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81 Levodopa 200 mg + Benserazide HCl 50 mg Tablet
TsanenuradeumuLsuns

1. Foen Levodopa 200 mg+Benserazide HCl 50 mg Tablet

2. Arusuanaly

2.1 Uuuy Wusdadmdusuuseniu
2.2 drulsznou Usenausedign Levodopa 200 mg wag Benserazide HCL 50 mg
Tu 1 i
a Y [ J [ (e‘ 2 ‘
2.3 NYUYUTTY UsTlunwusUnaiin Jastummuiiu wasussiuanUaaiugas
A 1} L2 Q u QU -y U A’J A =)
2.4 aansey - YoE1 @ulsEnaumMed@nguazAuLse Jundn Tudueny laviings

wazianziloumhivenliogndaauuuusigioe
- vunurUsTEnegeiendeissylesmiedovnanisén dauuszneu
MaTTIIAAAUTIVENEN Tuuanguavianiindn eghataon
3. augudAnIumatie
namsnTaiaTgiaunwduluaiu Finished product specification wag Drug substance
specification @lsannzifousiodinmuauznssunsesLaTE NILNTNATITUEY

3.1 Finished product specification : Levodopa 200 mg + Benserazide HCl

50 mg Tablet

UB Test items Specifications
1 | Identification Meet the requirement
2 | Dissolution Not less than 75% (Q) in 30 minutes
3 | Uniformity of dosage unit Meet the requirement
4 | Assay 90.0 - 110.0% of the labeled amount of Levodopar
90.0 - 110.0% of the labeled amount of Benserazide HCl

3.2 Drug substance specification : Levodopa and Benserazide

Complied with drug substance specification

j
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lnanandngusananilasueysiase
2. ¥t® Dissolution wag Uniformity of dosage units THlUuULONATIHARS
seasdeanan1InsIaiwset mnildudsvazdeadidusiaaliluly
COA
3. Drug substance specification #9519 NlUIAS eV VRLHER Drug
substance w3alulATIEV Drug substance vasrinendnsagy atulaady
vils FeimInmemeuiianeinsuynide
4. Fouladug
Jrauesmdesdudiunnmdneionans w%’auaamaﬁa*‘?‘ia%’mmLaﬂmﬂmaﬁﬁémw wandeadail
4.1 wnasldiuoygntunzifouifusuiedmnelusendlne wazduas  (declare)
WABINER
a.1.1 Wuddgynistunadeus$uen W vie.2 vie.3 ve.d vde 1.2 udusnsdl
4.1.2 lufwetunsideu ve.1 wie 8.1 vesfiauesia ndeuseasdonfilons
AIUAN ﬂmmwmamﬁmﬁ’méﬁmuﬁﬁumLﬁau (finished product specification) wagdafiuaamnIn
VBNINQAU (drug substance specification) ﬂ'ﬁfﬁﬁagﬁwdwmqué‘suLmadLLf’w’lmﬁuLauwé’amuu
wna1sn1sauile (8.5) uiwisu (finished product specification) waz/13e drug substance
specification Tngaudlensuiulssmaussnmnsimdidnnsednd wazluniu 2 T o Suusene
Uszmnsimdidnnsedngd
4.2 @NANTUTBRNNITFIUNTHEREN
4.2.1 nsdlpwinlulseinalne guansediiena1siusesnnIgIunIsHaneni
vdninusuagIBNsARlunskARen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
e PIC/S participating authorities %38 flonan33UsaINTFIUNSHEND N UNANLNTILAY
BrsialunsndngwesdinauANENTIIMIOMNIUATET NTENTNAITUAY Fermuniulaed
mvaenrdasagiafinfundninaeiLasisnmsiinluniswanen PIC/S Tumnaenfiauewis ady
drgamuseunsnsivasulaeiinanisiusasiiciulssniadssmasiadidnnsednd
4.2.2 nsdyniudrnsinauseing gudnsadiianansiuseunnsgiunsnaneiniy
vdninauItLag 35n157RlunsHERLN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tneviaeau PIC/S participating authorities atuanaaauseunsnsivaeulasinanissuseiiaiu
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IULDYAANANBULIANIZVDY
g1 Carvedilol 25 mg Tablet
T39NBUIATIUINULTUNT

1. Ho81 Carvedilol 25 mg Tablet
2. qrusatianaly

2.1 gUuuy Wugndedmsusuusenu
2.2 dulsznav Usenaumeimen Carvedilol 25 meg Tu 1 1din
o a (% A’ (Y (3 [
2.3 AYULUTIY Usglusnslnatin Jaatuanudu uazussydnetaaiuue
2.4 28N - sEYTeeN diuusznauiignddguazannuuse Yunde Juduene

wunindnuasiaangdoumvenlisgredmauunussgiun
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3. anduAniamaina

nan139 3193 viRun 1 dulunu Finished product specification wag Drug substance
specification figedsmnundrsfuatiudientu Fdldaanadousedtinnuangnssunisemisiagen
NIENTNESINGY Tl ndarifuiilisudtenduatuiifisuivielmindiunesgunduiniule
frumile mMuUTENMANTENTAISITUGY 1309 ST WA, 2556 aaTudl 11 wneu WA, 2556
(aslusrvRvamgunw Yufl 10 fquiey 2556)

