
CERTIFIKAT SVP PRO V’ROBCE
ást 1

inspekci v souladu s lánkem 111(5) Smérnice

a s §13, oUst. 2, pIsm. a bad 3 zákona . 378/2007

Sb., a léivech a o zmènách nëkterch souvisejIcIch zákont

(zákon o léivech), ye znénI pozdëjIch predpisi.

PIsIun organ eské republiky potvrzuje následujIcI:

V’robce:
Synthon, s.r.o.
Brnënská 32/p. 597, 678 01 Blansko

Adresa mIsta vroby:
r Brnënská 32/p. 597, 678 01 Blansko

Je vrobcem léiv’ch látek, kter byl inspektován v souladu

s lánkem 111(1) smërnice 2001/83/ES pevedenm do
národnI legislativy jako: § 101, odst. 3 zákona . 378/2007 Sb.,
o Iëivech a a zmënách nékterch souvisejicich zákon tzákon
o Iéivech), ye zneni pozdë$ich predpist.

Na základë znalostI zIskanch béhem poslednI inspekce, která

byla provedena dne 16.05.2019, je tento vrobce povaován za
subjekt splñujIci principy správne vrobnI praxe pro léivé
látky1 odkazované ye lãnku 47 smérnice 2001/83/ES.

1 Tyto poadavky splñujI doporuenI SZO na SVP.

Tento certifikát odráI stay vrobnIho mIsta v ease v’e
zmInéné inspekce a nemëlo by se spoléhat na to, e bude
odráet stay shady pa uplynutI vice ne ti let od data inspekce.
Doba platnosti mCie b’t nicméné na základè regulatornIch
principi fizenI rizik prodlouena nebo zkrácena zápisem
v oddIle OmezenI vysvêtlenI.
Tento certifikãt je platn, pouze jsou-Ii predloeny vechny
strany a ásti 1 a 2.
Pravost tohoto certifikãtu mOe bt ovéena v EuUraGMDP.
Pokud se nezobrazi, kontaktujte prosIm vydávajIci autoritu.
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CERTIFICATE OF GMP COMPliANCE OF A MANUFACTURER
Part 1

Issued following an inspection in accordance with Art. 111(5)

of Directive 2001/83/EC and Section 13, paragraph 2, letter a,

point 3 of the Act No 378/2007 CoIl., 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.
Brnénskã 32/p. 597, 678 01 Blansko

Site address:
Brnënskã 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 CoIl., 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 16.05.2019, it is considered that it complies with The
principles of GMP for active substances1 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.
The authenticity of this certificate may be verified in
EudraGMDP. If it does not appear, please contact the issuing
authority.
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Anagrelidi hydrochioridum monohydricum CAS 823178-43-4
3.1 Vroba Iéivé Iãtky chemickou syntézou
3.1.1 Vroba meziprodukt léivé Iátky
3.1.2 V9roba surove léävé látky
3.1.3 Tvorba sohYkroky purifikace: krystalizace
3.5 Obecné dokonEovacI kroky
3.5.1 FyzikOlnI kroky zpracovëni: karbofiltrace, su1en
mikronizace
3.5.2 Primãrnl balenl (zabalenI / uzavienI lé&vé Iátky do
obalového materiálu, kterje v pflmém kontaktu s lãtkou)

3.5.3 Sekundárni balenI (umIstënl uzavfeného primárnlho
balen! do vnéjlIho obalu nebo nãdoby. Zahrnuje rovnêljakékoli
znaienI materiOlu, které mlde b’t poulito pro identifikaci nebo
sledovateinost (Isio arie) Iéávé Iátky)

3.6 Kontrola jakosti
3.6.1 FyzikálnI/chemické zkoulenI

Anastrozolum CAS 120511-73-1

3.1 Vroba léivé lãtky chemickou syntézou

3.1.1 Vroba meziproduktü iéávé Idtky

3.1.2 V9roba surové IéEivé lãtky

3.1.3 Tvorba soli/ kroky purifikace: krystalizoce

3.1.4 OstotnI- karbofiltrace

3.5 Obecné dokonovacI kroky
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Anagrelide hydrochloride monohydrate CM 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
3.1.3 Salt formation / Purification steps: crystallisation
3.5 General Finishing Steps
3.5.1 Physical processing steps: filtration using charcoal,
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

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

3.1.4 Other - carbonfiltration

3.5 General Finishing Steps

GMP Certificate Ref.No.: sukls72906/2019
Date: 24.07.2019
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ást 2
3 VROBNi OPERACE — LEIVE LATKY
Léivé látky:

Acidum zoledronicum monohydricum CAS 165800-06-6

3.1 Vroba Iéivé látky chemickou syntézou

3.1.1 V)?roba meziproduktO léiivé látky

3.1.2 Vroba surové léiivé látky

3.1.3 Tvorba soil! kroky purifikace: karbonfiltrace,

krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 Fyzikalnl kroky zpracovónl: karbonfiltrace,

krystalizace, sulenl

3.5.2 Primárnl balen! (zabaleni! uzavienl léàvé lãtky do

obalového materiOlu, kter9 je v pflmém kontaktu s iótkou)

3.5.3 Sekundárnl balenl (umlstenI uzavi’eného primárnlho

balenldo vnéjlho obalu nebo nãdoby. Zahrnuje rovnéljakékoli

znaenI materiálu, které mCde b9t poulito pro identifikaci nebo

sledovateinost (lsio fade) iéávé iótky)

3.6 Kontrola jakosti

3.6.1 FyzikâlnI,/chemicke zkouenl

Part 2

3 MANUFACTURING OPERATIONS — ACTIVE SUBSTANCES

Active substance(s):

Zoledronic acid mon ohydrate CM 165800-06-6

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

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)

it

4

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

F-INS-002-35/07.12.2016



3.5.1

micronisation

Aitinibumum CAS 319460-85-0
3.1 Vroba léivé Iátky chemickou syntézou
3.1.1 V9roba meziproduktU iéávé iátky
3.1.2 Vroba surové ié&vé látky
3.1.3 Tvorba soil! kroky purifikace: krystalizace, promyti

3.5 Obecné dokonovacI kroky
3.5.1 Fyzikálnl kroky zpracovãnl - suleni
3.5.2 PrimérnI baleni (zabaleni / uzavienI léivé IOtky do
obalového materiá(u, kten,je v pflmém kontaktu s iatkou)

3.5.3 Sekundárni baienl (umlstenl uzavieného primorntho
balenIdo vnèjliho obalu nebo nOdoby. Zahrnuje rovnêljakékoli
rnaieni materiálu, které mule bt poulito pro identifikaci nebo
siedovateinost (lsio ar1e) léivé iátky)

