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#1 Levodopa 200 mg + Benserazide HCl 50 mg Tablet

TsaneruadeumuLsuns

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

2. gruandAdialy
2.1 3Uuuy

2.2 @nusenau

2.3 MPULUTTY
2.4 aannsey

3. augudAnIwmata

Wusdadmsusuuszmu
Usenousemien Levodopa 200 mg way Benserazide HCL 50 me
Tu 1 i
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Namim’:ﬁﬁLﬂiwﬁﬂmmm‘ﬂulﬂmu Finished product specification wa¥ Drug substance

specification #dlsiamzilausiodiinnuangnssunisesuaren nsensansIgY

3.1 Finished product specification : Levodopa 200 mg + Benserazide HCl

50 mg Tablet

i) Test items

Specifications

1 | ldentification

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

b
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FIUBLDYARUANBAZIANIZUDS
81 Carvedilol 25 mg Tablet

1S aNEIUNIATHUINULTUNS

1. Yoen Carvedilol 25 mg Tablet

2. qauantanaiy

2.1 Uuuy Jugudadmiusuusennu

2.2 d@ulsznau Usznaumesiien Carvedilol 25 mg Tu 1 1din

2.3 MYULUTHY U539 uwaUnaiin Josruautiu wazussineidasiuuas

2.4 287N - seyfiosn duusznaufedduazauuss Tukde Sufuey

weiindauaziaunsdoush fuelioenetmauuuussysiue
" v el o4 o v
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3. aandANIumAlla

Namim%ﬁmi'}:ﬁﬁﬂmmwLﬂulﬂmﬁu Finished product specification wag Drug substance
specification Md1Bnundrssuatufeatu Fldanadeudedinmuanenssunisemisuaszen
nsenTEE1Ige il indusnfuiilisedeaduatuifieurimielminisnsgundusisula
vl MuUTENIANTENTNAETNEY (09 SEUITIeT WA 2556 asTudl 11 Wiy w.e. 2556
(aslusrwRaangunmn $uil 10 fiquieu 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%

B =
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3.2 Drug substance specification : Carvedilol, USP

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

(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 impurities Not more than 0.5%
Pro re 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%
Procedure 3
Carvedilol related compound F (if present) | Not more than 0.1%
6 | Loss on drying Not more than 0.5%

7
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81 Amlodipine besilate 10 mg Tablet

1SINEIVIATEUINULSUNS

1. Yoen Amlodipine besilate 10 mg Tablet

2. gruantAvily

2.1 JUuu Wugudadmduiusemu anunsadnuusle

2.2 dulsznau Usznaumemen Amlodipine besilate 10 mg Tu 1 1in
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3. AruantAnianate
Han1InsIvdasziRan uluang Finished product specification way Drug substance
specification #slfaanziTousedinauANLNIIINTEMNIUALEN NTENTIESITUAY

3.1 Finished product specification : Amlodipine besilate 10 mg Tablet

b Test items Specifications
1 | Identification Meet the requirement |
2 | Assay 90.0 - 110.0% of labeled amount of Amlodipine i

3 | Dissolution test Not less than 75% (Q) in 30 minutes
5 | Uniformity of dosage units Meet the requirement ‘
(Content uniformity) ‘

3.2 Drug substance specification : Amlodipine besilate
Complied with drug substance specification
vinewe ;1 nsdifeameidoundsnisiiu (Waive) msnsiaaeuiiasevisiemsle gy
lnasdngrudsnanilaFueyiice
2. ¥te Dissolution wag Uniformity of dosage units liluulanansuans
Meandennanisnsaiesed mndildudmeasdeafifuiiarlilulu coa
3. Drug substance specification ﬁ’mimmﬂ‘l‘uﬁLﬂiﬂsﬁ‘uaqﬁwam Drug
substance w3sluilATEyt Drug substance vosNaRedIFazU atulnatunil Jsiinisnsaasy

AATIZYRTUYNIITE

y ¥

|
\
6 | Related substance Meet the requirement
|
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81 Azithromycin 250 mg Capsule
T59N8IUIRTEUINULSUNT

