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Faen Pitavastatin Calcium 2 mg Tablets

YUIANADINTT 2 mg
5L dmsusuusenu
Anuay R - oudin T 1 lausznaudesen Pitavastatin Calcium 2 mg ussqlunue
Unatin Josfuuas
- 281N vﬁaLaﬂmsﬁwﬁ’umizq%amﬁmmam, w9, B, 1avfinde, Tundn
vioiununenglidaiau
- Fununengveseiidweudadhitosnii 6 Weu WuanTudaey
INWULLANY - Identification ATIWU
- Assay 95.0 - 105.0% LA
Pitavastatin Calcium
- Dissolution Not Less Than 85% LA after 15 mins
- Related Substances
Any Individual Substance Not More Than 0.1%
Total Substances Not More Than 1.5%
- Uniformity of Dosage Units NI
VLI
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i1 M| Salmeterol 50 mcg and Fluticasone Propionate 250 mcg/dose Accuhaler
ﬂu’mﬁﬁaami Salmeterol 50 mcg uay Fluticasone Propionate 250 mcg/dose
41U7U 60 dose FBUIN
ohik dmiuganuvain
AuauAvlY - pmsdmsuganiy Usenaumesien Salmeterol Xinafoate USinauiiguivin
iU Salmeterol 50 mcg wag Fluticasone Propionate 250 mcg/dose
U3ue 60 dose Uﬁaﬂum%'aaqﬂﬂuﬂmﬁuLLaaLLaxﬂmm‘ﬁ"uLLw Accuhaler
- 2870 ‘vﬁal,anmﬁﬁ'\ﬁumizq%'amﬁrgmam, wun, 35, lavTinde, Tundn
vioTununenglidaiau

lv a ' 1 < LY a I}
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SLaNIY - Identification NI
- Assay (per dose)
- Salmeterol 92.5 - 107.5% Label claim
- Fluticasone Propionate 92.5 - 107.5% Label claim

- Content Uniformity of Delivered Dose
- Salmeterol NI
- Fluticasone Propionate ATITHU
- Fine Particle Mass

- Salmeterol Not Less Than 5.0 mcg/dose

- Fluticasone Propionate 25.0 - 75.0 mcg/dose
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NiRLIN] Sodium Valproate 500 mg Sustained-Release Tablets

afifesns 500 me
gl dwduiuusenu
AauEvil - gudneangviiiu lu 1 dinusznausie Sodium Valproate 500 mg
UsIglunyugUnatinuiu
- amnvdalenansiiuenseydeandiyynaen, vune, B9, lauindn,
Jundnwsoiuruneiglitaiau
- Jumumengueseiidsweusedlitesnin 6 ey Tuaniudwey
AMANYULIANE - Identification ATIINY
- Assay 95.0-105.0% LA
- Uniformity of Dosage Units #1579/
- Dissolution LARINANINTIVIATIIN TUaRUEREAEN
98191y 3 time points
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Cycloserine 250 mg Capsules

250 mg

dmiuiudsenmu

- g walga lu 1 uatga Usenausnesen Cycloserine 250 mg (Potency)
UsIun Uz Unaiin

- 2870 vidslenansriunseyBeansiyyneen, wune, 3818, lauiindn, unde
warTuvuaenglivaiau

- Turuaengvesdweaunedliteenii 6 wWew uainiudwey

- |dentification AU
- Assay 90.0 - 120.0% LA
- Dissolution Not Less Than 80%(Q) in 30 minutes

- Uniformity of Dosage Units #5796

- Loss on drying Not More Than 1.0%
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Cyclosporine 100 mg Capsules

