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Malin activities:

Our highly skilled team offers broad experience in managing veterinary
clinical trials for the development of veterinary drugs and vaccines.
Our expertise ranges from small trials to multi-center, multinational
studies for a broad variety of claims for both Companion Animals and
Food Producing Animals.

Studies are conducted to international standards: VICH GL 9 (GCP),
GLP and GMP where applicable according to the OECD principles,
EMA, VICH, ICH guidelines.

Since 2000 we have conducted more than 450 studies testing
veterinary medicinal products.

Laboratory animal welfare (housing conditions, socialization, etc.) is an
important value for us.
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We provide
studies in

GCP/GLP/GMP
system:

USTAV PRO STATNi KONTROLU VETERINARNICH
BIOPREPARATU A LECIV

Hudcova 568, Broo - Medianky, 621 00: E-mail: uskvbi-braoGelecam.cz; Tel.05! 4i21 0022-5; Fax03/ 4121 2607

= Bio-equivalence

= Pharmacokinetic / pharmacodynamic studies
= Dose determination and confirmation studies
= Residue studies to determine withdrawal periods
(tissue or milk depletion) prac ro providind Kii{hpos a vt i prpky  Evops
= Efficacy studies with a wide range of disease
models including parasites and bacteria O e
= Tolerance studies “CERTIFICATE OF GMP COMPLIANCE
= Palatability studies

= Target animal safety studies

OF A MANUFACTURER
= Dental studies

Certifikdt Spravné klinické praxe

Timto je potvizeno, ze BIOPHARM. Vyzkumny istav biofarmacie a veterinarnich
léciv, as. 254 49 Jilové u Prahy, je opravnén provadét Klinické hodnoceni
veterinarnich pripravkii podle zakona 79/97 Sb.. § 3, odst. 2 a § 4, odst. 7 a 8,
vyhlasky €. 230/1999 Ministerstva zdravotnictvi a Ministerstva zem&d€lstvi CRa
Smémice EU veterinarni 1é¢ivé pripravky svazek 7A, vydini 1998: Smémice pro
testovani G&innosti veterinarnich 1é¢ivych pripravkd, str. 85 a Sprévna klinicka

Seblgusiyble

|
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fred V' rd, CSc.
WKVBL

Institute for the State Control of Veterinary Biologicals and Medi a3 national

suthority of the Czech Republic dssues sccording to Section 16(2) letter a) itent 3 of the Act No.
3782007 Call,, an Phamsceuticals and Amendments to Several Related Laws in current wording
(hereinafter referred to as "Act on Pharmacenticals No. 378/2007 Coll.") and in accordance with Are. 80(3)
o T © 7 s cerlificate thal Lo confirm that manufacturer

bioprepariti) a Jéciv se sidiem v Brmé jako piislusay trad Ceske republiky
ana €. 3782007 Sb, 0 Jéeivech n 0 Zménéch nékterfch souvisejicich zikond
1 a vsoulady s Slinkem: 80(5) Smémice 2001:82/EC. ve zméni poadgsich
Yrobee

Vyzkumny dstav biofarmacie a

CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part I/ dstl
|sonwsem som.

Stdtni Gstav pro konlrolu lé&iv

fel 4420272 185 1)1
Srobérova 48, 100 41 Praha 10

e-mail: posto@suil.cz
fax: +420 271 732 377

web: wwwi sukd cz
Staent duiar pra ventralu taels

m V t d TS rindrnich 168y, a.s,
acCccine studies = brve o
CERTIFIKAT SPRAVNE LABORATORN{ PRAXE 254(,:1;-]1:1 ;‘;;:::;:hy
CERTIFICATE OF GOOD LABORATORY PRACTICE 1€/INo:463 56 606

. Stabi I ity Stu d i eS - Chotouii 90, 254 49 Jilové u Praby

centifikit sp.zn./ certificate RefiNo: suklsd8572/2008 ‘::d;mrc o PropEe ) o ,WI',WE“é‘fmms; i ;he
g < 2001/
wrmaceuticals No. 378/2007 Coll.
i i i oa léiv v terminech a je drzitelem
wevkd rog. & 28W2008RHV vydaném v souladu s élinkem 44 Smémice
'l do § 63 26kona & ITRIGT Sh., v léSivech.

