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on My Requests My Migration Requests My Products My Certificates ‘ eCompanyRepS

SOR =

All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
827 Requests eqL 1 1 4 Request F " s

Request Number Product Number Trade Name
Request Number Product Number Trade Name
MAH Request Status
MAH Ch v
Request Sub-Product Product Trade Product Rec
! ver ) T $ Type $0 s MAH

ardxA0 aytr BT Cp FOF wnat FwmiOF

Regqistratioh) 1

Ny Requests 1

Nty Migration Requesks 1
(ESDR) (SDR) 0

My Productd q

Ny Certificatep 1
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HNew Requess

Jaw Registration My Requests My Products My Certificates £ 9

Herbal Product Human Medicinal Product Veterinary Product
Product Product Product
choose v
What sort of drug is this ?
choose v
Next >

pYchBB brm BH afpfx hHatFm

0
HymanMedicinal Product ]
Veterinary Producth @
Herbal Producth @

d 0
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https://www.youtube.com/watch?v=4qhpm16AvWo
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New Request
Human Medicinal Product

Is Saudi Arabia Couniry of arigin?
Yes

@M

Is this product undar licanse
Yes

@ Mo

Vs thoro any sciontfic advico given by the SFDA fa this modicinal product?
Yes

@ Mo

Is there & pediatrc development program for this medicinal product?
Yes

@ Mo

Is this product ragistered in GGG
Yes

® Mo

Is this product ragistered in SRA
Yes

@ Ho

wBps3IOF 5bmYdc GfF xfFT 3

New Request

pYchhs b6ttt BH GFMA>
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New Request

Apphcalion ype:

STEP 1
Application Type

General Product Information
Trade Name

Stength Uit
choose

Dosage Form

choosa

Marketing Authorization hoider
Name of Marketing Authorization holder (MAH)

Name of Marketing Autho
Postal Coda of (MAH)
Postal Code of (MAH

mromy F nmMAS> IOF ) TpYchhBIOF dfFBMSANB Clﬁ)/

()

()

0]
0]

1oy

Registration
SOR =

My Requests My Product:

New Request

My Certificates

- © UserManual

STEP 2
Product Details

Proposed trade name in Saudi Arabia
Proposed trade name in English (in saudi arabia)

Proposed trade name in Arabic (in saudi arabia)

Add new product

< Previous
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API

Jw Registration My Requests
SOR =

New Request

Application type Product Detaits Manufactures

STEP 3
Manufacturers

Active Substance Pharmaceutical Ingredient (APl) Manufacturers

You have 1 Active substance(s) you need to specify their manufacturers

All Active Substances Manufactures

Active Substances Select Manufacturer or Add new one Select Activity or Add new one

an active substance v Select a manuf; € 4 Select an activity Q + Add
Excipient Pharmaceutical Ingredient (EPI) Manufacturers
K F UpEFOF @
MY
JE:‘E-"; = Registraion My Requests | ! My Produc My ¢ a £ O

New Request

Application | Manufacture

Summary

Payment Due
19-01-2022

To pay )

STEPT7
Summary
Fees

Payment Method Issue Date

/ 20-12-2021
( 720hars 00
C at Cos T
115000 17250 132250

Declaration

Bill Details v

By sending this request | hereby certify that the submitted are true and accurate and changes will not be made until they are approved by SFDA

o

iz
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Adgallg dAAl Solall &ymll

HRI Mo dUL

bFpBIOF1I@mbp KpK



Public

pphH af AxIO

My Requesd

b

Rgquest Detaily

Jaw
SoR =

My Requests

Inguiry Cancellation Variation Objection

Product Numbes

Certificate

ncomplete

Sub-Product Trade Name

wr 2T p YIOF WoummbF YIOF KFp/lh BF

d+ASgé

Payment Summbity

Animal Material

Payment Summary

Invoice Number

Sadad Biller Name:

Sadad Biller Id

Vat Registration Number

Issue Date

Payment Due

489487561

My Business Services

144

300784838500003

20/12/2021 01:49:13

19/01/2022 01:49:08

Tax Invow:@

115000

17250 132260

C?uf

Bill Details v
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- clgallg clisll dium Juoc <l bago jouu
s3gall gasll dilgs

alais sl dlac i

6)gilall @5 [z)

8)gilall Jraxi B
489487561

Y

wr T p YIOFMHlp MmbF YIOF bTBCH

489487561 (1).pdf

dppall 5ygilall

Name: sl
Address: :olgiall
VAT Number: sdgypall degazall Jiauwsi ad)
Invoice Data 8ygilall Silily
Invoice Date: 20/12/2021 01:49:27 Bygilall 4yl
Invoice Number: By9ilall @)
Payment Reference Number: -— gazsall gaall a3y
Payment Method: llacl Cilos sl sgaallsla

