Certifikdt ;pisov-a' n.:
Certificate Ref. No.:

CERTIFIKAT SVP PRO VYROBCE
Cast1

Vydany po inspekci v souladu s Clankem 111{5) Smérnice
2001/83/ES a s §13, odst. 2, pism. a bod 3 zdkona . 378/2007
Sh., o létivech a o zménach nékterych souvisejicich zékon(
(zakon o léivech), ve znéni pozdéjsich ptedpisi.

PYisluiny organ Ceské republiky potvrzuje nasledujici:

Vyrobce:

Teva Czech Industries s.r.o.
Ostravska 29/305, Komérov
747 70 Opava

Adresa mista vyroby:

Teva Czech Iindustries s.r.o.
Ostravska 29/305, Komarov
747 70 Opava

Je vyrobcem létivych latek, ktery byl inspektovan v souladu
s lankem 111(1)} smérnice 2001/83/ES pfevedenym do
narodni legislativy jako: § 101, odst. 3 zakona &. 378/2007 Sb.,
o létivech a o zméndch nékterych souvisejicich zakonl (zékon
o lé¢ivech), ve znéni pozdéjsich piedpist.

Na zakladé znalosti ziskanych béhem posledni inspekce, kterd
byla provedena dne 28.03.2019, je tento vyrobce povaZovén za
subjekt splfiujici principy spravné vyrobni praxe pro léCivé
Iatky! odkazované ve Clanku 47 smérnice 2001/83/ES.

1 Tyto pozadavky splituji doporuceni SZO na SVP.

Tento certifikdt odraii stav vyrobniho mista v ase vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odrézet stav shody po uplynutivice ne tii let od data inspekce.
Doba platnosti mize byt nicménd na zakladé regulatornich
principtl Fizenf rizik prodiouZena nebo zkracena zapisem
v oddile Omezeni vysvétleni.

Tento certifikét je platny, pouze jsou-li predioZeny viechny
strany a ¢astila 2.

Pravost tohoto certifikdtu miZe byt ovéfena v EudraGMDP.
pokud se nezobrazi, kontaktujte prosim vydavajici autoritu.
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partl

1ssued 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.

The competent authority of the Czech Republic confirms the
following:

The manufacturer:

Teva Czech Industries s.r.0.
Ostravska 29/305, Komérov
747 70 Opava
Site address: “
Teva Czech Industries s.r.o.
Ostravskéa 29/305, Komarov
747 70 Opava

Is an active substance manufacturer that has been inspected in
accordance with Art. 111(1) of Directive 2001/83/EC
transposed in the following national legislation: Section 101
paragraph 3 of the Act Noﬁ378/2007 Coll., on Pharmaceuticals
and on Amendments to Some Related Acts (the Act on
pharmaceuticals), as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted
on 28.03.2019, it is considered that it complies with The
principles of GMP for active substances? referred to in Article
47 of Directive 2001/83/EC.

1 These requirements fulfil the GMP recommendations of
WHO.

This certificate 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 than three years
have elapsed since the date of that inspection. However, this
period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or
Clarifying remarks field.

This certificate is valid only when presented with all pages and
both Parts 1 and 2.
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Cast 2
3 VYROBNI OPERACE ~ LECIVE LATKY
Lécivé latky:

Anastrozolum CAS 120511-73-1

3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukt(i lécivé latky

3.1.2 Vyroba surové lécivé ldtky

3.1.3 Kroky purifikace: extrakce, krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdn: suSeni, mleti / mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni léCivé Idtky do
obalového materidlu, ktery je v piimém kontaktu s Idtkou)

3.53 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnézZ jakékoli
znaleni materiélu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikalnifchemické zkouSeni
3.6.2 Mikrobiologické zkouSeni (kromé zkousky na sterilitu)

Bortezomibum CAS 390800-88-1

3.1 Vyroba lé€ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé fatky

3.1.2 Vyroba surové 1€Civé latky

3.1.3 Kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suSeni

352 Primdrni baleni (zabaleni / uzavieni lécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nadoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které mazZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) IéCivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Bromocriptini mesilas 22260-51-1

3.1 Vyroba lé¢ivé latky chemickou syntézou
3.1.1 Vyroba meziproduktd lécivé ldtky
312 Viyroba suroveé lécivé ldtky
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The authenticity of this certificate may be verified in
EudraGMDP. If it does not appear, please contact the issuing
authority.

Part 2
3 MANUFACTURING OPERATIONS — ACTIVE SUBSTANCES
Active substance(s):

Anastrozole CAS 120511-73-1

3.1 Manufacture of Active Substance by Chemical Synthesis
311 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.13 Purification steps: extraction, crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps:

drying, milling / micronisation

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Bortezomib CAS 390800-88-1

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Purification steps: crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

3.52 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Bromocriptine mesilate 22260-51-1

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
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3.1.3 Tvorba soli/ kroky purifikace: filtrace, extrakce,
chromatografie, krystalizace

3.2 Extrakce léCivé latky z pfirodnich zdroja

3.2.1 Extrakce ldtky z rostlinného zdroje

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - mleti / mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni lé&ivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s Igtkou)

353 Sekunddrni baleni {umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné Jjakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Buprenorphini hydrochloridum CAS 53152-21-9

