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Amlodipine 10 mg + Valsartan 160 mg tablet
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o " Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 95.0-105.0% of the labeled amount of Amlodipine
- 95.0-105.0% of the labeled amount of Valsartan
3 1 Uniformity of dosage units - Complied with finished product specification
4 | Dissolution Test - Complied with finished product specification
5 Degradatio‘n products - Complied with finished product specification

WU - n‘smwa}ﬂw“mﬂmmmmu (waive) N1INTIVABUIATIY wensla 1ﬂEJULL’dﬂ\‘]L6ﬂﬁ']‘i

wdngrufananiiliFuayiicne

a ot =
ﬂﬁugﬂi‘illﬂ'ﬁﬂ']Vmﬂﬂmﬁﬂ?ﬂmgtﬁwq3LLﬂ3'§'lEJﬂSL'EJEJWUENEﬂ
[ /
TN B e e see s USEFWATINNTT
/ N (unaviusvad avdeand) O
4 ! ’,ﬂi:/ 4 z
CEE N gyt en s T3NS BB v vt sraenr et aseesr ettt reaan T3NS
WA “\} et i) (unesgys Vaimanadn)
- "
R O SOOI FOREOIr: ¢S ORURR ATTHATE 1 RO /AU 570N
('Ll"lm‘i‘i(ﬁVlz'? #nanng) (s doura)
El P
AT, cmrcrcrnmginenerren benrerevnserengeeniceenennernnens ATTUATT YD treerserseesag B s ane s s N33UAT
L LA o A od e
(ueerdymun mmiri/ (unaganiing fiufia¥ini)
P o
B0, crvoeervrnrenransnsaiens e T nrrrrranseressarsarrssees ATIUNT LT F f\\s NI
a o L w
(neafnipyl Awseys) r}ﬂuﬁwﬁqwmmm)
X TS+ SO ATTHNT CRC TN WD . Losuts ATIINTT
(ma:njﬂypﬁ‘a wanduanalne) oo Ragn A}
s Fl / vy
AHe.......... e . - ATTUMTUABIERYIYAT ﬂ\iﬁaq ......................n‘iiun'ﬁuam‘g aunIg
(uwm*maumtuw mnauﬁ) (unanagyad Suvrdums )
a | = 1 YA .
G AT ASSHNTTUABAEATIAY ALl %M .............. AITNMTaL TGS
(wrauenil fuad ) ' (unwamnleian uiiyna)




i

4. foulvdy 9

3 k4

4 o ' v T vei o a
%Lﬁu@‘i’]ﬂ"Iﬁa\ﬂEJUﬁ']Lu']ﬂ’]Wﬂ'lf}Lﬂﬂﬂ"ﬁ W?Bﬁﬁ\‘]ﬁ']EJL?E]‘UE]3U3€]\1Lﬁlﬂﬂq'ﬂﬂﬂ%ﬁ@'}u’m I8AZLBYUR

“E
A~ Sl

1 enasnsidsuaugeiuvssudisuniiesmineludsandlneuasduas (declare)
WvaapEn
4.1.1 ’iuﬁ'zﬁ’ty,ﬂﬁﬁumﬁauﬁw%’um 16un ve.2, ne.3, ne.d vise 8.2 uauAnsel
4.12 TuAmetursdou no.t ude v.1 vesfuerean wiouneasdueidemsaugu
A wueINEn T miTunsdeu (finished product specification) wasdarmua
annwingiu (drug substance specification) nafiflegszniansndeuniaudly
Ffuesdssuuenaisnisveudly (8.5) wmias finished product specification
waz/Mie  drug substance specification lagasudluneuiudssaadszninsiam
adnuaalind uazlalifu 2 U o Sudsznimlssmasmddnnselind
4.2 BRETTUTRRNNATEIUMIHERL
4.21 asdlewdalulivvdlve  duadosdionarsiuseanasgunasdnginumaninns
waedinsnaluntsndaen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inewiineau PIC/S participating authorities wiefilonasfuseannsgrunisuang
aumdninasiuagisn1snflunmdnet  vesdinruasenssIANTEIMISIALET
neEnTINEsIsEY Fetmuntulnsiinnusenndosazviniieniundninasinay
Fnsirlumsadaen PIC/S lumnagfiausineg atfugiganuseumsanedeylag
fnansusedieulssmeUszmenandidnyseiind
4.2.2 nidignidieindinlssine guiadediionarsiusewnnsgiunisndnsiniy
winnasuazifasiialunisudnen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) latiwinea1u PIC/S participating authorities atfugngany
seunmanedeulasiiranisiusediciulssmausznmiesiaBiannseilind wivey
AaAdw LWaunnsal viseillenans Certificate of pharmaceutical product

