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Amoxycillin 875 mg and Clavulanic Acid 125 mg Tablets

Amoxycillin 875 mg way Clavulanic Acid 125 mg

dwiuiulsenu

- pudandeuiiay Tu 1 Wausenaumesaen Amoxycillin Trihydrate Usanwu
WiguLiniu Amoxycillin 875 mg uag Clavulanate Potassium USinauiiguim
fiu Clavulanic Acid 125 mg ussTluunesrgiiilisy (Aluminium Strip)

. aa'lﬂw‘%'al.anm'sﬁ'lﬁ'um‘szuiamﬁtymam, e, 3814, aviindn, Tundavie
Fuvuenglitau
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- Identification NI
- Assay
Amoxycillin 90.0 - 120.0% LA
Clavulanic Acid 90.0 - 120.0% LA
- Uniformity of Dosage Units NI
- Dissolution
Test 1
Amoxycillin Not Less Than 85%(Q) LA in 30 mins
Clavulanic Acid Not Less Than 80%(Q) LA in 30 mins
Test 2
Amoxycillin Not Less Than 85%(Q) LA in 45 mins
Clavulanic Acid Not Less Than 80%(Q) LA in 30 mins
- Water Content Not More Than 11.0%
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iiﬂtﬂ Bisoprolol Fumarate 5 mg Tablets

MﬁﬁMi 5mg

ikl dwiuiuusenu

AuALTRY - tudiaadioufian Tu 1 dinuseneudesaen Bisoprolol Fumarate 5 mg Ussqlu

AMuzUIIUsatintosiuuas

< o w - ar i a a s b d
- aanvislenansMiuensEyeanligne, wuie, 819, weiinde, Jundevie
Tuvueenglidaoy

ar d 1 1) 4 = L ar 1
- Tunueengueevidwsusistlitiounin 6 (Weu duainiudweu

AMANNMEIANIE - Identification NIV
- Assay 90.0 - 105.0% LA
- Uniformity of Dosage Units M3
- Dissolution Not Less Than 80%(Q) in 20 mins
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AMANEMLIANILYY Cefixime 100 mg Capsules

Cefixime 100 mg Capsules
100 mg
dmiviuusenu
- pwaga Ty 1 uaugauseneumesien Cefixime 100 mg ussglunvurlnaiin
< o w - L% L o a ar - =5
- aaINVIBIENASINULNTEYTRAIYNINET, YU, IB1Y, aeiinan, Jundavie
Tuvuragligaiou
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- Jununengveseidsauseditaunin 6 ey Wuantudwey

- Identification MTIWY
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units NI
- Dissolution Not Less Than 70%(Q) in 30 mins
- Water Content Not More Than 12.0%
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Cisatracurium 5 mg/ml in 30 ml Injection

5 mg/ml in 30 ml

dwivdadnduidons

- ansaraeUsimnidela Lilld Gidndesseu viewdssomdes Tu 1 ml
Usznausmemen Cisatracurium Besylate Usinsuiisuiviiiu Cisatracurium
5 mg UTglumYuEBEAUTIAINGD Joatuuas

- sanv3aienansinfugsyydeansiynieen, vuie, 314, laviindn, Sunde
wisiunueeylidaioy

- Fuvusenyveeniidweusedlitesnit 6 Weu Yunniudwey

- Identification NI

- Assay 90.0 - 110.0% LA

-pH 30-38

- Sterility NI

- Bacterial Endotoxins Not More Than 8.17 EU/mg

- Particulate Matter - RIIIU

- Impurity
- Cis-Quaternary Acid Not More Than 4.3%
- (R)-Laudanosine Not More Than 4.0%
- Cis-Quaternary Alcohol Not More Than 5.0%
- Cis-Monoacrylate Not More Than 2.5%
- Any Individual Unspecified Not More Than 0.2%

Degradation Product
- Total Degradation Products Not More Than 14.4%
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Cyclophosphamide 1000 mg for Injection

