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J\ O]l dxaue O dl.a.b)’b Lﬂ.!:)j LQ)‘ME% 2\5,&«)‘ d:u.w g.,‘.CJ.“: @J\ 5.)[.@2:.«)\ &33)&55.&-\ o)
olalgad) Ao

& © companyRep1

B Registration My Requests My Products My Certificates
SOR -

Certificate Request

Certificate type

choose M

choose

Registration Certificate Of Herbal Product

gl £ 53 iR 37
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Public

“Next” @sil Hlusly salgall Hlauol wid gl Sloglas e ST o

Jaw Registration My Requests
SOR =
WA (AgEnYy
Tahani gh
# Manufactory
1
2
Stamp

My Products

My Certificates

A O CompanyRep1
Markeung wompany, Nauanany
Test Product,Gibraltar

Nationality
Albania

Andorra

iall il e ST 38

Balgadl bl syl 351 &aSall oy 8y g3l b e lasall o

Jaw Registration My Requests
SOR -
Fees
Payment Method

/2w

Cost Vat Cost
1000 50
# Dosage Form Strength
1 Bath additive 987

My Products

Strength Unit

mg/kg

My Certificates & O companyRept
—
Issue Date Payment Due
30-10-2018 30-10-2018
Shous  00minutes To pay
Total
1050 Bill Details ~
Primary Package Package Unit Volume Cost
Bag L 3 1000

Eyognull &yyunll E=lasll
d0allg JAAL Eslall &uall

oI Mi o dYL
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eblgad dala @b e 8algadl sl 38l Jiell oSar slidl das 0

Jw & O CompanyRept

Registration My Requests My Products My Cerlificates
SDOR -

Certificate Request

Certificate type

choose v

choose

Registration Certificate Of Herbal Product

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

boled alls oL/ 40

dous gall Oolalgadl dals - ope Lyluol Sl blaall 28 o5 (2l 8olgad] gl gw 0
Solgall delds M= cya 21 3L51 68 (pog il el 3

J2 Registration My Requests My Products My Certificates s 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 30102018 [3 Print certificate

solgill e bl 47

7 29
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s Jazad B3lgd K& 0

e Jors e e doatls —
N e Registration Certificate of a Herbal Product Saudi Food & Drug Authority /4=
Expiry Date: K1) [
gl b bl ¥l
| | | Legal Status Tfajde N':me
HE gl sl
Generic Name
Jssl i
. 0 A
Marketing A(u'ggznr:)auon Holder Registration Number
) Wsall Kall
i 5 dgasnll &2l LB Dosage Form
Marketing Company,Nationality
Baagllf 53l
i 3 il &€ 51 o Product Strength
Manufacturers, Nationality
ol ban
. . Shelf Life
taull g
Packaging Type
biguall oo
Packaging Size/Volume
Stamp
W sl g b
g Y Storage Conditions
Y
@

il g 42

o 0950 3y dbolud] Josll Dlelyz] sl LI ELgiY] yo 80lgts b raall 5o L0l
A olslgsd]

JYo_piaiiwo fumud 6lg s @

Srhy_namiuo Jemad S3lgs @

(S _piaziio Jumud 3lgls o

& > Bolgs @
CPP Yo _pirmiuo 83lgss

&I sl (3 4Byl dlaldl e 8y0ball 83lgad) iCPP (3Yoe sasiuws 33lgdy gl 4y> 83lga ©
4319l A el Al oo ol (3Vuall sasiiwall guisad) 45lgill @lglasddl 1 Mo auianll Lggd iy
REPON|
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Public

" Variation Request " i Clb 1diolid] 8 glazll

el @bl e bdss Clb pastianal) (S (o gl A= 095 s ©
8392l glany a1

30aally i galal) Jpaas

2

dylsYl sl 3

Jau
SOR —

# & Trade Name

2 ||

Sub-Product
# Number

1 HOOO00000989

2 HOOO0O0000990
3 HOO00000992
4 HOOO0O0001002

5 HO000001013

Registration

My Requests

Product

Number

0000002422

0000000424

Dosage Form

My Products My Certificates

Status Sub-Products
Draft
4
Submited
5
Primary
Strength Unit Package
Hg/m3 Screw cap
Hg Jar
kg Ampoule
billion Stopper
organisms/mi
- pg Dredging
container

Creation
Date

22/12/2018

22/12/2018

22/12/2018

22/12/2018

23/12/2018

Registration
Number

a ©O
Options
sub-Products ~ -
sub-Products -~ -
Registration
Date Status

25/12/2018

25/12/2018

04/02/2019

[ The procuct [

¥ Show Details
(¥ Request Certificate
& Variation Request

& Cancel Reguest

F
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d0allg JAAL Eslall &uall
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1 glaall OULI JLeSiwd ool dsladl ) aSadl Jogmi pladl pgiy Jrdas b Hlusl dao

Jaw

Registration My Requests My Products My Certificates 2 ©
SOR =

Variation Request Detail

Request type
Application Concern

Choose ~
Proposed Changes
Current Proposed

Current Proposed Add Cancel

Number And Title Of Variations
Choose [+

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

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

Is Allow To Change Marketing Authorization
No

Tl s Ol T 24

Jw

Registration My Requests My Products My Certificates - =]
SDOR =

Variation Request Detail

Application Concern
Safety, Efficacy, or Pharmacovigilance Changes

Number And Title Of Variations
Choose [+]

1 - Change in ATC Code /ATC Vet Code

Procedure Type Implementation Date

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

< Frevious —

Laeil) ally inden il JaSi] 45

7 52
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A aUail aadtial) s
SOR @k FHe=te '

i;zj/opjzp f[ﬁi//ﬁj.@w NEXT fe _4ils fa[ZL//U/,‘éd,o @M/QUM/JM/@ o)

J= Registration My Requests My Products My Certificates a O Amicoaa7
SorR “

Mew Request

STEP 2
Product Details

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

Proposed trade name in Arabic (in Saudi Arabia)

Prima
Package

age Form Strength unit

Packaging Size unit

Action
1 Gas and solvent 454 pg/m3
for dispersion for
Injectionsinfusion

Screw cap 545 {sachet} 545 =

Ju Registration My Reguests My Products My Certificates 2 © Amico3s7 1
SOR

ing Authorization Lagal status of Produ

STEP 7
Summary
Fees

Payment Method

Issue Date Payment Due

/ 04-02-2019 04-02-2019

1hours 00 minutes To pay

Cost Vat Cost Total
4000 200 4200 Bill Details v
Declaration

By sending this request | hereby certify that the are true and

and changes will not be made until they are approved by SFDA

Title Name

File Signature

Select file X
Company Stamp

Select file

Summary

Application

51l nies 47
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I e Cllall YLl 31 08Gabs ¢! ol 0y 3 al) i sole] Jl> 3 o
olsl 8yguall 3 b ge 92 WS My requests pladl dala

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 -

Jaw 0 I
SOR %
MAH Request Status
MAH The request s rejected to exceed the time limit for answering the query
s
C s ~
Details v

