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CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE FABRICATIE
CERTIFICATE OF GMP COMPLIANCE OF A MANUFA CTURER
Partea 1/Part 1

Emis in urma unei inspectii in acord cu art. 111(5) al Directivei 2001/83/EC/Issued following an
inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

Autoritatea competentd AGENTIA NATIONALA A MEDICAMENTULUI §I A DISPOZITIVELOR
MEDICALE din ROMANIA confirmi urmitoarele/ The competent authority NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES of ROMANIA confirms the following:

Fabricantul/The manufacturer: MICROSIN SRL

Adresa locului de fabricatie/Site address: Str. Pericle Papahagi, nr.51 — 63, bloc CORP Cl, Sectorul 3,
cod postal 032364, Bucuresti, Romania

Este un fabricant de substante active care a fost inspectat in acord cu art. 111(1) al Directivei
2001/83/CE transpusi in legislatia nafionala prin art. 857 alin. 1 din Legea nr. 95/2006 privind reforma in
domeniul sanatatii, republicata, Titlul XVIII, Medicamentul/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: 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 efectuati in 2026/05/12,
se apreciaza ci acesta respectd cerinfele 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/CE'./From the knowledge gained
during inspection of this manufacturer, the latest of which was conducted 2026/05/12, 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 reflecta statutul locului de fabricatie la data inspectiei mentionatd mai sus §i nu mai poate
fi luat in consideratie daci de la data acestei inspectii au trecut mai mult de trei ani. Aceastd perioada de valabilitate
poate fi redusa folosind principii de management al riscului in activitatea de reglementare, printr-o remarca
mentionati la rubrica ,Restrictii sau observatii care sa clarifice”. Acest certificat este valid numai dacd are toate
paginile incluse precum §i ambele Parti (1 si 2). Autenticitatea acestui certificat poate fi verificati in baza de date
EudraGMP. Daci nu este inclus in aceasta bazi de date, va rugam s& contactafi autoritatea emitenta./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 EudraGMP. If it does not appear, please contact the
issuing authority.

15/09/2026 Numele, titlul si semnitura persoanei autorizate din
Agentia Nationald a Medicamentului §i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and-Medical Devices of Romania
Tel.: 004021/317 1#02, Fax: 0040 21 316 34 97
Elena Valerid BRODEALA, VICEPRESEDINTE
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I Aceste cerinte indeplinesc recomandarile de buna practica-de. fébriéé;ie ale Organizatiei Mondiale a Sanatatii /
These requirements fulfill the GMP recommendations of WHO

1/34



sia Dy,
y«"‘u %?q% MINISTERUL SANATATII
S a AGENTIA NATIONALA A MEDICAMENTULUI
) ,, (\\\ ‘ S| A DISPOZITIVELOR MEDICALE DIN ROMANIA
% Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
5 ) Tel: +4021-317.11.00
3 Fax: +4021-316.34.97
%ANMDMR R www.anm.ro

Certificat Nr./Certificate No: 102/2026/RO

Partea a 2-a/Part 2

3. OPERATII DE FABRICATIE — SUBSTANTE ACTIVE / MANUFACTURING OPERATIONS -
ACTIVE SUBSTANCES
Substanta actlvfi / Acnve subsrance ACID LIPOlC f ALPHA LIPOIC ACID

i

el

3.1 Fabncatla de s
A S_]mthesw i 24 Bt 3 £ 4 v k i
3.1.3 Etape de formare de saruri/purificare: purlf care, cnstallzare / Salt formanon/purzf cation steps:
purification, crystalhzanon

35 Etape generale ﬁnh Gene"al Fmisﬁ;" g”St' RaE

gn ; mws,‘pp -l B

3.5.1 Etape de procesare ﬁz:ca uscare / Physical processmg steps dtymg

3.5.2 Ambalare primar (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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizatd pentru identificarea si trasabilitatea
(numir de serie) substantei 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)

3.6.1 Testare ﬁzmo—chlmlcﬁ / Phys:cal/ChémzcaI testing

15/09/2026 Numele, titlul §i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21,317 11 02 Fax: 0040 21 316 34 97
Elena Vajet NBRODEALA VICEPRESEDINTE
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Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activi / Active substance: ACID D, L — ASPARTIC / D, L - ASPARTIC ACID

31* Fabru:atla e substan;e actlve prln smtezi clnmlci
A Csynthesist TS ! e il Rl L bl
3.1.3 Etape de formare de sz‘irun/punﬁcare purlﬁcare crlstallzare /! Salt formatzon/pur:f catmn
sreps pur:f canon crystallzzanon
3.5.1 Etape de procesare fizma uscare / Phys:cal processmg steps: drying

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

3.5.3 Ambalare secundari (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) substantei 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)