3.1 Finished product specification : Carvedilol 25 mg Tablet, USP

U9 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 90.0-110.0 % of the labeled amount of Carvedilol
3 | Dissolution Not less than 80% (Q) of the labeled amount of
Test 1 or Test 2 or Test 3 Carvedilol is dissolved in 30 minutes
4 | Uniformity of dosage units Meet the requirement

5 | Related compounds
- Individual impurity Not more than 0.2%
(specified or unspecified)

- Total impurities Not more than 1.0%

i F
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3.2 Drug substance specification : Carvedilol, USP

D) Test items Specifications
1 | Identification Meet the requirement
2 | Assay 98.0-102.0 % of Carvedilot

(on the dried basis)

3 | Residual on ignition Not more than 0.1%

4 | Heavy metals Not more than 10 ppm
5 | Organic impurities

Note : Procedure 1 or Procedure 2 (Procedure 2 is recommended when
Carvedilol related compound F is a potential impurity)
Procedure 1
Carvedilol related compound E Not more than 0.1%
Carvedilol related compound A Not more than 0.1%
Carvedilol bisalkylpyrocatechol derivative | Not more than 0.15%
(if present)
Carvedilol related compound C Not more than 0.02%
Carvedilol related compound D Not more than 0.1%
Carvedilol related compound B Not more than 0.1%
Any other individual impurity Not more than 0.1%
Total impuirities Not more than 0.5%
Procedure 2
Carvedilol related compound A Not more than 0.1%
Carvedilol related compound F Not more than 0.1%
N-isopropylcarvedilol Not more than 0.1%
Carvedilol related compound C Not more than 0.02%
Carvedilol related compound B Not more than 0.1%
Biscarbazole Not more than 0.1%
Any other individual impurity Not more than 0.1%
Total impurity Not more than 0.5%
Proc re 3
Carvedilol related compound F (if present) | Not more than 0.1%
6 | Loss on drying Not more than 0.5%
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fuseriilsvuumsaifiuwazdndsendu Cold chain system flfnnsgrunamdningst Good

Storage Practice (GSP) wag Good Distribution Practice (GDP)

2 F




4.6 LnasBueg
4.6.1 nsdlenfiaueldlyiendiuiuu Original drugs) Fesflionansnanisdinun
bicequivalence vasenfiiauasanlssufisufueduiuy Ingisnmsinwdeadulunmundninas
wazuuUuRlunsfndiauyavesenandyrosdinnuALENITNNITEIMTLAZET NSENTI

GRLRFRIGA

v o aa o o w o & P ' o ‘
‘U@ui%UIUﬂsﬂJV]W?Ena'lﬂfg‘ﬂa\‘iEJ'W]ULL"UU‘UUWSLUﬂuﬂauﬂW.ﬂ.2535 LLazLﬂu&Jq‘LUﬂa‘N

9

[

fatd

n. efisryIneglungs Biopharmaceutics Classification System (BCS) Class 3 w3e 4

k}

7. g1fidfeEn1TNYIMAY (narrow therapeutic index drugs)

A. gfidTnuAMENTIINSDIMSIars TR BN SAn bioequivalence
iy enAuAlingnidu zidovudine (azidothymidine, AZT) srlugunuvsiidnulasnisuanaoss
g1d1Aey (modified release dosage forms) Husu

4.6.2 nsdhduseniidesasarsuay/minidearsdeuld desinanisfinwiauesanin
NAINTaTAILLAL/1301T9979 Tusvinazanesinge asuiulazasnndasiulenalsiiiuen

4.7 fauese (une) Busenlionidndyganouasutmua fll

4.7.1 n3dinansdunsradinnesiond laonsinermansnisunevionesufinnsd
Iesnasgm ISO/IEC 17025 nan1sasavinserlidilulumunnasguderimusludssniadssnnsian

4.7.2 nsﬁmamﬁ’msﬁawﬁmﬁgﬂL%‘&JﬂLﬁuﬁuﬁmﬁaammmimaﬁwﬁnmuﬂmsﬂisums
pmsuarelutinavesdyyaviessue

4.7.3 nsdiwuilgmemnmainsdnfasioiendmateussaninauazanudaonst
siofUaeillezue

@ = -]

4.8 ¥118519N5VeANIUANS IS URsanEEn ST e iiuse RanSeniiuAulpgdinau

Y

AMENIINANTOMITUAZtUITBEAN 1 T ﬂIEJU’?UU§3ﬂ'1ﬂUiSﬁﬂ'Jﬂ3'1ﬂ’15Lﬁm’ﬁ@ﬁﬂé

a o (3

d o v I a = [ o a o a o o Y}
4.9 Namﬂm‘ﬂwuqﬁiqLau@‘Uq8"05(518\1111?13Luﬂﬁiaa%1U5Sﬂ?qﬂﬂq'ﬁﬂqLUUﬂq3Qﬂﬂ7LUUﬂﬂLﬂEJ'Jﬂ‘U