1000 mg

dwivandmavasaidans

- napUsmnEe u 1 van Yseneudny Cyclophosphamide 1000 mg
vssglunmuzendausAnide

- aanviselenansiiunseyBeansiyyneen, 1unn, 3814, waedinde, Junde
viseTumumeglidaay
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- Identification NTIMIY

- Assay 90.0 - 110.0% LA

- Uniformity of Dosage Units AT

- pH 3.0-9.0

- Bacterial Endotoxins Not More Than 0.20 EU/mg
- Sterility ATIIU

- Constituted Solution ATIWU
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Injecti
Foen Ferric Hydroxide Sucrose Complex 100 mg in 5 ml Injection
wnafideInig 100 mg in 5 ml
L dviuneaiimavasaidend

wa o X at v ow
AR Y - arsazaeUTIANNEedUwNa Tu 1 vaen (5 ml) Usenausmusiaen Ferric

Hydroxide Sucrose Complex Usuqutiiguivin Elemental Iron 100 mg
ussglunuzendauAndoriinut
= anvﬁawnmsﬁwr‘fvm‘ssq%amﬁmmqm, e, B, lavfinde, Sundn
viseTuvumenglidaay
- Fumusengweseriidweusadhitesnii 6 weu Tunniudwey
FAMANWEMELRWIY - |dentification
- Iron NIIY
- Sucrose ATV

- Molecular Weight Determination ~ #152961U

- Assay

- Iron 95.0 - 105.0%LA

- Sucrose 260 - 340 mg/ml
- pH 105 - 111
- Chloride 0.012 - 0.025%
- Bacterial Endotoxins Not More Than 3.7 EU/mg
- Specific Gravity 1.135 - 1.165 at 20°
- Alkalinity 0.5 ml - 0.8 ml of

0.1 N Hydrochloric Acid
- Osmolarity 1,150 - 1,350 mOsmol/L
- Low-Molecular Weight FE (II) and Fe (Ill)  Absence
Complexs

- Turbidity 44-53
- Particulate Matter AII
- Limit of Iron () Not More Than 0.4% w/v
CEC0) N Kﬁ..’dwmunﬁums
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Folic Acid 5 mg Tablets

5mg

dmiuiulsenmu

- pudle Tu 1 din Usznaumedae) Folic Acid 5 mg ussqluntwurlnain
- aannviaienansiiuisyy@oaniyynaen, wuie, 3519, lauiinde, Tundn
wIpTunuAD YL AL

- Funueoguasenfidweudedliifosnit 6 e funniudwey

- ldentification AU
- Assay 90.0 - 115.0% LA
- Dissolution Not Less Than 75%(Q) in 45 mins

- Uniformity of Dosage Units ATITHIY

-
(awa)?/// .......... UsE5UNTIUNNT

(WwaNYE WaedRny)

- F =
G RL12) IR V- a iR AIUNNS

(GEL:) WY £ oA NIIUNT
(WaTEiadn eguUsHIESY)



o : ST ot ey it e

1081 Levetiracetam 100 mg/ml in 5 ml Injection

NNATIFRINS 100 mg/ml in 5 ml

it dwiuneagIvasaldan)

AauUEvlY - ansavaneusieenide Ta 1iid Tu 1 ml Useneudhe Levetiracetam 100 mg

ussqlumuuzedanannide

- anviiewnansifuensyydeaniymaen, e, T4, eiinde, Tunds
winTunumoglitaiau

- fununeguasidaususiathitiosnin 6 weu Tuaniudwey

Anwalanie - Identification NI
- Assay 90.0 - 110.0% LA
- pH 50-6.0
- Sterility NI
- Bacterial Endotoxins Not More Than 0.175 EU/mg
- Particulate Matters MIITU
- Impurities
- Levetiracetam Acid Not More Than 0.3%