_Acrwe substance by chemzcal

3 6. 1 Testare ﬁzwo-chunlcé / Phys:cal/Chem:cal }estrng

15/09/2026 Numele, titlul si semnitura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 2¥317-11 02 Fax: 0040 21 316 34 97
Elena Valer "7BR'OﬂEAL§, VICEPRESEDINTE

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

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

Substanta activd / Active substance: ACID OROTIC MONOHIDRAT / OROTIC ACID MONOHYDRATE

31 Fabncatla de subs t:e by chemzcal
| synthesis ; S i i iy |

3.1.1F abncape de mtermedlarl de substan;é activa / Manufacmre of active substance mtermedmtes

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

3.1 3 Etape de f'orma:e de saruri/purificare: purificare, cristalizare / Salt formation/purification steps:
4,

3.5.1 Etape de procesare fizica: uscare / Phys.rcal processing steps: drying
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 secundari (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizata pentru identificarea si trasabilitatea
(numdr de serie) substantei 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 1 Testare ﬁzwo—chlmlcé / Phys:cal/Chemtcal testmg

15/09/2026 Numele, titlul $i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 24317+ 02 Fax: 0040 21 316 34 97
Elena Valeti ROBEALA VICEPRESEDINTE

Semnitura: |
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Certificat Nr./Certificate No: 102/2026/RO

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

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

Substan;a activi / Active substance: L-TIMONACIC / L-TIMONACIC

3. l 1 Fabricatle de intermediari de substan';i activa / Manufacture of active substance mtermedtates

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

3.1.3 Etape de formare de saruri/purificare: purificare, cristalizare / Salt formation/purification
ps: puri fication ¢ stallzzanon

. 1o | e i = LA

3.5.1 Etape de procesare fizica: uscare / Physical processing steps: drying
3.5.2 Ambalare primard (ambalarea/sigilarea substantei active intr-un material de ambalare care este in
contact direct cu substan{a) / 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 utilizati pentru identificarea si trasabilitatea
(numdir de serie) substantei 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)

3.6.1 Testare fizico-chimica / Physical/Chemical testig .

15/09/2026 Numele, titlul i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 J7 1102 Fax: 0040 21 316 34 97
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Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activa / Active substance: LIZINAT DE CARBOCISTEINA MONOHIDRAT / CARBOCYSTEINE
LYSINE MONOHYDRATE

3 1 l Fabricatie de mtermedlan de substanté 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 séruri/puriﬁcarc formare s%irurl, purificare, cristalizare / Salt

formation/p
3 5.1 Etape de procesare fizica: uscare / Physzcal processing steps: drying

3.5.2 Ambalare primara (ambalarea/sigilarea substantei active intr-un material de ambalare care este in
contact direct cu substan{a) / 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) substantei 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 1 'festare fizico- chlmlca/ ?hys.rcal/Chemtcal testing

15/09/2026 Numele, titlul si semnitura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
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Partea a 2-a/Part 2 (continuare/continuation)

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

Substanta activa / Active substance: AMBAZONA MONOHIDRAT / AMBAZONE MONOHYDRATE

3.1.1 Fabncatle de lntermedlan de substant3 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 saruri/purificare: purificare, cristalizare / Salt formation/purification steps:
punﬁcation, crystallr‘zation

33 | E

3 5 1 Etape de procesare ﬁznca uscare / Physical processing sreps drymg

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
(numdir de serie) substantei 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 6.1 Testare ﬁzmo~ch1mlcé / Phys;cal/Chem:cal tesrmg

15/09/2026 Numele, titlul si semnétura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 21.347-11.02 Fax: 0040 21 316 34 97

Elena Vgl‘é"rf BRODEALA, VICEPRESEDINTE
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Partea a 2-a/Part 2 (continuare/continuation)

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

Substanta activd / Active substance: D, L - ASPARTAT DE MAGNEZIU TETRAHIDRAT / MAGNESIUM D,
L-ASPARTATE TETRAHYDRATE

3.12 Fabricatie de substante active brute / Manufacture of crude active substance
3.1.3 Etape de formare de sdruri/purificare: formare saruri, purificare, cristalizare / Salt

- i m = TrE T
£375 TEmp%rale fin al

Jormation/purification steps salt jbrmanon purrf canon crystalhzatxon

i3 TR

3.5.1 Etape de procesare ﬁzw’c’t uscare / Physrcal processmg steps: dry:ng
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
(numdir de serie) substantei 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 1 Testare ﬁzwo-chlmlca/ Phys:cal/ChemicaI restmg

15/09/2026 Numele, titlul i semnétura persoanei autorizate din

Agentia Nationald a Medicamentului §i a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97