3.1 Vyroba lécivé Iatky chemickou syntézou

3.1.1 Vyroba meziproduktd lé&ivé ldtky

3.1.2 Vyroba surové Jé¢ivé latky

3.1.3 Tvorba soli/ kroky purifikace: filtrace, krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdlini kroky zpracovéni - suseni, sitovdni, mieti,
mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni lé¢ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? Jakékoli
znaceni materidlu, které mize byt pouZito pro identifikaci nebo
sledovatelnost (islo SarZe) lécivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikélni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Buprenorphinum CAS 52485-79-7

3.1 Vyroba [éCivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lé¢ivé Idtky

3.1.2 Vyroba surové 1é¢ivé latky

3.1.3 Kroky purifikace: extrakce, filtrace, krystalizace

3.5 Obecné dokonZovaci kroky

3.5.1 Fyzikdlini kroky zpracovdni - suseni

352 Primdrni baleni (zabaleni / uzavieni lé¢ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaleni materidlu, které mizZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo Sarie) Iécivé latky)
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3.1.3 Salt  formation / Purification  steps: filtration,
extraction, chromatography, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.5 General Finishing Steps

3.5.1 Physical processing steps - milling / micronisation
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary

package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Buprenorphine hydrochloride CAS 53152-21-9

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

312 Manufacture of crude active substance

3.13 Salt formation / Purification steps: filtration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving, milling,
micronisation

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer backaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Buprenorphine CAS 52485-79-7

3.1 Manufacture of Active Substance by Chemical Synthesis
311 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Purification steps: extraction, filtration, crystallisation
3.5 General Finishing Steps

351 Physical processing steps - drying

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

GMP Certificate Ref.No.: sukls199928/2019
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3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Butorphanoli tartras CAS 58786-99-5
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé latky
3.1.2 Vyroba surové Ié¢ivé Idtky
3.1.3 Tvorba  soli/  kroky  purifikace:  extrakce,

chromatografie, krystalizace, filtrace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suseni, sitovdni

3.5.2 Primdrni baleni (zabaleni / uzavieni léivé latky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaleni materidlu, které mizZe byt pouZito pro identifikaci nebo
sledovatelnost (¢islo SarZe) lécivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkougky na sterilitu)

Cabazitaxelum CAS 1402820-62-5
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukt( 16¢ivé Igtky

3.1.2 Vyroba surové IéCivé latky

3.1.3 Kroky purifikace: filtrace, extrakce, chromatografie,
krystalizace

3.2 Extrakce 1éCivé latky z pfirodnich zdroja

321 Extrakce Idtky z rostlinného zdroje
3.25 Modifikace extrahované Idgtky (rostlinny)
3.26 Purifikace extrahované Idtky (rostlinny)

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdinf kroky zpracovdni - suseni, sitovdni

3.5.2 Primdrni baleni (zabaleni / uzavfeni lécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné# jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé Iatky)

3.6 Kontroia jakosti
3.6.1 Fyzikélnifchemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Cabergolinum CAS 81409-90-7

3.1 Vyroba lécivé latky chemickou syntézou
3.1.1 Vyroba meziprodukti I1écivé Idtky
3.1.2 Vyroba surové Ié¢ivé ldtky
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3.6 Quality Control Testing
3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)

Butorphanol tartrate CAS 58786-99-5

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: extraction,
chromatography, crystallisation, filtration

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability {lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Cabazitaxel CAS 1402820-62-5
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Purification _ steps: filtration, extraction,

chromatography, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.2.5 Modification of extracted substance (plant)

3.2.6 Purification of extracted substance (plant)

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Cabergoline CAS 81409-90-7

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance

GMP Certificate Ref.No.: sukis199928/2019

Date: 14.08.2019

Page 4/19

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



3.1.3 Kroky  purifikace:  extrakce, chromatografie,
krystalizace, filtrace

3.5 Obecné dokoncovaci kroky

351 Fyzikalni  kroky zpracovdni - suSeni, sitovdni,
mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni Ié¢ivé ldatky do

obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

353 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které maze byt pouZito pro identifikaci nebo
sledovatelnost (Eislo SarZe) 1éCivé Iatky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Ciclosporinum CAS 59865-13-3
3.3 Vyroba lécivé latky za pouiiti biologickych procest

3.3.1 Fermentace

3.3.3 izolace / Purifikace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suseni, sitovdni
homogenizace

3.5.2 Primdrni baleni (zabaleni / uzavieni léivé ldtky do

obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnézZ jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) IéCivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Dasatinibum CAS 302962-49-8
3.1 Vyroba Ié&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii Iécivé Iatky
3.1.2 Vyroba surové lécivé Idtky
3.1.3 Kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdlni kroky zpracovdni:

suseni, mleti / mikronizace, sitovdni

352 Primdrni baleni (zabaleni / uzavieni lécivé ltky do
obalového materidlu, ktery je v pfimém kontaktu s létkou)

353 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 1é¢ivé Idtky)

3.6 Kontrola jakosti
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3.1.3 Purification  steps: extraction, chromatography,

crystallisation, filtration
3.5 General Finishing Steps

3.5.1 Physical ~ processing  steps:  drying,  sieving,
micronisation
3.5.2 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Ciclosporin CAS 59865-13-3
3.3 Manufacture of Active Substance using Biological