3.6 Kontrola jakosti
3.6.1 FyzikáIn,Ychemické zkoulenl

Bendamustini hydrochloridum CAS 3543-75-7

3.1 V’roba léivé látky chemickou syntézou

3.1.1 V)roba meziproduktU ié&vé látky
3.1.2 Wroba surové iéivé Iátky
3.1.3 Tvorba soil! kroky purifikace:
krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 Fyzikálnl kroky zpracováni:
krystallzace, suleni

3.5.2 PrimOrni baleni (zabalen! / uzavienI ié&vé Iãtky do
obalového materiOlu, kterje vpflmém kontaktu s iátkou)

3.5.3 Sekundérn! baleni (umistënl uzavieného primárniho
balenido vnêjiho obalu nebo nádoby. Zahrnuje rovnEljakékoli
znaenl materiáiu, které mOle bt poulito pro identifikaci nebo
sledovateinost (lslo brIe) iéivé lOtky)

3.6 Kontrola jakosti

3.6.1 Fyzikeinl/chemické zkoubeni
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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 / Purfication steps: crystallisation,
washing
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

Bendamustine hydrochloride CAS 3543-75-7

3.1 Manufacture of Active Substance by Chemical Synthesis

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

GMP Certificate Ref.No.: suk1s72906/2019
Date: 24.07.2019
Page 3/17
Name
Phone number: +420 272 185 832
Signature of the authorised person of the competent authority

5 1 Fyzikalnl kroky zpracavani centnfugace suseni

ikro°
3.5.2 PrimOrni baleni (zabalenI / uzavren’ léivé lOtky do

abalového materialu, kten)Je v pflmém kontaktu s látkou)

3.5.3 Sekundátni balenI (umisténi uzavieného primOrnIha

balenldO vnOjbiho obalu nebo nãdoby. Zahrnuje rovnOijakëkoli

znaenl materiOlu, které mOle bt poulito pro identifikaci neba

sledovatelnost (isla bade) léivé lótky.)

3.6 Kontrola jakosti

3.6.1 FyzikOlnl/chemické zkaubenl

Physical processing steps: centrifugation, 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

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance

karbonfiltrace, 3.1.3 Salt formation / Punfication steps: carbonfiltration,

karbonfiltrace,

F-INS-002-35/07.12.2016



Bicalutamidum CAS 90357-06-5

3.1 V’roba léivé látky chemickou syntézou

3.1.1 Vroba meziproduktü Iécivé lOtky

3.1.2 V9roba surove lécivë Iátky

3.1.3 Tvorba soliYkroky purifikace: krystalizace

3.1.4 OstotnI - karbofiltrace

3.5 Obecné dokonovacI kroky

3.5.1 FyzikãInI kroky zpracovOn!: centrifugace, sulen

mikronizace

3.5.2 PrimárnI baleni (zabaleni / uzovien! lëcivé lãtky do

obalového materiólu, kterje vpiImém kontaktu s lOtkou)

3.5.3 SekunddrnI balenI (umIstenI uzavieného primárnIho

ba/en! do vnjlIho obalu nebo nádoby. Zahrnuje rovnéljakékoli

znaenI materiãlu, kterë mi2e bt poulito pro identifikaci nebo

sledovatelnost (c.%slo lark) léávé IatkW

3.6 Kontrola jakosti

3.6.1 FyzikálnI/chemické zkoulenI

Bisoprololi fumaras CAS 104344-23-2

3.5 Obecné dokonovacI kroky

3.5.1 Fyzikáln!kroky zpracovánI- rozvalovónI

3.5.2 PrimárnI baleni (zobalenI / uzavien! léivé IOtky do

obalového materiálu, kter? je v pflmëm kontaktu $ látkou)

3.5.3 SekundOrnI balenI (umIstènl uzavieného primárn!ho

balen!do vnéjliho obalu nebo nddoby. Zahrnuje rovnéljakékoli

znaenimateriálu, které mUle bjt poulito pro identifikaci nebo

sledovatelnost (Islo lark) léivé látky.)

3.6 Kontrola jakosti

3.6.1 Fyzikölm’/chemické zkoulen!

Bortezomibum anhydricum CAS 179324-69-7

3.1 Vroba léivé Iátky chemickou syntézou

3.1.1 V9roba meziproduktU léivé lOtky

3.1.2 V9roba surové léivé Iátky

3.1.3 Tvorba solI/kroky purifikace: krystalizace

3.1.4 Qstatn!- karbofiltrace

3.5 Obecné dokonovacI kroky

3.5.1 Fyzikáln! kroky zpracovOnI: krystalizace, fl/trace.

suleni sItovãnI

3.5.2 PrimOrnI balenI (zabalenI / uzavi’enI Iéivé látky do

obalového materiálu, kter’je v pflmém kontaktu s lótkou)

3.5.3 Sekundárni balenI (umIsténI uzavfendho primãrnIho

balenido vnëjliho obalu nebo nOdoby. Zahcnuje rovnéljakEkoli

znaenI materiálu, které mUle bt poulito pro identifikaci nebo

sledovatelnost (Islo lark) léivé Iãtky)

Certifikát SVP sp.zn.: suk1s72906/2019
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Bicalutamide CAS 90357-06-5

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 Saltformation / 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)

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

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

for 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

3.5.2 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

GMP Certificate Ref.No.: suk1s72906/2019

Date: 24.07.2019
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Name
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krystalizace

3.5 Obecné dokonovaci kroky
3.5.1 FyzikOlnI kroky zpracovdnl: karbonfiltrace,
krystalizace, filtrace, sueni, mieti, mikronizace
3.5.2 Primárnl baleni (zabalenI / uzavfenI Iéivé látky do
obalového materiálu, kter? je v pi7mém kontaktu 5 látkou)

3.5.3 SekundárnI balenI (umIstêni uzavieného primãrnlho
balenIdo vnë$Iho obalu nebo nádoby. Zahrnuje rovnéljakékoli
znoenI materiólu, které male b9t poulito pro identifikaci nebo
sledovatelnost (Islo lane) léivd IOtky)

3.6 Kontrola jakosti

3.6.1 Fyzikálnl/chemickd zkoulenl

Dasatinibum CAS 302962-49-8
3.1 Vroba léivé lâtky chemickou syntézou
3.1.1 Vroba meziproduktü léivé látky
3.1.2 Vroba surove Iéivé lOtky
3.1.3 Tvorba soli/kroky purifikace: krystalizace

3.5 Obecné dokonovacI kroky
3.5.1 FyzikäinIkroky zpracovOnI- suleni, mieti
3.5.2 PrimãrnI baleni (zaboleni / uzavfeni léivë látky do
obalového materiálu, kterje v pflmém kontaktu s lótkou)

