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European GMP Certification: New Era in Pharma Business
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: SRR Incepta Pharmaceuticals Limited has made the h:s'torv as the ﬁrst Bangladesht wmpany to
NMinstry o callth and ramuy wellare
R s L have the European GMP Certification, It is not only the breakthrough for Incepta, it is also

Ministry of Food & Disaster Management
Govt. of the People's Republic of Bangladesh the r_e_(_’?ig_’flnon Ofour gmwmg Pha”"a‘-e"”cals Industries.

MESSAGE
| am happy 10 learn that Incepta Pharmaceuticals Ltd. has achieved ‘Certificate of GMP Compliance
(rom European Commission. This will be considered as a milestone in the export-onented
pharmaceutical sector of Bangladesh. I congratulate all the members of Incepta famuly for this greal oI
achievement. The Govemment has already declared pharmaceutical sector as a thrust sector by by IMS. North Amenca enjoys
realizing its potentiahty. We want to capture the highest benefit of this potentiality and hence we have the largest market share

no scope of compromise with the quality of medicine. [ hope, many other pharmaceutical companies followed by Europe. The

of the country will be inspired by the glorious achievement of the Incepta Pharmaceuticals Lid distribution of sales by region
: along with their respective

market growth is shown in the
o C following table. The total
b ‘f"}-—'— i market in the developed

Dr. A M M Shawkat Al countries 18 mainly divided
into  two different  broad
categories namely; branded
drugs and genenc drugs
Branded drul s arc usually
patented and are marketed !’-\
the innovator company. Generic drugs are copy of the innovator brands and are introduced only after
expiry of patent life of the brand. Duning past decade patents for many products with large markel
share expired. The copies of those products are now available as generic drugs at fractional costs. The
brand companies are facing increasingly difficult task of introducing mnovative new products. The
introduction of new molecule has drastically fallen in recent past because of the inability of the
research based companies to find out new effective treatment options. This has caused more and more
mergers and acquisitions among large brand companies. Companies are trying (o survive by combining
their compatible R&D pipeline and also by reducing their operational cost. Hoechst was the largest
company of the world in 1984 but that company does not exist anymore. While the big brand
companies are finding 1t difficult to introduce new
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companies are enjoying excellent yumh because of patent expiry of increasing number of blockbuster
brand products, The genenc business is no safe heaven for the upcoming generic industry as they

expenence spiraling reduction of prices of generic drugs with the introduction of the same drug h)

many competitors. This has caused tremendous pressure 10 even established generic manufacturers

This is where the opportunity 18 created for the low cost manufacturers from the developing world

More and more companies from
the west are looking for reliable
contract manulacturers in India
and other English speaking
countries as most of the
voluminous documents are done
in English. European GMP
comphiance certification for
Incepta Pharmaceuticals [4d has
opened a new era for Bangladesh
as 11 provides the opportunity for
Incepta 10 enter in 1o the vast 15
billion dollar EU market. The
company has already started
geiting orders {rom as many as 15 EU countnies. All these orders are pamanly of site transfer type
which involves manufactunng of a particular product which is currently manufactured mn another
approved site. This kind of transfer is taking place because it is cheaper to manufacture the drugs 1n
Bangladesh compared (0 other manufactuning sites. The company is now making alliance with other
partoers in order (0 be able to come forward with its genenic products. This will require completion of
bioequivalence studies for the potential products. Once several products are ready then those products
will not only be sold in Europe but will also gain market access to vibrant Middle Eastem, Russian and
South Amencan markets. Introduction of Incepta’s products to EU market will open up various other
opportunities namely backward integration to APl and other ingredients manufacturing, bioequivalent
studies etc. The industry must be prepared to

MESSAGE

Medicine is an essential 1tem and we are very lucky to have attained almost self sufficiency in
supplying this vital product to the people of Bangladesh. Majonty of the developing countries and
almost all LDCs except Bangladesh depend on imported medicines, The progress of our
pharmaceutical industry 15 quite commendable and 1t is now becoming a major source of medicines for
the whole world. The global pharmaceutical market was about 608 billion dollars in 2006 as reported

| am glad to know that “Inecpta Pharmaceuticals™ has recerved “Certificate of GMP compliance” from
European Commission. Certainly, it 15 4 great achievement. This achievement will certainly belp the
pharmaceutical industries (o take its products to the prestigious regulated markets hie EU, USA. UK
etc. Bangladesh will be able to establish itself in the area of supplying hgh-tech pharmaceuticals 1
the global market. For the achievement, [ convey my heartiest congratulations and well wishes 1o 2l
the members of the “Incepta Pharmaceuticals