(2-Pyrrolidone-N-Butyric Acid %38
(S)-242-Oxopyrrolidin-1-yl)Butanoic Acid)

- Any Individual Unspecified Not More Than 0.1%
Degradation Product

- Total Impurities Not More Than 1.0%
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Recombinant-Human Erythropoietin (Epoetin Alfa) 4,000 Units Injection
4,000 Units

dmiviadnlgduimluasiadmaonidend
- miasmwsmmmﬁa Tu 1 7@ Usenaumae Recombinant-Human
Erythropoietin (Epoetin Alfa) 4,000 Units ussiﬂunwuzmﬁaﬂsmmm%
- amnviawenansifuensrydeanigneen, vune, 314, uiinde, Sundevie
Tunuaenglitaru
- ’J’umﬂmqﬂmmﬁﬁmauc?fmhiﬁ'aun'h 6 \Wou tUIINTUAWDY
- Identification NI
- Assay

- In Vitro Potency or 90.0 - 120.0%

Potency Immunoassay (ELISA)

- In Vivo Potency (Bioassay) ~ 80.0 - 125.0%

- Sterility NTIU

- Bacterial Endotoxins Not More Than 5.0 EU/ml
- pH 6.6-7.4

- Aggregate Not More Than 2.0%
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Glimepiride 4 mg Tablets

4 mg

dwiusuusenu

- gudie Tu 1 e Usznouse Glimepiride 4 mg UsIqluMYurUsIUaaily

- amnvidslenansrhiuenseyeanimeen, wue, 3819, \auiinan, Tundavie
Fuvruseglitaau

- Sununoigveseidseusedlitosnin 6 Weu tuainiudwey

- Identification AFIWY
- Assay 90.0 - 110.0% LA
- Dissolution Not Less Than 80%(Q) after 15 mins
- Uniformity of Dosage Units NI
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AMANEMUIANISYDY Glucosamine Sulfate 1.5 g Powder

i1 M] Glucosamine Sulfate 1.5 ¢ Powder
IATIFDINTT 15¢
phib] dwmiusuusenu
AR - w3w1 Ty 1 983 Usznoudie Glucosamine Sulfate Sodium Chloride U3un
Wisuwih Glucosamine Sulfate 1.5 ¢ laifitinna (Sugar Free) ussqluges
Unatin
- amnvieienansiiveseyBeantiyeen, wune, 3819, laviinde, Turdn
vaaiuvuseglidaau
- Fumunegveseitdwesusadliesnii 6 ey tTuaniudsmieu
ANANWOIEIAWIE - Identification ATIWU
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units AFIWY
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AMANEALIANIZYaY Hydroxychloroquine Sulfate 200 mg Tablets

Hydroxychloroquine Sulfate 200 mg Tablets

200 mg

dwmiuiuusenu

- vudie Tu 1 Wausenausesen Hydroxychloroquine Sulfate 200 mg
UssglunusUnaiin Jeaiuuas

- amnvi3elenansifuensyydeanimeen, wunn, 3519, lavitnan, Tundn
vioTunumoglitaau

- Fuvuseyraeiidweudedbitounii 6 Weu Junniudmey

- Identification PIITHIY
- Assay 93.0 - 107.0% LA
- Dissolution Not Less Than 70%(Q) in 60 mins

- Uniformity of Dosage Units #5296
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Idarubicin Hydrochloride 10 mg Injection
10 mg

dwiudadvasadens

- ansavaeUsmanidela Aduuns Tu 1 Maeuseneudesaen Idarubicin
Hydrochloride 10 mg Uﬁq'lunwuamﬁm}ﬂﬁmm%a

= o d‘ L5 aa J - a -
- RAANTBLNATANNVYITEYTDANYNNEI, TUIA, 15.1‘!‘1', LaUNHAR, TUNER

winTununeylidaau
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- Jununagueseidwsussdlidesnit 6 ey duaniudwey

