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Huvepharma Italia
Overview
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Huvepharma ITALIA S.R.L. is a newly established company, 100% owned by 
Huvepharma EOOD, a private Bulgarian company owned by the 
Domuschiev family.

Huvepharma ITALIA S.R.L. is a fast growing, pharmaceutical company 
organized to develop, manufacture and commercialize products for human 
and animal health.

HUVEPHARMA stands for: 

HUman &

VEterinary

PHARMAceuticals
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Huvepharma ITALIA S.R.L. was established in 2015 with the acquisition of the 
Sanofi facility located in Garessio (CN).

Huvepharma ITALIA S.R.L.’s focus is the development,  production and 
commercialization of advanced intermediates and API manufactured by 
chemical synthesis.

Huvepharma ITALIA S.R.L.’s plan is to:

invest in high-potency development and production assets, 

complete the strategic offer for start-up companies looking for qualified and FDA 
approved companies, 

be reliable and qualified partner from Phase 1 through commercial phase.

Huvepharma Italia



Global Organization
Huvepharma History
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Huvepharma EOOD is a young European company  (founded in1999), 
nevertheless possessing consolidated and recognized fermentation 
knowhow and capabilities owing to the acquisition of companies with 
over 60 years of experience (f.ex.: BalkanPharma and Biovet).

1954-75

▪ BalkanPharma in 
Razgrad and Biovet in 
Peshtera & Botevgrad 
start-up production 
and sales of human 
APIs.

1980 - 86

▪ IWWTP and DSP plants in 
Peshtera and Razgrad

1993-99

▪ Tylosin production line 
Razgrad approved by FDA 

▪ ISO 9001- BIOVET certified 

▪ GMP compliance certified

▪ Huvepharma EOOD 
establishment

2000

▪ Biovet privatization

2005-06

▪ Acquisition: Balkanpharma 
Razgrad Intervet’s FA 
business  

▪ Huvepharma Belgium & US

▪ Subsidiary Taiwan 

▪ Rep. office China

2007

▪ Acquisition: Merial 
anticoccidial range & 
production site –St 
Louis, US

▪ Rep. office Russia

▪ Subsidiary Thailand

2009-12

▪ Start: New factory in Razgrad

▪ Subsidiaries India & Brazil

2013-14

▪ Acquisition: OptiPhos 
portfolio Enzyvia LLC

▪ Acquisition: Viridus 
Animal Health LLC –
ADVENT® vaccine

2011

▪ Human Division 
start-up

2015

▪ Huvepharma  Italia 
establishment

▪ Garessio acquisition

▪ ANC (Turkish distr.) 
acquisition



World presence
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Affiliate         

Production site

Huvepharma Italia S.r.l. and EOOD
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Huvepharma Italia Garessio Facilities

Production plant
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The Garessio facility is specialized in 
the development, industrialization and production of

Active Pharmaceutical Ingredients and API-intermediates
via synthetic chemistry



Huvepharma Italia Garessio Facilities

Location
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The facility is located in NW Italy, 
well connected to multiple international Airports



Huvepharma Italia Garessio Facilities
History
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1894

1894:

▪ Establishment of the 

Garessio chemical 

plant, with a surface  

of 8,000sq.m. and 70 

operators.

1903:

▪ Start of production of 

Almateina, the first 

pharmaceutical product 

produced at an industrial 

scale in Italy. 

1903 1929 1930 1935 - 1949 1964 1981-1999 2005

1929:

▪ The pharmaceutical 

division takes the 

name of Lepetit S.A.

1935 - 1949:

▪ The site progressively 

extends its production to 

the synthesis of vitamin 

D, K, PP, folic acid and 

Chloramphenicol, the 

first antibiotic by 

synthesis produced in 

Italy.

1930:

▪ The Garessio Site 

produces more than 

10,000 tons of APIs, 

chestnut extracts, 

tanning extracts and 

inks.

1964:

▪ The US group Dow 

Chemical acquires a 

majority stake in 

Lepetit.

1981 – 1999:

▪ After successive 

mergers, the entity, 

renamed MMD is sold 

to the German group 

Hoechst, and becomes 

Aventis Pharma in 

1999.

2005:

▪ Sanofi S.p.A.      

in 2014. 

