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Apixaban 5 mg Tablets

5mg

dwmiuTuusenu

- gdfiandeuiidn lu 1 Wiausznousie Apixaban 5 mg ussqlumyuyia
alin

- ann vdawenansiiusnsrydeandiyniaen, wune, 3819, aviindn, usde
wioiununeglitaau
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- Identification NI

- Assay 95.0 - 105.0% LA

- Uniformity of Dosage Units ATIWU

- Disintegration Not More Than 10 minutes

nserlaildendunuy (Original) TiuanmvdngrunisAinwimieadiinluaysd (Clinical trial) vos
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Ciprofloxacin 200 mg in 100 ml Injection
200 mg in 100 ml

VEAINIIVADALEDAAN
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- asavareusAne Tu 1 970 Usenausie Ciprofloxacin 200 mg U539
-l J L
TunsuzednUsiAnauwarUaanuuas
< -] a A ot - A - L% -
- aannvi3elenansfiueszydeandignieen, v, B, aviinde, unds

winjununeglidaau
o d 1 1 1 o a L 1
- Yunueengueeidweoudethiveundi 6 wiou Yuaniudwey

- Identification NI

- Assay 90.0-110.0% LA

- pH 3.5-4.6

- Sterility NIIVU

- Bacterial Endotoxins Not More Than 0.5 EU/mg
- Particulate Matter AT

- Limit of Ciproflaxacin Taiviv 0.5%

ethylenediamine analog
- Lactic acid content 0.288-0.352 mg of Lactic acid/
mg of Ciprofloxacin

- Sodium Chloride Content 85.5 mg-94.5 mg of NaCl
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Erlotinib 150 mg Tablets

150 mg

dwmsuiulsenu

- pudiaedeuidu Tu 1 Winusenausiie Erlotinib Hydrochloride U3una
Wiguwiriiu Erlotinib 150 mg ussqlunwusUaaiin

< amﬂw?at.anmiﬁwﬁ'umisq%amﬁmmam, guw, 3314, laviings, Tuudn
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- |dentification ATV

- Assay 95.0 - 105.0% LA

- Dissolution Not Less Than 75%(Q) after 45 mins
- Uniformity of Dosage Units NIIVU
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Quadrivalent Influenza Vaccine Injection

0.5 ml

dmiudannanuiiie
- ymhuwaungnauly 0.5 ml (1 Tia) Ussneusedeldwinlngignvillv
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€ LY = J -
UsgnAvesesrnisaundielan) ussylunivusendausraniesiln Pre-
filled syringe
o o A L = L2 A = a -

- aanviselenasiiugnsyyeandyynee, vue, 3514, wuindn, Tunan
visgYununenglidaiau- aanvsalenansiiugnsyyteaniygnen, wum,
U4, wuiinde, Tundavsetunueenglidaiau
- Jununaryuedefidaeusiedideunin 6 ey duaniudweu
- Identification MTIY
- Assay The lower confidence limit is

not less than 12 mcg HA/0.5 ml
(24 mcg HA/m) of each strain

- Bacterial endotoxins Less Than 200 1U/ml
- Sterility AT

- pH 6.8-17.6

- Volume in container PTIMIU
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L3N] Isophane Insulin Human Suspension 100 1U/ml in 3 ml Injection for

Penfill
yu1eiFeINTS 100 1U/ml in 3 ml
35l dwsudanlaramis
ﬂmﬁmﬂﬁ‘iﬁlﬂ _asuwauszneuuTAInd@e Ty 1 ml Useneushe lsophane Insulin
Human silaaduas1esiensyuIUuNs Recombinant DNA 100 yiin U3q
lunugendaunanni@edmivlifuiinmiadugau lasnndadugiu
s awnsausurundalaiiay 1 giin wazinmdesiinalnudludlouiu
nRaielliiinaugydsveaien
’ ammﬁaLanmiﬁwﬁuuwssu%mﬁmmqm, un, 3319, 1aviindn, Jundn
winTunusenglidniu
- Juvunoiyvesefidweusedlitounda 6 e tunniudwey
AMANWULIANY - Identification ATIWU
- Assay 95.0-105.0% LA
- pH 7.0-7.5
- Zinc Total 0.021 - 0.04 mg/100 IU
- Sterility MY
- Bacterial Endotoxins Not More Than 801U/100 IU
- Insulin in the supernatant Not More Than 1.0%
- High Molecular Weight Proteins Not More Than 3.0%
LR