3.5.3 Sekundárni balenI (umIstëni uzavièndho primOrnIho
balenIda vnêjliho obalu nebo nOdoby. Zahrnuje rovnéljakékoli
znacenl materiáiu, které male bt poulito pro identifikaci nebo
sledovatelnost (lsio lane) lé&vd látky)

3.6 Kontrola jakosti
3.6.1 FyzikálnI/chemické zkoulenl

Donepezili hydrochtoridum monohydrkum CAS 884740-09-4
3.1 Vroba léivé látky chemickou syntézou
3.1.1 Vroba meziprodukta idivë látky
3.1.2 V?roba surove lëivé iátky
3.1.3 Tvorba soil! kroky purifikace: p,evedenI na acetát,
karboflitrace, neutralizace, krystalizace
3.5 Obecné dokonovacI kroky
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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

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
3.1.3 Salt formation / Purification steps: carbonfiltration,
crystallisation

3.5 General Finishing Steps

3.5.1 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
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

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
3.5.1 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

Donepezil 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, charcoalfiltration, neutralization, crystaiisatian
3.5 General Finishing Steps

5 I

3.6 Kofltrola jakosti

I 3.6.1 FyzikO1niYchemi zkoulenl

Clad ribinum CAS 4291-63-8

3.1 Vroba léivé látky chemickou syntézou

/ 3.1.1 Vroba meziproduktO léãvé !Otky

/ 3.1.2 Vftoba surovd léivë lOtky

I 3.1.3 Tvorba soil! kroky purifikace: karbonfiltrace,

GMP Certificate Ref.No.: suk1s72906/2019
Date: 24.07.2019
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1
3.5.1 FyzikdlnIkroky zpracovánI: sulen!, mietI
3.5.2 PrimdrnI balenI (zabalenI / uzav,enI 1éiivé Iôtky do
obalovëho moteridlu, kter9 je v pPImdm kontaktu s Idtkou)

3.5.3 SekundãmI baleni (umIsténI uzaviendho primârnIho
balenI do vnëjliho obalu nebo nOdoby. Zahrnuje rovnéljakékoli
znaenImateriOIu, kterë mOle b’t poulfto pro identifikaci nebo
sledovatelnost (iisIo brIe) Iéivé IdtkW

3.6 Kontrola jakosti

3.6.1 FyzikdlnI/chemickë zkoueni

Enzalutamidum CAS 915087-33-1
3.1 V’roba léivé látky chemickou syntézou
3.1.1 Vftoba meziproduktO lëcivé ldtky
3.1.2 Vroba surové lëëivd lãtky
3.1.3 Tvorba sol,/ kroky purifikace: krystalizace

3.5 Obecné dokonovaci kroky
3.5.1 FyzikélnI kroky zpracovãnI - subeni, mleti
3.5.2 Primdrni baleni (zabaleni / uzavienI léivd Iátky do
obalového materiálu, kterje v pflmém kontaktu s lOtkou)

3.5.3 SekundárnI boleni (umisténi uzavieného primOrniho
balenI do vnë$iho obalu nebo nOdoby. Zahrnuje rovnéljakékoli
znacenI materiOlu, kterë mOle bt poulito pro identifikaci nebo
sledovatelnost (islo barle) léiivd látky)

3.6 Kontrola jakosti
3.6.1 FyzikOlnI/chemickë ikoubenI

Eplerenonum CAS 107724-20-9
3.5 Obecné dokonovacI kroky
3.5.1 FyzikOlni kroky zpracováni - rozvalovãni
3.5.2 Primárni baleni (zabalenI / uzavien! Ié&vé ldtky do
obalového materiólu, kterje v pPfmdm kontaktu s ldtkou)

3.5.3 SekundOrni baleni (umIsténi uzavfenëho primOrnIho
balenI do vnéjbIho obalu nebo nádoby. Zahrnuje rovnéljakékoli
znaenI materiãlu, které mOle b9t paulIto pro identifikaci nebo
sledovatelnost (is1o lane) IéIvé lãtky)

3.6 Kontrola jakosti
3.6.1 FyzikãlnI/chemické zkoubeni

Erlotinibi hydrochioridum CAS 183319-69-9
3.1 Vroba léivé lâtky chemickou syntézou
3.1.1 V)roba meziproduktO Iëcivé Iatky
3.1.2 Vroba surovë léivé Iátky
3.1.3 Tvorba soli/ kroky purifikace: sralenIfinalnI látky ye
formë hydrochioridu, knystalizace
3.5 Obecné dokonovac kroky
3.5.1 FyzikdlnI kroky zpraco vOn!: odstFedOni, sulen,, mieti
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3.5.1 Physical processing steps: drying, milling
3.5.2 Primary Packaging (enclosing / sealing the
substance within a packaging material which is in direa
with the substance)
3.5.3 Secondary Packaging (placing the sealed
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
far identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing
3.6.1 Physical! Chemical testing

Enzalutamide CAS 915087-334
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
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

Eplerenone CAS 107724-20-9
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
for identification or traceability (lot numbering) of the active
substance)
3.6 Quality Control Testing
3.6.1 Physical! Chemical testing

Erlotinib hydrochloride CAS 183319-69-9
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: precipitation offinal compound inform of hydrochloride, crystallisation
3.5 General Finishing Steps
3.5.1 Physical processing steps: centrifugation, drying,milling
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52 primérnI baIenI (zabalenI / uzavieni IécivE Idtky do
,aiového materiáiu, kterje v pflmdm kontaktu s iôtkou)

3.5.3 Sekundórni balenI (umIsténi uzavreného primornIho
baleflIdo vnëfr’lho obolu nebo nádoby. Zahrnuje rovnëljakëkoii
znaenImateridiu, kterë mule b9t poulito pro identifikaci nebo
siedovateinost (Isio lade) ië&vé idtky,l

3.6 Kontrola jakosti
3.6.1 FyzikOiniYchemické ikouleni

Everolimusum CAS 159351-69-6
3.1 Vroba léivé Iãtky chemickou syntézou
3.1.1 Vftoba meziproduktli iéivd lOtky
3.1.2 Vftoba surové léivé lãtky
3.1.3 Tvorba soil! kroky purifikace: chromotografickd
purifikace, karbonfiltrace
3.5 Obecné dokonovacI kroky
3.5.1 FyzikãIn! kroky zpracováni: chromatograficka
purifikace, karbonfiltrace, filtrace, suleni, mletI
3.5.2 PrimãrnI balenI (zabalenI / uzavfenI iéãvd ldtky do
obalového materiOlu, kterje v piImém kontaktu s lOtkou)

3.5.3 Sekundárnl balenI (umIstén! uzavieného primárniho
balenIdo vnéjllho obalu nebo nddoby. Zahrnuje rovnêljakékoli
znoceni materiãlu, které mOle bt poulito pro identifikaci nebo
sledovotelnost (cislo lade) Ié&vé Iátky)