| wish Incepta Pharmaceuticals Lid's greater success
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kB R otiral sceived "Certificate of GMP molecules, the innovations did not stop and are | World Audited Market | 2006 Sales (USSBN) | % Global Sales | % Growth Year| manufacture AP with European Drug Master File
| am very much picased 10 know thal Iﬂ\.LP{J Pharmaceuticals Ltd has recerved "Certihcate of Ui thrivine in difterent helds. New treatment opt . | )
. ~ (= W - i | L = L OC dbdl £ L0 ¢
IVIng In dufferent ficias, ivew lreatment 0plions are aver-Year (EDMF) as these matenials are found 1o be about 2 1 It is : { | b i _ : . -
Compliance” from European Commission. This certification will set a new mule-stone for the coming in huge numbers from biotech and vaccine (Constant USS) | I tumes more expensive than pharmacopoeia standard {152 malier 06 gredt preasire f0 B inkormed il Lncepta FRminemicss LidhERetrg |
t : & & . - " . -1 T ral o . - "ot fiea . !
Pharmaceutical industry of our country. | came to know that Incepta 1s the furst national company (o companies. New biological products and therapeutic Nath Amenca $289.9 47175 $ 0% malenal. Bangladesh will find 1t very difficult to promusing pharmaceutical company received the GMP Certification from European Commission
wchieve <uch recoemtion. This achievement will I..'L'[T-'.lﬂi_'b pave the way of export of |t‘l..'.1“fh vaccines with more Id[gﬁk‘d treatment Jppﬂ‘dLh are = lﬂls* “}'I}q’ : compele with other d**“-r:h'rpm,: U'Uﬂ[ﬂ?rn Lype gy Indeed, this is a matter of greal nonor for our total Pharma industry. Eur Opcan Commussion
nufactured medicines o the f-'“"'r"““ countnes. Our local [‘h.:ﬂi‘..:u’il.llh'..t] COmpanies meel aboul ht’l.i‘fﬂlﬂ:.' the Pﬁﬂﬁlpﬂ armament of tomorrow's / = =il el 48% companies start m;nu“ﬁ[unng their own EDMF Certification has the [‘I'IEHIJ]][} (1 "]gn”iLJﬁIi} INCTEase export of medicmes of H..I'_!.kk\h ongmn
{ the national demand of medicines. | hope in very near future our local industry would be able treatment. These products are highly expensive and Japan 367 9.3% 07% standard APl The pharmaceutical sector of not only Europe but also in many other countnes. The local pharmaceutical industry is currently able | *
dmost 100% of the national demand. We emphasize on manufacture of high quality will become f_hL' main business of the brand |Asta, Afnca and Australia| 52.0 8.6% 9.8% Bangladesh 1s m.ill_mg steady PrOEress and 11 15 widely (o meet about 97% of the country’s total demand. Some vaccines and anti-cancer drugs are imporied
medicines by strictly following GMP guidelines a all levels. Receipt of EU certification by Inceptais | [ P “h]“;] t’l"gi ";,”‘“F"{,'h‘.' fr:“;;f‘fll ‘“”(h”“" * |Latin Amenica 215 45% 129% r“j!‘*fd ”“‘h"‘f Industry “'"Bb" overcome all the | | now and these medicines are regarded (0 be very expensive. In future these medicines will also be
. ~ ; report publishe nce Water House Coopers : 3 - zladesh needs 3 " . ~ ) : -
result of our continuous effort in increasing the quahity of medicines for both the local and the ‘}LI?‘JILE":] thal iLh;.' slobal kme;u“:]l };er [::lll Total IMS Audited $607.9 100% 6.5% u: r‘:;m_u ay bp-ﬂl of time mt‘hd‘h hﬂ”"ilw manufactured locally and the prices will certanly come down. After meeting local demand our
- " { F, [ 4 = i " " ] 3 =
A R e AR AT R e Teit h nflentinn OF daslity of p ¢ IC B p oit | MOre business sectors (0 come lorward 1n orger (o pharmaceutical companies tlpnﬂ!'.\llh finished drugs and API to more than 67 countries in the world
CXPO Marke clieve Uus 1S 2 maner of pnde (or not only InCept ¢Cl xll _ be about USS 1300 billion in 2020. The prt\dug“nn diversify 1ts export as well as to avoid its over- After etting GMP certification from EC. w ﬁ.:ﬂ be able 1 h
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cal medicines as a whole. We are hikely to become a major supplier of low cost genenc medicines (0 base for the small molecule genenc drugs is slowly shifting to the developing countnes. In fact the  dependence in the garment industry. Pharmaceutical sector can contnibute sigmficantly in increasing fets | A : i:;:; 1} c : L L B e
¢ whole world apd 1t 1s a matter of ime only before we reach such status. [n this auspicious moment process has started long ago with the shifting of API (Active Pharmaceutical Ingredient) production  the export from Bangladesh. The govemment has proved its eagemess 1o support pharma industry by markets. | convey my cordial facihitabion (o the members of Incepta Pharmaceuticals Lid. for such

