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CERTIFIKAT SVP PRO VYROBCE
Cast 1

Vydany po inspekei v souladu s
Clankem 111(5) Smérnice
pozdgjsich prepisi

as §13 odst. 2 pism. a bod 3 zakena ¢. 378/2007 Sb., o
lé¢ivech a o zménach nékterych souvisejicich zdkont
(zakon o lé¢ivech), ve znéni pozdéjSich piedpisi

2001/83/EC  ve znéni

Prislugny organ Ceské republiky potvrzuje nasledujici:

Vyrobee: Teva Czech Industries s.r.o.. Ostravska 29, ¢p.
305, 747 70 Opava, Komarov

Adresa mista vyroby:
Ostrayskd 29, ¢p. 305, 747 70 Opava - Koméroy

Je vyrobcem lécivych latek, ktery byl inspektovéan
vsouladu s c¢lankem 111(1) smérnice 2001/83/EC
prevedenym do narodni legislativy jako: § 101, odst. 3
zakona & 378/2007 Sb., o lécivech a o zménach
nekrerych sanvisgjicich zakont (zakon o lé¢ivech), ve
znéni pozdejsich predpish.

Na zdklad¢ znalosti ziskanych behem posledni inspekce,
kterd byla provedena dne 20.10.2010, je tento vyrobce
povazovan za subjekt spliiujici principy spravné vyrobni
praxe pro lécivé latky' odkazované ve clanku 47
smérnice 2001/83/EC.

"Tyw pozadavky spligi doporuceni SZ0 na SVP

Tento certifikat odrazi stav vyrobniho mista v ¢ase vyse
zminéné inspekce a nemelo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice nez tif let od data
inspekce. Po této dobé by meél byt konzultovan
vyddvajici organ. Pravost tohoto certifikatu mize byt
ovérena u vydavajiciho organu.

Cist 2

Vyroba lé€ivych latek
Nazvy léCivych latek, jejichz vyroba byla pfedmétem
inspekee:
Antazolini mesilas CAS 3131-32-6
Anastrozolum CAS 120511-73-]
Bortezomibum CAS 179324-69-7
Bromoeriptini mesilas 22260-51-1
Buprenorphini hydrochloridum 33152-21-9
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CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

Issued following an inspection in accordance with

Art, 111(5) of Directive 2001/83/EC as amended

and Section [3, paragraph 2. letter a, point 3 of the Act
No 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts, as amended

The competent authority of the Czech Republic
confirms the following:

The manufacturer: Teva Czech Industries s.r.o.,
Ostravska 29, ép. 305, 747 70 Opava. Komarov

Site address:
Ostravska 29, ¢p. 305, 747 70 Opava - Komarov

Is an active substance manufacturer that has been
inspected in accordance with Art. 111(1) of Directive

2001/83/EC transposed in the tollowing national
legislation: Section 101 paragraph 3 of the Act No

278/2007  Coll..  on  Pharmaceuticals snd  on
Amendments to Some Related Acts. as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
20/10/2010, it is considered that it complies with

The principles of GMP for active substances' referred
to in Article 47 of Directive 2001/83/EC.

"These requirements fulfil the GMP recommendation ol WHO

This certiticate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if’ more then three years have elapsed since the
date of inspection, after which time the issuing
authority should be consulted.

The authenticity of this certificate may be verified with
the issuing authority.

Part 2

Manufacture of active substances
Names of substances subject to inspection:
Antazoline mesilate CAS 3131-32-6
Anastrozole CAS 120511-73- 1
Bortezomib CAS 179324-69-7
Bromocriptine mesilate 22260-31-1
Buprenorphine hydrochloride 53152-21-9
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Buprenorphinum CAS 52485-79-7
Butorphanoli tartras CAS 58786-99-5
Butorphanolum CAS 42408-82-2
Cabergolinum CAS 81409-90-7

Ciclosporinum CAS 59865-13-3

Dasatinibum CAS 302962-49-8
Dihydro-alta-ergocriptini mesilas CAS 29261-93-6
Dihydroergocristini mesilas CAS 24730-10-7
Dihydroergotamini mesilas CAS 6190-39-2
Dihydroergotoxini mesilas CAS 8067-24-1
Ergometrini maleas CAS 129-51-1

Ergotamini tartras CAS 379-79-3

Ergoton

Extracta et tincturae (sicca et liquida)
Galantamini hydrobromidum CAS 1953-04-4
Galmarinum CAS 65666-07-1

Irinotecani hydrochloridum trihydricum

CAS 136572-09-3

Lisuridi hydrogenomaleas CAS 19875-60-6
Lisuridum CAS 18016-80-3

Metergolinum CAS 17692-51-2
Methylergometrini hydrogenomaleas CAS 57432-61-8
Mycophenolatum motetilum CAS 115007-34-6
Nicergolinum CAS 27848-84-6

Paclitaxelum CAS 33069-62-4

Palonosetroni hydrochloridum CAS 135729-62-3
Pemetrexed disodium CAS 150399-23-8
Pergolidi mesilas CAS 66104-23-2
Silymarinum CAS 65666-07-1

Tacrolimus CAS 104987-11-3

Terguridi hydrogenomaleas CAS 37686-85-4
Terguridum CAS 37686-84-3

lakékoli omezenf nebo vysvétleni vztahujici se k rozsahu

certifikatu:

Datum: 21.12.2010

padpis opravnéné osaby prislusného organu Ceské
republiky

Frantisek Chuchma

vedouci inspekéniho odboru M_?

Statni tstav pro kontrolu léciv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: postaigsukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Cerulikat SVP sp.zn - sukls 195978/2010
Strana 2z 2

Imeno Frantisek Chuchma

c-mail postaeesukl ez

Podpis e

F-INS-002-22/15 102009

Buprenorphine CAS 52485-79-7

Butorphanol tartrate CAS 58786-99-5

Butorphanol CAS 42408-82-2

Cabergoline CAS 81409-90-7

Ciclosporin CAS 59865-13-3

Dasatinib CAS 302962-49-8
Dihydro-alfa-ergocriptine mesilate CAS 29261-93-6
Dihydroergocristine mesilate CAS 24730-10-7
Dihydroergotamine mesilate CAS 6190-39-2
Dihydroergotoxine mesilate CAS 8067-24-1
Ergometrine maleate CAS 129-51-1

Ergotamine tartrate CAS 379-79-3

Ergoton

Extracts and tinctures (sicca et liquida)

Galantamine hydrobromide CAS 1953-04-4
Galmarin CAS 65666-07-1

Irinotecan hydrochloride trihydrate CAS 136572-09-3

Lisuride hydrogenomaleate CAS 19875-60-6
Lisuride CAS [8016-80-3
Metergoline CAS 17692-51-2

Methylergometrine hydrogenomaleate CAS 57432-61-8

Mycophenolate mofetil CAS 115007-34-6
Nicergoline CAS 27848-84-6

Paclitaxel CAS 33069-62-4

Palonosetron hydrochlorid CAS 135729-62-3
Pemetrexed dinatricum CAS 150399-23-8
Pergolide mesilate CAS 66104-23-2
Silymarin CAS 65666-07-1

Tacrolimus CAS 104987-11-3

Terguride hydrogenomaleate CAS 37686-85-4
Terguride CAS 37686-84-3

Any restrictions or claritying remarks related to the
scope of this certificate:

Date: 21/12/2010

signature of the authorised person of the competent
authority of the Czech Republic

Frantisek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: postagdsukl.cz

phone: +420 272 185 832

fax: +420 271 732 377
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Name

Phone number +420 272 185 §32

Signature of the authorised person ol the competent authority