L g gall L) JLeSina] 5L 48

il gz plbad] pgds sl piriuall Ollo iy A0 4ty pe Sl (§ ALo=Do
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GMJ INENC! Ia.u»w\é}b.‘x" |

elinl JSadl 3 b ge 90 LS Balgal

Ju Registration My Requests My Products rificates
= y x ©
My Products
Product Number Trade Name
## + Trade Name Product NUumb Status Options
1
- Submited o sub-Products ~ -
Sub-Product Primary Creation Registration Registration
#  Number Dosage Form strength Unit Package Date Number Date
1 He0000000947 Concentrate and 1 kg Ampoule 25/11/2018 0000000947 25/M11/2018 -
diluent for solution for
Si—— & Show Detsils
# Request Certificate
2 He0ODODDDOY4S Blood fraction modifier 1 ] Ampoule 25/11/2018
# Variation Request
He0000000949 Chewable tablet 1 kg Ampoule 25/11/2018 0000000949 25/11/2018 G Renewal Request
& Cancel Request
a He0000000950 Concentrate and 1 kg Ampoule 25/11/2018
solvent for cutaneous
use
5  He0DODDDOOSA Anticoagulant and 2 mg/kg  Bag 25/11/2018
preservative solution
for blood

eial) pats Lualil] dnica 49

<

Eyognull &yyunll E=lasll
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Public

JE:‘JJJEIR % Registration My Reque My Produc My Certificates & o
Price Certificate
Pricing
CIF Price Currency
17.75 SAUDI RIYAL ~
Pricing in Origin Country
Ex-Factory Price ExFactory Price Gurrency wholesale Price Wholesale Price Currency
375 SAUDI RIYAL ~ 7.6 SAUDI RIYAL e
Public Price Public Price Currency
4.4 SAUDI RIYAL L

Marketing Pricing

Please enter the price in countries where the product Is marketed

Country

Choose ~

Country Pack

Hame size unit

CIF Public
Currency price  Currency pr

e Currency

Algenia £ mL o~ 1 ALGERIAN DINAR 1 ALGERIAN DINAR 26 ALGERIAN DINAR Notes

Argentina %

mg ~ 51 MALAYSIA RINGG~ MALAYSIA RINGG~ 1€ MALAYSIA RINGG~ Notes

el Luali)) dnia 50

32 WS Wzl pgunys Hlawdl polaiwd Gl3gSubmit &gal de ,adb &S all pgas ¢l ua
OM.CT 5)344)\ L; @ojﬁ

7 56
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Public

Uail aadiiall
SOR = Fee=te e
Fees
Payment Method Issue Date Payment Due
f 04-02-2019 04-02-2019
2 00 To pay
Concentrate and diluent for solution for infusion kg Ampoule g 1 8800
il p g 4ndia 51
UCC_)_QJ/VLU Wua_ﬁdo"b!j de@ﬂw/&@ajw/w 0]
Fiad| bdis dio G| dmbual] SIS peSubmit
" Expired”cdll slgs Al 0555 0 o b fopliy osd> 8ol Jley  ©
Jaid o “ 1AW Ayl olas Bew ” expired soon” e dl> o8 JI> 39 ©
'”[' o
after receiving the renewal approval, you cannot request a new certificate o
“until the current certificate becomes expired
" degiio " 4] 85lg i)
Z 37
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el Juxud o3 0

TR Al s e a3 P 40 Lghos Sy (@)l Lol 163

Je opIReN 3l Jiaa) plaill o ©piiseiall s (b Jod 3 Jl> § @
Adall de (aliedly jaull

S adl Jios) pladl o 1 Variation" dadb el bl Jod o3 > (3 @
Jadd adl e (olieYl

e poliedl &8l Jiond pladl prows pasiundl il b (028) @S Jl> (3 @
028l b8

ohld de polAed &S al Jieed pladl oy paw (baad b (p28) @3 Jl> (3 @
28l

weliel b 35l Jieed o Y ¢ prdl e OBl bad b (59) Jl> (3 @
(63 By s il s

A8l Jion) zramg ccllall a3 6y ObLos pawl] foaad b (ad) J> (3 @
UL &ad (53 8ye o (o @y pong Jasd paudl (ad) 518 e paliedl
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529 Zdsaill A5 LW daladl DM oo policl Clb e ol das Ol sl 450 7y
02lAedl Juolas Lals o2 Cuw

J Registration My Requests My Products My Certificates £ O
SOR =
Request Sub-Product Product Trade Product  Request Request Latest
#  Numb Number Number Name Type + Type s 0 $ Update Status MAH
1 Herbal - 17/04/2019  17/0412019 G SPIMACO =
uest was

Product accepted

from the
Committee

2 lel Herbal Certificate 16/04/2019 16/04/2019 Invs SPIMACO =
Siohuct uest expired

3 Herbal - 11/04/2019
Product SiEs

4 Herbal 11/04/2019  11/04/2019 The request SPIMACO =
Request was

Product accepted
from the
Committee

5 Herbal New 11/04/2019 11/04/2019 The request SPIMACO
Request was
Product reletel
PEYMnE (2 Request Details
commit
% Objection Request
6 lel Herbal Objection 11/04/2019 11/04/2019 The stug
Request was B Request Details PDF
Product comple
from all
departments
” Objection R t7 al yie Y ulb Luals 52
)Jection Kequest u=/_rxe ¥/ ¢ =
JEZLLUDR % Registration My Requests My Fﬂuct_s My Certificates £ O companyrept
Price Certificate ~
Last Approved Pricing ~
Certificate ~
A ical Ther ic Chemical (ATC) ~
Packaging -~
Shelf Life ~
Proposed Storage -
Animal Material ~
Reason of objection
Choose ~
Objection Details
Objection Details
r .Y
” M M e . - - .
Objection Request’ sl sic ¥ b Luali 53

7 39
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Joau
SDOR =

Objection Request

Objection Request Details

My Products

£ (2] companyrepd

el gl (as )l of Jouall e (olic! leTguw (oo Cllay Al BBl &5 s 0
:JWE )l Al J g5 ladasg “Submit” e aaally sldl dals

Fees
Payment Method Issue Date Payment Due
f 17-04-2019 17-04-2019
4 00 To pay
1000 1050 Bill Details A
1 lutio f 1 a Ampoul g 1 1000
ol e Y cally alid) Vol 54

8y93lall xas Ul " Waiting For Invoice Payment " k)l Al 065 -

)l olake 28, HUasb " Waiting Upload Files" cllall dl> JgoS addlaa - -

Need " oI Under Technical Validation" clla)l dl> 0555 7l a8, dag -

e Olakall (po JII (380L pladl a9y 2> "Manuel Technical Validation

7._
Syognuwll &y nll =S lasll
19allg JAAL Solall &l

PSS S ¥ P N— o)) | )

40



Public

sl s e ol glasl

el diie (3" sl Jazmad 03" guinedl Al 0555 O Gz s WY e
“Cancel Request” jlaz-ly shaYl 311 Bl Hlasly Aruedl Olriial) d gl (o WYl da,b

Jaw 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
N - : N - (# Show Details
1 987 mg/kg  Bag 11/08/2018 0000000431 30/10/2018 RSEETY (4 Request Certificate
(# Cancel Request

_paniua Jaui o)) 55

sl (3 Do 5ol ysllaoll Jsaodl ity sy b 3 gmis Aol pUatl Ao ]yl s
dmaall Jaul 3" Cancel Request" Jbs s laially
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Amounts of product Imported to Saudi Arabia during the last four years

Year Amount Currency
2018 SAR

Year Amount Currency
207 SAR

Year Amount Currency
2016 SAR

Year Amount Currency
2015 SAR

el ) il 3 4 slhall Jsind) Lini 56

amount product imported to Saudi Arabia during the last four 45§ 422l
2015 Olgiwd| &l diriy A5l Jiao gu,g o lo] i | S Jeaco ziial] OB 13 years
. (0) 22014 5

