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Global Pharmaceuticals Market Size &%k

Key Growth Drivers <8 I3 &
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HIF

Middle East Market is expected to
reach $36bn driven by the growth in the
Saudi Arabian Market
EERZVR TG KIS, HRTF T
¥i£ 5] 360 12370

Middle East Market is growing at a rate
comparable to the global average, yet
it still lags behind the growth seen in
other emerging pharmaceutical
markets, such as Latin America and the
Indian subcontinent

AR KL 5 43R PR T A,
(HTE S T4 T RN BB UCR Reli 55 At
B2

o
LY )

anl

1Note — Size indicates 2028 Sales in LC $
Source: IQVIA Market Prognosis 2024-2028 (Sep 2024); IQVIA Market Prognosis Global summarizes the key points from each of the Regional studies and adds this to desk research conducted in seven other regions. A
combination of IQVIA, official import/export and local manufacturer figures are used to compile this report and establish events that could impact the sales forecast over the period reviewed
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MENA Pharmaceuticals Market T & JtIEEZ THIHEE

Key Growth Drivers & Challenges < Ixzh K & MBkiR

Middle East & North African Market Size ($bn)’

4.4
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||
%
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0.3 I
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m Saudi Arabia Jordan mUnited Arab Emirates ®Kuwait ®Algeria ®Morocco Egypt ®Tunisia

2017 2018 2020 2021 2022 2023 2024

4

Population growth A\ 0K

MENA F % 1t3E: CAGR 1.7% (2022: 275.3m inhabitant 2.7531Z,
JNE)

World it : CAGR 0.87%

Healthcare expenditure? increase to 5.3% GDP in 2020
from 4.2% GDP 2013 EEJ7 frRfESZH 5 GDP L E M 2013 41 4.2%
% 2020 1) 5.3%

MENA F7R1bE: 6.3%

World {5:10.8%

Health insurance penetration

RRIRRIZE %

Projected aging population & Chronic Diseases
Prevalence

B N T2 B SRR 7%

Economic transformation & diversification programs

2R RN 2 ST AU T H

Political instability BuA A ek

Currency devaluation in markets like Egypt, Sudan, and
Algeria & fe. F5PHRIRA R Ko A58 T 37 1) B B AR

Focused strategies of nationalization rather than
integrationf B 5248 17 = — 1A A s 1) < v

%4l

IQVIA Audited Data, MAT Q4 2018-2024, includes IQVIA private, LPO, Institutional data where available; Value sales at ex-factory price level without discount; Al | ASRIRE IPDatalLab

. sales are at constant exchange rate and don’t account for any currency fluctuation or devaluation

2Health Nutrition and Population Statistics
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SFDA Dossier Requirements SFDAH{FHRER
Dossier Application Format File Requirement and Validity for Registration Certificate

HERBERI, SUFER REMER R0

Dossier Application Format Validity for Registration Certificate File Requirements
L=E FEAHIE S #0920 SCFER
e-CTD Five years New Chemical Entity (NCE), Biologicals and Biosimilars

W%k (NCE) . AW 07525
All CTD modules are required Fi CTD R EZ N EH)

Generic drug 12
MI:. All sections M2: 2], 2.2, 2.3,2.5.2 M3: All sections. M4: NA
M5: Only 5.1,5.2,5.3.1.2,5.31.3,5.314,5.3.7, and 5.4

The stability conditions required for the dossier are Zone IVa, with a temperature of 30 °C + 2 °C and
relative humidity of 65% RH * 5% RH. A minimum of 12 months of stability data is required
Accelerated (40 = 2°C [ 75 % RH % 5 %) minimum time period at submission (6 months)
RYRFTTR R AR IVa X, RN 30° C £ 2° C, MAEEN 65% RH + 5% RH. £/FHE 12 MHIK
Fa g PEAE

RASHF A N SR R 1] (40 £2° C/75%RH £ 5%)

Inspection is required(- joint visit is applicable) FEKAE (- &HBEAKE)