Supply Date: 201212021 sayeill ali

Customer Data Jroall Silily

Name: sl

Address: olgiall

KFp/lbh BF

wr 21 p YIOF WemMbF YIOF
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(@}

Upload Filg

Jauw Registration My Requests ation Requests c e e £ 0
gistration My Requests ation Requests
SOR -
Request Number Product Number Sub-Product Trade Name
Request Number Product Number Sub-Product Trade Name
MAH Request Status
MAH Waiting Upload Files ~

a@-=»

MAH. Incomplete MAH 2

View Request Details

Clear

s

Veterinary Product varkion Waiing Upload
Request Fies Details ~

Human Medicnal (SR

Product

Last Update Date: 18/10/2022

Sub Product Trade Name: SDR123

Wistng Uricsd [N
Fies Details ~

G YABKIF7 UTp pFAbXF

Jaw
SOR =
Proposed Storage

Animal Material

Payment Summary

0
lgallg danll éuxlinl Al
( Saudi Food & Drug Authority

Please upload the files based on the eCTD requirements

/r
Bl

Drop zip file here to upload or select from your computer

Terms And Conditions  User Manual FAQs . 19999

[
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https://youtu.be/8pCqIh-MUhc
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Needbh bhUnder Technical Validatibn

®Newh

o

Ntanual Technical Validation

)]

(Subproduct number)

e®@TD
ZIP

T
T

B .zip (evaluation copy)

File Commands Tools Favorites Options Help

Add  ExtractTo  Test View  Delete  Find

AR YWy

Info

Wizard

B 44

VirusScan Comment  SFX

[ = pass.zip - ZIP archive, unpacked size 604,548 bytes

Name
g
0000

Size Packed Type Modified CRC32
Local Disk
File folder

dF YAB KR Fx32 wHrTpA

@ Open

Organize ~
mDesktop  # A
& Downloads  #
= Pictures  #
od SDR
SDR files

SFDA

Training
Search again in:

@ OneDrive " Libraries
= This PC

3D Objects

m Desktop

4 Documents

3 Downloads

File name: | SDR

« v 4 W > Search Results in Downloads >

= This PC

v U sdrzip x

= Custom.

~| |AllFiles =

Open |¥] Cancel

Drop zip file here to upload or select from your computer
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https://www.sfda.gov.sa/AR/DRUG/DRUG_REG/Pages/drug_reg.aspx
https://www.youtube.com/watch?v=4qhpm16AvWo
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Iriquiryd

Reply Inquiny

7

O-
o

Jaw Registration My Requests
SOR -
All Request Enquiry
13 Request 1 Requests
Request Number

Request Number

Chowe

My Products My Certificates
Updated Requests

Objection Requests

Trade Name

Trade Name

20/05/2018 20/05/2018

Certificate Req

MAH

MAH

$ Reque

Now Request

[EIEEER ® Reply Inquiry .

([ Request Details

B Request Details PDF

7
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JS%]“RJ Registration My Requests My Products My Certificates “ 9

Number Of Inquiries: 1 ‘

# Department Name Details

il
1 Product Evaluation Department @ _

Upload New Medical File

0
Bl

Drop zip file here to upload or select from your computer

Save

r_lyn,q/( PUYKIOR2D aps>bhbhBBHOF afprTtl

i Inquiry Reply X
Files Levels
Module 3 (Quality)

Sub Files Levels

P. Drug Product

Inquiry

Need Study
Reply

Save close

abl/lhbhbF nAK2BplHF 2 apsbhhbsOF a
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Juw Registration ~ MyRequests  MyProducts My Certificates ‘
SOR [PE= : , £ 0

Number Of Inquiries: 1

Department Name Details

1 Product Evaluation Department @

Upload New Medical File

0
Ea

Drop zip file here to upload or select from your computer

A= :
qfF YSAB IOFERHUDp 2 aps b Bse lOF

HComplete Requelst

Proceedh

© O o o o
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andl; Registiation My Requests My Migration Requests My Products My Cenficate £ Ouauea
eyus: v [ver— S A 1 T
MAH Request Status
MAH The file is incomplete ~

m e

Numie Sub-Product Number  Praduct Ty s Status tails

an Medicinal m

Praduct
2 . Herbal Product e
- ncon Details

Last Update Date: 201102022 Sub Product Trade Name: Hygex Cream

plete Request
3 | Request Details FOF [ e o |

Details ~

Details ~

Details ~

) Details ~
, 5 Details ~

"Incomplete Request'n K p YxHHORP 5 aps>h hBOF a,

JS:IDJ# Registration My Requests My Products My Certificates ‘ 9 CompanyRep1

Incomplete Details

Application Concern Name Drug Type Name

Human Medicinal Product Generic(Multisource) Drug
Sub Drug Type Name

Other

Rejection Reason
unclear file

Module 1 - Regional Administrative Information >

Verification Role Name Verification Result Option

Cover letter InValid

Verification Role Name Verification Result Oilion

K T p KBFF pJ/BHBB F

7z 18
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J Registration My Requests My Products My Certificates ‘ 9 CompanyRep1
SOR |PE= —

