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0.9% Sodium Chloride Injection 5 ml

5 ml

\Ju Vehicle dwiuenda

- ansazaneusenniela Lifid Yssneude Sodium Chloride Arandudi

0.9% UM 5 ml us'sﬂummuswmaaﬂﬂmmmL?Ya

- aanvielonansiiuen seyBeandiymaen, wunn, 819, wuiinde, Yundn
.

vioTununaglitaiau

- Tununeguasidwaudedliteunii 6 Weu Wuainiudwey

- Identification NI

- Assay 95.0 - 105.0% LA

- pH 45-17.0

- Sterility ATIU

- Bacterial Endotoxins Not More Than 0.5 EU/ml
- Particulate Matter MY

- Iron Not More Than 2 ppm

- Heavy metal NFIIU

%39 Elemental Impurities
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Baen Ipratropium Br 0.02 mg and Fenoterol HBr 0.05 mg/dose Metered Dose Inhaler
Mﬁ‘f’iﬂ_\lmj lpratropium Br 0.02 mg and Fenoterol HBr 0.05 mg/dose 200 dose #au9
Al dwiunu - ganneun
ﬂgﬁgﬁiﬁlﬂ - MINUGA 1 afa Usznoudne Ipratropium Br 0.02 mg wa Fenoterol HBr
0.05 mg UsTglurIRdmMTUNUgR
- aanvidelenansifuenseydeansiyymaen, vunm, 314, laaiingn, Sundn
winTuvunenglitaau
- Suvunenyueseniidweusedlivennin 6 ey fuainiudwey
YLaNY - Identification NI

- Assay (per gram)

- |pratropium Br 0.374 - 0.414 mg
- Fenoterol HBr 0.892 - 0.986 mg

- Uniformity of Metered Dose MY

- Water Content 1.4-1.7%

- Pressure 4.5 - 5.5 bar

- Number of Metered Dose NI

- Leakage Rate NIV
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fdﬂ‘am Clopidogrel 75 mg Tablets
ﬂjéjﬁﬁﬁ'f_ﬂﬁﬂ_']j 75 mg
privi] dwmiusuusenu
Aty - gudawadouiidy lu 1 Wnussnausesaen Clopidogrel 75 mg ussqlu
MyurusIURain
’ aawnw‘%‘manmsﬁnﬁ’uaﬁw%"amﬁmmam, gum, B4 laviindn, Yundn
vsoTuvaneglitau
- Funusengveseniidwousedlivosnin 6 Weu tuaniudwey
ANWUYLANIY - Identification ATIWIU
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units NTINIY
- Dissolution Not Less Than 80%(Q)
after 30 minutes
- Impurities
Compound A Not More Than 1.2%
Compound C Not More Than 1.5%
Any Other Single Impurities  Not More Than 0.2%
Total Impurities Not More Than 2.5%
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Yausld acute coronary syndrome 913 non-st segment elevation myocardial infarction,
unstable angina, st segment elevation myocardial infarction wagltlugUaedld Stent ndansi
. 2 | | a o | -
percutaneous coronary intervention nan1tuduRlildvesUTuariowunsARLIHUNS Y
¢alai o v - du o
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A SLANIZUDY ri ium in ml Injection

e Enoxaparin Sodium 60 mg in 0.6 ml Injection
fiaIn 60 mg in 0.6 ml
A5l dadhldfamlawazvasnidend
AnuANTRAY - ansazaneunendela Lilldddvdesseu Ustnoudesenddy

Enoxaparin Sodium 60 mg in 0.6 ml Uiiﬁg‘lummusmiﬁ;m?mﬂs'mmnL%ua
WUV Single dose container

- amnw%awﬂmsﬁﬁusmsq%amﬁzymam, um, 3, laviindn, Jundn
wioTununeylitaau

- Jununeguesedwausedlitesnii 6 wew duainiudweu

ANANYAZIANE - Identification NI
- Anti-Xa Activity in 1U/ml 9000 - 11000
- Anti-lla Activity in 1U/ml 2000 - 3500
- pH 55-7.5
- Sterility ATIU
- Bacterial Endotoxins Less Than 100 EU/ml
- Particulate Matter ATIUY
- Ratio Anti-Xa/Anti-lla 33-53
KRUTULAG
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Heparin Sodium 5,000 [U/ml in 5 ml Injection

5,000 IU/ml in 5 ml

dusuadmaviasaidensvisedndn ARl

- asavangusranitelalaiid Tu 1 ml Usenoushe Heparin Sodium
5,000 IU Ussﬂum‘uusmamﬂsmmﬂL%a
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- Identification NI

- Assay 90.0 - 110.0% LA

- pH 50-75

- Uniformity of Dosage Units ATINU

- Sterility ATIY

- Bacterial Endotoxins Not More Than 0.03 EU/Heparin Unit
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VDY r ri mg in 20 ml Inj

Labetalol Hydrochloride 100 mg in 20 ml Injection

100 mg in 20 ml

dusunmaviaenidenm

- asavaneuTAnola ilasdmasssou u 1 van Useneude
Labetalol Hydrochloride 100 mg U3u1615 20 ml Uﬁaﬂumﬂjuwssqm
SaUsAINTe

E anw‘%awﬂmsﬁﬁumizq%amﬁzymam, gum, 314, laviinde, Yundn
vivoTununanglitaau

- Fuvumengueseiidwoudaslitesnit 6 wou fuantudwey

- Identification ATIINIU

- Assay 90.0 - 110.0% LA

- Bacterial Endotoxins Not More Than 1.2 EU/mg

- pH 30-45

- Sterility ATIU
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ADe] Latanoprost 0.005% w/v Eye Drops

