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1. ow1 lTungyuian 450 mg (Senna Leaf)

2. andauUAnLlY

2.1 sUuuu umeussglunaugandauds (hard gelatin capsule) wiaviiniin

2.2 dyuusenau Tu 1 Wa Usenaumesien Tungauwen 450 mg
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AaNUANANALA
1. YSunwsienddgy 2.25% (10.12 mg) — 2.75% (12.38 mg) LA of Senoside B
2. ldentification m’mﬁi’mmuﬁlssq‘[u finished product specification
3. Disintegration Time m’mmummﬁwﬂu finished product specification
4. Uniformity of dosage units mwshummﬁszq‘lu finished product specification
5. Loss on drying NMT 8.0%
6. Microbial enumeration tests m’aﬁ)mumuﬁi:ﬂu finished product specification
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ANANYULIANIZUDIEN

1. Foen Acyclovir 250 mg for Injections

2. anauvanaly

2.1 gUiuy Wuenda wusmnnidedvvievuia dmsudadmasnidensi

2.2 d@usznau Tu 1 vial Usznaumiesie Acyclovir 250 mg
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AnauUAnamaila UsP 43
1. Usunausiendfey 90.0-110.0% LA of Acyclovir
2. ldentification mmmumuﬁssﬂu finished product specification
3. Impurities mswmumm‘ﬁlixq‘lu finished product specification

4. Specific tests

-pH 11.0 - 125

- Particulate matter G\i’;ﬁ)mummﬁsxﬂu finished product specification
- Bacterial Endotoxin NMT 0.174 USP endotoxins unit/mg of Acyclovir
- Sterility test mnmumuﬁsw‘lu finished product specification

- Uniformity of dosage units Gﬁ’;ﬁ]&iﬁummﬁizﬂu finished product specification

- Impuirities NMT 1.0% guanine
- Water determination NMT 5.5%
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1. Yaen Allopurinol 100 mg tablets
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2.1 3Uuuy Wusdinslaiuusenu

2.2 d@wdsenau lu 1 Wiausznaumesen Allopurinol 100 mg
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1. Usuasendagy 93.0 ~107.0% LA of Allopurinol
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AMANBLLANIZYDIYN

1. Y281 Aluminum hydroxide, Magnesium hydroxide suspension 240 ml

2. AnduUAN7 1Y

2.1 gUuuy Hughurunenou siafulsenu

2.2 duusenau Usenaumealgn Aluminum hydroxide, Magnesium hydroxide au1a 240 ml

2.3 A1MULUIIY UsTRlunmuslaaiin vun 240 ml

2.4 2a1n amﬂﬁlﬂswnguumwzmsqéfmszq%am d1UUsENDUMENEIAYLATAIINLTY
Surdn Tununeny taviinds wanzideusiuen wazannglumsiiudnunlidaau uavaain vurIne,
athatesszylen duvszneusendguazauuss Jununeny il Tathadaiau
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AuduUANILmALlA USP 43

[

1. YSunadendragy 90.0 - 110.0% L.A. of Aluminum hydroxide

o

90.0 - 110.0% L.A. of Magnesium hydroxide

2. ldentification m’m\hummﬁisﬂu finished product specification
3. pH 73 -85
4. Microbial enumeration tests total aerobic microbial laitAu 100 cfu/ml

wavdoansIaluny E. coli

5. Minimum fill mwmumuﬁszﬂu finished product specification

6. Impurities NMT 0.14% of Chloride
NMT 0.1% of Sulfate
NMT 10 ppm of Arsenic
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AuaNUANIINALlA USP 43

7. Acid-neutralizing capacity m]ﬁ]mumu‘ﬁlizﬂu finished product specification
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1. 281 Amiodarone HCL 150 mg/3 ml injections

2. anguTAnIlY

2.1 vy Wuasavanela Lifld Unannide dmudadmasnidend

2.2 @nusznau lu 1 vial Usenaume@isn Amiodarone HCL 150 mg

2.3 MYULUTTY Uﬁﬁg‘lumwwssqmﬁmﬂﬁmnnv‘ga%aﬁw
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1. YSuneusiendnAgy 90.0 -110.0% LA of Amiodarone hydrochloride
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3. Impurities mmc\humuﬁixﬂu finished product specification
4. Specific tests
- pH 30-5.0
- Particulate matter maﬁlmummﬁssq‘lu finished product specification
- Bacterial Endotoxin NMT 0.174 USP endotoxins unit/mg of Amiodarone
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- Sterility test asrarnumuszyly finished product specification
- Impurities Glﬂﬁlﬁhummﬁixﬂu finished product specification
- Limit of iodide NMT 250 ppm
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QﬂJﬁﬂHm%tﬂW"lzﬂaQU’I

