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| KL STATNY USTAV PRE KONTROLU LIECIV

._f Kvetna 11, 825 08 Bratislava 26
T __/’/ Osvedgenie &. /Certificate No.: SK/012V/2020
OSVEDCENIE O DODRZIAVANI CERTIFICATE OF GMP
SPRAVNEJ VYROBNEJ PRAXE COMPLIANCE OF
VYROBCOM A MANUFACTURER
Cast’ 1 Part 1
Vydané po in$pekcii podl'a ¢lanku 111(5) Issued following an inspection in accorda:mce R
Smernice 2001/83/ES with Art. 111(5) of Directive 2001/83/EC
Kompetentny organ Slovenskej republiky The competent authority of Slovak Republic
potvrdzuje nasledovné: confirms the following:
Vyrobca Manufacturer
MIKROCHEM spol. s r.0., Za drahou 33, MIKROCHEM spol. s r.o., Za drahou 33,
902 01 Pezinok, Slovenska republika 902 01 Pezinok, Slovak Republic
Miesto vykonu ¢innosti Site address
MIKROCHEM spol. s r.0., Za drahou 33, MIKROCHEM spol. s r.o., Za drahou 33,
902 01 Pezinok, Slovenska republika 902 01 Pezinok, Slovak Republic

je vyrobcom uginnych latok, ktory bol is an active substance manufacturer that has been
podrobeny in3pekcii podla ¢&lanku 111(1) inspected in accordance with Art. 111(1) of
Smernice 2001/83/ES implementovanej do Directive 2001/83/EC transposed in the following
nasledujiicej narodnej legislativy: Zdkon NR SR national legislation: Act No. 362/2011 Coll. on
& 362/2011 Z.z o liekoch a zdravotnickych Drugs and Medical Devices and on Amendment
pomdckach aozmene a doplneni niektorych and Supplementing of Certain Acts, as amended
zakonov  vzneni  neskorSich  predpisov later and Decree of the Ministry of Health of the
a vyhlasky MZSR & 128/2012 Z.z Slovak Republic No. 128/2012 Coll. on
o poziadavkiach na spravnu vyrobnii prax Requirements for the Good Manufacturing
a poziadavkach na spravnu velkodistribu¢ni Practices and Requirements for the Good
prax. Distribution Practices.

Podla poznatkov ziskanych pocas inspekcie From the knowledge gained during inspection of
tohto vyrobcu, ktora bola naposledy vykonana this manufacturer, the latest of which was
dita 20. — 22.01. 2020, bola u vyrobcu posiudena conducted onJanuary, 20. — 22., 2020, it is
zhoda s principmi Spravnej vyrobnej praxe pre considered that it complies with the principles of
a¢inné latky odvolavajic sa na Clanok 47 Good Manufacturing Practice for active substances
Smernice 2001/83/ES a primerana uroveti SVP referred to in Article 47 of Directive 2001/83/EC,
odvolavajuc sa na Clanok 46(f) Smernice an appropriate level of GMP as referred to in
2001/83/ES. Article 46(f) of Directive 2001/83/EC.

Toto osvedZenie odraza stav vyrobného miesta This certificate reflects the status of the
v éase vysSie uvedenej inSpekcie anema sa manufacturing site at the time of the inspection
spoliehat’ na to, Ze odraza stav zhody ak uplynuli noted above and should not be relied upon to reflect
viac ako tri roky od datumu tejto ingpekcie. Na the compliance status if more than three years have
zéklade pravidiel pre riadenie rizika, moze elapsed since the date of that inspection. However,
vydéavajica autorita skratit’ alebo predizit’ this period of validity may be reduced or extended
platnost’ osvedgenia uvedenim tejto skutocnosti using regulatory risk management principles by an

v Casti Obmedzenia alebo vysvetlujlice entry in the Restrictions or Clarifying remarks field.
poznamky.

Telefon: +4212 5070 1123 Fax: +4212 5556 4127 Email: sukl@sukl.sk . http://www.sukl.sk/

Datum / Date: 12.05.2020 Podpis / Signature:

PharmDr. lvana Pankuchova /7
veduca sekcie registracie Iiepov

I~ e



STATNY USTAV PRE KONTROLU LIECIV € KVETNA 11

Toto osved&enie je platné iba ak obsahuje vsetky
strany a obidve Casti 1 a 2.

Pravost tohto osvedenia je mozné overit
v EudraGMP. Ak sa osvedCenie v databdze
nenachadza, kontaktujte prosim autoritu, ktora
osvedéenie vydala.

