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Documents & samples of Biological products

® Information on submitted product batch:

Product

Type of biological

product

Trade name

Registration number

at SFDA
Batch (Lot) number

Batch (Lot) Quantity

& Numbers of Doses

Number of submitted

samples to NDCCL

Company (agent) comments NDCCL comments
Vaccine O

Blood product O

Other ..iiniiirinniinninens

® |nformation on submitted non-insert diluent or solvent batches (if

applicable):

Diluent or solvent

Diluent batch(es)

number

Page 23 of 37
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Diluent batch(es)

Quantities

Number of submitted
Diluent(s) samples to

NDCCL

" Information on submitted Documents: (if applicable):

Documents

Production
Summary Lot

Protocol
(if applicable)

National
Regulation
Authority
certificate (NRA)

(if applicable)
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Company (agent) comments

Yes O
No O
Comment:
Yes O
No O
Comment:

dgallg danll deloll ALl
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NDCCL comments

¥



Finished Product Yes -
Certificate of No O
Analysis Comment:
Diluent(s) 1.
Certificate of
Analysis >

3.

(if applicable)

dgallg danll deloll ALl
Saudi Food & Drug Authority

I declare that all the submitted documents and information regarding the above-

mentioned batch are correct O

Company Name:

Batch Submission: Date:

Contact person: Name:

Page 25 of 37
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Soft copy of the application can be found under the drug sector portal in “Forms Section”
APPLICATION FOR PERMISSION
TO IMPORT AN UNREGISTERED MEDICINAL PRODUCT
SECTION A - PRODUCT DETAILS
Product Name (including dosage form & strength): | Quantity Applied:

Name & Strength of Active Ingredient(s): Pack Size:

Route of Administration:

Name & Address of Manufacturer:

SECTION B — JUSTIFICATIONS

Purpose

Tick
( [1 for Named-Patient [ as Buffer Stock

appropriate
box)

Dosage

Regimen

Claim /

Indication
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Products

that have
been used
before for

treatment

Reason(s)
for not
using
registered

product(s)

Declaration

Name of Hospital/Clinic:

Address of Hospital/Clinic:

Declaration:

1. I am fully aware that the above medicinal product has not been
evaluated for the required quality, safety and efficacy standards for
supply in Saudi Arabia. The importation is requested for the purpose of
administering the medicinal product to a patient under my care and |
undertake to assume full responsibility for its use on the patient under

my care.

2.lundertake to maintain records of the name, identification document
number and contact details of the patient who received the above

medicinal product under my care.
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Signature:

Date:
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SFDA requirements for Labeling and Packaging for investigational medicinal products (IMP)

Labeling and Packaging Requirements:
|. The following information should be included on labels unless its absence can be justified:

1. Name, address and telephone number of the sponsor, contract research organization or
investigator (the main contact for information on the product. clinical trial and emergency
unblinding);

1.1 The address and telephone number of the main contact for information on the product,
clinical trial and for emergency unblinding need not appear on the label where the subject
has been given a leaflet or card which provides these details and has been instructed to

keep this in their possession at all times.

2. Pharmaceutical dosage form, route of administration, quantity of dosage units. And in the case of
open trials, the name/identifier and strength/potency;

3. The batch and/or code number to identify the contents and packaging operation;

4, A trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

5. The trial subject identification number/treatment number and where relevant, the visit number;
6. The name of the investigator (if not included in (1) or (1.1);

7. Directions for use (reference may be made to a leaflet or other explanatory document intended for
the trial subject or person administering the product);

8. "For clinical trial use only" or similar wording; (Arabic & English)
9. The storage conditions;

10. Period of use (use-by date. expiry date or re-test date as applicable), in month/year format and in
a manner that avoids any ambiguity.