Module 1 - Regional Administrative Information v

Module 2 - Common Technical Document Summaries v

Module 3 - Quality v

Module 4 - Non-Clinical Study Reports v

Module 5 - Clinical Study Reports v

"Proceed"'p f Th3fF 92dap>5 hHhBBHOF afpTtTLl

Ja % Registration My Requests My Products My Certificates £ O

New Request

Application type Product Details

STEP 2
Product Details

Proposed trade name in Saudi Arabia
Proposed trade name in English (in saudi arabia)

Proposed trade name in Arabic (in saudi arabia)

3

a bl /1 W EGFT 9 K
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$b-Producth

Subt NBHRdAzO( ¢ 0
bSubProducth Myt NP RdzO( a ¢
Y

L Registration My Requests My Products My Certificates ‘ 9
SDR - -—
3
|| 0000000389 Submited 2 sub-Products v
4 | 0000000388 Submited
1 sub-Products v
5 0000000387 Draft
1 sub-Products v
6 0000000386 Submited
= uomite 5 sub-Products v
(# Product Details
7 0000000382 Draft
1 sub-
+ Add Sub-Product
8 0000000370 Draft 2 sub-Products v
9 . 0000000375 Draft
1 sub-Products v

Sub- Product w 72F9Y @

Add Sub Produdi 0
®

Y

MarketingAuthorizationHolder Product Details
@

P A 20
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Jaw

Registration My Requests My Products

SDR =

New Reguest

Human Medicinal Product

Is Saudi Arabia Country of origin?

®

Is this product under license

@®

Was there any scientific advice given by the SFDA for this medicinal product?

®

My Certificates

‘ e CompanyRep1

F

Sub-product 4 T3r0Y F

bProduct Details
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) Legaktatus ofproduct

Registration My Requests My Products My Certificates £ O companyRept

Application type Product Details

STEP 2
Product Details

Proposed trade name in Saudi Arabia
Proposed trade name in English (in Saudi Arabia)

Proposed trade name in Arabic (in Saudi Arabia)

+ Add new product

Sub Product w 73r1Y @

® 0
¢ 2 | RKoillhvgic Paymehb a o)

F 22
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@
(o))
My b
New Package Size Products
Y
5on 9= PR
My Products
1 :
CKpT 6hxBtOMum?a3K atc wlTfrYw
Y
The request was acceptedby the committEe
@
Y
& 23
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Ja Registrat
SOR =

Product Datails

STEP 1
Sub-Product Details

General

Marketing Company Information

[ N

v
Marketing Authorization v
Legal Status of the Product v
Ingredients v
Manufacturers v
OMmB ®mKF d9fF XFT 3
Juw Registration My Requests My Migration Requests My Produ My Ce
SOR - £ 0
FT—— .
Packaging
Package Size
=)
>
Volume
-]
Unit

Continue later

User Manual

)
Jlgallg taAll dsle Al
c Soudi Fond & Drug Authority

FAQs

. 19999

7
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Ju R . fy Roquests My Migration Requests f fuct My Certificates
SOR == £

duct Details Price Cerfificate

STEP2
Price Certificate

Pricing
CIF Price Currency

po.ooo e ~

Pricing in Origin Country

Ex-Factory Prics ExFactory Price Currency Wholesale Price Wholesale Price Currency
00.000 i ~ 00.000 Chot

Public Price Public Price Currency
00.000 hoose ~

Marketing Pricing

Please enter the price in countries where the product is marketed

[

p /1 BIOF WhF 11 G9fF XF T 2

Product Details Price Certificate Summary

Summary

Declaration

By sending this request | hereby cerify that the submitted are true and accurate and changes will not be made until they are approved by SFDA

Title Name

File Signature

Selact file oa

Company Stamp

Select file a

Bill Details v

7
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Y
Hhhe request was accepted by the commitee 0
@
"adzo YAO & 0
products. "Waiting for upload filé

® sub product
"new Package Sizeb
€ gl AGAY3I F2NJ dzLJX 2F R FAL S

P 26
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® bMy Products)
bRequest Certificate

Jaw
SDOR -

204

# % Trade Name

1 |} u

# Dosage Form

Registration

My Requests My Products

My Certificates

Trade Name

Product Number Status Sub-Products

0000000204 Submited

Strength Unit Primary Package Creation Date

Registration Number

sub-Products ~

Registration Date

& O CompanyRept

Cancel

Options

(& Show Details

Certificate Request

Certificate type

choose

choose

Registration Certificate Of Herbal Product

1 m Ll N mgkg  Bag 11/08/2018 @ Request Certificate
WhF !l IOF3 GuKF 2A GFMA>
JS:E-]L; Registration My Requests My Products My Certificates 4 (] CompanyRep1