100 mg

dmsusulsenu

- guauga lu 1 uavgausenaumedien Cyclosporine 100 mg Ussqlu
AMuusUnaiin Uaanuuas

: amn'w‘%aLanawsﬁwﬁuqu%amﬁzqum, gum, 314, iauiingn, Tundn
vipTununeglidnau

a A 1 v (3% 73 1 U L 1
- Jununagvesefidweuseddivsunia 6 ey tuaniudweu

Ju Capsule contain liquid

- Identification e LTARY
- Assay 90.0 - 110.0% LA
- Dissolution All of the capsules tests rupture

in not more than 15 minutes

wsaidu Capsule contain powder

- Identification MFIAHU
- Assay 90.0 - 110.0% LA
- Dissolution Not Less Than 80%(Q) in 90 mins
- Water Determination Not More Than 3.5%
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Recombinant Human Coagulation Factor VIl 500 U for Injection

500 U

dmivandmvasnidens

- mmﬂi'\ﬂmnﬁa 1 970 Us2nausie Recombinant Human Coagulation
Factor VIl 500 IU ussglunivugendausannide wiousavhazans Sterile
water for injection 2 ml wazgunsaldwiunayen

- aanviSelenansinfugsryeansiymeen, vun, B, laviinde, Susde
wioTunuaenglitaou
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- Potency 400 - 600 IU/vial

- Specific Activity 4,000 - 10,000 IU/mg Protein
- Solubility < 1 minute

- Moisture < 1.0%

- Sterility MTIWU

- pH 6.7-173

- Total Protein > 40 pg/vial

- Bacterial Endotoxins < 1.0 EU/ml

(Reconstituted Product)

- Protein Aggregates < 1.0%
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Ferric Hydroxide Sucrose Complex 100 mg in 5 ml Injection

100 mgin 5 ml

dmiureadmavasaldonsn

- asavaneUsiAanidediviana 1 viaon (5 ml) Usznausmesien Ferric
Hydroxide Sucrose Complex Usiaufiguivii Elemental Iron 100 mg
usslunuzsdausiannide vlaui

2 amﬂvﬁaLanmsﬁwﬁ’ums::q%'amﬁtymam, 0, B, 1avindn, Jundn

winfunueeylitniau
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- |dentification
- Iron MU
- Sucrose ATV

- Molecular weight determination #9290 U

- Assay

- Iron 95.0 - 105.0 %LA

- Sucrose 260 - 340 mg/ml
- pH 10.5-11.1
- Chloride 0.012% - 0.025%
- Bacterial Endotoxins Not More Than 3.7 EU/mg
- Specific gravity 1.135 - 1.165 at 20°
- Alkalinity 0.5ml - 0.8 ml of

0.1 N Hydrochloric acid

- Osmolarity 1,150 - 1,350 mOsmol/L

- Low-molecular weight FE(Il) and Fe (IIl)  Absence

complexs
- Turbidity 44-53
- Particulate Matter ATIWY
- Limit of iron (II) Not More Than 0.4% w/v
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Idarubicin Hydrochloride 10 mg Injection

10 mg

dmsudavaenidannn

- avazaneUTAIndela Fduundy 1 1m Useneudesaen Idarubicin
Hydrochloride 10 mg Uisqium‘tiuzmﬁﬂﬂﬁmmm%a

- amﬂw?manmsﬁnﬁ'umszu%amﬁzgmam, 0, B, avfings, Jundn
visoTununeglidaiau

- Tuvureguesendaeudaslitsendy 6 e Wuaintudweu

- Identification NI

- Assay 90.0 - 110.0% LA

- pH 3.0-4.0

- Sterility ATIIUY

- Bacterial Endotoxins Not more than 8.9 EU/mg
- Extractable volume AT

- Particulate matter AT

- Clarity of solution Clear
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Risedronate Sodium 150 mg Tablets
150 mg

dmiuTulsenu

- vudandouilay lu 1 Winusenouse Risedronate Sodium 150 mg
uIsqlunvuzlaaiin (well closed container)