Elena Vale’rl .:BRDDEALA VICEPRESEDINTE

W™,

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

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

Substanta activd / Active substance: D,L-ASPARTAT MONOPOTASIC HEMIHIDRAT / POTASSIUM
HYDROGEN D,L-ASPARTATE HEMIHYDRATE

3 12F abrlcatle de substan’;e active brute / Manufacrure of crude active substance
3.1.3 Etape de formare de sdruri/purificare: formare siruri, purificare, cristalizare / Salt

farmatmn@unﬁcatwn steps: salt formanon pur:f cation, cr:vstalhzanon

3 5.1 Etape de procesare ﬁznca uscare / Phys:cal processmg sreps drymg
3.5.2 Ambalare primari (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
(numiir de serie) substantei 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 far identification or traceabilzty (lot numbermg) of the active substance)

3.6. 1 Testare fizico-chimicé / Physzca[/Chem:cal :estmg

15/09/2026 Numele, titlul i semnatura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania

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

Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Vﬁler BRODEALA, VICEPRESEDINTE

Semnﬁmra 1 t/
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Partea a 2-a/Part 2 (continuare/continuation)

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

Substanta activid / Active substance: D,L-ASPARTAT DE ZINC SESQUIHIDRAT / ZINC D,L-ASPARTATE
SESQUIHYDRATE

3 1.2 Fabncatle de substante actlve brute / Manufacture of crude act:ve substance
3:.1.3 Etape de formare de saruri/purificare: formare sdruri, purificare, cristalizare / Salt
Jformation/purification steps: salt formation, purification, crystallization

3. 5 1 Etape de procesare fizica: uscare / Physical processing steps: drying

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
(numir de serie) substantei 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)

Teste pentru cont;'olui caln" it

R Lot § e e R R

3.6.1 Testare ﬁzwo-chlmwﬁ / Physical/Chemical testing

15/09/2026 Numele, titlul i semnétura persoanei autorizate din
Agentia Nafionald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21-317-11 02 Fax: 0040 21 316 34 97
Elena Valer ' BRODEALA VICEPRESEDINTE

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

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

Substan;a activd / Active substance: BENZOAT DE SODIU / SODIUM BENZOATE

3. 1 2 Fabnca;le de substante actwe brute / Manufacture of crude actrve substance
3.1.3 Etape de formare de sdruri/purificare: formare siruri, purificare, cristalizare / Salt
formanon/purif cation steps. salt format:on punf cation, crystall ization

3 5 l Etape de procesare f' zwé uscare / Phys:caI processmg steps dryzng

3.5.2 Ambalare primari (ambalarea/sigilarea substantei active intr-un material de ambalare care este in
contact direct cu substan{a) / 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
(numar de serie) substantei 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 6.1 Tcstare ﬁznco-chimlcﬁ / PhysrcaI/Chemrcal testing

15/09/2026 Numele, titlul 5i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 213171102 Fax: 0040 21 316 34 97
Elena Valer

# BRODEALA, VICEPRESEDINTE

Semnitura:

11/34



i5ia Dy
W“‘ P MINISTERUL SANATATII
$ 5 AGENTIA NATIONALA A MEDICAMENTULUI
DIN S| A DISPOZITIVELOR MEDICALE DIN ROMANIA
3 Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00
Fax: +4021-316.34.97
www.anm.ro

.,

% ANMDMR

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activa / Active substance: BROMOMETILAT DE FENPIPRAMIDA / FENPIVERINIUM BROMIDE

3.1.1 Fabricatie de intermediari de substam;ﬁ actlvﬁ / 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 saruri/purificare: formare sdruri, purificare, cristalizare / Salt

3 il Etape de procesare ﬁzmﬁ uscare / Physzca! processmg steps: drymg
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) substantei 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)

36 Teste pentru contf'iii;ll cahtﬁ;n ) Qual:ty conti' y

3 6.1 Testare ﬁzwo-chlmlcﬁ / Phys:caI/Chem:caI tesrmg

15/09/2026 Numele, titlul §i semnatura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 004021 317 11 02 Fax: 0040 21 316 34 97
Elena Valeri BROI_)EALK, VICEPRESEDINTE

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

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

Substanta activdi / Active substance: BROMOMETILAT DE OCTATROPINA / OCTATROPINE
METHYLBROMIDE

Sl Bl

e

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 saruri/purificare: formare sdruri, purificare, cristalizare / Salt
Jormation/purification steps: salt formation, purification, crystallization

L3 el [ R G B
Eta ale / General Finishing
i b d TS $ ;

Gk oo b i ikl
3.5.1 Etape de procesare fizica: uscare / Physical processing steps: drying
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) substantei 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)

testing

15/09/2026 Numele, titlul §i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Valeria BRODEALA, VICEPRESEDINTE