L egal Status

List of countries that the product is still marketed in

Country Date

Select a country ~ dd/mmfyyyy

View List of countries that the product is still marketed in

Mo data found

Add List of countries that delisted the product

List of countries that delisted the product

Mo data found

Create Reguest

emniuall il il dslhadl Jsésdl L3 57
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el Gl e B3l ¢ e (U1 Bglasyll

dxiyal drgill Ol pasiuell 45 0985 ¢ el Cdlall Juzad Bole b Ol il 858 &y J> 3
2oLl 83l (§ o g0 9 LS dlazewd B3le] oyl L“5LL<;J\ MBI RPN IRVTREHE SN

My Products
Product Number Trade Name
258 Trade Name Cancel
s Status Sub-Products
1 | Submited
B ubmite 1 sub-Products A

Do Re
For Da
Bee smoke 56465 mg/kg Bag 11/09/2018
stick

bl i sole) 3 jpal 2L dndia 58

N amase Jl digmiy pdsciuall dgi plaill p58: Re-register J1 &L e lasyall da
o= plladl p9iy Submit (e il Ay Wl lgherud (&l UL o ,e geSummary
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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

ol bl iassi 5le] N dnica 59

J SR - T [ & Oamcossr
EDH% RegisIralon

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

ilall GBI i oole ] g oo o Aealil) alliill dnisa 60
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Public

Request status

Waiting for Inwoice Payment

Waiting Upload Files

Under Technical Validation
Failed Technical Validation
Invoice Expired
Under Studying

The Product has Been Cancelled

At the Relevant Department

The Query Has Been Completed &t “Department

E

Mams

Waiting for Query Reply

The Query was Answered

F

Syognuwll &y ol S=lasl
Adgallg dAAl Solall &ymll

HRI Mo dUL

f\.lb_ﬁ\ ) |ce

Description

After completing the application

- When issuing a gquery imvoice

- Issuing aninvoice to complete the file

- Upon payment of the application for registration,

objection or adjustment.

- After reviewing the reason of technical verification

fail=d

- When file upload fails

- When files are uploaded successfully

- When file doesn't pass the technical verification

- When the imvoice period expired

-When the filz is accepted by the SFDA team in the

werification step.

-When the cancellation request is accepted by the

Committee’s officer

-When referred to the concerned department

-When the query is accepted by the concemed

department

-After the management reviewing the query and

approving it

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

-if the answer of the guery is rejected through the

produect manager.

= -When the company representative replies

45
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Of dla>Ds as E-SDR plas JI SDR plas (ye saasmiuasdl bl Ji5 didas (o @lud) s
pladl (3 el Olel2Y) g el (Il Ol pamiwal] §gSius Ol pamiwall Gl Jeoy3
3L

&

My “ Juodl Sl @501 e Jaaall pusciaall gy plladl e Jysall Juzewd da
dsaall Jel by 2l 3“migration Request

Jw Registration My Requests |My Migration Requests| My Products My Certificate: £0
SDOR - —

All Waiting Action
8 Requests R s
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 Sub-Product
Product Typ 2 Dat 2 Updat Statt VMAH
1 H0000004012 0000003011 HG00426-00- Human 2110/2019  21/10/2019
00-00 Medicina
Product

lill m 5 dnicn 49215 61

P A 46
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Ll 0lly ey b

Oner e Q& "New migration Request" Bgal de il pdSienall poBy oz Juoyd (e

Axauall

Jaw

Registration
SOR =
My Migration Requests
All Waiting Action
8 Requests 4 Reque

Request Number

Request Number

Trade Name

Trade Name

Product
Number

1 HO000004012 0000003011

My Requests

Product

Product Number

MAH
MAH

HG00426-00-
00-00

My Migration Requests My Products

Number

My Certificates

£0

<+ New Migration Request
A

Sub Product Number(Reference Number)

Sub Product Number(Reference Number)

Reqguest Latest
Product Type % D % Updale  Status MAH
Human 211102019 21/10/2019 thigah
Medicinal
Product

Glildd) fos 5 dndia 4¢n) 5 62

ZoUAT G,cﬁ.oj.as LS&SJ\ZJ\ JJAAJ

J2uw
SOR = )

Reference Number

Reference Number

1 HG00415-00-00-00
2 HG00416-00-00-00
3 HG00417-00-00-00
4 HG00418-00-00-00
5 HG00425-00-00-00

Old SDR System Available Products to be Migrated

My Migrat My Prc My C £ O
Registration Number Trade Name
Registration Number Trade Name
Registration Number Trade Name
188-277-07 LORVAST 10 MG F-C TABLETS
189-277-07 LORVAST 20 MG F-C TABLETS et
190-277-07 LORVAST 40 MG F-C TABLETS -
191-277-07 LORVAST 80 MG F-C TABLETS
144-277-03 WINEX 200MG CAP

F

Syognuwll &y ol S=lasl
Adgallg dAAl Solall &ymll
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rohls MW pasiined) i (olllall Cil G591 e hasall e

Product PDF Details

il Juolis (plyatl Hlsdl e s o
Migration as a product

((SDR) sobaw (30 griredl oo JLedl da e ©
Migration as a sub product

raiwall Jl> (§ (SDR) )b (3o (£33 raiun OBy i HLsdl e iy 0
E-SDR @ 39>geProduct (seludl

" Migration as a product " eSS Ol Ju>y3 b

zikal) ULy Job pasviall poiy g "Migration as a product " Lsil e aiyall dic

1T3gedl £95 o
Human Medicinal Product 3lgs 3Yaue samiwe .1
Veterinary Product s sasiws .2

Herbal Product (sée rasiws .3

L pasdiaa]| £95 Aol
RERISSTIgS ESOWLE SUPIWESTINEL ONIITT SR

L J
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Migration Request

Please Select Application Concern

Herbal Product Human Medicinal Product Veterinary Product

Product Product Product

aEa Ea@ &

User Manual FAQs . 19999

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

Logend) 4 g0¥) Lians plhi dgn) 5 64

Aedzdl Jgi> (3 LS UL Jsab pasuiaadl p9d

Migration Request

Human Medicinal Product

Is Saudi Arabia Country of origin?

Yes

@ No

Is this product under license

Yes

@ No

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

@® No

Is there & pediatric development program for this medicinal product?

Yes

@® No

Is this product registered in GCC

Laail) Jeis Slily 65

F 19

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

HRI Mo dUL



Public

Migration Request

Application type

STEP1

Application Type

Please Specify For SubDrug Type Other
Please Specify

Pleass Specify

General Praduct Information
Trade Name

Trade Name

Product strength
Product strength

Strength Unit

_paniuwal Gl pleo ULy 66

b elad) oy B gen epllad] (3 lgaptsy Diglhaall sasmiunedl Bblo B auaz 25 o elgidl dn
" Waiting for Migration Request Reviewing" 4> (=3

Waiting " d=dswe (§ 039uaS cdba)] Lri> aiy g i gaidl Olilo peax JlaSiwl pue dic alo=Ma

Gl Sy ”Complete Migr

ation Request” )l ok 83gun b JWSeY 9 “Action

ST Al (e 0l Bgawg 0Bl zibge 90 LS ”Delete” Hls e aall 3,b (e 85 gl

bl i de u STl

Jw
SOR =

My Migration Requests

1 Reauests

Request Number
Request Numbes
Trade Name
Trade Name

O F e

ation R ¥o
+ New Migration Request
roduct Number Sub Product Number(Reference Numben)
uct Sub Product Number(Reference Num