- Identification NIIWU

- Assay 90.0 - 110.0% LA

- pH 30-4.0

- Sterility AT

- Bacterial Endotoxins Not More Than 8.9 EU/mg
- Extractable Volume ATINY

- Particulate Matter NI

- Clarity of Solution Clear

-
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ies 40 pol Bedent
H0e1 Isophane Insulin Human Suspension 100 IU/ml in 10 ml Injection
yuATiResNg 100 IU/ml in 10 ml

Phibi] dwiudanlaiamis

Ay - asunumenauUsImInde Tu 1 ml Uszneusae Isophane Insulin Human

wlatrdaagisnunssuIums Recombinant DNA 100 giis ussglumaue
endnUsIARNide

- amnvdelenansiiuenseydeanimaen, wue, 3819, lauiindn, Tundn
vioTununenylidnau

- Fumumengveseniidwesusedliitesnit 6 Weu Tuaniudsey

AMANWTIANIY - Identification MU
- Assay 95.0 - 105.0% LA
- pH 710-75
- Zinc Total 0.021 - 0.04 mg/100 IU
- Sterility AT
- Bacterial Endotoxins Not More Than 80 1U/100 IU
- Insulin in The Supernatant Not More Than 1.0%

- High Molecular Weight Proteins Not More Than 3.0%

VHIUWE

1 v - v [ J 1 a o e a
nstilildgiuuuy (Original) Wkamdngrumsfinwiuansindundndueinivsyaninaly
NMsinwazmmUaeanuisuriiugfuwuy annsalduvuiuld (Interchangeability Study) w3e

Lanmsﬁuam'hkflu Biosimilar #11 EMA Guideline %59 US FDA
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Lactulose Solution 100 ml

100 ml

dwmiusulsenmu

- ansarantla Awdsddnantesmimia u 1 van Usenoudeien
Lactulose 66.7 g Ussglun1uzUnain

. amﬂw‘%amnmsﬁﬁﬁ’umszq%amﬁmmqm, e, B, wiinde, Yundn
winTununenglidaiau

- Yunueguesidwsudedifosnit 6 Weu Tusniudwey

- Identification NI
- Assay 90.0 - 110.0% LA
- Total Aerobic Microbial Count Not More Than 100 cfu/ml
- Escherichia coli Absence/ml
- pH . 25-6.5
- Organic Impurities
- Tagatose Not More Than 3.0%
- Fructose Not More Than 1.0%
- Galactose Not More Than 16.0%
- Epilactose Not More Than 8.0%
- Lactose Not More Than 12.0%
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Norepinephrine 1 mg/ml in 4 ml Injection

1 mg/mlin 4 ml

dwiuveanivasnidons

- ansaranglalaifid Tu 1 ml Useneudeden Norepinephrine 1 mg ussqlu
nugendauAnnidouastosiuuas

- aanvidslenansifiue)seyBeansigman, sune, 351, weaiinde, Sunds
wieTunune gl iy

- Yuvumenguesenfidewaudadhitosnin 6 ey tuaniudwey

- Identification NI
- Assay 90.0 - 115.0% LA
- pH 3.0-45
- Particulate Matter ATIU
- Sterility NI
- Bacterial Endotoxins Not More Than 83.4 EU/mg of
Norepinephrine
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AMANWYZIANIZYBY Paracetamol 450 mg and

Orpl irine Citrate 35 C les/Tablet
ﬁlﬁﬂ Paracetamol 450 mg and Orphenadrine Citrate 35 mg Capsules/Tablets
m’mﬁﬁmgj Paracetamol 450 mg and Orphenadrine Citrate 35 mg

