o

AfANBAUSIANIZYDI8N

L. nsniﬁ'lu'l'ﬁmﬁuuu'ua'fmﬁ'luﬁmﬁsﬁi’mqﬁuﬂﬁﬁuﬁw'\ﬁﬂﬁ’mﬂaw?'&’w@'wﬁmi’mqﬁw?a*oaﬂsmuuﬁmm
uasl.i'iaﬁmsmﬁauwaumdﬁmqﬁuﬁa@uﬁa’lﬁﬁ%wswnnﬂg’q
2. sosillunerumamsnnliensinuguinuuse eI S ikBavEomhenuIsmsinsensas.
a1s1suguiuTes
3. nsdllueiindnluvsznelne qrdndosldiunnmmenlideiusemnsgnismsinlumnangves
NIENTRABI5UY (GMP w3 GMP/PIC/S) lumneefiiauome (@UuagamuseunInsvasulaeiinants
fusestiviuiiauesa)
4. nsdiueiiidonsaysme HnAnRa]

4.1 leygwlhiviedudunluswernndng

4.2 hunamaenlidedusennasgniimsialunsndnevesssedidn visosnlnemiyy

o w v o - - v - o -
miuguarualuaudn PIC/S lumneeiiauene (@luargamuseunmsnsisasulneiinanisiusesi

L |

Tuiiauesian)

5. flauenadisilluaygaviesmunguineitdaeen

6. Havesadealluanimstunsdoudiuesniidiiunsdade

v iTl'uiﬁumuuam'smw’ammv‘maw?é’w?wmamuswmsﬁn'szwmmmsmqv%’usae‘lumsdwauvgn Lot.
8. lsmemuavelimiguanelinneindnininisnseiueud Tneuidndeadudiuanveualdsieiay

9. naiilssmenunansivasumevdenisaneiuudanuine Lot filddaweumutannadumsiadondaiilsing
Mg MAMENsE At e fusasdanien Lot suilidnunmsgudaeulilmiluswauvinfus oy
p1fidede Lot. fandn ey 5 Suhmsiusntuiuisniuuds TnelifndnldseiuAnanlsmeva way
Huiwvgdinvenaildirelumssuiuns ﬁa’[ﬁﬁw%’ai’uﬁm‘lumsdwaqwqna's’aemmﬁ’rg:mm’lﬁﬁ’aﬁ’uﬁmuaz@'ma
aTaa"s’uﬁﬁﬁaUNatﬁsmua"wﬁmmmnm's'l'ﬁ'mﬁqnqunnstﬁ

10. nm’iv‘ﬁsqwmuwamwmuwé‘mﬁmauamwé‘ﬂgwuﬁd’}mﬁﬂ malsamganrBlack list wansousivauigm

u.asﬁﬂ1smﬂu’li’wﬁmﬁmv‘maqu%’wmuﬂsqwuwmatﬁu,aumiuaz‘[ﬂwmmmsuﬁqu’wu‘lﬁuﬁwﬂummwm

- - o el - - Ly
11 ﬂ?EUU']‘ﬂﬂﬂ'ﬁLﬂU"JﬂUV?lﬁua'{ﬂUQﬂﬁUﬂﬂUﬂ'mﬂﬂmﬂ‘i'511ﬂ"l'ia'm'ﬁuﬁzﬂ'lﬁ?ﬂﬂaﬂqﬂﬂmﬂ']w.lwifaﬂzl']ﬁ'] 1Y
L v o« - . q:! L AJ o el
UU%']ﬂ'JUWWU'UfQMWV]‘W‘LﬂV website VAUENTTUNITDIMITUATLIFUNTEYRIUVLAUDTIAN Vﬁ@ﬂ?ﬂlﬂ'ﬂﬂ

limewalinsguasiaudsaiensimeusunmliiuluszeznm 1 9 funnfumsune aunssumsse
LifuRasanesanan