English -Arabic language (minimum requirement for Arabic language on outer package; trade
name, pack size , generic name, strength) JEiE - FIREAATE (S BT HAH 1A RAR TR, 7 S a0k 3
AN RN

Serialization, Data Matrix, aggregation F#{t. HHEMEE. 414

| %4l
I seee |PDatalab
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SFDA Updates SFDA 37

CPP is optional and no longer required for new Marketing Authorization applications
(MAA) within all regulatory pathways. However, SFDA reserves the right to request the
CPP at any time during the application process or post-authorization if deemed
necessary.

PRAATEM R RE BTV AT S (MAAD AN s ZORGEALCPP, N2 Ak, B2, SFDAfk
A E HE AR h ekt e, ana b ZERE I ZORSEBLCPPIAUA .




SFDA Updates SFDAE ¥ Regulaory Guidance for Literature

i . K \ Based S t of Effi d Saf
Clinical Trial Exceptions Il /KA 4ME D edichne
Case 1 — No Local Reference Product & 1—— A RF =277 5 verston 10

Applies to i& F i [

«  Generics without a locally registered reference product 1Jj il 24 it 2 18 24 i A AE A H 73 i i 12 ey 2025

«  New Drug Applications for Known Active Substances (KAS) %17 M 847 1357 24 H i Date of mplementation| 12 uly 2025

Requirement 23Kk :

« The applicant is advised to request a meeting three months before submission to -
discuss the literature-based submission i3 H15 NESEAC HIH RT3 H 5 W& T 1L 12
ﬁ’ 1#1%%?1@(%*’]’% Eﬁi%zjjgé Data Requirements for Human Drugs

Submission
P RIT BRI I 24

Content of the Dosster

Case 2 — Well-Established Use Medicines (WEU) %2

Applies to & 7t i oy

+ Medicines with 10+ years of proven safety & efficacy in a Stringent Regulatory Authority N
(SRA), and its efficacy and safety have been well established for the claimed therapeutic — B
indication Z 2G4 25 S BV E T, A 104 BB 22 VAN R0 1l R 56 -
UEIE S, HR FEFRIE 7 18 NAE BT RAOM 22 2 1 1 C15 B D IESE

Instead of conducting new clinical studies, applicants may submit a comprehensive literature
review, including systematic searches, meta-analyses, and published clinical data, to ———
demonstrate safety and efficacy. The submission must follow the eCTD structure, with s Mahl? | Uptees
Modules 4 and 5 populated by literature-based evidence, and include a clear justification
for all claims, ensuring the benefit-risk profile is adequately supported. H 5 A\ Jo 7 ST HT HIIIE
PRAEFE, T2 Al LA AE — 4 [ B SCHR Rk, B RGMERR . G 70t il OO R Il R B s
DIAIE B2 A PR RN RPE o 3R ACIIA LA ZEE eCTD MIZhH, ik 4 ik 5 A& T ..
ﬁmmm@, JeL AP TR, RS- PR ELA 755 S8 |
I sue.  IPDatalab
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Key Question 5¢# | 2

Can | submit a generic dossier if the reference product is not approved by SFDA?

?ﬂ%’éﬂﬁ%‘mﬁ@é SFDA 7L, A LIZE (7B 151 7

In addition to the BE according to SFDA bioequivalence guideline, extensive data needed for:

BR 7 AR SFDAA I ZE R 48 3 IR 24T FIBELASL,  IE 75 2 LA R J7 T 254 -

1)  Module 1
1.4: Information on the expert & 515 &
1.4.3: Clinical lIfi &
2) Module 2:
2.5: Clinical Overview Il R ik
2.5.1: Product Development Rationale, Address the current marketing registration status. 7= 5 F & JRHE, R 41100 i
R
2.5.2: Overview of Biopharmaceutics 4= 424712 Mk
2.5.3: Overview of Clinical Pharmacology IIfi K 24 21 2z ik ik
2.5.4 and 2.5.5: Overview of Efficacy and Safety {“%ﬁﬂﬁé‘fﬁﬂ}ffﬁ
2.5.6: Benefits and Risks Conclusions i &b 1 XU 25
2.5.7: References % ik
3) Module 3:
Quality and the whole section are required Jii & 1 52 B4 #4244 75 1Y
4) For Modules 4 and 5, a detailed scientific bibliography shall address non-clinical and clinical characteristics. For further details,
applicants should refer to SFDA's Regulatory Guidance for Literature Based Support of Efficacy and Safety of Medicines. %I T-f5Ht4
MREES, HIEE SRRt — M IS 30k g3, o NS FRIm PRI R 7S A SCR . BB 2 VR 45 B, 152 TUSEDA K A 1)
» (EET TR 25907 RO 22 4 VAT I Fe R ) o

seee |PDatalab
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SFDA Updates SFDA 37
New Upcoming RlK; i H

Research and Investigational drugs (RAID) Designation B 51 58%:25% (RAID) A5E:

It aims to accelerate the development and regulatory review of drugs and biologics, expediting
the availability of promising new therapies in Saudi Arabia. %] & 7E 024 5 A5
WA KA E SRR, e Bt BA BT SR AL VR A 7T

It is an application submitted to obtain the SFDA designation for RAID to enable access to
incentives when conducting research and developing (R&D) in Saudi Arabia, including running
Clinical trials. Hi1ERAIDIAE 7 [ SFDAIRAZHIE, RGN )G, MEVRIT 2 it 7t 50T
K (R&D) iz (EFFEImRIRYE) RIA] =2 A EBUR

Research and Investigational Drugs
(RAID) Designation

Draft

Date of issue

28 August 2025

Date of implementation To be announced

This document is a draft SFDA gui

blished f

and

ched
purposes. It is, therefore, subject to alteration and
referred to as SFDA guideline until approved by SFDA

or ¢ L
modification and may not be

ASPIRE
TO MAKE
A DIFFERENCE

anl
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Approval Timeline for Pharmaceutical Products Zj i & fit i 5] £&
Duration Required to Obtain Regulatory Approvals before SFDA 315 SFDA#tL B 7 B 8]

Average Time for Authorization per year 2022-2024
2022-2024 3 8 #ERHC

4.40
1.90
1.49
110 108 I 1.27 .
Min

Median Max

W Generic/Biosimilar {524/ £ 4248125 W Originator/Biological JE 2

| Al
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Saudi DMF Registration ;Y4GDMF;¥

SFDA Guidance and Requirements SFDARJ{SRAFIEK

What is a DMF? {4 Z£DMF?

1. Confidential CMC document — {435 ) CMC 3 14

2. Supports product registration (not a license) FT 3= fyEM Gk
YR

3. Protects DMF Holder’s proprietary info & #"DMF£rE & KL H1E R

Who's Involved? tH<75?

1. DMF Holder — Owns & submits DMF DMF5H % : #i15 J-#£2DMF

2. Applicant/MAH — Files product dossier #i& A/MAH: #2327 i BB Y
ES

3. SFDA — Reviews dossier + DMF (with LoA) SFDA: 1%/~ i HiE R &
MDMF (7 IFAL R

How It Works iR

1. DMF submitted (stored by SFDA) $#23DMF X4 ( HSFDARAE)

2. Product dossier filed by Applicant Hi% A 22577 fiDossier

3. Letter of Access (LoA) issued by Holder £ A H B 374 ek

4. SFDA reviews both together SFDA [R]85 4% DMF A4 A1 7= 5 B RS 2=

DMF is a supportive document, never standalone; requires product
Dossier + Letter of Access for review. DMF2 5 B30, AN g B i F
B A2 I 5 AR A i B TE A AR

4.1 DMF Form:
The following included in the DMF Form: (All fields required)

a) Identification of submission: new, resubmission, renewal or variation

b) Procedure Type: National (SFDA) or Central (GCC-DR) procedure

¢) Reference number’

d) Date of submission?

