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Certificat Nr./Certificate No: 006/2019/RO

CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE
FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Partea 1/Part 1
Emis in urma unei inspectii in acord cu art. 111(5) al Directivei 2001/83/EC/Issued
Jollowing an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

Autoritatea competenti AGENTIA NATIONALA A MEDICAMENTULUI SI A
DISPOZITIVELOR MEDICALE din ROMANIA confirma urmatoarele/ The competent authority
NATIONAL AGENCY FOR MEDICINES AND MEDICAL DEVICES from ROMANIA confirms
the following:

Fabricantul/The manufacturer: S.C. PUROLITE S.R.L.
Adresa locului de fabricatie/Site address: Aleea Uzinei nr.11, Oras Victoria, Jud. Brasov, cod
505700, Romania

Este un fabricant de substante active care a fost inspectat in acord cu art. 111(1) al
Directivei 2001/83/CE transpusa in legislatia naionala prin art. 857 alin. 1 din Legea nr. 95/2006
privind reforma in domeniul sanatatii, republicata, Titlul XVIII, Medicamentul/ls 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: art. 857 (1) from Law no. 95/2006
regarding the reform in the field of health, Title XVIII, Medicinal product

Din informatiile acumulate in timpul inspectiei la acest fabricant, ultima fiind efectuata in
2018/12/14, se apreciaza ca acesta respecta cerintele de Buna Practica de fabricatie la care se face
referire in Principiile BPF pentru substante active® la care se face referire in art. 47 al Directivei
2001/83/EC./From the knowledge gained during inspection of this manufacturer, the latest of
which was conducted 2018/12/14, it is considered that it complies with the Good Manufacturing
Practice requirements referred to in The principles of GMP for active substances’ referred to in
Article 47 of Directive 2001/83/EC.

Acest certificat reflectd statutul locului de fabricatie la data inspectiei mentionatd mai sus si
nu mai poate fi luat in consideratie dacd de la data acestei inspectii au trecut mai mult de trei ani;
dupi aceasta perioada trebuie consultatd autoritatea emitentd. Autenticitatea acestui certificat poate
fi verificata la autoritatea emitentd./ 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, afier which time the
issuing authority should be consulted.The authenticity of this certificate may be verified with the
issuing authority.

05/02/2019 Numele, titlul si semndtura persoanei autorizate din

Agentia Nationala a Medicamentului si a Dispozitivelor

Medicale din Romania

Name and signature of the authorised person of the

National Agency for Medicines and Medical Devices from

Romania

Tel.: 0040 21 317 11 02 Fax: 0040

Marius Daniel Sisu, Presedinte

Semnétura:
Stampila:
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2 Aceste cerinte indeplinesc recomandarile de buna practica de f
requirements fulfill the GMP recommendations of WHO.
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Certificat Nr./Certificate No: 006/2019/RO
Partea a 2-a/Part 2

3. OPERATII DE FABRICATIE - SUBSTANTE ACTIVE/MANUFACTURING
OPERATIONS — ACTIVE SUBSTANCES
Substanta active/ Active substance: COLESTIRAMINA/ CHOLESTYRAMINE

3.1 | Fabricatia de substante active prin sintezi chimici /Manufacture of Active substance by
chemical synthesis

3.1.1 Fabricatie de intermediari de substanti activd / Manufacture of active substance
intermediates

3.1.2 Fabricaie de substante active brute/ Manufacture of crude active substance

3.1.3 Etape de formare de saruri/purificare : formare sdruri, purificare/  Salt
Jormation/purification steps: purification

3.5 | Etape generale finale/General Finishing Steps

3.5.1 Etape de procesare fizica: uscare, mdcinare, sitare, omogenizare /Physical processing
steps: drying, grinding, sifting, homogenization

3.5.2 Ambalare primard (ambalarea/sigilarea substantei active intr-un material de ambalare
care este in contact direct cu substanta) / Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact with the substance)

3.5.3 Ambalare secundard (punerea ambalajului primar sigilat intr-un ambalaj secundar sau
recipient. Aceasta include orice etichetare a materialului care poate fi utilizatd pentru
identificarea si trasabilitatea (numdr de serie) substanfei active)/ 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 | Teste pentru controlul calititii /Quality control testing

3.6.1 Testare fizico-chimicd/Physical/Chemical testing

Orice restrictii sau observatii care sa clarifice domeniul acoperit de acest certificat / Any restrictions
or clarifying remarks related to the scope of this certificate: testarea microbiologica (firi testul de sterilitate)
se efectueazd de catre Laboratorul de microbiologie al Centrului de Iradieri Tehnologice (IRASM) al
Institutului National de Cercetare-Dezvoltare pentru Fizicd si Inginerie Nucleard ,,Horia Hulubei” — IFIN —
HH RA, Str. Reactorului nr. 30, Comuna Magurele, Jud. Ilfov, cod 077125/ microbiological testing
(excluding sterility testing) is done by Laboratorul de microbiologie al Centrului de Iradieri Tehnologice
(IRASM) al Institutului National de Cercetare-Dezvoltare pentru Fizica si Inginerie Nucleard , Horia
Hulubei” — IFIN — HH RA, Str. Reactorului nr. 30, Comuna Magurele, Jud. llfov, cod 077125

05/02/2019 Numele, titlul si semnatura persoanei autorizate din

Agentia Nationala a Medicamentului si a
Dispozitivelor Medicale din Romania

Name and signature of the authorised person of the
National Agency for Medicines and Medical Devices

from Romania

Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Marius Daniel Sisu, Presedinte
Semnatura:
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Certificat Nr./Certificate No: 006/2019/RO