3.6 Kontrola jakosti
3.6.1 FyzikOlnI/chemické zkoulenl

Exemestanum CAS 107868-30-4

3.1 V’’roba léivé látky chemickou syntézou
3.1.1 Vftoba meziproduktO léivd idtky
3.1.2 Vroba surové léivé lOtky
3.1.3 Tvorba soil! kroky purifikace: krystalizace
3.1.4 OstatnI: karbonfiltrace
3.5 Obecné dokonEovacI kroky
3.5.1 Fyzikãlnlkroky zpracovdn!: suleni mleti, mikronizace

3.5.2 Primámi balen! (zabalenI / uzavienI i&ivé látky do
obalového materiã!u, kter)? je v pflmém kontaktu s ldtkou)

3.5.3 Sekunddrnl balenI (umisténl uzavieného primdrniho
baleni do vnéjiho obalu nebo nãdoby. Zahrnuje rovnéljokékoli
znacenl materiálu, které mOle bt poulito pro identifikaci nebo
sledovatelnost (iislo larle) ld&vé lãtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlnl/chemicke zkouleni
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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 on 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, carbanfiltration
3.5 General Finishing Steps
3.5.1 Physical processing steps: chromatographic
purification, 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 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
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,
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 (lot numbering) of the active
substance)

3.6 Quality Control Testing
3.6.1 Physical/Chemical testing
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Fingolimodi hydrochioridum CAS 162359-56-0
3.1 Vroba l&ivé lâtky chemickou syntézou
3.1.1 Vftoba meziprodukW Idivé lOtky
3.1.2 V9roba surové Iécivé látky
3.1.3 Tvorba soli/ kroky punfikace: karbonfiltrace,
krystalizace

3.5 Obecné dokonovacI kroky
3.5.1 FyzikólnI kroky zpracovOn!: karbonfiltrace,
krystalizace, suleni, mieti
3.5.2 PrimãrnI ba/en! (zabalen( / uzavi’enI léivé lãtky do
obolového materiálu, kter9 je v pflmém kontaktu s látkou)

3.5.3 SekundOrnI balenI (umIsténI uzavieného primOrniho
balenIdo vnêjsIho obalu nebo nádoby. Zahrnuje rovnëljakékoli
znaeeni materiëlu, kterë mOle bt poulito pro identifikaci nebo
sledovatelnost (isIo lane) Iécivé látky)

3.6 Kontrola jakosti
3.6.1 FyzikálniYchemicke zkouleni

Flumazenilum CAS 78755-81-4
3.1 V’roba léive Iátky chemickou syntézou
3.1.1 V)roba meziproduktO léivé Iótky
3.1.2 Vroba surové lëiivë látky
3.1.3 Tvorba soh/kroky purifikace: krystalizace
3.5 Obecné dokonovaci kroky
3.5.1 FyzikOlnI kroky zpracovãnI: sulen mlet,, mikronizace,
sItován!
3.5.2 PrimórnI bolenI (zabalenI / uzavfenI lécivé lOtky do
obalového materiálu, kter) je v piImëm kontaktu s látkou)

3.5.3 Sekundárn! ba/en! (umisteni uzavieného primárn!ho
balenIdo vné$iho obalu nebo nádoby. Zahrnuje rovnéljakdkoli
znaenImateriOIu, kterë mOle bj’t poulito pro identifikaci nebo
sledovatelnost (iIslo lane) lécivé látky)

3.6 Kontrola jakosti
3.6.1 FyzikdlnI/chemické zkoulenI

Fluvoxamini maleas CAS 61718-82-9
3.1 V’roba Iéivé lãtky chemickou syntézou
3.1.1 Vroba meziproduktO lécivd lOtky
3.1.2 Vroba surové Iéiivé látky
3.1.3 Tvorba soliY kroky purifikace: pi’evedenI na acetãt,
neutralizace, karbofiltrace, krystalizace
3.5 Obecné dokonovaci kroky
3.5.1 FyzikdlnI kroky zpracovOnI: suleni miet!
3.5.2 PrimárnI ba/en! (zabalenI / uzavi’enI ldiivé IOtky do
obalového materiálu, kten) je vpiImém kontaktu s látkou)
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Fingolimod hydrochloride CAS 162359-56-0
3.1 Manufacture of Active Substance by Chemic
3.1.1 Manufacture of active substance intermed
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Punfication steps: carbonfllt
crystollisation
3.5 General Finishing Steps
3.5.1 Physical processing steps: carbonfi,tratI0i
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
far identification or traceability (lot numbering) of the active

Flumazenil CAS 787 55-81-4
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 /Punification steps: ciystallisotion
3.5 General Finishing Steps
3.5.1 Physical processing steps: drying, milling,
micronisotion, 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

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
3.1.3 Salt formation / Purification steps: transformation
into acetate, neutralization, charcoalfiltration, crystal/isat/on
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)
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Gefitinibum CAS 184475-35-2
3.1 V’roba léivé lãtky chemickou syntézou
3.1.1 Vjroba meziproduktt7 léiivé látky
3.1.2 V9roba surové lécivé ldtky
3.1.3 Tvorba sob’/kroky purifikace: krystalizace
3.5 Obecné dokonovacI kroky
3.5.1 FyzikálnIkroky zpracovOnI: suen mlet mikronizace,
sItovãnI
3.5.2 Primárni bolenI (zabalenI / uzavieni léávé lãtky do
obalového materiálu, kter9 je vpfImdm kontaktu s látkou)

3.5.3 SekundárnI balenI (umIstèni uzavteného primornIho
balenido vnë$Tho obalu nebo nádoby. Zahrnuje rovn2jakdkoli
znaien! materidlu, které mOle b)?t poulito pro identifikaci nebo
sledovatelnost (i’Islo lone) ldëivé látky)

3.6 Kontrola jakosti
3.6.1 FyzikálnI/chemicke zkouleni

Glatiramer acetate CAS 147245-92-9
3.1 Vroba léivé látky chemickou syntézou
3.1.1 Vroba meziproduktO lécivé látky
3.1.2 Vroba surové léivë lOtky
3.1.3 Tvorba soliY kroky purifikace: karbofiltrace, tuorba
acetãtu
3.5 Obecné dokonovacI kroky
3.5.1 FyzikOlnIkroky zprocováni: lyofilizace, sItovânI
3.5.2 PrimOrnI balenI (zabalenI / uzavienI lé&vé látky do
obalového materiálu, kterje vpflmém kontaktu s látkou)

3.5.3 SekunddrnI baleni (umIstënI uzav?eného primárniho
balenIdo vnëjlIho obalu nebo nddoby. Zahrnuje rovnéljakékoli
znaenI materiálu, které mOle bt poulito pro identifikaci nebo
sledovatelnost (islo lade) létivé lOtky)