Processes

3.3.1 Fermentation

333 Isolation / Purification

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving,
homogenisation

3.5.2 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance) ‘

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Dasatinib CAS 302962-49-8
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance
3.1.3 Purification steps: crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps:

drying, milling / micronisation, sieving

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing
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Fyzikdini/chemickeé zkouseni
Mikrobiologické zkouseni (kromé zkousky na sterilitu)

3.6.1
3.6.2

Dihydroergocristini mesilas CAS 24730-10-7
3.1 Vyroba Iécivé ltky chemickou syntézou

3.1.1 Vyroba meziproduktd 1é¢ivé Idtky

3.1.2 Vyroba surové 1écivé Idtky

313 Tvorba soli/ kroky purifikace: filtrace, extrakce,
krystalizace

3.2 Extrakce lécivé latky z pfirodnich zdroja

321 Extrakce Idtky z rostlinného zdroje

3.5 Obecné dokonéovaci kroky

3.5.1 FyzikdIni kroky zpracovini - mleti

352 Primdrni baleni (zabaleni / uzavieni lécivé létky do
obalového materidlu, ktery je v pfimém kontaktu s létkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjSiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lé¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Dihydroergotamini mesilas CAS 6190-39-2
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti 1écivé Idtky

3.1.2 Vyroba surové Iécivé Igtky

3.1.3 Tvorba solif krcky purifikace: filtrace, extrakce,
krystalizace

3.2 Extrakce léCivé latky z pFirodnich zdroji

3.2.1 Extrakce ldtky z rostlinného zdroje

3.5 Obecné dokondovaci kroky

3.5.1 Fyzikdini kroky zpracovéni - mieti

3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s Igtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiha obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které maze byt pouZito pro identifikaci nebo
sledovatelnost (¢islo sarZe) lé¢ivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Dihydroergotoxini mesilas CAS 8067-24-1
3.1 Vyroba lé€ivé latky chemickou syntézou
311 Vyroba meziproduktii Ié¢ivé Idtky
3.1.2 Viyrroba surové lécivé Iatky
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3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)

Dihydroergocristine mesilate CAS 24730-10-7
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Solt  formation / Purification steps: filtration,

extraction, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.5 General Finishing Steps

351 Physical processing steps - milling

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

36.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Dihydroergotamine mesilate CAS 6190-39-2

3.1 Manufacture of Active Substance by Chemical Synthesis
311 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

313 Salt formation / Purification steps: filtration,
extraction, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.5 General Finishing Steps

351 Physical processing steps - milling

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Dihydroergotoxine mesilate CAS 8067-24-1

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
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3.1.3 Tvorba soli/ kroky purifikace: filtrace, extrakce,
chromatografie, krystalizace

3.2 Extrakce lécivé latky z pfirodnich zdrojG

3.2.1 Extrakce ldtky z rostlinného zdroje

3.5 Obecné dokoncovaci kroky

351 FyzikdIni kroky zpracovdni— homogenizace, susens
352 Primdrni baleni (zabaleni / uzavieni léCivé ldatky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaleni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé latky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu}

Ergometrini maleas CAS 129-51-1
3.1 Vyroba Iécivé latky chemickou syntézou

311 Vyroba meziprodukt( I1€Civé latky

3.1.2 Vyroba surové IéCivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: filtrace, extrakce,
krystalizace

3.2 Extrakce lécivé latky z pFirodnich zdroja

3.2.1 Extrakce ldtky z rostlinného zdroje

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni — mleti

3.52 Primdrni baleni (zabaleni / uzavieni lé¢ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.53 Sekunddrni baleni (umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materiélu, které mize byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) I€Civé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Ergotamini tartras CAS 379-79-3
3.1 Vyroba léCivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lé&ivé latky

3.1.2 Vyroba surové lécivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: filtrace, extrokce,
krystalizace

3.2 Extrakce 1écivé latky z pFirodnich zdrojd

3.2.1 Extrakce ldtky z rostlinného zdroje

3.2.6 Purifikace extrahované ldtky rostlinné

3.5 Obecné dokoncovaci kroky

351 Fyzikdini kroky zpracovdni - mieti

3.5.2 Primdrni baleni (zabaleni / uzavieni Iééivé latky do
obalového materidiu, ktery je v pfimém kontaktu s ldtkou)
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3.1.3 Salt  formation / Purification steps: filtration,
extraction, chromatography, crystallisation

3.2 Extraction of Active Substance from Natural Sources

321 Extraction of substance from plant source

3.5 General Finishing Steps

3.51 Physical processing steps - homogenisation, drying
3.52 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)}

Ergometrine maleate CAS 129-51-1
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: filtration,

extraction, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.5 General Finishing Steps

3.5.1 Physical processing steps - milling

3.52 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Ergotamine tartrate CAS 379-79-3

3.1 Manufacture of Active Substance by Chemical Synthesis
311 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: filtration,
extraction, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

326 Purification of extracted substance plant

3.5 General Finishing Steps

3.5.1 Physical processing steps - milling

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

GMP Certificate Ref.No.: sukls199928/2019

Date: 14.08.2019

Page 7/19

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



353 Sekundarni baleni (umisténi uzavieného primarniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které mize byt pouZito pro identifikaci nebo
sledovatelnost (Cislo Sarze) lé¢ivé Idtky)