-3 ol N =t
ARENTIUNTINTVURAUBNWIUSIAWISUASITHAL LBEAUDIN
[//
................................................... Usgaungsumsi
(weiusvad pSoewrd) &
-
NFIUAT L TS v U O OO NYINNT
(wetsgws Taranato)
d
o
ATTUAT (3311 ORI | PETN T P P TR A57uN1g
(u'lam’:é'zggiﬂma)
ASUNS U8B e et 351N
(unagmaind fufsmi)
4 -
NTIUNT CIEE ) OUO7ouruouy. UUUTRDUTEL ~op, SEOURORRPPPOOPROOIOR o & (14
tuwehingiayl nulssys) auieigviaTann)
o o |
YT SUROOOUVPUURRRORRTI. N | RUOYUIOOPTORPPORRIOONY 1t 1131 IS FURROUR WTOUURP 200 rof OO PP OOI NITUNTT
(wamiiasid warduanalne) ThoUisT pgands)
FEEC I Aoy OO NFTUATMALATIUNT  ANTD.eereeee q-( .................... NITUNITUATHEIBRTIYNTI
(ugnnsunngey I.E)ﬂﬂl.Iﬁ:) (mamqqmﬁ Fumsduns )
4 3 v o ¢
AND.ovvarargso Buanl Fues nmsAaERsaTynT 8. —‘W“\'] ................ ATIUNYIHALES ATy
(wneumnil Auar®) (uneamiistan uhasyno)




43, ENETANAMYBENTIEUDTIAN
4.3.1 wansasaninseinuamndniusionduiaguvosdudn (Certification of analysis
of finished product) lum'uj:uﬁﬁ\‘ilﬂuﬁ’mﬁi’m
4.3.2 aan1InsIvieszinunwingiuvedigndrAsy (Certification of analysis of drug
substance) Alumnaneuidaiuiedekmeitneuazdudningiu
433 lendsnsevdngrududuauduiudseninaqunsninvesingiuvesinendfy
(drug substance) 4o 4.3.2 fujumsadnveswaniusiendiiagy (finished product)
U0 4.3.1
434 Han15Fnwt long term stability
- lunsdlumsdeusnunnandy 2 T wsdesiidinuanauanisiinu Long
Term Stability naaathergvesenfitunsdouly
- luns@funsfouenuniosndt 2 ¥ asdasdidrumansfneanuasves
prenuittulunsdeusnuans
4.4. fvE1een
44.1 fruesian dedsihegiseintediades 1 mingussgiue Fadudunuuans
swaundoaldaruiummitmusluihdenuauiEnluii
4.5, ﬂﬂiﬂssﬁ’uﬂmmwmﬁa‘wau
451 eriidweviedionldldlitenniy 19 3 deu Tumniudwey
452 ymnoeiidwey sdeddunamieluusemansanalinneiniuiduey

ANZNTSUNTSINVUAANENYATIAWZILAE T WD YA IE

/_f-\/ P YN Ao UsEsUNTINNTI
{ _;L"/ _ (uefiuemed andaeed) C} ,
AE. i AN e nIFUNT BIBB e st s s s bt es s ee b ne raneas ATIUNT

- |
L E T CUURUROI £ 7 eeeearereeeeneen e TTHITN T T OOURUOUO OO * SO USRI 402 1
(Uﬂﬂ?‘iiﬁ(\\'ff{ﬁ’fm'lﬂ ) (uwﬁﬂﬁmﬁ%ma)
7 B P
BB ervrreemevgenreaseronettestanesssasp st s esnsrrasatsanenes ATIUATE L TR o SOOI N9SNANS
(unsisun mﬁfﬂ/ (uneganfive dufedml)
-
1 TR et NTIUMT T ORI, -rrorre e l .............................. nNyIAg
o] i Taun)
B seeiries Rgrrrerrs et emvissreantsaasrsssorssssstssntanseseniose NITUATT
weydisn aagnmds)
r il
R W q ....................... RN HUGEAT ATy
{(visamevnmd Sunsduns )
4 b vy
AT TRURTRRRIT 3. L) TSN IMAREIAUIYNNT

{waamnTivim wsisiyna)




453 nadliilsmeiunaunsiediinsguiedueiidameuilodmsiafinssinanm
Tsnguraunsiisdesitmisdoseavediage lnsdiauesian (§ure) ashasdsen
WuBnnamouilssweuiauasisddesielnseitazdiufiuiiaveudlidelu
msmsaiiaseiaunm asdiiwuielidulunumuinuazsany lsmeua
upsfseanuAnshisuRsanmaEue MImENdnaTsdue T (1) was/
wioddnlundutoly

454 Favere Guie) wwdesiuidsusilenlndmney viadefiansidendnm
saUsznslag deudmun Tadlifdeuly '

4.6. wonasou 9

461 lunsdlitldliorduuuvezdesiinanisinuiiduya Bioequivalence) Wirufye
sunuy laansdnwdeadulunugiionsdnum@iuszdninauasfrauyaves
HERAMNYIT4NBIATUANYY MINTUAMEATIUNITOINITUAZEN NTENTI
GUERERYGH |

4.7 fauesin1 (ue) Busenlisndindygneunsuimiug e

471 nsdranisduaraiinneied  Tnensuinenaninsumduierecfiinsild
191374 ISO/IEC 17025 wannsasaelwswibidulunumnsgudernunlu
UsenAdsemnTian

672 nstldnfasiodaiigndeniuiunnibeaelasdiinaunaenssunises
wazen lugrnanvedayyesdessoe

4.7.3 ﬂitﬁwu{]fgmﬂmmwmﬂwﬁmﬁm%awﬁﬁmﬂﬁawaﬁiaﬂfwaw'ﬁwatgazmmﬂaamﬁ’wia
AteitléFuen .

