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Ambroxol Hydrochloride 30 mg Tablets

30 mg

Amsusuusenu

- guln Tu 1 ausznaumiedinen Ambroxol Hydrochloride 30 mg U353

Tunealnaiin

=4 o as P a a 2/ d a s =
- 2a1n VITE]L'r]ﬂ?l’]'iﬂ’]ﬂllEl'l'ib“l,‘l‘?i@ﬂ'li.lﬁyﬂ'lﬂa'], YU, 'J%‘l"d, LETVNIHAR, IUNRR

wioTuvueenglitau

@ - k% [ i e a ar 1
= 'JU‘VIJJWE]'WE!‘U'PNEﬂﬂﬁ\?l!ﬂUWENhJuE]EJﬂ'J'] 6 99U UUIINIUEIUDY

- Identification
- Assay
- Uniformity of Dosage Units

- Disintegration

MU
90.0-110.0 % LA
AU

Not More Than 320 mins
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Anagrelide 0.5 mg Capsules

0.5 mg

dmiusuusenu

- s uAUga Ty 1 uaugausenauseiien Anagrelide 0.5 mg ussglunvus
Unatn Joaduuas
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- Identification NI
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 80% (Q) in 30 mins
- Uniformity of Dosage Units MDY
- Total Impurities Not More Than 1.0%
L“n’
) N UsEs1UNTIUNIT

(Wsamlaan aguUseiasy)



Foen Azithromycin 500 mg for Injection

afifoenIs 500 mg
G dwsuanvasaidonsm
Anuau AT - megWsmenide Ty 1 9an Yszneudy Azithromycin 500 mg UsIqlu
YLz IEIINYe
- anw‘%‘manmsﬁ’nﬁumisq%‘amﬁmmam, wum, 3314, wauiingn, Tundn
visaTununenglidaiau
- umunorguesenidseusiaslifosndt 6 ey uantudmeu
AMANYULIANIY - Identification NI
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units MTINUY
- Particulate Matter MIIMUY
- Bacterial Endotoxins Not More Than 0.7 EU/mg
- Sterility MTIVU
- Water Not More Than 2.0%
- pH 6.4-68
- Limit of Azithromycin N-oxide Not More Than 1.0%
- Limit of Desosaminylazithromycin Not More Than 0.3%
- Limit of N-Demethylazithromycin Not More Than 1.0%
- Any Other Unspecified Impurity Not More Than 0.2%
- Total Impurities Not More Than 3.0%
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Baclofen 10 mg Tablets

10 mg

dmsuiulsznu

- gudin Tu 1 Wa Uszneuse Baclofen 10 mg ussglunwurussqlaain
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- Identification NI

- Assay 90.0 - 110.0% LA

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

- Organic Impurities Not More Than 4.0% of Baclofen

Related Compound A
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Docetaxel 80 mg in 4 ml Injection

80 mg in 4 ml

dmsunealIIvasnidanen

_ gsazareusimanide Tu 1 ml Ussneudae Docetaxel Anhydrous 20 mg
UssylunuzendaUTIEINLge
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- Identification MIIY

- Assay 90.0 - 110.0% LA

- Sterility P ETARYY

- Particulate matter NI

- Bacterial endotoxins Not More Than 1.94 EU/mg of

Docetaxel (anhydrous)

- Organic Impurities

- 10-Deacetyl baccatin Not More Than 0.3%
- Crotonaldehyde analog Not More Than 1.3%
- 6-Oxodocetaxel Not More Than 1.5%
- 4-Epidocetaxel Not More Than 1.0%
- 4-Epi-6-oxodocetaxel Not More Than 0.5%
- Any Unspecified Impurity Not More Than 0.2%
- Total Impurities Not More Than 3.5%
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oen Lamotrigine 25 mg Tablets

UINYBIET 25 mg

Al dwiuSuusemu

AuauEvhlY - gudle Tu 1 e Usznausiedae Lamotrigine 25 mg ussglun1tusUnaiin
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YN - Identification NI
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units #5761
- Dissolution
Test 1 Not Less Than 80% (Q) after 30 mins
w39 Test 2 Not Less Than 75% (Q) after 30 mins
Wi Test3 Not Less Than 80% (Q) after 15 mins
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Levetiracetam 250 mg Tablets