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

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

Substanta activi / Active substance: CLORAMINA T TRIHIDRAT / CHLORAMINE-T TRIHYDRATE

3 1. ] Fabnca’pe de intermediari de substanta activd / Manufacture of active substance mtermedtates
3.1.2 Fabricatie de substante active brute / Manufacture of crude active substance
313 Etape de formare de saruri/purificare: formare saruri, purificare, cristalizare / Salt

jon, puri canon cr stalhzanon

3.5. 1 Etape de procesare fizica: uscare / Physical processing steps: drymg

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) substantei 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 (ot numbering) of the active substance)

fl'este pentru controlul calltiﬁi/ Quahty cont

3. 6 1 Testare ﬁzwo-chlmlc%'a/ Phys:cal/Chem:cal testmgr

15/09/2026 Numele, titlul si semnatura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania
Name and signature of the authorised person of the National Agency for

edical Devices of Romania

3T 11,02 Fax: 0040 21 316 34 97

Elena Valeﬁ BRODEALA VICEPRESEDINTE

rLf

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

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

Substanta activa / Active substance: CLORHIDRAT DE ACETIL L-CARNITINA / ACETYL L-CARNITINE
HYDROCHLORIDE

LR e
il

g '&F‘ﬁ‘!,{ Wy
.33 5

sintezd .chimici.'émw

ce by chemical

3.1.1 Fabncane de 1ntermed1ar1 de substan‘;é activd / Manufacture of active substance Jntermedrates

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

3.1.3 Etape de formare de saruri/purificare: formare saruri, purificare, cristalizare / Salt
formatzan/pur{f‘ cation steps: salt formation, purification, crystallization

3. 5 1 Etape de procesare fizica: uscare / Physzcal processmg steps: drying
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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizata pentru identificarea si trasabilitatea
(numdr de serie) substantei 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 col

l_ul cahtiﬁi / Qualn‘y co

3 6 1 Testare ﬁznco-chjmlca/ Phys:cal/Chem:caI testing -

15/09/2026 Numele, titlul si semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 3171102 Fax: 0040 21 316 34 97
Elena Vale BRODEALA VICEPRESEDINTE

-

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

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

Substanta activd / Active substance: CLORHIDRAT DE PITOFENONA / PITOFENONE HYDROCHLORIDE

35 | Etape generale finale/ General Finishing Steps

3 1.1 Fabncape de intermediari de substa.nté actlva / Manufacture of active substance mtermedrates

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

3.1.3 Etape de formare de saruri/purificare: formare saruri, purificare, cristalizare / Salr
Jformation/purification steps: salt formation, purification, crystallization

3.5.1 Etape de procesare fizici: uscare / Physical processing steps: drying

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 secundari (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizati pentru identificarea si trasabilitatea
(numdr de serie) substantei 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 tive substance)

x “3.6.1 Téstare fizico-c imica / Phy;vfcal;’Chem:'ca t’esrfng ;

15/09/2026 Numele, titlul si semnétura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 21 31711 02 Fax: 0040 21 316 34 97

Elena Valeria BRODEALA, VICEPRESEDINTE

/ A
Semnatura: “/
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Partea a 2-a/Part 2 (continuare/continuation)

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

Substanta activa / Active substance: CLORHIDRAT DE PRIDINOL / PRIDINOL HYDROCHLORIDE

3. l 1 Fabncane de mtermedlan de substanté actlvé / Manufacmre of acnve substance mtermedxates

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, cristalizare / Salr
farmation/pur:ﬁcation steps: salt formation, pur:ﬁcation crystallization

330 tape ge nerale Gem!?' F ‘Igmgﬁfl >
3.5 Etape de procesare ﬁzxca uscare / Phys:cal processmg steps: drying
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 secundarad (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) substantei 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)

36 ‘ Teste pentru controlnl cahtﬁtn / Q"‘""‘J’ C"”‘ a’\f :

Walina Pe s

3. 6 1 Testare ﬁzwo-chlmlcé / Physrcaf/Chemrcal resnng

15/09/2026 Numele, titlul $i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Valeﬁ_ RODEALA VICEPRESEDINTE

W

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

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

Substanta activi / Active substance: CLORHIDRAT DE PROCAINA / PROCAINE HYDROCHLORIDE

3.1.1 Fabricatie de intermediari de substan{a 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 saruri/purificare: formare sdruri, purificare, cristalizare / Salt
Jormation/purification steps salt formation, purification, crystallization

Fr

33 | apege ¥ %‘G 7

3 5.1 Etape de procesare fizica: uscare / Phys:cal processing steps: drymg
3.5.2 Ambalare primari (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
(numar de serie) substantei 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 tatii / Qual