2012

2012:

▪ Production of SSArt

with innovative photo-

oxydation technology

1982-1983:

▪ Implementation of 

several new 

productions in the 

Garessio Site, incl. 

Urokinase, 

thrombolytics, 

Terfenadine and 

antihistaminics.

1982-1983

C
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Long-established player in the pharma-chemical 
market with a strongly recognized experience in 

introducing and developing new technologies

2016

2016:

▪ Huvepharma®

Italia S.R.L. is 

established
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Capabilities & Strengths
An autonomous asset with room for expansion
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Warehouses

8 warehouses

R&D              
Facilities

Equipped labs.
1 pilot building 
1 very flexible pilot line

Other 
Facilities

Administration: site 
direction, engineering, 
quality, HR, controlling
Canteen
Parking
Guest house
WWTP
Thermal Oxidizer

Expansion 
Areas

Available plot of land 
of 27,500sq.m. 

Building 3 currently 
unused

Expansion area in 
Building 7 (with a part 
currently unused)

Production 
Facilities

5 production bldgs.
8 production lines
3 Solvents recovery 
units 
100 reactors (total vol. 
700 cu.m)
97 tanks (3,000 m3) in 
several tank farms

Expansion areas

(27,500 m2) 

Main entranceWaste treatment Property: 
264,000 m2



Capabilities & Strengths
Excellence in process and in technologies

13

Complex chemical reactions in large 

scale:

Catalytic hydrogenations 
(homogeneous, etherogeneous)

various catalysts (Ru, Rh, Pd)
up to 50 bar
up to 10 m3

Catalytic carbonylation with CO gas

Grignard reactions, up to 8 cu m
Friedel Crafts
Gas liquid reactions (by HCl gas)
Peroxide handling (RM, intermediates 
and finished products)

Acetylation 
Photo-oxidation
Bromination

Crystallization controlled by Fiber Optics

Separation of optical isomers

Nano particles production

Production lines 50% computerized

Cogeneration, thermal-electrical (back 
pressure turbine)

Thin layer evaporation



Capabilities & Strengths
R&D qualified team
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In addition to the Pilot Plant building with relatively small scale equipment: 19 
SS and glass lined reactors (total 59 m³), hastelloy centrifuge and dryer, clean 
packaging room:

Process Development Laboratories: two laboratories dedicated to 
development activities with HPLC, GC, etc.

Process development / optimization

Analytical method development

Stability program for API and Intermediates

Reference standards preparation expertise

Process validation



Capabilities & Strengths
Consolidated and qualified Quality organization
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Quality Control Quality Assurance

▪ Release INT and API

▪ Batch record review

▪ Deviation management

▪ Validation and Qualification

▪ Annual Product Review

▪ SOPs management

▪ Change control 

management

▪ Suppliers management

▪ GMP training

▪ Sampling

▪ Testing and Release of RMs

▪ Release tests for INT and API

▪ In-process control

▪ Reference 

Standards management

▪ Retained samples

▪ Stability programs

Regulatory

▪ Regulatory 

documentation (DMFs, 

CEPs, Abridged Dossiers)

▪ SMF management

▪ Change Control 

assessment



Capabilities & Strengths
GMP 
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Huvepharma Italia is approved by the following Regulatory Agencies

AIFA (Italian Authority) – GMP Certificate

EDQM – CEP available for some APIs

US FDA

PMDA Accredited

WHO 



Services
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Huvepharma Italia can offer the following Services:

R&D and Process Development

Analytical support including Reference Standards preparation via 
Preparative HPLC

Products purification by Preparative HPLC

Production of validation batches

Dossier preparation and submission to various Agencies

Toll Manufacturing 



Product Portfolio
Consolidated product portfolio
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Active 
ingredients

Intermediates



Product Portfolio
Active Ingredients
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•anti-malaria |CAS n. 88495-63-0 | FDA, WHO approved