Eyognull &yyunll E=lasll
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LI Mi o dYL

Wphbrnl IBF7 Umx pfrTh3F

27



Public

ppH af AxItO

oNexe

Jaw Registration My Requests My Products My Certificates
SOR =
AR (Agenty warkeung wompany, Nauonany
Tahani gh Test Product,Gibraltar
# Manufactory Nationality
1 Albania
2 Andorra

A O CompanyRep1

6hXBIIOF FHE xfF 17 3 4B

b bYh IOF

Jaw Registration My Requests My Products My Certificates
SOR -
Fees
Payment Method Issue Date Payment Due

/2w

Shous  00minutes To pay

Cost Vat Cost Total

1000 50 1050
# Dosage Form Strength Strength Unit Primary Package Package Unit
1 Bath additive 987 mglkg Bag L

30-10-2018 30-10-2018

Volume

a O CompanyRep1

Bill Details ~

Cost

1000

o

Syognull Sy 0l &=l
Adoallg dAal Eolall &uall

LI Mi o dYL

wprBo xAA
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)

J

Registration Certificate Of Herbal Product

Free Sales Certificate Of a Herbal Product
Certificate Of Pharmaceutical Product CPP

Registration My Requests My Products My Cerlificates
SOR ~ Y y Req y Iy -
Certificate Request
Certificate type
choose M
choose

Iy (8] CompanyRep1

Wphrnal 48 45A Fl xF
J2 Registration My Requests My Products My Certificates A 9
SOR = —
Certificate Number Trade Name Certificate Type
Certificate Number Trade Name Choose v

# S Certificate number < Trade name

Number of Certificate Requests : 1

& Certificate Type s

Registration Certificate Of Herbal Product

3010/2018

¥ Requestdal

@, Certificate details
[3 Print certificate

Syognull &yl = lasll
d0allg JAAL Eslall &uall
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Certificate No.: olgall 5, N ln
Issue Date: bl &6 et | ifi -f l:}l""' 1P d90lg 12ll &k Ael
; gistration Certificate of a Herbal Product Saudi Food & Drug Auharity
Expiry Date: K1) [
gl @ bl ¥l
EE EmE B Lo Staws L Trsde Name
= ol
| _| Generic Name
Jissl Jimill
" - il o3
Marketing Aa:zzr:“z)anon Holder H BE Registration Number
gidaall Kall
iz § guuall 48l LB Dosage Form
Marketing Company,Nationality
N Bl 384l
i 8 bl &6 52l -/ Product Strength
. . Manufacturers, Nationality
ol ban
I ETE Sheff Life
taull g
Packaging Type
Baaall s
Packaging Size/Volume
Stamp
s sl g s
P c L Storage Conditions
,«‘;%

pYchbBe4dF UWpHFal

CPP

= =4 =4 =4 =2

CPP 0

CPP Y

7 30
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Yaiation Requesh :

(S S

Ji Registration My Requests My Products My Certificates a o
SOR - —
Product
# $ Trade Name Number Status Sub-Products Options
1 0000002422 Draft . b Products v
2 [ | 0000000424 Submited - b Products ~
Sub-Product Primary Creation Registration Registration
# Number Dosage Form Strength Unit Package Date Number Date Status
1 HOODO0D0989 pg/m3 Screwcap  22/12/2018 25/12/2018

¥ Show Details
(¥ Request Certificate
2 HOOO0O0000990 Hg Jar 22/12/2018 25/12/2018
& Variation Request

& Cancel Request

4 HOO00001002 billion Stopper 22/12/2018
organisms/ml

3 HOO00000992 kg Ampoule 22/12/2018 04/02/2019

5  HODOOODD1013 — pg Dredging 23/12/2018
container

b1 pUIBHAL yc Y H

I = 31
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J Registration My Requests My Products My Certificates a o
SOR
Variation Request Detail

Request type
Application Concern

Choose ~

Proposed Changes

Current Proposed
Current Proposed Add Cancel
Number And Title Of Variations
Choose [+

Change affect
Does this change affect the last updated drug application form?
No

@ Yes
Is Allow To Change Product Information Detail
No
Yes
Is Allow To Change Manufacturers
No
Yes

Is Allow To Change Marketing Authorization
No

BT B IOF G piRA A g B s Bh BE

Jw

Registration My Requests My Products My Certificates - =]
SDOR

Variation Request Detail

Application Concern
Safety, Efficacy, or Pharmacovigilance Changes

Number And Title Of Variations
Choose [+]

1 - Change in ATC Code /ATC Vet Code

Procedure Type Implementation Date

Changes approval
Note that the variation request may affect information in certificates related to the sub product, please request a new certificate once variation
is approved to reflect those updates

< Frevious —

b T p /1 b FOF 4 pbsi B ebBy CRY H

I = 32
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NEXT o]

