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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

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

l IFDA is the executive authority and regulatory
4 .ll ' body to regulate, Food, Cosmetics,

Pharmaceuticals and Medical Devices

pharmacy
schools

ILRILFDO
IFDA Responsibilities 9,13 9148 plojlu

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

Cosmetics, Medicines and Medical devices oo o o dicines

v Issuing marketing authorization for Food,



IFDA Organogram
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Drug & Narcotics Bureau Organogram
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* From beginning:

« Company registration

» Biological medicine 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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Some Definitions...

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

Post Marketing
Surveillance

= gy
@0

Food and Drug
Administration

A (FDA)

L‘ European Medicines

Common I(Egs\léf)ﬂon Agency

Technical E%ngrggfry of

Sormene I(\B/\gﬁ(jfoc’rurmg Drug Importing %Egroc’rerisﬂcs Therapeutic Goods
E’(r}al\i\:g)ce Application ( ) * Administration (TGA)

Form (DIAF)



biological medicinal products:

starting materials shall mean any substance of biological origin such as:
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Relative Molecular Mass
(daltons)

»r
Aspirin Insulin Erythropoietin Monoclonal antibody (IgG1)
(180) (5808) (30,400) (150,000)

Complex and sensitive structure
Complex mechanism

Protein structure
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Cryoprecipitate

l

Plasma

v

Precipitation/adsorption

!

Chromatography

Cryo-poor plasma 2 Chromatography |
7
. 2
,/, Chromatography |
,I ’I
e L*
F Chromatography |
s

i 0
T— .

Fraction (1+) HI+11I

Chromatography Ethanol fractionation

!

Chromatography

3
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Nove Techmiques inthe Poduction of Indussially Imperative Producss, Sameera V¢ Bxowchnology Depaniment, REVA Imstisute of Science and Technalogy, Bangalare
1lmiwwescire Indis
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D IDL Registration Process in Iran

Start Here

Censyid 50 00 )51,8 ol 0525 4y bgie 00 51,8 o
&lyss 3 ggo50 7k 4 Cos ol b Lolie
blgs wlol p olpl laglys (2935 g ()

_ Review by IDL
Recommendation Expert
Letter
+

Application Form

Cost Effective

Registration in
IDL

Final IDL
Committee

Pharmaco-
economic
Committee

Clinical
Committee

Not Cost
Effective
- Negotiation to reduce
Reject Price for the Cost
evaluation

Wait for 1
year
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D Registration Process in Iran

GMP Certificate,
Clinical batch(s)
production , clinical
batch (s) ref. Lab

approval and release

CTD submission, @
preclinical study
results submission

Registration
Certificate

Market release

Evaluation by
MoH Expert,
price request

@ Clinical study

1: clinical study protocol submission
2. Ethic committee permission

3: phasel/phase2/phase3 study

4: results submission and Evaluation



D Registration Process

Primary
Application,
Drug Info,
Filled
Application
[ sorucanon Form

B

Start Here

VFAFNYIYE o,
\YAANY Y P
213. Date of introduction of di
Iran Drug List

ol pge 3l Ly 1!

\YAFNYIYE ol gy,

\AANYYF e

Country name

"

18. Manufacturing site(s) (Namc an

Name

19 Name and address of manufactu

20. Packaging site(s) (Name and Adc

21, Cell(s)Microorganism(s) used i

Cell/ Microerganism

"

22. Name of other biologic substanc

Biologic Substances

"

Sja W 03,08 S il ol
\YAFYIYF Ayl g9y U REG-DPNA-BIO-001 o)led
\YAANY TS Sael i .\ Skl

(FRM-DPNA-BIO-004) 05 y)ges 03913 G Canilih 3 0,3 1) Caniges

! I gr)13 83,9 0 h S Sl g Sl 20 U Sy g 53,98 B0 g bty ] S
Complete the form by typing legibly in the captions’ language

