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PRO KONTROLU LECIV
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i 'tr\z CERTIFIKAT SVP PRO VYROBCE
M Cast1

PRI
nyd‘a'nf;‘po inspekci vsouladu s élankem 111(5) Smé&rnice

2001/83/ES a s §13, odst. 2, pism. a bod 3 zékona &. 378/2007
Sb., o léivech a o zméndch nékterych souvisejicich zakond
(zakon o létivech), ve zn&ni pozdéjsich piedpisi.

Piisludny orgdn Ceské republiky potvrzuje nasledujici:

Vyrobce:

Synthon, s.r.o.
Brnénska 32/¢p. 597
678 01 Blansko

Adresa mista vyroby:
Synthon, s.r.o.
Brnénska 32/¢p. 597
678 01 Blansko

Je vyrobcem lécivych latek, ktery byl inspektovan v souladu
s &ldnkem 111(1}) smérnice 2001/83/ES pievedenym do
ndrodnf legislativy jako: § 101, odst. 3 zdkona &. 378/2007 Sb.,
o lécivech a 0 zméndch nékterych souvisejicich zakont {zakon
o lé€ivech), ve znéni pozdéjiich piedpisq.

Na zékladé znalosti ziskanych béhem poslednf inspekce, ktera
byla provedena dne 03.06.2021, je tento vyrobce povaZovén za
subjekt spliujici principy spravné vyrobni praxe pro létivé
latky® odkazované ve clanku 47 smérnice 2001/83/ES.

1 Tyto poZadavky spliiuji doporuéeni SZO na SVP.

Tento certifikdt odrdZi stav vyrobniho mista vZase vyie
zminéné inspekce a nemélo by se spoléhat na to, e bude
odraZet stav shody po uplynuti vice neZ tff let od data inspekce.
Doba platnosti miZe byt nicméné na zadkiad& regulatornich
principl fizeni rizik prodlouiena nebo zkrécena zapisem
v oddile Omezeni vysvétieni.

Tento certifikdt je platny, pouze jsou-li predioZeny viechny
strany a éastil a 2.

Pravost tohoto certifikitu miOZe byt ovéfena v EudraGMDP.
Pokud se nezobrazi, kontaktujte prosim vydavajici autotitu.
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Srobarova 48
100 41 Praha 10

sukis132091/2021

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www,sukl.cz

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part1

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.

The competent authority of the Czech Republic confirms the
following:

The manufacturer:
Synthon, s.r.o.
Brnénska 32/¢p. 597
678 01 Blansko

Site address:
Synthon, s.r.o.
Brnénska 32/¢p. 597
678 01 Blansko

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 No 378/2007 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
0on 03.06.2021, 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 fulfif 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 alt pages and
both Parts 1 and 2.

GMP Certificate Ref.No.: sukis132091/2021

Date: 02.08.2021
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



Cast 2
3 VYROBNI OPERACE — LECIVE LATKY
Lécivé latky:

Abirateroni Acetas CAS 154229-18-2

3.5 Obecné dokontovaci kroky

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

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéj$iho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaleni materidlu, které mize byt pousito pro identifikaci nebo
sledovatelnost (¢islo Sarze) lécive ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikélni/chemické zkouseni

Acidum zoledronicum monohydricum CAS 165800-06-6

3.1 Vyroba lé&€ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukt lécivé Iatky

3.1.2 Vyraba surové 1é¢ivé Itky

3.1.3 Tvorba  soli/ kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdini  kroky  zpracovini: karbonfiltrace,
krystalizace, suseni

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

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjiho obalu nebo nddoby. Zahruje rovné? jakékoli
znaleni materidly, které mise byt poufito pro identifikaci nebo
sledovatelnost (Eislo $arZe) lécive IGtky)

3.6 Kontrola jakosti
3.6.1 FyzikdlIni/chemické zkouzeni

Anagrelidi hydrochloridum monchydricum CAS 823178-43-4
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd lécivé latky

312 Vyroba surové Ié¢ivé Igitky

3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.5 Obecné dokonéovaci kroky

351 Fyzikdini kroky zpracovdni: karbofiltrace, " suseni,
mikronizace ‘

Certifikdt SVP sp.zn.: suks132091/2021
Datum: 02.08.2021
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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):

Abiraterone Acetate CAS 154229-18-2

3.5 General Finishing Steps

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

Zoledronic acid monohydrate CAS 165800-06-6

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

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: carbonfiltration,
crystallisation

3.5 General Finishing Steps

351 Physical  processing  steps: carbonfiltration,
crystallization, 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

Anagrelide hydrochloride monohydrate CAS 823178-43-4

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

313 Salt formation / Purification steps: crystallisation

3.5 General Finishing Steps

351 Physical processing steps: filtration using charcoai,
drying, micronisation

GMP Certificate Ref.No.: sukls132091/2021

Date: 02.08.2021
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.5.2 Primérni baleni {zabaleni / uzavieni lécivé IGtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéfsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znadeni materidlu, které miZe byt pouiito pro identifikaci nebo
sledovatelnost (¢islo SarZe) €Civé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Anastrozotum CAS 120511-73-1

3.1 Vyroba 1é&ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti Ié¢ivé latky

3.1.2 Vyroba surové lécivé ldtky

3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.1.4 Ostatni - karbofiltrace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikaini kroky zpracovdni: centrifugace, suseni
mikronizace