51y dwiuiuusenu

AnuALRIT - g udiavdeuavga lu 1 Win/uauga Usenausie Paracetamol 450 mg ua

Orphenadrine Citrate 35 mg UsTluUAUAANY

- amnvieienastifuensyydeaniynieen, wue, 314, laviindn, Susdevie
Tunueoglitau

- Fumusenguesenidaausediiesndt 6 o uantudaey

ee
€

Hudla
- Identification ATIM U
- Assay
- Paracetamol 90.0 - 110.0% LA
- Orphenadrine Citrate 93.0- 107.0% LA
- Dissolution
- Paracetamol Not More Than 80%(Q) in 30 mins
- Orphenadrine Citrate Not More Than 75%(Q) in 45 mins
- Uniformity of Dosage Units ~ #1579HU
viauuauga
- Identification ATIY
- Assay
- Paracetamol 90.0 - 110.0% LA
- Orphenadrine Citrate 93.0 - 107.0% LA
- Disintegration Not More Than 15 mins

- Uniformity of Dosage Units #5396
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f981 Sertraline 50 mg Tablets

098 50 mg
it dwiviuuseyu
AANURN - gudle Tu 1 Wiausenaudie Sertraline Hydrochloride Usunaudisuwin

Sertraline 50 mg UsTqlulAUAALN

= e W d LY A - el - =
- aanvSaenanstifunseyBoanigmes, wue, 519, weiinde, Tundewie
Funuaoglidaau

a a L 1 4 ar s [
- Jununeguoseidwausisdlivosndt 6 Weu duaniudweu

f ziaw1e - Identification NIV
- Assay 90.0 - 110.0% LA
- Dissolution
Test 1 Not Less Than 80%(Q) in 30 mins
%39 Test 2 Not Less Than 80%(Q) in 45 mins
- Uniformity of Dosage Units AT

- Organic Impurities
Individual Degradation Product Not More Than 0.2%
Total Degradation Products Not More Than 2.0%
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Simvastatin 40 mg Tablets
40 mg
dmiuiudsenu

- gudde Ty 1 e Usznaudie Simvastatin 40 mg UssluuksUnaiin
] o a - ) acm v a a v o a
- apnvialenansiiugseydeaniymee, ue, 814, iaviinde, Junde

viefunuaeylidaau

o o 1y n | - LY [V
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- Identification ATITWU

- Assay 90.0 - 110.0% LA

- Dissolution Not Less Than 75%(Q) in 30 mins
- Uniformity of Dosage Units ATITU

- Organic Impurities
- Tenivastatin Not More Than 1.0%
- Individual Unspecified Impurity Not More Than 0.5%
- Total Impurities Not More Than 2.0%
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Tramadol Hydrochloride 50 mg Capsules

50 mg

dwiusulsenu

- guAlga Tu1 uavga Usenausie Tramadol Hydrochloride 50 mg
UsIQluLkUnatin

- amnn%manmsﬁwﬁumszu%amﬁmmam, 9, Y, laviinae, Tunde
winTuvunengLivay

a A 1] 1 U - ) a i
- Jununegveseidweusedliiosnin 6 oy Tuaniudweu

- Identification NI
- Assay 95.0 - 105.0% LA
- Uniformity of Dosage Units MY

Not More Than 0.3%
Not More Than 0.2%
Not More Than 1.0%

- Tramadol Impurity A
- Any Other Secondary Peak
- Sum of Any Secondary Peak

Uses1unNIsunIg
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Senna 400 - 450 mg Capsules
400 - 450 mg
dwmiusulsenu
- puavga lu 1 uavga Uszneume weluvieilnuyrnaunsauiudu
400 - 450 mg ussylunvusUnaiin
- aawnvﬁamnmsr‘hﬁuqu%emﬁmm«n, e, 3518, uiiudn, Tusdn
wayTunumogligaiu
- Fuvumengueseiidweudadlitesnit 6 wou Tuaniudweu
- Description %38 Appearance NTIVWY
- Uniformity of Weight ATIT
%38 Range of Mean Weight
- Disintegration Not More Than 30 mins

- Microbial Limits NSITU
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