Application form revision 1/1/2017 Drug registration Department.

STEP 1: (APPLICATION TYPE)

Application Sub Concern: (drug, vitamin drug, narcotics)

Line Extension Type: Applicable (specify type ) Not applicable

Submission type:

* Local
" Import

Marketing Authorization Holder (MAH)

NGME OF IMAH: ettt et et sttt s ae st et sae e st senesre e

(O] ol Y Lo [T S R

STEP 2: (INGREDIENTS)

Add New Ingredients
(If more than one API, you have to fill above info for each one)

Name of ACtiVe INGrediEnt(S): ..covevve ettt ettt et sre st e sreceraen s

QUANTIEY: o e et e s e e e st e e e saeenaenee st

API Reference :

*  Monograph; Monograph Name: .........cccceeveeeseenenne.

" In House

SPECification NO. & .ottt

Specification Date: .....ccccvveeeeeiciee e
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Add New Excipient

(You have to fill below info for each one)

Name Of EXCIPDIENT(S): vvvevvererievreeeiereeesee et tee e st eeressteseserressaeenne

QUANTILY: vttt et et st sa b s s e ens

Excipient Reference:

" Monograph; Monograph Name: ........ccccocoveereeveresieriennen.

" In House

FUNCHION: ettt s e

STEP 3: (CLINICAL USE & ATC CODE)

DiSPENSE CateBOIY: it e e st

Package Leaflet Revision Date: ......ccoecvvveeiviieiviees et

Package Leaflet Type:

[ Professional

[ Patient

Indications / Uses of ProducCt: .........coeveeevveinrinreneee e

AdMINIStration ROULE: ......coevviveieiiiciieie e

Does this product have an ATC Code?

L N1 Y=Y O

" Not assigned (if not assigned yet).

Drug registration Department.
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STEP 4: (PRODUCT INFORMATION)

4.1. GENERAL INFORMATION

Drug registration Department.

Trade Name in Country of Origin (for IMport Drug): .....cecvveeeeeiviveveesee e

Proposed Trade Name in JOrdan: ... eiiiiececeee ettt et s s

ProdUCE SEFENEEN: e ettt et et st ae s sae e be s eaabessaaee s

DOSAEE FOIM: ittt sttt et st sre et st e st e e sae e e eeaeabeesnaessreaennseean

PACKAEE SIZE: ..vvitiieee ettt ettt et e e sa e e et s

Product Reference Pharmacopeia:

% Monograph; Monograph Name: ..........ccceveeereeeerreeneenesessesssenens

" In House

Release Specification Date: .......cecvveeeeeieeireeevee e et

Suggested PUbliC Price: ....ocueveeeeeece e (For each pack size)

Do you have a Diluent as a part of product package?

[] yes
|:| No

Type of Diluent: ....c.cceeeeevveveveeeeeeee e

Packaging Material: ......ccocoviiveveiieniiricieecs

Shelf Life: i

Diluent Specification Date: ......cccevevveeeevrvevcee e

Storage Conditions: ..cccccueeceeveiieecee e
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4.2. PACKAGING INFORMATION

Administration Device (if APPlICable): ..o e

Primary Packaging Material: c...oueceiiiieiieee ettt ettt st et st et e e sas st aenaesre s erbessnesaesenen

Secondary Packaging Material © ....c.eoeeoviiiieie ettt e b et sae st et e sr e

1] 2= Ll TR

Shelf Life after Opening CONTAINEL: .......ovviveiieieeeeee ettt et st sr et ste st e sae s saesassennnes

Shelf Life after Reconstitution OF DIlUTION: ....occvvieiiiiceieie ettt sttt st sae v

) HoY ==L oY Ve [0 To] o SRR

Storage Conditions after First OP@NINE: ...ccvvuiieei ittt et et sseeeae s steestessbes saesstesneesreensaan

4.3. STABILITY STUDY

Stability Conditions: (should be filled for accelerated and for real time conditions)

Temperature .°C
Humidity: %
Duration: Month(s)
Light: Cd
Pressure Bar

Study Summary Sheets for Every Stability Study:
BatCh NUMDET: ...ttt st s e seens
BAtCh SiZ€: c.ooveeieeieeee e s

Name of ManUFACLUIEI: c..ooceeeeeee et e et s

Date of ManUFaCtUIING: .ocoveeeee ettt et see e evessteseaanees

EXDIIY Date: oottt st e s e s

BatCh TY P! ettt sttt e e e reeae s


http://workflow.fda.dev:9093/apps/public/drug/
http://workflow.fda.dev:9093/apps/public/drug/
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4.4. OTHER INFORMATION

General information:
INVOICEI: et

ShipMeNnt COUNTIV: ettt st e saas

Criteria of pharmaceutical products (CPP):

e Has CPP (certificate of pharmaceutical product) from country of Origin?
* If Yes; Reason:

CPP Country: ...cccoeeveeevvvecneenens , CPP NO.: e , CPP Date: .cceevevvveeennnn
" If No; Reason:

e Do you have a marketing authorization (or free sales) certificate from a reference country?

If Yes; Certificate Country: ....ccceeeeuee. , Certificate No: ............. , Certificate Date: .........

1\ Lo T =Y Yo RN
e Do you have any material of animal source contained in any component of the product?
* IfYes; Material: ...ccooovuveun.....

Animal: .coevevinneee.

