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7 - 7.2% Amino Acid Injection 500 ml
500 ml
dusuveatnviasndonsn

- ansazaneusmndelalaifid Tu 1 maUsEneuse Total Amino Acid

7 - 7.2% (lowsidnaruges Essential Amino Acids > 60% %84 Total Amino
Acids) UssqlumvuzednUImINYe
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- Identification NI

- pH 58-175

- Particulate Matter NIV

- Sterility ATIIU

- Bacterial Endotoxins Not More Than 1.0 IU/ml

- Assay
- L- Leucine 90.0 - 110.0%
- L- Isoleucine 90.0 - 110.0%
- L- Valine 90.0 - 110.0%
- L- Lysine 90.0 - 110.0%
- L- Threonine 90.0 - 110.0%
- L- Tryptophan 90.0 - 110.0%
- L- Methionine 90.0 - 110.0%
- L- Phenylalanine 90.0 - 110.0%
- L- Arginine 90.0 - 110.0%
- L- Histidine 90.0 - 110.0%
- Non-Essential Amino Acid NI
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Ambroxol Hydrochloride 30 mg Tablets

30 mg

dmiuiulsenu

- dln Tu 1 diaussneusuien Ambroxol Hydrochloride 30 mg USTY
Tuusslnaiin
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- Identification NI

- Assay 90.0-110.0 % LA

- Uniformity of Dosage Units NTIVUY

- Disintegration Not More Than 30 mins
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Azathioprine 50 mg Tablets
50 mg
dmiusulsenu

- gudinindeuiay Tu 1 e Usznause Azathioprine 50 mg UTTluMKe

Unatin Usanuuas
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- Identification NI
- Assay 93.0 - 107.0% LA
- Dissolution Not Less Than 75%(Q) in 30 mins
- Uniformity of Dosage Units AT
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Cefazolin 1 g for Injection
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- | W = a &
Wweuwnu Cefazolin 1 4 U'S‘iiﬂu.ﬂ'l‘liuzﬂ’laﬂﬂiﬂﬂf\]’mt'ﬂil

o W ‘. Ly “a. d - L =
- panviselenasmvessydsanignen, vue, 5L, laenkan, Tundn

wioTununengylidaiu

- 'E'uvmﬂmq*nmmﬁﬁmauﬁm’lﬁﬁaani'\ 6 AU HuINTudwaU

- |dentification

- Assay

- pH

- Sterility

- Bacterial Endotoxins

- Water

- Constituted Solution

- Specific Rotation

- Particulated Matter

- Uniformity of Dosage Units

NI

90.0-115.0% LA

4.0-6.0

ATIIIU

Not More Than 0.15 EU/mg
Not More Than 6.0%
PIITHI

-10° - -24°

NI
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Clindamycin 600 mg in 4 ml Injection

600 mg in 4 ml
dmivdaimavasaidensuariadind e
- ansazanslausimenide liifatdvdesdeu Tu 1 ml Usznaudedae

Clindamycin Phosphate USinauifisuwiniu Clindamycin 150 mg ussylu
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- |dentification RIIWW

- Assay 90.0 - 120.0% LA

- Particulate Matter NTIWU

- pH 55-70

- Sterility NTIIMY

- Bacterial Endotoxins Not More Than 0.58 EU/mg
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ADE Cyclosporine 100 mg Capsules

afigaIn 100 mg
priL] dwiuiulsemu _
ApsauEvRlY - euavga lu 1 urugausznaufesiaen Cyclosporine 100 mg UTsqlu

myurUaaiin Yseiuuas
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@ @

Ju Capsule Contain Liquid

- Identification ATITWU
- Assay 90.0 - 110.0% LA
- Dissolution All of The Capsules Tests Rupture

in Not More Than 15 minutes

wiawlu Capsule Contain Powder

- Identification ATIMU
- 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 Erythropoietin (Epoetin Beta) 30,000 Units Injection
in Pre-filled Syringe