250 mg

dwiuiuusenu

- pudaadouiduly 1 Wla Usenaudie Levetiracetam 250 mg UM
nugtaaiin (Tight container)

- amnvietenansinfugnssyBeansiymaen, v, B, lauiinde, Tusde

wioTununenglidniau
- Junueonguaefidsaudeslivaundi 6 Wou tuaniudwey

- Identification ATITWIU

- Assay 90.0 - 110.0% LA

- Uniformity of Dosage Units ATIVU

- Dissolution
Test 1: Not Less Than 70%(Q) after 15 mins
Test 2: Not Less Than 80%(Q) after 15 mins
Test 3 Not Less Than 80%(Q) after 30 mins

- Organic Impurities
- Levetiracetam Acid Not More Than 0.3%
- Any Individual Unspecified
Degradation Product Not More Than 0.1%
- Total impurities Not More Than 0.6%

P < P [ - I a W =l a a | oA 9 v v
fﬂ‘ﬂLﬂu@LUsEJUW]UUﬂUEJ']ﬁu%LUUV]LLaﬂQT]NaWﬂmﬁﬂﬂszaﬂﬁﬂaLWWLWUNHUU'\]WULLU‘U LLaELLﬂWQ"Ua%a

o w a o ¢ v oo o | a o | aa i
AMuUaaiBYaINsigenlungenassa ananvuduilildvesusmuassomunsARUNINELNS

¢ <l o = do o
Tunsansmemsunmdniisedelugrudeya Pubmed, Scopus, Embase #3pa13a13fidnvhlngsty

Medesn o Tudseelny

(Weamdaan ajuUseiasy)



f'j'agn Levofloxacin Hydrate 0.5% Eye Drops

VUIRNABING Levofloxacin Hydrate 5 mg/ml in 5 ml
A5k dwmsuneanm
AuauURYR - ansazanelausieannide Tu 1 ml Usenaumie Levofloxacin Hydrate

5 mg UsTylurIne e TiUnatv Yosiuuas
. amﬂw"i'at,aﬂm'iﬁ']ﬁ’uﬂﬂizq%amﬁmmam, gun, 3519, taudingn, Tunde
viioTununenglidaiau
- Funuaegueeniidmeusedlitosnii 6 weu tuaniudaey
YLaNY - Identification AT
- Assay 95.0 - 107.0% LA of

levofloxacin hydrate

- Sterility NI
- oH 6.2 - 68
- Osmolar ratio 10-11
- Foreign insoluble matter NIV
- Insoluble particulate matter NI
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AALDVNIPNANAWMRANED Propionibacterium acnes
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Levofloxacin 5 mg/ml in 150 ml Injection

5 mg/mlin 150 ml
Asuneaviaandanen
- ansarangusmNPednioteounieasesnden Tu 1 10
Usenaumigdien Levofloxacin 5 mg/ml U3ums 150 ml ussyluniwusen
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- Identification AT

- Assay 95.0 - 105.0% LA

- pH 4.3-5.3

- Sterility NI

- Bacterial Endotoxins Not More Than 0.5 EU/mg

Levofloxacin

- Particulate Matter AIWIUY
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Sodium Hyaluronate 20 mg in 2 ml Injection

20 mgin 2 ml

dwiudanve

- AsAraNEUTIFNLe Tu 1 ml Usgnause Sodium Hyaluronate 10 mg
finnde73 Bacterial Fermentation wasdhimninlaneegiutag 1 - 2 dw
madu ussylunaenedaunenideviandesld (Pre-filled syringe) oy
uriazMABAUTIYlUMENTULUTIUTIAINTe (Double Sterile Package)