T g aU N

2. Product Name (as on Label):

N g 0l G olalslpd o6

4. INN Name (WHO format):

§. Strength: 6. Defined Daily Dose 7. ATC code
NN

8. Dosage form : 9. Packing form : |

10. Route of Administration : 11. Main Pharmacological Group: |

12. Volume or Weight: 13, Formulation: |

14. Packaging (Full cxplanation):

15. Marketing Authorization Holder (in Country of Ongin):

16. Marketing Authorization date and Number (in Country of Ongin):

17 Marketting Authorization date and Number in other countries
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D Registration Process

Primary
Application,
Drug Info,
Filled
Application
APPLICATION Form

Start Here

Commission
Approval vote
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D Registration Process

CTD Triangle
Primary
Application, Mot part
Drug Info, Of the CTD
Filled
Application

Module 2

1
1
]
i
Legal ! Non-clinical
Commission 1 overview
Approval vote .
i Non-clinical
: summary

Start Here

i CTP o g vl issiol : The VTD triangle. The Common Technical Documents organized into five modules.
preclinical study results Module 1 is Region specific and modules 2,34 and 5 are intended to be common for
submission all regions.



D Registration Process

sla Y8 & ol by CTD (o8l bl ool Slasians (o)
Application, b oo TRS

Drug Info,

Filled
Application
APPLICATION Form .

JSogn olojer job 4 wilg oo olie 03 5l,8 ol adgl Jol e o
2ol sl cullie g (Sodb Sldlao oylol ay 1) 5Ls o550  Ldb Olalllas/asdllas
ales &l

Legal
Commission
Approval vote

Start Here

CTD submissiorm
preclinical study results
submission

/7
0’0

/
0‘0
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D Registration Process
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Common Technical Document (CTD) - M3

| Module 3 Module 3 (Cont.)
31 MODULE 3 TABLE OF CONTENTS 2.2A | APPENDICES
| 3.2 BODY OF DATA " 3.2A.1| Facilities and Equipment
| 3.2.8 DRUG SUBSTANCE 3.2.A.2| Adventitious Agents Safety Evaluation
13281 | General Information 3.2A.3| Novel Excipients
1 3282 Manufacture 3.2R | REGIONAL INFORMATION
' 3283 Characterisation 3.3 LITERATURE REFERENCES
1 32854 Control of Drug Substance
1 3.28.5 | Reference Standards or Materials
1 3.28.6 | Container Closure System
13287 | Stabiity
| 3.2.P DRUG PRODUCT N
'32P.1 | Description and Composifion of the Drug DRUG MASTEY
Product  MASTER FILE
' 32P.2 | Phamaceutical Development —
"32P3 | Manufacture DRUG MASTER Filt
' 3.2.P4 | Control of Excipients ORUC MASTER FILE
' 32.P5 | Control of Drug Product -
' 83.2P6 | Reference Standards or Materials WU MIASTER FILE
' 3.2.P.7 | Container Closure System DRUG MasTer
"32P8 | Stabiity




D Registration Process

Primary
Application,
Drug Info,
Filled
Application
APPUGCATION Form

Legal
Commission
Approval vote

Start Here

Primary assessment of the
submitted Documents

CTD submission,
preclinical study results
submission
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D Registration Process

Primary
Application,
Drug Info,
Filled
Application
APPUGCATION Form

Legal
Commission
Approval vote

Start Here

CTD submission,
preclinical study results
submission

Primary assessment of the A e |
submitted Documents PR B> (29010
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GMP Inspection

File Reviewing
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0’0

/
0‘0

o0
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D Registration Process

Primary
Application,
Drug Info,
Filled
Application
APPLCATION Form , LOA

Legal
Commission
Approval vote

Start Here

Submission of CTD , WWRS
, CPP ,GMP Certificate
,Check List and
registration fee payment
evidence

Primary assessment of the
submitted Documents
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QC Lab Testing

GMP Inspection

File Reviewing



D Registration Process 33
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Filled .
Application Clinical Study

APPLICATION FO r m

il s a5 S5 5SS s clagils 350 s W
S ales Sl el 5L s, oJb Slaas
a5 ol adlllan G Pl o) BBy L
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Equivalence LUNon-inferiority oLl
VAT

Legal
Commission
Approval vote
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Start Here el I GMP Lyl s 05