Animal Part: ....ccccoovvvrvenennen

Free From BSE/TSE Certificate NUMDbEr: ....cocoeevvrevireeeireiiriinene

STEP 5: (MANUFACTURERS)

5.1. ACTIVE INGREDIENT(S) MANUFACTURER (FOR EACH API SHOULD BE FILLED

Name of SUPPLIEI: oo e

Name of ManUfaCtUrer: .....ccovveiiiiiieee e e
(O] Tl Yo [o [T SRR



http://workflow.fda.dev:9093/apps/public/drug/
http://workflow.fda.dev:9093/apps/public/drug/
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Plant @ddress: .....ovoeeicie ettt e e
PhONE: e

FAX: vttt e

Postal zip cOde: ....covveverveeece e
COUNTIY: ot

Gyt et e et

ACHIVIEY: o (This will be API production but sometimes it may be involved
in other steps like micronisation....etc )

o |s it CEP certified?
Yes; CEP NO.: .vevevenreeenne

No; Other Certificate: ....coceevveevvrveeir e,

Name of active iNGredients: ..o veveerereece et

5.2. EXCIPIENTS MANUFACTURER ( THIS IS OPTIONAL )

Name Of SUPPLIEI: oo e

Name of ManUfaCtUrer: ....ccoviveeiiieeeece e e

(O] Tol=I Lo Lo [T R

Plant address: ....c.coveeveeererireneireeier et e e
PRONE: ..

FaX: o

Postal zip COdE: ..o

CoUNEIY: o

GV et e s

ACHIVITY: o e
Name Of EXCIPIENTES: woovveiveeeeer ettt e s



http://workflow.fda.dev:9093/apps/public/drug/
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5.3. FINISHED PRODUCT MANUFACTURER

Is this product under-license?

7 Yes; Name of licensor: ...oooeeevevveenen.
7 No

Finished Product Manufacturing Sites?
" Complete

" Contract

Manufacturing site type: (for each step: bulk, primary packaging, secondary packaging, batch releaser)

Name of manufacturer: ......cccveeviveveeeereeeeeeie e,

Production liNe: ..cceeeveeeieeeeeeie ettt e

Plant AdAress: ..coceeeiivevee ettt e csaaees

5.4. DILUENT MANUFACTURER

Name of ManuUfacturer: ...

Production lin€: ......ccvvveeeeeieiiiie e

STEP 6: (BIOEQUIVALENCE)

e Does this Product have a Bioequivalence Study?
If Yes:

Study Title: .o,

Study Protocol NO: ....cueveevevviiiieecnne Study Protocol Date: ......ccccevevvevvennenn.

Study Condition: Fed, Fast

Study Initiation Date for Period I: .................. Study Initiation Date for Period Il: ......cccvevuevvuvenvnenne.



http://workflow.fda.dev:9093/apps/public/drug/
http://workflow.fda.dev:9093/apps/public/drug/
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Clinical Site: ..ccccvvvrrerennen. Clinical Country: ....ccoceeeveereeennnn
Bio-analytical Site: ......ccccecveervereenenn Bio-analytical Country: ......cccceceveevercerennnn
Bio-analytical Completion Date: ....ccccooevevevereeveinreriereee e,

Clinical site / Inspection Report GCP Date From: ..........ccueueueeee. § Ko TR

Bio-analytical Site / Inspection Report GLP Date From: ....ccecveevveeveereen JOZ tovivevenvenrennens

If No; Bioequivalence:

e s it Bio-waiver Request or other type?
If Bio-waiver Request:

BW Request Reason: ..................

e Dissolution?
If Yes;

Dissolution Method: .........cc.uc........

Proof of dose proportionality: ..............

If No; Study Type: .................

If Other Study;

Study Title: cveeeeeeeeeeeeeee e

Study Protocol NO: ....c.veeeevveivviiieiens Study Protocol Date: ......ccceeeevevuvennee.

Study Condition: Fed, Fast

Study Initiation Date for Period I: .................. Study Initiation Date for Period Il: ......ccoeeuvveuvivnnne.
Clinical Site: ..cccovvvvvvenen.. Clinical Country: ....coeeevevvvvrvennen..
Bio-analytical Site: ....ccccevevvrverrennne. Bio-analytical Country: .....cccevvvevvereeennenn.

Bio-analytical Completion Date: .......ccooevueveveveeiveieee e

Clinical site / Inspection Report GCP Date From: ......ccccovvvveeennee J o T

Bio-analytical Site / Inspection Report GLP Date From: .......ccccceeveeeeee. TOZ cevivecivcviecre s
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Reference Products Information

Reference Product Name: .....ccccevvevvvevevinennnees

Reference product strength: ......cccceevvveevvevevverneennnn.

Reference product dosage for : .....cvvveevvveveeseennens

Manufacturer: .....ecoeeevveeeeerneene.
(0 R

Marketing Authorization Holder (MAH) : ..coovvvviiviviiceeeee

Bio-batch No: .......ccuveneeee.

Test Products Information

Bio-batch Manufacturer: ........cccvveeneen.

APl Source : ....eeeeevreeeennnes

Master Formula No : ....ccocvvvueneene

Master Formula Date: ......ccoe....

Bio-batch NO : ..o,

Bio-batch Size & .ooeeevvvvieneenens

Bio-batch Type:
Pilot

Production

COA: .o

STEP 7: (SCIENTIFIC ADVICE)

e Was there any formal scientific advice given by the JFDA for this medicinal product?

" If Yes; Scientific Advice Number: ..........c......... Scientific advice Date: .......c.cceevevenenns
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Please Tick the Appropriate box(s) if your application fulfill one or multiple conditions from below as a
priority request:

™ Therapeutic advantage; Drugs that appears to have Therapeutic advantage / Treat life threatening
disease / an advance over available therapy

r First-Second Generic; First — Second Generic
. Listed on JFDA Website; Drugs listed on JFDA website as market needed
r

Has a priority approval in reference country; Drugs that approved according to priority in one of the
reference countries

Authorization DeSCriPtiON: ...ccevveceeeiece ettt e

NS ettt et e e st br e sbaee e sanate e srraeesens