Us¥sIUNTIUNNS

(WesuN Lamaﬁﬁ’sus)

(@)oo O NISUNS
(WEdny Wwian)
GELR) .,//; ..................... ASSUNIS

(UNamadn aguusuasy)



a

AlanwMsIAWIZYad Rivaroxaban 15 mg Tablets

i"{am Rivaroxaban 15 mg Tablets
weiidnnIs 15 mg
Wl dwiuiulsennu
AuanAvhly - tudlapdiouiidu Tu 1 Winusenaudhe Rivaroxaban 15 mg ussglunivue
Usattin
- aanv3eienansiivensryBeantymaen, vune, 54, wauiindn, Sundn
vipTunumenglitaau
- Sununerguesuidwousiaslifosnii 6 Wou tuaniudwey
AMANYUYIONY - Identification MTIVHI
- Uniformity of Dosage Units NIV
- Assay 95.0 - 105.0% LA
- Dissolution Not Less Than 85% LA after 30 mins
- Total Impurities Not More Than 0.3 %
WEwme

nseflailgedunuy (Original) TuanamdnguntsAinwmanatinluuyed (Clinical trial) v
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4081 Rivaroxaban 20 mg Tablets

Mﬁﬁﬂiﬂﬂi 20 mg

i dmiuiulsen

AuanRl - pudlowaioudida Tu 1 Winusenaudie Rivaroxaban 20 mg ussqlunTue
Unatin
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- amnvalenansmfiuenseyleandlynnen, wum, B4, weiinds, Yundn
winTunumnonglidaau

Y - v |y ' - v [V
- 'mm.lﬂmlg'!la&EJM?NMGU%Q'LNUBUMW 6 WMDY UUINIUAUDU

AMANWUIANY - Identification NI
- Uniformity of Dosage Units ATIW
- Assay 95.0- 105.0 % LA
- Dissolution Not Less Than 85% LA after 30 mins
- Total Impurities Not More Than 0.3 %
VAL

nsdilildediuwuy (Original) Wuanmangumsdnwimeeddnluuywe (Clinical trial) vos
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R L2 | Eluti Propionat
250 mcg/dose Inhaler

i1} Salmeterol 25 mcg and Fluticasone Propionate 250 mcg/dose Inhaler
WANAINIT  Salmeterol 25 mcg uaw Fluticasone Propionate 250 mcg/dose
U 120 dose sovIn
il dmiugaviumain
pusuidvly - grdmiuganu Usenaumesiaen Salmeterol Xinafoate Uiunaufisuwiiy
Salmeterol 25 mcg waw Fluticasone Propionate 250 mcg/dose Ui
120 dose vssqluATasgamutlastuLAIUY Metered Dose Inhaler
- amnviSsienansiusnssyBeaignee, sune, 384, aviinan, Tundanie

Tuvuneylidniau

w a ) ' ' - w W
- MnuRgueidmeusptliaundi 6 oy unniudweu

ar

AMANWEIANIY - Identification ATIINIY
- Assay (Mean Content per Actuation)
- Salmeterol 18.9 - 23.1 mcg/Dose
- Fluticasone Propionate 198 - 242 mcg/Dose

- Content Uniformity of Delivered Dose

- Salmeterol NI
- Fluticasone Propionate NI
- Particulate Matter AT
- Microbial Test NI

- Impurities and Degradation Products
- Any Individual Degradation Product
Salmeterol Not More Than 0.2% w/w
Fluticasone Propionate Not More Than 0.2% w/w

- Total Degradation Product

Salmeterol Not More Than 0.4% w/w
Fluticasone Propionate Not More Than 0.4% w/w
- Leak Rate NI
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puubrvamanwens Silver Sulfadiazing 1% Crearm 500