QC Lab Testing

Primary assessment of the
submitted Documents

CTD submission,
preclinical study results
submission

File Reviewing
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Primary 25 P seoR 0398 sdis
Application,
Drug Info, Clinical Study Evaluation by MoH
F|_Iled_ Expert, price request
Application

APPLICATION FO r m

Legal
Commission
Approval vote
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Start Here QC Lab Testing
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CTD submission,
preclinical study results
submission

GMP Inspection

File Reviewing
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D Registration Process

Primary
Application,

Drug Info, Clinical study Evaluation by MoH

Fi_IIed_ Expert, price request
Application

APPLICATION FO r m

Legal
Commission
Approval vote

Data Entry in IRC site in
TTAC

Start Here QC Lab Testing

Primary assessment of the
submitted Documents RO, | o

Ao Jole JooSS 5l o
oJJ)‘)é 4.3\3)3: J9de g JJ‘}? <*
CTD submissSion,

preclinical study results
submission

GMP Inspection

File Reviewing



D Registration Process
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Primary
Application,
Drug Info,
Filled
Application
APPLICATION Form

Clinical StUdy Evaluation by MoH
Expert, price request

Legal
Commission
Approval vote

Data Entry in IRC site in
TTAC

Start Here QC Lab Testing

Primary assessment of the
submitted Documents

CTD submission,
preclinical study results
submission

File Reviewing | RC
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. Some Regulations

03918 sl )l Huy pauss d.t,f).ﬁ
Olojlw 4y (Joww) 3)gu0 &y ab (9ol
3,5 eMel13£ 9 9)ld

Il 43 olo yiub 3ubL 3933 Lol

S (Glow (Sw) s 4 bgis 9 Lol
9 913 505 9 PSUR Jolis 9,15

392 IBIgA (53938 YgamueS agu0s

SIS s )l s (29019 0391 )9
A5 393 Adlgd 3 8 &y juaxie (S A
ol yuizo Jw Hla wode 4

G 29 2ol s Hd 9old ol Ay
Obig ld dguan g )3T
sl JU )P AV

37



TTAC System in Iran %
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Anzkinra, human medicing, pre filled syringe, dose 100 mg\0.67 ml, packing type carton, 4 7 pieces in & box,
.brand PERKINRA, made in Iran, producer PERSIS GEN PAR CO., distributor PERSIS GEN PAR CO

International Code Sl U5 e 3 t Sy ol

2117660- 93310- 0001 @ VS sl a5

1525 £ syl ol
35260 CPC i i
tsad ayloos
6269331000019 :G51
st d jgzn lian cleMb VS Sl S hs
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Ex @
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M ma\0/67 ml 100 P e

= r "Ju % Terms of Service and Privacy - Important Disclaimer
tey Copyright © 2012 TRANCODE - All rights reserved
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’ ProMcd

Declaration BSE/TSE Free Products Policy
Transmissible Spongiform Encephalopathies (TSE)

Bovine Spongiform Encephalopathy (BSE)

TSE indudes BSE, the bovine form occurring in cows (mad-cow-disease), the scrapie disease in
sheep, as well as the human form: the variant-Creutzfeldt-Jakob-Disease (vCJD).

ALL ProMed products are manufactured completely from synthetic or manufactured materials and
do not contain any raw materials produced from, or substances derived from animal origin.
Moreover, these products are not derived from specific-risk materials as defined in European
Commission Decision 97/534/EC.

The manufacturing process does not use any mgednent of animal ongn nor do our products come

tact with mal products during storage portatio roducts pfock.loed by ProMed
2:?1nee fmwnl\ T?;smmlble Spongiform Encephakxm (TSE) gnd &vnne Spongiform &
Encephalopathy (BSE)

We further declare that our products are Dioxin Free.

Please direct your questions and inquires to your ProMed Sales or Customer Service
Representative.

Sincerely,

"“}ar_ff’y._ 3

Robert Parsons
Vice President Quality Assurance & Regulatory Affairs

T P

Peter Mangan
President

15600 Medina Road » Minneapolis « M « 55447
https:/promedmolding.com
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» TSE: Transmissible Spongiform Encephalopathy

» BSE: Bovine Spongiform Encephalopathy
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