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Why Regulations?




Importance of Effective Regulatory Systems

* Improves patient access to safe, effective, and good
quality medicines

* Increases citizen confidence in health system

* Creates stable conditions for pharmaceutical sector trade
and contributes to economic development

Attributes of Effective Regulatory Systems

Attribute

Responsive

Outcome Oriented

Predictable

Proportional (Risk-
based)

Independent

Respond rapidly to a crisis
Promptly modify policies

Focus on product safety outcomes

Clear framework guaranteeing that
decisions are neither arbitrary nor
capricious

Allocates control based on threat to
public health

Products with similar risks regulated
similarly

Independent of the political process



Regulatory and Registration in Iran

IFDA is the executive authority and regulatory

. l ' body to regulate, Food, Cosmetics,

Pharmaceuticals and Medical Devices

% 24

pharmacy
schools

ILRILFDO
IFDA Responsibilities 9,13 9 13& Gyl jluw

v" IDLreg. of new Drugs and Medical Devices

v' Pharmacovigilance and Rational use of
medicines

v' Subsidy allocation and procurement of

vaccines and drugs

800

million USD

. - . . bsidies f
Cosmetics, Medicines and Medical devices expensive medicines

v Issuing marketing authorization for Food,



IFDA Organogram
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Drug & Narcotics Bureau Organogram
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Some Definitions...

Letter of Certificate of
Product License Authorization Pharmaceutical
Holder / Market Product (CPP) World Health
Authorization Holder r. Organization
T (WHO)

Post Marketing
Surveillance

= gy
@0

Food and Drug
Administration

IEA (FDA)

L‘ European Medicines

- Evaluation Agency

Technical gggggg;v of (EMEA)

e ﬁgggfodurmg Drug Imporfing Cspcclroc’reris’rics Therapeutic Goods
Téol\ig)ce Application ( ) *  Administration (TGA)

Form (DIAF)



* From beginning:

Company registration

Medicinal production permission from iFDA

Qualified person approval (Pharm .D)

Manufacture certificate /[ contract manufacturing

Site manufacture | GMP certificate

Now we can start.....



Some Definitions...
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Small Molecules registration process

Medicinal production permission from iFDA

Qualified person approval (Pharm .D)

Medicinal production https://www.fda.gov.ir/

permission from iFDA
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https://www.fda.gov.ir/
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Small Molecules registration process

e 1-26form

AppIESSaeli\;foI:l:ilTeag?; e GMP certificate or 1-
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Medicinal production

permission from iFDA
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Medicinal production

permission from iFDA

Receive Primary
Approval from Legal
Commission

* 1-26 Form,

¢ GMP certificate or 1-27 form
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Small Molecules registration process

CTD Triangle

Not part
of the CTD

Non-clinical

Module 2 ELERENTE

Quality overall
summary

Non-clinical
summary

Non-clinical
study reports

Module 4

The CTD triangle. The Common Technical Document is organized into five modules. Module 1is
region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.



Common Technical Document (CTD) - M3

Module 3

| Module 3 (Cont.)

3.1 MODLLE 3 TABLE OF CONTENTS "3.2A | APPENDICES
3.2 BODY OF DATA 3.2A.1| Facilities and Equipment
3.2.5 DRUG SUBSTAMCE 3.2A 2| Adventitious Agenls Safely Evaluation
3.235.1 Ganeral Information 3.2A 3| HNovel Excipients
3.252 Manufacture | 32R |REGIOMAL INFORMATIOMN
3253 Characterisation 3.3 LITERATURE REFEREMCES
3254 Control of Drug Substance
3.2.8.5 Reference Standards or Materials
3236 Caontainer Closure System
3.2.57 | Stabiity
32P |DRUGPRODUCT e
32P1 | Descrption and Composifion of the Drug DRuG MASTES

Product i MASTER FILE
32P2 | Phamaceutical Development —
32P3 | Manufacture DRUG MASTER FIlt
34.2P4 | Control of Excipients ORUC MASTER FILE
32.P.5 | Control of Drug Product ——
32P6 | Reference Standards or Materials L
32.P.7 | Container Closure System
3.2.P8 Stability




Drug Stability Studies - Main Stages

 Stability studies are incorporated at all stages of the drug product life cycle, can be
segregated into 6 different stages:

» Stage 1 - Early stage stress and accelerated testing with drug substances.

Stage 2 - Stability on pre - formulation batches.

Stage 3 - Stress testing on scale-up batches.

Stage 4 - Accelerated and long term testing for registration purposes.

Stage 5 - On-going stability testing

Stage 6 - Follow-up stabilities



Drug Stability Studies - Climatic Zones

* Partition of the world into four temperature classes based on kinetic averaging of monthly
temperatures
» Zones (Futscher & Schumacher 1972):
o | Temperature (21°C / 45%RH)
o Il Subtropical (25°C / 60%RH with possibly high RH)
o Il Hot & Dry (30°C / 35%RH)
o IV Hot & wet (30°C / 70%RH)

* The temperatures above are kinetic averages.
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Small Molecules registration process

Module 5: Clinical Study Reports

531 napm of mwﬁﬁﬂ {Eﬁ.nt; ém&y

532 Reports of Pharmacokinetic {hi:-matma]] atud:,r

533 mmafﬁmmmmmri; studies

534 Reports of Pharmacodynamics (FD) studics
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Small Molecules registration process
Receive Primary ‘

Approval from Legal
_O Registration

Commission

‘ Certificate
Evaluation by MoH .
Expert
®
Kgfﬂﬁx1
-
Here = |
e ) GMP
* 1-26 Form,
* GMP certificate or 1-27 form QC test for the
o 6 gyld Cud adgl Canlgyd 4 first batch after
(8592 G2 s (s ) Sl o5 registration

Medicinal production

permission from iFDA
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TTAC System in Iran
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Anzkinra, human medicing, pre filled syringe, dose 100 mgh0.67 ml, packing type carton, 4 7 pieces in & box,
.brand PERKINRA, made in Iran, producer PERSIS GEN PAR CO., distributor PERSIS GEN PAR CO
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Issuance Date: 1/8/2014

A Number 3074
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Medicine Registration Certificate(Marketing Authorization)

With reference to article of the 1955 medical act and according to approval of the legal committee in 12/30/2013 hereby registration of

with international Non-Proprietary Name CABERGOLINE 1 mg TABLET by as License holder (NATIONAL 1D:
1010 ©, official address: ) is agreed in accordance with laws and regulations currently in force.This license valid till 12/30/2017.

Akbar Abdollahias! - Director General
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Issuance Date: 1392/10/18

WA Number. 3074

WA Number: 3074
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Manufacturer Drug Name Registration Number
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Periodically Sampling
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Small Molecules registration process
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D IDL Registration Process in Iran

Start Here
Cost Effective
Registrationin IDL
Final IDL
Committee

Pharmaco-

economic

Committee

Clinical Committee
R dati Review by IDL
ecommendation ~Expert Not Cost
Effective
+

Negotiation to reduce Price

Reject for the Cost evaluation

Application Form

Wait for 1 year

28
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