3.52 Primdrni baleni (zabaleni / uzavieni lé¢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 rovnéz jakékoli
znadeni materidlu, které mazZe byt poufito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouSeni

Aripiprazolum CAS 129722-12-9

3.5 Obecné dokongovaci kroky

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 uzavieného primdrniho
baleni do vnéjsiho obalu nebo ndadoby. Zahrnuje rovnéz jakékoli
znaleni materidlu, které maZe byt poulito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé ldatky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Axitinibumum CAS 319460-85-0

3.1 Vyroba lé&ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé latky

3.1.2 Vyroba surové lécivé Idtky

3.13 Tvorba soli/ kroky purifikace: krystalizace, promyti
3.5 Obecné dokonéovaci kroky

351 FyzikdIni kroky zpracovani: suseni
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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)

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

Anastrozole CAS 120511-73-1

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: crystallisation
314 Other - carbonfiltration

3.5 General Finishing Steps

3.5.1 Physical processing steps: centrifugation, drying,
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

Aripirazole CAS 129722-12-9

3.5 General Finishing Steps

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

Axitinib CAS 319460-85-0

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: crystallisation,
washing

3.5 General Finishing Steps

3.5.1 Physical processing steps: drying

GMP Certificate Ref.No.: sukis132091/2021

Date: 02.08.2021
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352 Primdrni baleni (zabdleni / uzavieni lé¢ivé létky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou}

3.5.3 Sekundérni baleni (umisténi uzavieného primarniho
baleni do vnéjsiho obalu nebo nidoby. Zahrnuje rovnéZ jakékoli
znaceni materidlu, které miaZe byt poufito pro identifikaci nebo
sledovatelnost (Cislo SarZe) léCivé Idtky)

3.6 Kontrola jakosti
36.1 Fyzikdini/chemické zkouseni

Bendamustini hydrochloridum CAS 3543-75-7
3.1 Vyroba légivé latky chemickou syntézou

3.11 Vyroba meziproduktii lécivé Idtky

3.1.2 Vyroba surové IéCivé ldtky

313 Tvorba solif kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdlni  kroky  zpracovdni:  karbonfiltrace,

krystalizace, suseni
3.5.2 Primdrni baleni (zabaleni / uzavieni lé¢ivé lgtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3  Sekunddrnf baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéZ jakékoli
znadeni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Eislo SarZe) lécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Bicalutamidum CAS 90357-06-5
3.1 Vyroba Jé€ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lé€ivé Idtky

3.1.2 Vyrroba surové Ié¢ivé latky

3.1.3 Tvorba solif kroky purifikace: krystalizace
3.14 Ostatni - karbofiltrace

3.5 Obecné dokontovaci kroky

351 FyzikdIni kroky zpracovdni: centrifugace, suseni,
mikronizace
3.5.2 Primérni baleni (zabaleni / uzavi'eni lécivé Idtky do

obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjitho obalu nebo nédoby. Zahrnuje rovnéz jakékoli
znaleni materidlu, které maze byt poulZito pro identifikaci nebo
sledovatelnost (Cislo $arZe) 1é¢ivé Idtky)

3.6 Kontrola jakosti .
3.6.1 FyzikdIni/chemické zkousSeni

Certifikat SVP sp.zn.: suks132091/2021
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3.5.2 Primary Packaging {enclosing / sealing the atti
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
aiso 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

Bendamustine hydrochloride CAS 3543-75-7
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: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical ~ processing  steps:  carbonfiltration,

crystallization, 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

Bicalutamide CAS 90357-06-5
3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.12 Manufacture of crude active substance

313 Salt formation / Purification steps: crystallisation
3.1.4 Other - carbonfiltration

3.5 General Finishing Steps

3.5.1 Physical processing steps: centrifugation, drying,
micronisation
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

361 Physical / Chemical testing

GMP Certificate Ref.No.: sukls132091/2021
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Bisoprololi fumaras CAS 104344-23-2

3.5 Obecné dokonéovaci kroky

3.5.1 FyzikdlIni kroky zpracovéni - rozvazovini

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahmuje rovnés Jjakékoli
znaceni materidlu, které miiZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Bortezomibum anhydricum CAS 179324-69-7

3.1 Vyroba Iéivé tatky chemickou syntézou

3.1.1 Vyroba meziprodukti lé¢ivé Itky

312 Wiroba surové lécivé latky

3.1.3 Tvorba solif kroky purifikace: krystalizace

3.1.4 Ostatni - karbofiltrace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdlni kroky zpracovéni: krystalizace, filtrace,
suseni, sitovdni

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

3.5.3 Sekunddrni baleni (umisténi uzavfeného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés Jakékoli
znadeni materidlu, které mize byt pouito pro identifikaci nebo
sledovatelnost (Cislo 3arZe) I6¢ivé Iditky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Celecoxibum CAS 169590-42-5

3.5 Obecné dokonéovaci kroky

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsino obalu nebo nddoby. Zahrnuje rovnés Jjakékoli
znaceni materidlu, které mize byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 1é¢ivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkauseni

Cladribinum CAS 4291-63-8

3.1 Vyroba léCivé latky chemickou syntézou

3.11 Vyroba meziproduktd lécivé ldtky .
3.1.2 Wyroba surové 1é¢ivé ldtky

Bisoprolol fumarate CAS 104344-23-2

3.5 General Finishing Steps

3.5.1 Physical processing steps - weighing

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

3.6.1 Physical / Chemical testing

Bortezomib anhydrate CAS 179324-69-7

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
3.1.4 Other - carbonfiltration