Artesunate

•anticholinergic | CAS n. 1508-65-2 | PMDA accredited

Oxybutynin HCl

•toll manufacturing | FDA approved

Antiepileptic API

•anti-malaria |CAS n. 71963-77-4 | WHO approved

Artemether

•nootropic |CAS n. 3397-52-2

ASK2 - Potassium N-
acetylaminosuccinate

•neurological and psychiatric disorders |CAS n. 51012-33-0 | CEP available

Tiapride HCl

•antipsychotic |CAS n. 15676-16-1 | CEP available

Sulpiride

•anti inflammatory |CAS n. 14484-47-0  | 

Deflazacort



Product Portfolio
Intermediates/Various
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CAS n. 63968-64-9 WHO approved

(intermediate for antimalarial APIs : Artesunate, Artemether, Dihydroartemisin)

Semisynthetic Artemisinin 

•2,2-dimethyl-3a,4,9,9a-tetrahydro-naphto[2,3-d][1,3]dioxol-5-ol

•CAS n. 52187-19-6 (intermediate for Nadolol) 

Cis triol acetonide

•21-hydroxy-Δ4-pregnene-3,20-dione-][17α,16α-d]-2’-methyloxazoline-21-acetate

•CAS n. 21269-13-6 (intermediate for Deflazacort)

Cortiseven

•3-Amino-4 methylthiophen-2-methyl carboxylate

•CAS n. 85006-31-1 (Intermediate for Articaine)

Thiophene Ester Base 



Product Portfolio
Intermediates/Various
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•Toll Manufacturing

Food Fragrance

MPCG
CAS n. 10399-13-0 (intermediate for oxybutynin HCl)

Methylphenylcyclohexyl glycolate

•DABA

•CAS n. 52187-19-6 (intermediate for Oxybutynin HCl) 

Diethyl amino butynyl Acetate

•WHO-recommended Formulation

•PMC “Mani”

•Approved by the Italian Ministry of Health

Sanitizing Liquid for Hand Rub



Product Portfolio
Under Development
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•API (Antifungal)

1-[(4R,5R)-4,5-Dihydroxy-N2-[[4''-(pentyloxy)[1',1':4',1''-terphenyl]-4-yl]carbonyl]--ornithine] 
echinocandin B

•CAS n. 166663-25-8

Anidulafungin

API (Lipoglycopeptide Antibiotic)
CAS n. 171500-79-1

Dalbavancin

•API (Glucocorticoid)

•[2-[(8S,9R,10S,11S,13S,14S,16S,17R)-9-chloro-11-hydroxy-10,13,16-trimethyl-3-oxo-17-
propanoyloxy-6,7,8,11,12,14,15,16-octahydrocyclopenta[a]phenanthren-17-yl]-2-oxoethyl] 
propanoate

•CAS n. 5534-09-8

Beclometasone dipropionate

•API (Anti inflammatory)

•16,17-Butylidenebis(oxy)-11,21-dihydroxypregna-1,4-diene-3,20-dione

•CAS n. 51333-22-3

Budesonide

•API (Anabolic agent)

•CAS n. 521-11-9

Mestanolone



Product Portfolio
Under Development
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•API (Anti hypertension)

•CAS n. 132203-70-4

Cilnidipine

•API (Anti arrhythmic agent)

•CAS n. 88069-67-4

Pilsicainide

API (Antibiotic)
CAS n. 564-25-0

Doxycycline

•Intermediate for Rifampicin

•CAS n. 6928-85-4

1-Amino-4-methyl piperazine



certification ISO 14001
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certification ISO 45001
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Certification OHSAS 18001
…
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Seveso certification UNI 10617
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ECOVADIS 2019 evaluation
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Food safety System 
Certification 22000
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Distribution
Experienced export organization
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Japan

Asia

AfricaSouth America

Europe

Canada

USA
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Our Competitive Advantage
Huvepharma Italia is a recognized partner offering:
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•Sites that operate under high quality standards (FDA & AIFA 
approvals; OHSAS 18001 & ISO 14001 certifications)

Excellent regulatory reputation

•Consolidated experience in collecting all data & process 
information from the start for easy regulatory submission.

Flexible & fast response

•Strong experience in implementing new productions & new 
technologies

•In addition to Garessio facility expertise in chemical synthesis, 
Huvepharma Italia takes advantage of the fermentation 
expertise & cost effectiveness of the Bulgarian manufacturing 
plants.

Chemistry & fermentation cost competitive expertise

•A key policy of the Huvepharma Group

Confidentiality