UserManual FAQs 19998
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"Migration as a sub product " £,8 saiusS ©bls Juoys b

Ol pasialb 0486 puscil) glay (o9 "Migration as a sub product "@sa)f e laiall wie
rasiumell Hlasb pasciuall 98 odd! juw ellas 4>l

Products X

My Products

Product Number Trade Name

J

0000002983 Submited ‘bo
0000002997 Submited +
0000003011 Submited +
4 0000003012 Submited +
0000003015 Submited 1 +
= i) Sliky 68

(’A[L:.J/ Olots Jlariaol o 4552

AW Al ne S el bl WSl o

Product information o

(trade name in Arabic and English) sbiiwl =
Manufacturer information o

Finished Manufacture <Lidwl =
Pricing information o

” Waiting for Migration Request Reviewing" «ll> J.=>,5 b
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Uge) &gl oo I3 oy llall dazlyn oy (8 it 51 i slgms naiall 005 A
Abaas ol Cdla]l
"My Requests " 3" Paid" bl dl> oS5 Bgus i Jg8 J> 3 0
Waiting " doie (§ ol ygla Gy dog)l Cabsga b o )l bt I 3 0
oda (39" Request has been updated by SFDA" cdlall 1> 05339 "Action
de 3l pas J bl e sl T 3151 e pasviinel (Saiy g A
I baslazels WAL Lgdgd qis Cgun Baomodl Bkl UM diugll il g cillamdla

el 3L51 sl s ol

Waiting " a3 Wil o of 2l ldlally d5gl! J:3 (3o Baomall L)l jlyatul ol
"Action

e o) @l olllly digll cabbge I3 (e lghaas @3 (&l el e el ] S

(bl MW pizial) o wee D589 e laiall ai" Draft g s

SFDA Application Details
el Jao s (plyatl Hladl s s o
" Complete Migration Request"
el b LSl JLal s o ©
Delete
" Draft " LSl o o) (@ bl Gdad jlsdllde 7y o

SUBLIN ) sels ot By 030 J9Y arlpall L (g0 Lol lls bl Jodad @3 I (§ 1ala=s
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Complete Migration “ ;s e Jaall o &gl Jd oy odoma Juoyd il LSl o2
)l JlSiwd "Request

025 ok B “Delete” jls e aaall b e gl Jd o Gl Ll il S
Al Gads e a STl 40 ST Dl

o] 1y Migration Requests
SOR ? il ¥e

MAH

(Y et

elpa) RS JLBTL fs il ol 69

Sy 050 ULl e satd] gl @bt e 881 gall pisiall oS

Sl Jo3 iny demAll Mo e &Slall it ball s Aaslgall J= 3 0
My “ Oldlall dxae (§ Gll Jaoys @3 I _asiunell jglasw ‘LuLo.bJ,mMJ\
" Paid" clla)l dl> 14559 "Requests
G AL pusviall e o 5,30 Bye SULN e baadl Jl> (3
Gacrlyal Gl AR Byl ol 92 sl slasel wis btail Ciaong
Db
Request has been updated by " (o k)l Al i plladl 098,
Waiting for Migration Request “ J! "SFDA
" Reviewing
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oS gl oouzo deaiksiid] 94l Cibrgo Jub yo lgbotns @ (I OUL] Jopm plai] 298 g

.'DUJ/‘@a'jﬂj.é

Migration Request

e—— 00— 00— 00— 00— O0—0

Appiication type

STEP 1
Application Type

General Product Information
Trade Name

Product strength

13

Strength Unit

kg v

Dosace Form

Ligel) S s ilreadl Slilall 70

Juds e oY sl dpadl pllasdl 1 eod) pladl (pe SBLIN J&5 dinylo Jgo dojell 48,20
Lo Laiol (3 yell piscius!
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Transfer d=aall del 3oLl e baall w31 Olus ] masiwe g3ged J&85 Clb euasl
Ol sl Ji Lol dalad) (o, widof Product
o O cgtaon MyReauess My Migaion Feesis Wy e P

All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
2 Requests s R - ; :

2 "“"’“
— expied Details A

New Transfer of e lasall pasiwall p g8 b @odai) colisl dous goll dsladl (o aiuwl @i
product

J=u Registration My Requests My Migration Requests My Products My Centificates  Transfer of Product £ 0
SOR =

Transfer of Product l 4+ New Transfer of Product ’

Request Number Search Request a e

No data found

’ ‘ /’- Il JABL el Al Terms And Conditions User Manual FAQs % 19999
/o I9allg ol Suall
httpsy/sdrempasfdagovsa/TiansferMAH/Create = S°0% Food & Brug Authority
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(33 oty - (il il ) DL - ()l o o39) puiall i (yo sl a5 oy
Next kel e Ll @39 cllall dedie 35l ) lgie ol pimianedl J&5 31,0l 4S8

Jaw Recistrati Request 1 Transfer of Product £ O

ZOR = = My Migrat o

Transfer of Product Form

Verifcation Information

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

someone@example al Register

om

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

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

Transfer of Product Disclaimer

1 o A gk o Vg i plas o a5 805 A 5 i s s LS e stall A0yl A8 30 0 i 8 g€ g gl A0 3 450 pmad e 2N i ca Al ah
L i g AL s S A0 S Y1 s glash s 15 "Application for Variation to a Marketing Authorization - & s 4as ; o uadi® cilb sk e 3 320 sle) il
o Y ypme ol e iy 00 S8 i laa Ul il il (A o A gaeddl pi Aeale JaaD Y g aSieall 4 e 5 g Ay it g Alaadl e gladl g St ARS Aaas A g pene il p3ke Sk
Aaoa pe Shagaay Sl Jad o Aalid jas el P fAu gl B dad gl

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

Next sl e Jaiually o))l zuiall dalaiall des 2l Olowtiall groz 48L5L Cllall JLSiul @iy

e —

Verifcaion Information Sub-products Information

Transfer of MAH Form
Sub-product Information

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

Registration Number Sub product number Dosage Form

t number Cho v

gistration Number

1 h additive @ o
5 z 0
3 7 4 o
< Previous Next
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Caloll A 05559 el Aakaioll a8 ,0ll 1) iy cllall @i &l (39
D)l S8 e dwlys @i (mlio alll &8y dao PDF, zip, rar

e —9

Veriicaion Information Sub-products Information Amachmeni & Agreements

Transfer of MAH Form

Attachment and agreement

Copy of the agreement (contract) between the two companies (cerified)
757562 1 (2).pdf =}
Letter from the company that has the product in SDR
757562 1 (2).pdf a

Transfer of MAH Disclaimer

pemiyts 8 g cdan @ g0 g Qb pta gy s el gt 186 e Al ) i gll) D Rnn 0 lghesn i Amte Jan Y g vl sl il gy B RS nm Bl g il e Jan
A e AL A ghaad) Bsall G L a2

o g el Y e Jal 38 a

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

< Previous Next >

& Al Al 38y m05 Ol pameined] Jih Lol Laladl s oo cllall (olpatul pusie! 8L
Glod) 28 a3l Ol Loyl 39 ASIYI dull Wy Syl o2 261 LS a8 )1 51 Jgudl! @3 Jl
by 9l g 03 Ul (3 )l Al e B! B gl 45301 IS

