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My Requests My Migration Requests My Products My Certificates £ e CompanyRep5

SOR =

All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
827 Requests Req 1 Reque Request 13 Request 50 Request 10 Request R t

Request Number Product Number Trade Name
Request Number Product Number Trade Name
MAH Request Status
MAH 10058 v
R b-Proc T J ReqL
mber I S vt S s H
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Registraton My Requests My Products My Certificates £ 0O

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

Application type

STEP 1
Application Type
Because you choose No in "Is Saudi Arabia Country of origin?" please complete the following:

General Product Information
Reference Trade Name

Reference Trade Name

Product strength

Product strength

Strength Unit

choose v

Dosage Form

choose v

Authority
Certifying Authority

éj@oﬂ d.f,,ol.ai
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Product Details

STEP 2
Product Details

Add new product

< Previous Save and Confinue later Next >
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Registration My Requests My Migration Requests My Products My Certificates
SoR |gE= g £ 0

New Request

Application type Product Details Manufactures,

STEP 3
Manufacturers

m

Active Substance Pharmaceutical Ingredient (API) 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

v Se 2 manufactu ~ Select an activity Q

Active Substances Manufactuer name Activity

Excipient Pharmaceutical Ingredient (EPI) Manufacturers

144 130 Sl jo)9 JWf@@JwJL&UﬁﬂWJ/M/@JT%){O obial Sadb s go 90 LS

Fees
Payment Method Issue Date Payment Due
/ 03-09-2024 03-09-2024
1 hours 00 minutes To pay
Cost Vat Cost Total
5500 825 6325

Bill Details ~

Invoice Type
Issuing tax invoice

Issuing simplified invoice

Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as 'tax invoice' before proceeding with payment
through Amaly platform
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My Requests

il gy

Rerpest Number

Cancellaton Variation Objection

Product Numbes

Regues

Cartficate

ncomplste Renawsl

Sub-Product Trade Name

Waiting for invoice payment

zed Hani 88 Last Update Date: 2011012022

Request Details POF

obal g0 90 WS “View” szl o3 " Payment Summary " jlasl o

Payment Summary

Invoice Number

Sadad Biller Name

Sadad Biller Id

wat Registration Number

Issue Date

Payment Due

543146112

My Business Services

144

300784838500003

03/09/2024 12:23:47

03/09/2024 13:23:47

Tax Invoice

View

ey ol Ll e i

Important Notice: Payment method updated. Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as
“tax inveice' before proceeding with payment. Additionally. for tax invoice issuance, customers must be registered and logged in to the Aamaly platform

Bill Details ~

BUs " 03 pe3 " 5538 Bgil e Laiall pdsiuel p g
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"Upload File"

AL pgu 133 093 (el Wlla) douz Bgue x> A3Ls| ) i) 8 gunll on>

Ja tegistration My Requests graticn Requests oducts Certificates £ 0
SOR =
Request Number Product Number Sub-Product Trade Name
Request Number Product Number Sub-Product Trade Name
MAH Request Status
MAH Waiting Upload Files ~
1
# m Dat [ Nur P T ] S

1 Veterinary Product Variation ‘Waing Upload .
Request Files. Details ~
2 Human Medicnal (DN (i I
i Fles Details

MAH: Incomplete MAH 2 ast Update Date: 18/10/2022 Sub Product Trade Name: SDR123

View Request Details

Flles Details ~
S—
Request Fies Details ~
Renewal Waitng Upioad
Request Files Details ~

1o 2 " A My ) . . i .
SOR = £ O
Proposed Storage ~
Animal Material v
Payment Summary Y

Please upload the files based on the eCTD requirements

) =
=

Drop zip file here to upload or select from your computer

Terms And Conditions  User Manual FAQs . 19999
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"Technical Validation
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Lo Jazo!

B izip (evaluation copy)

File Commands Tools Favorites Options Help

FAW WD

Add  ExtractTo  Test View  Delete  Find  Wizard  Info

B 44

VirusScan Comment  SFX

EI “ pass.zip - ZIP archive, unpacked size 604,548 bytes

Name Size Packed Type Modified CRC32

0000 File folder

@ Open

« v 4 W > Search Results in Downloads >

X
v U sdrzip x
Organize ~ =- m @ ‘
mDesktop & A~

& Downloads  #
% Documents  #
= Pictures *
ed

SDR files ‘

= This PC
» 3D Objects
m Desktop
4 Documents

3 Downloads

File name: SDR ~ | AllFiles o

Open || Cancel

Drop zip file here to upload or select from your computer

=
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Ol O wlake)l 18y pusviwell judaiws 0
é‘.:E-llé = Registration My Rejas(s My Products My Certificates £ 0
o— r
All Request Enquiry Updated Requests Objection Requests Certi q
13 Requests 1 Requests Updated Requests bjection Requests ) Certifics mp
Request Number Trade Name MAH
Request Number Trade Name MAH
#  Request Number Trade Name $ Request Date & Latest Update & Request Type Status o
Z Request Details
1 20/05/2018 20/05/2018 EEINIEEEE  * Reply lnquiry P
B Request Details PDF
1 JS:DJ; - Registration My Requests My Products My Certificates ‘ 9
———— v
Number Of Inquiries: 1
# Department Name Details
1 Product Evaluation Department @ -
Upload New Medical File

0
5

Drop zip file here to upload or select from your computer

|
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Inquiry Reply
Files Levels
Module 3 (Quality)

Sub Files Levels
P. Drug Product

Inquiry
Need Study

Reply

Cbse

Jaw Registration
SOR -

My Requests

| —

Number Of Inquiries: 1

# Department Name

1 Product Evaluation Department

My Products

My Certificates

Details

@

Upload New Medical File

0
E%)

Drop zip file here to upload or select from your computer
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@)

Jaa Registiatio
SOR =

]

MAH

MAH

m e

View Request Details

My Requests

Request Status

The fle is incomplete

Human Medicinal
Product

Herbal Product

Sub Product Trade Name: Hyge:
Request Details PDF

Last Update Date: 20/10/2022

£ Ouaan

Details ~

Details ¥

Cream

Details ~

Details ~

Details ~

Details ~

o

Eyognull &yyunll E=lasll
d0allg JAAL Eslall &uall

LI Mi o dYL

1w Registration My Requests
SOR -

Incomplete Details

Application Concern Name

Human Medicinal Product

Sub Drug Type Name
Other

Rejection Reason
unclear file

Module 1 - Regional Administrative Information

Verification Role Name

Cover letter

Verification Role Name

My Products

My Certificates

Drug Type Name

Generic(Multisource) Drug

Verification Result Option

Verification Result Oilion

‘ 9 CompanyRep1

17
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Jsjl:'l‘l'; % Registration My Requests My Products My Certificates ‘ 0 CompanyRep1
= -—
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

New Request

o————©

Application type Product Details

STEP 2
Product Details

D Dosage Form Primary Package Packaging Size Unit Volume Action

1 b 1" i 1 @

< Previous Save and Continue later Next >

7z 18
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Add/Update Sub-product *

Sub-Product trade name in Saudi Arabia
Sub-Product trade name in English (in Saudi Arabia)

Test Exemption

Sub-Product trade name in Arabic (in Saudi Arabia)
P

Ingredients

Active Substance

Type of active substance
@ Single

Multiple

Active Substance name operator Quantity Unit Reference
Name Choose.. ~ 0 Choose.. optional + Ada Cancel

Active Substance name operator Quantity unit Reference Action
test Less than 1 L = o

Excipient
Excipient name Operator Unit

Name Choose ~ Choose._. ~
Reference Quantity is QS ?
optional No Yes + Add Cancel
Excipient name operator Quantity unit Reference Action

test Equal to Qs L test = o

" Sub-Product" 4sla| rdwsludl 8 glasdl
My =il Cladll P e "Sub- Product” d8bs| ol sl 350 oSy wlalall a8y JlSiwl s 0
ol JSCal Q3 g0 90 WS 4" Sub-Product” 48Ls| slyell sasiwall jLisls“Products”

)L Registration My Requests My Products My Certificates ‘ 9
SDR - —
3 . | 0000000389 Submited 2 sub-Products v
4 | ] 0000000388 Submited ’ sub-Products v
5 0000000387 Draft , sub-Products v e
6 | | 0000000386 Submited sub-Products v

(# Product Details

7 0000000382 Draft ; -
" 4 Add Sub-Product
8 0000000370 Draft ) b Producs Y o
9 mml 0000000375 Draft
1 sub-Products v -

G Wl lgiind o (@) el &l Ayl 850l Jiow) 4423 3gae " Add Sub Product " laslas o
raziuall s Ao
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olsf Sl § mis0 50 LSMarketing Authorization Holder JI dx~éw I 46L5Y0 Product Details

JSDIEII# Registration My Requests My Products My Certificates ‘ 9 CompanyRep1

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?

@®

3l Jien Sek (3>" Product Details" d=ise ,ghal Cgun il Juzmads Loladl Oilxisall el do
:“Sub Product “ 48Lx) e
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Bl dlranall LI e 2y il LB e 0sSiw Legal status of product JI dals

New Request

o—————o — O0—0

Application type Product Details

STEP 2
Product Details

D Dosage Form Primary Package Packaging Size Unit Volume Action

1 " 1" L 1 4

< Previous Save and Continue later Next >

ol 85536 Hlol @iy (dglladl GBI puas dad 0 slgidl dn O

” Waiting For Invoice Payment” "8)g3lall slaw HUasb” Clla)l dl> 065 o
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& "My Products” dxise jlusb 388l Jias pod g3 gl dkad oo slgYl iy Bapdz 0gse @2 A3L2Y
obsl Sadb b ge 90 LS "Package Size ... New " jlaz o &gal de baall

Jauw
SOR =

My Products

Product Number Trade Name

"l 995G diw))d po slgiiYl @b (a8 g3l ol dny S miiall 090 o> Blol S Y dLamDo
B un cdbl e paw) lui>] a9 The request was accepted by the committee
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Lasall @ o genll o bl dan oy doniall Blg (39 Jmandll b Z3505 Sl o pllatll 053y ©
JW e

Sor — Registral y R l £ O

Product Datails

STEP 1
Sub-Product Details

i
General v -|
Marketing Company Information v
Marketing Authorization v
Legal Status of the Product v
Ingredients v
Manufacturers v
J2uw | tior Wy i . My Migration F ts  Myf 1 £ 0
SOR =
R—— -
Packaging
Package Size
=
=
Volume
L
Unit
Continue later Next >
o User Manual FAQs ‘. 19999
Igallg tanll aolall Amll

P & 23

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

HRI Mo dUL



Public

vaxle (5,0 dmie () JEnY! e SUL dias e elgsdl da dgilnsy ol 83lga Ol dxaie JI @)l o -
"Submit" Hlas @3 Lglaall UL drs wiy bl a8y} ()l

[dbsdMo

Ll pgunll o ddne dusyall Oloatioll OF g Y pgand | (9 (fre goludl Gl 0 1> 3

Price Certificate X
Pricing
Please enter the CIF and Currency, pricing department will study the request, if the product is not subject to pricing, CIF will not be included in the certificate
CIF Price Currency
00.000 Choose e

