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Product Importing Application Form

1-Product Information

Product (Trade) name (as used in the country of origin)

Active Substance (s):

form:

Route of Administration:

Container. closure and administrative device (s):

Pack sizes and strengths used in the country of origin:

Shelf Life period:

Shelf lifer (after first opening container):

Storage conditions :

2- Manufacturer

Marketing Authorization Holder (Name
Address & Country):

Number and Date of the first Marketing
Authorization / Renewal

Manufacturer of Finished Product (Name
Address & Country):

License Holder of Finished product
(Name , Address & Country):




Flow — chart indicating the different sites involved in the Manufacturing process.
Packaging & Release of the medicinal product :

Manufacturer of the Active Substance (s) (Name .
Address & Country) :

Qualitative and Quantitative composition

Qualitative and Quantitative composition in terms of the active substances (s) and the
excipient (s)

List the active substance(s) separately from the excipient (s)

Name of the active substance (s): Quantity unit Reference

Name of the active substance (s) | Function | Quantity unit Reference

Note : *the active substance should be declared by its recommended INN.
Accompanied by its salt or hydrate relevant

Details of any overages — these should not be included in the formulation columns but
stated below :

\ Active substance (s)

\ Excipient(s)

\ Incompatibilities of the excipients:

3- Hazards identification

Hazard designation
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4- First — aid measures

Inhalation
Skin contact
Eye contact
Ingestion

5- Fire — fighting measures

Suitable extinguishing media
Unsuitable extinguishing media
Additional information

6- Accidental release measures

| Personal precautions

| Environmental precautions

7- Handling and storage

| Information for safe handling

| Information about protection against explosions and fires

| Further information about storage conditions

8- Exposure controls and personal protection

Components with critical values that require monitoring at the workplace (exposure
limits)

Personal protective equipment
General protective and hygiene measures

11




\ Respiratory protection

‘ Hand protection

| Eye Protection

\ Body Protection

9- Physical and chemical properties Image + Reference + COA

Form :
Colour :
Odour:

Relevant safety date
Boiling point / rang:
Vapor pressure :
Densing:

Solvent — sparation test:
Solubility in water:

PH Value:

Flow time:

Viscosity:

10- Stability and reactivity

Conditions to avoid

| Materials to avoid

11- Toxicological information

Toxicological test
LD50/LC50 values that are relevant for classification

12- Ecological information

12




Details on elimination (Persistence / degradability)

Additional ecological information
Additional ecological data
Specification :

Value / dosage

13- Disposal considerations

14- Transport information

Land transport ADR/RID
Classification

Class :

Remarks

Maritime transport IMDG/ GGV Sea
Classification

IMDG — Code:
Air transport ICAO — Tl and IATA — DGR
Class :

15- Regulatory information

Classification according to EEC directives
Danger symbol and danger designation

\ Hazard — determining components of labeling

| Risk - Phrases

| Safety - Phrases

National regulatory information

Regulation on inflammable liquids

13




| Emission control act

| Water pollution classification

16- Other information

Further information
R- phrases of components

This is to certify that the information contained herein is true and correct.
Name and title of responsible official in the company :

Signature of responsible official in the company :

Date and Stamp :

Full Address :
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*INN: *Brand name:
*Name of manufacturer:
*Name of license holder:
*Exporting country :
1- Type Description Page :

1-1- General notes

1-2 Composition

1-3- Chemical and physical features

2- Manufacturing process

2-1- product preparation

2-2- final controls

2-3- Row material

3- Methods of assay and checking

3-1- Row materials

3-2- Final product

3-3-sterility

4- clinical report

4-1- microbiological activity

4-2- protein remover activity

4-3- stability

4-4- toxicology (animal tests)

5- packaging information
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*INN: *Brand name:
*Name of manufacturer:
*Name of license holder:
*Exporting country :
Page

1- Type Description

1-1- General notes

1-2 Composition

1-3- Chemical and physical features

1-3-1- Analys Alloy

1-3-2- Circulation of Heavy material

1-3-3- The freedom amount of heavy material

1-3-4- resistance of elasticity cutting

1-3-5- surface morphology

2- Manufacturing process

2-1- product preparation

2-2- final controls

2-3- Row material

3- Methods of assay and checking

3-1- Row materials

3-2- Final product

3-3-sterility

4- clinical report
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4-1- microbiological activity

4-2- protein remover activity

Page

4-3- stability

4-4- toxicology (animal tests)

4-4-1- toxicity

4-5-

4-5-1- Clinical trial

4-5-2- Bio compatibility

5- packaging information

Quality Control L 5 Quality Assurance Jgiws slasl g o b 9o Jol sl S lae oyl
23,5 &l sassle @il I8