. amnw%’manmsn‘wﬁuqu%amﬁzymam, un, B9, laviindn, Junds
wioTuvumonglidaou

- Tunusengyueseidaueuseditesnin 6 iieu uaniudwey

- Identification ' AT

- Assay Sodium Hyaluronate 9.2 - 10.8 mg/ml

- Sterility ATIIU

- Bacterial Endotoxins Not More Than 0.5 EU/ml
- Osmolality | 270 - 330 mOsm/kg

- pH 6.8-7.5

- Extractable volume Not Less Than 2.0 mU/syr

- Dynamic viscosity at 20°c D=350 [1/s] More Than 210 mPa.s
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Suxamethonium Chloride 500 mg in 10 ml Injection

500 mg in 10 ml

ot mmaenidonsuiodadnnd e

- asazaneUsAInide Tu 1 ¥an Usznaude Suxamethonium Chloride
(Succinylcholine chloride) 500 mg U'i‘i’iﬂ‘l.lﬂ’]‘tmw’laﬂﬂ’iﬂﬂﬁﬂm%'ﬂ
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- Identification NTIVIU

- Assay 90.0 - 107.0% LA

- pH 3.0 - 5.0

- Bacterial Endotoxin Not More Than 2.0 EU/mg
- Sterility NIITNIU

- Particulate Matter MY

- Volume Not Less Than 10.0 ml
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LM Tacrolimus 0.5 mg Prolonged - Release Capsules

wﬁﬁmﬁﬁ 0.5 mg
il i dwmdusudsemu
Aruauvly - rualgaguuuueengviuu lu 1 walya Ussnausie Tacrolimus 0.5 mg
ussglunruglaaiin
- aannvidalenansiiusnseydeansiymesn, wuie, 3819, laviindn,
JundnvsoTununaglitaiau
- Fuvumenguesidweusedlitosnin 6 ieu Tuaniudwey
ANWLANIY - Identification AIY
- Assay 93.0 - 105.0% LA
- Uniformity of Dosage Units MTIVIU
- Dissolution wanananisUantasesnenatatay
3 time points
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U487 Tigecycline 50 mg for Injection

fiasn 50 mg
A5k dmiuneamMIvasadans
AALTRY - tgUsndledndecdedu u 1 vin Usznoudae Tigecycline 50 mg
ussglurnednunande
- a7 vr?aLaﬂmiﬁwﬁ’umixq%aawﬁmvwﬂaaw, gum, 3314, taviingn, Jundn
vsoTununeylitaiou
- Sumunongueseiideueusadlitosndt 6 ey tuaniudaieu
INWULIENIY - Identification ' MU
- Assay 96.0 - 116.0% LA
- Sterility ATIUY
- Bacterial Endotoxins Not More Than 1.75 EU/mg
- Particulate Matter MY
- pH 45-55
- Uniformity of Dosage Units ATIY
- Degradation Products
- Tigecycline Open Ring Not More Than 0.15%
- Tigecycline 12-Oxo-11-Hydroxy Not More Than 0.5%
- Tigecycline Related Compound B Not More Than 0.7%
- Tigecycline Epimer Not More Than 2.0%
- Tigecycline Quinone Analog Not More Than 0.3%
- Tigecycline Tricyclic Analog Not More Than 0.5%
- Any Individual Unspecified Not More Than 0.2%
Degradation Products
- Total Degradation Products Not More Than 6.0%
(Including Epimer and Excluding Minocycline)
WUNELN)
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Vancomycin 500 mg for Injection

500 me

dwmiuneaimaviasaidonm

- mgUsEnide Ty 1 99n Usznaudne Vancomycin Hydrochloride
USnaudisuih Vancomycin 500 mg Ussglumuuzendnusieinide

- aaAvdalenansmiueseyleansiymeen, sune, 3819, weiindn, undn

visoTununenglitaau

- Jununeyuesefidweudedlivssndi 6 Weu tuainiudweu

- Identification AT

- Assay 90.0 - 115.0% LA

- pH 25-45

- Sterility ATIWU

- Particulate Matter ATIWIU

- Bacterial Endotoxins Not More Than 0.33 EU/mg
- Water Not More Than 5.0 %

- Uniformity of Dosage Units NTIUY

- Completeness and clarity of solution #5731
- Content of Vancomycin
- Vancomycin B Not Less Than 80.0%

- Any peak other than the main peak Not More Than 9.0%
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