Pricing in Origin Country

Ex-Factory Price ExFactory Price Currency Wholesale Price Wholesale Price Currency

00.000 Choose o 00.000 Choose v
Public Price Public Price Currency

00.000 Choose ~

Marketing Pricing

Please enter the price in countries where the product is marketed

Product Details Price Certificate

-
a

0 0 0 Bill Details v

Declaration

By sending this request | hereby cerlify 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 X

& 24
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a1 ,Lasb a5 a) Jies poiy products. Jl 3B (o ,m eladl 0 4s"Waiting for upload file” S
s "new Package Size”. £95 (o _sazviae Juzud Gl Z3ged oy pladl e9d . sub product]!
” waiting for upload file” cllall Al> Jgmis pUaill e gay Clall 8luany 4541 Jian
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.AeY 3" My Products” slas-ls plaill dalad
0bal ;s g0 90 LS Request Certificate" (e Laidly o3I 3131,z o

Jaw Registration My Requests My Products My Certificates A e CompanyRep1
SOR =
204 Trade Name Cancel
# £ Trade Name Product Number Status Sub-Products Options
1 0000000204 Submited
1 sub-Products A~
# Dosage Form Strength Unit Primary Package Creation Date Registration Number Registration Date N
9 = (# Show Details
1 u - mag/kg Bag 11/08/2018 (# Request Certificate

Ao d\ Olxtod! dxino O dLﬁb)}b G,U.Sj U:)\..L,oﬁlg ELSJW.J\ J.IAA ey Lé"J\ BALQJZJ\ &y J[f.i}\ e)
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Jaw Registration My Requests My Products My Certificates € CompanyRep1

SOR =

Certificate Request

Certificate type

choose v

choose

Registration Certificate Of Herbal Product

“Next” @il jlazlg algall Hluuol wid gouell Olaglas (0 SWI o

& O companyRept

Jaiu Registration My Requests My Products My Certificates
SOR - —
WIAR (Agent wiarkeung Lompany, Nauonanty
Tahani gh Test Product,Gibraltar
# Manufactory Nationality
1 Albania
2 Andorra

2 26
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SOR -
Balgad) ) ool 351 AWl oy 8y 3Ll (s e Jaiyall
Fees
Payment Method Issue Date Payment Due

03-12-2024 03-12-2024

o2 w

Thours O0minutes To pay

Cost Vat Cost Total

Bill Details ~

# Dosage Form Primary Package Package Unit Volume Cost

eblgadl asla g, o solgadl sl 4S5l Jiall oSy sl ©

Juw & O companyRept

Registration My Requests My Products My Cerlificates
SOR -
Certificate Request
Certificate type
choose M
choose

Registration Certificate Of Herbal Product

Free Sales Certificate Of a Herbal Product

Certificate Of Pharmaceutical Product CPP

e § douigall lslead] dala M5 e laylsy Jdl Jlaall gds @ )1 sslgadl el Ggu ©
Balgadl delb UM e el 3151 @3 o9 cdmiviall

7 27
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J2 Registration My Requests My Products My Certificates 4 9
SOR =
Certificate Number Trade Name Certificate Type
Certificate Number Trade Name Choose v

Number of Certificate Requests : 1

# S Certificate number = Trade name & Certificate Type = Request dal _ _
@, Certificate details
1 Registration Certificate Of Herbal Product 30/10/2018 [3) Print certificate

7z 28
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Public

s Juzmud Bolgh S& 0

Certificate No.:
Issue Date:
Expiry Date:

Stamp

5

&)

slgal

boodl b

el &b

e Anlun Joud Bled
Registration Certificate of a Herbal Product

ol @5k
Legal Status

dssl
Marketing Authorization Holder
(Agent)

gt 3 Bgusnll 5201
Marketing Company,Natienality

L g dauliall &yl

Manufacturers, Nationality

doalig JAAI Eslnll Al
Saudi Food & Drug Auhority /4

55l sl
Trade Name

galall sl
| Generic Name
doznaill
Registration Number

9ozl Kall
Dosage Form

Sangll 83
Product Strength

ol b
Shelf Life

sl ggi
Packaging Type

i3l 2
Packaging Size/Volume

. sl g,k

Storage Conditions

) slgid] o 3955 (g dolad] Jand) lelyzl s LI 1535 o 83lgt b (fuanl] 5Ky Ao

‘:;J/Wﬂmwbw °
koo pamivo Jomad iolgs @
(s i emad 80lgss @
&J/{Jﬁébw [ ]

CPP Yo _paxiuwo 3lgs @

fioatdl b w3 @ Asall (3 dld ) Aaludl (o 8,3Lall Bolgadl 1CPP (3Mmso piaswins B3lgss ol oy B3lgs

7

Syogoull Sy o)l &< lasll
19allg JAAL dolall &yall
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48 gl 45191 &S0 Ay 40 91 (3l i)l auiuai] 45l Olslasdl 9l Do

M/J.U l&«LC Jﬁa.z,//u.ga:v CPP ‘_}J/.,g.,a_ﬂa.zzm 5.3[@/.’2:_9 éf‘f"// c:bj> 5.3[3_42 rdbsdo
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" Variation Request " (s Clb 4ol 8 glazll

£1531 ¢ Jmaall_yamiewall Sl e Jpond b pascial] (K ¢ s guiall D> 0555 ki 0
P lgosaas US.AA @J‘ IINesi]
539200 3lats Jodns
laally o gelal) as .2
Gyl edaadll 3

]2 Registration My Requests My Producis My Certificates a 9
SOR =
Product
# : Trade Name Number Status Sub-Products Options
1 0000002422 Draift . sub_Products
2 || 0000000424 Submited - SUb_Products ~
Sub-Product Primary Creation Registration Registration
# Number Dosage Form Strength Unit Package Date Number Date Status
1 HOODOOO0989 pg/m3 Screw cap  22/12/2018 25/12/2018
[# Show Details
[ Request Certificate
2  HDOODDD0990 pg Jar 22/12/2018 25/12/2018
(& Variation Request
& Cancel Request
3 HDOODDD0992 kg Ampoule 22/12/2018 04/02/2019
4  HOOOOD01002 billion Stopper 22/12/2018
organisms/mi
5  HOQ00001013 - ug Dredging 23/12/2018
container

haei ilb 4aia 43
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ULl S obal asladl 1 aS el g pladl p gy Jodss b Hlusl a0
gl

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

iwdl] lh daden il JlaSicl 44

Variation Request Detail

Application Concern Types
+ IV PMFVAMF

Number And Title Of Variations

Choose [+]
72.Change in the name and/or address of a blood i il ing bl [¢] ion centers
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

< Previous Next

el lh dades iy JaSil 45
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d=éso I Sl g Pl pgdew NEXT e yddls pllad] LS po digllaal] Ul] JlaSawl dsp 0
.'0[})/‘@2},0}.® M@d/ww

Fees

Payment Method Issue Date Payment Due

/ 03-09-2024 03-09-2024

1hours OO minutes To pay

Cost vat Cost otal

5500 825 6325 Bill Details ~

Invoice Type

Issuing tax invoice

Issuing simplified invoice

Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as 'tax invoice' before proceeding with payment
through Amaly platform

My sl &als S (o cllall ISl 341 Ol (Wl Gl asY &S all Clbal sale] Jl> 3 o
1obal 8ygaall (3 pubge 92 WS 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 because lack of requirement -

MAH Request Status

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

Details ~

Details ¥

View Request Details

Details ~

Details ~

Details ~

P & 32
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dndsa) A1) oo pLU] pgdi Jmaal] piamisl] Olly st 450 4y pue Jl> (4 L=l

8)53la]
@:@J\ Ll 1w 8 glasdl

90 LS Balgadl elgil o el T b of dlumend 86 clgiil die Jomudl asiundl dousd b 45l Sy

olisl Sadl 3 oge

Ju 2egistration My Reques My Products ate
Soe y -« (=]
My Products
Product Number Trade Name
# = = Name Product Mumk Sub-Produc Optlons
1 | Submited 5 e -
Sub-Product il Ay Ci Registr Registration
#  Number Dosage Form Strength  Unit Package Date Number Date
1 He0000000947 Concentrate and 1 kg Ampoule 25/11/2018 0000000947 25/M11/2018 C -
diluent for solution for
R & Show Details
# Request Certificate
2 HeDDODODOY4E Blood fraction modifier A ka Ampoule 25/11/2018
# Variation Request
3 He0000000949 Chewable tablet 1 Kg Ampoule 25/11/2018 0000000949 25/11/2018 & Renewal Request
¥ Cancel Request
4 HeDDODOOO9S0 Concentrate and 1 kg Ampoule 25/11/2018
solvent for cutaneous
use
a5 He0000000954 Anticoagulant and 2 mgrkg Bag 25/11/2018
preservative solution
for blood
Price Certificate
Pricing
CIF Price Currency
17.75 SAUDI RIVAL ~
Pricing in Origin Country
Ex-Factory Price ExFactory Price Currency Wholesale Price ‘Wholesale Price Currency
375 SAUDI RIYAL et 7.6 SAUDI RIYAL e
Public Price Public Price Currency
4.4 SAUDI RIYAL s
Marketing Pricing
Please enter the price in countries where the product is marketed
Country
Che ~
E
Cour Pack ractory Public
Name size Unit Price C price Currency
Algeria , ™
] mL ~ 11 ALGERIAN DINAR ALGERIAN DINAR ~ 2¢ ALGERIAN DINAR ~ Notes
Argentina 2 mg 51 MALAYSIA RINGG~ MALAYSIA RINGG~ 1€ MALAYSIA RINGG~ Notes

<

Suoonull &y nll &= ool
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Bigall § qoge 5 LS ol g9 ylasdl p2land ellsgSubmit Lyil (e Hall A58l pgds ellS da

oMl
Fees
Payment Method Issue Date Payment Due
i 04-02-2019 04-02-2019
2 00 To pay
8800 440 9240 Bill Details A J
Concentrate and diluent for solution for infusion 1 kg Ampoule g 1 8800

J

ceolbsMo
DB eSubmit e s8] day d5all jouai by dxiso 4 pganaz 8)9ld)] dxdiog pawdl] dndo O
.@aaf/vlgul%i,-' Ao G| d=isnl]

Expired Soon” , ” Expired” ki sslga > 0655 0Ol G i foplis edpi 8olga jlusy o
Y, =il cdb Joid o 1A D)l (gl Lo g ” expired soon”_sasiwel! dl> o8 JI> ds o

dgito 4 6slgad A 56 S § VI pamiwall 5l 63lgs cdb 5w

after receiving the renewal approval, you cannot }equest a new certificate until the o
‘turrent certificate becomes expired

" Qo) olgad] Vo 58l (§ Y pamtanall bt 63lgs b S Y ccont] o o5 hay O
Ty

o2l 18 alal 8 glasdl
JWIE gl 055 @l ldlall e (oliedl @iz dogadl S pllad oy

&mU\uALAUaJ\ua_e)(QS o
:/¢2:xl*uxd\ Ll§2=4u3 ﬁj le)
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Public

ol o e 25 IS (0 Lelae oSa () Olsliedl ¢l

Al ! e (olied A5l Jraad plaidll oyt paiinall izl (b Jod @5 Jl> (3 @
Adlall de

Je poliedl dS I Jrasd pladl o 1 Variation" buaidl (olsdl cdbll Jod @3 Ji> (3 @
TR