3.5 General Finishing Steps

3.5.1 Physical processing steps: crystallization, filtration,
drying, sieving

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
Jor identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1  Physical / Chemical testing

Celecoxib CAS 169590-42-5

3.5 General Finishing Steps

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

Cladribine CAS 4291-63-8

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: karbonfiltrace,
krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1  Fyzikdlni  kroky  zpracovdni:  karbonfiltrace,

krystalizace, filtrace, suseni, mleti, mikronizace
3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé Iatky do
obalového materidlu, ktery je v pfimém kontaktu s Igtkou)

3.5.3 Sekunddrni baleni (umisténi uzavFeného primdrniho
baleni da vnéjsiho obalu nebo nadoby. Zahrauje rovnés Jakékoli
znaceni materidlu, které mitie byt pousito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 16&ivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikéalni/chemické zkouseni

Clofarabinum CAS 123318-82-1

3.5 Obecné dokoncovaci kroky

352 Primdrni baleni (zabaleni / uzavieni iécivé IGtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3 Sekunddrni baleni {umisténi uzavfeného primdrniho
baleni do vnéjSiho obalu nebo nédoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které mize byt pouzito pro identifikaci nebo
sledovatelnost (Eislo SarZe) Iécivé ldtky)

Dasatinibum CAS 302962-49-8
3.1 Vyroba léCivé latky chemickou syntézou

311 Vyroba meziprodukti lécivé latky
3.1.2 Wyroba surové Ié&ivé Idtky
3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokonéovaci kroky

351 Fyzikdini kroky zpracovani: suseni, mieti

352 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 nadoby. Zahrmuje rovnés jakékoli
znaceni matericlu, které maze byt poutito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 1é¢ivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Donepezili hydrochloridum monohydricum CAS 884740-09-4
3.1 Vyroba Iécivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii lé¢ivé latky
3.1.2 Vyroba surové Ié¢ivé latky
3.1.3 Tvorba soli/ kroky purifikace: pFevedeni na, acetdt,

karbofiltrace, neutralizace, krystalizace
3.5 Obecné dokongovaci kroky

.
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3.1.3 Sait formation / Purification steps: carbonfiltratio
crystallisation

3.5 General Finishing Steps

351 Physical ~ processing  steps: carbonfiltration,

crystallization, filtration, drying, milling, micronization
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
afso 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

Clofarabine CAS 123318-82-1

3.5 General Finishing Steps

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)

Dasatinib CAS 302962-49-8
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, milling

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

Donepezit hydrochloride monohydrate CAS 884740-09-4
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: transformation

into acetate, charcoal filtration, neutralization, crystallisation
3.5 General Finishing Steps
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.5.1 Fyzikélni kroky zpracovdni: suseni, mieti 351 Physical processing steps: drying, milling
3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé ldtky do 3.5.2 Primary Packaging (enclosing / sealing the active

obalového materidlu, ktery je v pfimém kontaktu s ldtkou) substance within a packaging material which is in direct cantact
with the substance)

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho 3.5.3 Secondary Packaging (placing the sealed primary

baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli package within an outer packaging material or container. This

znaceni materidlu, které miZe byt poufito pro identifikaci nebo also includes any labelling of the material which could be used

sledovatelinost (Eislo $arZe) lécivé latky) for identification or traceability {lot numbering) of the active
substance)

3.6 Kontrola jakosti 3.6 Quality Control Testing

3.6.1 Fyzikédlni/chemické zkouseni 3.6.1 Physical / Chemical testing

Enzalutamidum CAS 915087-33-1 Enzalutamide CAS 915087-33-1

3.1 Vyroba lé&ivé latky chemickou syntézou 3.1 Manufacture of Active Substance by Chemical Synthesis

3.1.1 Vyroba meziproduktii lécivé ldtky 3.1.1 Manufacture of active substance intermediates

3.1.2 Vyroba surové lé¢ivé latky 3.1.2 Manufacture of crude active substance

3.1.3 Tvorba soli/ kroky purifikace: krystalizace 3.1.3 Salt formation / Purification steps: crystallisation

3.5 Obecné dokoncovaci kroky 3.5 General Finishing Steps

3.5.1 Fyzikdlni kroky zpracovdni: suseni, mleti 3.5.1 Physical processing steps: drying, milling

3.5.2 Primdrni balenf (zabaleni / uzavieni 1é¢ivé ldtky do 3.52 Primary Packaging (enclosing /- sealing the active

obalového materidlu, ktery je v pfimém kontaktu s ldtkou}) substance within a packaging material which is in direct contact
with the substance)

3.5.3 Sekunddrni baleni (umisténi uzavieného primarniho 3.5.3 Secondary Packaging (placing the sealed primary

baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéZ jakékoli package within an outer packaging material or container, This

znaceni materidiu, které muZe byt poufito pro identifikaci nebo also includes any labelling of the material which could be used

sledovatelnost (Cislo $arZe) lécivé latky) for identification or traceability (lot numbering) of the active
substance)