11. "Keep out of reach of children" except when the product is for use in trials where the product is not

taken home by subjects. (Arabic & English) als
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Il. When the product is to be provided to the trial subject or the person administering the medication
within an immediate container together with outer packaging that is intended to remain together, and
the outer packaging carries the information listed in section |, the following information shall be
included on the label of the immediate container (or any sealed dosing device that contains the
immediate container):

1. Name of sponsor, contract research organization or investigator:

2. Pharmaceutical dosage form, route of administration (may be excluded for oral solid dose forms),
quantity of dosage units and in the case of open label trials, the name/identifier and
strength/potency:

3. Batch and/or code number to identify the contents and packaging operation;

4, A trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

5. The trial subject identification number/treatment number and where relevant. The visit number.

Il If the immediate container takes the form of blister packs or small units such as ampoules on
which the information required in section | cannot be displayed, outer packaging should be
provided bearing a label with those information. The immediate container should nevertheless
contain the following:

1. Name of sponsor, contract research organization or investigator:

2. Route of administration (may be excluded for oral solid dose forms) and in the case of open label
trials, the name/identifier and strength/potency;

3. Batch and/or code number to identify the contents and packaging operation;

4. A trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

5. The trial subject identification number/treatment number and where relevant, the visit number.

IV. Symbols or pictograms may be included to clarify certain information mentioned above.

Additional information, wamings and/or handling instructions may be displayed.
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V. During packaging of investigational medicinal products, it may be necessary to handle different
products on the same packaging line at the same time. The risk of product mix up must be
minimized by using appropriate procedures and/or, specialized equipment as appropriate and
relevant staff training.

VI. Packaging and labeling of investigational medicinal products are likely to be more complex and
more liable to errors (which are also harder to detect) than for marketed products, particularly
when “blinded” products with similar appearance are used. Precautions against mis-labelling
such as label reconciliation, line clearance, inprocess control checks by appropnately trained staff
should accordingly be intensified.

VIl. The packaging must ensure that the investigational medicinal product remains in good condition

during transport and storage at intermediate destinations. Any opening or tampering of the outer
packaging during transport should be readily discernible.
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SFDA requirements for Labeling and Packaging for investigational medicinal products (IMP)

I Outer Label Text

Clinical Trial No.

Orug Name and Strength

Dosage form

Specific description for syringe content
Route of Administration

Storage condition

Lot No,

Expiry Date

Expiry Date{Arabic)

Use o3 directed

Warning: Foe Clinical Trial Use only.
Warning: For Clinical Trial Use only. [Arabic)
Manufacture name , city, country

I,  Inner Label Text

For Chinical Trial use only

Please keep out the reach and sight of Chidren
Drug Name Strength

Dosage form, Route of admnisty ation

Use as directed

Investigaor/.

Telephooe No,/

Donot tore above __ *C(__F)

Expire Date: marked on the folding box
LotNo./

Dosage torm, Routs of administration

Vigt Date: dd/mm/yyyy

Patient No.:
For Clinical Trial Use only

Vigt number:
Vidt Date: dd/mm/yyyy

Patlant No.:
Drug Name Strength

Vist number:

CT No.
CT No.
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Soft copy of the application can be found under the drug sector portal in “Forms Section”

Release Form of Drug/Material (s) for Clinical Trials Use

To Be Completed By The Authorized Person

Study title

Sponsor CRO (if applicable)

SCTR number Total number of study
site(s) within KSA

Study planned starting Study planned ending

date date

Total planed number Total number of study

of study subject (s) recruited subject (s)

within KSA within KSA

3|Page




® Please fill-in the following applicable table (s) according to your request:

Table 1: Study drug (s) under investigation

Jdgallg danll deloll Aidll °
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Study Drug (s) under Investigation

No. of Drug Drug Dose Quantity | Total
Storage current (name) | (Expiry | (unit)* | (unit) previous
No. | Study site (s)
location recruited date) released
subject (s) quantity
(unit)**
1
2
3
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Table 2: Study comparator (s)
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Study Comparator
- No. of current Drug Drug Dose Quan_tit Tot_al
Study site (s) Storage location | recruited subject | (o) Gy | y (unit) | previous
released
) date) )* .
quantity
(unit)**
1
2
3
Table 3: Study material (s)
Study Material (s)
Item Item Quantit | Total previous
; 8 No. of current . .
No. Study site (S) Storage location recruited subject (s) (name) (Explirfy date | y (unit) (;ilgﬁiiet?/
applicable) (unit)**
1
2
3
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® Please check the following according to the last clearance request status if

applicable (check more than one if needed):

[ IReleased [ INot Released [utilized [ INot Utilized
[] Expired
[lOther:

I am the applicant agree to abide by all rules of Saudi Food and Drug Authority, and
I pledge to use the above drug/material (s) for clinical trials purposes only.

Applicant name Applicant occupation Signature Date

*If there are more than one dosage strength, each dose should be completed separately.

**All previous released quantities not the last release request.




