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Guidance to update the database of products in SDR
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Log in to the web site spllaill aBge o Joanully @b
system:

htto://sdr.sfdagovsa || S@udi Drug Registration 7

- Kingdom of Saudi Arabia | http://sdr.sfda.gov.sa
" Saudi Food & Drug Authority

Then Login with your : The Saudi Drug Registration (SDR) System is an electronic system which aims to facilitate the
username and password registration of medicinal, herbal and health products for both Human & Veterinary use. 29 el

e PSRN The SDR will allow the registered establishments in Drug Establishment National Registry °

| FAQs (DENR) to use the system in new application, renewal and variation of their products.

Contact Us
Security and Confidentiality of Data
| Username All data submitted online will be protected and encrypted via the SDR security infrastructure.

| Password

—
|

Forgot Password?

rights reserved, Saudi Food and Policy and Terms of Use
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‘Saudi Drug Registration 72 Kingdom of Saudi Arabia

Saudi Food & Drug Authority
Cadad  Lgarl Ll dais)

Home "Logout

“" ‘:“ - - I‘
Go to “Products ‘ The Saudi Drug Registration (SDR) System is an electronic system which aims to facilitate the e

Update”. ° R Applications registration of medicinal, herbal and health products for both Human & Veterinary use.

i it JR will allow the registered establishments in Drug Establishment National Registry (DENR)
Products Update ‘ to use the system in new application, renewal and variation of their products.

| About SDR

W Security and Confidentiality of Data

i_ All data submitted online will be protected and encrypted via the SDR security infrastructure.
| FAQ
ETSS *
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Choose one of your
products to start
updating the data, by
clicking on the button
“Update”

Update

Version number 1.0 24/04/2011

Registration Type of
Application

No.

23-###-09

37-###-10

44-###-05

22-###-03

78-###-04

41-###-07

A8-###-08

64-###-01

88-###-08

97 -###-09

Human

Human

Human

Human

Human

Human

Human

Human

Human

Trade Name

Trade A

Trade B

Trade C

Trade D

Trade F

Trade G

Trade H

Trade |

Strength 3::“9& Volume

mg

mg

mg/ml

mg/ml

Unit of Dosage
Volume Form

Concentrate
for
peritoneal
dialysis
solution
Concentrate
for
peritoneal
dialysis
solution

Tablet

Tablet

solution for
injection

Ear drops™

Tablet

1 to 15 of 18 Record(s)

Update
Application

Update

View

Tablete View

Oral
suspension

Syrup

| Update |New

Status

Pending

Pending

Pending

Pending

Pending

New

Pending

Pending

Pending

1 of 2 Page(s)

The above table is only an example
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In the application form
Start filling out data in
each section.

Note:

This application is

identical to the new
application form

Version number 1.0 24/04/2011

I TVpe of Appiication

Names and ATC Code
© Product Information

¢ Contact Information

¢ Manufacturers

o cop

© Animal Source Material
Scientific Advice

wop
Application Status

Fee bue

Scheduling

Tnquiries

® Type of Application
This application concerns :

 New Drug

 Generic (Mutisource)

 giological including Biosimilars, blood products and vaccines
€ Radiopharmaceutical

Please provide the following information for the product :
New Drug Application :

@ Known active substance
 New Chemical Entity (NCE)

Product information in COO:

Select ™

|[soiot

Type of Application
Application Details

© Names and ATC Code
© Product Information
© Contact Information
© Manufacturers

© P

© Animal Source Material

Scientific Advice

@ Contact Information

A picase fill all contact sessions below before proceeding to save.

Proposed markefing authorizaon hokler/person legally responsible for piacing the product on the marketin KSA:

Application Status

¥

o &l punseeal| eililyy G (gLl ¥I Sl

TVpe of Application ® Name(s) and ATC code
Application Details

© Names and ATC Code
& Product Information
© Contact Information
© Menufacturers

o cop

© Animal Source Material

Scheduling

R

Tnauiries

List the active substance(s)

YD of the active substance(s

# Sngle active substance

* | st active substances

Name of active substance(s) :

Reference/Monograph standard

‘Substance Name.

List the excipient(s):
Name of excipient(s)

unit

+ |[Select ¥

Reference/Monograph standard

[ Aad rcpent ]

Excipient Name Quantity unit

Pharmacotherapeutic group: (Please use current ATC code) :

No ATC codz has b

ro e

© Wamses and ATC Code
© Product Information
© Contact Information

© Manufactarers

R1YS
zagailt Lales Jilaa zagaill
NYNE L)
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Type of Application @ Certificate of a Pharmaceutical Product (CPP)
3 Application Details

0 4]
© Names and ATC Code Do you have a CPP? : Yes [¢ No

© Product Information

% Contact Information ’m“ ‘m‘} m‘

‘ % Manufacturers

& CPP
! % Animal Source Material

Scientific Advice

Application Status

} Fee Due

‘ Scheduling

Version number 1.0 24/04/2011 5 AVEVY/O/Y o i Y, B eyl
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After finishing, click Sl o s lgiWl say
Submit” button. e Gigal o daiesl ¢cbiludl

s

: : : ~ Kingdom of Saudi Arabia
BE| | |S°|d Drug Registration B (s B
Also you can print the - Home™ "t ogout \—m

application form by ® Application Status

clicking on “Print | Application Details Status of the application in other regulatory agencies:
AppIication" Button % Names and ATC Code

Tick the appropriate box and fill the information.
© Product Information Oiauttionzed ields Lol abielbainly