@ e 1

mMsagdinuntygRwinguinevseanslagludnstnivesypradu

o

yooF




SIUAZLBUAAEN BAIZIANIZYDY
81 Amlodipine besilate 10 mg Tablet
Tssngunadoumuisuns

1. Hoen Amlodipine besilate 10 mg Tablet
2. gruantAialy

2.1 JUiuy duediadmiusudsenu aunsadnuuld

2.2 duseneu Usgnaumesien Amlodipine besilate 10 mg Tu 1 in

2.3 NNYULUTTY U35 LuHTRaTN Haafumnuity LazusIusineatiuuag
2.4 2N - seyliosn duszneudendwuazaunss Tukdn Sufuey

wnunAnuaziaumzdousiifusliededaiauuuu sy s
- YuATUEUTIYIeLeTiansessEyToy mietenianisi dunssney
LAZIUINAIUNTIVEEN LanTindn TuFuony Tidaau
3. pruaudANIumAlln
Han13n g9 diaTzvRun mduluay Finished product specification waz Drug substance
specification #slFaamzidsuiadinauANENTINNITEMITUALEN NTENTIAISITUAY

3.1 Finished product specification : Amlodipine besilate 10 mg Tablet

49 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 90.0 - 110.0% of labeled amount of Amlodipine
3 | Dissolution test Not less than 75% (Q) in 30 minutes
5 | Uniformity of dosage units Meet the requirement
(Content uniformity)
6 | Related substance Meet the requirement

3.2 Drug substance specification : Amlodipine besilate
Complied with drug substance specification
v ;1 nsdiflsamsleundansiiu (Waive) msnsiadeuiinsisisemsla iy
lenanvdngudsnanildfueyiice
2. Wts Dissolution wag Uniformity of dosage units Tikuutenaisuans
MeazBeananisnsiiesedt mniildudeasdeaiilusiaslilulu coa
3. Drug substance specification #2150 UAATILVIVBENER Drug
substance %15olUTAS Y Drug substance vosfnanednsasy atulpatunils Fedimsmsieaey
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Usgmasndidnnselind vSeognaoadn udusnse
4.3 1oNaNTARANYEILMLAUDIIAN
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substance) mﬂumimﬁmmiuﬁdﬂL“fjuc?haEmﬁv’waqcﬁmﬁmmuazé’wami’mqau
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81 Azithromycin 250 mg Capsule
TsaneuIageuINULTUNS

1. %am Azithromycin 250 mg Capsule

2. aauautanaly

2.1 sy \Husuaugadmdusuusenu
2.2 dulseneu Usznouseden Azithromycin 250 mg Tu 1 uptsa
- = U A’ Q/ ‘A U
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NamimaﬁﬁLﬂiwﬁﬂmmwrﬁuwmu Finished product specification wag Drug substance
specification @slsnmsideusodinnunnznssunsesuasen NIENTNAFITNGY

3.1 Finished product specification: Azithromycin 250 mg Capsule

U9 Test items Specifications

1 | Identification Meet the requirement

2 | Dissolution Not less than 75% (Q) in 45 minutes

3 | Uniformity of dosage unit Meet the requirement

4 | Assay 90.0 - 110.0% of the labeled amount of Azithromycin

3.2 Drug substance specification: Azithromycin
Complied with drug substance specification
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o
1. 9981 Vitamin B complex Tablet
2. prusnlianaly
2.1 Wusdiadmdusuusenu

[

2.2 Tu 1 il Uszneudae Vitamin agretios 8 wiln AluSinaeseYy s

- Vitamin B1 > 0.9 mg - Folic acid > 300 mcg
- Vitamin B2 > 0.9 mg - Niacinamide 212 mg

- Vitamin B6 2 1.0 mg - Pantothenic acid > 4 mg

- Vitamin B12 > 1.8 mcg - Biotin 2 20 mcg

2.3 ussqluusstnaintlosiurmnutu uarussytasitesiuuas
2.4 aanIsy
- Houn druvsznaufiedidyiaramuus Tundn Yudueny iuiindnuazian
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Nam'sm‘i?ﬁﬁmswﬁ@mmwLleﬂ‘lJWl:J Finished product specification wag Drug substance
specification Balsannzidoued inamuAnENITNNNTOMITUALEN NIENTHATITEY

3.1 Finished product specification: Vitamin B complex Tablet

U9 Test items Specifications

1 | Identification Meet the requirments

2 | Weight variation or Uniformity of | Meet the requirments

dossage unit

3 | Disintegration Not more than 30 minutes
4 | Dissolution Meet the requirments
5 | Assay 90.0-110.0% label amount of each vitamin

3.2 Drug substance specification : Vitamin B complex Tablet

Complied with drug substance specification
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