3.6 Kontrola jakosti
3.6.1 FyzikolnI/chemické zkoulen(

Glatirameri acetas (smës s manitolem v poméru 1:2)
3.1 Vroba léivé ltky chemickou syntézou
3.1.1 V)roba meziproduktO Idéivé látky
3.1.2 Vrobo surove léávé lOtky
3.1.3 Tvorba soliYkroky punfikace: karbofiltrace
3.1.4 OstatnI: ultrafiltrace
3.5 Obecné dokonovacI kroky
3.5.1 FyzikOlnIkroky zpracovOni: lyofihizace, sItovänI

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

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 Saltformation/Purification steps: crystallisation
3.5 General Finishing Steps
3.5.1 Physical processing steps: drying, milling,
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
3.6.1 Physical/ Chemical 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: 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
for identification or traceability (lot numbering) of the active
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 Saltformation / Purification steps: charcoalfiltration
3.1.4 Other: ultrafiltration
3.5 General Finishing Steps
3.5.1 Physical processing steps: lyophilisation, sieving
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které mOle b’t poulito pro identifikaci nebo
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3.6 KontrOla jakosti

3.6.1 FyzikOlnh/chemické zkouenI
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3.5.2 PrimérnI baleni (zabalenI / uzavieni lécivé lOtky doobalového materiálu, kter9 je v plimém kontaktu s lëtkou)

3.5.3 Sekundárni balenI (umIsténi uzavfeného primárnihobalenIdo vnëjs7ho obalu nebo nádoby. Zahrnuje rovnëljakëkoliznaienImateriOlu, které mUle b9t poulito pro identifikaci nebosledovatelnost (c7slo ar!e) léivé lótky)

3.6 Kontrola jakosti
3.6.1 FyzikolnI/chemické zkoulenI

Imatinibi mesilas CAS 220127-57-1
3.1 V’roba léivé látky chemickou syntézou
3.1.1 V9roba meziproduktU léivé látky
3.1.2 Vroba surové léiivé lOtky
3.1.3 Tvorba soil! kroky purifikace: karbofiltrace,krystalizace
3.5 Obecné dokonovacI kroky
3.5.1 Fyzikólni kroky zpracovánI: sulen mletI
3.5.2 Primãrni balenI (zabalenI / uzavienh léivé lOtky doobalového materiOlu, kten) je v pi’imém kontaktu s ldtkou)

3.5.3 SekundOrnI balenI (umIsténI uzavieného primérnIhobaleni do vnêjiho obalu nebo nádoby. Zahrnuje rovnUljakékoliznacenI materidlu, které mOle bt poulito pro identifikaci nebosledovatelnost (Islo lane) lé&vd látky)

3.6 Kontrola jakosti
3.6.1 FyzikálnI/chemické zkoueni

3.5.3 Secondary Packaging (placing the sealed primarypackage within an outer packaging material or container. Thisalso includes any labelling of the material which could be usedfor identification or traceability (lot numbering) of the activesubstance)
3.6 Qua lity Control Testing
3.6.1 Physical! Chemical testing
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Ivabradine hydrochloride CAS 148849-67-6
3.1 Manufacture of Active Substance by Chemical Synthesis3.1.1 Manufacture of active substance intermediates3.1.2 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 activesubstance within a packaging material which is in direct contactwith the substance)
3.5.3 Secondary Packaging (placing the sealed primarypackage within an outer packaging material or container. Thisalso includes any labelling of the material which could be usedfor identification or traceability (lot numbering) of the activesubstance)
3.6 Quality Control Testing
3.6.1 Physical! Chemical testing
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3.5.2 Primary Packaging (enclosing / seoljsubstance within a packaging material which is,,,
with the substance)
3.5.3 Secondary Packaging (placing the sealed ppackage within an outer packaging material or cantoiner1also includes any labelling of the material which could befor identification or traceability (lot numbering) of the a.,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 Synthesis3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: charcoalfiltration,crystallisation
3.5 General Finishing Steps
3.5.1 Physical processing steps: drying, milling
3.5.2 Primary Packaging (enclosing / sealing the activesubstance within a packaging material which is in direct contactwith the substance)

Ivabradini hydrochioridum CAS 148849-67-6
3.1 V’roba léivé lãtky chemickou syntézou
3.1.1 Vroba meziproduktO léivë lOtky
3.1.2 V9roba surovë léávé ldtky
3.1.3 Tvorba soli/ kroky purifikace: karbonfiltrace,krystalizace
3.5 Obecné dokonovaci kroky
3.5.1 FyzikOlnI kroky zpracovãni karbonfiltrace,krystalizace, suleni mletI
3.5.2 PrimórnI balenI (zabalenI / uzav?eni léiivé látky doobalového mateniálu, kterje v pi7mém kontaktu s ldtkau)

3.5.3 SekundárnI baleni (umIstUni uzavieného primárnIhobalen! do vnéjliho obalu nebo nëdoby. Zahrnuje rovnéljakékoliznaeni materiálu, kterë mOle bt poulito pro identifikaci nebosledovatelnost (cislo lark) lédvé lOtky)

3.6 Kontrola jakosti
3.6.1 FyzikalnI/chemické zkoulenI
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Edum racemiCUm CAS 191732-72-6

ieivé látky chemickou syntézou

Wroba meziproduktü Iéiivë látky

vftoba sutove Iéivé IOtky
Tuorba solI/ kroky purifikace: krystailzace

35Obecflé dokonovacI kroky

.çj FyzikOlnI kroky zpracovénI: odstfedëni, su1en mletI

3.5.2 PrimárnI balenI (zabalenI / uzavfenI lëivé IOtky do
obaloVdhO materiálu, kten) je v pflmém kontaktu s lótkou)

3.5.3 SekundãrnI balenI (umIstënI uzavieného primãrnIha
balenIdo vnëjlIho obalu nebo nédoby. Zahrnuje rovnèijakékoli
rnaenI materiOlu, které mule b’t poulito pro identifrkaci nebo
sledovatelnost (Islo lade) lé&vë Iôtky,)

Letrozolum CAS 112809-51-5

3.1 V’roba léivé Iátky chemickou syntézou

3.1.1 V9roba meziproduktü Iéivé Iátky

3.1.2 V9roba surové Iëávé Iátky

3.1.3 Tvorba soliYkroky purifikace: krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 FyzikãlnIkroky zpracovãnI: suleni, mieti, mikronizace

3.5.2 PrimórnI balenI (zabalenI / uzavieni lé&vë látky do

obalového materiálu, kter? je v pilmém kontaktu s lãtkou)

3.5.3 SekundOrnI balenI (umIstënI uzavieného primárnIho

balenIdo vnê$Iho obalu nebo nádoby. Zahrnuje rovne1jakékoli

znaenimoteriãlu, které male b)?t poulito pro identifikaci nebo

sledovatelnost (IsIo lade) lécJvd látky,)