48 lsmeunauasiadueanudng liuinsundefusiondifiuseigndeniiviu Tae

1 s

A1inanuAaEnssunIse IsLaseilussesiat 1 U Ansududszniadszninsian

oo = F
AANIUNT
o LY =
AMENTINNTINTUUAAMANYIUSANISLASTNUASLBEATDIEN
ATt e er s UYSEEUNTINNG
(wrastuaned arFoed) &
C T Cry o r U NITUATS T2 TR TUR O SO OTOOPDRPSOOPRRO | 11
(w1esyvia Jadnanate)
ASIRg WU - OO e N93UA"T
(U"IH‘]‘ﬁ‘ﬁ_l\:l%J}‘fﬂﬂ'lﬂi) (uwmdnygd-duina)
E YOO WOUOUTUOTOTOUOR RO 1 111 - SR YOO OO O O RTINS
(ureriysun ww;im,)/ (unaenind dlufadand)
BB et A ATUNTS A8 R e g") .... T oereeeerereceseeeens NISUNT
(unuafngani payssys) aqe]) lamgiaiauT
AD i Q ..................... ATINATT A0 Ao ENRET NTINNNT
(1o wanduanaing) TuUdis T Aamwes)
] ] [}
BB ene e e M rrarenae e Qe NTTUATTHALIRT YA ai‘il‘r]...................(:;.1......................ﬂ‘i‘iuﬂ'l‘illﬁﬂbdﬁi’li}l.ﬁ‘!ﬂum‘i
(aansunigad endug {wwamywm Sunsdund )
e v 4 l v
XL T b ""(’3“‘“/ ......... ATUNTAEETIBETINNT 850 N Mo ASTENTIMaLEE L AYIYNTT

(unefuenil e ) (ueenalledan wieToyna)




G‘
Pypids

ﬂiﬁﬂ&lawqu%aaaﬁ

\‘3‘ [t .v’_,\_ ;'
Dengue Tetrava lgnt%&accme (Eive-attenuated)
S o

“*f;fi “J?wg:; %
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2.1 gl L'Umﬂ*ﬁu‘lugﬂN\‘lLLWa‘U'I’Jmmnma UsIARINE WINTBUAMNAZAE
et Taidid

2.2 dwszneu  YATu 1 dose (0.5 m) Ussnaudae
- Wela¥awnad efugil 1 (windediunuudounyt) > 3.3 log 10 PFU/dose
- Wela¥aned aatuiil 2 Gliadoiunuudougnd) > 2.7 tog 10 PFU/dose
- Wela¥aned meiuiil 3 Giadaiuuuusougnd) > 4.0 log 10 PFU/dose
- dglaYanad aeugil 4 (‘tiﬁm?}’aﬁjiaLLuUéauqm‘é) > 4.5 log 10 PFU/dose
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3.1 dusuaeiadu

99 Test items Specifications
1 | Identification test - Complied with finished produc specification
2 | Potency

2.1 Infections Titer Immunofocus Assay
(IFA) — Minimum Manufacturing Release
Specification (MinMRS)

- TDV-1

- TDV-2

- TDV-3

- TDhvV-4

2.2 Infections Titer Immunofocus Assay
(IFA) — Maximum Manufacturing Release
Specification (MaxMRS)

2.3 Thermal Stability

- > 4.1 logyp PFU/dose
- > 3.6 logip PFU/dose
- 2 4.7 logye PFU/dose
- > 5.3 logy PFU/dose
- «6.7 logyp PFU/dose

Bacterial Endotoxin

- TDv-1 - Loss ofg 1.2 logys PFU/dose
- TDV-2 - Loss of £ 1.2 logye PFU/dose
- TOV-3 - Loss of £ 1.2 logyy PFU/dose
- TDV-4 - Loss of < 1.2 logyg PFU/dose
3 | pH . 7085
4 | Residual Moisture Content - £30%
5 | Osmolality - 700-1000 mOsmol/kg
6 | Sterility test - Complied with finished produc specification
7

- < 10 EW/dose
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3.2 d1USURVINazany

4o Test items Specifications
1 | ldentification test - Complied with finished product specification
2 | Content sodium chloride - 95.0-105.0% of the labeled amount
3 | pH - 4580
4 | lron |- Not more than 2 ppm
5 | Bacterial endotoxins - Less than 0.25 1U/ml
6 | Extractable Volume - Not less than 0.5 m{
7 | Particulate matter - Size 210 pim not more than 6,000 /container
- Size = 25 Jum not more than 600 /container
8 | Sterility test - ATHHIY
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