Silver Sulfadiazine 1% Cream 500 ¢
500 ¢
dmiuldmeuen

- 1AudAY Tu 100 g Usznoumeiie Silver Sulfadiazine 1 g (1% w/w)

usTglunsurlnaiin destuua

L] o W - L - a4 a @ -
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- Identification NI
- Assay 90.0 - 110.0% LA
- Minimum Fill NTIWY
- pH 4.0-70

- 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

UsEs1uNTUNSG

(WwsUN LONNATSEE)

N

o
(9F0)....c. / .................. AITUATS

(Wedny i ian)

-
G TE2) A NIIUNTS
(uwamdain eusHiasy)



Sodium Hyaluronate 20 mg in 2 ml Injection

20 mgin 2 ml
dwiuldndnde

& v .
- asararsusEeIni®e Tu 1 ml Usenaudie Sodium Hyaluronate 10 mg

ad a v - e A i - In’ W 1 v
MNdnAIE78 Bacterial Fermentation wagiiuwinluanasgluyie 1 - 2 8w

mady ussglumasnerdnustannidesiandald (Pre-filled syringe) Toe

1 ' : -
wiayvaaAUsTluvien1uLUIIUIIAIINEe (Double Sterile Package)
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vioTunumengligaiau
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- Identification

- Assay Sodium Hyaluronate
- Sterility

- Bacterial Endotoxins

- Osmolality

- pH

- Extractable Volume

- Dynamic Viscosity at 20°c D=350 [1/s]

NI

9.2 - 10.8 mg/ml
ATIT

Not More Than 0.5 EU/ml
270 - 330 mOsm/kg
6.8-75

Not Less Than 2.0 mU/syr
More Than 210 mPa.s
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Sulbactam 0.5 g and Cefoperazone 0.5 g for Injection

Sulbactam 0.5 g and Cefoperazone 0.5 g

dwivdadmasadennn

- mEWTAINEe Tu 1 130 Useneushe Sulbactam Sodium VS
Wisuwiniu Sulbactam 0.5 ¢ wae Cefoperazone Sodium Uiinaufisuwin
Ay Cefoperazone 0.5 g usTlunuzendaUsAnietioatuuas

- amnviaienansiiuenseyfeansiynee, sue, 819, wweiinde, Sundn
violununeglidau

Y = v v : - @ v
- JunungYewidwaudatlitesnii 6 Wou tuaniudweu

- Identification NI

- Assay 90.0 - 110.0% LA 93 Sulbactam
90.0 - 110.0% LA w84 Cefoperazone

- pH 3.5-65

- Sterility ATITHIU

- Bacterial Endotoxins Not More Than 0.116 EU/mg

- Water Not More Than 4.0%

- Uniformity of Dosage Units NI

- Total Impurities Not More Than 3.0%
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Prolonged - Release Tablets
iam Tamsulosin Hydrochloride 0.4 mg Prolonged - Release Tablets
wﬁﬁmm 0.4 mg
giihi dmiuiulsenu
auaivhly - vudlnndouiiduviinoongrdidu Tu 1 diausenoufesen Tamsulosin
Hydrochloride 0.4 mg ussylunwuUnatindesiuuas
- aanvidalenansinfugnseyBeansiyynee, wue, 39, wuiikde, Suwdn
wisTuvueneglidau
- Sumuneguesniidweudadhiesnit 6 ey Tuaniudaey
ANANNUYIOWIY - Identification NIV
- Uniformity of Dosage Units NI
- Assay 95.0 - 105.0% LA
- Dissolution
After 3 hours 15 - 35%
After 7 hours 45 - 65%
After 12 hours Not Less Than 80%
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KinliM| Tigecycline 50 mg for Injection

1afidenTs 50 mg

Piiki dwiuveaidimavasnidondi

auFvilY - HsEINde Awdsafedn lu 1 miaUsznouse Tigecycline 50 mg
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AMANWMYIANIY - |dentification
- Assay