=TT

ry O Amicoaa7
SOR

Registration

My Pre

My Certific

Mew Request

duct Detai

STEP 2
Product Details

Proposed trade name in Saudi Arabia
Proposed trade name in English (in Saudi Arabia)

Proposed trade name in Arabic (in Saudi Arabia)

Primary

D Dosage Form Strength unit Packa Packaging Size unit

Action

1 Gas and solvent 454 pg/m3 Screw cap 545 {sachet} 545 =
for dispersion for
Injectionsinfusion

< Previous
6hXBIOF BEMHFYhH wcYHh
Ju Registration My Requests My Products 2 © Amico3s7 1
SOR

Manufactures ing Authorization Lagal status of Prod. rice Certificate

Payment Method Issue Date

o2

Payment Due
04-02-2019 04-02-2019

1hours 00 minutes To pay

Cost Total
4000 200 4200 Bill Details v
Declaration
By sending this request | hereby certify that the are true and and changes will not be made until they are approved by SFDA

Title Name

File Signature

Select file X
Company Stamp

Select file

Summary

Application

Wp mbHAYIOF wcY

<
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Y My requests

The request is rejected because of incomplete request
The request is rejected to exceed the time limit for answering the

query
The request is rejected becausek of requirement -

MAH Regues! Status

MAH The request is rejected to exceed the time limit for answering the query

wYmMTpBIOF 4R BAAKF bfsebbhBF wl

Y

P & 34
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J Registration My Requests My Products My Certificates
F == y £ ©
My Products
Product Number Trade Name
406 Trade Name n cancel
# = Name Product Number Status Sub-Products Options
1 | Submited o T it .
Sub-Product Primary Creation Registration Registration
#  Number Dosage Form Strength Unit Package Date Number Date Status
1 He0000000947 Concentrate and 1 kg Ampoule 25/11/2018 0000000947 25/M11/2018 C s
diluent for solution for )
Si—— & Show Detsils
# Request Certificate
2 He0ODODDDOY4S Blood fraction modifier 1 ] Ampoule 25/11/2018
# Variation Request
He0000000949 Chewable tablet 1 kg Ampoule 25/11/2018 0000000949 25/11/2018 G Renewal Request
& Cancel Request
a He0000000950 Concentrate and 1 kg Ampoule 25/11/2018
solvent for cutaneous
use
5  He0DODDDOOSA Anticoagulant and 2 mg/kg  Bag 25/11/2018
preservative solution
for blood

Ghharg POF bH I 4ugHr 3 IOF wc Y b
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SOR E— pph afr AxIO

JEDJJJEIR % Registration My Requests My Products My Certificates = © CompanyReps

Price Certificate

Pricing
CIF Price Currency
17.75 SAUDI RIYAL b

Pricing in Origin Country
Ex-Factory Price

3.75

ExFactory Price Currency wholesale Price wWholesale Price Currency

SAUDI RIYAL ~ 7.6 SAUDI RIYAL ~
Public Price Public Price Currency
4.4 SAUDI RIYAL kg
Marketing Pricing
Please enter the price In countries where the product Is marketed
Country
Choose -
Ex-
Country factory CIF Public
Name size  Unit Price Currency price  Currency price  Currency Notes
Algeria - =
e mL o~ " ALGERIAN DINAR ~ 1 ALGERIAN DINAR 2 ALGERIAN DINAR~ | Notes
ATJEnting 3 mg ~ 51 MALAYSIA RINGG~ ‘] MALAYSIA RINGG~ 18 MALAYSIA RINGG~ Notes
; z
Syognull &y nll S laall

d0allg JAAL Eslall &uall
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pphH af AxIO

Fees
Payment Method Issue Date
/ 04-02-2019
2hours 00
8800 440 9240
#  Dosage Form Strength Strength Unit
1 Concentrate and diluent for solution for infusion 1 kg
o

Prin

Ampoule

Payment Due
04-02-2019

To pay

1ary Package

Bill Details ~ d

GhxBIOF5 BmMBbBp vicYhh

(0))]
Ed 9ELIA NBRE

ay gexpireda 2 2 Y €

after receiving the renewal approval, you cannot request a new certificate
Auntil the current certificate becomes expired

&
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Y
P 0
® o)
® o)
Y
Y 1
®

YaVariatioh T

®
1

o
1
d
1
®
1
o))
® 1
® 1
1
®
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Jw Registration My Requests My Products My Certificates ‘ 9‘
SOR =
Request Sub-Product Product Trade Product Request Request Latest
# Number Number Number Name Type s Type $ Date s Update Status MAH
1 Herbal 17/04/2019  17/04/2019 The request SPIMACO ==
was
Product accepted
from the
Committee
2 lel  Herbal 16/04/2019  16/04/2019 SPIMACO ==
d
Product —
3 Herbal 11/04/2019
Product
4 Herbal 11/04/2019  11/04/2019 The request SPIMACO ==
Product SE
from the
Committee
5 Herbal 11/04/2019  11/04/2019 The reclest SPIMACO
Product
[ Request Details
% Objection Request
6 lel  Herbal 11/04/2019  11/04/2019 The stug
was B Request Details PDF
Product comple
from all
departments

