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daud 1 wenarsdeyaniluuazdoyandnsiouei (Administrative data and product information)

1.0 Cover Letter

1.0.1 Tracking Table

History of Sequence - Required by
Validation Criteria

1.0.2 Cover Letter

Overview of application and
sequence - Required by Validation

Criteria

1.2 Application Form

1.2.1 Application Form

WUUATBTUNZLTEUANS UL (WU ©.1)
nlsannnistuiindayaluszuu skynet
Wintu

1.2.2 Annexes

Optional

1.2.2.4 GMP Certificate

nsflatuasdluguuudidnnseing 1
WLULBNENSTS verify Anandu
authenticity ﬁL%au"LUé’agmﬁa;gamm
whenufiosnmilsdedusednense

1.2.2.7 CPP-CFS Certificate

- eCPP laidfusnsSusesanadulaey
anuye Wiwuuenansis verify Ay
Yy authenticity Mideuludsgrutoua
vewnhenuiioanviidesusedaensy
*ENUNSOEUONANTTEVINITRATAN
usdesdsnounsoanludRyzidu
FNTuLn
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1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product Description aanuuuidu Artwork Afdwmileuaainass
wagliuuunnuuiaussy Tunsdllaanndiiui
§rfadosndn 3 A1sneia Iusesindu
Forfaase il lifessusesdmsnusuaziu
aa1n enidnn1ssusesdoniuindulumu
NV

unsdlifideinsidedidnnseddnd wu Iale
Tunswanen aunsaveldludruaannls (ay
wuulWddeddnnselindlin 1.A.99)

1.3.1.2 SPC Toyalngaguvenininginuwuy
Summary of Product Characteristics
(SPC) %38 Product Data Sheet (8131)

1.3.1.3 Package Leaflet

1.3.1.3.1 Package Leaflet - Thai -enansmivedmiulszvu
* Junsaimndugnilfianmzanuneiuia wse

LildusmemsenlaedUisanunsoveld
digital labelling lelpgludosuwuuluiu
wandnut TngszyuuaainAIenansiiven
mMwilne mushewedeanefidenloiu
Aulesos.

~onansduq (Enih)
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1.3.1.3.2 Package Leaflet - English - NASMAUIEMTUYARINTNIINTUNNE
AULUUINITD Summary of Product
Characteristics a@w1saveld digital labelling
s

“enasmMnuendmIulTEey atu
Mwdangy (i) awnsaveld digital
labelling &

-onansaue (i)

1.3.1.3.3 Package Leaflet - Other Language Optional
1.3.2 Mock-up Optional
1.3.3 Specimen gﬂﬁwmﬁmﬁummﬁau (lanzeia
uwAUgALAZENNTU)
1.34 Consultation with Target Patient Groups Thai PIL User testing (1)
1.3.5 Product Information already approved in the Optional
Other States
1.3.5.1 Foreign Regulatory Status (A15U509N15U44 Optional

Joyan1sTungieueluuseinasiig o)

1.3.5.2 Foreign Product Information Optional
1.3.5.2.1 Data Similarities and Differences

1.3.5.3 Data Similarities and Differences

1.3.6 Braille Optional
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1.4 Information about the Experts Optional
1.4.1 Quality Optional
1.4.2 Non-clinical Optional
1.4.3 Clinical Optional
1.6 Environmental Risk Assessment
1.6.1 Non-GMO Optional
mandatory selection-required by
validation criteria
1.6.2 GMO Optional
mandatory selection-required by
validation criteria
1.8 Information relating to Pharmacovigilance
1.8.1 Pharmacovigilance System 91904 1.8.2
1.8.2 Risk-management System Core RMP & Thai RMP
1.R Responses to Questions Optional
1.R.1 RESPONSE DESCRIPTION Optional
1.A Additional Data
1.A.1 Assessment report from other regulatory agency | Optional
N6l Abbreviated assessment Touuy
Full assessment report
1.A3 Information on Development Studies Optional
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a L4 IS v o % L4
1.A.4 COA from Institute of Biological Product NAILATISNYNTIIARNIZIATUENITUNYBE
NnaantuTringnsuinermansnisunmeg