3.6 Kontrola jakosti

3.6.1 FyzikálnI/chemické zkoulenI

Levocetirizini dihydrochioridum CAS 130018-87-0

3.1 V’roba léivé lãtky chemickou syntézou

3.1.1 Vftoba meziprodukta léivé lOtky

3.1.2 Vftoba surové Idivé Iátky

3.1.3 Tvorba solI/ kroky purlfikace: krystalizace
3.5 Obecné dokonovacI kroky

3.5.1 FyzikOlnI kroky zpracovOni: karbonfiltrace, filtrace,
suleni, mletI

3.5.2 PrimdrnI balenI (zabalenI / uzavienI ldcivd látky do
obolovdho materiálu, kterje v pflmém kontaktu s lOtkou)

3.5.3 SekundOrnI balenI (umIstënI uzavièného primárniho
balen! do vnëjlIho obalu nebo nádoby. Zahrnuje rovnljokëkoli
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Racemic Lenalidomide CAS 191732-72-6
3.1 Manufacture of Active Substance by Chemical Synthesis
3.1.1 Man ufocture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps: crystalilsation
3.5 General Finishing Steps
3.5.1 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)
3.5.3 Secondary Packaging (placing the sealed primary
package within on 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

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 / Punfication 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 (lot numbering) of the active
substance)

3.6 Quality Control Testing

3.6.1 Physical! Chemical testing

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 / Punfication 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 material or container. This

GMP Certificate Ref.No.: suk1s72906/2019
Date: 24.07.2019
Page 11/17
Name
Phone number: +420 272 185 832
Signature of the authorised person of the competent authority

3.6 Kontrola jakosti
3.6.1 FyzikálnI/chemicke zkaulenI
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;naienI materiálu, které m(ile b9t poulito pro identifikoci nebo
sledovatelnost Rislo lane) Iéiivé IOtky)

3.6 Kontrola jakosti

3.6.1 Fyzikálni7chemickë zkoulenI

Linezolidum CAS 165800-03-3
3.1 Vroba léëivé lâtky chemickou syntézou
3.1.1 V9roba meziproduktii léJvé IOtky
3.1.2 Vroba surové Iéivé Iãtky
3.1.3 Tvorba soli7kroky purifikace: krystalizace
3.1.4 OstotnI- karbonfiltrace
3.5 Obecné dokonovaci kroky
3.5.1 FyzikOlnIkroky zpracovOnI: suleni miet!
3.5.2 PrimOrnI ba/en! (zabalenI / uzavien! lécivé Iátky do
obalového materiãlu, kterje v pflmém kontaktu s Iátkou)

3.5.3 Sekundãrni balenI (umIsténI uzavienëho pnimOrniho
balenIdo vnë$Iho aba/u nebo nOdoby. Zahrnuje rovnêljakékoli
znacenImateriãlu, které mOle bt poulito pro identifikoci nebo
sledovatelnost (IsIo lane) léiivë IOtky)

3.6 Kontrola jakosti
3.6.1 Fyzikálni/chemické zkoulen!

Mirabergon CAS 223673-61-8
3.1 Vroba léivé látky chemickou syntézou
3.1.1 V9roba meziproduktO /éive lOtky
3.1.2 Vroba surovd ldiivé látky
3.1.3 Tvorba soliYkroky purifikace: krystolizace

3.5 Obecné dokonovacI kroky
3.5.1 Fyziká/nI kroky zpracován!: suleni miet!
3.5.2 Primárn! ba/en! (zobaleni / uzavien! lëivé lëtky do
obolového materiOlu, kterje v pflmém kontaktu s látkou)

3.5.3 SekundOrnI ba/en! (umfsténI uzavieného primarniho
ba/en! do vnëjl!ho obalu nebo nOdoby. Zahrnuje rovnêljakékoli
znacenImateriálu, které mOle bt poulito pro identifikaci nebo
sledovatelnost (iislo larfe) léivé lOtky)

3.6 Kontrola jakosti
3.6.1 Fyziká/n!/chemické zkoueni

Montelukastum natricum CAS 151767-02-1
3.1 Viroba léivé lãtky chemickou syntézou
3.1.1 V9robo meziproduktO léiive lótky
3.1.2 Vftoba surové lëiivë látky
3.1.3 Tvorba so/il kroky purifikace: korbonfiltrace,
krystolizace
3.5 Obecné dokonovacI kroky
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also includes any labelling of the materioj Wh,j
for identification or traceability (lot n’
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 Syt
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)

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: crystallisatian

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

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

GMP Certificate Ref.No.: suk1s72906/2019
Date: 24.07.2019
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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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)
fyZIkal kroky zpracovdnl: karbonfiltrace,

ace, su1en mietI

primãrnl balenI (zabalenI / uzavien! iéJvé Iótky do

JiavehO materiáiu, kter9 je v prlmém kontaktu s Iátkou)

V 3.5.3 SekunddrnI baleni (umIstënl uzavienëho primdrnIho

baleflIdO vnèjlIho obalu nebo nódoby. Zahrnuje rovnëljakékoii

znaLeni materiôiu, které mâ2e b9t paulito pro identifikaci nebo

sledovateinost (cIslo lane) iéivé iätky,)

3.5 Obecné dokonovaci kroky

3.5.1 Fyzikãinlkroky zpracovãnl:fiitrace, suleni, mletI

3.5.2 Primdrnl baienl (zabaleni / uzavi’eni iécivé iátky do

obalového materidiu, kter9 je v pflmém kontaktu s látkou)

3.5.3 Sekundárnl balenI (umIstënl uzaveného primarnIho

baienldo vnëjIho obalu nebo nOdoby. Zohrnuje rovnëljakékoii

znacenImateriálu, které mOle b’t poulito pro identifikaci nebo

siedovateinost (Islo larle) léivé lãtky)

3.6 Kontrola jakosti

3.6.1 FyzikOinI/chemickd zkoulenI

Paliperidonum CAS 144598-75-4

3.1 V’roba Iéivé Iátky chemickou syntézou

3.1.1 Vftoba mezipraduktO iéiivé látky

3.1.2 Vftoba surové Ié&vé lOtky

3.1.3 Tvorba soil! kroky purifikace: karbonfiltrace,

krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 FyzikálnI kroky zpracovOnl: karbonfiltrace,

krystalizace, suleni, mletl

3.5.2 PrimárnI balenI (zabaienI / uwv?enl lëcivé látky do

obalového materiálu, kterje V pflmém kontaktu S látkou)