3.6 Kontrola jakosti
36.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Extracta et tincturae (sicca et liquida)

e Curcuminum extractum siccum
3.2 Extrakcee léCivé latky z pFirodnich zdroji
321 Extrakce Idtky z rostlinného zdroje
3.26 Purifikace extrahované Idtky rostlinné
3.5 Obecné dokon&ovaci kroky
3.5.1 Fyzikdini kroky zpracovdni - suseni, sitovéni
3.5.2 Primdrni baleni (zabaleni / uzavieni Iécivé ldtky do
obalového materiélu, ktery je v pfimém kontaktu s Idtkou)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

e Lliquiritiare extractum fluidum
3.2 Extrakce [€Civé latky z pfirodnich zdroji
3.2.1 Extrakce Iatky z rostlinného zdroje
3.2.6 Purifikace extrahované Idtky rostlinné
3.5 Obecné dokoncovaci kroky
3.5.1 FyzikdIni kroky zpracovini — sedimentace, filtrace,
homogenizace
3.5.2 Primdrni baleni {zabaleni / uzavieni 1écivé latky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

e  Matricariae extractum fluidum
3.2 Extrakce iécivé latky z pfirodnich zdroju
3.2.1 Extrakce ldtky z rostlinného zdroje
326 Purifikace extrahované Igtky rostlinné
3.5 Obecné dokoncovaci kroky
3.5.1 FyzikdIni kroky zpracovdni— homogenizace, filtrace
3.5.2 Primdrni baleni (zabaleni / uzavieni lé¢ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

®  Novo-Passit extractum fluidum
3.2 Extrakce léCivé latky z pfirodnich zdroji
3.2.1 Extrakce ldtky z rostlinného zdroje
3.5 Obecné dokon&ovaci kroky
351 FyzikdIni kroky zpracovdni — filtrace
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353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing
3.6.1 Physical / Chemical testing
3.62 Microbiological testing {excluding sterility testing)

Extracts and tinctures (dry and liquid)

e Curcumin dry extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.51 Physical processing steps — drying, sieving
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)

e Liquorice liquid extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — sedimentation, filtration,
homogenization
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

e Matricaria liquid extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — homogenization, filtration
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

e Novo-Passit liquid extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.5 General Finishing Steps
3.5.1 Physical processing steps — filtration
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3.5.2 Primdrni baleni (zabaleni / uzavreni lé¢ivé Idtky do
obalového materidlu, ktery fje v primém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaleni materidlu, které miiZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

¢ Novo-Passit extractum siccum
3.2 Extrakce 1€Civé latky z pFirodnich zdrojo
3.2.1 Extrakce Idtky z rostlinného zdroje
326 Purifikace extrahované Idtky rostlinné
3.5 Obecné dokoncovaci kroky
3.5.1 Fyzikdini kroky zpracovdéni — suSeni, mleti
352 Primdrni baleni (zabaleni / uzavieni lécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni {umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nédoby. Zahrnuje rovnés jakékoli
znaleni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 1é¢ivé idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

¢ Plantaginis extractum fluidum
3.2 Extrakce léCivé latky z pFirodnich zdroju
3.2.1 Extrakce Idtky z rostlinného zdroje
3.2.6 Purifikace extrahované ldtky rostlinné
3.5 Obecné dokon&ovaci kroky
3.5.1 FyzikéIni kroky zpracovdni — sedimentace, filtrace,
homogenizace
3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé Idtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.6 Kontrola jakosti
36.1 Fyzikdini/chemické zkouseni

e  Serpylli extractum fluidum
3.2 Extrakce léCivé latky z pFirodnich zdroji
3.2.1 Extrakce ldtky z rostlinného zdroje
3.26 Purifikace extrahované Igtky rostlinné
3.5 Obecné dokoncovaci kroky
3.5.1 FyzikdIni kroky zpracovdni — sedimentace, filtrace,
homogenizace
3.5.2 Primdrni baleni (zabaleni / uzavieni Iécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
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3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

e Novo-Passit dry extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — drying, milling
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility testing)

e Plantaginis liquid extract
3.2 Extraction of Active Substance from Natural Sources
321 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — sedimentation, filtration,
homogenization
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

e Wild thyme liquid extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — sedimentation, filtration,
homogenization
3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
361 Physical / Chemical testing
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s Thymi extractum fluidum
3.2 Extrakce IéCivé latky z pFirodnich zdrojd
3.2.1 Extrakce ldtky z rostlinného zdroje
326 Purifikace extrahované latky rostlinné
3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - sedimentace, filtrace,
homogenizace
352 Primarni baleni (zabaleni / uzavieni 1é¢ivé latky do

obalovéha materidlu, ktery je v pfimém kontaktu s ldtkou)

3.6 Kontrola jakosti
3.6.1 fyzikéini/chemické zkouseni

Fingolimodi hydrochloridum CAS 162359-56-0
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii Ié¢ivé latky

3.1.2 Vyroba surové lé¢ivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: extrakce, krystalizace,
filtrace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suseni

3.52 Primdrni baleni (zabaleni / uzavieni 16&ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéj$iho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materiGlu, které mize byt pouZito pro identifikaci nebo
sledovatelnost (Cislo $arze) lécivé Iatky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Frangulaemodinum

3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii Ié¢ivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: extrakce, krystalizace