3.6 Kontrola jakosti 3.6 Quality Control Testing

3.6.1 Fyzikdini/chemické zkouseni 3.6.1 Physical / Chemical testing

Eplerenonum CAS 107724-20-9 Eplerenone CAS 107724-20-9

3.5 Obecné dokon&ovaci kroky 3.5 General Finishing Steps

3.5.1 FyzikdIni kroky zpracovdni - rozvaZovéni 351 Physical processing steps - weighing

3.5.2 Primdrni baleni (zabaleni / uzavieni I6¢ivé Idtky do 352 Primary Packoging (enclosing / sealing the active

obalového materidlu, ktery je v pfimém kontaktu s ldtkou) substance within a packaging material which is in direct contact
with the substance)

353 Sekunddrni baleni (umisténi uzavieného primdrniho 3.5.3 Secondary Packaging (placing the sealed primary

baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéZ jakékoli package within an outer packaging material or container. This

znaéeni materidlu, které miZe byt pouZito pro identifikaci nebo also includes any labelling of the material which could be used

sledovatelnost (Eislo 3arZe) lécivé ldtky) “for identification or traceability (lot numbering) of the active
substance)

3.6 Kontrola jakosti 3.6 Quality Control Testing

3.6.1 FyzikdIni/chemické zkouseni 3.6.1 Physical / Chemical testing

Erlotinibi hydrochloridum CAS 183319-69-9 Erlotinib hydrochloride CAS 183319-69-9

3.1 Vyroba Ié€ivé litky chemickou syntézou 3.1 Manufacture of Active Substance by Chemical Synthesis

311 Vyroba meziprodukt( léCivé ldtky 3.1.1 Manufacture of active substance intermediates

3.1.2 Vyroba surové 16¢ivé Idtky 3.1.2 Manufacture of crude active substance

3.1.3 Tvorba soli/ kroky purifikace: sraZeni findini latky ve 3.1.3 Salt formation / Purification steps: precipitation of

formé hydrochloridu, krystalizace final compound in form of hydrochloride, crystallisation

3.5 Obecné dokonéovaci kroky 3.5 General Finishing Steps

3.5.1 Fyzikdini kroky zpracovdni: odstfedéni, suseni, mleti 3.5.1 Physical processing steps: centrifugation, drying,
milling
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3.5.2 Primdrni balenf (zabalen! / uzavieni 1écivé latky do
obalového materidluy, ktery je v pFimém kontaktu s latkou)

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjsiho obaly nebo nddoby. Zahrnuje rovnés Jjakékoli
2znaceni materiélu, které mise byt pouZito pro identifikaci nebo
sledovatelnost (&islo SarZe) lécivé latky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkougeni

Etoricoxibum CAS 202409-33-4

3.5 Obecné dokonéovaci kroky

3.52 Primérni 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 vnéjstho obalu nebo nddoby. Zahrnuje rovné; Jakékoli
znaceni materidlu, které mise byt poufito pro identifikaci nebo
sledovatelnost (¢islo $arze) Iéciveé latky)

3.6 Kontrola jakosti
3.6.1 FyzikéIni/chemické zkougeni

Everolimusum CAS 159351-69-6

3.1 Vyroba [é&ivé Iatky chemickou syntézou

3.1.1 Vyroba meziprodukti lé&ive Iatky

3.1.2 Wroba surové légive latky

3.1.3 Tvorba solif kroky purifikace: chromatografickd
purifikace, karbonfiltrace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdlni  kroky  zpracovini: chromatografickd
purifikace, karbonfiltrace, filtrace, suseni, mleti

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obaly nebo nddoby. Zahrnuje rovnés Jakékoli
znaceni materidlu, které miize byt pouzito pro iden tifikaci nebo
sledovatelnost (islo SarZe) lécivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Exemestanum CAS 107868-30-4

3.1 Vyroba 1é&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd lé&ivé ldtky

3.1.2 VWroba surové lécivé Idtky

3.1.3 Tvorba solif kroky purifikace: krystalizace
3.14 Ostatni: karbonfiltrace

3.5 Obecné dokonéovaci kroky

3.52 Primary Packaging {enclosing / sealing the acti.
substance within g packaging material which is in direct contac
with the substance)

3.53 Secondary Packaging (placing - the sealed primary
package within an outer packaging material or contuiner. 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

Etoricoxib CAS 202409-33-4

3.5 General Finishing Steps

3.52 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 segled 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

Everolimus CAS 159351-69-6

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

3.1.3 Salt formation / Purification steps: chromatographic
purification, carbonfiltration

3.5 General Finishing Steps

3.5.1 Physical processing  steps: chromatographic
purification, carbonfiltration, fittration, drying, milling

35.2 Primary Packaging (enclosing / sealing the active
substance within g 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

Exemestane CAS 107868-30-4

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

313 Salt formation / Purification steps: crystallisation
3.1.4 Other: carbonfiltration

3.5 General Finishing Steps
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5.1 Fyzikdini kroky zpracovéni: suseni, mleti, mikronizace
3.5.2 Primdrni baleni (zabaleni / uzavieni lé&ivé Idtky 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 rovnés jakékoli
znaceni materidly, které miZe byt pouito pro identifikaci nebo
sledovatelnost (&islo SarZe) 16¢ivé Iatky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Fingolimodi hydrochloridum CAS 162359-56-0
3.1 Vyroba 1é&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd Iécivé Idtky