028l wbld e (olAed Al Jresd pllaill o sl orud b (28 S Jl> (3 @

0l s e (olied Al Jieed pladl oy paw Jodad Cdb (ad) o5 Jl> (3

bans o pging poliel Clly 382l Jras) onn Y paudl b DL Joias b (8) Jl> (3 e
Sy Bye

b3 e alAeN A8l Jiaad roww ccdlall i (3 63T Oblug yael) fans b (ad) > (3 @
ULl a4l (5,31 8p0 hdad (o @iy poiig Jad paudl jad)

028l )13 e (ol Aedl 38 sl Jraed pan sl CAb (n8) Jl> (3 e

0231 )Ls e ol ANl Al o) o s b (p8) Jl> (3 e

Tl i iad) @ b (T e polAed! Sl Jraa) zronw Y cpdaatll b Jod Jl> (3
Hodd

Ly (ol Aol e 929 73 gasdl diens 4W1 Asladl s oo olie) (b e 5831t Ol yasiall 8520 7l
o2 A Lol

J n My Requests My Products My Certificates ‘ e(
SOR —
eque P Tra dt Reque eque L
: 5 ; - < o - .
lumber lumbe lame Type ¥ Type ¥ Date & Update Status
L Herbal New 17042019 17042019 (TS SPIMACO
Request was
Product e
from the
Committee

n

lel Herbal Certificate 16/04/2019 16/04/2019 Invoice SPIMACO
Request expired
Product
. Herbal 11/04/2019
Product Bemest

4 Herbal 11/04/2019  11/04/2019 The request SPIMACO
Request was
Product accepted
from the
Committee

Herbal 11/04/2019  11/04/2019 0 SPIMACO
Request Wi
Product a

# (2 Request Details

% Objection Request

6 lel Herbal Objection 11/04/2019 11/04/2019 &
[ 7 B Request Details PDF
Product

departmen

P A 35
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JSJD-HJR Registration My Requests My Products My Certificates £ o companyrepd

Objection Request

Objection Request Details ~

Fees

Payment Method Issue Date Payment Due

/ 17-04-2019 17-04-2019

4nours 00 minut To pay
Cost Vat Cost Total
1000 50 1050 Bill Details A
# Dosage Form Strength Strength Unit Primary Package Package Unit Volume Cost
g g g Y g g
1 Concentrate and diluent for solution for infusion 1 m Ampoule 1 1000
g P g
J Registration My Requests My Products My Certificates = © companyrepd|
SDOR

Price Certificate ~
Last Approved Pricing ~
Certificate ~

A ical Ther: ic C ical (ATC) ~
Packaging ~
Shelf Life ~
Proposed Storage ~
Animal Material ~
Reason of objection

Choose ~
Objection Details
Objection Details

= 36
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dala pladll gl ()1 of Jgedl e (obie! Igun (olied oy duolid] bl &iasd dny 0
AW Cllall Al Jgoxs g “Submit” e Jaxally slal
Bygilall ads HUasb " Waiting For Invoice Payment " cllall dl> 555 -
bl wlake 28y HUasL " Waiting Upload Files" clla)l dl> Jgos pdlluan -
Need Manuel " 51" Under Technical Validation" clll dl> 0685 zlry 28,0l dasg -
£ >y Oldlatall s Olakadl o 31 33>l plladl a5 (2> "Technical Validation
RURIN]

el sB] ke Goll Bglazl

.M\W@"M\M‘é" W\&]buﬁu\w;tﬂ}j\m
“Cancel Request” Hlusly el,2Y1 3Ll Bl jlasly Aarusll Olatial] a2 gl (p LY dayb

JLw Registration My Requests My Products My Certificates + 0
SOR - -—
My Products
Product Number Trade Name

204 Trade Name Cancel

# % Trade Name Product Number Status Sub-Products Options

1

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 30/10/2018 RLEPINT (' Request Certificate

(# Cancel Request

P A 37
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Bswall (3 Ao gall Diglinall Joasnll ity eldY) b 5 gaty ol pllatl) dnip (lyatnl s

Cancel Form

Cancel Reasen

Reason

Choose

MAH Letter

= thers an official letter from MAH?
@ Mo

Ves

Did you attach an official leter from MAH with all requised information (The letter shoukd contain a justfication for cessation requast) 7

Attachment

Select file X

Amounts of product Importad to Saudi Arabia during the last four years

vear Amount Currency
2024 sar
aar Amount Currency
2023 saR
vear Amount Currency
2022 sam
aar Amount Currency
2021 saR

Lagaloiatls

d=aall Jawl @ " Cancel Request" Jbs Js Jasally

Legal Status
List of countries that the product is still marketed in

Country Date

Select a country ~ dd/mm/yyyy Add

View List of countries that the product is still marketed in

No data found

Add List of countries that delisted the product Add

List of countries that delisted the product

No data found

Create Request

7z 58
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Gall Gl (b Bole] e JU1 8 gl

© 09 Ol dinal dzgill Ol ot 858 0985 (el Rl Jeamad Baleh Ol il 850 4y Jl> &
00T §)50all (3 Tose 59 LS dlmmad Bale] slyall ilell el sl

My Products
Product Number Trade Name
258 Trade Name Bareg
ST T Product Number Status Sub-Products
1 ™ ™™ Submited
uom! 1 sub-Products A
Sub-Produ Dos r R t R ratior
s N - w Detail
Number Form Strength Unit Package Date Number Date
(Z Re-register
Bee smoke 56465 mg/kg Bag 11/09/2018
G

02y peSummary Jl dsiie J) dbgmiy pdsviuel dzg plladl p 98 Re-register )l 8ls e laxall dn
Toge 92 WS 8y $illl diial 880l (bs plladl sty Submit e il g sl b (301 UL
i lglasdl LSl 9 pgany)l @85 (10 &S0 Jiaw oSty (3> oLisT 0y guall

P & 39
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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

& O amcossT

Registratcn by Reuest

j=N1T
SoOR -

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

Declaration

By sending Fis request | herety ceny Mal e submitied are irue and accurale and changes will nol be made unlil ey ane approved by SFOA

Tithe Harme

Fie Signature

St Tie B

7 40
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Public
SRV PREGRA gt

ﬁUb.JJ\ oYl

Waiting for Invoice Payment

After completing the application
When issuing a query invoice
Issuing an invoice to complete the file es

Waiting Upload Files

- Upon payment of the application for registration,
objection or adjustment.

- After reviewing the reason for technical verification
failed.

-When file upload fails

Under Technical Validation

- When files are uploaded successfully

Failed Technical Validation

- When file doesn't pass the technical verification

Invoice Expired

- When the invoice period expired

Under Studying

-When the file is accepted by the SFDA team in the
verification step

The Product has Been Cancelled

-When the cancellation request is accepted by the
Committee's officer

At the Relevant Department

-When referred to the concerned department
-When the query is accepted by the concerned
department

The Query Has Been Completed At
"Department Name"

-After the management reviewing the query and
approving

Waiting for Query Reply

- If a review is completed from all of the departments

-If the review of the query is completed from one or more
departments and there is no query from the rest of the departments
and the final report was created so that the status of the application
was "completed By the concerned department.

-if the answer of the query is rejected through the product manager.

The Query was Answered

-When the company representative replies

Inquiry Incoming

-Only a company representative is allowed to read the inquiry and
cannotreplytoit.

-The company representative can view inquiries through the "view
request details" page, where a card containing the inquiry
information will be added.

-The company representative is allowed to reply to the inquiry by
going to the "inquiries" page if the Wave has been sent, as is the
current situation.

7@,
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el Gkl a8y Olewl (olyatul e 28U 8 glasdl
NS e Calell" el Al (165 OF o il sl Clla) B5,g)) (28) s daz o AS00) Jan (S Loic
M JeiSe il Lty 0bal s ge g0 WS Juoladl" ) B! @ e

Request Number ~ Search Request ... Q
All Inguiry Cancellation Variation Objection Certificate Incomplete Renewal
24 Requests 0 Requests 3 Requests 4 Requests 2 Requests 3 Requests 1 Requesis 0 Requests

Request Type

Details

1 11/09/2024 Human Medicinal Request The fieis
Product EoE o incomplee Details ~

U518y guall (3 pridgo 50 LS " JaiSe Cllall " Aol o sl

Request Number v Search Request Q
Al Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
24 Requests 0 Requests 3 Requests 4 Requests 2 Requests 3 Requests 1 Requests 0 Requests
Request Type
# Pre s Status Details
1 11/08/2024 ( Human Medicinal Request The fie is
Cancellation incomplete Details v
Product
Last Update Date: 11/09/2024 Sub Product Trade Name:
View Request Details Chi ~

R

7.,
Syognuwll &y nll =S lasll
19allg JAAL Solall &l
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A aUail aadtial) s
SOR @k FHe=te '

Request Number v Search Request Q e
All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
24 Requests 0 Requests 3 Requests 4 Requesls 2 Requests 3 Reguests 1 Requests 0 Requests
Request Request Product Sub-Product Request Type
# Number Date Number Number Product Type = Status Details

1 3 11/09/2024 0 Human Medicinal st The file i ;
Product
Last Update Date: 11/09/2024 Sub Product Trade Name

View Request Details

Request Number v Search Request .. Q e
All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
24 Requests 0 Requests 3 Requests 4 Requests 2 Requests 3 Requests 1 Requests 0 Requests
Request Request Product Sub-Product Request Type
#  Number Date Number Number Product Type -] Status Details
1 3 11/09/2024 I Human Medicinal Request
[
Product
Last Update Date: 11/09/2024 Sub Product Trade Name
t
View Request Details Complete Request e

7
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Al Sl ol ymiael i) Oladl) "Jisoles " e asall

Advanced Fillters ~

Clearal

Total Records: 1

Generic(Multisource) Request 21/08/2024  Cigalah The flle s
brug Cancellalion incomplete

028 e (Bt @89 "Vl Clb Juo " Hlusl o8

Request Details

Cancellation Request Details

General

Marketing Company Information

Reference Generic Drug General Information

Marketing Authorization

Legal Status of the Product

Ingredients

Proposed Indications

Strength of composition

7.,
Syngnull &y nll &= Lol
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Ul e Of dla>dle ae E-SDR plas 4] SDR el o sl bl &5 didas & obadl by

Gl pladl 3 dsdaidl Oleh2l arar gl (Gl Ol pasiuel) O 9w Ol pasiued!