¥

{ e
o ’va

3.6. l Testare ﬁzmo-chlmlca / Physacal/C'hemzcal testing

15/09/2026 Numele, titlul §i semndtura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040.21 317 11.02 Fax: 0040 21 316 34 97
Elena Valeria BRODEALA VICEPRESEDINTE

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

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

Substanfa activa / Active substance: CLORHIDRAT DE TRIHEXIFENIDIL / TRIHEXYPHENIDYL
HYDROCHLORIDE

T B S g 4 S s pe L2 R TRy ---,‘u?-f St A N e AT g T W e
3.1 | Fabricatia de substante active Ménufqg e of Active ance by chemical
B synthesisys i e URETS sy ddae il ety e

3.1.1 Fabricatie de intermediari de substan{a 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 saruri/purificare: formare saruri, purificare, cristalizare / Salt
forman’on/purfffcon steps: ification, crystaization

3.5.1 Etape de procesare steps: drying
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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizatd pentru identificarea si trasabilitatea
(numir de serie) substantei 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)

i

36 | Teste pentru controlul calitatit/ Quality control testing |

3.6.1 Testare ﬁzico-chilhica / PhysicChemical testing

15/09/2026 Numele, titlul 5i semn3tura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21317 11 02 Fax: 0040 21 316 34 97
Elena Valerisa BRODEALA, VICEPRESEDINTE

W

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

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

Substanta activa / Active substance: ETAMSILAT / ETAMSYLATE

3.1 | Fabricatia de
| synthesis il g Fiay :
3.1.3 Etape de formare de sarun/punf' icare : purlﬁcare cnstahzare / Salt formanan/purgf cation sreps
purrf canon crystalhzanon

Jtape gel % 6e"t"‘i'imﬁei 3 ei'aiFm
3.5.1 Etape de procesare are fizica: uscare / Phys:cal processmg steps drymg

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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizatd pentru identificarea si trasabilitatea
(numir de serie) substantei 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 zdenaf cation or traceabzlzry ot numberm of the active substance)

3.5 |

6 | Teste pentru contro

3.6.1 Testare ﬁzwo-chlmlcﬁ / Physrcal/Chem.rcal tesnng

15/09/2026 Numele, titlul si semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Va r BRBDEALA VICEPRESEDINTE
M)

Semnﬁtgé;,-
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ANMDMR
Partea a 2-a/Part 2 (continuare/continuation)
3. OPERATII DE FABRICATIE - SUBSTANTE ACTIVE /| MANUFACTURING OPERATIONS —
ACTIVE SUBSTANCES
Substanta activa / Active substance: FURAZOLIDONA/FURAZOLIDONE
31 '.Fabncatla deﬁsubstanr e acti
sl synthesls 25 bt R B i Uy el i
3.1.3 Etape de formare de sérun/punﬁcare purlﬁcare cnstahzare / Salt formanon/pur:f cation steps
‘ purtf canon crystall:zat:an
3 5 1 Etape de procesare ﬁzma uscare/ Physxcal processmg steps. drymg
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 utilizatad pentru identificarea si trasabilitatea
(numir de serie) substantei 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
_ usea' or zdem‘: icanon_or traceabrlrty (lot numberm of the active substance
3 6.1 Testare fi 21co~ch1m1cé / Physrcal/ChemzcaI testmg
15/09/2026 Numele, titlul si semnétura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Valér" : RODEALA VICEPRESEDINTE
Semnétura ;
21/34
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Partea a 2-a/Part 2 (continuare/continuation)

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

Substanta activd / Active substance: LACTAT DE MAGNEZIU DIHIDRAT / MAGNESIUM LACTATE
DIHYDRATE

3154

3 1.2 F abrlcatle de substante active brute / Manufacture of crude active substance
3.1.3 Etape de formare de saruri/purificare: formare sdruri, purificare, cristalizare / Salt
formation/ uri; zcanon steps salt formatmn pur: 1catmn cr, stall:zanon

3, 5 1 Etape de procesare ﬁzwﬁ uscare / Physzcal processmg steps drymg

3.5.2 Ambalare primari (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 si trasabilitatea
(numir de serie) substantei 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 1 Testare ﬁzwo-chlmlcél Phys:cal/Chemtcal restmg

15/09/2026 Numele, titlul si semnitura persoanei autorizate din
Agentia Nationald a Medicamentului i a Dispozitivelor Medicale din Roméania
Name ana’ signature of the authorised person of the National Agency for

Semnﬁtura
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‘a AGENTIA NATIONALA A MEDICAMENTULUI

S DI E SI A DISPOZITIVELOR MEDICALE DIN ROMANIA
j Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti

s Tel: +4021-317.11.00

Fax: +4021-316.34.97

«&*& www.anm.ro

% ANMDMR

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta active/ Active substance: TARTRAT DE METOPROLOL / METOPROLOL TARTRATE