e) Active substance name

f) Pharmacopeial reference

g) Trade name? (Specific product covered by the DMF)

h) DMF holder name

i) DMF version number and date (yyyy-mm-dd) for the applicant’s part and
restricted par.

j) Manufacturer name (if different from DMF holder name)

k) Manufacturer Address

1) Typewritten name and title of the signer

m)Signature of the authorized representative

A soft copy of DMF (Restricted part) Form is available on SFDA website-Drug

» https://www.sfda.gov.sa/en/requlations/68957

sector-forms
L) . @ p
| Al
I s IPDatalab
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https://www.sfda.gov.sa/en/regulations/68957

Approval Fees for Pharmaceutical Products Zj it 5%
Fees Required to Obtain Regulatory Approvals before SFDA 3i5SFDALH: T 7 ) % A

The SFDA invoices the following fees after submission of the eSDR application for drug registration

P24 eSDR 2y iiF M o1l 5, SFDA KT H DU 28 A R 52
Type K% SF(E;,; II;?es SFDA( Se,ng)R fee
New Drugs (including Biologicals,

Radiopharmaceuticals) 2 fufgs | 95900 i
WA YR AU R Z)D

Additional Dosage Form #4774 95000 19000
Additional Strength % #M i 4% 24000 3600
Additional Pack Type #7257 5000 2400
Additional Pack Size %43 R~ 1000 150
Generic Drug L2245 %124 40000 8000
Additional Dosage Form #4777 40000 8000
Additional Strength i #M & 10000 1500
Additional Pack Type #Ji#h 2 24 77 5000 500
Additional Pack Size #i4Mu%% R ~f 1000 150

Designations A %E:

Type %7 SF(DS,: ;?es SFDA( S?A?RE))R fee
Health & Herbal Products f#{& 5 &% 20000 4000
Additional Dosage Form #ji 47774 20000 4000
Additional Strength #i5M 4% 5000 750
Additional Pack Type #i¥h 3 24 7 2000 200
Additional Pack Size %434 R~} 1000 150
Intravenous (IV) Fluids & k% 15000 3000
Additional Dosage Form %4717 15000 -
Additional Strength #i M 4% 1000 150
Additional Pack Type #4137 1000 100
Additional Pack Size #i4M%: R~} 1000 150

Currently, SFDA does not apply any fees for drug designations, such as Orphan Drug Designation, Breakthrough Medicine Program,

and Verification & Abridged Procedure. H {fi, SFDAXT AR 124 ZA 7 2 LR B A AN (Al A0 R e 2% 24 i\ e AN CBUERLAT 25 1

b Fees do not include the 15% VAT
1Note — Size indicates 2028 Sales in L

Source: IQVIA Market Prognosis 2024-; 2028 (Sep 2024); IQVIA Market Prognosis Global summarizes the key points from each of the Regional studies and adds this to desk research conducted in seven other regions. A
combination of IQVIA, official import/export and local manufacturer figures are used to compile this report and establish events that could impact the sales forecast over the period reviewed

seee |PDatalab
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https://pharmaknowl.com/sfda-orphan-drug-designation-odd/
https://pharmaknowl.com/sfda-breakthrough-medicines/
https://pharmaknowl.com/sfda-verification-abridged-registration-requirements-timelines/

Renewal Fees for Pharmaceutical Products 5 i i3 fift 42 31 5%
Fees Required to Renew Drug Registration before SFDA 7ESFDAZEHAZ & 7 7 5%

« Renewal fees %11 %%:

8 SFDA Fees SFDA eSDR
ST
Type X7 (SAR) fee (SAR)
New Drug #71%j 30000 3000
Generic Drug 1/j il 24 10000 1000
Health & Herbal
Products {xfi i &2 Eo02 e
Veterinary Drug #%; 1000 100
Intravenous (1V) Fluids
E KR 5000 500

Variation A5 5 .