$“My migration Request “ Je Al ol L9a)] de lassall pusviell pois pladl e Jgsll Juzeud A
Al el by sl

SOR =

My Migration Requests

All Waiting Action
8 Requests 4 Req

Request Number

Request Number

Trade Name

Trade Name

Jw Registration My Re

equests |My Migration Requests| My Products My Certificates

Product Number

Product Number

MAH

£0

=+ New Migration Request

Sub Product Number(Reference Number)

Sub Product Number(Reference Number)

Request Product Sub-Preduct rade Request

Lates!
Numbe Name Product Type % Date $ Update Status MAH
1 H0000004012 0000003011 HGO00426-00- Human 2110/2019 2111012019 Waiting for Migration
Request Reviewing
00-00 Medicinal
Product

Jeonl Sl plpatnl g by iomys ol piianal) o dusols plad] 7y i) Sl i (30

el 31, anL Jus ) Sl (o)l dgidlg
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Lod 0l Jes b

Asaall grer deT (3 "New migration Request” &sal (e laisall pasiusll 5 iz by (bl

98 LS Bl Jhoms (ol gt ) Olsnd] uity a5, alISDR a3 Alomnal] olntioll plUail] oy Cgan L

7

Syogoull Sy o)l &< lasll
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oG T2 90

Tl W pastiul) maie (bl s 85291 e lasall e

Product PDF Details

@JJ«»J\ o las (ol il Hlsdl e e o

Migration as a product

(SDR))M O @;J.AJ‘ Juro Hlsdl da & o

Migration as a sub product

©)

Jaw
SOR =

Registratior

My Migration Requests

Al Waiting Action
8 Requests 4 Reques

Request Number

Request Number

Trade Name

Trade Name

Reques! Product
Numbel Number

1 HO000004012 0000003011

s My Migration Requests My Products My Certificates

Product Number

Product Number

MAH
MAH
uct Reques!
Product Type ¥ Date
HG00426-00- Human 21/10/2019
Medicinal
Product

Sub Product Number(Reference Number)

Sub Product Number(Reference Number)

Walting for Migration

Request Reviewing

£0

+ New Migration Request
W3

Clear

46
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SOR [gE= . £ O
Old SDR System Available Products to be Migrated

Reference Number Registration Number Trade Name

Reference Number Registration Number Trade Name

istration Numt Trade Name

HG00415-00-00-00 188-277-07 LORVAST 10 MG F-C TABLETS
2 HG00416-00-00-00 189-277-07 LORVAST 20 MG F-C TABLETS
3 17-00-00-00 190-277-07 LORVAST 40 MG F-C TABLETS
. HGO00418-00-00-00 191-277-07 LORVAST 80 MG F-C TABLETS

HG00425-00-00-00 144-277-03 WINEX 200MG CAP

oIl pamiunll Jl> (3 (SDR) sias o (£58 _paawiane Olle e sl o s 0
E-SDR & 29>9<Product

" Migration as a product " _ax=iuwsS @bl Juy3 b

Loy T s Aol el Wbl ol pusviwa]l p sy Lgw "Migration as a product " Lol Je larall e
<19l eldal) doladl dig)l 8 (o ade da8lgall Cad

139l £95 Ao
Human Medicinal Product (39> d)’dw,ow A
Veterinary Product ke saxiwe .2

Herbal Product (séue naxiws .3

LSOV [F HNENES
RIS ESWNIFINIS| WES TR S DRN|IYY- S

P 47
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Migration Request

Please Select Application Concern

Herbal Product Human Medicinal Product Veterinary Product

Product Product Product

User Manual FAQs . 19999

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

Aeuzl Jgas (3 LS OULI Jlsob posiedl pod

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 reqgistered in GCC

F s

Suoonull &y nll &= ool
d0allg JAAL Eslall &uall
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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

Tl o b szl 32 B gan cpllatl) (3 Lgapiiy Dogllaall siamtuall bl Bls auaz &d o +lgudl dny
"Waiting for Migration Request Reviewing

"Waiting Action " d=éw § o3 guuaS lb) Las> 0ty g Fgadl Oblo xcax Lj/.oﬁw/[@ul_ﬁ die s>
de baaall 3,b (e 8o gunll Bds> (S “Complete Migration Request” Hlas ok 85 gume (b JLSiwd
o)l Gl e uSTl 40 ST Al (556 @i Bgwg 0Ul b 90 3 WS “Delete HLs

LWE g Requests My Migraton Requests 14y & py Cencate )

Al Waiting Action
Reqoest 1 Recuests
Request Number Procuct Number Sub Product Number(Reference Numben)
Request Numbe Juct Numbe Subf { Number(Reference Numbet
Trade Name MAH

ki ol

N UserManual  FAQs  \.19999

0% =
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"Migration as a sub product "gﬁwuug Juy

plas (8 dlia)l ol yasminnsll 0480 pusciuall ela (35w "Migration as a sub product "&sal e lasuall s
¢ razsine]| Hlasb pasciad! p iy daddl Ho

Products

My Products

Product Number

Product Number

Nur

0000002983

0000002997

0000003011

0000003012

0000003015

Trade Name

Trade Name

Submited

Submited

Submited

Submited

Submited

o A5l Jiaad Faug (53) " SOl iomyT 05" il bl Ulong dlaiSo UL 3955 O ez Lo

(LY Solous Jlontanl

1AWl Al e (500l il OUlo LSl @3

Product information
(trade name in Arabic and English) sbékwb
Manufacturer information

Finished Manufacture sl&iwb

Pricing information

O

(@)

(@)

. Waiting for Migration Request Reviewing"
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s of Cllall Jgud) digd) Caboge Jd (pe cllall dazlye @i (55 gotio o1 S slgun _nasiunoll @l day
" My Requests " 3" Paid" cdbll dl> 0585 g bl Jgd J> 3 0
09539 "Waiting Action” d=iue (3 Cllall ek g Al cabbge S8 (o bl b3 >3 o
pasvinall (Sex g Al eda (35 " Request has been updated by SFDA" k)l 4>
g B3dmmall Sall UM digl Cibbge wllasMe e 31 pae Il 3 .lall e sl 3151 40
b baslaiely LS Lglgsd o

) 3131l Leomys ol

"Waiting Action" d=aw» § (PS[PNCOM PN G oldlally gl L e Busall Ol (olail oo
Lol 0" Draft" ol o @ @l Oldlally Gl Calb g Jid oo lgbans @ (@) oldlall e el 315
1Ol MW pastiuel) riie L9891 e

SFDA Application Details
)l Juuolis (o lpaiel Sl s s ©
" Complete Migration Request"
Jeomd) b ISl Ll s 2l ©
Delete
" Draft " lSiul w2y @ @l @ldlall Gdd jlsdl e iy ©

Alze Juxall GBLI sgls @i By 030 J9Y azliall Ud e il Gl lily o @3 Jl> § aasdle
@ Jb 39 axY 05l dllas Auaall UL sab 3 CBguw A5 80l gl @3 I (§ il 05l
239 b Al SULAI gels @i il an e dadlgall

JLSaw "Complete Migration Request” jls e Jassall oo &gl Jd o Goun Jeonyd b JlsSiinl oid
bl

LIST Dy oy @ Bgwy “Delete" Hls e arall 3,b e digll Jd oo Gaxall Clall s oSy
)l Gl e a STl
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Jaw Jests My Migration Requests m
SOR = s Ko

UserManual FAQs 19999

O % i

&3 oy WLl e ool ol bl e dadlgall pusoinel)

il Sl Jimy wtiany Jio )l Gl e 2831 gall @t edoaadl] e dadlgall Jl> 3 O
> 0559 "My Requests” ldlall d=ap (§ 6bly s @5 GUI_pamivnll jghane Lslals
" Paid" kI
odnil) Lo g9 s 28U pitsitacall e o 05,31 80 UL e o)l Ji> 3
dadl dazlye) Al Clall £l plaidl posy Jouaddl slazel wie
Jdl" Request has been updated by SFDA" (o Cllall Al s plaidl sy m
" Waiting for Migration Request Reviewing”
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olsl g0 90 S el 03dzeo deadsit] (9l Cibgo LS o lghdad @i (I SULl a0 p Uil 2980 CSgus

Juw Registration My Requests My Migration Requests My Products My Certificates L 0

STEP 1

Application Type

General Product Information
Trade Name

Product strength

13

Strength Unit

kg v

Dosage Form

Gl gl s (e 31 syl ol ot 1 et pllaidl yo Ll Ja5 dinylo Jgr el 48 mal
Lo Lasp|
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A Ol ] sasiie z3ks Jas

edTransfer of Product d=aall el 3 )bl e hasall w37 Olus ] ot z3ge Ja b wuasd
Ol il Jao ol daladl (b,e

Request Number v Search Request Q e

Al Inquiry Cancellation Variation Objection Certificate Incomplete Renewal

2 Requests 1

#  Numbe ate Numbe: Numbet roduct Type Y tatus yeta

,_ o S

= expied Details ~

New Transfer of product (e Laall pasinsll pody b @udd colisl dpgall daladl (ol yaiw! @i

JSJD-L; Registration My Requests My Migration Requests My Products My Certificates  Transfer of Product ‘ Q

Transfer of Product ' + New Transfer of Product ,

Request Number Search Request Q e

No data found

) Terms And Conditions  User Manual FAQs % 19999
(\ /,‘, Igallg Janl adall &l

hittpsy//sdremp.sida.gov.se/TransferMAH/Create = 5009 Foud & Brug Authority
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Slyall 3 (3 ASIY g - )] geiiell @8y AL - (ylatd] Joresd| 0)) putiaal] Uiy Jgionll dims
Next Jldl de asall @35 Cdlall dodie 45001 ) Lo @l sl Ja5

Jaw Regist
SOR =

My Product My Certificate: Transfer of Product £ O

Transfer of Product Form

Verifcation Information
Email address linked to the current MAH Account Commercial Register Number (of the current MAH company)
2r Numbi

(of the it MAH company

@example.com Commercial R

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

ter Number (of t ct Nur

Commercial Reg

ed MAH company) Proc

Transfer of Product Disclaimer

15 e R e Yy s e i S T i s e ) e sl A RS R i st g el A 0 e i sl e

L i e A8k i i JuSiy A A 31 3 gast 33 )y "Application for Variation to a Marketing Authorization - & sl s ; o padi" (il s e 35 )20 elle) i)
oo Vel s g s S e b L e A e Al i e g Sl g A ) S Al i gl ) A s Bl g s s
Avae 1 ey it a3 (o ettt ot b A gth 8l claa 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 the lication 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 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 Ll e laially gyl el dalaiall dee 3l Olinell oz 2L Cllall LSl o3y

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

tration Num|

t number w

1 additive z @
2 Bath additive z @
3 Bath additive 7 4 ]
< Previous d Continue I3 Next
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&) da PDF,zip, rar calell &aue 05559 guiell dalaiell 0lid el ) @i Callall 03085 4lg (39
o)l 8 oy dulys e (gl Caled)

rr————D

Veriication Information Sub-products Information Afiachment & 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).paf =]

Transfer of MAH Disclaimer

e dngds 0 cdan 2 0e Yghae CLD pa 5y IR ot (38 e s gl Ul e e Egfena o eate Jan g sl il el 0SS o B s LY pha Jusn
A AR 6 A phaad) Gl G L am i lesy ot L o 83 8 G

The applicant shall be fully responsible of the accuracy and comectness 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 responsibie of any legal liability due to the incompleteness and inaccuracy of
the data, however the paid fees are non-refundable.