% Contact Information e .. .
I_ pending u}a:lT ‘_,.l: Ja.ua.“.) cJ_,.a.t."
© Manufacturers

© CPP I" Refused e e debb

© Animal Source Material I" Withdrawn (by applicant after authorization)

Scientific Advice

[" Suspendedyrevoked (by competent authority)

Application Status ml w

Version number 1.0 24/04/2011 6 AVEVY/O/Y e )i Ve Gl Hlaal)
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1 to 15 of 19 Record(s)

Registration Type of Strength Unit of Dosage Update .
The status of the No. Application Trade Name SHESWEE i Volume yolume Form Application Status o yuamiod| Dl juaii

i Concentrate
product will change from e we W ow
for Juo ha UGlas S waas
“New” to “Pending”, 23.###.00 Human Trade A : 2 peritoneal Pending
meaning  that  the . Ll ylt e padamiead) o

solution

product is under study ?mcentrate e Lol loga e
or

by SFDA staff.

Human Trade B : ( peritoneal Pending
dialysis
solution Pending

Pending 44-###-.05  Human Trade C Tablet Pending

22-###-03  Human Trade D Tablet Pending

solution for

78-###-04  Human Trade E el Pending
injection

41-###-07 Human Trade F Ear drops™ Update New

48-###-08 Human Trade G mg Tablet View Pending

64-###-01  Human Trade H 3 mg Tablet Vieveznding

Oral :
Human Trade | mg/ml : View Pending
suspension

97 -###-09 Human - mg/ml Syrup Pending

1 of 2 Page(s)
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1 to 15 of 19 Record(s)

Registration Type of Strength Unit of Dosage Update
No. Application Trade Name Strength Unit Volume Volume Form Application Status

Concentrate
for
In case if there is any 23-###.09  Human : C peritoneal Pending e il sgmg o 2

dialysis
_ Ll Saldga cpe Ehgedll
staff the comments will Concentrate i ¢

comment from SFDA .
for o e esladasdt Sativ
37-###-10 : peritoneal Pending
the status will change to dialysis Ul iy Sty
solution

“Incomplete”. PP ZEOR - [ N {

44-###.05  Human Trade C Tablet Pending e

In 22.###.03  Human Trade D Tablet Pending In
Complete Complete

send to your email and

solution for
Click on update to injection

complete the application oo daist zaged| Jlessy
41-###-07  Human Trade F Ear drops™® Update  New

78-###.04  Human Trade E Pending

form Al

48-###.08 Human Trade G Tablet View Pending

Update 64-###-01  Human Trade H . mg Tablee pa

Trade | Oral In
After you complete the HEAER0t | Humon ‘ eyl suspension Hpdate Complete

application form you will Jarw gigedl Jless| da

Update

receive confirmation 97 -###-09 : mg/ml Syrup Pending Jols Zgal] L el sy
that you application is

complete
1 of 2 Page(s)
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The approved products

will be in the section ) " . "
i : : Kingdom of Saudi Arabia
Registered Products’ | | 9@UdI Drug Registration o sogeem e ey

@ Welcome test8s Home ' Logout

' i ; : : ; . i g o Registered Product
! The Saudi Drug Registration (SDR) System is an electronic system which aims to facilitate the
’ registration of medicinal, herbal and health products for both Human & Veterinary use.

DR will allow the registered establishments in Drug Establishment National Registry (DENR)
: the system in new application, renewal and variation of their products.

Registered Products
| About SDR
5 Security anq Conﬁdgntia!ity of Data ] o
i_ All data submitted online will be protected and encrypted via the SDR security infrastructure.
I

Version number 1.0 24/04/2011 9 AVEVY/O/Y o i Y, B eyl
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Now you have two new d o Joaall wie yglac
features:

.. = b !
1- Renew: To renew your | | Saudi Drug Registration 7[ f;:ﬂd;':fiso‘::: m‘:‘:‘;

ok Aol daga¥

products registration Balgd Coamdd taguss <)

certificate elcome test8s ome ' Logo eantiiall

Create New Applications ® Registered Products
Submitted Applications
1 to 4 of 4 Record(s)

Products Update . 5
Registered Products :z?lstranon ﬁﬁt:ﬁ':ce I:;Ieigtion Trade Name ggcd:dm“ Fonormsage gg::wal Renew Variation Status

[ About SDR Y ol Y suinld ¢yl g9 -V
2- Variation Type; In case g(?gg?:- Human Trade G 0.5/%,50/g Cream  31/12/1986 m Registered
12 K11 Q

if you want to make
EHCEO HOO0R- | e TradeH  25/mg,/ Tablet  31/12/2008 Registered

variation 1 or 2 00-00-00 Ty Type
HGOO###- ; Variation ;
00-00.00 Human . Tradel 10/mg,/ Tablet  31/12/2014 Renew T Registered
Variation e

Type gé;gg?:— Human Trade J 0.45/%,1000/ml for 31/12/1994 Renew :aria“o" Registered

st o e
injection L

Variation

1 of 1 Page(s)
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Touoluell dalat] wie Loy JLat¥) Suismey Sl Jlat¥| goglic o Le
RV PP S“‘"“*‘r"" Il 2 (reasiall fyen gy
SDR.DRUG@sfda.gov.sa gty waydl Sle Sl -
YVOAYYY 1 @Bl e ogudly sliall Lalall L fly JLas¥l of -

ovie /oYYL :2.‘.3:-.3
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