Vydany v souladu s §13 odst, 2 pism. a bod 4 zikona
¢. 378/2007 Sb., o lécivech a o zmenich nékterych
souvisejicich zikondl (zikon o légivech)

Issued following in accordance with Section 13,
paragraph 2, letter a, point 4 of the Act No 378/2007
Coll., on Ph: icals and on Amend; to Some
Related Acts (Act on Pharmaceuticals)

ring inspection of this manufacturer, the latest of which was
A10/2008, it is considered that it complies for activitics listed in

Prislusny orgén Ceske republiky potvrzuje nisledujici:

Testovaci zafizeni BIOPHARM, Vyzkumny tstav
biofarmacie a veterindrnich 1égiv, a.s.

The competent authority of the Czech Republic confirms
the following:

Test facility BIOPHARM, Vyzkumny istav biofarmacie
a veterindrnich 16¢iv, a.s,

sles and guidelines of Geod Manufacluring Practice laid down in
ional legislation: Decree No. 229/2008 Coll. These requirements
10.

e. kdy posledni inspekee byla provedena 3. - 14256 2007, 29, - 30, Fijna
rezsah uvedeny v & ato certifikity pozadavky spriveé vinbni praxe




New medical

products:

= Testing of medical products imported from thirds

countries to EU

= Quality control testing of imported medicinal products

= Stability studies

r P .
' ® S U KL STATNI USTAV Srobarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz

PRO KONTROLU LECIV 100 41 Praha 10 Fax:+420 271732 377 Web: www.sukl.cz

Certifikat spisova zn.: [ sukls120539/2019

Certificate Ref. No.:

CERTIFIKAT SVP PRO VYROBCE
Cast 1

Vydany po inspekci vsouladu s clankem 111(5) Smérnice
2001/83/ES a s §13, odst. 2, pism. a bod 3 zakona ¢. 378/2007
Sh., o léfivech a o zménach nékterych souvisejicich zakont
(zdkon o lé¢ivech), ve znéni pozdé&jsich pfedpisi.

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part 1

Issued following an inspection in accordance with Art. 111(5)
of Directive 2001/83/EC and Section 13, paragraph 2, letter a,
point 3 of the Act No 378/2007 Coll., on Pharmaceuticals and
on Amendments to Some Related Acts (the Act on

Pharmaceuticals), as amended.
B i mEe



For each study

we can offer:

= Study design and protocol preparation

= Broadest range of target animals

= Stables (on-site or off-site if required)

= Data collection and verification

= Sample testing in our laboratory

= Haematological, biochemical and histological
examination

= Data management and statistics

= Study report preparation

= Quality assurance

= Risk analysis

= Data storage




Access to a wide J
range of

production
animals:

= Cattle

= Horses
= Pigs

= Chickens
= Sheep

= Goats

= Rabbits
= Turkey
= Fish (in cooperation)

= Dogs and cats (in cooperation)




Statistical

evaluations:

= Study design and protocol preparation
= power analysis and sample size
= writing statistical analysis plans

= Data evaluation

safety and efficacy analyses

interpretation of results

statistical report preparation

PK/PD analyses

bioequivalence evaluation

exploratory analysis of clinical and non-clinical data

= SAS, Statistica, EquivTest software are used
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Analytical part

of GLP studies:

= New analytical methods development (HPLC, LC-MS/MS)
= Analytical methods validation (GLP/GMP)
= Collected samples analysis
= blood plasma
= milk
= edible tissues (muscle, liver, kidney, fat or fat+skin, injection site - core
and surrounding, honey, eggs and other if applicable)
= Measurement of active substances and their metabolites
= Analytical testing of drug substances for manufacturing purposes
= Quality control analysis of final drug product for release to market
= Stability testing
= Determination impurities in new drug substances and new drug
products

- .




Our laboratories

and instruments:

= LC-MS/MS instruments
=  WATERS Alliance + Quattro Micro
=  WATERS Aquity + Quattro Premier
=  WATERS Aquity + Xevo TQ-S Micro

(2 similar instruments)

= HPLC instrument

=  WATERS Alliance + UV, PDA, FL
= Biochemical laboratory

= Analyser LYASIS

= Haematological laboratory
= AL CELLCOUNTER MODE




Contact:

WWwWWw.Dbrl.cz

BIOPHARM, Research Institute of
Biopharmacy and Veterinary Drugs
Pohori - Chotoun 90, 254 49 Jiloveé u Prahy

Libor Sedlak, DVM, MBA

Director of Pharmacological Services

tel: +420 261 395 261

mob: +420 737 284 320

libor.sedlak@bri.cz ‘