<€ Previous Next >

9 gl @ U (3 llall Al 2805 S piasetnall S do bl aladl JN (o bl il il 08l
AL Ul 7 93 Boonll 88 gauall ASl Sy Alondl 8 guunedl AS8d1 olims Yool s Syl oty 451 LS 281
449 ol dJg,d @ J= Lg

JSJE""; - Registration My Requests My Migration Requests Products My Cer e £ 06
Your request has been sent successfully *
Transfer MAH
Request Number Search Request Q e
tequest Number Creation Date Last Updated Date >lalus Details
1 12 16/01/2023 16/01/2023 New Request Details A

2 s 15,0120 160112023
L7 2 request was accepled from Details ~

w

15/01/2023 16/01/2023 ==ra
Details ~
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Jaw BYWIRECIIRECHSU AN
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Introduction:

This user guide aims to clarifying the steps of registering and renewing drugs and products in
Saudi Arabia of all kinds for representatives of pharmaceutical companies and their agents. The
system can also issue certificates of medicines and products (registration, free sale) and submit

requests for amendment and cancellation.

First Step: Accessing the Saudi Drug registration system as below:

o Accessing the Saudi Drug Registration Website Click Here
o Clicking LOGIN.

Saudi Drug Registration

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

Note: The company representative must verify that there is an account in (DENR) system before
accessing E-SDR system

- 58
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Before start using the system, the user must log in with the username and password from the

National Registry of Drug Establishments (J=«), as displayed in Figure below:

Jay
SHR B

Username

Username

// z
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The Interface of Saudi Drug Registration System

Jaw egistrat My Requests My Migration Reque: My Products My Certificates
SOR = i £0
My Requests ' + New Request .
All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
93 Requests eque: Reque: Reques ) Requests Requests equests equest
Request Number Product Number Trade Name
Request Number Product Number Trade Name
MAH Request Status
MAH v
e Trade Reque e La
1 s s s

System interface tabs
e Registration tab
e My Request tab: Contains all requests that have been entered into E-SDR system.
e My Migration Request tab
e My Products tab: Contains all drugs within the Requests.

e My Certificates tab
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Second Step: Registering Saudi drugs

To register a new product, click on "New Request." The page shown below will be displayed.

Jaw
SOR -

New Request

Please Select Application Concern

Registration My Requests My Migration Requests My Products My Certificates

Herbal Product

Product

Human Medicinal Product

Product

What's Drug type ?

choose v

What sort of drug is this ?

choose ;- 4

Select form Application Concern
1. Herbal Product

Veterinary Product

Product

2. Human Medicinal Product

3. Veterinary Product

Select the product type

e The user selects the type and the sort of the product.

e The user clicks next.

7
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New Requast

Human Medicinal Product

Is Saudi Arabia Country of arigin?

@no

I this product under ficense

@t

Wias there any sciontific advica given by the SFDA for this madicinal product?
Yes

@ o

Is there a padialric development program for this medicinal product?

@no

Is this product registersd in GCC

@ No

The user fills the needed data in seven steps

e Application Type

STEP 1
Application Type

Bacaurss you choos Mo in " Seud Araba Courtry of onge T plssts Corpieta e iolowsng

Genaral Product inlarmaton
Pt iwaCae Tr e Pt

Product strsngih

Sarangih Linst

Chslriad

Dioviaags Foim

[ITErs

Autiod ity
Caatibg] AulfusiPy

F 62
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e Product Details

o Chose the product type

o Chose add product request as displayed in the figure below.

STER2
Product Details
™ Tareri hrad Comdilions  Uned Maseasl  FlOm L 700
Rauiva Q) | ZNINNID
Note

- The user can register a product containing more than one type of packaging / Drug form /

concentration, under one product number with different order numbers.

- The product must be the same type as the original request (Generic, innovative ...etc.)

7 Z
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e Add Manufacturers
o Users can add a manufacturer. After the user adds a manufacturer, he/she can edit the
data.
o Users can add up to 10 manufacturers API for each active substance for registration and
variation requests.

Jw Registration My Requests My Migration Requests My Products My Certificates
S0R [gE= “ £ 0

New Request

Product Details ManuEaciures

STEP 3
Manufacturers

Active Substance Pharmaceutical Ingredient (API) 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

v e ) manufactu v Select an activity Q + Add

Excipient Pharmaceutical Ingredient (EPI) Manufacturers

After completing all the required fields, a payment invoice will be issued.
Note: The payment mechanism for the invoices of the products companies is through my business
portal and the payment code is: 144

Fees
Payment Method Issue Date Payment Due
/ 03-09-2024 03-09-2024
1hours OO minutes To pay
Cost vat Cost Total
5500 825 8325 Bill Details ~

Invoice Type

Issuing tax invoice

Issuing simpilified invoice

Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as 'tax invoice' before proceeding with payment
through Amaly platform

P & 64
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To convert an invoice into a tax invoice, enter “My Request” tab, select a request, then click on

the icon next to the request, choose “Request Details.”

& = £0
My Requests + New Request

Inquiry Cancallation Variation Objection Certificate ncomplets Renewal
Reaguest Number Praduct Humber Sub-Product Trade Name
MAH Roquest Status
Wailing for imvoioe payment
Search Tea

Request

Choose “Payment Summary” and click on “View,” as shown below

Payment Summary

Invoice Number 543146112

Sadad Biller Name My Business Services
Sadad Biller ld 144

vat Registration Number 300784838500003

Issue Date  03/09/2024 12:23:47

Payment Due 03/09/2024 13:23:47

Tax Invoice

View

RIPE TIPS TR F LR PRV I RCIECIVE O LT

Tl

‘tax invoice' before proceeding with payment. Additionally. for tax invoice issuance. customers must be registered and logged in to the Aamaly platform

Important Notice: Payment method updated. Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as

Bill Details ~

7.,
Syngnull &y nll &= Lol
19allg JAAL Selall imll

PSS S ¥ P N— o)) | )

65



Public

The system will transfer the user to Amaly portal. The user clicks on
the “Tax Invoice” icon and then “Add Tax File”

lopanld 0 eyl Ul 6ygilall egi jial no

L]
]
=

WA e ciysi Alns ga o J4) s Gasniall S AL8S 1af ga o Al i

Gupypn Bgils @ ‘ Glnuno duyn 5510

poall aglac Jodil s Al aslil ap

Hiia blo dbli| +

8)gilall Jualai

b Juy6325.0 ol flioll o

Sl Silil bl il paall dauyks jEAl ins

Fohallpsy B sigholl pul B Gyoial a5y Bl
543146070

I'e
L
Gilegaaall s plii 5/ w

/

All required fields shown below are filled in. After completing all fields, click on
the “Save”.

Tt oy cdyad o

u P

@ oo @

aigaal @
alyanl pul  aTal
Eplint punt @

ALl ool st

Olsl pal FE

1234
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A aUail aadtial) s
SOR @k FHe=te '

The user can view the invoice by clicking on "Upload Invoice."

g pall Slibudl

31 gl piyll

6jgilall Jaslai

+ Juy6325.0 Gaiuwoll alioll losl

sl Silily Lyulid 3l psall dfula 15l ind
°
foball p3, B Fodallpul B sgitallpsy B 1) sba i plt e

aulall allinall Jeasi o

BuyerData 7/  Jssellcilily

o it - panit
- agimi Asw —-—
— [P

vvv L TR

ion Mumber 4 (A3l )

Product - Service Data  /  dna’ll- aiiall cilily
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Third Step: User uploads files

After payment, the status of the request will be “waiting upload the files”

Request Number

Request Number

WMAH

MAH

MAH: Incomplete MAH 2

View Request Delails

Product Number Sub-Product Trade Name

Product Number Sub-Product Trade Name

Request Status

Wailing Upload Files

roduct Reques
sduct Type s -

Detals

s 5
Veternary Product Vg Uyl )
Fios Detals ~

uman Medicnsl

Product

Last Update Date: 18/10/2022 Sub Product Trade Name: SOR123

; POF on Viatng Urload
Request Delails PD Mew Request b Details ~
Vaiaon Wiilog Uplos!
Feauest Fies Detals ~
Renewal Wltng Uriosa
Request Fies Cetails ~

Jaw

SOR =

Proposed Storage

Animal Material

Payment Summary

Please upload the files based on the eCTD requirements

/]\
ool

Drop zip file here to upload or select from your computer

°
loallg Jaall ddall aiall
‘ Saudi Food & Drug Authority

1 Upload the file

Terms And Conditions  User Manual

. 19999

m
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o After correctly uploading the files, the status will be (Under Technical Validation)

or (need manually validation).

After successfully passing the validation process, the request will be sent to SFDA
with the status of "new request”

If the status of files validation is not passed, the system will display the errors and
incomplete requested file and will allow the user to upload the files again.

o Note: File upload Processes:

Before uploading files, the drugs company must use the Sub (Product number) in
the request Reference Number when filling the product data in the Envelop
provided in eCTD format.

When uploading the request file, the company representative is requested to
format to ZIP, so that the file to be compressed directly in ZIP format is the file
with the name (000X) and not another file with a different name as displayed
below and the first file in the image is the correct format to download the file.
Taking into consideration that all file contents must conform with SFDA regulation
that listed in the Site Click Here .

; z
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B .zip (evaluation copy) — m] b4
File Commands Tools Favorites Options Help
o ]

-
FEARLHMIED K 49

Add  ExtractTo  Test View  Delete Find ~ Wizard  Info | VirusScan Comment — SFX
E] “ pass.zip - ZIP archive, unpacked size 604,548 bytes
Name - size Packed Type Modified CRC32

0000 File folder


https://www.sfda.gov.sa/ar
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@ Open x

<« © 4 W > Search Results in Downloads > v O sdrzip x

Organize = = m @ |
i Desktop - |
s Downloads

= Pictures -

ed SDR

SDR files

SFDA

Training
Search again in
@ OneDrive - Libraries B ThisPC | Custom.
% This PC
» 3D Cbjects
m Deskiop
4 Documents

3 Downloads

File name: | SDR - All Files i

Drop zip file here to upload or select from your computer

To learn more about the registration steps for all types of drugs.

Fourth Step: Add response to inquiries
The system enables the company representative to receive inquiries after being evaluated by all
departments at once.

o User clicks on (Enquiry).

o User clicks on (Reply Enquiry) to take an action.

o User clicks on 7

o The user fills in the response to the query.

o User can upload files if there is any.

