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AboutTemadCo.

Temad Co, (Active Pharmaceutical Ingredients), 1s one of the companies of Tamin
Pharmaceutical Investment Company (TPICO) from SSIC SHASTA Group.Temad Co. Active
Pharmaceutical Ingredients, established in 1980 as one of the largest producers of APIs in Iran and an innovative
manufacturer of Narcotics and Non-Narcotics of world class quality in the Middle East. Apart from compliance with
Iranian GMP regulations, Temad has acquired the national and international standards of API’smanufacturing such as
ISO9001,1ISO14001, OHSAS 18001,ISO 17025 and Food & Drug Administration withcertifying bodies in Europe,
1s also anticipating the CEP certificate from European organization. Temad Co. 1s one of pioneer pharmaceutical
manufacturing company that use its own qualified raw materials in finished dosage formmanufacturing lines. At
present, the company has 22 production lines and more than 115 kinds of pharmaceutical products including narcotics
and general API’s in different forms such as DC grade API, pellets and non-sterileinjectable grade. Temad Co. as
knowledge-based company and prominent national exporter in 2022 has employed 570 experienced, committed and

responsible human resources to fulfill long term and high attitude approaches.

Manufacturing Facilities

* Alborz Manufacturing Site
The manufacturing sites are located in an industrial zone 28th km from the capital, Tehran, in a total area of about 5
hectare. This area includes production sites of 4500 m’, a warehouse is of 5000 m’ and an administrative and

laboratory area of 2500 m“.Temad facilities include high quality equipment with large capacity (more than120,000 L)
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glass-lines, stainless steel reactors and distillation units.
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* Mashhad Manufacturing Site
Mashhad production facilities of Temad is located in 3rd km of Mashhad-Fariman road in Khorasan Razaviin total area

ofabout 11 Hectare. Total capacity of Mashhad Temad facilities is about 150,000 L glass lined, stainless steel reactor
and distillation units.

Mashhad Temad in the holy city of Mashhad, an API’s division of Temad , is the highly privileged producer of
Paracetamol Powder and DC by employing high quality and experienced personnel which not only has brought

customer satisfaction in the local market but also exports its products to the international markets

* Quality Control
The quality Control Laboratory 1s equipped with the most advanced chemical analysis and 1dentification apparatus and

equipment, which include HPLC, GC, FT-IR, Spectrophotometer, IMS, Atomic Absorption TLC, Scanner and Laser

Particle Size Analyzer. Stringent quality control procedures ensure products of the highest quality as an obligation to

the customers.

Certificates and Achievements
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MINISTRY OF HEALTH AND MEDICAL EDUCATION FOOD AND DRUG ADMINISTRATION
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- GMP CERTIFICATE
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I S 0 Manufacturer : TEMAD Co. (Active Pharmaceutical Ingredients)

II 45001 2018 | ISO 4 5 0 0 1 . 2 0 1 8 Address :  Iran, Mashhad. The 3™ Km of Fariman road. TEMAD Co.
. ; ? Z

A G S 4 Production Line: Production unit | (Acctaminophen)
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This is to certify that above-mentioned production line was duly inspected and approved
in accordance with Good Manufacturing Practice Principles for active pharmaceutical
ingredients which are currently in force in the LR of Iran.

f I S 0 ;;' The manufacturer plant is subject to regular GMP inspections based on PIC/S
. ' I S O 1 4 0 0 1 ® 2 0 1 5 regulations (at suitable intervals) by the Iranian Food and Drug Administration.
@ 14001:20158 &
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Ihe production Unit | is in compliance with the cGMP/GMP standards and relevant
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requirements of the P W
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WRITTEN CONFIRMATION

Written confirmation for active substances exported to the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

I. Name and address of site (including building number, where applicable):

TEMAD Active Pharmaceutical Ingredients Co.. 28" km of Karaj Makhsous Road, Tehran, Iran.
2. Manufacturer's license numberis):

Silla AL PRy

REGARDING THE MANUFACTURING PLANT UNDER THE FOLLOWING ACTIVE
SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN LUSE

Active substance(s): | Activity(ies):

v | FOOGD ANT DRUG A “F‘“‘*“Fi““ Hydrochloride Extraction, Chemical synthesis, purification

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

The principles of good manufacturing practice (GMP) applied to this manufacturing plant are Pharmaceutical
Inspection CO-operation / Scheme Guide 1o Good Manufactuning Practice (PIC/S) for medicinal products PART 11
(= GMP of WHO/ICH Q7);

The manufacturing plant is subject to regular, strict and transparent controls and 1o the effective enforcement of good
manufacturing practice, including repeated and unannounced inspections, so as lo ensure a protection of public health
at least equivalent to that in the EU; and

In the event of findings related to non-compliance, information on such findings is supplied by the exporting third
country without delay to the EU.