2w

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

Your request has been sent successfully ‘

Request Number Search Request Q e

12 16/01/2! /01/2023
1 2 6/01/2023 16/01/202: New Request Details ~

2 5 15/01/202: 16/01/2023 The request was accepled from SFDA Details ~

©w

15/01/2023 16/01/2023 [ Under-Stuay | Details ~
LK S
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Jaw BYWIRECIIRECHSU AN
Contents
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Fifth step: COMPIEtE fileS...ccuriiiiceie e e e aaae e e 74
N I =T o Ao [o U] oI o] oo U [ PSP 76
Add a package size Of @ SUD-PIrOAUCT . .ciiciiiee e e erea e 79
Seventh Step: Print Certifications ........ooocciiiiiieic e 83
Eighth Step: Variation FEOUEST...uiiii i e e et e e e e e e e s e errer e e e e e e eesnnssraneeeeens 87
Ninth step: ProdUCt RENEWA ..uiiccueeei ittt e e e e s s e e e s aaae e e e e 91
Tenth Step: ODJECTION REQUEST.....uuiieiiieieececrieeeee e eeeserrree e e e e e seenrrereeeeeeeeesntnraeeeeeeeeesennnsrens 93
Eleventh step: Cancel the ProAUCT .uueeeeii ittt e et e e e e e e e e strrreeeeeeeeeennnnres 96
Twelfth step: Re-register the canceled Product ... ceeeeeeee e e 98
S ST EM STATUS ettt e e et e e e e et e et e e e e e e aar b e e e eaaaeaans 100
MIIatioN REGUEST ... ittt e e e e ettt s s e e e e e e eaab b s s e e e eeeeaessaansseeeasenees 101
NEeW Migration REGUEST..cuuutuiie ittt ettt e e e ettt ee s s e e e eeeeaaabasaseeeeeeeaesssnasseeeasanees 102
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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

SDR Interface (Log In Page) 1

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

Z 59
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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=«w), as

displayed in Figure 1 below:

SOR =

Username

Username

Login To The Saudi Drug Registration System2

P 60

Syngnull &y nll &= Lol
19allg JAAL Selall imll

PSS S ¥ P N— o)) | )



Public

The Interface of Saudi Drug Registration System

Juu
SDR =

My Requests

All Inquiry
93 Requests Re

Request Number

Request Number

MAH

MAH

My Requests My Migrat

Variation Objection Certificate

Product Number

Product Number

Request Status

- a

ST & Date

Incomplete

Trade Name

Trade Name

£ 0

' 4+ New Request I

U

Renewal

System interface tabs

e Registration tab

3 The Interface Of A Drug Registration System

e My Request tab: Contains all requests that have been entered into E-

SDR system.

e My Migration Request tab

o My Products tab: Contains all drugs within the Requests.

e My Certificates tab

7.,
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SDOR =
Second Step: Registering Saudi drugs
To register a new product, click on "New Request." The page shown below
will be displayed.

JS:EE 3 Reg\s_trahon My Requests My Migration Requests My Products My Certificates £ O

New Request

Please Select Application Concern
Herbal Product Human Medicinal Product Veterinary Product
Salsct What's Drug type ? Select

choose v
What sort of drug is this ?
Next > i
4 The Interface Of The Drug Registration System
Select form Application Concern
1. Herbal 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.
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New Requast

Human Medl

Is Saudi Arabia Country of arigin?

@no

I this product under ficense

@t

Wias thera any scientfic advica given by the SFOA for this medicinal product?

®no

Is there a padialric development program for this medicinal product?

@no

Is this product registersd in GCC

@ No

Is this product registersd in SRA

@no

5 Service Field Data

The user fills the needed data in seven steps

e Application Type

New Request

L

Appication type

STEP 1
Application Type

General Product Information
Trade Name

Trade

Product strength

P gt
Strength Unit

choose v
Dosage Form

choose v

Marketing Authorization holder
Name of harkating Authorization holder (MAH)

Name of

eting Authorization holder

Postal Code of (MAH)

P 2 of (MAH)

6 Product Information Data
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e Product Details
o Chose the product type

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

JSMDR = Registration My Requests My Product My Certificate: "™ O UserManua \

New Request

A

STEP 2
Product Details
Proposed trade name in Saudi Arabia
Proposed trade name in English (in saudi arabia)
Proposed trade name in Arabic (in saudi arabia)
< Pres Next >
7 Adding A New Product

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.)

P & 64
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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, migration, and variation requests.

JEZ'D-'-; = Registration My Requests My Migration Requests My Products My Certificates £ O

New Request

Application type Product Details

STEP 3
Manufacturers

m

Active Substance Pharmaceutical Ingredient (APIl) 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 Select a manufacture v Select an activity Q + Add

Excipient Pharmaceutical Ingredient (EPI) Manufacturers

8 Manufactures
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

JS:I:-II# = Registration My Requests My Migration Requests My Products My Certificates £ O

New Request

Application type 1 Marketing Authorzation Lagal status of Product

STEP7
Summary
-

Fees a

Payment Method Issue Date Payment Due

/ 20-12-2021 19-01-2022
( 720 00minies 1o pay)
ost
115000 17250 132250 Bill Details v
9 Payment
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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.”

Jauw
Sor ==

My Requests

an

Praduct Number Sub-Product Trade Name

[ e
s

—

=

10 Request Tax Invoice

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

Animal Material

Payment Summary

Invoice Number

Sadad Biller Name

Sadad Biller Id

Vat Registration Number

Issue Date

Payment Due

489487561

My Business Services

44

300784838500003

20/12/2021 01:49:13

19/01/2022 01:49:08

Tax \nlec@

132250

Bill Details v

Z
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The system will open AMALY portal. Click on the conversion.

Welcome to the Food and Drug Authority - 2.,
- W Pre SOR @

Unified Payment Gateway

Payment completed successfully

invoice number [3
Invoice download [
489487561

Convert the current invoice into a tax invoice

12 Invoice Conversion

The user fills the needed data as displayed below. After completing all the required fields, click

on "Save."

You must enter your correct data to issue the electronic invoice in accordance with the requirements of the Zakat,
Tax and Customs Autherity

full name

Tax Number
Detailed national address

City Region

Street name District

extra number building number

Postal code

| acknowledge and pledge the correctness of the data entered above,
and | bear full respensibility before the competent authorities in the
event otherwise found

sav:b

13Invoice Conversion
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The user can view the invoice by clicking on "Upload Invoice."

Welcome to the Food and Drug Authority - 2. %
SOR =

Unified Payment Gateway

Payment completed successfully

invoice number [3]
489487561

Invoice download [

14 View Invoice

100% + A ®

dyypall 5ygilall

Name: pandll
Address: oliall

VAT Number: : dgpypall dcgarall S pd)

Invoice Data 8ygilall oilily

Invoice Date: 20/12/2021 01:49:27 Bygitall 44yl
Invoice Number: @yoilall ad)
Payment Reference Number: -— aasall gasll @)
Payment Method: lac] Giloss slaw ‘asallslis

Supply Date: 201272021 sayoill Jyli

Customer Data Jroall Slily

Name: sl

Address:

15 View Invoice
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A aUail aadtial) s
SOR @k FHe=te '

Third Step: User uploads files

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

o egisiration My Requests My Migration Requests |
SOR ge= - £0
Request Number Product Humber Sub-Product Trade Name
Request Number Product Num Product Trade N
MAH Request Status,
MAH Wailing Upload Fiics
R -
[ v $ o
y Frod v

MAH: Incomplete MAH 2

View Request Delails

| Upload Fiie
Request D D J—
‘ Det
16 Waiting for Upload the Files
Jaw
SOR = £ 0
Proposed Storage v
Animal Material v
Payment Summary >
Please upload the files based on the eCTD requirements
i .
a
Drop zip file here to upload or select from your computer
o ) Terms And Conditions User Manual FAQs . 19999
o 7[, Ioalig 1Al ddal dual
Saudi Food & Drug Authority
17 Upload the file

e Video to show how to upload the file step by step: click here

7
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o After correctly uploading the files, the status will be (Under Technical
Validation) or (need manually validation).
e After successfully passing the validation process, the request will be
sent to SFDA with the status of "new request”
e 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:

e 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.

e 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.

e Taking into consideration that all file contents must be conform with
SFDA regulation that listed in the site (Click Here).

