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ANANYALIANIZYDIYN
Telbivudine 600 mg film-coated tablet

1.3081 Telbivudine 600 mg film-coated tablet

2. anuautAvialy
21 jUuwy Wugudevliesuussmurindiandeuiiay
22 dwlszneu  Usznousmiesie Telbivudine 600 meg Tu 1 uin
23 amwuwussy  usiglumeusUnadntesfunasuaranutuls
25 aan syyTemn dauﬂﬁznauﬁamﬁwﬁmLLazm’musqi‘uwémi’uﬁumqm%ﬁwﬁm wagiav
neifyuiduenliognsdniauuuussyiue
-‘vun1yurusIyenedeliendiessyyliosmietonisnisirdiuyssnevuazeune
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3.AuauUANIunAiia
3.1 Finished product specification:
D) Test ltems Specifications
1 Identification Complied with finished product specification
2 Assay 95.0% - 105.0% of the labeled amount of
Telbivudine
3 Uniformity of dosage form unit* Complied with finished product specification

q Dissolution*

Not less than 80%(Q) of the labeled amount of
Telbivudine is dissolved after 20 minutes

5 | Total degradation products

Not more than 0.5%

3.2 Drug substance specification:

D) Test ltems

Specifications

Identification

Complied with finished product specification

2 Assay

98.0% - 102.0% of the labeled amount of
Telbivudine

3 Total related substance.

Maximum 0.5%

4 Specific optical rotation

-17.5° to -19.5°

5 Loss of drying Maximum 0.5%
NFIUNIT 4 aﬁ
1AM L QATUAYT @I B MR
(uw.Anfiewg Aninudmiu) (g9 mwed) (ney.nuaduvt Beudivsuiass)
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D) Test Items Specifications
6 Sulfated ash Maximum 0.1%

7 Heavy metal Maximum 10 ppm.

VBWA - *szyiate Dissolution fiu Uniformity of dosage units....... lkuuena@suamsasdunna
nMsnsvaTIed mndlawdaliluly coa
- nsditenmzfeundamsiiu (waive) m3nsasuiinsssitosenslalvtuiansenansudng u
FananillesueyiRse
4. Govludu g
4.1 wnansmslesuaygntunsdeusivenitesmminglulsumelng uazduns (declare) unds
nan

011 Tuddymstunadeusisuen (ne.2 ne3 ved wie 62 udusnsd)

012 Tudwetunsdous vie 1/8 1 veseflauesan wieuneavduaiadenishiuny
FJcumwwamﬁmﬁ'ru‘ﬁmm‘?lﬁuwmﬁﬂu (finished product specification) way
Torimunnunmveinghu (drug substance specification) ns@ifiagseminans
Wasuwawudludandu ssfesuuuienarsdinameremsveudly (8 5) miey
finished product specification Wag/%3® Drug Substance specification

4.2 NANTIUTDWNNTFIUNITNANEN

2.1  nsdifiewdslulsemelne grandesdiduuinmenenideusemnsgiunssdne
MUMENNAIISNSTRLUASWERE PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lagviaenu PIC/S participating authorities #3adlianans
SuseunmsgIuMsHAREILTANINUeTLaE NS TRluN AR ved TNy
ANIYNTIUNSEMTUALEN NSENTNASIIAY Fatmuntulaedanuaenadowuas
vinieniundninasiuay3Bnsialunssdne PIC/S Tumnneniiiaueris atudign
museunsnsanaeulaeiinansiusesfisiuiivsemadseninsadidninsiing

422 nsdifiduenidhanniesune guandosiianasiusesnnsunst@ne
MANNETIBNSARLUNSHARETPIC/S(Pharmaceutical Inspection Co-operation
Scheme) laeviagau PIC/S Participating authorities atuagamxseuns
aynaeulaeiinansivseddisiuiivssmeyseninsadidninsindvianaonangin
wauANIa

4.3 1BNANIANN MBI TLAUDTIAN

431 HANSATIVUATIVAUNINKERAUTIVDIENER (Certification of analysis of finished
product) Tugnguiideeeng

432  wamslaTwiaMnWIngRuvesied sy (Certification of analysis drug
substance) l#lunsuaneniuiidadumegniwesinansuazindningiu
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4.4 fwEeE
a4.1

lenasvIeNangIuEuSuANUAINUSIENINTUNSNARYRI TRgAUTIEnd Aty
(Drug substance) ¥ 4.3.2 fujumnanvesndniueidnsagy (finished product)
19 4.3.1