Cast’ 2

825 08 BRATISLAVA 26 SLOVENSKA REPUBLIKA

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 EudraGMP. If it does not appear, please contact
the issuing authority.

Part 2

'3 VYROBNE OPERACIE
- UCINNE LATKY

[ 3 MANUFACTURING OPERATIONS

- ACTIVE SUBSTANCES

Ukinna latka / G&¢inné latky:
D-(+)-Mandza

Active Substance(s):
D-(+)-Mannose

3.1 Vyroba Géinnych latok chemickou
syntézou

Chemical Synthesis

3.1 Manufacture of Active Substance by

| 3.1.2 Vyroba findine nespracovanej ucinnej

latky

3.1.2 Manufacture of Crude Active Substance

3.5 Vieobecné findlne postupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy
(viacnasobna krystalizcia, filtracia, deionizicia,
odstred’ovanie, susenie, mleti¢/rozdrobovanie,
sitovanie, homogenizacia)

3.5.2 Balenie do vnutorného obalu
(uzavretie/zapedatenie 0¢innej latky do vnutorného
obalu, ktory je v priamom kontakte s u¢innou
latkou)

3.5.3 Balenie do vonkaj§ieho obalu (umiestnenie
primarne zabaleného produktu do vonkajSicho
obalového materidlu. Toto tiez zahfila akékolvek
oznadenie materialu, ktoré sa mdze pouZzit na
identifikaciu a vystopovanie (&islo $arze) u€innej
latky).

3.5.1 Physical processing steps
(multiple crystallization, filtering, deionization,
centrifugation, drying, milling/micronization, sieving,
homogenization)

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 Kontrola kvality / skaSanie

3.6 Quality Control Testing

3.6.1 Fyzikdlne / Chemické skusky

3.6.2.Mikrobiologické skisky (okrem testov
sterility)

] 3.6.4 Biologické skusky

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing (excluding sterility
testing)

‘ 3.6.4 Biological testing

Obmedzenia alebo vysvetlujiice pozndmky
tykajiice sa rozsahu tohto osvedcenia:
3.6.4 Biologické skusky - len LAL test

(Ph. Eur. ¢l. 2.6.14).

Ucinnd ldtka sa vyrdba v ,, Hale D"

Telefon: +4212 5070 1123 Fax: +421 2 5556 4127

Datum / Date: 12.05.2020

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

3.6.4 Biological testing - only LAL test (Ph. Eur.
Art. 2.6.14).

API is manufactured in ,, Building D"

Email: sukl@sukl.sk http://www.sukl.sk/

Podpis / Signature; ,
P NS armDr. lvana Pankuchova
veduca sekcie registracie lickov
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3 VYROBNE OPERACIE

3 MANUFACTURING OPERATIONS

- UCINNE LATKY - ACTIVE SUBSTANCES
Utinna latka / a&inné latky: Active Substance(s):
Piritramid Piritramide

3.1 Vyroba G¢innych latok chemickou
syntézou '

3.1 Manufacture of Active Substance by
Chemical Synthesis

3.1.2 Vyroba findlne nespracovanej ucinnej

latky

3.1.2 Manufacture of Crude Active Substance

3.5 VSeobecné findlne postupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy
(extrakcia, kry3talizacia, filtracia, separacia
kry3télov, suSenie, mletie/rozdrobovanie, sitovanie)

3.5.2 Balenie do vnutorného obalu
(uzavretie/zapedatenie G&innej latky do vniitorného
obalu, ktory je v priamom kontakte s i¢innou
latkou)

3.5.3 Balenie do vonkajSieho obalu (umiestnenie
primarne zabaleného produktu do vonkajsieho
obalového materialu. Toto tiez zahffia akékolvek
oznadenie materidlu, ktoré sa mdze pouZit na
identifik4ciu a vystopovanie (¢islo SarZe) G¢innej
latky).

3.5.1 Physical processing steps
(extraction, crystallization, filtering, crystal separation,
drying, milling / micronization, 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 Kontrola kvality / skusanie

3.6 Quality Control Testing

3.6.1 Fyzikdlne / Chemické skusky
3.6.2. Mikrobiologické skusky (okvem testov
sterility)

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility
testing)

Obmedzenia alebo vysvetlujiice pozndmky
Wkajiice sa rozsahu tohto osvedcenia:
U¢innd ldtka sa vyrdba v ,, Hale D*.