0 Object i KiFpRetgaZe SUPOHF 3

JS:II‘_:ILRU % Registration My Requests My Fﬁuct_s My Certificates £ O companyrept
Price Certificate -
Last Approved Pricing -
Certificate -
A ical Ther ic C ical (ATC) -
Packaging -
Shelf Life ~
Proposed Storage -
Animal Material o

Reason of objection
Choose ~
Objection Details

Objection Details

i r .Y
0 Objecti KFpRdpute #IFA wr HbF 3

7z 39
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Ju Registration My Requests My Products My Certificates y
SOR ~ g Y ‘ 9 companyrepd

Objection Request

Objection Request Details v
Fees
Payment Method Issue Date Payment Due
/ 17-04-2019 17-04-2019
4 s OOminutes To pay
1000 50 1050 Bill Details A
Primary Package Package Unit
1 Concentrate and diluent for solution for infusion 1 mg Ampoule g 1 1000

KFphKbF W5BM2 JfF 3 OF b Fp BIOF

Y & dzo YA (€
) WaitingFor Invoice Paymeij -
P WaitingUploadFile$) -
Needh b Under Technical Validatien -
HManuel Technical Validation
)

P A 40
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P b b
a/ I yRéfdst

Jaw Registration ~ MyRequests  MyProducts My Certificates a0
SOR == —
My Products
Product Number Trade Name

204 Trade Name Cancel

# % Trade Name Product Number Status Sub-Products Options

1

u 1 sub-Products ~

# Dosage Form  Strength  Unit Primary Package ~ Creation Date  Registration Number ~ Registration Date  Status )
[ Show Details

1 987 mgkg  Bag 11/08/2018 0000000431 30/M0/2018

(# Request Certificate

The proilu

(# Cancel Request

pYch BsFHIONBH

hCancel Requdst

F 4
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Amounts of product Imported to Saudi Arabia during the last four years

Year Amount Currency
2018 SAR
Year Amount Currency
2017 SAR
Year Amount Currency
2016 SAR
Year Amount Currency
2015 SAR

p YcbhBeIIOF _ FOwY oA wd IMBRmAAB OF

amount product imported to Saudi Arabia during the last four Y
HJTMp years
@ H 1M

L egal Status

List of countries that the product is still marketed in

Country Date
Select a country ~ dd/mmfyyyy Add
View List of countries that the product is still marketed in
No data found
Add List of countries that delisted the product 2

List of countries that delisted the product

Mo data found

Create Reguest

pYchBBIOF _ FllI0OowyPwmAh c T waImsSAB IOF b,

F 2
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My Products
Product Number Trade Name
258 Trade Name Caredi
# % Trade Name Product Number Status Sub-Products Options
1 N ™\ Submited
1 sub-Products A
Sub-Product Dosage Primary Creation Registration Registration
(& Show Details
o Number Form Strength Unit Package Date Number Date
[ Re-register
1 Bee smoke 56465 mg/kg Bag 11/09/2018
tick ETI
s

WSGAIOF brtThh 8FFKw WCTBK aFf fdx

Reregister

Submit Summary

p

7 43
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Summary
Fees

Cost Vat Cost Total

0 0 0 Bill Details v
Declaration

By sending this request | hereby certify that the submitted are true and accurate and changes will not be made until they are approved by SFDA

Title Name

File Signature

Select file o

Company Stamp

Select file o

HAB IOF M AAIKF5 BT+ Bh WhFKw . IOF

J2en % FoeqgisIrancn A— . - T & O amecssm

Summary
Fees
Payment Meihod Issue Date Payment Due
/ 04022019 04-02-2043
3 OO rranus To pay
18000 ] 18900 Bl Details ~

Declaration

By sending s request | hereby censy thal e submitied are irue and Sccurale and changes will nol be made unlll ey ane approved by SFO&

Tithe Harme

Fie Signature

St Tie B

c MSAB IOF X AAOF upbBrt BOF6 mbr FAAOFRa myrspy 76
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Request status Descriptiomn
Waiting for Inwoice Payment After completing the application
- When issuing a gquery imvoice

- Issuing aninvoice to complete the file
Waiting Upload Files - Upon payment of the application for registration,
objection or adjustment.

- After reviewing the reason of technical verification

fail=d
- When file upload fails

Under Technical Walidation - When files are uploaded successfully

Failed Technical Validation - When file dossn't pass the technical verification

Invoice Expired - When the imvoice period expired

Under Studying -When the filz is accepted by the SFDA team in the
werification step.

