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Objection (on technical decision) Request Form G918 e olAsl b ziges

Product Information

Trade Name Reg. no.

Active Ingredient(s) Name and Site of
Manufacturer

Route(s) of Administration Dosage Form

Package Size and Type Strength/Unit

Marketing Authorization Holder Agent

(MAH)

Objection information

Reason(s) behind the SFDA’s decision
Bug)) oy Aoyl j28 01 Solirace

Reason(s) why the SFDA's decision is
invalid from the company's
perspective

183 Agzry (po gl )1y donio pue bl
as &l

List of documents that support the
company’s perspective
ASal Had dgzrg el @I oladyell de5

Email

Stamp

Phone No.

Signature

émylwléyéciwlaﬂpé\bﬂi‘dﬂw|wY
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Price Appeal Form

(¥) o) @bt

sl o ASY! s gdsas

/ /14
Product Name Date
/ /20
. . Letter No.
MAH - Nationality -
SADAD invoice
1. Product Information:
Registration No. Reference No.
Active Ingredient Strength/Unit or Conc.
Dosage form Route(s) of administration
Pack size Therapeutic class
Manufacturer - Nationality Appeal Number O1 O2
2. Price Information:
Current Price Per Unit
CIF Cost Per Month
Public Per Course
Proposed Price by Company Per Unit
CIF Cost Per Month
Public Per Course
3. Prevalence (References): O] Hospital Item [ Retail Item
KSA No. of Patient KSA Incidence KSA Prevalence
Global No. of Patient Global Incidence Global Prevalence
4. Consumption & Market Share:
Consumption (for the last five years)
Type of Consumption 20 20 20 20 20
Volume
Market share
Value
5. Attachments required (CD):
[J Approved indication
1- Clinical Data [ Place in therapy 2- Company’s Appeal Justifications. 3- SADAD Bill.
[ Guidelines
6. Authentication:
Email Stamp
Phone No.
Signature
13
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Price Reevaluation Request Form sad! § sl Bole) b Zdged
Product Name Date /114
/[0
Letter No.

MAH - Nationality SADAD invoi
invoice

1. Product Information:

Registration No. Reference No.
Active Ingredient Strength/Unit or Conc.
Dosage form Route(s) of administration
Pack size Therapeutic class
Manufacturer - Nationality Last Price Update / /14 - [/ J20
2. Price Information:
Current Price (by Saudi Riyal) Per Unit
GCC Unified CIF
CIF Cost | Per Month
08 er ¥on Price (USD)
Public Per Course
Proposed Price by Company (In Country of Origin’s Currency) Per Unit
CIF Cost | Per Month
Public Per Course
3. Prevalence (References): ] Hospital Item [ Retail Item
KSA No. of Patient KSA Incidence KSA Prevalence
Global No. of Patient Global Incidence Global Prevalence
4. Consumption & Market Share:
Consumption (for the last five years)
Type of Consumption 20 20 20 20 20
Volume
Market share
Value
5. Attachments required:
[ Approved indication
1- Clinical Data [ Place in therapy 2- Company’s Appeal Justifications. 3- SADAD Bill.
[J Guidelines
6. Authentication:
Email Stamp
Phone No.
Signature
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Clinical Trial Rejection/Revoke of dalyd Jazeud sl a9y )8 e (olAs! z3ged
Registration Appeal Form Ay o

General Information:

Study Title
SCTR Number Sponsor
Protocol Number CRO (If Applicable)

Total number of study
recruited subject (s) Study Site (s)
within KSA

Appeal Details:

SFDA remarks to
be appealed (1):

Applicant
Justification:

SFDA DECISION: | ceceerveneeirerecsnenssnneessnessssesesnnnssonssessnnsesssnsssnsasesssssssnssessss sonsasssnass senass ssnassssssessns aessnssensns senassssssnesssassssansssssasesssssssnsasssns

SFDA remarks to
be appealed (2):

Applicant
Justification:

SFDA DECISION: | ceceerveneeirnrecsnenssneessaessnsesesnnnesonssessnnsesssnsssnsasesssssssnssesssssensasssnass senass ssnasssssasssns aessnssensnssenassssssnesssassssnnsssssasesssssssnsassns

SFDA remarks to
be appealed (3):

Applicant
Justification:

DS-REQ-069-V1.3/220303



Satisfactory or Not Satisfactory
SFDA DECISION: | .ecveeiiiseiseeiieiieiseisstisesssss e e sessassas s sasasesssessassssssss sesses sessns sassussos eosass assssssss sesses sassassas sesaosaeseesassassssssnsses sassnssasssssesssness

Attachments required (CD):

1- Cover letter

2- Supportive Documents

SFDA Final Decision

Appeal Approval

Appeal Rejection

16

DS-REQ-069-V1.3/220303



¥

(9) p.’é) REEIVN]
Inspection Appeal Form Ayl ByL) WS e olAel Zzdged

General Information:

Type of Objections |:| Observations

[] conclusion

SCTR Number (If Applicable) Sponsor
Inspection Report Number CRO (If Applicable)
Principle
Inspected Site Investigator at the
inspected site

Appeal Details:

SFDA remarks to
be appealed (1):

Applicant
Justification:

SFDA DECISION: | cecceeicenressrerecsrensssnasssnesssesssnssssensnesenssesssnsssnsasesssssssnsassssssensasssnsss senase sensssssssessns aessnssss nssessssssn snsasssnssessassessnsssnasesssanesse

SFDA remarks to
be appealed (2):

Applicant
Justification:

SFDA DECISION: | ccceerveneeicrnrecsnenssnneesssessnsesesseesensessenssssssnsesssasesssasssnsasssnssensssssnsss senass senssssssnes nsasesnsses nssesssssensasssnass senasssnasesssnessnsasssns

SFDA remarks to
be appealed (3):

Applicant
Justification:
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Satisfactory or Not Satisfactory
SFDA DECISION: | .ecveeiiiseiseeiieiieiseisstisesssss e e sessassas s sasasesssessassssssss sesses sessns sassussos eosass assssssss sesses sassassas sesaosaeseesassassssssnsses sassnssasssssesssness

Attachments required (CD):

1- Cover letter

2- Supportive Documents

SFDA Final Decision

Appeal Approval

Appeal Rejection
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