Partea a 2-a/Part 2 (continuare/continuation)

3. OPERATII DE FABRICATIE - SUBSTANTE ACTIVE/MANUFACTURING
OPERATIONS — ACTIVE SUBSTANCES

Substanta active/ Active substance: POLISTIREN SULFONAT DE CALCIU/ CALCIUM
POLYSTYRENE SULFONATE

3.1 | Fabricatia de substante active prin sintezi chimica / Manufacture of Active substance by
chemical synthesis

3.1.1 Fabricatie de intermediari de substanta activa / Manufacture of active substance
intermediates

3.1.2 Fabricatie de substante active brute/ Manufacture of crude active substance

3.1.3 Etape de formare de sdruri/purificare : formare sdaruri, purificare, regenerare/ Salt
Sformation/purification steps: salt formation, purification, regeneration

3.5 | Etape generale finale/General Finishing Steps

3.5.1 Etape de procesare fizica: uscare, mdcinare, sitare, omogenizare /Physical processing
steps: drying, grinding, sifting, homogenization

3.5.2 Ambalare primard (ambalarea/sigilarea substantei active intr-un material de ambalare
care este in contact direct cu substanfa) / Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact with the substance)

3.5.3 Ambalare secundard (punerea ambalajului primar sigilat intr-un ambalaj secundar sau
recipient. Aceasta include orice etichetare a materialului care poate fi utilizatd pentru
identificarea i trasabilitatea (numdr de serie) substanfei active)/ 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 | Teste pentru controlul calitatii/ Quality control testing

3.6.1 Testare fizico-chimicd/Physical/Chemical testing

Orice restrictii sau observafii care si clarifice domeniul acoperit de acest certificat / 4ny restrictions
or clarifying remarks related to the scope of this certificate: testarea microbiologica (fara testul de sterilitate)
se efectueazd de citre Laboratorul de microbiologie al Centrului de Iradieri Tehnologice (IRASM) al
Institutului National de Cercetare-Dezvoltare pentru Fizica si Inginerie Nucleard ,,Horia Hulubei” — IFIN —
HH RA, Str. Reactorului nr. 30, Comuna Magurele, Jud. Ilfov, cod 077125/ microbiological testing
(excluding sterility testing) is done by Laboratorul de microbiologie al Centrului de Iradieri Tehnologice
(IRASM) al Institutului National de Cercetare-Dezvoltare pentru Fizicd si Inginerie Nucleara , Horia
Hulubei” — IFIN — HH RA, Str. Reactorului nr. 30, Comuna Mdgurele, Jud. llfov, cod 077125

05/02/2019 Numele, titlul si semndtura persoanei autorizate din
Agentia Nationala a Medicamentului si a
Dispozitivelor Medicale din Romania
Name and signature of the authorised person of the
National Agency for Medicines and Medical Devices
from Romania
Tel.: 0040 21 317 11 02 Fax: 004
Marius Daniel Sisu, Presedint
Semnatura:
Stampila:
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Certificat Nr./Certificate No: 006/2019/RO
Partea a 2-a/Part 2 (continuare/continuation)

B. OPERATII DE FABRICATIE - SUBSTANTE ACTIVE/ MANUFACT URING
OPERATIONS — ACTIVE SUBSTANCES

Substanta active/ Active substance: POLISTIREN SULFONAT DE SODIU/ SODIUM

POLYSTYRENE SULFONATE

3.1 | Fabricatia de substante active prin sintezi chimici /Manufacture of Active substance by
chemical synthesis
3.1.1 Fabricatie de intermediari de substania activd / Manufacture of active substance
intermediates

3.1.2 Fabricatie de substante active brute/ Manufacture of crude active substance
3.1.3 Etape de formare de sdruri/purificare : formare sdruri, purificare, regenerare/ Salt
formation/purification steps: salt formation, purification, regeneration

3.5 | Etape generale finale/ General Finishing Steps

3.5.1 Etape de procesare fizicd: uscare, macinare, sitare, omogenizare /Physical processing
steps: drying, grinding, sifting, homogenization

3.5.2 Ambalare primard (ambalarea/sigilarea substanfei active intr-un material de ambalare
care este in contact direct cu substanja) / Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct contact with the substance)

3.5.3 Ambalare secundard (punerea ambalajului primar sigilat intr-un ambalaj secundar sau
recipient. Aceasta include orice etichetare a materialului care poate fi utilizatd pentru
identificarea si trasabilitatea (numdr de serie) substanfei active)/ 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 | Teste pentru controlul calitatii/ Quality control testing

3.6.1 Testare fizico-chimicd/Physical/Chemical testing

Orice restrictii sau observatii care sa clarifice domeniul acoperit de acest certificat / Any restrictions
or clarifying remarks related to the scope of this certificate: testarea microbiologica (fara testul de sterilitate)
se efectueaza de catre Laboratorul de microbiologie al Centrului de Iradieri Tehnologice (IRASM) al
Institutului National de Cercetare-Dezvoltare pentru Fizicd si Inginerie Nucleard ,,Horia Hulubei” — IFIN —
HH RA, Str. Reactorului nr. 30, Comuna Migurele, Jud. lifov, cod 077125/ microbiological testing
(excluding sterility testing) is done by Laboratorul de microbiologie al Centrului de Iradieri Tehnologice
(IRASM) al Institutului National de Cercetare-Dezvoltare pentru Fizicd gi Inginerie Nucleard ., Horia
Hulubei” — IFIN — HH RA, Str. Reactorului nr. 30, Comuna Magurele, Jud. llfov, cod 077125
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