3.1.2 Vyroba surové lécivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokongovaci kroky

3.5.1 Fyzikdlni  kroky  zpracovéni: karbonfiltrace,

krystalizace, suseni, mleti
3.52 Primdrni baleni (zabaleni / uzavieni lécivé latky do
obalového materidlu, ktery je v pfimém kontaktu s létkou)

353 Sekunddrni balenf (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znadeni materidlu, které made byt pousito pro identifikaci nebo
sledovatelnost (&fslo Sare) lé¢ivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Flumazenilum CAS 78755-81-4
3.1 Vyroba lé&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd lécivé ldtky
3.1.2 Vyroba surové 16¢ivé ldtky
3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.5 Obecné dokonZovaci kroky

3.5.1 FyzikdIni kroky zpracovdni: suseni, mieti, mikronizace,
sitovéni
3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé latky do

obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni baleni (umisténi uzavieného primarniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné; jakékoli
znacenf materidlu, které maze byt pousito pro identifikaci nebo
sledovatelnost (Cislo sarze) lécive latky) .
3.6 Kontrola jakosti

3.6.1 Fyzikdini/chemické zkouseni
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351 Physical  processing = steps: drying,  milling,
micronization
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 (ot numbering) of the active
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: carbonfiltration,
crystallisation

3.5 General Finishing Steps

351 Physical  processing steps:  carbonfiltration,

crystallization, drying, 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 Secondory 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

Flumazenil CAS 78755-81-4
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
351 Physical  processing
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
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

361 Physical / Chemical testing

steps:  drying,  milling,
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Fluvoxamini maleas CAS 61718-82-9
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Wroba meziprodukt( 1é¢iveé ldtky
3.1.2 Vyroba surové Iécivé Idtky
3.1.3 Tvorba soli/ kroky purifikace: pfevedeni na acetdt,

neutralizace, karbofiltrace, krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdlini kroky zpracovdni: suseni, mleti

352 Primdrni baleni (zabaleni / uzavieni 1é¢ivé Idtky 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 miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) IéCivé latky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Gefitinibum CAS 184475-35-2
3.1 Vyroba létivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti 16Civé latky
3.1.2 Vyroba surové I€Civé ldtky
3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 FyzikdlIni kroky zpracovéni: suseni, mieti, mikronizace,
sitovani
3.5.2  Primdrni baleni (zabaleni / uzavieni IéCivé Idtky do

obalového materidlu, ktery je v piimém kontaktu s Idtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nédoby. Zahrnuje rovné? jakékoli
znadeni materidlu, které miZe byt poufZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdlIni/chemické zkouseni

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

3.1.1 Vyroba meziprodukt( lé¢ivé ldtky

3.1.2 Vyroba surové IéCivé ldtky

3.13 Tvorba soli/ kroky purifikace: karbofiltrace, tvorba
acetdtu

3.5 Obecné dokoncovaci kroky

3.5.1 fyzikdlni kroky zpracovdni: lyofilizace, sitovdni

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

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 Idtky)
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Fluvoxamine maleate CAS 61718-82-9
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
313 Salt formation / Purification steps: transformation

into acetate, neutralization, charcoual filtration, crystallisation
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)

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

36.1 Physical / Chemical testing

Gefitinib CAS 184475-35-2
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: crystallisation

3.5 General Finishing Steps
3.5.1 Physical  processing
micronisation, sieving

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
Jor identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

steps:  drying,  milling,

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

3.1.1 Manufacture of active substance intermediates
312 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: filtration using

charcoal, acetate formation

3.5 General Finishing Steps

3.5.1 Physical processing steps: lyophilisation, 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
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3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Glatirameri acetas (smés s manitolem v poméru 1:2)
3.1 Vyroba lé¢ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti Ié¢ivé Itky

3.1.2 Vyroba surové Iécivé Igtky

3.13 Tvorba solif kroky purifikace: karbofiltrace
3.1.4  Ostatni: ultrafiltrace

3.5 Obecné dokoncovaci kroky

3.5.1 FyzikdiIni kroky zpracovdni: lyofilizace, sitovdni

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéZ jakékoli
znaceni materidlu, které miiZe byt poufito pro identifikaci nebo
sltedovatelnost (Cislo SarZe) 1é¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdlIni/chemické zkouseni

Imatinibi mesilas CAS 220127-57-1
3.1 Vyroba Iécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé latky

3.1.2 Vyroba surové lé¢ivé latky

3.1.3 Tvorba soli/f kroky purifikace:  karbofiltrace,
krystalizace

3.5 Obecné dokon&ovaci kroky

351 Fyzikdini kroky zpracovdni: suseni, mleti

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

3.5.3 Sekunddrni balen! {umisténi uzavieného primdrniho
baleni do vnéjiiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které miiZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo Sarze) lécivé latky)

3.6 Kontrola jakosti
3.6.1 FyzikdInif/chemické zkouseni

Ivabradini hydrochloridum CAS 148849-67-6
3.1 Vyroba létivé latky chemickou syntézou

3.1.1 Vyroba meziproduktii lé&ivé latky

3.1.2 Vyroba surové IéCivé Igtky ,

3.1.3 Tvorba soli/ kroky purifikace: karbonfi/.trace,
krystalizace

3.5 Obecné dokoncovaci kroky
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for identification or traceability (lot numbering) of the acti
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