- Sterility

- Bacterial Endotoxins

- Particulate Matter

- pH

- Uniformity of Dosage Units

- Degradation Products
- Tigecycline Open Ring
- Tigecycline 12-Oxo-11-Hydroxy
- Tigecycline Related Compound B
- Tigecycline Epimer
- Tigecycline Quinone Analog
- Tigecycline Tricyclic Analog
- Any Individual Unspecified
Degradation Products

- Total Degradation Products

NTIMIU

96.0 - 116.0% LA

ATIIIU

Not More Than 1.75 EU/mg
NI

45-55

ATIWY

Not More Than 0.15%
Not More Than 0.5%
Not More Than 0.7%
Not More Than 2.0%
Not More Than 0.3%
Not More Than 0.5%
Not More Than 0.2%

Not More Than 6.0%

(Including Epimer and Excluding Minocycline)
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$1aW1¥194 Topiramate 25 me Tablet

%881 Topiramate 25 mg Tablets

WefifeIns 25 me

it dmiviuusenu

auauiEiall - ewdeindouiids T 1 Wiausenoudhy Topiramate 25 mg Usslunvuy

Unaiin Ussiuuas

o W U - 1/ J - o -
- amnvisienansiiugseydeansiymeen, aum, 3514, waeiindn, Sunde
vioTuvunoglidaioy
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- Tuvuae g idweudedliieundi 6 wou tuaniudwey

AMANWUEIANIE - Identification NI
- Assay 90.0 - 110.0% LA
- Uniformity of Dosage Units AT
- Dissolution
- Test 1 Not Less Than 80%(Q) in 20 mins
%30 - Test 2 Not Less Than 80%(Q) in 40 mins
%30 - Test 3 Not Less Than 80%(Q) in 30 mins
- Impurities
- Total Impurities Not More Than 0.7%

- Topiramate Related Compound A Not More Than 0.5%
- Individual Unspecified Degradation Not More Than 0.2%
Product

- Limit of Sulfamate and Sulfate
- Sulfamate lon Not More Than 0.25%
- Sulfate lon Not More Than 0.25%
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nsilladldenuuuy (Original) Ikansmdngrunisfinwmeadiinlunywd (Clinical trial) ves
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Urea 10% Cream 150 ¢

150 ¢

dmiuldnrguen

- 13 Tu 1 g Usenoudedien Urea 100 mg ussqlunwuslnaiv
- amnw?mana'rsﬁnﬁumszuiamﬁtqum, gu1e, 381%, laviinde, Yundevie
Tuvueegliaiou

- Tumunonguessidwauseslidesndt 6 wou Yunniudwey

- Identification ATIIY
- 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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Yoen Zoledronic Acid 5 mg in 100 ml Injection

mﬁﬁmm 5 mgin 100 ml
il dwiunuaivasadons
mmﬁm - asaraeUTIAIINde 1 13 (100ml) Uszneudne Zoledronic Acid 5 mg
vssylunnedaunannidotostuuas
- amnvaienansivenssyBeanlymee, vuin, 3819, waviindn, Sundn
wioTununenglidaou
- Sumnegvesniidwousedivount 6 ieu Wusntudewey
AMANWULIANY - Identification NI
- Assay 95.0 - 105.0% LA
- Sterility PIIWY
- Bacterial Endotoxins Not More Than 3.0 EU/ml
- pH 6.0-7.0
- Particulate Matter NI
- Total Unspecified Degradation Products  Not More Than 0.4%
- Osmolality 260 - 330 mOsmol/ke
HRLLa
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Senna Alexandrian 400 - 450 mg Capsules
400 mg

dmiusudsennu

- v uAYga lu 1 wAUga Usznaume metluvietnuroauensaududu

400 - 450 mg vsTglunvurlnain
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- ummogueseniidaweusedlitounti 6 weu tusniudwey
- Description NI
%39 Appearance
- Uniformity of Weight AT

30 Range of Mean Weight

- Disintegration Not More Than 30 mins
- Microbial Limits AIIIWIY
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