The Product has Been Cancelled -When the cancellation request is accepted by the
Committee's officer

At the Relevant Departrment -When referred to the concerned department

-When the query is accepted by the concemed
department

The Query Has Been Completed &t “Department -After the management reviewing the query and

E

Mams approving it

Waiting for Query Reply = If areview is completed from all of the department=
-If the review of the query is completed from one or
more departments and thers is no guery from the rest
of the departments and the finzl report was created
=0 that the status of the application was "complsted
by the concerned department”.

-if the answer of the guery is rejected through the
produect manager.

The Query was Answered = -When the company representative replies

& 45
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ESDR SDR

b

dmigration Request

Juw My Products My Certificates
SOR = ! ’ £0
My Migration Requests + New Migration Request
All Waiting Action
8 Requests 4 Reque
Request Number Product Number Sub Product Number(Reference Number)
Request Number Product Number Sub Product Number(Reference Number)
Trade Name MAH
Trade Name MAH Clear
Product Request Latest
# Numbe Product Type 20D 2 Update MAH
1 H0000004012 0000003011 HG00426-00- Human 2110/2019  21/10/2019 thigah -
00-00 Medicinal
Product

F

Syognuwll &y ol S=lasl
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HNew migration Requédst

Juw Registration My Requests
SDR =
My Migration Requests

All Action

8 Requests

Request Number

Request Number

Trade Name
Trade Name
Request Product
#  Numbe Number
1 HO000ODO4012 0000003011

Product Number

Product Number

MAH
MAH

Sub-Product

Number

HG00426-00-
00-00

My Migration Requests

My Products My Certificates

£0

<+ New Migration Request
A

Sub Product Number(Reference Number)

Sub Product Number{Reference Number)

Reqguest Latest
Product Type £ Date £ Update  Sta MAH
Human 211102019 21/10/2019 thigah
Medicinal
Product

GF xF T 2I0F &2 cph wcYH iatFwm
SDR

Jw
SOR =

Old SDR System Available Products to be Migrated

Reference Number

Reference Number

Reference Number

1 HG00415-00-00-00
2 HG00416-00-00-00
3 HGO00417-00-00-00
4 HG00418-00-00-00
5 HG00425-00-00-00

Registration Number

Registration Number

stration Number

188-277-07

189-277-07

190-277-07

191-277-07

144-277-03

My £ 0
Trade Name
Trade Name
Name
LORVAST 10 MG F-C TABLETS "
LORVAST 20 MG F-C TABLETS -
LORVAST 40 MG F-C TABLETS e

LORVAST 80 MG F-C TABLETS

WINEX 200MG CAP

F
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Product PDF Details
0
Migration as a product
¢SDR) 0
Migration as a sub product

(SDR) 0
ESDR Product

bMigration as a produd

Migration as a product b

[0}
Y
HumanMedicinal Product @
Veterinary Product @
Herbal Product ¢}
Y
® T

@ 48
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Migration Request

Please Select Application Concern

Herbal Product Human Medicinal Product Veterinary Product

Product Product Product

aEa Ea@ &

User Manual FAQs . 19999

0
p 195010 561 alrll il
( Saudi Food & Drug Authority

wrpm/lBOF wrepyF br T hh arfrfx L

Migration Request

Human Medicinal Product

Is Saudi Arabia Country of origin?

Yes

@ No

Is this product under license

Yes

@ No

Was there any scientific advice given by the SFDA for this medicinal product?
Yes

@® No

Is there & pediatric development program for this medicinal product?

Yes

@® No

Is this product registered in GCC

WwBhs3I0OF6 b MYc YGfF xF T 9

F a9
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Migration Request

$Q——0—0—FO0O—O—FFO0—0

Application type

STEP1
Application Type

Please Specify For SubDrug Type Other
Please Specify

Please Specify

General Praduct Information
Trade Name

Trade Name

Product strength

Product strength

Strength Unit

pYchBBIOF 66 BMSANB YfF XFT 2

Waiting for Migration RequeReviewing)

Waiting Y
@®Complete Migration Requést Achon
Deleek
)

anag% Régeta Requests My Migration Requesis 1My Produc —— 2o
My Migration Requests

1 Reauests

Request Number Procuct Number Sub Product Number(Reference Number)

Sub Product Number(Reference Num

Request Numbe

Trade Name MAH

Trade Name MAF

UserManual FAQs 19998

(Y s
pYchBBIOF 6FFBMSANB YfF XFT 3D

Z 50

Syognull &y unll &= lasll
Aoallg dAAL Eelall &imll

HRI Mo dUL



Public

pphH af AxIO

Ntjgration as a sub produty

HMigration as a sub product b

b
Products x
My Products
Product Number Trade Name
i
0000002983 Submited ‘[}3
0000002997 Submited +
0000003011 Submited .
4 0000003012 Submited +
0000003015 Submited 1 +