311 Fabrlcape dc mtermedlan de substan;é activa / Manufacrure of active substance mtermedlates
3.1.2 Fabricatie de substante active brute / Manufacture of crude active substance
3.1.3 Etape de formare de sﬁruri/puriﬁcare fonnare saruri purificare, cristalizare / Sait

ape géne le ener'

3.5.1 Etape de procesare ﬁznci uscare / Phys:cal processmg steps: drying
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 utilizata pentru identificarea si trasabilitatea
(numdr de serie) substantei 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 Jfor identification or traceabxhty ot numbermg} of the active substance)
- T :
trolul calitatii / Quality cont

3.6 | T

3. 6 1 Testare ﬁ21c;0-ch1mlcﬁ/ Physzcal/Chemzcal tesnng

15/09/2026 Numele, titlul §i semnatura persoanei autorizate din
Agentia Nafionald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21/317-H-02 Fax: 0040 21 316 34 97
Elena Valer ﬁROD‘EALA VICEPRESEDINTE

Semnatura
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N““%% MINISTERUL SANATATII

a AGENTIA NATIONALA A MEDICAMENTULUI
:}'/I) (\\\ S| A DISPOZITIVELOR MEDICALE DIN ROMANIA
3 Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
& Tel: +4021-317.11.00
z
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i Fax: +4021-316.34.97
&Qf www.anm.ro

Certificat Nr./Certificate No: 102/2026/RO

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

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

ACTIVE SUBSTANCES

Substanta activi / Active substance: N-ACETIL — L-HISTIDINA MONOHIDRAT / N-ACETYL-L-HISTIDINE
MONOHYDRATE

-'3 l o .Fabricaﬁa de substante a brin sintezi chim

synthesis e

; _-';Etape

31 Fabrlcatle de mtermechan de substan';ﬁ 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 saruri/purificare: formare saruri, purificare, cristalizare / Salt

ormanon/ uri rcanon steps: salt ormat:on url Icanon crystallization
: T

General Finis,
féay’@y' ; BES

3.5.1 Etape de procesare fizica: uscare / Phys:cal processmg steps drying
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 utilizata pentru identificarea si trasabilitatea
(numdr de serie) substantei 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 éTe’s‘;'é pentru s controlul caliti i, nf‘Quaﬁgr
3. 6 1 Testare ﬁzwo-chlmlca/ Physzcal/Chemzcal resrmg
15/09/2026 Numele, titlul §i 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 of Romania
Tel.: 004021347 11 02 Fax: 0040 21 316 34 97
Elena Valerig/ BRODEALA, VICEPRESEDINTE
S yF AN
Semmndtura: / ]
G .
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W““” MINISTERUL SANATATII

& ’*‘a AGENTIA NATIONALA A MEDICAMENTULUI

T DIN SI A DISPOZITIVELOR MEDICALE DIN ROMANIA

Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti

g N Tel: +4021-317.11.00

5% Fax: +4021-316.34.97

2’@@ o(&f www.anm.ro
ANMDMR ™

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activd / Active substance: OROTAT DE MAGNEZIU DIHIDRAT / MAGNESIUM OROTATE
DIHYDRATE

313;5', Dricafi:

3.1.1 F abrlcatle- de mtermedlarl der substantﬁ actlvﬁ 7 Manufaéture of act:ve substance rmermed:ares
3.1.2 Fabricatie de substante active brute / Manufacture of crude active substance
3.1.3 Etape de formare de sarun/purlﬁcare formare de sarun purificare, cristalizare / Salr

3 5 1 Etape de procesare ﬁzma uscare / Physzcal processmg steps: drying

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 utilizata pentru identificarea si trasabilitatea
(numar de serie) substantei 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 zdent ifi caaon or traceabzhty (lot numbering) of the active substance)

3 6 1 Testare ﬁzwo-chumca / Phys:cal/Chemrcal tesnng

15/09/2026 Numele, titlul §i semn3tura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Valeria RPDEAL:\, VICEPRESEDINTE

Semnitura; J
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Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti

% I3 Tel: +4021-317.11.00

. Fax: +4021-316.34.97
%‘? ‘,&@ www.anm.ro
ANMDMR ™"

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substaﬂta activa / Active substance: OROTAT DE CALCIU DIHIDRAT / CALCIUM OROTATE DIHYDRATE

syt}fhes:s SRR e j S g
3.1.1 Fabricatie de intermediari de substan;a activa / Manufacture of active subslance mtermedzates

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

3.1.3 Etape de formare de siruri/purificare: formare de s#ruri, purificare, cristalizare / Salt
jbrmatzon/punﬁcanon steps: sah‘ formanon urt ication, crystallization