[ LY . L o P ' a L7 falal o oa
nsdilaileeduuwuy (Original) Wkanvdngunseinyuansindundndusiniiusyansualu
mMs$nwuarANulasaduiuvinfuewuLUY ansaldunuiule (interchangeability Study)

wealonasiuanaindu Biosimilar A3 EMA Guideline %38 US FDA
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Mecobalamin 500 mcg Tablets
500 mcg

dmiuiuusenmu

- gudfiaedeuhmavdeindeuiidn Tu 1 diaussnaushesen Mecobalamin
500 mcg Ussglun1wurlnain Jasiuuas

- aamvSelenansthifuen seyfeandiymiaen, wune, 3819, weiindn, Tundavie
Tuvueogligaiau

- Junupengraswidweudesliveunii 6 wew Hunniudwey

- Identification MY
- Assay 92.0 - 108.0% LA
- Dissolution Not Less Than 80% in 45 mins

- Uniformity of Dosage Units ~ ®529WU
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Methotrexate 1000 mg in 10 ml Injection
1000 mg in 10 ml
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& v :
- d@nsavateusianndala Tu 1 van Usenauniy Methotrexate Sodium

Ulinauiisuinfu Methotrexate 1000 mg UST9LlUN1YULUIIRLIAAUIIARIN
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- ldentification
- Assay

- Bacterial Endotoxins

_pH

(wetling deatiun)

PTITIU

90.0 - 110.0% LA

Not More Than 0.4 EU/mg
7.0-9.0
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Molnupiravir 200 mg Capsules
200 mg

dwmsusudsenu

- guavga Tu 1 e Usznaudie Molnupiravir 200 mg usslumvurln
ain

- aanmvidatenansiifugnsryfeandiynieen, e, 38U, laviinge, Tusde
wiatumuaenglidaiou
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- Identification AU
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80% (Q) in 30 minutes

- Uniformity of Dosage Units #5298
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Y08 Silver Sulfadiazine Cream 500 ¢
- v
WIaAFBIN1G 500 g
i i dwiuldnwuen
AQuANTRYY - gnFudyn Tu 100 ¢ Usznausmesaen Silver Sulfadiazine 1 ¢

(1% w/w) ussglun1vugUnatin Jeanuuas
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AudnvUTIaNY - Identification NI
- Assay 90.0 - 110.0% LA
- Minimum fill NI
- pH 40-7.0

- Microbial Enumeration Tests and
Tests for specified microorganism
- Total aerobic microbial count Not More Than 23 cfu/g
- Total combined yeasts and ~ Not More Than 10 cfu/g

molds count

- Staphylococcus aureus Absence
- Pseudomonas aeruginosa Absence
- Salmonella species Absence
- Escherichia coli Absence
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Sodium Fusidate 20 mg/g in 15 g Ointment

20 mg/gin15¢

dwiuldniguen

- gniia Tu 1 g Uszneusesen Sodium Fusidate 20 mg ussgluvasn
avgililsuUnain

- aamvisetenansinfuenseyfeaniymaen, vuin, 3514, laviindn,
Tundavsaiununoiglitaau
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- Identification NSIMIY

- Assay 92.5 - 107.5% LA

- Total Organic Impurities Not More Than 4.0
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Sucralfate 1 ¢/5 ml in 240 ml Oral Suspension
1 ¢/5 ml in 240 ml

dwiviulsenu

- gmiurunzneu W 5 ml Useneusie Sucralfate 1 ¢ ussqlun1vusUnaiin

- aannviaenansmiuen 'szq%amﬁ'rgmam, Qun, 3814 aeiinde, Tundavie
Jununeglidaiau
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- Identification ATIIY
- Assay Sucralfate 90.0 - 110.0% LA
- Acid neutralization equivalent Not Less Than 12 meq

per 5 ml of suspension

- pH 4.0 - 6.0
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Tamoxifen 20 mg Tablets

20 mg

dwmsuiuusemu

- vudin Tu 1 ule Uszneudne Tamoxifen 20 mg ussqlunusUnain
Yaariuuas

. anw‘%awﬂmiﬁwﬁum‘szq"c"iam Tyvneen, wune, 3519, [@uiindn, Sunde
winfununeglitaiau
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- |dentification ATIIU

- Assay 90.0 - 110.0% LA

- Dissolution Not Less Than 70% (Q) LA in
45 minutes
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Urea 10% cream 150 g

150 ¢

dwiuldnieuen

- g1A%0 Tu 1 g Useneuseien Urea 100 mg ussqlunvuzUnaiin

- aamvdetenansiiuen seyfeandiomiaen, wune, 3819, eiindn, Tundanse
Tumunenglidaau

- Yumuaenyvasedweunedliesndi 6 e Yuainiudwey

- Identification MTITNIU
- Assay 90.0 - 110.0 % LA
- Ammonia Not More Than 2.0% with

respect to the content of urea

(Determined in assay)
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