Telefon: +421 2 5070 1123 Fax: +4212 5556 4127

Datum / Date: 12.05.2020

Any restrictions or clarifying remarks related

to the scope of this certificate:

API is manufactured in ,, Building D*.

Email: sukl@sukl.sk a http://www.suﬁgl{/

Podpis / Signature: pharmpDr. fvana Pankuchova
veduca sekcie fegistracie liekev
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| 3 VYROBNE OPERACIE
- UCINNE LATKY

3 MANUFACTURING OPERATIONS
- ACTIVE SUBSTANCES

Ukinna latka / G&inné latky:
Moxastin teoklat

Active Substance(s):
Moxastine teoclate

3.1 Vyroba aéinnych latok chemickou
syntézou

3.1 Manufacture of Active Substance by
Chemical Synthesis

3.1.2 Vyroba findlne nespracovanej ucinnej

litky

3.1.2 Manufacture of Crude Active Substance

3.5 VSeobecné findlne postupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy
(destilacia, krystalizacia, filtracia, separdcia
krystalov, susenie, mletie/rozdrobovanie, sitovanie)

3.5.2 Balenie do vniitorného obalu
(uzavretie/zapedatenie u¢innej latky do vnitorného
obalu, ktory je v priamom kontakte s i¢innou
latkou)

3.5.3 Balenie do vonkajsieho obalu (umiestnenie
priméarne zabaleného produktu do vonkajsieho
obalového materialu. Toto tiez zahfiia akékol'vek
oznalenie materialu, ktoré sa moze pouzit na
identifikaciu a vystopovanie (&islo 3arZe) ucinnej
latky).

3.5.1 Physical processing steps
(distillation, crystallization, filtering, crystal separation,
drying, milling / micronization, 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 Kontrola kvality / skaSanie

| 3.6 Quality Control Testing

3.6.1 Fyzikdlne / Chemické skusky

3.6.2. Mikrobiologické skusky (okrem testov
sterility)

| 3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility
testing)

Obmedzenia alebo vysvetlujiice pozndmky
tykajuce sa rozsahu tohto osvedcenia:
Uéinnd ldtka sa vyrdba v ,,Hale D",

Telefon: +421 2 5070 1123 Fax: +421 2 5556 4127

Datum / Date: 12.05.2020

Any restrictions or clarifying remarks related
to the scope of this certificate:
API is manufactured in ,, Building D"

Email: sukl@sukl.sk http://www.suk!}.sk/
Podpis / Signature: PharmDr. lvana Pankuchov

veduca sekcie registracie fiekov
7
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825 08 BRATISLAVA 26 SLOVENSKA REPUBLIKA

3 VYROBNE OPERACIE

3 MANUFACTURING OPERATIONS

- UCINNE LATKY - ACTIVE SUBSTANCES
Utinna latka / Géinné latky: Active Substance(s):
Fenipentol | Fenipentol

3.1 Vyroba G¢innych liatok chemickou
syntézou

3.1 Manufacture of Active Substance by
Chemical Synthesis

3.1.2 Vyroba findlne nespracovanej ucinnej

ldtky

3.1.2 Manufacture of crude active substance

3.5 V§eobecné findlne postupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy (rektifikdcia)

3.5.2 Balenie do vniitorného obalu
(uzavretie/zapedatenie u¢innej latky do vnitorného
obalu, ktory je v priamom kontakte s uéinnou latkou)

3.5.1 Physical processing steps (rectification)
3.5.2 Primary Packaging

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

3.6 Quality Control Testing

3.6 Kontrola kvality / skdSanie

3.6.1 Fyzikdlne / Chemické skusky
3.6.2 Mikrobiologické skusky (okrem testov
sterility)

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding sterility
testing)

Obmedzenia alebo vysvetlujiice pozndmky
tykajiice sa rozsahu tohto osvedcenia:
Uéinnd ldtka sa vyrdba v ,, Hale D",

Telefon: +421 2 5070 1123 Fax: +4212 5556 4127
Datum / Date: 12.05.2020

Any restrictions or clarifying remarks related
to the scope of this certificate:
API is manufactured in ,, Building D"

Email: sukl@sukl.sk

Podpis / Signature:
PharmDr. lvana Pankuchova 5/7

veduca sekcie registracje liekov
2. At

http://www.sukl.sk/
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825 08 BRATISLAVA 26 SLOVENSKA REPUBLIKA