3.2 Extrakce lécivé latky z pfirodnich zdroja

3.2.1 Extrakce Idtky z rostlinného zdroje
3.2.5 Modifikace extrahované Idtky rostlinné
3.26 Purifikace extrahované ldtky rostlinné

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdini kroky zpracovéni ~ homogenizace, suseni
3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé latky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které moze byt pouliito pro identifikaci nebo
sledovatelnost (¢islo Sarse) léciveé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkougeni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)
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¢ Thyme liquid extract
3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source
3.2.6 Purification of extracted substance plant
3.5 General Finishing Steps
3.5.1 Physical processing steps — sedimentation, filtration,
homogenization
352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

Fingolimod hydrochloride CAS 162359-56-0

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: extraction,
crystallisation, filtration

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Frangula emodin
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.3 Salt formation / Purification steps: extraction,
crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.2.5 Modification of extracted substance plant

3.2.6 Purification of extracted substance plant

3.5 General Finishing Steps

3.5.1 Physical processing steps - homogenisation, drying
352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)
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Galantamini hydrobromidum CAS 1953-04-4
3.1 Vyroba lécivé latky chemickou syntézou
3.1.3 Tvorba solif kroky purifikace: krystalizace, filtrace

3.2 Extrakce léCivé latky z pfirodnich zdrojG

321 Extrakce ldtky z rostlinného zdroje

3.2.6 Purifikace extrahované Idtky rostlinné

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini  kroky zpracovini - sugeni, sitovdni,
mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni lé¢ivé ldatky do

obalového materidlu, ktery je v pfimém kontaktu s létkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nidoby. Zahrnuje rovné? jakékoli
znaceni materiélu, které maze byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Glatiramer acetas CAS 147245-92-9
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé Idatky
312 Viyroba surové [€Civé latky
313 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - sueni, mikronizace,
sitovani
352 Primdrni baleni (zabaleni / uzavieni léivé ldtky do

obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavfeného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znacleni materidlu, které muZe byt pouito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lé¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Irinotecanum hydrochloridum trihydricum

CAS 136572-09-3

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovini - suseni

3.5.2 Primdrnf balenf (zabaleni / uzavieni 1é¢ivé Idtky do
obalového materidlu, ktery je v pifimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které maze byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
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Galantamine hydrobromide CAS 1953-04-4
3.1 Manufacture of Active Substance by Chemical Synthesis
313 Salt formation / Purification steps: crystallisation,

filtration
3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.2.6 Purification of extracted substance plant

3.5 General Finishing Steps

3.5.1 Physical ~ processing steps - drying, sieving,
micronisation

3.52 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability {lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Glatiramer acetate CAS 147245-92-9
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps : crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps — drying, micronisation,
sieving
3.5.2 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packéging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Irinotecan hydrochloride trihydrate

CAS 136572-09-3

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing
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3.6.2 Mikrobiologické zkousens (kromé zkousky na sterilitu)

Lisuridi hydrogenomaleas CAS 19875-60-6
3.1 Vyroba légivé latky chemickou syntézou

3.1.1 Wroba meziprodukt lécivé latky

3.1.2 Vyroba suroveé lécivé Iatky

3.1.3 Tvorba soli/  kroky purifikace: extrakce,
chromatografie, krystalizace, filtrace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdini kroky  zpracovdni - suseni, sftovdni,
mikronizace

352 Primdrni baleni fzabaleni / uzaviens 1€¢ivé latky do

obalového materigiy, ktery je v primém kontakty s latkou)

Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjsiho obaly nebo nddoby. Zahrnuje rovnés jakékoli
Znaceni materiglu, které muZe byt pousito pro identifikaci nebo
sledovatelnost (¢isio sarZe) Iécivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikéini/chemicke Zkouseni
3.62 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Lisuridum cAs 18016-80-3
3.1 Vyroba légivé latky chemickou syntézou

311 Vyroba meziprodukeg 16¢ivé ldtky

3.1.2 Vyroba surové légjvé Idtky

3.1.3 Kroky purifikace: extrakce, chromatografie,
krystalizace, filtrace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky Zpracovdni - suseni, sitovdni

3.52 Primdrni baleni (zabaleni / uzavreni lécive ldtky do
obalového materidlu, ktery je v pfimém kontakty s Idtkou)

Sekunddrni baleni {umisténi uzavieného primdrniho

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni {kromé zkousky na sterilitu)

Methylergometrini hydrogenomaleas
CAS 57432-61-8
3.1 Vyroba légivé latky chemickou syntézou

3.1.1 Vyroba meziprodukg 16Civé Idtky

3.1.2 Vyroba surové lécive latky

3.1.3 Tvorba soli/ kroky purifikace: filtrace, extrakce,
krystalizace

3.2 Extrakce légivé latky z pFirodnich zdroji
3.2.1 Extrakce ldtky 2 rostlinného zdroje
3.5 Obecné dokoncovaci kroky
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3.6.2 Microbiological testing (excluding sterility testing)

Lisuride hydrogenomaleate CAS 19875-60-6
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance in termediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt - formation / Purification  steps: extraction,

chromatography, crystallisation, filtration
3.5 General Finishing Steps

3.5.1 Physical processing  steps ~ drying, sieving,
micronisation
352 Primary Packaging (enclosing / sealing the active

substance within g packaging material which is indirect contact
with the Substance)