B szip levaluation copy) - 0 X
File Commands Tools Favorites Options Help
o ]
-
AR LMWL R/ 49
Add  ExtractTo  Test View  Delete Find ~ Wizard  Info | VirusScan Comment  SFX

E] “ pass.zip - ZIP archive, unpacked size 604,548 bytes
Name h Size Packed Type Modified CRC32
ng Local Disk

0000 File folder

18File Upload
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@ Open x
<« © 4 W > Search Results in Downloads > v U sdrzip x ‘
Organize = =~ m @ ‘
mDesktop & A
& Downloads
: Coaments * )
= Pictures *

ed SDR
SDR files -
SFDA

Search again in

@ OneDrive  Libraries W ThisPC |5 Customn.

Training ‘
= This PC

» 3D Objects

m Desktop

4 Documents

3 Downloads

File name: | SDR - All Files i

Drop zip file here to upload or select from your computer

19File Upload

To learn more about the registration steps for all types of drugs, please Click Here
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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 Userclickson [

o The user fills the response to the query.

o User can upload files if there is any.

Jw MyR M e My Cortifiat
ly Requests y 9

SOR = A £

|

|

All Request Enquiry Updated Requests Objection Requests Certificate Requests Incomplete Requests
1 Requests .
Request Number Trade Name MAH

Request Number Trade Name MAH

A
v

<
<

# Request Detail
20/05/2018 20/05/2018 Now Roquest LCICRTs ™ Reply Inquiry
[ Request Details PDF

20 User Clicks On (Enquiry)
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SOR =

Number Of Inquiries: 1

Product Evaluation Department -

Upload New Medical File

/I\
=)

Drop zip file here to upload or select from your computer

22 User Clicks On [__ﬂ,

Inquiry Reply X

Files Levels
Module 3 (Quality)

Sub Files Levels
P. Drug Product

Inquiry
Need Study

Reply

@ -

21 The User Fills The Response To The Query
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JSDR = £ 0

Number Of Inquiries: 1
Product Evaluation Department @

Upload New Medical File

0
D

Drop zip file here to upload or select from your computer

23 User Can Upload Files To Answer Queries

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.

flirmed o
SOR = &
MAH Request Stalus
MAH The request is rejected to exceed the time limit for answering the query ~

Details &

24 User Selects On (Incomplete Request)
.,
2 74
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J Registration My Requests My Products My Certificates
SOR =

Meodule 1 - Reg Ac i ive Ir

Module 2 - Common Technical Document Summaries

Module 3 - Quality

Meodule 4 - Non-Clinical Study Reports

Module 5 - Clinical Study Reports

25 The User Selects "Proceed”

Jau Registration My Requests My Products My Certificates
SOR =

New Request

Application type Product Details

STEP 2
Product Details

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

Proposed trade name in Arabic (in saudi arabia)

7
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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:

JSDE-IL; 2 Registratio Iy Requests My Fﬁucts My Certificates £ 0O
3 | 0000000389 Submited ) sub-Products v
4 . 0000000388 Submited 1 sub-Products v
0000000387 Draft 1 sub-Products v
6 0000000386 Submited 5 sub-Products v
(# Product Details
7 0000000382 Draft , sub
+ Add Sub-Preduct
8 0000000370 Draft 5 ub-Products v
9 y | 0000000375 Draft : sub-Products v
27 Add Sub-Product
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.

Juw 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 product?

@®

28 Add Sub-Product

After skipping the product registration, the "Product Details" screen will

appear so that the company representative will be able to add "Sub product":

& 77
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The Legal status of product screen will be unchangeable based on

previous recorded data.

Jaw
SDR =

Registration My Requests My Products My Certificates ‘ 9 CompanyRep1

Application type Product Details

STEP 2
Product Details
Proposed trade name in Saudi Arabia

Proposed trade name in English (in Saudi Arabia)

Proposed trade name in Arabic (in Saudi Arabia)

=+ Add new product

29 Add Sub-Product

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

o The status of the order is "waiting for invoice payment"

P & 78
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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:

Juw
SOR = £ 0
My Products
Product Number Trade Name
&
s >
a
ib-Products ¥ e

30 My products

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 its status 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 Datails

STEP 1
Sub-Product Details

General v

[ N

Marketing Company Information v
Marketing Authorization v
Legal Status of the Product v
Ingredients v
Manufacturers v
31 Product Details
JaL tior ty F 3 ty Migration 3 ty F 3 1 .
SOR = £ O
S —
Packaging
Package Size
=
-
Volume
a
Unit

Save and Continue |later Next >

User Manual FAQs . 19999

)
Igalig JAfI dslell Al
c Soudi Feod & Drug Authority

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

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”

Product Details

STEP 2
Price Certificate

Pricing

CIF Price Currency

po.000 hoose -

Pricing in Origin Country

Ex-Factory Price ExFactory Price Currency Whelssale Price Wheolesale Price Currency
00.000 v 00.000 ~
Public Price Public Price Currency
00.000 Choose ~

Marketing Pricing

Plaase enter the price in countries where the product is marketad

31 Price Certificate

Product Details

Summary

=
)
-
- A

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
Company Stamp
Select file a
32 Summary

7
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Notes:

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."

82



Public

SDR =
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.
Jw Registration My Requests My Products My Certificates A 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
33 Steps To Print The 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:
Jaw My Certificates s ] CompanyRep1
SOR = —
Certificate Request
Certificate type
choose
choose
ST CFOSE TypE UTCarTie
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o Confirm the product information to issue the certificate and choose

the icon "NEXT"

Jaw Registratior My Requests My Products My Cerlificates
SOR = —
WVIAFT (AgENT) VIETKEUNG LOMpany, Nauonaiy
Tahani gh Test Product,Gibraltar
# Manufactory Nationality
1 Albania
2 Andorra
Stamp

& O companyRept

o Chose the invoice request from the

request the certificate:

list “Take

action “in order to

Lt My Certificates
SOR = —
Fees
Payment Method Issue Date
30-10-2018
0
1050
Bath additive mg/kg Bag
35 Confirm Prodluct Information

To pay

A © companyRep1

Payment Due
30-10-2018

Bill Details ~

36 Certificate Request

Syoonull &y nll &= ool

19allg JAAL Solall &l

PSS S ¥ P N— o)) | )

84



Public

o After payment, the company representative can issue the certificate
through the certificates screen.

;JE]_DL; " My Certificates 'y © companyRep1

Certificate Request

Certificate type
choose
choose
Free Sales Certificate Of a Herbal Product

Certificate Of Pharmaceutical Product CPP

Create Of A Certificate Request37/

o 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.