Date of inspection of the plant under (1).

July 2017
This written confirmation remains valid until
One vear from the date of issue

The authenticity of this written confirmation may be verified with the 1ssuing regulatory authority.
Address of the issuing regulatory authority:

Division of Pharmaceutical and Narcotic Affairs of Ministry of Health

Food and Drug Adm

MOH

FDA Bldg., No. 3, Fakhr-E-Razi St., Enghelab Ave,, Tehran 1314715311, IRAN

P.O.Box: 13145-719

Tel: (+98)-21 -66466939

Fax: (+98)-21-66469]142

Name and function of responsible person:

Dr. Mohammad Soleimani. Qualified Person

E-mail, Telephone no., and Fax no.:

E- mail: soleimani@temad.com Tel. No.: +98(26)361008035-6. Fax No P 4HOR(26)361 D08 34
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Dr M. Karimi ==

Add: FOOD AND DRUG ADMINISTRATION Bidg, : S,
FAKHR-E-RAZI 5t, ENGHELAR Ave., EL: +498-2 166467168 ¢ 66467269
TEHRAN 1314715311, 1. R. IRAN FAX: +96-21 66469 142
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Codeine Base 76-57-3

Codeine Phosphate 41444-62-6

Noscapine Base/HCl 128-62-1/912-60-7

Methadone HCI 1095-90-5
Buprenorphine HCI 33152-21-9
Morphine Sulphate 6211-15-0

Morphine HCI 52-26-6

Opium Tincture

3029-99-0
1%.,2%
Paracetamol 103902
Powder/DC
Oxycodone HCI 124-90-3
Oxymorphone HCI 357-07-3
Pholcodine 509-67-1
Papaverine HCI 61-25-6
Naltrexone HCI 16676-29-2
Naloxone HCI 357-08-4
Hyt!mcodone 34195.34.1
Bitartrate
Tramadol HCI 36282-47-0

ActivePharmaceuticalIngredients (API)

EP USP BP JP

A

A

Documentation

Quality

CTD

History of Export

Belgium, Kazakhstan, Vietnam, Switzerland, Venezuela,
Switzerland

Germany, Denmark, India, Taiwan, Thailand, Iraq, Nigeria,
Lebanon,Ivory Coast, Switzerland, Congo, Ghana,
Colombia, Brazil

Japan, Taiwan, China, South Korea, Indonesia , Germany,
Sing apore, India

Thailand, Switzerland
India
UK, Taiwan, Thailand, Guyana, India
Taiwan, Thailand, Russia
(Czech Republic, Taiwan, New Zealand, Zimbabwe
Iraq, Russia, South Africa,lvory Coast, Syria, Afghanistan

Syria

Switzerland, Bangladesh

Hong Kong, Nigeria

India, Chile, Germany, Italy, Russia, Hong Kong, Georgia,

China, South Korea, Brazil, Canada, Switzerland, Taiwan,
India

Srilanka, India, Russia
Colombia, Syria, Peru

Pakistan, Syria
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100 Sublingual Tablets

Buprenorphing

Each double scored sublingual tablet contains:
Buprenorphine (as HCI) 2mg

|
“_MAH: TEMAD Co. Temad

Buprenorphine 2 mg - Tab
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gi 100 Scored Tablets
i Methadone
100 Scored Tablets |
wott [IM@thadone ‘

100 Scored Tablets

Hehadme 5 M_m 'ethadone

Each scored tablet contains:
Methadone HCl  5Smg

Read the package leaflet before taking the m

edicine

&

~ MAH: TEMAD Co. el
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250 mL Syrup

Methadone 25 i,
|
I
Each measure (5 ml) contains I
: |
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120ml
Noscatem’
Anti Tussive
Mucolytic, Anti Dry Cough
& Productive Cough Relieving
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Oral Suspension

S
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120ml | , \‘
Noscatem™ Q¥ | - il 4 !
Biogs - Shake Well Before Use | :
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250 mi Tincture @y

OPIUM %1

Each teaspoon(5 ml) contains:
myohing 50 mno

only by prescription.
Potect from light, heat and freezing
keep out of the reach of children
Shake before use
Keep tightly closed
Sioee below 30°C

lhm
. Date:
*E1p. Date:
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Buprenorphine 2 mg - Tab Morphine Sulfate 10 mg - Tab
Methadone HCI1 40 mg & 20mg & Smg - Tab Acetaminophen/Oxycodone 325mg&Smg - Tab
Tramadol 200mg & 100 mg - Tab Hydroxychloroquine Sulfate 200 mg - Tab
. Expectorant Codeine
Methadone HCI 25 mg/ Sml —Syrup (Guaifenesin / Pseudoephedrine HC1 / Codeine Phosphate)