Glatiramer acetate (mixture with mannitol in proportion 1:2)
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: charcoal filtration
3.14 Other: ultrafiltration

3.5 General Finishing Steps

3.5.1 Physical processing steps: lyophilisation, 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

Imatinib mesilate CAS 220127-57-1
3.1 Manufacture of Active Substance by Chemical Synthesis

311 Manufacture of active substance intermediates

312 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps: charcoal filtration,
crystallisation

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)

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

Ivabradine hydrochloride CAS 148849-67-6
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

3.1.3 Salt formation / Purification steps: carbonfiltration,
crystallisation

3.5 General Finishing Steps
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5.1 Fyzikdlni  kroky  zpracovdni: karbonfiltrace,
krystalizace, suseni, mleti

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

3.5.3 Sekunddrni baleni (umisténi uzavfeného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materiélu, které miZe byt poufito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouSeni

Lenalidomidum racemicum CAS 191732-72-6

3.1 Vyroba léCivé 1atky chemickou syntézou

3.1.1 Vyroba meziprodukti Ié¢ivé latky

3.1.2 Vyroba surové Iécivé ldatky

313 Tvorba soll/ kroky purifikace: krystalizace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdini kroky zpracovdni: odstfedéni, suseni, mleti

352 Primdrni baleni (zabaleni / uzavien! Iécivé Idtky do
obalového materidlu, ktery je v pfimém kontaktu s latkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nédoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které miiZe byt pouzito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié&ivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Letrozolum CAS 112809-51-5

3.1 Vyroba léCivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé Idtky

3.1.2 Vyroba surové Ié¢ivé ldtky

313 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokoncovaci kroky

351 Fyzikdlini kroky zpracovdni: suseni, mieti, mikronizace

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

353 Sekunddrni baleni (umisténi uzavfeného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (¢islo SarZe) Ié¢ivé Igtky)

3.6 Kontrola jakosti
3.6.1 FyzikdlIni/chemické zkouseni
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3.5.1 Physical  processing  steps: carbonfiltration,
crystallization, drying, milling

3.5.2 Primary Packaging (enclosing / sealing the active
substance within o 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

Racemic Lenalidomide CAS 191732-72-6

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

3.1.3 Salt formation / Purification steps: crystallisation

3.5 General Finishing Steps

351 Physical processing steps: centrifugation, drying,
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

Letrozole CAS 112809-51-5

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

3.5 General Finishing Steps

3.5.1 Physical  processing  steps:  drying,  milling,
micronization

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 (fot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing
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vocetirizini dihydrochloridum CAS 130018-87-0

.1 Vyroba lécivé latky chemickou syntézou

31.1 Vyroba meziprodukt( lécivé Idtky

3.1.2 Vyroba surové Iécivé latky

3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky zpracovdni: karbonfiltrace, filtrace,
suseni, mleti

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primarniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakékoli
znadeni materidlu, které miZe byt poufito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lélivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Linezolidum CAS 165800-03-3

3.1 Vyroba lécivé ltky chemickou syntézou

3.1.1 Vyroba meziproduktil IéCivé ldtky

3.1.2 Vyroba surové léCivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: krystalizace

3.14 Ostatni - karbonfiltrace

3.5 Obecné dokondovaci kroky

351 FyzikdIni kroky zpracovani: suseni, mleti.

3.5.2 Primdrni baleni (zabaleni / uzavieni Iécivé 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 rovnéZ jakékoli
znafeni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo Sare) I€¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Mirabergon CAS 223673-61-8

3.1 Vyroba lé&ivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lécivé Iatky

3.1.2 Wroba surové lécivé ldtky

3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky zpracovdni: suseni, mleti

3.5.2 Primdrni baleni (zabaleni / uzavieni lécCivé 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 rovnéz jakékoli
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Levocetirizine dihydrochloride CAS 130018-87-0

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: crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps: carbonfiltration, filtration,
drying, milling

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 materiol 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

Linezolid CAS 165800-03-3

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
3.1.4 Other - carbonfiltration

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)

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

Mirabergon CAS 223673-61-8

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, milling

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
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znaleni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo Sarie) lééivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Montelukastum natricum CAS 151767-02-1

3.1 Vyroba léivé latky chemickou syntézou

311 Vyroba meziproduktii lé¢ivé Idtky

312 Vyroba surové Iécivé Ildtky

3.1.3 Tvorba soli/ kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdlni  kroky  zpracovdni:  karbonfiltrace,
krystalizace, suseni, mleti

3.5.2 Primdrni baleni (zabaleni / uzavieni Ié¢ivé latky do
obalového materidly, ktery je v pfimém kontaktu s I6tkou)

3.53 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nédoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které maZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Natrii ibandronas monohydricus CAS 138926-19-9

3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Viyroba meziprodukt( lé¢ivé Idtky

3.1.2 Viyroba surové IéCivé ldtky

3.1.3 Tvorba solif kroky purifikace: hydrolyza, krystalizace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdlini kroky zpracovdni: filtrace, sugeni, mleti
3.5.2 Primdrni baleni (zabaleni / uzavfeni Iécivé ldtky do
obalového materidlu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni baleni {umisténi uzavieného primérniho
baleni do vnéjstho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které muZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) 1é¢ivé Idtky)

