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1. Hoon Amlodipine 10 mg + Valsartan 160 mg tablet
2. qrusadiavialy
2.1 juiuy Huediesiiadudsenu

22 dudssnoy T 1 dindszneudeshen Amlodipine besylate ﬁaugaﬁ‘um Amlodipine
10 mg way Valsartan 160 mg |
2.3 AUBUTTY isq’immﬂmauw Hoafuuaazaanuiy
2.4 aa1n - iu‘u*ﬁam drulsznouiendifgy ANNLT Fuitedn 'mauma @UTRAR
USEejnin LLa.,Lavawumsumlwﬂmu%}uusiﬂﬂmw
- LLmviiﬂmamauaamaa‘suwﬁamma‘damsm dulsznauuay
PUINAINHNTIVEE LaTedn auauma Taghedaay
3. anusudintamaiinves Finished product
wannsasginain i iiilunia finished product specification @dlfaanzideusio
A1NITUALIENTSINITOMATUAYET NTTNTIETSITUEY

48 " 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 | 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
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421 nsdlomdnlulsundlne  rdadasdionansiusennnsgiumssdngiaumanings
was3Bn1sTiatunHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevuheau PIC/S participating authorities Wietilona5iUsaInIgIUNSHENY
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of finished product) lusguiidadiusaede
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1. “’?J@EJ’] Dengue Tetravalent Vaccine (Ltve attenuated)
2. aruaniiAnaly
2.1 suuuy Hufatulugurauidvnisdvnua yseanide smdaudaiazate
| 1o Lidid
2.2 dnnlsgneu  Tadu 1 dose (0.5 ml) Ysenause
- deldaeed aneviugit 1 (iladeiliuuuussunys) > 3.3 log 10 PFU/dose
- Welhdined el 2 Gindaduiuudeuqud) > 2.7 log 10 PFU/dose
- Welh¥anei aneviugi 3 (sfiadadiuuuudounyd) > 4.0 log 10 PFU/dose
- Welafmaa @eiudi 4 (o ﬁmr?'i’mﬂﬁmuéaqu%f) > 4.5 log 10 PFU/dose
2.3 A1ULUTTY U‘i'ﬁ’ﬂuﬂ']‘ﬁuuﬂ'ﬁi‘ilEJ']Qﬂ‘U‘i']ﬁﬁ]’mL‘ﬂa
2.4 90 - syigilenn dnsznausndify ause Juilndn auauma WauTinan
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3.1 dvsunsiady
o) Test items Specifications
1 | Identification test - Complied with finished produc specification
2 1 Potency
2.1 Infections Titer Immunofocus Assay
(IFA) — Minimum Manufacturing Release
Specification (MinMRS)
- TDV-1 - > 4.1 logye PFU/dose
- TOV-2 - > 3.6 logy PFU/dose
- TDV-3 - 2 4.7 logy PFU/dose
- TDv-4 - 2 5.3 logy PFU/dose
2.2 Infections Titer Immunofocus Assay |- < 6.7 logyp PFU/dose
(IFA) = Maximum Manufacturing Release
Spedification (MaxMRS)
2.3 Thermal Stability
- TDV-1 - Loss of £ 1.2 logye PFU/dose
- TDV-2 - Loss of < 1.2 logip PFU/dose
- TDV-3 - Loss of £ 1.2 logys PFU/dose
- TDV-4 - Loss of £ 1.2 logyg PFU/dose
3 | pH - -7.085
4 | Residual Moisture Content - £3.0%
5 | Osmolality - 700-1000 mOsmol/ke
6 | Sterility test - Complied with finished produc specification
7 | Bacterial Endotoxin - <10 EU/dose
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3.2 dusuRIvinazane

do Test items Specifications
1 | ldentification test - Complied with finished product specification
2 | Content sodium chtoride - 95.0-105.0% of the labeled amount
3 | pH - 4580
4 | Iron |- Not more than 2 ppm
5 i Bacterial endotoxins - Less than 0.25 IU/ml
6 | Extractable Volume - Not less than 0.5 mt
7 | Particulate matter - Size 2 10 Mm not more than 6,000 /container
- Size 2 25 llm not more than 600 /container
8 | Sterility test - AT
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4.2

1.3

6.1.2 Tudetunsdeu vie.1 vie &.1 vesenfilauesian wieuneasiBeadtansmugy
ﬂﬁumwmaamamﬁ'ﬁu%ﬁmuﬁﬁumﬁau (finished product specification) wasdafiuun
AMNWIROAY (drug substance specification) ﬂitﬁﬁ'v)EJ'SSWJ"I\‘m’I'iL‘LJgEJULLﬂa\‘ILLm%
Wudnegiosnuuienatsnisveudle (8.5 uwdes finished product specification
uaw/v3e  drug substance specification lmevsunlunsuiulszniadszniasa
Sdnnsetind uaglihu 2 ¥ o ulssmeussmaeaidnnsetind
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421 nsdlewdnluliandive  dedndedienansiuseunasgunsadneiniuvaninos
wagdamsiaunisndagn PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tmemisineanu PIC/S participating authorities ¥SRIIANANITUTOWIATFIUATTHANL
auvdninasivagisniialunmdnn  vesduineuansnIIIATaMITLazE
AsENTINENssAEY e muntulnefinnuaenadeuasinifiouiundninasivas
Fmsialunsudng PIC/S Tuvnaeilauews adudgamuseuminsiadeulng
fiwamsyusesdeiulsemadssmarmddnnseting

4.2.2 nsflg1ddnandeUisma grinnadiend iiuTesnsgIumnaneniy
waninag kasiznasnalun1sndnen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lagviiaea1u PIC/S participating authorities aUUA AN
sounansivaeulasiinanisiusestiviulszmalszniasiaididnnseiing viseny
nanndiw udumnsdl niedllenans Certificate of pharmaceutical product
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of finished product) Tuguiidadusede
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substance) ﬁ’lfﬁ‘lum'iwamanwaaﬂumamwwa&gmammngmammqmu
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