3.5.3 Secondary Packaging (placing the seqleqd . primary
package within an outer packaging material or container, This
also includes any labelling of the materiof which could be ysed
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

"

Lisuride CAS 18016-80-3
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active Substance
3.1.3 Purification  steps: extraction, chromatograph Y,

crystallisation, filtration

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within g packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container, This
also includes any labelling of the material which could be used
Jor identification or traceability (ot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Methylergometrine hydrogenomaleate
CAS 57432-61-8
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance
3.1.3 Salt  formation /  Purification Steps: filtration,

extraction, crystallisation

3.2 Extraction of Active Substance from Natural Sources
3.2.1 Extraction of substance from plant source

3.5 General Finishing Steps
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3.5.1 Fyzikalni kroky zpracovani - mieti
3.5.2 Primdrni baleni (zabaleni / uzavieni 18cCivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

353 Sekunddrni baleni (umisténf uzavieného primdrniho
baleni do vnéjSiho obalu nebo nddoby. Zohrnuje rovné? jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) léCivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Metopimazinum CAS 14008-44-7

3.1 Vyroba lécivé latky chemickou syntézou

311 Vyroba meziprodukti Iécivé Idtky

3.1.2 Viyroba surové lécivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

351 Fyzikdlini kroky zpracovdni - mikronizace

352 Primdrni baleni (zabaleni / uzavieni lé¢ivé Idtky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) IéCivé latky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouSeni

Micafungin natricum CAS 208538-73-2

3.1 Vyroba léCivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii IéCivé Idtky

3.1.2 Vyroba surové Iécivé Idtky

3.1.3 Tvorba  soli/  kroky  purifikace: extrakce,
chromatografie, krystalizace, filtrace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdlni kroky zpracovdni - suseni, sitovdni

3.5.2 Primdrni baleni (zabaleni / uzavieni IéCivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaleni materidlu, které muZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) IéCivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikélnifchemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Mycophenolatum mofetilum CAS 128794-94-5
3.1 Vyroba 1écivé latky chemickou syntézou
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351 Physical processing steps - milling

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability {lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Metopimazine CAS 14008-44-7

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps - micronisation

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

Micafungin sodium CAS 208538-73-2

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

313 Salt formation / Purification steps: extraction,
chromatography, crystallisation, filtration

3.5 General Finishing Steps

3.5.1 Physical processing steps — drying, sieving

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Mycophenolate mofetil CAS 128794-94-5
3.1 Manufacture of Active Substance by Chemical Synthesis
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Vyroba surové léciveé fatky
Tvorba soli/ kroky purifikace: krystalizace, rafinace

3.1.2
3.1.3

3.3 Vyroba lédivé latky za pouiti biologickych procesti

3.3.1 Fermentace
3.3.3 lzolace / Purifikace
3.3.4 Modifikace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdini kroky zpracovéni - suseni, sitovani

3.5.2 Primdrni baleni (zabaleni / uzavieni lé&ivé latky do
obalového materiélu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaleni materidlu, které miize byt pouiito pro identifikaci nebo
sledovatelnost (&islo Sarze) lé¢ivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Nicergolinum CAS 27848-84-6
3.1 Vyroba iécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti 1é¢ivé Idtky
3.1.2 Wyroba surové 18¢ivé latky
313 Kroky purifikace: filtrace, extrakce, krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovéni - mileti

3.5.2 Primdrni baleni (zabaleni / uzavieni Iécivé latky do
obalového materidlu, ktery Je v primém kontaktu s latkou)

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jokékoli
znaleni materidlu, které maze byt poutito pro identifikaci nebo
sledovatelnost (¢islo $arZe) lé¢ivé Iatky)

3.6 Kontrola jakosti
361 Fyzikdini/chemické zkougeni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Nilotinibi hydrochloridum CAS 923288-95-3
3.1 Vyroba Ié&ivé latky chemickou syntézou

3.1.1 Wroba meziprodukt( Iécivé latky

3.1.2 Vyroba surové Iécivé lgtky

3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikélni  kroky zpracovéni - suseni,  sitovdni,
mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni 1écivé latky do

obalového materidlu, ktery je v pfimém kontaktu s létkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
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3.1.2
3.1.3
refining
3.3 Manufacture of Active Substance using Biological
Processes

3.3.1 Fermentation

333 Isolation / Purification

3.3.4 Modification

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering} of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Manufacture of crude active substance
Salt formation / Purification steps: crystallisation,

Nicergoline CAS 2784884-6

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

313 Purification steps: filtration, extraction, crystallisation
3.5 General Finishing Steps

3.5.1 Physical processing steps - milling

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance) ’

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Nilotinib hydrochloride CAS 923288-95-3
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: crystallisation

3.5 General Finishing Steps

3.5.1 Physical  processing steps — drying, sieving,
micronisation
3.5.2 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This

GMP Certificate Ref.No.: sukls199928/2019

Date: 14.08.2019

Page 14/19

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority

o



znaceni materidlu, které maie byt poufito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécive lotky)