| congratulate all the members of Incepta Pharmaceuticals Ltd for achieving this certification. mitially o Spain and [taly and now to India and China. At present China has become the major achievement and also wish for their success in future

- supplier of API intermediates to the whole world. The generic formulation products are now

| ] mcreasingly supplied by India. The present market for genenc medicines 1s about 50 billion US
dollars, The market for North Amenica is about 35 billion and that of European Union 1s about 15
billion USD. The major genenic companies are Teva, Sandoz/Novartis, Watson, Bam elc. These

[ncepta Pharmaceuticals-Domestic to Global Presence

declanng 1t as a (hrust sector Thf international trade in medicine requires lots of documentation and
inspection by the regulatory body. The government now needs 1o strengthen the regulatory body with
mcreased manpower having proper education, skill and training in order to be able to handle increased
work load for export. The pharmaceutical sector is marching forward and Bangladesh will soon be able
tell et another success story of brght industry
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Incepta, a Bangladeshi pharmaceutical company, is committed to improve health and
thance quality of life. Since 2000, this organization 1S striving to meet the positive
mpact on people’s lives through developing and marketing innovative products in
Bangladesh. The name, derived from Tnnovative Concept into Practice’, reflects its

to focus the need of our people, research and development to bnng
s to the communities it serves. At Incepta Pharmaceuticals Limited, we
operate with a vision of developing, formulating and commercializing leading innovative
| essential pharmaceutical products to prevent and treat the diseases and enhance the
quality of life of people. Incepta Pharmaceuticals Limited, one of the leading
pharmaceutical company of Bangladesh established its pharmaceutical plant at Savar in
1999 for manufactuning & selling of pharmaceutical products. The plant underwent
further expansion in phases to meet both domestic & export opportunities of generic
man) Apart from regular inhouse audit, the Plant

rst international inspection by UN organization 1 2005 for supply of
armaceutical products for the domestic market and the next international audit by
AGES. the regulatory inspection authority of Austria in November 2007 for export
approval 1o EU countnes. In the meantime Incepta ensured its global presence by making

countnes
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Subsequently in January 2008, it received the European Certification for Good
Manufacturing Practices (GMP). This gave Incepta Pharmaceuticals Limited the export
opportunities to Europe, South America and other global regulated market destinations on
a mutual recognition system. As an outcome of this successful achievement, Incepta
Pharmaceuticals Limited will become the first Bangladeshi company to make the export
of generic pharmaceuticals to western European markets from Bangladesh. Because of
this global quality adherence by Incepta pharmaceuticals plant, the domestic market end
users are greatly benefiting from the availability of international quality standard
pharmaceutical products at a very affordable pnice. Further this 1s the company which 1s
pioneer for bringing many new molecules first time ever in Bangladesh market. In order
to keep up the achieved standard of quality, Incepta Plant under takes series of different
quality management activities to sustain the supply to the European and other regulated
markets, in addition to the non-regulated markets. These measures are taken according to
the international standard of Pharmaceutical Inspection Convention (PIC) and
Pharmaceutical Inspection Co-operation Scheme, more precisely known as PICS. Export
forecast shows the products to be supplied from Incepta factory will increase substantially
over the next few years and eventually to about 70 countries. Anticipating higher orders in

[ncepta Pharmaceuticals Ltd. is currently the third largest manufacturer of Pharmaceuticals in
Bangladesh. After establishment in the year 1999, Incepta went into production in the month of January