CKpYIOF 6&xxBKF Y9fFxfF T 32

Product information o

trdde name in Arabic and English A
Manufacturer information o

Finished Manufacture A
Pricing information o

@ Waiting for Migration Request Reviewling

Z
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o)
.bMy Requesty)y Padb 0
Waitingbh 0
bRequest has been updated by SEDA Action b
®
Waitingh
Agtion
Y Drafth b
SFDA Apiation Details
0
Bomplete Migration Requédst
0
Delee
bDrafth 0
Y
(o))

P 52
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SOR -
Complete Migration &
Request
Deleth
(o)
My Migration Requests
O Ensiyoc i
Fptw Mr3bF6BFAbXF 9 brTcphIlOF
0
My &
Paidy HrRequests
A
o]
Request has been updated by A
Waitingfor Migration Requesi  S§DA
Reyiewing
2 53
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Jaw
SOR =

Registration My Requests My Migration Requests My Products My Certificates £ 0

Migration Request

Appiication type

STEP 1
Application Type

General Product Information
Trade Name

Product strength

13

Strength Unit

kg v

Dosace Form

WwWeTaAF b 310 B Wb /1B IOF d9fF XF

F 2
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Transfer
of Product

Juw My Requests My Migration Requests My Products My Certif
SOR = s £ 0
My Requests + New Request
Request Number v Search Request Q e
All Inquiry Canceliation Variation Objection Certificate Incomplete Renewal
2 Requests e Requs L R L 1
4 quest Tyr
#  Numbe \umbe Product Type s Statu Details
' B o

’ ooy
< expied Details A

New Transfeof
product

Jaw
SOR =

My Products My Certificates  Transfer of Product ‘ e

Transfer of Product

Request Number Search Request Q e

No data found

- . N Terms And Conditions User Manual FAQs % 19999
{‘ Y daalls IAnl Edal

httpsy/sdrempasfdagovsa/TiansferMAH/Create = S°0% Food & Brug Authority 5 - 20! 3 d & Dru

Z 55
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Next

) Requests My Product: Transfer of Product £ O

Jaw Registrati My Request

ZOR = S My Migrat o

Transfer of Product Form

Verifcation Information

Email address linked to the current MAH Account Commercial Register Number (of the current MAH company)

someone@example.com Commercial Register Numb

Commercial Register Number (of the proposed MAH company) Product Number

Number (of the proposed MAH company) Product Number

Commercial Reg

Transfer of Product Disclaimer
1 o A gk o Vg i plas o a5 805 A 5 i s s LS e stall A0yl A8 30 0 i 8 g€ g gl A0 3 450 pmad e 2N i ca Al ah
L i B A8l i lla JSiy A Au 31 3 ghaal 33 )5 "Application for Variation to a Marketing AUthorization - & sl s ) o padi® (il s e 35 520 elle) i)
o Y ypme ol e iy 00 S8 i laa Ul il il (A o A gaeddl pi Aeale JaaD Y g aSieall 4 e 5 g Ay it g Alaadl e gladl g St ARS Aaas A g pene il p3ke Sk
Aaaea e e giaay it Jad Ce Al A jad el fAn g 8 ket gl

This service is intended to help the new marketing authorization holder to request the transfer of the regulatory activities’ forms of the product to their account on
eSDR platform as the first step to submit MAH transfer request through its eSDR account. Be noted that the approval of this request DOES NOT imply that the
new MAH is from itting the for Variation to a Marketing” which is the next mandatory step to achieve the ownership transfer of the
product. The applicant is responsible for the accuracy of the ion, data, and their validity. The SDR (Saudi Drug Registration)
platform is not responsible for the applicant’s violation of any of the aforementioned requirements. In addition, the applicant will be liable for any consequences,
legal effects or commercial disputes resulting from the submission of incorrect data and Information.

Next

e —

Verifcaion Information Sub-products Information

Transfer of MAH Form
Sub-product Information

The number of sub-product of the main product is 3, all of them must be entered

Registration Number Sub product number Dosage Form
t number v

tration Number

1 Bath additive z @
2 o
3 Bath additive z @
< Previous Next

2 56
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PDF,zip,rar

e —9

Veriicaion Information Sub-products Information Amachmeni & Agreements

Transfer of MAH Form

Attachment and agreement

Copy of the agreement (contract) between the two companies (certified)

757562 1 (2).pdf =]

Letter from the company that has the product in SDR

757562 1 (2).pdf a

Transfer of MAH Disclaimer
pemiyts 8 g cdan @ g0 g Qb pta gy s el gt 186 e Al ) i gll) D Rnn 0 lghesn i Amte Jan Y g vl sl il gy B RS nm Bl g il e Jan
A AL 6 Ao ghaad) Bl G b amen i e les y ] L pie Jasl 0 G

The applicant shall be fully responsible of the accuracy and cormmectness of the entered data, and SDR platform is not responsible of any incompleteness and
inaccuracy of data entered by the applicant, The applicant shall be consequently responsible of any legal liability due to the incompleteness and inaccuracy of
the dala. however the paid fees are non-refundable.

< Previous
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