1. Foen Azithromycin 250 mg Capsule

2. AuANUANAY

2.1 gUnuy Dusupdgadmiusuussm
2.2 dulsznev Usznaumedien Azithromycin 250 mg Tu 1 waga
& = v A’ o/ ¢ e
2.3 MPUTUTTY UssqluumsUnaiin Jesiuainuty wavussyiusindostuuas
2.4 aa1n - szylienn duvsznauiendifguasauuse Jundn Tuduany

wiindnuaziawngideusiivenlfogednauuuussyiue
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AUUTENBULAZILINATINLS BT auTNGn TuFuany Tidaay
3. puaNUAnIanaina
mamwmﬁ)’jmiwﬁﬂmmwﬁulﬂmu Finished product specification wag Drug substance
specification #dldannsifyusedinnunnenssunisensuasen NIENTNATIINAY

3.1 Finished product specification: Azithromycin 250 mg Capsule

4o 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
wiewmg 0 L nsdiinamsfeundenisiiu (Waive) mamsvaeuiiasesiseniste Ty
ienansndngussnanilasueyiide
2. ¥da Dissolution Way Uniformity of dosage units 9wuuienansuans
ez Bunnan1Ins19RT eyt ndiliudeneasiBeaiidusanlilulu coa
3. Drug substance specification W9 sananludiasgsiveudn Drug
substance w3aludiAs1vi Drug substance vaanendniasy atulaatunils Fuinsnsavaey

WnsreAsUNNTIle
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4. Rouledug

fauesadostudiuiameisienans wieuasaneedesusonenarslnediis s swanden
Yol
4.1 enansliiueyyntunsdsumiusniosmieludsyindlne uavduas  (declare)
WENARL

4.1.1 Tuddynstunsieus$uen Wun vie.2 o3 ve.4 vie 8.2 ududnsd

4.1.2 ludvetunsifou vie.1 wie 8.1 vesnilavesian wiousieauiduavndons
PuRNAMAYDINARAsimAiTuneilou (inished product specification) WALUDMVILARATIN
Y839MQAU (drug substance specification) ﬂ'in‘jﬁ?'iaguisw'mmsl,ﬂ?{auuﬂaqLLr'ﬂ,‘uLﬁ'mamzﬁamuu
wnansnsvauily (8.5) uamdeu (finished product specification) waw/#3® drug substance
specification lagvawilunautulsenialseninsiadidnnseding wazliiiu 2 U o Suusenia
Usznmnsadidannsedind

4.2 1NaNISUTOWNTFIUN AR

4.2.1 nsdlowanlulssmalng gudndaeditenarsiusesnasgiunisndnginiy
vdninasiuasIBnsAiRlunsHAneT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
W PIC/S participating authorities %30 §1anan33UT0NASEIUNISHERSIMUVANINUTILAY
FBnrsfimlunsnang1vsdinauAnENsIINNTeIMSUATE NIENTIAT TN Farvundulaed]
mnudanndotazinfisufiundninusiuaziinsialunisudes PIC/S Tumnaeniiiaueny atu
angamusaunsnsIvaeulaeiinansiuseddviulssmalszmesimdidnvsedng

4.2.2 nsdlgnndnanedsane duinsediionansiusowinsgiunnanenniy
vdnInTUaE S MIARluN1SWAREA PIC/S (Pharmaceutical Inspection Co-operation Scheme) g
whgnu PIC/S participating  authorities atiuagaauseunisnsasdeulasiinanisiusesiiaiu
Usemalszmanandidnnsedind wioangmaoadn udusnsel

4.3 loNANIAMA YR ILEUDT I

4.3.1 wansnsIlATsiAuAwHanSugie dn5agUvesudn (certificate  of
analysis of finished product) Iumjuﬁduﬂuﬁ"mﬂ’m

4.3.2 wamInTianeiauawingRuressienddy (certificate of analysis of
drug substance) ﬁ’l%ﬂumimammiuﬁﬁmﬂuﬁ’m&haﬁwaqpﬁmﬁmmuasés«ﬁmi’mqau