1 hﬂ Amlodipine 10 mg tablets
2. anuauAvaly

2.1 guuuu Wudiaviinuusenu

2.2 dwseznau Tu 1 Winusenaumedien Amlodipine 10 mg
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nsamlaidulumudsznias Tduiugaeidaresnnznssuns

AusuTRANunaila USP 43
1. USunasiendhny 90.0 -110.0% LA of Amlodipine
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3. Dissolution Lansnanisazansvasenlitiosndn 75% (Q) Tu 30 i
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5. Impurities msmmumu‘ﬁ'i:ﬁﬂu finished product specification
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AMANELIANIZYDIY)

1. ¥a©1 Amoxicillin 1,000 mg wag Clavulanic acid 200 mg for Injections

2. aaNUAN2IY

@ a dv a =) o v v & o
2.1 EUHIHJLUUUWQQ NIE1UTIAINLTRAVIINTDVNIUIG @NNTURALVIRADALRDAAT

2.2 dwszneu Tu 1 vial Usznaudesen Amoxicillin sodium Seauyaifu Amoxicillin 1,000

mg Ay Clavulanate potassium %aauyjaﬁ’u Clavulanic acid 200 mg

2.3 AMBULUTTY UssYunwurussendaunAnndelngin

2.4 281081 ANTUTINQUUANTULUTTWDITEYTRYN dulsenoufmend1Atiasnums
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3. alduUAn1amala

Qmauﬁ'ﬁmamaﬁﬂ

o

1. USupudiendfey

o

90.0 — 110.0 % of labeled amount of Amoxicillin

90.0 — 110.0 % of labeled amount of Clavulanic acid

2. ldentification

nsranunNnszyly finished product specification

Uniformity of dosage units
Bacterial endotoxins test
Particulate matter

Water Determination

3. Impurities miﬁwhumuﬁ‘szqiu finished product specification
4. Specific tests
pH maﬁlmummﬁssﬁlu finished product specification
Sterility test asrarua szl finished product specification

asyaRumunszyly finished product specification
aranumunszyly finished product specification
n529rumuszylY finished product specification

ayarumunszyly finished product specification
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AMANEALIANIZVDIYN

1. 881 Amoxicillin 500 mg capsules

2. aauAvly

2.1 guluy Huswsussyluuaugasiauds (hard gelatin capsule)

2.2 dwlsenau Ty 1 Winuszneumieien Amoxicillin 500 mg

2.3 MYULUTTY Ussﬁﬂuum%aﬁmﬂaar‘w’umm%yu deaunsussyouiaudinud
anunsoszyrineuazansld

2.4 9anE aaNTUTINQUUNTLEUTIYRRIsTYTeEn daudsznaudiendifuasaanuuse
Sundn Yunuaogy ufinds wanzeusiiiuen wazanzlunsiiusnm3daay uagaaInuuLNgg
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3. AANUANILNALA

AENUANINALA USP 43
1. USunaudenddgy 90.0 —=120.0% LA of Amoxicillin
2. Identification G\Sdﬁ]ﬂi’mm’mﬁizﬂu finished product specification
3. Dissolution Lananannsazansvasetlitiosndn 80% (Q) Tu 60 wi
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5. Impurities mwmumuﬁwﬂu finished product specification
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AMANBALIANITEN

1. M Amoxicillin 875 mg Wag clavulanate 125 mg tablets
2. anuguianaly
2.1 guuuy Wuende siasuusenu
2.2 d@uusznau Usznaumedie Amoxicillin trihydrate %qﬁmﬂaﬁu Amoxicillin 875 mg
waw Clavulanate potassium %aam&aﬁu Clavulanic acid 125 mg Tu 1 e
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AnaNUANIunAlla USP 40

1Y

1. USuauaiendnAny 90.0-120.0% L.A. of Amoxicillin

4

90.0-120.0% L.A. of Clavulanic acid

2. ldentification M‘J’Jﬂ]mumuﬁizq‘lu finished product specification

3. Dissolution LAAINSazanevas Amoxicillin laitesnin 85.0% (Q) Tu 45 uni

wae Clavulanic acid litfasnin 80.0% (Q) Tu 30 w1

4. Uniformity of dosage units Gﬁ?%mum’mﬁszq‘lu finished product specification

5. Water determination NMT 10%

6. Disintegration m’m&humuﬁizﬂu finished product specification

7. Microbial enumeration tests mwmumuﬁl'ﬁxﬂu finished product specification
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AUVANINAEISNMSAAIUNTNENE1YRIUsTIMARHER %150 Certificate of pharmaceutical product

3. Laﬂmsﬂma“ﬂwmmawwwmmﬁLauaswm
3.1 WanINNATIRAUNMNERTIvRENER (Certification of analysis) Tugnjuidadusege
3.2 NANIINSIVIATITHAUNININOAY_(Raw material) Ypadnddildlunsuineisuiidedu
Fapgansvnstinaneuazinaningdu gé’aeﬁtana'ﬁuammmﬁj'auiawaﬁmﬁu AUA2DEY
fidsa)