@‘)Ml}ksaw&udqt\s ......................................... J}MMFUszJJM
wles oo a5 00ges eSS 5,00 jgal 1 s S 0,ll (sgm 5l (2N Lailgs 3ubo g anlllao s

slaol 9 p0
Fgob

18




€« 29518 9 Sy Slogile plw onigy UM

0WSS Cawlgs yo &8 il pb

. MF o Lot

*INN:
*Name of manufacturer:
*Exporting country :

Master File

W oo H0 ael Sl o)l

*Brand name:

*Name of license holder:

(&3 Jgone 23 ,PagE)

U 1. Company Profile

U 2.Name And Dosage Form of product

U 3. Name And Address Of Manufacturer

4. Composition *

U A. Formula

U B.Packaging Material

5. Method Of Preparation

U A.Manufacturing Formula

U B.Manufacturing Process*

U 1- Equipment

U 2- Manufacturing Procedure

U 3- In-Process Control

6. Control Of Starting Materials

U A.Active Ingredients

Q 1-Specifications

U 2- Method of Analysis

Q 3- Potential Impurities and Determination

U 4-Certificate of Analysis*

| U B.Other Ingredients |
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Drug Master File (8 Jsimmo b3 P2ZE)

U 1- Specification

U 2- Method of Analysis

Q 3- Certificate of Analysis*
0 C.Pakaging Materials

U 1- Specification

U 2- Method of Analysis

Q 3- Certificate of Analysis*
7. Control Tests On Finished Products
Q A. Specification

U B.Method Of Analysis

U C.Batch Analysis

Q D.Certificate Of Analysis*
8.Stability

U A.Controlled Batches

U B.Storage Conditions

Q C.Description Of Containers
U D.Analytical Methods

U E.Stability Schedule

U F.Results*

U G.Shelf Life*

9.Adverse Product Reactions Report
10.Clinical Trials

11. Patient Information Leaflet
12. Labels And Outer Text
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[ ] Health Care Personnel Hand wash
[[] Surgical hand Scrub

[] Patient Preoperative skin preparation

[[IGeneral hand washing

[ Low Level [ Intermediate Level  [] High Level : glsj0s5 zdaw .0
oot a EN1276 s Jaitial 3ok calSiolej) mls odlel b sy slo 03,518 o508 sl —)-0
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Health Care Personnel Hand Wash: 4-5 log reduction

Surgical Hand Scrub: > 5 log reduction

Patient Preoperative Skin Preparation: > 5 log reduction

General Hand Washing: 2-3 log reduction

[J Non Critical  [] Semi Critical [] Critical t g £ 5
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[ JCHLORINE AND CHLORINE COMPOUNDS

[ JCHLORINE DIOXIDE

[] IODOPHORE AND IODOPHORE COMPOUNDS
[ PEROXYGEN COMPOUNDS

[JOZONE COMPOUNDS

[] ALCOHOLS

[l PHENOLIC COMPOUNDS

[ NITROGEN COMPOUNDS

[ JCHLORHEXIDINE

[ GLUTARALDEHYDE

[ QUATERNARY AMMONIUM COMPOUND
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[ ] OTHERS Please Specify:
505 4wl o 215 b Lgyl arolost « FDA | Ulodl sy yuino gty 51 LT 1)
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Staticl]  Cidalld ) [ coze p,5 6250 ()

StaticL] Cidall]) {Staphylococcus Aureus} ,vo,l oe5sS sbiliwl -l
(Static[ ] Cidall] ) {Enterococcus} <S¢ Ss, -0

(StaticL] Cidall] ) {Sterptococcus} <S¢ jiul -z

O YVRE  [O"MRSA: plie Jiibo

(Staticl] Cidal [0 ) [0 s 6,5 550 (¥

(Static[] Cidall ]y [ aub st 0 -Gl
(Static[] Cidall] ) [ (1555551 Usegdgmn) aubigegdgm —o

StaticL] Cidall[] ) [ gl IS Mogels —#

Static] Cidal[] ) [J"MDR-TB ajie Jso  (Static] Cidal(] )y I °TB ¢+
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(StaticL] Cidall] ) [z, (¢

(Staticl] Cidall] ) [ 5.l 0
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Shelf Life:
Use Life:
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I-FDA = US Food and Drug Administration

2-EPA = Environmental protection agency

3-MRSA = Methicillin Resistant Staphylococcus aureus
4- VRE = Vancomycin-resistant Enterococci

5-TB = Tuberculosis

6-MDR TB = Multidrug resistant tuberculosis

7-HBV= Hepatitis B Virus

8-HCV=Hepatitis C Virus

9-HIV= Human Immunodeficiency Virus

10-ppm = Part per million
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