(**uneLng ﬂitﬁLﬂuaﬁndu biological products #9415 COA of drug substance

2/ ¥
LY

oAl / nsdleduliu Sterile water for injection lsifesil COA of drug substance***]
4.3.3 lonasvievangududunnuduiusseningumndavesingiuvossien

0 w

dfiy (drug substance) Uo 4.3.2 fugunsnAnvemdndneierdniagy (finished product) 4 4.3.1
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4.3.4 wansAne long term stability AasnvvegUeitunsLTeulifudnineu
AMZNITUNTTOMITUATET NTENTEAIGITLEY

4.35 ﬂsail,flua'meju biological products fudu vaccines, blood products fi4il
1BNANTIUTDIFUNMINER (lot. release) IMATUINGIANANTATUNNE NTENTIETITUGY

4.4 §9EeeN

4.4.1 fiavesian Fesdeiedienedinies 3 wipussyine sadufunuans

swavduslaasudumuiiimusluidenausiviludiu
4.5 MmsUseiuamunweTidaey

4.5.1 eriidaeusesionglildlitenndn 18 Woutuantudwuey

45.2 ymnaefidwsy wewdwhunnmdeluiusemamsnnalinrsisiuiidmey

4.5.3 niﬁﬁwﬁwiwmsﬁwmsejuéw’aaammﬁaiauamﬁaeiqmw%Lﬂiwﬁﬂmmw
miwswnsavimideiowesiogne Insfiauesian (§u1e) ssfosdeeifiudnauduiuiniog
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yeelanesmedinanvesiauesia@ue) was/mieduanlundasely

4.5.4 flauesia(@ure)asdesfuasusnuiesilndnuney vieieiinnis
deuanwieusznslag deuduun Teglifidouls

4.5.5 nsdifueniifeufuinuiigungd 2-8 ssmuwailea fesiionarsuansuas
fusevindlszuunmsifiuwasdndeenlu Cold chain  system  fildumsgruaumdninest Good
Storage Practice (GSP) waz Good Distribution Practice (GDP)

4.6 L’e)ﬂﬂ’]i‘édu‘]

a.6.1 n3dlefiauelaldendiuuuy (Original  drugs)  #asilienanswanisanen
bioequivalence vastlauaTaUTeuiBufusduLuy Tnedinsinwidondulumumdninns
wazuUuRlun1sfinurauyaveserandyvesdinauanznIsuNIToIMISLAZEY NTENTI
415150437

dotlselunsdiiidaeddnuesedumntumtsunoulivg 2535 uasuelungused

n. iitszyineylungy Biopharmaceutics Classification System (BCS) Class 3 wie 4

9. eififudnsinwuAY (narrow therapeutic index drugs)

A. g nssMIsWsIArsIUsENAIdeinsAine bioequivalence

] o =Y a . . . . ge P 1 LY
wu e1ruiilagnidu zidovudine (azidothymidine, AZT) enluguuuuidauwdasnisuandasss

o w

#1ddsy (modified release dosage forms) 1udu
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T8ALIDUAANAN BALLANIZVDY
81 Vitamin B complex Tablet
TsaneuIateuIMULTUNS

1
]

1. 9981 Vitamin B complex Tablet
2. gruaudAly
2.1 Wugndiadwmiusuuseniu

2.2 1u 1 fla Uszneuse Vitamin sgretios 8 wiln AluSunoensety s

- Vitamin B1 2 0.9 mg - Folic acid > 300 mcg
- Vitamin B2 2 0.9 mg - Niacinamide 212 mg

- Vitamin B6 = 1.0 mg - Pantothenic acid 24 mg

- Vitamin B12 > 1.8 mcg - Biotin 2 20 mcg

2.3 ussgluussOnaiiniasiumnuiy nazussySuriTiloafuuas
2.4 2ansLY
- Foen dudsznaufendidiyuazaruuss Tunds Fudueny aviindnuazia

nefeuhiveliegdnnuuuussyiont uaraanuumasaussunioudaetnulsdessvy Jeun
druussneu Auuse Tuduoiguasiaviinge
3. angudAnIawmatla