(100mg& 30mg &10mg) / Sml -Syrup

Guaicodin (Guaifenesin/ Codeine Phosphate)

Opium Tincture 1% -Syrup (100mg & 10mg) / Sml - Syrup

Noscatem (Noscapine) HCI Smg / Sml - Suspension

P el ¥,
Omeprazole 20 mg - Cap , 'éﬁ,‘f"’f
. hAum—
f P— o
Esomeprazole 40 mg - Cap { a‘;ﬁ

Pantoprazole 40 mg - Cap

Lansoprazole 30 mg - Cap
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Comming Soon

NO Product Name Dosage

1 Buprenorphine / Naloxone (8/2)mg & (2/0.5)mg

2 Buprenorphine Smg

3 Naltrexone Hydrochloride S50mg & 25mg

4 Oxycodone dmg

5 Acetaminophen / Ibuprofen 500mg / 200mg

6 Acetaminophen / Caffeine / Codeine J00mg / 15mg / 15mg

7 Ondansetron 4mg / Sml
Pharmaceutical Pellets

Pellets

Forms Sales Territory

Tab

Tab
Cap
Tab Domestic & Export
Tab

Tab

Syrup

Docu
Quality mentat Export
ion Reference

1 Lansoprazole Pellets (8.5%) 103577-45-3
2 Omeprazole Pellets (8.5%) 73590-58-6
3 Pantoprazole Sodium Pellets (135% & 20%) 138786-67-1

4 Esomeprazole Pellets (22.5%) 119141-88-7

EP USP BP JP CTD

. . Indonesia
Indonesia,
. . Iraq
@ o _
& & _
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Product

Formula

End use

Step

Naltrexone. HCI N-6
Naloxone. HCI N-6
1 Morphinone dicarbamat C,,H,3;NO

MR SRR e Oxymorphone. HCI N-6
Oxycodone. HCI N-7
Naltrexone. HCI N-4
14-Hydroxy morphinone Naloxone. HCI N-4

2 : CaoHy3NOg
dicarbamate Oxymorphone. HCI N-4
Oxycodone. HCI N-5
Naltrexone. HCI N-3
14-Hydroxy dihydro Naloxone. HCI N-3

3 . : C2Hy5NOg
morphinone dicarbamate Oxymorphone. HCI N-3
Oxycodone. HCI N-4
4 Naltrexone base 16590-41-3 Cr0H>3NOy4 Naltrexone. HCI N-1
S Naloxone base 465-65-6 C19H21N04 Naloxone. HCI N-1
6 Oxymorphone 76-41-5 C7-H{oNO, Oxymorphone. HCI N-1
7 Oxycodone 6476 CisH> NOy4 Oxycodone. HCI N-1
3 Codeinone 467-13-0 Cl ng 9NO3 OXYCOC]OHG. HCI N-5
9 14-Hydoxy codeinone CisH;oNO, Oxycodone. HCI N-2
10 Thevinone 15358-22-2 C,3H,7,NO,  Buprenorphme. HCI N-7
11 Dihydro Thevinone 16196-82-0 C,3H,o)NO4  Buprenorphme. HCI N-6
12 Thevinol C,-H;oNO,  Buprenorphme. HCI N-5
13 3-O-me thyl norbupre norphine C,cH37NO,  Buprenorphme. HCI  N-3
14 Norbupre norphine 78715-23-8 C,sH;sNO,  Buprenorphme. HCI N-2
Buprenorphine base 52485-79-7 C,oHs1NO,4  Buprenorphme. HCI N-1
Dihydro codeine 125-28-0  C,H,,NO, Dwdrocodeme N-1

phosphate
Hydrocodone

Hydrocodone 125-29-1 CsH,{NO, N-1

bitartrate
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Temad Factory
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EXPORT MARKETS

_ Bangladesh, China, Hong kong, India, Japan, Kazakhstan, Malaysia, Pakistan
® Asia South Korea, Syria, Singapore, Taiwan, Thailand, Uzbekistan, Vietham, Georgia _
Iraq, Afghanistan, Srilanka

Belarus, Belgium, Czech Republic, Denmark, Germany, United Kingdom

= Europ € Netherland, Russia, Switzerland, Turkey

® Afri Algeria, Congo, Egypt, Nigeria, South Africa, Uganda, Zimbabwe,
Hed Zambia, Ghana, Ivory Coast, Kenya

- Costa Rica, Chile, Colombia, Guatemala
® South America Venezuela, Brazil, Peru, Guyana

® North America Canada

@® Oceania New Zealand
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FDF: export@temad.com
APIl: temad@temad.com

28 th Km. Karaj Makhsous
Road, Alborz, Iran