P 70
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Number Of Inquiries: 1
Product Evaluation Department

Upload New Medical File

1\
=

Drop zip file here to upload or select from your computer

Jaw MyR
y Requests ' 0
SOR = bl
I
|
All Request Enquiry Updated Requests Objection Requests Certificate Requests Incomplete Requests
1 Requests t
Request Number Trade Name MAH
Request Number Trade Name \AH
C‘ear
- - -
o e b Z Request Detail
20/05/2018 2000512018 ® Reply Inquiry .
[ Request Details PD
Jw Registratior sest My f (8]
SOR PE= ) ¢
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Inquiry Reply

Files Levels

Module 3 (Quality)

Sub Files Levels
P. Drug Product

Inquiry

Need Study

Reply

CIose

Jaw
SOR -

Number Of Inquiries: 1

Product Evaluat

Department

Upload New Medical File

1\
()

Drop zip file here to upload or select from your computer

@
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Fifth step: complete files
o User selects complete request in order to take an action.
o User views the reason of rejection.
o User selects proceed.
o User selects editing the requested data.
o User can upload files if asked from SFDA.

firer o
SDR = s
MAH Request Status
MAH The request is rejected to exceed the time limit for answering the query
Search
Rex Re
Da 1 ERt
varion
FRequest Details ~
Huma: ew
Request etails v
Medicinal
pdate D. 2022 Sub Product Trade Name: Zia Pena
Complete Rejected Request «
Request Detai's PDF ! ,,,,, .
pdste Requests (0
Request s
Medi |
Product
Herbal .
Product

7
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Ju Registration My Requests My Products My Certificates £ [&]
SOR =
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

Mimwy RG]

*r—0

STEP 2
Product Details
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AddiUpdate Sub-product =

Sl Prrhiact Inchs Aulitsd in o Aralia
Sub-Product rsde nema in Englsh (i Seud Arstisl

Eul ol e Ml B AFRDNE (B e A BDEa )

Ingredisnts
Active Substance
Typo of actnss subsimmnos

& Sanghe

MLHips

Actrre Sl lasdie Rame Lo Oty Ui BReferenis

[ Chooms . oo Cancel

LLE1] LESs Inaes 1 L FO - |

Exeiglent
Excipssnt rasmes Ao Ling

[& 5T L S

Retmoncs Duantity m 0% 7

(e Warn s

tnat Wrpast ko s [ towt @ @

Sixth step: Add sub product

The company representative can submit “sub-product” files after the initial submission
on the same request, and it will be in the form of "size new package", "new dosage"
and "new strength"

After completing the upload, the company representative can add "Sub Product" by
going to "My Products" screen and chose the product to add SUB PRODUCT as

displayed in the figure below:
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2w
SDOR =

o

| | 0000000389

0000000388

0000000387

0000000386

0000000382

0000000370

_ 0000000375

My Products

Submited

Submited

Draft

Submited

Draft

Draft

Draft

sub-Products v

sub-Products v

sub-Products v

sub-Products v

# Product Details

sub-Products v

sub-Products v

o After selecting Add Sub Product, the company representative will see the registration
page that was previously filled at the product registration phase.
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Note: The company representative cannot modify the previous entered data for the same
product Except for the “Product Details page” and “the Marketing Authorization Holder page,”

as displayed below.

Jaw Registration My Requests My Products My Certificates £ e CompanyRep1

New Request

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 praduct?

@®

After skipping the product registration, the "Product Details" screen will appear so that the

company representative will be able to add "Sub product™:
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The Legal status of product screen will be unchangeable based on previous recorded data.

Marwy Hheguars]

r—o

STEP 2
Product Details

o After completing all required fields, a payment invoice will be issued.

o The status of the order is "waiting for invoice payment"
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Add a package size of a sub-product
The company representative can add a package size of a sub-product after completing all the
new registration steps and issuing a payment bill. The status of the request will be "Waiting for
invoice payment “, add the new package size in this case will be free of charge.
To add a package size after registering the product, selects "My Products" tab, then click on the
icon After that, choose "New Package Size" as shown in the figure below:

Jau
SOR = £ 0
My Products
Product Number Trade Name
Search
- -
s >
a
! ~
ducts v

Note: After the invoice payment, it is not possible to add a new package size to the sub-product

until the study of the request is complete and-itsstatus is: "The request was accepted by the
committee”, and there will be fees for this request.
Cases of adding new package size will be chargeable are:
- The product has been registered
- The product registration has been canceled
- The product registration certificate expires soon
- Certificate expired
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o The system will display all the data of the registration request form, and at the end

fill out the package size data, then click Next

SoR g | ! £ 0

Product Dotails

STEP 1
Sub-Product Details

[ N

General v
Marketing Company Information ~
Marketing Authorization v
Legal Status of the Product v
Ingredients v
Manufacturers v
e Registratior ty Requ ty Migration Requests My Pr My Certificates £ O
SOR -
S ——
Packaging
Package Size
=
=
Velume
-]
Unit

~ontinue later Next >

User Manual FAQs % 19999

0
Jgallg il Aol Ayl
( Soud Food & Drug Autharity
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o The next step is the price certificate, fill out all the required fields then click “next”
to move to the summary page. To submit the request, fill out all the required fields then
click “Submit”

Note: If the main order is tax-exempt, this does not mean that additional items are also
tax-exempt.

Price Certificate ®
Pricing
Please enter the CIF and Currency, pricing department will study the request, if the product is not subject to pricing, CIF will not be included in the certificate
CIF Price Currency
00.000 Choose ~

Pricing in Origin Country

Ex-Factory Price ExFactory Price Currency Wholesale Price Wholesale Price Currency

00.000 Choose v 00.000 Choose v
Public Price Public Price Currency

00.000 Choose v

Marketing Pricing

Please enter the price in countries where the product is marketed

-]

] ] o Bill Details ~

Declaration

By sending this request | hereby certify thal the submitted are frue and accurate and changes will not be made unlil they are approved by SFDA

Title Name
File Signature

Select file oa
Company Stamp

Select file a
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Notes:

O

If the request status is "request was accepted by the committee", a SADAD payment bill
will show before submitting the application.

To add the pack size for an exempted product, the request status is “submitted”, and
the status of the sub-product is "Waiting for upload file". The system displays the list of
products. The company representative must select one of the exempt sub-products.

The system displays a product registration request form of type "new Pack Size." The
company representative must fill out the request application. Then the request status

will change to "waiting for upload file."
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SOR -
Seventh Step: Print Certifications
o After SFDA approves the request for registration of the product, the representative of
the company should request to print the certificate by going to system screen
choosing my products at the top.
o Choose “Take Action” and click on Request Certificate as displayed in Figure below.
Jaw Registration My Requests My Products My Certificates . 9 CompanyRep1
SOR - —
204 Trade Name Cancel
# 4 Trade Name Product Number Status Sub-Products Options
1 0000000204 Submited
1 sub-Products ~
# Dosage Form Strength Unit Primary Package Creation Date Registration Number Registration Date @ Show Details
1 u = mg/kg Bag 11/08/2018 [# Request Certificate
o Choose the type of certificate that the company representative wants to issue by
moving from the Products screen to the Certificates screen as displayed below:
Jw Registre My Requests My P fe My Certificates & O CompanyRept
SOR [JE= —
Certificate Request
Certificate type
choose v
choose

Registration Certificate Of Herbal Product
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o Confirm the product information to issue the certificate and choose the icon

"NEXT"

Ja Registration
SOR =

NIAF (AgENT)
Tahani gh
Manufactory

#

1

My Certificates

VIaTKEUng Lormpany, Nauonaiy
Test Product,Gibraltar

A& O companyRept

o Chose the invoice request from the list “Take action “in order to request the certificate:

Fees

Payment Msthod

o2 w

Cost

# Dosage Form

Primary Package

Izsue Date
03122024

1 00

Package Unit

Bill Details A

o After payment, the company representative can issue the certificate through

certificates screen.
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Ja Registration My Requests My Products My Certificates.
SOR =

Certificate Request

Certificate type

choose

choose

Registration Certificate Of Herbal Product

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

A O companyRept

The paid certificate will be displayed through the certificate screen as displayed at the
top of the screen, and company representative can print the certificate immediately.

J Registration My Requests My Products My Certificates
SOR -
Certificate Number Trade Name
Certificate Number Trade Name

Number of Certificate Requests . 1

# S Certificate number S Trade name ¥ Certificate Type

1 Registration Certificate Of Herbal Product

Certificate Type
Choose
% Request dal
30/10/2018

@ Certificate details
[3 Print certificate

7._
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SOR =
o Certificate form of drug registration
o E— T
Expiry Date: ‘cwa‘; Registration Certificate of a Herbal Product Saudi Food & Drug Auhority /L~ Th e
gl b
. Legal Status Tfaﬁ?:ﬂ:ﬂ‘e
u Gﬂcmilme
Jssl
Marketing A(li{;oerr:;auon Holder Regism:\#umber
i 3 Bl 8 2l | BE::;‘FJ;L
Marketing Company,Nationality
Saoll 38
s 3 dmslall & 5l Product Strength
Manufacturers, Nationality
doNall b
Shelf Life
sgall
Packaging Type
isall s
Packaging Size/Volume
Stamp
f} ) Slur‘ag):g;\sﬁons
%&"}?
customer can request a certificate of the following
types of the same previous work procedures as the following:
e Certificate of registration of a Drug product
e Certificate of registration of a veterinary product
e Herbal registration certificate
e Free of sale certificate
e CPP pharmaceutical product certificate
o Free Sale Certificate and CPP pharmaceutical product certificate: Certificate issued by
the supervisory authority in the country in which the manufacturing is carried out.
Note: The free sale certificate and CPP certificate can be obtained after registration.
&
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Eighth Step: Variation request
o When the product status is registered, the system will allow the user to request a

variation as displayed in the picture below:

e Registration Vly Requests My Products ly Certificates . O amicossT
SOR = —
Product
# % Trade Name lumber status sub-Products
1 0000002422  Draft B b Products
2 0000000424  Submited B b Products ~
Primary Registration
# Dosage eng Package Date Status
1 HOODDOOOSEO pg/m3a Screwcap  22/12/2018 25/12/2018

& Show Details

[ Request Certificate
2 HOO0D000990 ug Jar 22/12/2018 26/12/2018
(& Vasiation Request

(& Cancel Request
3 HOCODD000992 kg Ampoule 22/12/2018 04/02/2019

4 HO000001002 billion Stopper 22/12/2018
organisms/mi

5  HOOOD0D1013 = ug Dredging 23/12/2018
container
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o After choosing a variation request, the system will direct the company representative
to the screen below to complete the requested data as below:

Variation Request Detail

Request type
Application Concemn

Choose

Proposed Changes
Current Proposed

urrent Proposed + Add Cancel

Number And Title Of Variations
Choose [+]

Change affect
Does this change affect the last updated drug application form?