2000. With a modest beginning in that year Incepta was ranked 35th among more than 225 comipanies of

the country. A unique trend was set from the very first year of operation as Incepta made its presence
felt in the market with its very unique products. Products that were in hugh demand and required ven
high technology involvement and only available in the developed country were introduced i the local
market by Incepta. Incepla called these products the first ever products launched in the Bangladesh
Pharmaceutical market. In order to improve the quality of life of the people Incepta has so far mtroduced
(o the market 193 brands with 4%0 dosage forms. Following in the footsteps of Incepta many other
companies also introduced similar brands at a later trme. Currently the company is heavily mvesting i
more value adding high knowledge and technology based products targeted towards fulfilling the dream
of achieving self sufficiency in medicine manufactunng. Once achieved, this will go a long way o
improve the quality of life of the people through availability of these products at an affordable pnce
Products like Insulin, Enoxapann, Erythropoietin, Lyophilized injectables, Effervescent Tablets, Nasal
Sprays, dedicated cephalosporin facility for all the cephalosponn products are all examples of such
investment in both knowledge and technology. Although a relatively new company Incepta has aiready
achieved several milestones like approval of European standard, enlistment as supplier of UN

and we are on the verge of entening hugh value and highly regulated market. The core value that dnves
Incepta is to embrace global quality standards m all its operations. Incepta currently employs more than
2700 people directly m its different operations throughout the company. Highly skilled and educatad
workforce forms the bulk of this people. Pharmacists, Doctors, Engineers, Microbologists, Biochemists
Accountants and Science Graduates of different disciplines compnse more than 60% of thus workforce
While the emphasis 15 always
posstble areas the company 15 generating tremendous employment opportunities for ighly skilied people
through continoous mvestment in knowledge and technology based expansion projects. Incepta has
prmed itself to be a very solid performer m all spheres of its operation and s recognition (o s
achievements Incepta was awarded “The Enterpnse of the Year 2004 award in 2003 lmcm contribytes
significantly to the national exchequer every vear. It stnctly follows the rules of the land and therefore
has already eamed the respect of the stakeholders. Incepta 2 manufacturer from Bangladesh faces
tremendous challenge with the harsh realities of the world market. The relatvely small local market base
coupled with our lack of investment m both knowledge and lechnology makes any vision of becommng 2
global company a daunting task. However, Incepta is determined to overcome all odds and set a very
ambitious vision (o become a research based global pharmaceutical company in addibon o bemng hughly
efficient genenc manufacturer. Also to discover and deve lop mnovative, value-added prodects thal

creatmg huge employment opportunity

on laking fresh people m all
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Afganistan and Togo in 2006. In 2007 there was phenomenal growth
port market. Incepta was able to export its products to 19
vorld including Asian, African and Central

countries
American countries

the years to come, Incepta will then be one of the major exporters of pharmaceuticals from
Bangladesh as well a major exporter generally, It will also make an impact to put forward
the “Made in Bangladesh” on a global base and establish the good image for the country.

organization efc. Thal are a

dding glory 1o the sector as well for the country. We are now a leading
manufacturer of high quality genenics and bio-genencs in Bangladesh. Our network of distnbution
offices supplies products to all comers of the country. Our exports have already reached five continents

IMProves the quality of life of people around the world. Also sigmificantly contnbute towards the growth
of Bangladesh. With the achievement of European certificate on | Ith J.m..lrj. 2008 Incepta 1s now betier
prepared to take the challenge of the world.

E Incepta
At a Glance

Profile- Incepia pharmacenteals L1d b a fast growing
| pharmaczaticals dosage form memmfaciuriag company:

bacepta develops, manulactures g markets medicnes
W address the wnme medical needs of both

! Bangladesh 2od foreign madkess
Type of Company- Pavate Limited
Incorporation - February, 1999
Production - January, 2000
Position in Industry- 3rd (IMS repon)
Production Facility- 300000 Sq. feet
Total Employee- 2715
Total Products-193 genencs

490 presctanions
Speciabzrtun Yl dded begh lechasion dosage form e
¢ Sustmned release \ablets and myection

o Quick mouth dissolying tabless
® Barmier coated delayed release tablet

¢ Lvophilized mjecton

Progrctaon P
for ity study and snalyncal sretiod development

Begioning of Export- July, 2006 (3 cogninies)
Number of exportiag countries- 19 (up 0 2007)
Factory Address-Dewan Idns Roed, Bara Rangamatia,
Licdo, Savar, Dhakee. Tel- THO8502-6

l Head office address40 Shahid Teraddio Abmed Sarsor,

Teigaon | A. Disaka Tel- 853741 2
_mmmm-stmm
| Ragshhi, Kwlra. Bursal. Rasgpsr, Comalla, Sylbet,
| Mymensiagh, Nacaymeasg, Magens, Cor's Bz,
| Noskhals, Bogya)

R&D Facifiry- The faciity has e s specificstion &
that of production 2 and © oqupped with 2l kinds of
s The factinty s a0 fidly equipped