SFDA

Type K7 Fees SIFbA gig L
(SAR) 29 (9
Drug Variation 24 /4% 5 3000 1000

» Fees do not include the 15% VAT
1Note — Size indicates 2028 Sales in LC $

Source: IQVIA Market Prognosis 2024-2028 (Sep 2024); IQVIA Market Prognosis Global summarize:
combination of IQVIA, official import/export and local manufacturer figures are used to compile this report and establish events that could impact the sales forecast over the period reviewed

s the key points from each of the Regional studies and adds this to desk research conducted in seven other regions.

igD?;ZEREENCE I p Data La b
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Accessibility vs. Affordability 7] % ¥ vs. 7] f1$8#

Fast Track approvals
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SFDA Regulatory incentives SFDA I & il it

Key Criteria SRR

Benefit(s) 254t

Verification
procedure

BHEFRFP

« New chemical entities and new biologics (excluding vaccines and blood products) registered by US FDA
and EMA submitted to SFDA within 2 years of approval by the reference regulatory agencies. ©.fEFDA
EMA JE M HRBT AL 22 SEARRET AR50 CR BB AR ah D), BRESRIS 225 I E WLt HE R 24 1R ESFDA.

« Manufacturer should be in one of the following countries: USA, UK, Canada, Australia, Japan, Switzerland,
Germany, France, Ireland, Italy, Spain, Portugal, Finland, Sweden, Norway, Denmark, Belgium, Netherlands,
Austria or Singapore. & E AL T L FEE 2 —: £E, EE, R, WARW. HA, b, EmE. %E. 2K
=L R TEHES . & JrE. s, BREL. FHEE. RIS SR B ECET .

Review within 30 days
30K 1y ¥l

Abridged
procedure

(aflwidag

 New chemical entities and new biologics (excluding vaccines and blood products) registered by US FDA or
EMA submitted to SFDA within 2 years of approval by the reference regulatory agencies. £ 3 [EFDA B EMA
WA S SEAR TR AR50 ORI S oD B3R5 228 IS NI HifE 5 288 N 258 2 SFDA.

« Manufacturer should be in one of the following countries: USA, UK, Canada, Australia, Japan, Switzerland,
Germany, France, Ireland, Italy, Spain, Portugal, Finland, Sweden, Norway, Denmark, Belgium, Netherlands,
Austria or Singapore. filiF AL T AN E Rz —: EE. JE, s, MR, HA, &t MmE. 3E. 2R
=L B WEEF . ®EF . =, . WEL P ORI AR, BRI E0CET N .

Review within 60 days
60 py i

Orphan
designation

IJLZGIAE

1) An unregistered drug in SFDA, or an already registered drug in SFDA with a new orphan indication, or a new

dosage form, or other major variation applications that meet all relevant criteria of ODD [ £ SFDAJE M 2 s

B AESFDAVEM K A BT IAI0) L2 REAE 77 Y BH A 4555 9 ) L 24 i A AR S v P 2 DR 738 B B [ 247

2) Seriously debilitating diseases or life-threatening conditions or diseases /™ # 5 55 V47505 8116 & A4 A (5%

3) Prevalence of rare disease or condition OR lack of financial viability 5% W% BORAE 1RAT, Bisk= 23 a7tk
4) Under development for this orphan condition 174t %% AN L2550 BEAT R &

5) Comparison with other methods for diagnosis, prevention or treatment of the condition 52 . i sL
TRIT IR 177 3T LU

« Pre-submission meetings #&3 #if

2l

« Priority review fIt /¥ &

+ Scientific & regulatory advice and
consultation provided by the Drug
sector i 5 R 3R A AR 22 R

BRI

 Marketing Exclusivity i3z (5%

« Pricing Ef

P

I
! Wﬁig IPDataLab
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SFDA Regulatory incentives SFDA I & il it
|