3.5.3 Sekundárni balenl (umIsténl uzavfeného primérnIha

balenido vnëjl(ho obalu nebo nádoby. Zahrnuje rovnljakékoiI

znaenl materiOlu, které mOle bt pouhto pro identifikaci neba

siedovoteinost (clsio brIe) lécivé látkW
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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 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)

3.5.3 Secondary Packaging (placing the sealed primary

package within on 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 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)
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3.6 Kontrola jakosti

3.6.1 Fyzikalni/chemicke zkouenl

Natrii ibandronas monohydricus CAS 138926-19-9

3.1 Vroba léivé látky chemickou syntézou

3.1.1 V9roba meziproduktO iéãvé IOtky

3.1.2 Vroba surové léiivé ldtky

3.1.3 Ivorba soli/kroky purifikace: hydrolza, krystalizace
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3.6 Kontrola jakosti

3.6.1 Fyzikdlni7chemické zkouleni

Pemetrexed CAS 137281-23-3
3.1 Vroba léivé Iátky chemickou syntézou
3.1.1 Vroba meziproduktü iëivé iatky
3.1.2 V9robo surové iécivé lôtky
3.1.3 Tvorba soiiYkroky put,fikace: krystaiizace

3.5 Obecné dokonovacI kroky
3.5.1 FyzikáinIkroky zpracovOnI- suleni
3.5.2 PrimOrn! balenI (zabaleni / uzovienI idàvd iátky do
obalového materlélu, kterje v pilmém kontaktu 5 idtkou)

3.5.3 Sekundárni balenI (umIstënI uzavieného primãrniho
bolenI do vnéjlIho obalu nebo nOdoby. Zahrnuje rovnéljakdkoli
znacenlmateridiu, které müe bt poulito pro identifikaci nebo
siedovatelnost (dsio arie) ié&vë lOtky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouenI

Pemetrexedum dinatricum CAS 357166-30-4
3.1 V’roba léivé látky chemickou syntézou

3.1.1 Vrobo meziproduktü iéivé iatky
3.1.2 Vroba surové iécivë iOtky
3.1.3 Tvorba soil! kroky punfikoce:
krystallzace

3.5 Obecné dokonovaci kroky

3.5.1 Fyzikálni kroky zpracavdnI: filtrace, karbonfiltrace,
krystalizace, sulenI
3.5.2 Primãrni bolen( (zabaleni / uzovPeni ié,ivé iátky do
obalového materiálu, kter’je v pilmém kontaktu s IOtkou)

3.5.3 SekundOrni baleni (umlsténi uzavieného primOrntho
bolenI do vnëjiho obolu nebo nádoby. Zohrnuje rovnêljakékoli
znoenlmoteriOlu, které mlile bt poulito pro identifikaci nebo
siedovatelnost (lslo arle) léiivé lótky)

3.6 Kontrola jakosti

3.6.1 FyzikãiniYchemické zkouenl

Pomalidomidum CAS 19171-19-8
3.1 Vroba léivé látky chemickou syntézou
3.1.1 Vrobo meziproduktü Ié&vé Iãtky
3.1.2 V9roba surove léëivé Idtky
3.1.3 Tvorba soil! kroky punfikace: digerace
3.5 Obecné dokonovacI kroky
3.5.1 Fyzikálnl kroky zprocovanl: izoloce, sueni,
mikronizace
3.5.2 Primãrni bolenI (zobalen! / uzav?eni iécivë látky do
obalového moteriãlu, kter9 je v pflmém kontoktu s IOtkou)
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3.6 Quality Control Testing

3.6.1 Physical/ Chemical testing

Pemetrexed CAS 13728-23-3
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: crystollisation

3.5 General Finishing Steps
3.5.1 Physical processing steps - dnjing
3.5.2 Primary Packaging (enclosing I 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
far identification or traceability (lot numbering) of the active
substance)
3.6 Quality Control Testing
3.6.1 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, carbanfiltration,
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

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)
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SekufldëtflI balenI (umIsténI uzavi’eného primárnIho

ído vnëjliho obalu nebo nádaby. Zahrnuje rovnëijakékoli

;enImateri6lu, které male b9t paulito pro identifikaci nebo

;,oavateInost (cIsIo lade) Iéivé Iótky,)

3.6 Kontrola jakosti

3.6.1 FyzikalnI/chemické zkoulenI

Pramipexoli dihydrochloridum monohydricum

CAS 191217-81-9

3.1 V’roba Iéivé Iãtky chemickou syntézou

3.1.1 V9roba meziproduktO léivé lOtky

3.1.2 Vftoba surové léivé látky

3.1.3 Tvorba soli7 kroky purifikace: karbonfiltrace,

krystalizace, suleni, mleti

35.2 PrimárnI balenI (zabalenI / uzavfenI léJvé lOtky do

obalového materiálu, kter? je v pflmém kontaktu s lótkou)

3.5.3 SekundárnI balenI (umIstënI uzavi’eného primárnIho

balenIdo vnëjlIho obalu nebo nádoby. Zahrnuje rovnëljakékoli

znatenI materiálu, kterë mOle b9t poulito pro identifikaci nebo

sledovatelnost (Islo lane) Iéivé lãtky)

3.6 Kontrola jakosti

3.6.1 FyzikalnI/chemické zkoulenI

Rivastigmini tartras CAS 129101-54-8

3.1 V’roba léivé Iâtky chemickou syntézou

3.1.1 Vj?roba meziproduktO lthvé lOtky

3.1.2 Vftoba surové lédvé lótky

3.1.3 Tvorba solI/ kroky purifikace: karbofiltrace,

krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 FyzikálnIkroky zpracováni: sulen mietI

3.5.2 Primárn! balenI (zabalenI / uzovienI lédvé IOtky do

obalového materiãlu, kterje vpflmém kontaktu s látkou)

3.5.3 SekundárnI balen! (umistènI uzavi’eného primarnIho

balenIdo vnéjlIho obalu nebo nádoby. Zahrnuje rovnëljakékoli

znaienImateriálu, které mOle bt paulIto pro identifikaci nebo

sledovatelnost (dslo lane) lédvé lOtky)

3.6 Kontrola jakosti

3.6.1 FyzikálnI/chemické zkoulenI

Sevelamerum CAS 52757-95-6
3.5 Obecné dokonovaci kroky
3.5.1 FyzikálnIkrokyzprocovánI- rozvalovãnI
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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

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: 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

Rivastigmine tartrate CAS 129101-54-8

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 Saltformation! Purification steps: charcoalfiltratian,

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

Sevelamer CAS 52757-95-6
3.5 General Finishing Steps
3.5.1 Physical processing steps - weighing
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krystalizace

3.5 Obecné dokonovacI kroky

3.5.1 FyzikãlnI kroky zpracovánI: karbanfiltrace,
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3.5.2 PrimOrnI balenI (zabaleni / uzavreni ldivd ldtky do
obalového materidlu, kterje v pilmdm kontaktu s IOtkou)

