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gaen Acyclovir 250 mg for Injection

YUIANABING 250 mg
ik dwmiuneadvasnidand
AnuanFvlY - maprmEndedumiafisutmuss Acyclovir Sodium USinasisuivin
Acyclovir 250 mg ussglunsuEsIERUTIRIINTe Jeatuuas
. aamw‘%aLaﬂmiﬁwﬁumisq%amﬂzymem, gug, 3314, Laviinde, Jundn
v Tuvanengligniay
- Jumueengvesenfidaeudediidesnin 6 Weu tuaniudweu
AUANHUZLANTY - Identification NIV
- Assay 90.0 - 110.0 %LA
- Sterility NIV
- Uniformity of Dosage Units NTIVU
- Bacterial Endotoxins Not More Than 0.174 EU/mg
- pH 11.0- 125
- Water Not More Than 5.5%
- Particulate Matter NI
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LAN12Yd9 Car in4 in 45 ml Injection

Carboplatin 450 mg in 45 ml Injection

450 mg in 45 ml

dmsuantviaenidene

- asavaneusieanide lu 1 97m Usenausmie Carboplatin 450 mg U339
Tunwuzendausirndsuasdeafuuas

- amﬂw%maﬂmsﬁwﬁ’umszq%amﬁmmam, W, B4, laviindn, Junan
wietununongliTaiau

- Jununenyvesendweuseslitosndi 6 Weou tuainiudweu

- Identification MY

-Assay ' 90.0 - 105.0% LA

- Sterility - AT

- Bacterial Endotoxins Not More Than 0.54

EU/mg of Carboplatin

~oH | 5.0 - 7.0
- Particulate Matter AU
- Extractable Volume ATIWU
- Seal Integrity Test AT
- Purity

- 1,1-Cyclobutanedicarboxylic Acid  Not More Than 1.0%
- Total Impurities Not More Than 0.5%
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AMANWULLANIZUDY R inant-H n hr ietin (E i f.

Injection ni
Toun Recombinant-Human Erythropoietin (Epoetin Alfa) Injection
YUIANFBINIS 5,000 Unit ‘
ik dwsvdadnldduiomls uavdavasaidonsh
AMANURNIL - - asazaeUsIrIne Tu 1 viaem Useneusie Recombinant-Human

Erythropoietin (Epoetin Alfa) 5,000 Unit ussglunasnendnusiaainide
¥ila Prefilled sygnge

< o U A U a v dl _a U a
- aanviselena1sMivenseydeasiyvneel, auie, WY, aviindn, Tunds

vioTununeglidaiau

- Jununeguedeidweuiadkiveundi 6 Weu tuainiudweu

AANBUZIANIY - Identification MUY
- Activity 80.0 - 125.0% of the labeled activity
- Sterility MY
- Bacterial Endotoxins Not More Than 2.5 EU/ml
- pH 6.6-7.2
- Csmolality 225 - 275 mOsm/kg
NULLNG)

nsflldldgniunuy (Original) kanaidngunisAnwiuanaindundnsueinivssansualy
nMsinwnagANUasadeiguvingiuwuy aunsaldunuiule (Interchangeability Study) #Se
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Methotrexate 2.5 mg Tablets

25 mg

dmiusulsenu

- gudin Tu 1 e Usenausiie Methotrexate 2.5 mg ussglumseUaain
wazdaaiuuas

- 2an vr‘%aLanmsﬁwﬁuaﬁw%aﬂﬁmmam, e, 3314, iavindn, Tundn
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- |dentification AT
- Assay 90.0 - 110.0% LA
- Dissolution Not Less Than 75% (Q) in 45 mins
- Uniformity of Dosage Units MY
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Efiam Methylprednisolone 500 mg for Injection

YUIANADING 500 mg
351y dwsudavasadesan, Sadinduiie way nead vaendan

- HeeUTANEe Ty 1 v7m Usznausie Methylprednisolone 500 mg

Usslunrugendausmniesiinui wisudvhazay

= o w d ) aan v a4 a W a
- RANUIBLENAITNINUEN '5314‘{10?1111?9%70&’], VU, 'Jg".‘ﬁ, LAUVIHNGR, TUNE®R

wioTununaglithau

- Jununenguasenfidweusedlitssndi 6 Wou duaniudewey

al g ¢ - Identification
- Assay
- Sterility
- Bacterial Endotoxins
- pH
- Loss on drying
- Particulate Matter
- Constituted Solution

- Free Methylprednisolone

| yild

ATV

90.0 - 110.0% LA

AT

Not More Than 0.17 EU/mg
7.0-8.0

Not More Than 2.0%
ATIINIU

ATV

Not More Than 6.6% LA of
Methylprednisolone
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Inactivated Purified Rabies Vaccine Injection