Pathway
BRE

Breakthrough

Key Criteria <515

All four criteria must be fulfilled in order to gain a breakthrough medicine designation at end of phase 2 or at any time
after 7£ I AR 45 R B Jm FOAE AT I (B3R A5 RSN e, 606 A2 LT DY ST FR

1. Target serious, debilitating or life-threatening conditions with unmet medical need. 5{ Y& - {f \ 558015 K A dafy
7 HIRKERERGEE

2. The medicinal product is likely to offer a major advantage over methods currently used. 1% 2455 AT #EEE H Al Y 7745 A
HEENH

3. The potential adverse effects of the medicinal product are considered to be outweighed by the benefits, allowing for
the reasonable expectation of a positive benefit/risk balance. %25 5 AEEINE A A1 S A FFESY » M AT DL BT
FRAFIERTRS R

4. The product is not registered at any regulatory authority at the time of submission of the designation request. f£57A

JEFVEIN - %7 ah i RAE AT I B U

Benefit(s) 254t

optimize
development
plans and speed
up evaluation
AL il - itk
PRE

Priority review

thse e

* NCE & Biological [Fhj#j

1) A request for priority review is sent before submission, and a response to the applicant is made within 15 working
days FRAZHI AR S B AIER, FFAEISA TAEH N R HiEA

2) Serious or Life-Threatening Condition j™E 8 & K 4 a5k

3) Demonstrating the Potential to Address Unmet Medical Needs JEHlfi# 1151 B I R 3 SR

- Biosimilars Z£%25{0%%

1) Priority review of biosimilars are requested on the eSDR application. eSDR Hii# i1 B Rl 4l 8 A 4 128l 24

2) first biosimilar to the innovative product that already registered in SFDA or stringent regulatory authority. £.7£SFDA
BT B AT ALY G Sl E AP,

« Along with Availability in Special lists 555R5% 8 Ay 5

1) Incentive Project List 35 H &5

2) Shortage list with no available generics 45 24,57 & H T EV 55125

3) Local Manufacturing list and Targeted Local Manufacturing list A i35 5 LUK B iRiE 5

40% of the normal
registration
process
HALEHRAERY40%

g

|
| %ﬁig IPDatalLab
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Accessibility vs. Affordability 7] % ¥ vs. 7] f1$8#

Fast Track approvals

PRI A

Localization

A

IP-Reg. linkage
2 TR



Local products A= i,

When a product is deemed local by SFDA A5 & 4 SFD A N 2 Hb 1 i

Locally manufactured product definition
A HL 1136 O 7 RE X

Complete Manufacturing of
Pharmaceutical Products
= 24 f ) 58 4= i i

Growing Local Manufacturer
FRAR TR AR A b 32 7

The pharmaceutical or herbal product is considered locally manufactured if it is completely
manufactured in the Kingdom.

AR SR 24 b B 24 58 A AR R Y, AR VDR A i i

Chemical and Herbal Products 1t %25 Rk 24:
All manufacturing process of the finished product, starting from the processing of active (raw)
ingredients until the packaging stage.

A BT G R, WO i () PR E 2R B

Biological Products A4l &

Any step in the main manufacturing process producing an active ingredient or finish product.
Typically, these processes start by using substances that are derived from a biological source or
genetically modified cells by biotechnology through the production stages by means of incubation
and purification processes. Accordingly, the manufacturing of the finished product, which often
includes the addition of excipients, sterile filtration and filling, with the exception of primary and
secondary packaging.

AP ) B Ah 1) E B E AR AT IR 8, XSRS R B 2EYRIE I RO iR BOE I A M BoR
TR A P B BOdE AT e R R A ey B AN 24 A . PRI, R B, IR E ARSI TR IEAE S, (H]
G — k.