3.6 Kontrola jakosti
361 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Paclitaxelum CAS 33069-62-4

3.1 Vyroba Ié€ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukt( lécivé fatky

312 Vyroba surové 16&ivé latky

3.1.3 Kroky purifikace: filtrace, extrakce, chromatografie,
krystalizace

3.2 Extrakce léCivé latky z pfirodnich zdroja

3.2.1 Extrakce latky z rostlinného zdroje

3.2.6 Purifikace extrahované ldtky rostlinné

3.3 Vyroba léCivé latky za pouditi biologickych procesu

3.34 Modifikace

3.5 Obecné dokoné&ovaci kroky

3.5.1 Fyzikdlni kroky zpracovdni - suseni, sitovéni

3.5.2 Primdrni baleni (zabaleni / uzavieni Iécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

353 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které maze byt pousito pro identifikaci nebo
sledovatelnost (¢islo $arse) Iéivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Paliperidonum CAS 144598-75-4

3.1 Vyroba lé&ivé Iatky chemickou syntézou

3.1.2 Vyroba surové [é¢ivé Igtky

3.1.3 Kroky purifikace: filtrace, extrakce, krystalizace

3.5 Obecné dokonovaci kroky

3.5.1 Fyzikdini  kroky zpracovéni - suseni, sitovdni,
mikronizace

3.5.2 Primdrni baleni (zabaleni / uzavieni Ié&ivé latky do
obalového materidlu, ktery je v piimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné# jakékoli
znaleni materidlu, které mize byt poutito pro identifikaci nebo
sledovatelnost (¢islo Sarze) lécivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilituf

Palonosetroni hydrochloridum CAS 135729-62-3
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also includes any labelling of the material which could be used
for identification or traceability flot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Paclitaxel CAS 33069-62-4

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance
313 Purification steps: filtration,
chromatography, crystallisation

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

326 Purification of extracted substance plant

3.3 Manufacture of Active Substance using Biological
Processes

3.34 Modification

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct con tact
with the substance) -

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

extraction,

Paliperidon CAS 144598-75-4

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.2 Manufacture of crude active substance

313 Purification steps: filtration, extraction, crystallisation
3.5 General Finishing Steps

3.5.1 Physical processing steps - drying, sieving,
micronisation

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering} of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Palonosetron hydrochloride CAS 135729-62-3

GMP Certificate Ref.No.: sukls199928/2019

Date: 14.08.2019

Page 15/19

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



3.1 vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé lgtky

312 Vyroba surové Ié¢ivé Igtky

3.1.3 Tvorba solif kroky purifikace: krystalizace, pasd? pres
iontoméni¢

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdini kroky zpracovini - sugeni

3.5.2 Primdrni baleni (zabaleni / uzavieni 16&iveé latky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

353 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nédoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které miZe byt pouzito pro identifikaci nebo
sledovatelnost (Eislo Sarze) Iécivé Igtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Pemetrexed dinatricum dihemihydricum CAS 357166-30-4
3.1 Vyroba léivé latky chemickou syntézou

3.1.1 Vyroba meziproduktt lécivé latky
312 Vyroba surové lécivé latky
313 Tvorba soli/ kroky purifikace: extrakce, krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suseni

3.5.2 Primdrni baleni (zabaleni / uzavieni Ié¢ivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které mise byt pousito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lé¢ive ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkougeni (kromé zkousky na sterilitu)

Perampanel CAS 380917-97-5
3.1 Vyroba Ié¢ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti 1é¢ivé Igtky
3.1.2 Vyroba surové lé¢ivé Igtky
3.1.3 Tvorba soli/ kroky purifikace: krystalizace, suseni

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - mikronizace

3.52 Primdrni baleni (zabaleni / uzavieni 1é¢ivé latky do
obalového materidlu, ktery je v piimém kontaktu s latkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které mize byt pouiito pro identifikaci nebo
sledovatelnost (¢islo SarZe) 1é¢ivé latky)
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3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: crystallisation,

passage through an ion exchanger

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Pemetrexed disodium hemipentahydrate CAS 357166-30-4
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates

312 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: extraction,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

3.52 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Perampanel CAS 380917-97-5
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: crystallisation,
drying

3.5 General Finishing Steps

3.5.1 Physical processing steps - micronisation

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
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3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Pergolidi mesilas CAS 66104-23-2

3.1 Vyroba lé&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktt [éCivé Idtky

312 Vyroba surové lécivé Idtky

3.1.3 Tvorba solif kroky purifikace:

extrakce, chromatografie, krystalizace, filtrace

3.5 Obecné dokoncovaci kroky

351 Fyzikdini kroky zpracovdni - suseni, sitovéni

3.5.2 Primdrni baleni (zabaleni / uzavieni I¢ivé latky do
obalového materidlu, ktery je v pfimém kontaktu s létkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které miZe byt pousito pro identifikaci nebo
sledovatelnost (Cislo Sarze) lécivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkougeni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Pralatrexatum CAS 146464-95-1
3.1 Vyroba lécivé ltky chemickou syntézou

3.1.1 Vyroba meziproduktii lécivé Idtky
3.1.2 Vyroba surové Ié¢ivé Idtky
3.1.3 Kroky purifikace: krystalizace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdini kroky zpracovdni - suseni, sitovdni

3.5.2 Primdrni baleni (zabaleni / uzavieni 1é¢ivé latky do
obalového materidlu, ktery je v piimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzaviensdho primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které mize byt pouito pro identifikaci nebo
sledovatelnost (¢islo Sarie} lé¢iveé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu}