IUIANABINTT 0.005% w/v in 2.5 ml
il Tddmiuneanm
ARVl - asavaneUsmndiela Lilld T 1 ml Usenaudedien Latanoprost

50 mcg UssqlunwugdmivemeaamuTenige Jesiuua

- aannw%amnmﬁﬁ']ﬁumszqﬁ'amﬂmmqm, U, T, lavfindn, Junds
vioiununeglitaiau
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YN - Identification ATITHIY
- Assay of Latanoprost 90.0 - 106.0% LA
- Assay of Benzalkonium Chloride  90.0 - 110.0% LA
- Acid of Latanoprost Not More Than 1.5 mcg/ml
- pH 6.5-6.9
- Sterility ATV
- Particulate Matter ATIEU
- Osmolality 250 - 300 mOsmol/kg
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Levetiracetam 500 mg Tablets

500 mg

dwmsusulsenu

- gdlandeuiidy Tu 1 Weausznausme Levetiracetam 500 mg U55qlu
AugUngiin (Tight container)
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- Identification NI

- Assay 90.0 - 110.0% LA

- Uniformity of Dosage Units ATIWIUY

- Dissolution
Test 1: Not Less Than 70%(Q) after 15 mins
Test 2: Not Less Than 80%(Q) after 15 mins
Test 3: Not Less Than 80%(Q) after 30 mins

- Organic Impurities
- Levetiracetam Acid Not More Than 0.3%
- Any Individual Unspecified Not More Than 0.1%
Degradation Product

- Total Impurities Not More Than 0.6%
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ﬁﬂm Levetiracetam 100 mg/ml in 5 ml Injection

VUIANABINTT 100 mg/ml in 5 ml
ok} dwsunead maviaanidensi
AANURY - gsazaneusmnee Ta lilld Tu 1 ml Uszneume Levetiracetam 100 mg
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TLANY - Identification . ATITWIU
- Assay 90.0 - 110.0% LA
- pH 50-6.0
- Sterility ATIU
- Bacterial Endotoxins Not More Than 0.175 EU/mg
- Particulate Matters NI
- Impurities
Levetiracetam Acid Not More Than 0.3%

Any Individual Unspecified ~ Not More Than 0.1%
Degradation Product

Total Impurities Not More Than 1.0%
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AMANWAILIANIZYDY Manidipine Hydrochloride 10 mg Tablets

i@_&ﬂ Manidipine Hydrochloride 10 mg Tablets

afidesns 10 mg

iG] dmiusuusenu

ARy - gudin Tu 1 Wausenauesen Manidipine Hydrochloride 10 mg U559
TunwuzUnain
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AANWIULLANY - Identification ATIINIU

- Assay 92.0 - 108.0% LA

- Uniformity of Dosage Units MY

- Dissolution Not Less Than 75% in 45 minutes
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RN Manidipine Hydrochloride 20 mg Tablets

VUIANABING 20 mg

PRIk dmsusuuszyu

AautFvhly - gudin Tu 1 Wiauszneusiesien Manidipine Hydrochloride 20 mg U599
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AANWIZLIANE - Identification AU

- Assay 92.0 - 108.0% LA

- Uniformity of Dosage Units NI

- Dissolution Not Less Than 75% in 45 minutes
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Ez"mm Meropenem 1 g for Injection
VUNAUBIE 1 g/vial
ikl dmsudaviasnidenen
AauAUTRT ~megUsiAanidle Funeuivdvdesdeu Tu 1 viaUsenaudesen
Meropenem 1 g Uiiﬁﬂﬂﬂwm‘;EJ’la(ﬂ‘UiWﬂ’mﬂL%’z)
- amnwfﬁmaﬂmiﬁwﬁ’ums:q%mﬁmmam, gue, 314, laviindn, Yundn
wioTunueeglidanu
- Yununengueseniidsmousaslsifiosndt 6 ey fuainiudwey
INWUTLANTY - Identification NTIWU
- Assay 90.0 - 120.0% LA
- pH 15 -85
- Sterility Test ATIIU
- Bacterial Endotoxins Talunnnan 0.125 EU/mg
- Uniformity of Dosage Units NI
- Loss on Drying 9.0% - 12.0%
- Constituted Solution ATIWU
- Particulate Matter MTIINU
- Content of Sodium 80.0 - 120.0% LA of Na
- Chromatographic Purity
- Impurity RRT 0.45 Not More Than 0.8%
- Impurity RRT 1.90 Not More Than 0.6%
Lt
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iaLaN| Piperacillin 4 g and Tazobactam 500 mg for Injection
niFaInIs Piperacillin 4 g and Tazobactam 500 mg/vial

el dvsudniivasnidens

AauawEvialy - mgUTAINde dvniviumeenindeseu Ty 1 miaUsneude

. . o X
Piperacillin 4 g uag Tazobactam 500 mg Uﬁﬂumﬂmaﬂﬂﬂﬂmnwa
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- Junumengresedwaudadivesnis 6 weou Yusiniudmey

a g ] - Identification
- Assay
- Piperacillin
- Tazobactam
- Constituted Solution
- DH
- Water

- Bacterial Endotoxins

- Sterility

- Particulate Matter

- Uniformity of Dosage Units

- Any Individual Unspecified
Impurity

- Total Impurities

(\@wg procedure 1)

LA

NTIY

90.0 - 110.0% LA

90.0 - 110.0% LA
AT

50-7.0

Not More Than 2.5%

Not More Than 0.08 EU/mg of
Piperacillin + Tazobactam
NI

MU

NI

Not More Than 1.0%

Not More Than 5.0%
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