3.6 Kontrola jakosti
36.1 Fyzikdlni/chemické zkouseni

Paliperidonum CAS 144598-75-4

3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lééivé Igtky '
3.1.2 Vyroba surové lécivé latky g
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also includes any labelling of the material which could be us
for identification or traceability (fot numbering) of the activ
substance)

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing

Montelukast sodium CAS 151767-02-1

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: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical  processing  steps:  carbonfiltration,
crystallization, drying, milling

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

Ibandronate sodium {monohydrate) CAS 138926-19-9

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: hydrolysis,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps: filtration, 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

Paliperidone CAS 144598-75-4

3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Monufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
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1.3 Tvorba solif kroky purifikace:  karbonfiltrace,
krystalizace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini  kroky  zpracovéni:  karbonfiltrace,

krystalizace, suSeni, mileti
3.52 Primdrni baleni (zabaleni / uzavieni Ié¢ivé latky do
obalového matericlu, ktery je v piimém kontaktu s Idtkou)

353 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nidoby. Zahrnuje rovné? jakékoli
znaleni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (&islo SarZe) Ig¢ivé Idtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouSeni

Pemetrexed CAS 137281-23-3
3.1 Vyroba léivé latky chemickou syntézou

311 Vyroba meziproduktii Ié¢iveé ldtky
3.1.2 Vyroba surové lééivé latky
3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokonéovaci kroky

3.5.1 Fyzikdinf kroky zpracovéni: suseni

3.5.2 Primdrni baleni (zabaleni / uzavieni 1écivé Iitky do
obalového materidlu, ktery je v pfimém kontaktu s Igtkou)

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjSiho obalu nebo nddoby. Zahrnuje rovnés jakékoli
znaceni materidlu, které mdZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo 3arze) Ié&ivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Pemetrexedum dinatricum CAS 357166-30-4
3.1 Vyroba lécivé latky chemickou syntézou

3.1.1 Vyroba meziprodukti lé¢ivé ltky

3.1.2 Vyroba surové lécivé ldtky

3.13 Tvorba solif kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokontovaci kroky

3.5.1 Fyzikdini kroky zpracovdni: filtrace, karbonfiltrace,
krystalizace, susenf

3.5.2 Primdrni baleni (zabaleni / uzavieni lécivé Idtky do
obalového materiélu, ktery je v piimém kontaktu s ldtkou)
3.5.3 Sekunddrnf baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které mitie byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lécivé ldtky) '
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3.1.3 Salt formation / Purification steps: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical ~ processing  steps:  carbonfiltration,

crystallization, drying, milling

352 Primary Packaging (enclosing / seoling 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 labeliing 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

Pemetrexed CAS 137281-23-3
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

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

36.1 Physical / Chemical testing

Pemetrexed disodium CAS 357166-30-4
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: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps: filtration, carbonfiltration,
crystallization, 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)
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3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkougeni

Pomalidomidum CAS 19171-19-8

3.1 Vyroba lé&ivé tatky chemickou syntézou

3.1.1 Vyroba meziprodukt( lé¢iveé latky

312 Viyjroba surové 1é¢ivé Idtky

3.1.3 Tvorba soli/ kroky purifikace: digerace

3.5 Obecné dokon&ovaci kroky

3.5.1 Fyzikdlni  kroky  zpracovidni: izolace,  sugeni
mikronizace

3.5.2 Primérnf balenf (zabaleni / uzavieni lécivé Iatky do
obalového materidlu, ktery je v primém kontaktu s Idtkou)

353 Sekunddrni baleni (umisténi uzavfeného primdrniho
baleni do vnéjsino obalu nebo nddoby. Zahrnuje rovnés Jakékoli
znaceni materidlu, které muze byt poufito pro identifikaci nebo
sledovatelnost (¢islo sarze) lécive létky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Pramipexoli dihydrochloridum monohydricum

CAS 191217-81-9

3.1 Vyroba lé&ivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd lé¢ive latky

3.1.2 Vyroba surové lécivé ldtky

3.1.3 Tvorba  soli/  kroky purifikace: karbonfiltrace,
krystalizace

3.5 Obecné dokon&ovaci kroky
3.5.1 FyzikdIni  kroky
krystalizace, suseni, mleti

3.52 Primdrni baleni (zabaleni / uzavieni lécive ldtky do
obalového materidiu, ktery je v pfimém kontaktu s latkou)

2pracovdni:  karbonfiltrace,

3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjiho obalu nebo nddoby. Zahrnuje rovnés Jakékoli
znaceni materidlu, které mase byt poutito pro identifikaci nebo
sledovatelnost (¢islo sarZe) lécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni

Rivastigmini tartras CAS 129101-54-8

3.1 Vyroba létivé latky chemickou syntézou

3.1.1 Vyroba meziproduktd lécivé latky

3.1.2 Wroba surové é¢givé latky

3.1.3 Tvorba  soli/  kroky purifikace:  karbofiltrace,
krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 FyzikdlIni kroky zpracovdni: suseni, mleti

¢
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3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

Pomalidomide CAS 19171-19:8 .