Silymarinum CAS 65666-07-1

3.2 Extrakee lé€ivé latky z prirodnich zdroji

3.2.1 Extrakce Idtky z rostlinného zdroje

3.2.6 Purifikace extrahované Idtky rostlinné

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdlni kroky zpracovdni - suseni, mleti, sitovéni
3.52 Primdrni baleni (zabaleni / uzavieni lé¢ivé Idtky do
obalového materidlu, ktery je v piimém kontaktu s ldtkou)
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for identification or traceability (lot numbering) of the active

substance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

Pergolide mesilate CAS 66104-23-2

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps:

extraction, chromatography, crystallisation, filtration

3.5 General Finishing Steps

351 Physical processing steps — drying, sieving

352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiolog/call testing (excluding sterility testing)

Pralatrexate CAS 146464-95-1

3.1 Manufacture of Active Substance by Chemical Synthesis
311 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Purification steps: crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps — drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Silymarin CAS 65666-07-1

3.2 Extraction of Active Substance from Natural Sources

3.2.1 Extraction of substance from plant source

3.2.6 Purification of extracted substance plant

3.5 General Finishing Steps

351 Physical processing steps - drying, milling, sieving
352 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

GMP Certificate Ref.No.: sukls199928/2019
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3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjSiho obalu nebo nadoby. Zahrnuje rovnés Jakékoli
znaceni materidlu, které miZe byt pouzito pro identifikaci nebo
sledovatelnost (¢islo SarZe) Iécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Tacrolimus monohydricum CAS 109581-93-3
3.3 Vyroba lécivé latky za pousiti biologickych procest

3.3.1 Fermentace

3.3.3 Izolace / Purifikace

3.5 Obecné dokon&ovaci kroky

351 Fyzikdini kroky zpracovdni - sugeni

3.52 Primdrni baleni (zabaleni / uzavieni lécivé Idtky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materiélu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (¢islo SarZe) I8¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Terguridi hydrogenomaleas CAS 37686-85-4

3.1 Vyroba lécivé tatky chemickou syntézou

3.1.1 Vyroba meziproduktd Iécivé latky

3.1.2 Vyroba surové 16¢ivé Igtky

3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikéini kroky zpracovdni - suseni, mikronizace,
sitovéni

3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni (umisténi uzaviteného primdrniho
baleni do vnéjiho obalu nebo nédoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které maze byt pousito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni {kromé zkousky na sterilitu)

Terguridum CAS 37686-84-3

3.1 Vyroba lécivé latky chemickou syntézou
3.1.1 Vyroba meziproduktd l1é¢ivé lgtky
3.1.2 Vyroba surové lécivé ldtky

3.1.3 Tvorba solif kroky purifikace:
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3.5.3 Secondary Packoging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiclogical testing {excluding sterility testing)

Tacrolimus monohydrate CAS 109581-93-3

3.3 Manufacture of Active Substance using Biological
Processes

3.3.1 Fermentation

3.3.3 Isolation / Purification

3.5 General Finishing Steps

3.5.1 Physical processing steps - drying

3.52 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.53 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance) "

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Terguride hydrogenomaleate CAS 37686-85-4

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: crystallisation

3.5 General Finishing Steps

3.51 Physical processing steps — drying, micronisation,
sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
Jor identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

36.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Terguride CAS 37686-84-3

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps:
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extrakce, chromatografie, krystalizace, filtrace

3.5 Obecné dokondovaci kroky

351 Fyzikdini kroky zpracovdni - suseni, sitovéni

3.5.2 Primdrni baleni (zabaleni / uzavieni IéCivé ldatky do
obalového materidlu, ktery je v pfimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavfeného primdrnino
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni
3.6.2 Mikrobiologické zkouseni (kromé zkousky na sterilitu)

Jakdkoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Tento certifikdt byl vydan v souvislosti se zanikem certifikitu
sp.zn.  sukls344613/2018, vydaného dne 07.05.2019
spoleCnosti Teva Czech Industries s.r.o., Ostravska 29/305,
Komarov, 747 70 Opava. Dne 24.07.2019 byly zjistény chyby
v certifikdtu v rozsahu vyroby u léivych latek Novo-Passit
extractum siccum a Novo-Passit extractum fluidum.

Datum: 14.08.2019

jméno a podpis opravnéné osoby pFisluiného orginu Ceské
republiky

FrantiSek Chuchma e
) = e B
feditel inspekéniho odborl /

Statni Ustav pro kontrolu léciv
Srobarova 48

100 41 Praha 10

Ceska republika

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

extraction, chromatography, crystallisation, filtration

3.5 General Finishing Steps

3.5.1 Physical processing steps — drying, sieving

3.5.2 Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact
with the substance)

353
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility testing)

Any restrictions or clarifying remarks related to the scope of

this certificate:
This certificate has been issued in context of extinction of the

certificate ref. no sukls344613/2018, issued on 07.05.2019 to
the company Teva Czech Industries s.r.0., Ostravska 29/305,
Komdrov, 747 70 Opava. On 24.07.2019 mistakes were found in
the scope of manufacture of APls Novo-Passit dry extract and
Novo-Passit liquid extract.

Date: 14.08.2019

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

Frantisek Chuchma
Director of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271732 377

Secondary Packaging (placing the sealed priman o
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