No

Yes

Variation Request Detail

Application Concern Types

IV. PMF/VAMF

Number And Title Of Variations

Choose ©

72.Change in the name and/or address of a blood ishment i ing bl llection centers

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 fo reflect those updates

< Previous Next >
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o After completing the data as needed by the system and press NEXT, the system
will direct the user to product details screen as displayed below:

Fees

Payment Method

Invoice Type

Issuing tax invoice

Issuing simplified invoice

through Amaly platform

03-09-2024 03-09-2024

Please be aware that you can only convert a simplified invoice into a tax invoice if you specify the invoice type as 'tax invoice' before proceeding with payment

Payment Due

00 To pay

Bill Details ~

If the request is rejected for one of the following reasons, the company representative can

complete the order through My requests screen as displayed in the picture below:

o The request is rejected because of incomplete request

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

o The request is rejected because lack of requirement

Note:

o Toissue a new certificate, the status of the certificate must be "expired", “expired

soon”.

o And if the certificate is "expired soon", the following message will appear “after

receiving the renewal approval, you cannot request a new certificate until the current

certificate becomes expired”
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Ninth step: Product Renewal

If the company representative intends to renew the product, in case if the product is finished

or about to finish, the company representative can renew the product by going to the

product screen and selecting the

finished product and creating a renewal request, as displayed in the figure below:

Price Certificate

Pricing
CIF Price

Currency

ZompanyReps

1 HeoooooooaaT

= HeO0DOD00oAs

He0000000849

a Heoononooasn

s HEe000o000as4

Trade Mame

Trade Name
Submited

sag T
Concentrate and 1 kg
diluent for solution for
Infusion
Blood fraction modifier 1 kg
Chewable tablet 1 kg
Concentrate and 1 kg
solvent for cutaneous
use
Anticoagulant and = markg

preservative solution
for blood

Ampoule 26/11/2018

Ampoule 25/11/2018

Ampoule

Ampoule

11/2018

Bag 28/

0000000047

0000000949

17.75 SAUDI RIVAL N
Pricing in Origin Country
Ex-Factory Price ExFactory Price Currency Wholesale Price wWholesale Price Currency
3.75 SAUDI RIVAL 76 SAUDI RIVAL
Public Price Public Price Currency
4.4 SAUDI RIVAL
Marketing Pricing
Please enter the price in countries where the product is marketed
Country
Algeria = =
\ — " ALGERIAN DINAR ~ ; ALGERIAN DINAR ~ - ALGERIAN DINAR Notes
e mg ~ 5.1 MALAYSIA RINGG~ MALAYSIA RINGG~ 1€ MALAYSIA RINGG~ Notes
g2 My Products o
SoR = -«

26/1142018

Certificate.
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JSDR Do (.\LE.\S (.\..\A.\MAH J.A.h
Fees
Payment Method Issue Date Payment Due
J 04-02-2019 04-02-2019
J ,M
&

2 00 To pay

8800 440 9240 Bill Details ~ n

Concentrate and diluent for solution for infusion 1 kg Ampoule g 1 8800

o E

o After that the user clicks the Submit icon to review the prices and renewal fees as
displayed in the image above.

Note: Pricing screen as well as fees screen are all in one screen in the system will be displayed

after press Submit through the screen of renewal product.
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Tenth Step: Objection Request

The system allows companies to make objections on requests whose status is as follows:
o Therequest was rejected by the committee.

o The product has been registered.

o Therequest was accepted by the committee.

Types of objections that can be made through the E-SDR system in accordance with the
status:

e If the product registration request is accepted, the system allows the company
representative to raise objection to the price and the expiry duration.

e Iftherequest for "Variation" is accepted, the system allows the representative of the
company to raise an objection to the price only.

e If the product registration request is rejected, the system allows the company
representative to raise objection to the rejection decisions.

e |If a price adjustment request is rejected, the system allows the company
representative to raise objection to the rejection decisions.

e If a request for modification of non-price data is rejected, the representative of the
company is not allowed to request an objection, and requests Variation again.

e If arequest for a price adjustment and other data is rejected in the same order, the
representative of the company can only raise objection to the decision of rejecting
the price and submit a request for an adjustment to the rest of the data.

e If a request for cancellation is rejected, the representative of the company can
submit objection to the rejection decision.

e If a renewal request is rejected, the representative of the company can raise
objection to the rejection decision.

e If the renewal request is accepted, the company representative is not allowed to
object any rejected request prior to the renewal date.
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The Company representative can fill out the form after

which’s the reason and the details for the objection

clicking “objection request”

N

1 He0000000022

He0000000017

3 He0000000012

4 He0000000010

5 He0000000009

6 He0000000008

on My Requests

He0000000010

He0000000004

He0000000006

He0000000005

He0000000005

He0000000004

0000000010

0000000004

0000000006

0000000005

0000000005

0000000004

Herbal
Product

Herbal
Product

Herbal
Product

Herbal

Product

Herbal
Product

Herbal
Product

=
Request

[
Request
New
Request
Objection
Request

New
Request

Objection
Reguest

17/04/2019

16/04/2019

11/04/2019

11/04/2019

11/04/2019

& O companyrepa

17/04/2019 The request -
was

accepted

from the

Committee

16/04/2019 Invoice .
expired

11/04/2019
11/04/2019 The request
was
accepted
from the
Committee
11/04/2019 The riquest
[ Reguest Details
% Objection Request
11/04/2019

B Request Details PDF

departménts

Price Certificate

Certificate

Ther:

Join Registration
SOoOR —

Last Approved Pricing

My Requests

Packaging

Shelf Life

Proposed Storage

Animal Material

Reason of objection
Choose
Objection Details

Objection Details

(ATC)

My Products

v Certificates

-“ © companyrepd
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JS:EE = Registratior My Reguests My Products My Certificates r © companyrepd

Objection Request

Objection Request Details ~

Fees

Payment Method Issue Date Payment Due
f’/‘ 17-04-2019 17-04-2019
4 00 To pay
1000 50 1050 Bill Details ~
Concentrate and diluent for solution for infusion 1 mg Ampoule g 1 1000
Submit <A

After filling in the data for the objection request, the system displays the payment screen for
payment only in case of "price objection" and then the order status is changed as follows:
o The request status is "Waiting for invoice payment" pending the payment of the
invoice.
o After payment, the status of the request "Waiting upload files" pending the upload of
the request files.
o After successfully uploading, the status of the request is "Under technical validation"
until the system automatically checks the files according to the requirements and
according to the type of request.

Note: Payment is not required for other objection cases.
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Eleventh step: Cancel the product

Public

When the company representative intends to cancel the product, the product status must be

"registered" on My product.

The process of cancelling is to go to the “take action “below and choose cancel request.

J:LUJ Registration
SOR ge= '
My Products

Product Number

204

# % Trade Name

# Dosage Form  Strength

1 Bath additive 987

Product Number

Unit

mglkg

My Products My Cerlificates

Trade Name

Trade Name

Status Sub-Products

Submited

ary Package ~ Creation Date

Bag 11/08/2018

stration Number

Cancel

sub-Products ~

Registration Date Status
[# Show Details

RPN (F Request Certificate

(# Cancel Request

30/10/2018

The system screen will display the cancel request form to fill in the required fields that’s
displayed in the figure and click submit under the bottom of the screen and choose Cancel
Request.
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Amounts of product Imported to Saudi Arabia during the last four years

Year Ameunt Currency
2018 SAR
Year Ameunt Currency
2017 SAR
Year Ameunt Currency
2016 SAR
Year Ameunt Currency
2015 SAR

Note: In the "amount product imported to Saudi Arabia during the last four years" category, if the
product is registered in the past two years only, the representative of the company will only fill the

box for the years 2015 and 2014 by (0).

Legal Status

List of countries that the product is still marketed in

Country Date

Select a count e

View List of countries that the product is still marketed in

No data found

Add List of countries that delisted the product

List of countries that delisted the product

Mo data found

Create Reguest

Z
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Twelfth step: Re-register the canceled product

In case if the company representative intends to re — register their canceled product, the drug

company will go to the product screen and then choose the canceled product to be re-registered

as displayed in the picture below:

My Products

stick

Product Number Trade Name
258 Trade Name
-
v
.| Submited
Bee smoke 56465 mg/kg Bag 11/09/2018

canes

sub-Products ~

canceled

After clicking on the Re-register icon, the system will direct the company representative to

direct him to the Summary screen with the display of previously recorded data. After clicking

Submit, the system will direct the company representative to the invoice screen as displayed

on figure 55
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Summary

Fees
Cost Vat C
o o

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

Company Stamp

Total

@

Select file o

Select file s

Bill Details ~

J L Foe(isaranod
SO~ =

a B Amic o3BT

Summary
Fees

Payment Rhaanoo

JfJ_.r.u

Declaration

By sending Fes requesst | herehy ey Mal He Submilled ane nue and SScurabs and cRanges will ol be made willl Hey ane

Tithe (e

Fie Signaiure

Seiect tie M

appioved By SFDA

Payment Diss
oe-02-2018
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JS:E_]I; D aldail aadiiid) Juda

System Status

After completing the application
Waiting for Invoice Payment When issuing a query invoice
Issuing an invoice to complete the file es

- Upon payment of the application for registration,
objection or adjustment.

Waiting Upload Files - After reviewing the reason for technical verification
failed.
-When file upload fails
Under Technical Validation - When files are uploaded successfully
Failed Technical Validation - When file doesn't pass the technical verification
Invoice Expired -When the invoice period expired
Under Studying -When the file is accepted by the SFDA team in the

verification step

-When the cancellation request is accepted by the
Committee's officer

-When referred to the concerned department

The Product has Been Cancelled

At the Relevant Department -When the query is accepted by the concerned
department

The Query Has Been Completed At -After the management reviewing the query and

"Department Name" approving

- If a review is completed from all of the departments

-If the review of the query is completed from one or more
departments and there is no query from the rest of the

Waiting for Query Reply departments and the final report was created so that the status of
the application was "completed By the concerned department.

-if the answer of the query is rejected through the product
manager.

The Query was Answered -When the company representative replies

-Only a company representative is allowed to read the inquiry and
cannotreplytoit.

-The company representative can view inquiries through the "view
request details" page, where a card containing the inquiry
information will be added.

-The company representative is allowed to reply to the inquiry by
going to the "inquiries" page if the Wave has been sent, as is the
current situation.

Inquiry Incoming
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Thirteenth Step: Review the reasons for rejecting the cancelled application:

When a company representative intends to review the reason for the SFDA's rejection of the

product cancellation request, the product status must be "The file is Incomplete" on My Request.

The review process is to go to "Details" below and choose Completed Request.

My Requests

Request Number v

Search Request

Cancellation

+ New Request

a ®

Variation

Inquiry Objection Certificate Incomplete Renewal

0 Requests 3 Requests 4 Requests 2 Requests 3 Requests 1 Requests 0 Requests
Prod Sub-Produc Request Type
Num Number Product Ty s status Details

11/09/2024

Human Medicinal

Product

Request The fleis
Cancellation incompiete Details ~

Then choose from the menu “Request Completed” as shown below:

My Requests

Request Number ~

All Inquiry
0 Requesis

1 11/09/2024

View Request Details

Search Request

Cancellation

3 Requests

Q
Variation Objection
4 Requests 2 Requests
Sub-ProdL
Number Product Type
Human Medicinal
Product

Last Update Date: 11/09/2024

+ New Request

Certificate Incomplete Renewal

3 Requests 1 Requests 0 Requesls
Request Ty
a Status Details
s Status etails

Request The file is
Cancellaion incomplete Details v

Sub Product Trade Name:

~

%
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A aUail aadtial) s
SOR @k FHe=te '

My Requests

+ NewRequest
a [ - ]

RequestNumber v Search Request

Inquiry Cancellation Variation

Objection Certificate Incomplete Renewal
0 Requests 3Requests 4 Requests 2 Requests 3Requests 1 Requests 0 Requests
Request Product Sub-Proauct
# Date Number

Type
1 3 1ogr2024  ( Human Medicinal
Product

Last Update Date: 11/09/2024

Sub Product Trade Name:

mplete Request

My Requests

+ New Request
a [ -]

Request Number v Search Request

Al Inquiry Canceliation Variation Objection Certificate Incomplete Renewal
24 Requests 0 Requesis 3 Requests 4 Requests 2 Requests 3 Requests 1 Requests 0 Requests
Request Re Sub-Product Request Type
#  Number Date Product Type 2
1 3 11/09/2024

Product = —

Last Update Date: 11/09/2024

Sub Product Trade Name:
e

View Request Details
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Click on 'Details' to proceed to the order details review

Total Records: 1

a
-

1AH Status Details

F - | Generic(Multisource) 21/08/2024  Cigalah [
Cancellation incomplele:

Drug

Then select “Cancellation Request Details” and review the reason for rejection.

