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Aflibercept 40 mg in 1 ml Injection

2mg
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- ansazaneUsmInge Tu 1 ml Uszneudae Aflibercept 40 me usIqlu
AUEUSIAnUTIAINGe

- anviaenansiiuessyTeaniignee, une, B9, e, Tunds
viieTununanglidniay

- Fumueeguesitdweudadlsivosn 6 dou Tunniudwey

- Identification NI
- Potency 60 - 140%
- Protein Content 36.0 - 44.0 mg/ml
- pH 59-65
- Sterility RIIY
- Particulate Matter MU
- Bacterial Endotoxins Less Than 0.4 EU/ml
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Alendronic Acid 70 mg and Colecalciferol 140 mcg Tablets

Alendronic Acid 70 mg uay Colecalciferol 140 mcg

dwiuiulsenu

- 74din Tu 1 disusenaude Alendronic Acid 70 mg way Colecalciferol
140 mcg ussqlunrurlnatintesiuuas
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- Identification AT
- Assay
Alendronate 95.0 - 105.0% LA (as Free Acid)
Colecalciferol 95.0 - 105.0% LA
- Dissolution
Alendronate Not Less Than 80% in 20 mins
- Uniformity of Dosage Units ATIWU
- Water Determination Not More Than 4.9%

- Any Other Individual Degradation Not More Than 0.2%
- Total Unspecified Degradations Not More Than 1.2%
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Dabigatran Etexilate 110 mg Capsules

110 mg

dwmiusuusenu

- uAvga Tu 1 upugausenaudiy Dabigatran Etexilate 110 mg usslu
wHaUnaiin

- aanvieienansiiuenseyBeanigyneen, vute, 314, laeiinde, Sundn
vieiunuaglitaiay

a J ! ' J = s L ]
- Juvueegyessdwausadlidosnit 6 Wou Yuaniudweu

- Identification NIV

- Assay 95.0 - 105.0% LA

- Dissolution Not Less Than 80%(Q) in 45 mins
- Uniformity of Dosage Units ATITIY
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Yoen Denosumab 60 mg in 1 ml Injection
MeAFBINIT 60 mg in 1 ml
Bl dwsudadldfom

& v
- @13agUTMNYe Tu 1 ml Useneusey Denosumab 60 mg ussqlu

waaﬂmﬁﬂmmmmﬂwﬁm Pre-filled Syringe
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f glaNe - Identification RIIU
- Assay
- Potency 80% - 130% Relative Potency
38 - Biological Activity 80% - 130% Relative Binding
- Purity and Impurities
- SE-HPLC 3@ SE-UHPLC Not Less Than 98.2% Main Peak
- Protein 54 - 66 mg/ml
- pH 50-55
- Bacterial Endotoxins Not More Than 5 EU/ml
- Sterility ATIWU
- Particulate Matter NIV
- Osmolality 285 - 345 mOsm/kg
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ﬁgﬂj Empagliflozin 10 mg Tablets
NNATIFeINS 10 me
b dwiuiuusemu
AR - pdimimdeuiidn Tu 1 e Useneusae Empaglifiozin 10 mg ussqlunIvuy
uss{Unatin
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pMANWYIANIE - Identification ATIW
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80%(Q) in 30 mins
- Uniformity of Dosage Units AT
- Degradation Products
- Any Unspecified Not More Than 0.2%
Degradation Product
- Total Degradation Products Not More Than 0.6%
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ﬁﬂm L - Asparaginase 10000 IU for Injection
nnafidinims 10000 1U
oivi k] dwmiuveadvmavasaidensi
TR - wEUTAINEe Tu 1 Mmavseneude L - Asparaginase 10000 Units
UssglumususIgendnusenide
- aanvelenansiiuesyyBeaniiynieen, vune, F14, lauiinge, Susds
vioTununaglitaau
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AANYUNIANIE - Identification IV
- Assay 90.0 - 110.0% LA
- pH 6.0 - 8.0
- Sterility NTIU
- Particulate Matter AIIW

- Water
- Bacterial Endotoxins

- Uniformity of Dosage Units

................................................

...............................................

Not More Than 6.0%
Not More Than 0.015 EU/Unit
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AMANYAIZIANIZYRY Lenvatinib 10 mg Capsules

Lenvatinib 10 mg Capsules
10 mg
dwiuiudsenu

- e uAuga Tu 1 uadga Useneudae Lenvatinib 10 mg ussgluussnadin

- o J a - 4 - ol - -
- gaAvIslenasituensEyleaigyien, auie, 519, lweiinde, Yundavie

Tuvuseglidnioy

a 4 1 v J < LY [ )
- Juvueenyvesemdweusadlivaunii 6 Weu Yuantudweu

- Identification

- Assay

- Dissolution

- Uniformity of Dosage Units

- Total Related Substances

MY

95.0 - 105.0% LA

Not Less Than 80%(Q) in 20 mins
AT

Not More Than 1.0%
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Liposomal Amphotericin B 50 mg for Injection

50 mg
dmsuantvaonidans

- P v . s
- Wendmdesssmainite Tu 1 weUszneume Amphotericin-8 50 mg i
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- |dentification
- Assay
- Amphotericin B
- DSPG
- HSPC
- Cholesterol
- Alpha-Tocopherol
- Particle Size
- Potassium Release
- Sterility
- Bacterial Endotoxins

-pH

AIWY

95 -115% LA

75 - 95 mg/Vial

190 - 240 mg/Vial

45 - 65 mg/Vial

Not Less Than 0.2 mg/Vial
54 - 96 nm

Not Less Than 3.3 mcg/ ml
AII

Less Than 0.83 EU/mg
50-6.0
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lohexol 350 mgl/ml in 50 ml Injection

350 mgl/ml in 50 ml

dmivdadmasadon Gadninseszamludunds wardadnludesines
MY

- ansavanelavsimninide Liilafdviesdeu Tu 1 ml Usznaushe
lohexol 0.755 g (iiguinin lodine 350 mg) uTsluAMUzETEAUTIA NS
Unariunas

- aanv3senansiiuenseyBeansiynieen, sune, 3519, laeiinde, Tunds
vioiununenylidaay

- Sumumengveseideeudediiiesnit 6 Weu tuniudaey

- Identification ATIWY

- Assay 95.0 - 105.0% LA

- pH 68-1.7

- Free lodide Not More Than 0.02% Based

on The Content of lohexol

- Sterility PTIWMY
- Bacterial Endotoxins Not More Than 0.2 EU/50 mg
of lodine
- Particulate Matter NI
- Volume in Container NI
- Impurity
- O-alkylated Compound Not More Than 0.6%

- Any Other Individual Impurity Not More Than 0.1%
- Total Impurity (Excluding Not More Than 0.3%
O-alkylated Compounds)
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Teriparatide (Recombinant-Human Parathyroid Hormone) 600 mcg

in 2.4 ml Injection

600 mcg in 2.4 ml

dwivdatleinamls

- asavaeUnEndgs Tu 1 a9 (2.4 ml) Usenaume Teriparatide
(Recombinant-Human Parathyroid Hormone) 600 mcg us3giuUIN
dwiudn
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- Identification NI
- Assay 90.0 - 105.0% LA
- Sterility NTIWY
- Bacterial Endotoxins Not More Than 100 EU/mg
- Particulate Matter AT
- pH 38-45
- Product-Related Substances and Impurities
- rhPTH (1-30) Not More Than 1.2%

- Teriparatide Succinimide (30)  Not More Than 1.2%

- Largest Other Individual Not More Than 1.0%
Related Impurity

- Total Impurities Not More Than 7.0%
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