Incepta Pharmacenbicals Lid. is a fast growing
pharmaceuticals dosage form manufactunng
company established in the year 1999. The company
has a very big manufactunng facility located at
Savar, 35 kilometers away from the center of the
capital city Dhaka. The company produces all types
of dosage forms such as tablet, capsule, iquid, dry
suspension, granules 1n sachets, liguid mjections in
ampoules, powder vials for injection, lyophilized
vials for 1njection, eye drops, large volume
mjections in PVC bags and vals, pre-filled synnges
efc. Incepta began its market operation in January
2000. From then onwards Incepta has been

launching new and innovative products at a faster
pace. By the end of 2007 it has already launched
193 genencs with a total of 4% presentations. The
focus was 1o bang more new and technologically
advanced products to this country, Dunng the Jast §
years of operation Incepta launched as many as 93
new genenics for the first lime ever in Bangladesh
and this number is by far the highest number of new
products introduced by any Single company. This
has required huge investment in the area of
Research and Development as each new product
had to be developed with detail work on
formulation, quality control and stability. The

Abdul Mukiadir Managing Director, Incepta Pharmaceuticals Limiled

company specializes in value added high technology
dosage forms like sustained release tablets and
injections, quick mouth dissolving tablets, bammer
coated delayed release tablets, lyophilized injections
elc. It has established a modem research and
development laboratory for the development of new
advanced dosage forms for vanous drugs and
devices like poorly soluble drugs, dry powder
inhalers, coated pellets, modified release products,
taste masked preparation, depot injections etc. The
company is now expanding its R&D facility to a
new area and the work will be completed by June
2008, The facility has the same specification as that
of the production area and is equipped with all kinds
of production equipments suitable for production of
tablets, capsules, lyophilized injections etc. The
facility 1s also fully equipped for stability study and
analytical method development. Incepta quickly
developed a very competent sales team, which
promotes the specialties throughout the country.
The company virtually covers every single comer of
the rural as well as urban area of Bangladesh. It has
its own large distnbution network having 14 depots
all over the country. The company has a clear vision
to become a leading research based dosage form
manufacturer with global presence within a shont
peniod of time. The company has been achieving
robust growth and became the third largest company

among 200 compames within a span of 6 years of
operation. Incepta started registenng its products for
export only in 2005 and by now has become
successful to export 10 as many as |9 different
countries spanning all 5 continents. Registration 15
going on in another 25 countries. The export growth
has been phenomenal and is likely to be more in
future. Achievement of Earopean GMP certificate 1§
yel another successful step which will increase
export significantly to Europe and other regulated
markets, Incepta is planning to achieve rapid growth
both at home and abroad. The growth will come
from the following three areas: a) Introduction of
technologically advanced products b) Export to
both regulated and non-regulated markets ¢)
Production of Active Pharmaceunical Ingredient
(API). We have already started manufactuning
vanous technologically advanced products like
erythropoietin, insulin, enoxaparin etc. and this
trend will continue, The company will introduce
more biotech products and other advanced dosage
forms. Exports to developing countries are growing
and we will take initiative (o export our products 1o
4 many countries as possible. Incepta has set up s
own marketing teams in several countnies and its
brands are becoming popular among the doctors.
More marketing offices wall be opened in vanous
countries to establish Incepta brands n those

Incepta Pharmaceuticals Limited: Present and the Future

coontries. We are also making alliances with
different companies in different countnes to
increase export from Bangladesh. Export to
developed markets is currently planned through
site transfer of existing products. We are taking
nitiative to register our own products in EU.
This will require bioequivalence studies and
preparation of registration dossiers in CTD
format. Young intelligent pharmacists are being
trained 1n global regulatory affairs so that they
can prepare and submit dossiers worldwide. We
are finding it difficult to compete with regional
companies because of higher prices of APl with

genenc medicines. The country has plenty of
qualified people who

Board-?bf
Dlrectoﬁ

Drug Master File (DMF). Therefore Incepta has g
mitiated to estabhish a reverse engineenng lab e
as well as a facility for production of APL This 2

Abdul Mukradir o g:;.; d
will help us develop and manufacture our own ; / sy
APL After completion of these future plans Managing Director | - ?

Incepta will become a major player in global

Hasneen Muktadir
Director, Planning and

would be able 1o

o

manufacture medicines at competitive prices.
With the initiative of Incepta and other leading
pharmaceutical companies, Bangladesh will
S00n emerge as a giant medicine exporting
oountry.

Zahiruddin Malllnlt'(
Executive, Director
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