Ju Registation My Requests My Products My Certificates a0
SOR =
Certificate Number Trade Name Certificate Type
Certificate Number Trade Name Choose v

Number of Certificate Requests : 1

% Certificate number % Trade name 2 Certificate Type % Request daf )
@ Certificate details

1 Registration Certificate Of Herbal Product 30M10/2018 [2 Print certificate

38 Printing The Certificate
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o Certificate form of drug registration

Certificate No.: ialgl 5,

e Ao Jowd Blpd dgallg JAhll Asnll Al
fssue Date Shella Registration Certificate of a Herbal Product S Food & Drog Adborty >
Expiry Date: sl b

gl iy il ¥l
Legal Status Trade Name
palell ¥l
Generic Name
Jsgll 3
. 9 ool
Marketing A;:;gr:;aﬂoﬂ Holder Registration Number
u wadsall JKall
Lyipsiss 5 8 gus0ll &S 52l Dosage Form
Marketing Company,Nationality
sl 58 3l
iz 3 il & el - Product Strength
Manufacturers, Nationality
4a)all i
Shelf Life
osall go
Packaging Type

iganll
Packaging Size/Volume
Stamp

wsll gy b

=
4 P s Storage Conditions

39 Certificate Form Of Drug Registration

Note: The 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
Herbal registration certificate
Free of sale certificate
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:

Jw Registration \ly Requests My Products ly Certificates & O amicossr
SOR =
uct
# < Trade Name lumber status Sub-Products
1 0000002422  Draft B bProducts «
2 0000000424  Submited

sub-Products ~

Sub-Product Primary Creation Registration Registration
#  Number Dosage Form Strength  Unit Package Date Jumber Date Status

1 HOODDOOD989 pg/m3 Screwcap  22/12/2018 25/12/2018

& Show Details

[ Request Certificate
2 HOGOD000990 ug Jar 22/12/2018 25/12/2018

(& Vasiation Request

(# Cancel Request
3 HOO00000992 kg Ampoule 22/12/2018 04/02/2019

4 HOO00CO1002 billion Stopper 22/12/2018
organisms/mi

5  HO0D00D1013 — bg Dredging 23/12/2018
container

40 Variation Request Screen
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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 Concern

Proposed Changes
Current

Current

Number And Title Of Variations
Choose
Change affect

Does this change affect the last updated drug application form?

No
@ Yes

Is Allow To Change Product Information Detail
No
Yes

Is Allow To Change Manufacturers
No
Yes

Is Allow To Change Marketing Authorization
No

]
7

D

!
o
@
»
0

Proposed

P sed

cancel

42 Completing The Data Of Variation Request

Variation Request Detail
Application Concern

Safety. Efficacy. or Pharmacovigilance Changes
Number And Title Of Variations

Choose

1 - Change in ATC Code /ATC Vet Code

Procedure Type

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

Implementation Date

Next >

Z
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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:

J2w

Reqgistration My Requests My Products My Certificates . e
SOR =

New Request

Product Details

STEP 2
Product Details

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

Proposed trade name in Arabic (in Saudi Arabia)

Primary
1D Dosage Form Strength Unit Package Packaging Size Unit Volume Action

1 454 Hg/m3 Screw cap 545 {sachet} 545 "2

< Previous Save and Continue later Next >

44 Product Details Screen

My Products My Certincates - (=)

Lor % Registration My Requests

Application type Product Detalls Manufactures Marketing Autharization Lagal status of Produst Price Cerlificate.

STEP 7
Summary
Fees

Payment Method Issue Date Payment Due

I 04-02-2019 04-02-2019
1 he 00 minute: To pay
g al
4000 200 4200 Bill Details ~

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 Hame

File Signature
Select file X
Company Stamp

Select file X

Summary

Application

43 Payment Screen For Variation Request
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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 Therequest 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".
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:

N NIt
SOoOR =

My Products

Product Number
406
[
He 1
e
& a4

4 He00000009s50

Submited

kg Ampoul 2018
K Amp
AmE
1 kg Ampoule 2sm1/2018
2 a/ka Bag = 2

45 System Screen Of Renewal Request

Pricing in Origin Country
Ex-Factory Price
375

Public Price
4.4

Marketing Pricing

>ountry

Algeria

currenc v
SALDI RIVAL ~

ExFactory Price Currency wholesale Price
SAUDI RIVAL ~ 76

Public Price Currency

SAUDI RIVAL ~

Please enter the price I COUNtries Where the product is marketed

ALGERIAN DINAR~~

MALAYSIA RINGG

ALGERIAN DINAR~

MALAYSIA RINGG~

Wholesale Price Gurrency

SAUDI RIVAL

ALGERIAN DINAR Hotes

MALAYSIA RINGG Notes

Z
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Jan D aldail aadiiid) Juda
Fees
Payment Method Issue Date Payment Due
i 04-02-2019 04-02-2019
2 00 To pay
8800 440 9240 Bill Details ~
Concentrate and diluent for solution for infusion 1 kg Ampoule g 1 8800
o

47 Fees Screen Of Product Renewal

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 The request was rejected by the committee.

o The product has been registered.

o The request was accepted by the committee.

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

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

e |f the request for "Variation" is accepted, the system allows the
representative of the company to raise objection to the price only.

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

e |[faprice 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 |farequestfora 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 |f a request for cancellation is rejected, the representative of the
company can submit objection to the rejection decision.

e If arenewal 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.

93
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The Company representative can fill out the form after clicking “objection
request” which’s the reason and the details for the objection
JSDE; > on My Requests My ficates & O companyrepa

-
-

late

Price Certificate

Last Approved Pricing

Certificate

Ther:

(ATC)

Packaging

Shelf Life

Proposed Storage

Animal Material

Reason of objection
Choose
Objection Details

Objection Details

1 He0000000022  HeOOOO0OO010 0000000010 Herbal 17/04/2019  17/04/2019 The request
Request was
Product accepted
from the
Committee
2 He0000000017  He0OOOOO0004 0000000004 Herbal 16/04/2019  16/04/2019
Product Heies
3 He0000000012  He00OOOOO00E 0000000006 Herbal 11/04/2019
Product Hopect
4 He0000000010  He0OO00D0005 0000000005 Herbal 11/04/2019  11/04/2019 The request
Product Heee
5 He0000000009  HeOOOOOO0005 0000000005 Herbal 11/04/2019  11/04/2019
Product Hees
[2 Request Details
% Objection Request
6 He0000000008  HeOOO0000004 0000000004 Herbal Objection 11/04/2019  11/04/2019 )
Request I Request Details PDF
Product
48 Requests Screen: "Objection Request"
JSDE—:; % Registration My My Products My Certificates = © companyrept

49 Products Screen:” Objection Request”
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JS%% Registrat My Hequests My Products iy Certificates J 3 © companyrepd

Objection Request

Objection Request Details ~

Fees

Payment Method Issue Date Payment Due

’j‘ 17-04-2019 17-04-2019
y
: 4 u

- 00 To pay

1000 50 1050 Bill Details ~

Concentrate and diluent for solution for infusion 1 mg Ampoule g 1 1000

50 The Payment Screen For The “Objection Request”

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
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 chose cancel

request.