*ASOBUENANTIENI NIRRT Ueides
dsnouniseanludingmatdousmiue
*uugthlipguivgiuindmsudnd dos
UARINAIATIEAINAITUTIING
nsuAnemansnsunndneuseniudingy 1l
Suludouanidusbuve”

1.A5 Comparison Table Optional

- JoyalUTeuiiguven

- fodoszminenlmivetunsSouiu
gnlungu
nsthdasnulsaieatiuilaa
neidonludsymelngudaidund
Usgandualazmnulasnde
(comparison table with exiting

products)

1.A.6 Information of Exportation - nilsdoRnroseninaUsEmALA v3e
Invoice %38 Proforma Invoice %38
Letter of Credit (nSeldsa8n)

- wilideudadeendmsudsenn

1.A7 Declaration from applicant A5UT09DU 9 (08) LU ASUTDINIS
YUNLLDYUFIS UL UYDINIINIT
UZIULUUD1999 NsTUNLLteuNn

MIBNUAAUALAEITILINNIN B
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Uszaunsaiunulagasnniseunsiy
Tan WWusu

1.A.8 Template of Database entering Optional
1.A.99 Other Certificate of analysis -Drug
Substance

Certificate of analysis — Excipient

Certificate of analysis — Finished

goods
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d9uf 2 Common Technical Document Summaries

2.1

Quality overall Summary

2.1.1 Composition of the product

2.1.2 Production and control of starting materials

2.1.3 Control tests during production

2.1.4 Control tests of Finished Products

2.1.5 Batch to batch consistency

2.1.6 Stability tests

2.1.7. Substances of biological origin
2.1.7.1 Bovine Spongiform Encephalopathy (BSE) free certificate
2.1.7.2 Pork-free declaration

If necessary

2.2

Safety Overall Summary

2.2.1 Laboratory tests

2.2.2 Field studies
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daufl 3 Quality

3.1 Composition
3.1.1 Composition of the immunological product
3.1.2 Container/Closure system
3.1.3 Pharmaceutical development
3.2 Description of the manufacturing method
3.2.1 Manufacturing formula
3.2.2 Manufacturing process
3.2.3 Process validation
3.3 Production and Control of Starting materials
3.4 Control tests during production
3.5 Control tests on the finished products
3.6 Product characteristics

3.6.1 General Characteristics

3.6.2 ldentification of active substance(s)

3.6.3 Batch litre of potency

3.6.4 |dentification and assay of adjuvants

3.6.5 Identification and assay of excipient

components

3.6.6 Safety test

3.6.7 Sterility and purity tests
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daufl 3 Quality

3.6.8 Residual humility

3.6.9 Inactivation

If necessary

3.7 Batch to Batch Consistency
3.8 Stability tests

3.9 Substance of Biological Origin
3.10 Other related documents
3.11 Literature references
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dauil 4 Safety
4.1 Laboratory Tests
4.1.1 Safety of the administration of one dose
4.1.2 Safety of the administration of overdose
4.1.3 Safety of the repeated administration of one
dose
4.1.4 Examination of reproductive performance If applicable
4.1.5 Examination of immunological functions If applicable
4.1.6 Special requirements for live vaccines If applicable
4.1.7 User safety
4.1.8 Study of residues
4.1.9 Interactions
4.2 Field studies
4.3 Environment Risk Management
4.4 Other Related Documents
4.5 Literature references If applicable
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daudl 5 Efficacy

5.1 Laboratory Trials

5.2 Field Trials

5.3 Other related documents

5.4 Literature references If applicable
RUYLA

F-D2-253 (00-03/05/2567) wiindl 12/13




ayunan1snsIvdauenas (fusudmiin)

F-D2-253 (00-03/05/2567) wiind 13/13