3.3 wansAnwIANAAlusTEEeT (Long term stability) maesgisengveeitungilou

4. $79819e

0.1 fauessesdwinagienetiaios 1 miseussyiad Fadushununanseazidenlinsuiu
aufmualuidenuau ity

4.2 yneraignssuMsRnsandadensveanuanslumslifiufiegneliingdle o

5. msUsziupunwenidwou
5.1 e idweuendesilongliiiu 1 Tunniunan autiviuduwey

5.2 mnﬂnmﬁdmawzé\’aaaﬁénLuﬂmwdw‘lﬁmaawamﬁlmwzﬁmiuﬁdwawaqﬁw%muas

Y a @

TWilaseiingivvesndningauilinangsuiidaey

L4

53 lunsdivheswmsiinsduiiegsfidaeuiiodwsviinneiguam  iwsInIsaEn

nilvdeTovereoteen Iﬂaﬁma%ﬁaadamLﬁué’ﬂmm‘hmuﬁmmaswmsa'wswfimswﬁuaz
JugSuiaseualddrslunisassiinsizsinunin Tunsaifinuielidulumunudnuasiane

M1V ANUANT LS UNINTU uaswmmﬁaﬂﬁn‘umﬁmaLLaz/ﬁaQ'Namluﬂ%’wiaiﬂ

AU \\W\W ................. AU e A aqum............f}&{ .....................

(UNEIINNTT ANIY) (UNENIFNAU WO BLAIDY) (UanMeI AT

N3NNI NITUNIT NITUNT




aNUNU

5.4 fuietziudsundunnnsa Weelndvumneny vueeny wisdleiianisidouaninaouiue

Toelafdouly

v v Y

. fuedugeniinrlimbsmd@essiaderfuilnendmunanseyniudyagivduesieiumvsedue

o a 1
FYUUFYNDU

v a d‘ 4 a o 1 ° D e’lj
. dneBugennglionidndyq neunsuimun Tunsilnelud

v [

7.1 mhosawdssniudygnsindesueiaferiuilaemhenensluniedeusmsguami 6
WIDNTENTNANTITUEY

! a ¢ & a 4 1 &
7.2 wamsguasiniasizdeidannsuinemansnisuwmdladidulunamnesgiu

¥
Il a =3

12 Naﬁﬁm‘iﬁﬂ'}‘ﬁﬁﬂuﬂﬂLiEJﬂLﬂ‘Uﬁ‘u‘\]’]ﬂﬁ@ﬁma’]ﬂiﬂﬂﬁﬂﬁﬂNUﬂmzﬂiillﬂ?ii]'lﬂ’ﬁl.@%ﬂ&ﬂ Tugrsnaves

Y

(%
Y

A ATATRREE AR LN

7.4 wulgmaunmwanudndueifiersdaasiedieilaiuen

a a

. whonureanuanshisuinsamaniusioniiivsy RgnSeniivaulasdiinauamznssunise s

a =) a @ ¢ 1 1 Y aY vo ! o A
waven lussovna 1 ¥ sienulymeaunmannwdndusinenvdwasedUisnlasusnnteuiuguges

UsgnIngen
AsaSeEnaIsAINa1eUlULeNENS
............ ﬁ@‘m mum%\s‘
(UN9EIINATT ANNY) (UNEINAUN WO WATEY) (Wgan93el A1)

NITUNT NIIUNT NIIUNT




AMANBAIZIANIZEN
1. ﬁ)ﬂ Ampicillin sodium 1 g for injections
2. prugaianaly
2.1 Uuvy Huendn mensianidedvivievnwa dwiudadmasadond
2.2 dwlsznau Ysenausmeimen Ampicillin sodium 1 ¢ Tu 1 vial
2.3 nurUsTy USTTIUATULUSTENanUs AN deTnain
2.4 A nfiUsINgUUATUEUTIWEIsEyTosn dudssnaumendfuaraanuuse Tunda Tumue
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AuENUANIUNALA USP 40
1. Usnasnendaey 90.0 - 115.0 % of labeled amount of Ampicillin
2. Identification G\S’Jﬁlt\i’lumuﬁisﬂu finished product specification
3. Uniformity of dosage units mmﬁhum’mﬁizﬂu finished product specification

4. Specific tests

-pH 8.0-10.0

- Water Determination NMT 2.0 %

- Particulate matter G\iwc\humu‘ﬁ‘isﬂu finished product specification
- Bacterial endotoxins NMT 0.15 EU/mg of Ampicillin

- Sterility tests G\'i’;f\w\hummﬁsxu‘lu finished product specification
- Constituted solution G\S’Jﬁlt\humuﬁizu‘lu finished product specification
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