J My Products

SOR = -

My Products

Product Number Trade Name

204

1 Submited

1 Bath additive 987 mg/kg Bag

rade Name

11/08/2018

Search Cancel

sub-Products ~

(# Show Details

30/10/2018 [# Request Certificate

(# Cancel Request

51 Cancel The Request

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

52 Fill In The Required Fields In Product Cancel Request

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

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

No data found

Create Request

53Fill In The Required Fields In Product Cancel Request
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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

Product Number

258

O

Trade Name

Submited

canceled

54 Re-register

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 Cost
o 5}

Declaration

Total

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

Select file =

Select file oa

Bill Details ~

55 Re-register

FRegrstraton

» [ = O RS

Summary

Fees

Payment Method

o2 so

Declaration

By sending IFes requeest | hereby cendly Mhal e submitied are irue and accurale and < hang=s wil

Tithe [IE

File Signatune

tesse Dane

BED2-2OAS DED2-205

Paymend Dus

ol e rsde untdl ey are approved by SFDA

7
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System Status

Request status

Waiting for Inwoice Payment

Waiting Upload Files

Under Technical Validation
Failed Technical Walidation
Invoice Expired
Under Studying

The Product has Been Cancelled

At the Relevant Department

The Query Has Been Completed At “Department

E

Mams

Waiting for Query Reply

The Querywas Answered

F

Syognuwll &y ol S=lasl
Adgallg dAAl Solall &ymll

HRI Mo dUL

Description

After completing the application

- When issuing a guery imvoice

- Issuing an invoice to complete the file

- Upon payment of the application for registration,

objection or adjustment.

- After reviewing the reason of technical verification

failed

- When file upload fails

- When files are uploaded successfully

- When file doe=n't pass the technical verification

- When the imvoice period expired

-When the file is accepted by the 5FDA team in the

werification step.

-When the cancellation request is accepted by the

Committes's officer

-When referred to the concerned department

-When the query is accepted by the concermed

department

-After the management reviewing the queny and

approving it

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

-if the answer of the guery is rejected through the

produect manager.

= -When the company representative replies
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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.

£ 0

e R t My Requests |My Migration Requests| M
SOR =

All Waiting Action
8 Requests 4 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
: a & Und ’
> pe & Date s a \

Human 21102019 21/10/2019 thigah

A ; Request Reviewing

Medicinal

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

.,
7 101
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New Migration Request

To request a new migration, the user should click on "New migration Request" icon

at the top right of the page.

Jauw
SOR =

Al

8 Requests

Request Number

Request Number

Trade Name

Trade Name

My Migration Requests

Waiting Action

My Requests My Migration Requests My Products My Certificates

Product Number

Product Number

MAH

MAH

£ 0

+ New Migration Request
Ly

Sub Product Number(Reference Number)

Sub Product Number(Reference Number)

$ Date $ Update Status MA

21/10/2019 21/10/2019 Waiting for Migration

Request Reviewing

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:

SOR =

Reference Number

Reference Number

J2w Registration

Clear

= Reference Numbe

My Requests

Old SDR System Available Products to be Migrated

Registration Number

Registration Number

Registration Number

My Migration Requests My Products

Trade Name

Trade Name

Trade Name

7
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When click on the sss iCON next to the requests, the user will have three
options:
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 "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
e Then select the classifies the product type.

e Register the product
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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 Igallo 1A6U dalnl il
( Soudi Food & Drug Autharity

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

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

o To complete the request, select "Complete Migration Request."

o The draft can be deleted by clicking on "Delete" option as shown below,

then a confirmation window will be displayed to confirm

SulE syt s 4y Po
My Migration Requests — New Migration Request
Al Waiting Acti

nnnnnnnn

3 N Usertanust FAQs 19989
ok 1
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®
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J Uail 2adtieall
SOR = St -
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.
My Products
0000002983 Submited ‘bo
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”

& 106

Syognuwll &y nll =S lasll
19allg JAAL Solall &l

PSS S ¥ P N— o)) | )



Public
J=u D aldail aadiiid) Juda

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 If the 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
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To complete a modified migration request by the SFDA, click on the "Complete

Migration Request" option to complete the request

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

Jauw
SOR =

My Migration Requests

Request Numper

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

o 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”

o Incase 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 it.

o 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
Jaw (O ; : yMigaion Requosts M : £ 0

Migration Request

e—O0—7 —""O0—7—"OC———O0———"O0—0

Application type

STEP 1
Application Type

General Product Information
Trade Name

Product strength

13

Strength Unit

kg e

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

Jaw Registration My Requests My Migration Requests My Products My Certificates
SOR @F== — e
My Requests + New Request
Request Number v Search Request Q e
All Inquiry Cancellation Variation Objection Certificate Incomplete Renewal
2 Requests eques Requests eques Requests Re 0 Requests
Request Product Sub-Product Request Type
Number D: Numbe Number Pr v s
[ o SN
2 o

Click on New Transfer of product,

Ja Registration My Requests My Migration Requests My Products My Certificates  Transfer of Product £ 0
SOR = —

Transfer of Product ‘ + New Transfer of Product '

Request Number Search Request ... Q e

No data found

Terms And Conditions User Manual FAQs %.19999

£ AV oaln danl ado sl
hitps://sdremp.sfda govsa/TransferMAH/Create .~ 520 Food & Drug Authority
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Fill out the transfer ownership application (three forms)

Jauw Re i R My Prodi My Certificate Transfer of Product £ O

SOR : Myficquess My Mol s

Transfer of Product Form

Verifcation Information

Email address linked to the current MAH Account

Commercial Register Number (of the current MAH company)

srrent MAF

Commercial Re:

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

er Number (of the proposed MAH company) Product Number

mmercial Reg

Transfer of Product Disclaimer
158 o A g i Yy i plad o L (A5l A€ 1 i il i Sl e sl A0l A 0 0 a8 A iy 5 ) 40 A6 100 o ot 2 i daana a0
L paaian e AL i i JuSiy A0 A 31 3 gast 23 31 "Application for Variation to a Marketing Authorization - sl 4as ) e uadi® b s e 48 20 slle) i)
o Yy il e g0 0 e lea Ul il il (A e Ayt i Al JaaD Yy AaSteall A e 5 o A0y St y AL e gl g Sl ABS A Al ghons i) e Sl
Aaaen pe e giaa g iy Jad Ce Al A jas e B fAu g 8 g e

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 ion, data, and their validity. The SDR (Saudi Drug Registration)
platform is not responsible for the applicant's violation of any of the aforementioned requirements. In addition, the applicant will be liable for any consequences,
legal effects or commercial disputes resulting from the submission of incorrect data and Information.

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

Regtraton Mumbar Suty product umber Doaspe Farm

s r O
; r @
r @
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Users must upload a file (the file format must be "Pdf - rar - zip") Then
confirm the application submission.

idr/ IransterMAH/ Lomplete/q=t/Lqngs9Vy | HmvkLjaUUA==

JE:ELIRJ Registration My Requests My Migration Requests My Products My Certificates Transfer of MAH ‘ e galderma
- —

T —

Verifcation Information ‘Sub-products Information Aftachment & Agreements

Transfer of MAH Form

Attachment and agreement

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

757562 1 (2).pdf 5]
Letter from the company that has the product in SDR

757562 1 (2) pdf 4
Transfer of MAH Disclaimer

gl ) 5l et gl oo Y sheae I prie 05 L 2 S e ABsall Sl sl A e e lyne s ate Jentt ¥ g el i gally Al 2816 G d s L e et
L4l ALE 8 A8 Baal) Gl i LaS s ot ilasleny il Gl ke i) 08 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

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

‘Your request has been sent successfully

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

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

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

Z
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An email will be sent to the previous and current owners showing the status of
the application
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