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: digestion

3.5 General Finishing Steps

3.5.1 Physical  processing steps:  isolation,  drying,
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
backage 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

Pramipexole dihydrochloride monohydrate CAS 191217-81-9

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: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical  processing steps:
crystallization, drying, milling

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

carbonfiltration,

Rivastigmine tartrate CAS 129101-54-8

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 Sait formation / Purification steps: charcoal filtration, }
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps: drying, milling
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=2 Primdrni baleni (zabaleni / uzavieni 1é¢ivé ldtky do
lového materidlu, ktery je v pifimém kontaktu s ldtkou)

53"'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) 1éCivé ldatky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkougeni

Sevelamerum CAS 52757-95-6

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikdini kroky zpracovani - rozvazovéni

3.5.2  Primdrni baleni (zabaleni / uzavieni IéCivé 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 rovnés jakékoli
znaceni materidlu, které miiZe byt pouzito pro identifikaci nebo
sledovatelnost (&islo SarZe) lécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdlInif/chemické zkouseni

Sugammadexum CAS 343306-79-6
3.1 Vyroba légivé latky chemickou syntézou

3.1.1 Wroba meziprodukti: 1é¢ivé Igtky
3.1.2 Vyroba surové Ié¢ivé Idtky
3.1.3 Tvorba solif kroky purifikace: krystalizace

3.5 Obecné dokontovaci kroky

3.5.1 FyzikdlIni kroky zpracovdni: suseni, mleti

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

3.5.3 Sekunddrni baleni {umisténi uzaviendho primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které miize byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) lé&ivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Sunitinibum CAS 557795-19-4

3.5 Obecné dokonZovaci kroky

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

3.53 Sekunddrni baleni (umisténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné# jakékoli
znaleni materidlu, které miife byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé ldtky) .

3.6 Kontrola jakosti
3.6.1 FyzikéGlni/chemické zkouseni
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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

Sevelamer CAS 52757-95-6

3.5 General Finishing Steps

351 Physical processing steps - weighing

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

Sugammadex CAS 343306-79-6
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
3.1.3 Salt formation / Purification steps: crystallisation

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)

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

Sunitinib CAS 557795-19-4

3.5 General Finishing Steps

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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Intermedidt LL SYD980 CAS 1345681-58-4
3.1 Vyroba |égivé latky chemickou syntézou

3.1.1 Wroba meziprodukta Iécivé latky
3.1.3 Tvorba  solif  kroky purifikace:  krystalizace,
chromatografie

3.5 Obecné dokoncovaci kroky

3.5.1 FyzikdlIni kroky zpracovani: suseni

3.5.2 Primdrni baleni (zabaleni / uzavieni I6¢ivé Idtky 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
znaleni materidlu, které miiZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié&ivé ldtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Tamsulosini hydrochloridum CAS 106463-17-6
3.1 Vyroba Ié€ivé latky chemickou syntézou

3.1.1 Viyroba meziprodukti 1écivé ldtky

3.1.2 Vyroba surové Ié¢ivé latky

3.1.3 Tvorba  soli/ kroky purifikace:  karbofiltrace,
krystalizace

3.5 Obecné dokoncovaci kroky

3.5.1 FyzikdlIni kroky zpracovani: suseni, mietf

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

3.5.3 Sekunddrni baleni (umisténi uzavieného primérniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaeni materidlu, které miiZe byt pouZito pro identifikaci nebo
sledovatelnost (Cisio Sarze) lécivé Idtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdini/chemické zkouseni

Valsartan dinitricum CAS 137862-53-4

3.1 Vyroba lécivé 1atky chemickou syntézou

3.1.3 Tvorba solif kroky purifikace: neutralizace

3.5 Obecné dokonéovaci kroky

3.5.1 FyzikdIni kroky zpracovdni: suseni, mleti

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

3.5.3 Sekunddrni baleni {umisténi uzavieného primdrniho
baleni do vnéjiiho obalu nebo nddoby. Zahruje rovnés jakékoli
znaceni materidlu, které mize byt pouzito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé ldtky)

3.6 Kontrola jakosti
3.6.1 FyzikdIni/chemické zkouseni .
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APl intermediate SYD980 CAS 1345681-58-4

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

3.1.3 Salt formation / Purification steps: crystallisation]
chromatography

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

Tamsulosin hydrochloride CAS 106463-17-6
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

3.1.3 Salt formation / Purification steps: charcoal filtration,
crystallisation

3.5 General Finishing Steps

3.5.1 Physical processing steps: drying, 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

Valsartan disodium CAS 137862-53-4

3.1 Manufacture of Active Substance by Chemical Synthesis
3.13 Salt formation / Purification steps: neutralisation

3.5 General Finishing Steps

3.51  Physical processing steps: drying, 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
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nazolum CAS 137234-62-9

obecné dokontovaci kroky

5.2 Primdrni baleni (zabaleni / uzavienf lé¢ivé Ildtky do
walového materidlu, ktery je v pfimém kontaktu s Igtkou)

1 '3.5.3 Sekunddrni baleni (umisténi uzavieného primdrniho
* baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovné? jakékoli
znaceni materidlu, které miie byt pousito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Ié¢ivé latky)

3.6 Kontrola jakosti
36.1 Fyzikdlni/chemické zkouseni

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu: ---

Datum; 02.08.2021

iméno a podpis oprévn&né osoby piistuiného organu Ceské
republiky

FrantiSek Chuchma &Qﬁ@,

feditel inspek&niho odboru

e

Statni ustav pro kontrolu légiv
Srobérova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377
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Voriconazole CAS 137234-62-9

3.5 General Finishing Steps

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 Secandary 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

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

Date: 02.08.2021

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 Controt
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271732377
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