30,000 Units in 0.6 ml

annlaRavdaselimavasadons

- asarareUTIEINdD 1 naoa (0.6 ml) Ysenaumedien Recombinant-
Human Erythropoietin (Epoetin Beta) 30,000 Units ussaﬂunssuannssq
thewdeuda

- nmnn?atanmsﬁ'wﬁ’umssq%amﬁmmam, YUIA, T4, Lam‘iném, TUNAR
viaTunueegylidaiay

- Jununorgreseidweudadsiviosnin 6 Weu tusntudwey

- Identification ATIWY

- Content of Protein 90.0 - 110.0%

- Potency 80.0 - 125.0% of Label Claim
- pH 70-74

- Sterility NI

- Particulate Matter NI

- Bacterial Endotoxins Less Than 0.25 EU/1000 IU

- Uniformity of Dosage Units ATV
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Recombinant Human Coagulation Factor VIIl 500 IU for Injection
500 U
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Water for Injection 2 ml uazgunsaidmiunayen

- o a ﬂ. s < A ey & -
- AaNNNTBLENATININVETTEYTDAMYNINET, TUIN, 1‘51'3', LAUINGR, TUNAR

winJununenglivaiau

ar a kg " v ' = o L i
& 'Juummegvmu'mmuaumaﬂuuaufm 6 WBU UUINTUSUBY

- Potency 400 - 600 IU/vial

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

- Moisture < 1.0%

- Sterility NTITWUY

- pH 6.7-7.3

- Total Protein 2 40 pg/vial

- Bacterial Endotoxins < 1.0 EU/ml

(Reconstituted Product)

- Protein Aggregates < 1.0%
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AANWMLANIZYRY Hydralazine Hydrochloride 50 mg Tablets

ee

Hydralazine Hydrochloride 50 mg Tablets

50 mg

dwiuiudsenu

- g1din Tu 1 dlm Useneudesien Hydralazine Hydrochloride 50 mg
ussglunwuzleaiin uazdasiuuas

- aanvaienansifuensyyBeantiynieen, vue, T4, lauiinae, undn
winTununnglivaay

- Fuvunogueseiidweudedlitounin 6 Wou Tuaniudwey

- Identification ATIWIUY

- Assay 90.0 - 110.0% LA

- Uniformity of Dosage Units NIIY

- Dissolution Not Less Than 75%(Q) in 45 mins
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iagm Recombinant-Human Erythropoietin (Epoetin Alfa) 4,000 Units for Injection
198313 4,000 Units
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auauUdll - weeUsEInde lu 1 I8 Usenaume Recombinant-Human Erythropoietin

. . a &
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21N - Appearance NIV
- Immunoassay 3,200 - 5,000 mg/vial
- Dissolution Not More Than 3 minutes
- pH 6.4-74
- Water Not More Than 4.0% w/w
- Sterility NIIVIU
- Bacterial Endotoxins Less Than 20 1U/10,000 IU of Erythropoietin
- Aggregate Not More Than 2.0%
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Levetiracetam 500 mg Tablets

500 mg

dwiuiulsenu

- pdimadouitan Ty 1 Winuseneume Levetiracetam 500 mg ussqlu
nwuzleaiin (Tight container)
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- Identification NIV
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units NI
- Dissolution
Test 1 Not Less Than 70%(Q) after 15 mins
v30 Test 2: Not Less Than 80%(Q) after 15 mins
w30 Test 3: Not Less Than 80%(Q) after 30 mins

- Organic Impurities
- Levetiracetam Acid Not More Than 0.3%
(2-Pyrrolidone-N-Butyric Acid ¥5©
(S)-2-(2-Oxopyrrolidin-1-yl)Butanoic Acid)
- Any Individual Unspecified Not More Than 0.1%
Degradation Product
- Total Impurities Not More Than 0.6%
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Manidipine Hydrochloride 20 mg Tablets