A manufacturer with an industrial license from the related authorities in the kingdom, after three years
from the date of registering the first product, it will not be considered as a Growing Manufacturer.
—F A VRN AR B0 TAL PP eRE R SR, 220 3 4, WA K PEFIE R -

P

I seee |PDatalab
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Localization Lists A<l & & B

EEAE/RR  Film-coated Tablet / Tablet

TR Solution for injection =
0wE Ointment ==
iatERE Gastro-resistant capsule, hard =r
&5 Suppository -
I[E]EEY = Chewable tablet |E
S Dispersible tabiet |
BRI Granules I’
Powder for (EEtAaTRE RgEHution for injectionfinfusion |
AfRE&R Oral solution |r
a &0 104 5l

Mandatory Localized products

BRI H )T

200 |

SMALL MOLECULE

Biological

Gat//E5]

Targeted Localized List

A H briE

L) a LJ o
| Al
! wis.  IPDatalab
A DIFFERENCE




Accessibility vs. Affordability 7] % ¥ vs. 7] f1$8#

Fast Track approvals

PRI A

Localization

A

IP-Reg. linkage
2 TR




IP - Regulatory linkage % & Fi| £

| No clear mechanism and frequency specified |
L TC TR R KAL) A5 '

Brand

Registered o . T
R 25 B Monitoring the Generic Entry 3% {75l 245 L1

ik

\

\
Objection to commercial court (within 60 H@ys) Cease-and-desist procedure
) B AR R AT R 1 (BOH D AN - awabiwis
\\
Infringing : to submit 6 months before expiry \
AL BRI ZIHIRT6A H N H23T i &

Provide SFDA with FTO Report; Undertaking;
Legal Authentication
i SFDAFRZCFTOR &: 7K A Im A

e e SFDA shall publish application information

Submission T i (2
X N FDAN. AT HIEE B
it 2512 S 7 =

FH i

Provide SFDA with Search Report and | No clear mechanism and frequency specified
Undertakings only JCRAR T T FRDATL A R A

3 111 SFDASE A A8 3% 4k 1% ALK ifs — = .
L )

anl
== |PDataLab
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Other incentives — Exclusivity Sl — Tz G

Exclusivity
/° Eigibility T3 AL
REFHE
1. WHO Essential products WHO New pharmaceutical Registered products: five
SR L Wb products: five years from the years from the date of
2. Non-registered product or date of certificate of the marketing exclusivity
product with no alternative -k pharmaceutical product (CPP) approval letter.
M i G B A ey B2kt (CPP) CEM = BT s
3. The product with high demand Mk 2 H kR LA RHEIE PR A A 2 H S L AF

in the market (i.e. shortage
reports and import license) 737
R R = i (B, SRS
FAANHE TR AR )

| ol
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Accessibility vs. Affordability 7] & 14 vs. 7]

IMLUNESTRANT submitted at
SFDA as first country globally/-
based on public data

available.

FT A IR T K

No need for
CPP

PR IE
HCPP

IMLUNESTRANT %2 [
SFDARR AT M HI 1

Breakthrough designation
give to 5 products in last few
months

HEHH, AN TR

e /%U\E\
Utilized new

SFDA
framework

FIIH T HHT
SFDA #£42

Fast Track approvals

PRI A

Localization

A

IP-Reg. linkage
2 TR

b bB

ASPIRE
TO MAKE
A DIFFERENCE

Used lack of basic
patent and submitted
via legalized FTO
T T 20l R R
HIkg, FF1EHE T
It A HIFTOIR 7

Three Semaglutide

biosimilars have been
submitted at SFDA starting

from July 2023

H2023F7HiL, OfF =3H
TGS R A A 2 17 SFDA

PERL T IEM AR




Outline & &V

Il
V.