HaN15AN®I Long term stability #1u ASEAN guideline on stability study of drug
product maaﬂﬂﬁuqmqmmmﬁlﬁ%’wzLﬁﬂuﬁﬁ'uﬁqﬂ'nmuﬂmzn‘smm‘smmmaxm
NIENTNETITUEY
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MeagBunlinsuiumuiimualuidenmaudFvialudresunely 3 fundain
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4.5 msussiugmuaweidwey

4.5.1
452
4.5.3

454

4.5.5

giideweudesiionglildlitiosndn 1 9 6 Weutiuantuduiey

sWnnafiduey ssfewdsdnnmasluiuemanmITiATisjuTidwey
nsditmhesemsiinsquiiegsfidweuiodinnaiinsisinunim mis
emswzimildeosweiietns Inefunsasdesdsoniudnmuduuiivine
memsdwnTiensiuay  Juffulaveumlideiiindedunmsnsainmei
Aunm nsdfivuhenlidulumuudnuasiews miassemsveanuavs sy
fisanmsiauenmendinanues fuisuas/viefnanlunsioly
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ANANYULLANIZVDE
Lansoprazole 30 mg orodispersible tablet

1. Foen Lansoprazole 30 mg orodispersible tablet
2. grusnanaly
2.1 juuv Wuendindwiusuuseniu vila Fast disintegrating tablet
2.2 dausenau Usznauniesien Lansoprazole 30 mg lu 1 Win
2.3 anwurussy ussgluunelnaiv desiuuas uavanuiy
2.4 aann
- syyTenn dwvszneusedifyuaanause Tunde fuﬁumq luiikER waziaunelousiiu
g liegARuUNUTIYA e
- UUNYUUSTYNegpefe sty Tey e Ten1sM @ ILUTENEULALTIAAINAILIIYEEN LAY
WAn Yudueng 1iaiau
3. ruaNUAnIunAia
3.1 Finished Product specification: Lansoprazole orodispersible tablet

0} Test Items Specifications

1 | Identification test Complied with finished product specifications
2 | Assay 95.0-105.0% of the L.A. of Lansoprazole

3 | Uniformity of dosage units Complied with finished product specifications
4 | Dissolution test Complied with finished product specifications
5 | Related substances Complied with finished product specifications

3.2 Drug substance specification: Lansoprazole

h) Test Items Specifications

1 | Identification test Complied with drug substances specifications
2 | Assay 99.0-101.0% (dried substance)

3 | Clarity and color of solution Complied with finished product specifications
4 | Heavy metal NMT 10 ppm

5 | Arsenic NMT 1 ppm

6 | Related substances Complied with drug substances specifications
7 | Water NMT 0.10%

8 | Residue on ignition NMT 0.1%
A33UNTT
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- Wuuenansnsvaunle (8.5) umseu finished product specification wag/%3e Drug
Substance specification
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421 nafiewdnluyszmAlng AranosdidnunmaemideiuseunmnsgunsHan I
VAN ARLUMIHEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laeviaga PIC/S participating authorities ¥3alona1s3uUsaMINTEIUNTTWAR
A NN AL TSNS TAUNSHAR DI NUANIYNSSUANTE NS UAZEN NSENTIS
a5130g Faimuatulnefiauasnadesuasinifisufundninasiuayisnsinluniswas
61 PIC/S lumnmeilauswe atudgamussunsasisaeulaeiinantsiusesdieud
Usznmausemasadidninsind
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FBmsamunswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
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4.3 lONaNSANN MBI TLALDTIAN

431 waMInTIviATwRUAWNERSUTIvawnER (Certification of analysis of finished
product) lugnjuiidsiiogng

432  wamvinTeinuamingAuveienddey (Certification of analysis drug substance) 7
lilunsranenfuiidadusegavisvesduaneuazenaningiu

433 lenasviseviang ududuanudimiusseningunisndnvesingivuesnendidty (Drug
substance) 98 4.3.2 fujun1swanveanansdusidnsagy (finished product) 4 4.3.1

4.3.4 wan13AnN® Long term stability M1 ASEAN guideline on stability study of drug
product saentsegvesefildiunsdoulifudninnuamenssumsemsuaren
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Lansoprazole 30 mg orodispersible tablet
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