3.5.3 Sekundôrnl balenI (umisténI uzavPeného primórniho
balenido vnëjiho obalu nebo nOdoby. Zahrnuje rovnê1jokékoli
znaenImateridIu, které m(iie bt poufito pro identifikaci nebo
sledovatelnost (clsIo ar1e) Iéivé IOtky)

3.6 Kontrola jakosti
3.6.1 Fyzikãlnl/chemickë zkouenl

Sugammadexum CAS 343306-79-6
3.1 V’roba Iéivé Iátky chemickou syntézou
3.1.1 Vroba meziproduktü Iéivé lOtky
3.1.2 Vroba surové Iéivë Iátky
3.1.3 Tvorbo soli/kroky purifikace: krystalizace

3.5 Obecné dokonovacI kroky
3.5.1 Fyzikélni kroky zpracováni: sueni, mieti
3.5.2 Primãrni balen! (zabalenI / uzavi’enl léávé lOtky do
obolového materiOlu, kter9 je vpiImém kontaktu s Iátkou)

3.5.3 Sekundãrnl balenI (umIsténi uzavieného primórniho
baleni do vné$Iho obolu nebo nOdoby. Zahrnuje rovné1jakëkoli
znoenl materidlu, které mtile bt pouiito pro identifikaci nebo
sledovatelnost (islo sarze) léivé lOtky)

3.6 Kontrola jakosti
3.6.1 FyzikOlni7chemické zkouenI

Intermediát CL SYD9$0 CAS 1345681-58-4
3.1 V’roba léivé lbtky chemickou syntézou
3.1.1 Vftoba meziproduktU Iéivé lOtky
3.1.3 Tvorba soil! kroky purfikoce:
chromatografie

3.5 Obecné dokonovacI kroky
3.5.1 Fyzikólni kroky zprocovOni: suenl
3.5.2 PrimOrn! baleni (zabalenI / uzavfenI ldtivé látky do
obalového materidlu, kter)? je v pflmém kontaktu s lOtkou)

3.5.3 SekundárnI baleni (umIstëni uzovieného primárnlho
baleni do vnëjiho obalu nebo nádoby. Zahrnuje rovnëjakdkoli
znaceni materiálu, které mOSe bt poulito pro identifikoci nebo
sledovatelnost (clslo rode) léiivé lOtky)

3.6 Kontrola jakosti
3.6.1 FyzikálniYchemickd zkoueni

Tamsulosini hydrochloridum CAS 106463-17-6
3.1 V’roba léivé Iátky chemickou syntézou
3.1.1 Vroba meziproduktü léivé lãtky
3.1.2 Vroba surovd léivé ldtky
3.1.3 Tvorba soli/ kroky purifikace:
krystalizace

3.5.2 Primary Packaging (enclosing / sealin
substance within a packaging material which j Iij
with the substance)
3.5.3 Secondary Packaging (placing the sealed
package within an outer packaging material or ‘
also includes any labelling of the material which could beus
for identification or traceability (lot numbering) of the Octivesubstance)
3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

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

API intermediate SYD98O 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
far 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 / Punfication steps: charcoalfiltratian,
crystallisation
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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: crystalhsotian

krystalizace,

karbofiltrace,
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obecné dokonovacI kroky 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) ‘V.
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

far 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

3.1.3 Salt formation / Purification steps: neutrolisation

3.5 Obecné dokonovaci kroky
3.5.1 FyzikálnI kroky zpracovOnI: sulen, mletI
3.5.2 PrimdrnI balenI (zabalenI/ uzavfeni lé&vé látky do
obalového materiãlu, kter9 je v pfImém kantaktu s lätkou)

3.5.3 SekunddrnI balenI (umIstëni uzavieného primOrnIho

balenIdo vnéjliho obalu nebo nadoby. Zahrnuje rovnè!jakékoli

znaenI materiOlu, které mule b9t poulfto pro identifikaci nebo

sledovatelnost (Islo lark) léivé lOtky,)

3.6 Kontrola jakosti
3.6.1 FyzikdlnI/chemické zkouleni

Jakákoli omezenI nebo vysvëtlenI vztahujIcI se k rozsahu

certifikátu: —

Datum: 24.07.2019

jméno a podpis oprbvnène osoby pIsluného orgbnu eské

republiky

Frantiek Chuchma
editel inspeknIho odboru

StátnI istav pro kontrolu léiv

robárova 48
10041 Praha 10
eskã republika
e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377
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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

Any restrictions or clarifying remarks related to the scope of

this certificate:

Date: 24.07.2019

name and signature of the authorised person of the competent

authority of the Czech Republic

Frantiek Chuchma

Director of the Inspection section

State Institute for Drug Control

robbrova 48
100 41 Prague 10

Czech Republic
e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732 377
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Date: 24.07.2019
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r351 FyzikdlnI kroky zpracovOnI: suleni, mietI

‘3.5.2 PrimOrnI balenI (zabalenI / uzavPenI lécivé ldtky do

abalovëho materiãlu, kterjje v pflmém kontaktu s lãtkou)

3.5.3 SekundOrnI balenI (umIsteni uzavieného primOrnIho

balen! do vnéjIho obalu nebo nãdoby. Zahrnuje rovnéljakékoli

znaenI materidlu, které mile bt poulito pro identifikaci nebo

sledovatelnost (Islo lark) léivé látky)

3.6 Kontrola jakosti

3.6.1 FyzikãlnI/chemické zkoulenI

Valsartan dinitricum CAS 137862-53-4

3.1 Vroba léivé látky chemickou syntézou

3.1.3 Tvorba sohYkroky purifikace: neutralizace

/ cc

islüednIho razftka
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Ovëeni - vidimace
Ovuji, e tento opis doslovné solas( s flstinou
z ni byl poNzen, sIoenou z Iisti.

Tento üpIn’ opis je sloen’ z listQ.

V Praze Une 1 -08- 2019

f

JUDr.
r

- t

I. Ceská republika
Czech Republic

APOSTILLE
(Convention de La Hayc du 5 octobre 1961)

Tato vecjmi istina
This public document JUDr. Sylva Kotrbová

2. hyla podepsána
has been signed notáfka

3. eho funkce
acting in the capacity of JUDr. Sylva Kotrbová

4. opattena razitkem
bears the seal/stamp of notátka v Praze

OVEIENO
CERTIFIED

5. vPraze 6. dnc 15.8.2019
at Prague

7. Ministerstvo spravedinosti CR
Ministry of Justice of the Czech Republic

s.is. .! /2019
N°

9. kolek/razitko:
duty tainp/stanp:

..iflQ5,,

1OOK

date

10. Podpis:
Signature

Jail Hokt,DiS,