20 mg

dwiviulsenu

- gudle Tu 1 Winuszneumesen Manidipine Hydrochloride 20 mg U739
Tumyuslnaiin

- anvslenansiiusseyeasimee, wunm, 33U, weiindn, Sundn
vioTunumegligaiau

- funuaeguessiidweusedlitiosniy 6 Wou Tuaniudwey

- Identification NI

- Assay 92.0 - 108.0% LA

- Uniformity of Dosage Units ATIY

- Dissolution Not Less Than 75% in 45 minutes
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Metoclopramide 10 mg in 2 ml Injection

10 mgin 2 ml

dmivdadmavasaians

- msazmwﬂﬁmm%a'lu 2 ml Uszneumesign Metoclopramide 10 me
ussyluneuzendausianidesiaut
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- Identification NI
- Assay 90.0 - 110.0% LA
- pH 25-6.5
- Sterility AT

- Bacterial Endotoxins Not More Than 2.5 EU/mg

- Particulate Matter MY
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AMANEMLLANIZYDY Omeprazole 40 mg for Injection

Omeprazole 40 mg for Injection

40 mg
o mavasnionm

& X -

- s Tu 1 I8 Usenausie Omeprazole sodium Usunu

=3 1 a aa J’ o
\Wisuwiniu Omeprazole 40 mg Ussglun1suze@ausmaInite Usaiuuas
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- unueegYass MdwaUssliusunI 6 Wau Yuaniudaiey

- Identification RIIHY

- Assay 90.0-110.0% LA

- pH 8.8-13.0

- Water Not More Than 15.0%
- Sterility ATV

- Bacterial Endotoxins Not More Than 9.4 EU/mg of

Omeprazole
- Uniformity of Dosage Units NI
- Clarity of Solution after MY
Reconstitutuin
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Risedronate Sodium 150 mg Tablets

150 mg

dwmiuiulsenmu

- g udiaindouiiay Tu 1 Weusenaume Risedronate Sodium 150 me
usslunvurlaaiin (Well Closed Container)
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isTununaglidaiy

- Funeogreseidaudedliitosnin 6 weu tuaniudemey

- Identification NI

- Assay 90.0 - 110.0% LA

- Dissolution Not Less Than 75%(Q) in 45 mins
- Uniformity of Dosage Units MTIIU
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Sevelamer Carbonate 800 mg Tablets

800 mg

dwmsusulsemu

- psiaedouiidy lu 1 Winuseneume Sevelamer Carbonate 800 mg
UsslumMyuslnaiin

_ aanvidalenansfiuensrydeandignesn, e, 819, \auTina, Jundn
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- Identification MTIWU

- Assay 90.0 - 110.0% LA

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

- Loss on Drying Not More Than 14.0%

- Total Titratable Amines 11.3 - 14.1 mmol/g

- Residual Allylamine Not More Than 5 ppm

a W - | M Ve & o v g v
uvia ﬂﬁ']u‘ﬂ LLaﬂﬁTﬂ.ﬂTUﬂ'ﬁ'ﬂU'ﬂﬁlU 81U ﬂﬂm3ﬂifun']'ia'wn'i'u.a3871141}31}\1111"1']11?1”559“_]

veavosaludsuvesithedinenylishni 6 U Aidulsaladess

a
(GRG0) N— T\r .................. Us¥sIUNTIUNS

(WwauYy ARy
(@9F0).crrn 2 DTTUNN
(Wedny W Tan)
GRCL) W O s NITUNT
(Uwamiiadn agulTuass)



Y8y
JuAidenIs

Suxamethonium Chloride 500 mg in 10 ml Injection

500 mg in 10 mt

At mavasndendviedadinnduile

- ansavaneuTmInge Tu 1 mn Ustneudne Suxamethonium Chloride
(Succinylcholine Chloride) 500 mg Ui‘sq'l.un'muzﬂ'lﬁﬂﬂ'i'mﬁl'mL%a
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- Identification NTIY

- Assay 90.0 - 110.0% LA

- pH 30-45

- Bacterial Endotoxins Not More Than 2.0 EU/mg
- Sterility RIITU

- Particulate Matter NI
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