Han15m 3RS zvann mIulUR Finished product specification way Drug substance
specification Faldaaneideusedinnunnznssumsesuazen NSYNTAGITUAY

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




-2

winemg ;L nsdifieanmseundinsiiu (Waive) msnmisdeuiiasigiisenisla Wiy
lenansvidngrufananilasueysiRce
2. ¥4 Dissolution wag Uniformity of dosage units Twuulanansuana
swazduanansnsIainsest ndlsudeneazdeailusuarlilulu coa

Y o

3. Drug substance specification #a151NTUAATIEVEINER Drug
substance ¥38lULATI¥I Drug substance vasHARE1ENTIFU atulnatunis Fslinnsnsavdeu
Aasgviasuyniiade

4. Soulvdue

fauesiadestudiunameisianans wieuasaeiiedeusenenaslaediis i swandun
Yol
4.1 wnanslifuaygntunsifumiusniesmingluusandlng uazduns (declare)
WVaIHER

4.1.1 TuddgynisTunsdousiue T6ur ve.2 8.3 ne.4 vi3e 0.2 udusingd

4.1.2 lurvetunalion ve.1 vie 0.1 vesenfiauesian wieuseasiBenidonis
AuAuAsInMYBIHERSMImTTuNeL Ty (finished product specification) wawdarmuaamaw
YBNINQAU (drug substance specification) nﬁzﬁﬁag’ﬁwdwmswﬁﬂuuﬂaaLLﬁ'lmﬁmﬁmsﬁmLLuU
wnansn1svauily (8.5) uwdeu (finished  product specification) Wag/138 drug  substance
specification lagwaudlansuiulszniauseninsiadidnnseiind wazlaiiu 2 U Tuusznae
Usemasadidnnseiind

4.2 18naTUTWRTFIUNTHEREN

4.2.1 nsdlowinluusevealng guindasionansiuseannsgrunisudnginy
vdninausiuagIsnsiRlun1suanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
MU PIC/S participating authorities %38 ﬁLaﬂms%’usaammgﬂumwﬁmmmwé’mmu%uas
Wnsirlunisudnevesd N NuANEAIIINTOIMSHALEN NIYNTIEAITITUAY Fatmuatulned
audenndenaginisnfundninasiuagiinisialuniswdnen PIC/S Tumnmaeilausne atu
a1gasnuseunsnsasulneiinanisiuTesliviulsemadssmasiandidnnseiind

4.2.2 n3tlgndudrndnlssve guindeaiionaisiusainsgiunisuangniy
wannUTILagISNARluN1SHAREY PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag

wdsu PIC/S participating  authorities atuangasiusaunisnsrsdeulasiinanisiusesiiaiu

Usgnavseninsimddnvseiind vieonynaoatn udusnsel
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4.3.1 nan15n5193AvRRuNNaEnfusierdniaguveandn (certificate  of
analysis of finished product) luuildaiufogne
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drug substance) ﬁ‘lﬁ’j‘lumswamms:uﬁdaLﬂuﬁaadwﬁv’waaﬁwammuazcﬁwamﬁ’mqa
(e : nsaiugngy biological products #83M15 COA of drug substance Vo 3HAAE"
wirths / nsdlenhuiy Sterile water for injection laisiaell COA of drug substance***]
4.3.3 enasvsondnguBudumiuduiusseninejunisnanvesingivuasiien
dfigy (drug substance) 9o 4.3.2 fugunisudnvewdnsdasierdniagy (finished product) 4 4.3.1
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4.5 MyUseRuguaweTiduey
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douanméeusznslag nouthvun Taglifideuly
4.5.5 nsehdueidoniuinwilguvgd 2-8 ssmeaidea fFosdlionansuaniuas

Fuserinfissuumsitunasiadsendu Cold chain system mﬁmmg’mmuwﬁﬂmm%’ Good storage

Practice (GSP) wag Good Distribution Practice (GDP)
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