Request Details
Cancellation Request Details >
General >
Marketing Company Information v
Reference Generic Drug General Information v
Marketing Authorization v
Legal Status of the Product ~
Ingredients %
Proposed Indications v
Strength of composition ~
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SOR -
Migration Request
Migration is the process of transferring products from SDR system to E-SDR system. The
migration will be on the completed request the old dam system.
After Sign into the system the user should click on “My Migration Request” on the bar at the top
of the page.
My Migration Requests
All Waiting Action
8 Requests 4R t
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
;«ue;‘?w 21102019 21/10/2019 thigah
Product
From the Migration Requests page, the system provides a feature that allows the user to request
new data migration, review migration request and its status, and migration requests that’s
waiting action
@
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SOR -
New Migration Request
To request a new migration, the user should click on "New migration Request" icon at the top
right of the page.
JSJE-JL; 2 Registration My Requests My MlgraulReques(s My Products My Certificates £ 0
My Migration Requests
R
All Waiting Action
8 Requests 4 Request
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 S
# Numbe N Prodt ¥ $ U MAH
1 21/10/2019  21/10/2019 ?ﬁ‘«f&‘l‘iﬁ.’iﬁ?ﬁlﬁ" thigah
After that the system will show the available products from SDR to be migrated, that’s associated
with the same main account of the company's representative as shown below:
JSJDJJJP 3 Registration My Requests My Migration Requests My Products My Certificates £ O
Old SDR System Available Products to be Migrated
Reference Number Registration Number Trade Name
Reference Number Registration Number Trade Name
# Reference Number Registration Number Trade Name
1
2
3
4
@

7
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When
options:

asa Clickontheicon next to the requests, the user will have three

Product PDF Details

o This option allows to view product details

Migration as a product

o This option allows to migrate the product from SDR.

Migration as a sub product

o This option allows to migrate a sub-product data from SDR system if the main
product on E-SDR.

Migration as a product Request

When you click on the “Migration as a product" icon, the user should fill the product data as in
the registration form.

Select the form type:

a. Human Medicinal Product Restoration

b. Veterinary Product
c. Herbal Product
Select type of product

Then select the classifies the product type.
e Register the product

Migration Request

Please Select Application Concern

Herbal Product

Product

Human Medicinal Product

Product

Veterinary Product

Product

yuogouwll &y, o o ~ » Jgailg Jasl dalell Sl
Jdoallg JAaal &d ( Savdi Food & Drug Authority
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The user fills the needed data as displayed below

Migration Request

Human Medicinal Product

Is Saudi Arabia Country of origin?
Yes

@® No

Is this product under license
Yes

® No

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

@® No

Is there a pediatric development program for this medicinal product?

Yes

@® No

Is this product registered in GCC
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Migration Request

STEP 1
Application Type

Please Specify For SubDrug Type Other
Please Specify

General Product Information
Trade Name

Trade Name

Product strength

Product strength

Strength Unit

After completing all the required fields, and submitted on the system, a request with statues “a
payment invoice will be issued. “Waiting for Migration Request Reviewing” will be issued.
Note: in case if not completing the application, will be saved as a draft on "Waiting Action"

page

To complete the request, select "Complete Migration Request."
The draft can be deleted by clicking on "Delete" option as shown below, then a
confirmation window will be displayed to confirm

Jauw

My Migration Requests -
SOR = it L]
My Migration Requests + New Migration Request
Al Waiting Action
Reque 1 Requests
Request Number Product Number Sub Product Number(Reference Number)
Request Number Pr t Numbe Sub uct Number(R ence Numbx
WAH
Search

N UserManual FAQs \.19999

O o
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Migration as a sub product Request
When the user clicks on "Migration as a sub-product" icon, a window with the available products
on the E-SDR will shows.

Products X

My Products

Product Number Trade Name

Product Numbe Trade Name

0000002983 Submited 1 "ho

0000002997 Submited
0000003011 Submited
4 0000003012 Submited

0000003015 Submited 1 +

e The user selects the product
o Note: The data for the sub product must be complete, and the status of the
migration request is “Data migrated” (in order to allow the company's
representative to use the system services).
e Then complete the following non-shared sub-product data
o Product information
=  Except (trade name in Arabic and English)
o Manufacturer information
= Except (Finished Manufacture)
o Pricing information

Once all required data fields have been filled and submitted to the system, a migration request
will be issued with a status “Waiting for Migration Request Reviewing”
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After a Migration Requesting

After submitting a migration request whether as a product or a sub-product, the request will be
reviewed by the SFDA to accept or edit it
o Ifthe request is accepted the migrated product will appear on " My Requests "
page and the status of the request will be “Paid”.

o If the request edited by the SFDA, the request will appear on the "waiting Action'
page, and the status will be "Request has been updated by SFDA," in which case
the user will be able to take action on the request.

o Inthe case that the data of the migration request is updated from the reviewer
for the first time, the modified data will be highlighted in yellow, and in case it is
updated for the second time, the modified data will be highlighted in red. As for
accepted modified data, the system will highlight the data in green.

Migration Request Waiting for Action

The Edited requests by the SFDA will be appears on "Waiting Action" page
To take action on requests that have been modified by the SFDA and the requests that have
not been completed "Draft" Click on the icon it will give the user three options:

o Old SFDA Application Details

- This option allows browse product details
o Complete Migration Request"

- This option allows to complete the migration request
o Delete

- This option allows to delete draft request

L J
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To complete a modified migration request by the SFDA, click on the "Complete Migration

Request" option to complete the request

Juw gration Requests (2]
SOR |ge= L &0

My Migration Requests

Manual FAQs 19999

O i

The user can delete the request that has been modified by the FDA by clicking on "Delete

option as shown below, then a confirmation window will be displayed

The user can accept the modifications by the SFDA or modify the data again

o

// z
Syoonull &y nll &= ool
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If the modification by the SFDA was accepted by the user, the migration request
will be approved and posted automatically, the migrated product will appear on "
My Requests " page and the status of the request will be “Paid”
In case of any further data modification the user must mention the reason and
description of the modified data then the request will be sent to the SFDA to review

And the statue will be changed from “" Request has been updated by SFDA” to
“Waiting for Migration Request Reviewing”
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The system will display the data that has been modified by the SFDA highlighted as shown
below:

Juw Registration ~ MyRequests My Migration Requests My Products My Certificates
teg “ Viy Reque: Wy Migration Requests My Preduct: My Certificate:
SOR [gE= ! £ 0

Migration Request

¢—0—0—0—0——0———0

Application type

STEP 1
Application Type

General Product Information
Trade Name

Product strength

13

Strength Unit

kg v

Dosage Form

To learn more about migration steps from SDR to E-SDR system, please Click Here
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Relocation of the product application to other account

To submit relocation of the product application to another account, click on Transfer of Product

£0

é:::""; Registration My Requests My Migration Requests My Products My Certificates [ Transfer of Product

Request Number v Search Request Q e
All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
2 Requests Requests Reques Request Request Requests cque 0Requests
R ! Produc rod equest Type
mt ) Nur mber Prc r &

[ S

2 Details ~
Click on New Transfer of product,
Jaw Registration My Requests My Migration Requests My Products My Certificates  Transfer of Product £6

SOR = —

Transfer of Product ‘ + New Transfer of Product ,

0

Request Number Search Request ... Q e

No data found

. e . Terms And Conditions  User Manual FAQs 19999
Y AV onln 158l adoll dal

hitps://sdremp.sfda.gov.sa/TransferMAH/Create - S°4d! Foed & Drug Autherity R R
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Fill out the transfer ownership application (three forms)

Jauw
SOR =

i My Products: My Certificate Transfer of Product £ O

Transfer of Product Form

Verifcation Information

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

Commercial R > current MAH company

someone@examp

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

Number (of th 1 MAH cc Product Number

Transfer of Product Disclaimer

158 e A g Yy g e s e RS 0 s e et i) e sl RS 0 R i s et g sl A B et s st an
et g AL i s sy el 1 s sasd 2o 5 "Application for Varfation to a Marketing AUthorization - s fas ) Jo padi® ol sk [0 35 2200 clie) il
o Y e el a4 8 58 o b Ul il e U1 G Ayl e Rl 34T Y g il Ay e 0S5 A8 )0 iy A1) el S A8 R Al g il e Sal
Asa b sy iy Ja3 oo Aeali Ay fas el B d A0 g8 i gl ciag 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 @SDR account. Be noted that the approval of this request DOES NOT imply that the
new MAH is from itting the * lication 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 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.

Add all sub-products related to the main product and click on the Next

Transfer of MAH Form
Sub-product Information

| The pusmiteer Of Sub-produc] oF Me Mmaen produc! B 3. 38 of Mem musl be entéred

Regatraton Mumber Suty (rOGUCT Rt Doasge Farm

. r B
. r |
r @

Users must upload a file (the file format must be "Pdf - rar - zip") Then confirm
the application submission.
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iar/ IransterMAH/Lompletesq=6Ugngsgvy | HImvKLJaUUA==

JSZIE-\UI; Registration My Requests My Migration Requests My Products My Certif es Transfer of MAH r'3 9 galderma
- —

e T —

Verifcation Information Sub-products Information Atiachment & Agreements

Transfer of MAH Form

Attachment and agreement

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

757562 1 (2).pdf o

Letter from the company that has the product in SDR

757562 1 (2).pdf a

Transfer of MAH Disclaimer

) aim s 2y e s Zcie Jantt ¥y 5 uel) cia gl et
45 AL 5 A gEaall fall o LaS dana e cileshuey il il e Jasl (S e

35 Lo Al g (AL o Jany

gt S0 ) s 5 00 Y ghese LY it 1585 LD prie 38 e dlandl il e

The applicant shall be fully responsible of the accuracy and correctness 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 data. however the paid fees are non-refundable

< Previous Next >

Users can view the application status through the Transfer of Product tab, choose a request, and
press Details

la.gov.sa/SDR/TransferMAH

JEZIE-II{RJ Registration My Requests My Migration Requests My Products My Certificates  Transfer of MAH £ O gaderma

‘Your request has been sent successfully

Request Number Search Request Q e
# Request Number Creation Date Last Updated Date Status Details
1 12 16/01/2023 16/01/2023 New Request
v v = Details ~

2 15/01/2023 16/01/2023 The request was accepled from SFDA Details ~

3 4 15/01/2023 16/01/2023 Under-Study
Details ~
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