Market overview i3

Regulatory requirements i & Z R

Accessibility vs. Affordability 7 & 1 vs. 7] #1380 #
Drug Pricing % 5 &t

¥




\

Public Prices A F T #&

Generic/ Biosimilar Pricing (Rank dependent) 1124 [ 4= #2125 e (B T-HEFR)

Generic 1/j#Z4 Biosimilar A#)2:41%4

1 70% of innovative brand’s price 75% of biological brand’s price
JEHF 254 45 70% JEHWF 2541 4 75%

ond 65% 65%

3dand more 60% 65%

Price Margin & FliEZR

CIF Price ZFE4r Pharmacy Purchasing Price Margin Public Price
25 JER M RE A IE R NFHHE

<50 SAR 15% 20%

50 - 200 SAR 10% 15%

>200 SAR 10% 10%

| %4l
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Public Tender A
Incentive by Local Content Authority A< 3 55 8 5 BB He i

Mandatory list 52 #l]iE 5 Targeted list B 55 #£

+ Government like NUPCO procure only « Strategic list to be locally
locally produced products Z5INUPCOFf manufactured Al it B 5
BRI R AS 3 i 31 7 - Active discussion with the authority

« Eligible products: have at least 3 local with a clear localization plan 5 £ &8
manf. P& E S 20 35 A IE IRARIRE, il 5 VS T A A Ak T el

+ Factory have local content certificate T.
| A A FUE S

« 316 Product 316/ 7% i
«  Up to 30% price ceiling #30% I #% L [R

LCGPA and NUPCO provide price preferences for public tender purchases for product who have local input depending on the
degree of localization (e.g., secondary packaged and fully local manufactured products).

At AR E B RARTE A AL RE . (B — IR AR S8 AR 3 ) 7 ) 9 B AR BON 77 St SR L A THEAR R AR L 2

b : - ! i IPDataLab
LCGPA: Local Content & Government Procurement Authority A< 44 R R J) ADIFFERENCE

NUPCO: National Unified Procurement Company & % 4t — % &




s/default/file
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https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/MarketingExclusivity-v1-EN.pdf
https://www.sfda.gov.sa/en/unregistered-pharmaceuticals-list
https://www.sfda.gov.sa/en/unregistered-pharmaceuticals-list
https://www.sfda.gov.sa/en/unregistered-pharmaceuticals-list
https://www.sfda.gov.sa/en/unregistered-pharmaceuticals-list
https://www.sfda.gov.sa/en/unregistered-pharmaceuticals-list
https://www.sfda.gov.sa/en/currentlyInShortageList
https://lcgpa.gov.sa/en/Regulations/Docs-Lists/Pages/MandatoryList.aspx
https://lcgpa.gov.sa/en/Regulations/Docs-Lists/Pages/MandatoryList.aspx
https://lcgpa.gov.sa/en/Regulations/Docs-Lists/Pages/MandatoryList.aspx
https://www.sfda.gov.sa/sites/default/files/2025-05/RGLBSESM.pdf
https://www.sfda.gov.sa/sites/default/files/2025-05/RGLBSESM.pdf
https://www.sfda.gov.sa/sites/default/files/2025-05/RGLBSESM.pdf
https://sfda.gov.sa/sites/default/files/2024-05/SFDA-BMP_0.pdf
https://sfda.gov.sa/sites/default/files/2024-05/SFDA-BMP_0.pdf
https://sfda.gov.sa/sites/default/files/2024-05/SFDA-BMP_0.pdf
https://sfda.gov.sa/sites/default/files/2024-05/SFDA-BMP_0.pdf
https://sfda.gov.sa/sites/default/files/2024-05/SFDA-BMP_0.pdf
https://www.sfda.gov.sa/sites/default/files/2023-06/OrphanDrugDesignation.pdf
https://www.sfda.gov.sa/sites/default/files/2023-06/OrphanDrugDesignation.pdf
https://www.sfda.gov.sa/sites/default/files/2023-06/OrphanDrugDesignation.pdf
https://sfda.gov.sa/en/regulations/68959
https://www.sfda.gov.sa/sites/default/files/2023-02/ApproachDealingPatentsV1.pdf
https://www.sfda.gov.sa/sites/default/files/2023-02/ApproachDealingPatentsV1.pdf
https://www.sfda.gov.sa/sites/default/files/2023-02/ApproachDealingPatentsV1.pdf
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