- aanvieienansifugssyleandymaen, vuin, 319, waeiindn, Susde
viiafununanglidaiou

L i v " v 4 o @ Ly ]
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- Identification AFIVNIU
- Assay 90.0 - 110.0% LA
- Dissolution Not Less Than 75%(Q) in 45 mins
- Uniformity of Dosage Units ATV
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Rivaroxaban 15 mg Tablets

15 mg

Avsusulsennu

- e udlawadioufidu Tu 1 Winusenause Rivaroxaban 15 mg Usglun1vue

Uaain
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- Jununegueefidwausaliusenii 6 ey tuaniudweu

- Identification
- Uniformity of Dosage Units
- Assay

- Dissolution

- Sum of All Degradation Products

NI

NIV

95.0 - 105.0 % LA

Not Less Than 85% LA
after 30 mins

Not More Than 0.5 %

nsfilalvesunuy (Original) Ikanavdngrunsfinwmisadiinluuywe (Clinical trial) ves
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FaE Rivaroxaban 20 mg Tablets

YUIaTigaIN1g 20 mg

351 dwsusulseniu

AnuauEvly - s ufiaundeuilay Tu 1 Wauszneude Rivaroxaban 20 mg Ussqlunyue
Unatin

<4 o a = a/ a. v d a o a
- aann vialenarsmivenseydeandymaen, auim, 3519, weninds, Tunds
vioTununaylidau

- Tunueenguesendweusiadliteendt 6 Weu duanniudwey

A Llane - Identification A3
- Uniformity of Dosage Units AT
- Assay 95.0 - 105.0 % LA
- Dissolution Not Less Than 85% LA
after 30 mins

- Sum of All Degradation Products Not More Than 0.5 %
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nsfiluldendiunuy (Original) Tuanamdngrunsdinwimndiinlunywd (Clinical trial) ves
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Sevelamer Carbonate 800 mg Tablets

800 mg

dmiuiudsenu

- udiaadeuidy Tu 1 Winusenaume Sevelamer Carbonate 800 mg
UsTglunvurlaaiin

- aanviSelenansifusnseyBeandiomieen, wune, 3819, lauiindn, Tusdn
wifununenglidaiau
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- |dentification NI

- Assay 90.0-110.0% LA

- Disintegration Not More Than 20 minutes
- Uniformity of Dosage Units NI

- Loss on Drying Not More Than 14.0%

- Total Titratable Amines 11.3-14.1 mmol/g

- Residual Allylamine <5 ppm
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il Sitagliptin 100 mg Tablets

WnFaIng 100 mg
351y dmiusulsenu
ARl - e udlawedouidy Tu 1 Win Usenauseden Sitagliptin Phosphate
Vanauiisuwinriv Sitagliptin 100 mg ussglunyuzussyUaain
- 2870 u“;’maﬂmiﬁwﬁ’umixu%amﬁmumam, gu1e, 3514, lviindn, Sundn
viofununenglidaiau
- Fuvunengueseidsweuseditesnii 6 ieu Tuaniudwey
INWUELANIY - Identification NTITUIU
- Assay 95.0-105.0% LA
- Uniformity of Dosage Units AIIINIU
- Disintegration Not more than 5 minutes
WAIEVR

1. nssdlailwensuwuu (Original) lullmsieiuansnanisnaaeu Bioequivalence 1ag3s
Fuussmuidisuiugndunuu(Original) namtuduilildvesuism mnvinlneuisnguandes
imsfinwdiauyaldegsgneiosumdn GCP uay iesUjuRinisdasinun1siuses GLP wie IS0/
IEC 17025 M30iiniadand uniunmenIsunIsaImMIILags15uToman1siasaNs189IunN1s ANy
Frauyavewdnfusienansiy viefluiuseiwaniusiodundnlnedidnieifurieluaoiety,
graiiunaznIzUIUNIKARAL N UivEFILUY

2. dwsueniiliifing Bioequivalence FasiinanisnnastuansUssavdnanssnymieaain
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