vasdsendrdaililunisudnersuiidady
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