0.5 ml

1

o v a 3 4" =l i7 a @
dwmsudanndnuile way aanluinw
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- Trduyiiouia wiaudwihazsane ddlu 1 1a axlvigiduiulsaitvaluth

v 9

lannndwsewindu 2.5 IU waglifansiuide(Non- Preservative)

] L A s =Y v d = L5 -y
- aanviselenansMAveIsEyTaaulyneel, wue, T8l luiindn, Tundn

visoTununenglidaiou
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- Potency 22.5 IU/dose
- Bovine Serum Albumin Content <50 ng/dose
- Protein Content <80 pg/dose
- pH 7.2-8.0

- Residual Moisture <3.0%

- Bacterial Endotoxins <25 EU/dose
- Sterility AT

- Residual DNA Content <100 pg/dose
(@90 L‘ﬂ ........................ Uses1UNIINNIg

] /
GEED) M N55UNNS

(Wwilans osatiuy)

. ﬂ
(GNRT12) NN CONR NSNS

(Wandadni ayuUsziasy)



ar

Sevoflurane Solution

250 ml

lodmsuavaau

- vpaman la Lilid Usgnaudemien Sevoflurane ussyeglunwuzlnailn
Jaatuuamarmuty warnmuriuannsosodifuniewitlessme

(Vaporizer) lo,lneuuussuulalisadddgunsaliady
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- Junueengreseidweusaslitosndi 6 Weu duaniudweu

- Identification MY

- Content 99.98 - 100.00% LA

- Refraction index 1.2745 - 1.2760 7 20 °C

- Peroxide Not More Than 0.22 ppm

- Fluoride Not More Than 2 ppm

- Acidity/Alkalinity Not more than 0.10 ml of 0.010 N

NaOH or not more than 0.60 ml
of 0.010 N HCl to neutralize

- Non-volatile residue Not More Than 1 mg/10 ml

- Water 0.03 - 0.10% (w/w)

- Total Impurities (excluding Not More Than 50 ppm (w/w)
compound A and compound M)

- Other single largest impurity Not More Than 25 ppm (w/w)
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01 Sodium Valproate 400 mg for Injection

o v
ANADINT 400 mg
eivi ki dwsudadiuassidensn
wa o 4 o i
AuautEmnll - HaEUTIANWEHEYY Tu 1 vam Usznaudae Sodium Valproate 400 mg
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YLany - Identification ATIVU
- Assay 98.75 - 108.75% LA of Sodium Valproate
- Uniformity of Dosage Units #5967
- Loss on Drying Taitfiy 2.0%
- pH 6.8 -85
- Sterility ATIIY
- Bacterial Endotoxins Taitfiu 0.017 1U/me
- Particulate Matter NI
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Imipenem 500 mg and Cilastatin 500 mg for Injection

Imipenem 500 mg and Cilastatin 500 mg

dmsulvimamasnidons

- nE AN Ussnaude Imipenem 500 mg wag Cilastatin Sodium
Umeaiieuwifiu Cilastatin 500 mg ussqlumvugedataadnusaainide
- amnvi3etenansiiugseyleansiynen, vuin, 19, edinde, Junde
wioTuvunenglidau

- Jununengvesedweusetlitounin 6 e Wuaniudweu

- Identification NI
- Assay
Imipenem 90.0 - 115.0% LA
Cilastatin 90.0 - 115.0% LA
- pH 6.5-85
- Bacterial Endotoxins Not More Than 0.17 EU/mg
- Sterility Test ATV
- Loss on Drying Not More Than 3.5%
- Clarity of Constituted Solution ATIWU
- Particulate Matter AT
- Uniformity Dosage Units ATIWU
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it Zoledronic Acid 5 mg in 100 ml Injection

ynafidiasnis 5 mg in 100 ml
ik dmSungadivasadens
ﬂmagﬂ“ﬂﬁﬂﬂ - ansavaneUTIEnide 1 uan (100 ml) Usgnaumie Zoledronic Acid 5 mg
ussglunadnusmanidetostuuas
- 287N w‘%'aLaﬂmiﬁwﬁ’umsxq%amﬁmmam, um, 3514, iaviindn, Yundn
wiotummongUiday
- Yumunengresenitdaousasliosnd 6 ieu tuaniudwey
AMANYZIENY - Identification AT
- Assay 95.0 - 105.0% LA
- Sterility ATIU
- Bacterial Endotoxins Not More Than 3.0 EU/ml
- pH 6.0-7.0
- Particulate Matter ATIVNY
- Total Unspecified Degradation Products ~ Not More Than 0.4%
- Osmolality 260 - 330 mOsmol/kg
V8L
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