3 VYROBNE OPERACIE

3 MANUFACTURING OPERATIONS

- UCINNE LATKY - ACTIVE SUBSTANCES
Uéinn4 latka / a&inné latky: Active Substance(s):
Propentofylin | Propentofylline

3.1 Vyroba tcinnych latok chemickou
syntézou

| 3.1 Manufacture of Active Substance by
Chemical Synthesis

3.1.2 Vyroba findlne nespracovanej ucinnej

Ltk

3.1.2 Manufacture of crude active substance

3.5 VSeobecné finilne postupy

3.5.1 Fyzikdlne vyrobné postupy
(filtracia, separédcia krystalov, susenie,
mietie/rozdrobovanie, sitovanie)

3.5.2 Balenie do vnutorného obalu
(uzavretie/zapecatenie ucinnej latky do vnatorného
obalu, ktory je v priamom kontakte s u¢innou latkou)

3.5.3 Balenie do vonkajSieho obalu
(umiestnenie primarne zabaleného produktu do
vonkaj$icho obalového materialu. Toto tiez zahfiia
akékol'vek oznaenie materidlu, ktoré sa moze pouzit
na identifikdciu a vystopovanie (Cislo $arZe) Udinnej
latky.)

3.5 General Finishing Steps

3.5.1 Physical processing steps
(filtering, crystal separation, drying, milling /
micronization, 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.)

F Kontrola kvality / ski$anie

F Quality Control Testing

1. Fyzikdlne / Chemické skusky
2. Mikrobiologické skusky (okrvem testov
sterility)

Obmedzenia alebo vysvetlujice pozndmky
tykajuce sa rozsahu tohto osvedceniar:
Ucinnda ldtka sa vyrdba v ,,Hale D *.

1. Physical / Chemical testing
2. Microbiological testing (excluding sterility
testing)

Any restrictions or clarifying remarks related
to the scope of this certificate:
API is manufactured in ,, Building D .

Telefon: +4212 5070 1123 Fax: +421 2 5556 4127

Datum / Date: 12.05.2020

Email: sukl@sukl.sk http://www.sukl.sk/
Podpis / Signature:  PharmDr. lvana Pankuchova
veduca sekcie re istré)cie liekov
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3 VYROBNE OPERACIE
- UCINNE LATKY

3 'MANUFACTURIN-G OPERATIONS
- ACTIVE SUBSTANCES

Ukinna latka / G&inné latky:
Metyltioniniumchlorid

Active Substance(s):
Methylthioninium chloride

3.1 Vyroba h¢innych latok chemickou
syntézou

3.1 Manufacture of Active Substance by
Chemical Synthesis

1.Vyroba medziproduktov ucinnej latky
2. Vyroba findine nespracovanej ucinnej latky

1. Manufacture of active substance intermediates
2. Manufacture of Crude Active Substance

3.5 VSeobecné findlne postupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy
(filtracia, zahustovanie, krystalizAcia, separdcia
krystalov, susenie, mletie/rozdrobenie, sitovanie )
3.5.2 Balenie do vnutorného obalu
(uzavretie/zapecatenie U¢innej latky do vnitorného
obalu, ktory je v priamom kontakte s G¢innou
latkou)
3.5.3 Balenie do vonkajsieho obalu (umiestnenie
primarne zabaleného produktu do vonkajsieho
obalového materialu. Toto tiez zahfila akékolvek
oznadenie materialu, ktoré sa mdze pouZit na
identifikaciu a vystopovanie (&islo $arZe) Géinnej
latky).

3.5.1 Physical processing steps
(filtering, concentration, crystallization, crystal separation,
drying, milling/disintegration, 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 Kontrola kvality / skiiSanie

3.6 Quality Control Testing

3.6.1 Fyzikdlne / Chemické skusky
3.6.2 Mikrobiologické skusky (okrem

3.6.1 Physical / Chemical testing

testov | 3.6.2 Microbiological testing (excluding sterility

testing)

sterility)

Obmedzenia alebo vysvetlujiice pozndmky
tykajiice sa rozsahu tohto osvedcenia:
Ucinnd ldtka sa vyrdba v ,, Hale D*.

N\

V Bratislave 12. 05. 2020 N

Any restrictions or clarifying remarks related
to the scope of this certificate:
API is manufactured in ,, Building D"

PharmDr. Zuzana Batova, PhD.
riaditel’
Director of the State Institute for Drug Control

Telefon: +421 2 5070 1123 Fax: +421 2 5556 4127

Email: suki@sukl.sk

http://www.sukl.sk/
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