3 5 1 Etape de procesare ﬁz:cﬁ uscare e/ Phys:cal processmg steps drymg
3.5.2 Ambalare primara (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 utilizati pentru identificarea si trasabilitatea
(numar de serie) substantei 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 zdent;f cation or traceab:l.rly ot numbenng) of the acnve substance)

*’I‘este pentru contmml cahtitu O

36

3. 6 1 Testare fizico-chimica / Physzcal/Chem:cal tesnng

15/09/2026 Numele, titlul 5i semnétura persoanei autorizate din
Agentia Nationald a Medicamentului i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21 317 11 02 Fax: 0040 21 316 34 97
Elena Va[eri' R DEALA VICEPRESEDINTE

Semnatura
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Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00
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Fax: +4021-316.34.97

%q. 6&5’ www.anm.ro
ANMDMR ™

Certificat Nr./Certificate No: 102/2026/RO

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

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

3y

!

Substanta activa / Active substance: OROTAT DE POTASIU / POTASSIUM OROTATE

| synthesis

T

T tape

3.1.1 Fabrlcane de intermediari de substanté 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 siruri/purificare: formare de siruri, purificare, cristalizare / Salt
ormanon/ uri canon ste s: salt ormarzon urification, < stallzzatzon

3.5.1 Etape de procesare ﬁz1ca uscare / Physzcal:processmg steps drymg

used for identification or traceabrlzty (lot numbering

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 secundarad (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizatd pentru identificarea si trasabilitatea
(numar de serie) substantei 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
of the active substance)

| Teste pentru:ontrolulycallfﬁtui Qualit‘ln__‘_

e L

3.6.1 Testare fizico-chimica / Phys:cal/Chem:ca! testing

15/09/2026 Numele, titlul i semnétura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 2,1— 17.11.02 Fax: 0040 21 316 34 97

27/34
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MINISTERUL SANATATII
‘ AGENTIA NATIONALA A MEDICAMENTULUI

) (\\\E SI A DISPOZITIVELOR MEDICALE DIN ROMANIA
: Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti

& Tel: +4021-317.11.00

Fax: +4021-316.34.97

@&@ www.anm.ro

% ANMDMR

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activd / Active substance: OROTAT DE LITIU MONOHIDRAT / LITHIUM OROTATE
MONOHYDRATE

f_.;._lf: 2

3.1.1F abrlcatle de mtennedlan de substanta actwﬁ / 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 saruri/purificare: formare de sdruri, purificare, cristalizare / Salt
ormanon/ purification ste s salr ormanon, purification, crystallization

3. 5 1 Etape de procesare fizica: uscare / Phys;cal processing steps: drying
3.5.2 Ambalare primari (ambalarea/sigilarea substanfei 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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizata pentru identificarea si trasabilitatea
(numar de serie) substantei 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 adentyf‘ cation or fraceabrhty (lot m;mberm he active substance)

: € pentru 7 lltitiilQuaI:’Jj: "0,
3 6 I Testare ﬁzwo-chlmlca /- Phys:cal/Chem:cal testing

15/09/2026 Numele, titlul 5i semnitura persoanei autorizate din
Agentia Nafionald a Medicamentului si a Dispozitivelor Medicale din Romania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040.24317-11 02 Fax: 0040 21 316 34 97
Elena Vale BRODEALA, VICEPRESEDINTE

Semnﬁtura
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MINISTERUL SANATATII

AGENTIA NATIONALA A MEDICAMENTULUI

SI A DISPOZITIVELOR MEDICALE DIN ROMANIA
Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00

Fax: +4021-316.34.97

2 .34.
'E@. ANMDMR @ﬁs‘ www.anm.ro

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activa / Active substance: OROTAT DE ZINC DIHIDRAT / ZINC OROTATE DIHYDRATE

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
313 Etape de formare de saruri/purificare: formare de s#ruri, purificare, cristalizare / Salt

purification, crystallization

3. 5 .1 Etape de procesare ﬁzncﬁ uscare / Phys:cal processmg steps drymg

used ﬁ)r zdentgf‘ cation or traceabzhty (lot numberm z) of the actwe substance)

3.5.2 Ambalare primara (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 secundara (punerea ambalajului primar sigilat intr-un ambalaj secundar sau recipient.
Aceasta include orice etichetare a materialului care poate fi utilizatd pentru identificarea si trasabilitatea
(numar de serie) substantei 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

"controlu! ”c‘allti;li / Qualuy co

3 6.1 Testare fizico-chimica / Physzcal/C‘hem:cal testing

15/09/2026 Numele, titlul si semndtura persoanei autorizate din

Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania

Tel.: 0040 21/317 11 02 Fax: 0040 21 316 34 97

Elena Vale a E?ODEALK , VICEPRESEDINTE

Semnifur
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Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
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%% ANMDMR WWWwW.anm.ro

Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activi / Active substance: FENPROCUMONA / PHENPROCOMON

'3.'.':['; W .' ;

3.1.1 Fabricatie de mtermedlan de substanta actlva / Manufacture of active subsmnce mrermedrates

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

3.1.3 Etape de formare de saruri/purificare: purificare, cristalizare / Salt formation/purification steps:
_ puraf cation, ¢ stalhzat:on__
3.5 | Et 3 A0 T B
35, l Etape de procesare ﬁzu:é uscare / Physxcal processmg steps: drying

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.
i Aceasta include orice etichetare a materialului care poate fi utilizati pentru identificarea si trasabilitatea
| (numdr de serie) substantei active) / Secondary Packaging (placing the sealed primary package within an
J outer packaging material or container. This also includes any labelling of the material which could be
1 used for identifi cation or iraceability (lot numberm of the active subsrance)

36 _‘ __Te;te pentru coutl:olul cahtitl ¢

3. 6 1 Testare ﬁzwo chlmlcﬁ / Phys:cal/Chem:caI testmé

15/09/2026 Numele, titlul si semnatura persoanei autorizate din
Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roméania
Name and signature of the authorised person of the National Agency for
Medicines and Medical Devices of Romania
Tel.: 0040 21,317 11 02 Fax: 0040 21 316 34 97
Elena Valeria BRODEALA, VICEPRESEDINTE

e

Semnitufa: /-
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Certificat Nr./Certificare No: 102/2026/RO

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

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

Substan;a activa / Active substance: PIRACETAM / PIRACETAM

3.1.1 Fabncat:e de 1ntermed|an de substantﬁ actwa/ Manufacture of acnve substance mtermedzates
3.1.2 Fabricatie de substante active brute / Manufacture of crude active substance
3:13 Etape de formare de saruri/purificare: purificare, cristalizare / Salt formation/purification steps:

3.5.1 Etape de procesare ﬁzncﬁ uscare, snare/mﬁcmare / Physzcal processing steps drymg, srevmg/grmd
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 i trasabilitatea
(numir de serie) substantei 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 :a’ennf cation or rraceabrhty ﬂot number' active substance)

o Bl ik el W A R

6 _.Typste_pentru eontrol ul calitijlil Qua!
[3.6.1 Testare fizico-chimica / Phys:cal/Chemrcal test!ng

15/09/2026 Numele, titlul §i 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 of Romania
Tel.: 0040 21,817 11 02 Fax: 0040 21 316 34 97
Elena Vale a BRODEALA VICEPRESEDINTE

-”V

Semnitura:j
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MINISTERUL SANATATII

AGENTIA NATIONALA A MEDICAMENTULUI

SI A DISPOZITIVELOR MEDICALE DIN ROMANIA
Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00

Fax: +4021-316.34.97

www.anm.ro

Certificat Nr./Certificate No: 102/2026/RO

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

ACTIVE SUBSTANCES

HEPTAHYDRATE

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

Substanta activa / Active substance: SULFAT DE MAGNEZIU HEPTAHIDRAT / MAGNESIUM SULFATE

11 2 Fabrlcatle de substante active brute / Manuﬁzcture o crua’e acnve substance
3.1.3 Etape de formare de sdruri/purificare: formare de sdruri, purificare, cristalizare / Sait
formati ; : .

3 5 1 Etape de procesare ﬁz:ca uscare / Phys:cal processmg steps drymg

3.5.2 Ambalare primara (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) substantei 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 traceab:[ny ﬂor numberm g) of the active substance)

i ']fm‘t %5 AV t :,«?}:,-j%ui;“.»,&x
1e€ste pen |

RS

ul calitaii Quaa;ycon_

o 1 Jﬂ’&{?ef;l (f{’ < \Maw%,

3.6.1 Testare ﬁzxco-chlmlcé / Physical/Chemical testing

15/09/2026 Numele, titlul si semnétura persoanei autorizate din

Agentia Nationald a Medicamentului §i a Dispozitivelor Medicale din Roménia
Name and signature of the authorised person of the National Agency for
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Certificat Nr./Certificate No: 102/2026/RO

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

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

Substanta activa / Active substance: TIOSULFAT DE SODIU PENTAHIDRAT / SODIUM THIOSULFATE
PENTAHYDRATE

by chemical
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3. EE Fabncane de mtermedlan de substan;ﬁ actlvi / Manufacture of actzve substance mtermedlates-
3.1.2 Fabricatie de substante active brute / Manufacture of crude active substance
3.1.3 Etape de fonna:e de saruri/purificare: formare de sarurl purificare, cristalizare / Salt

3:3:1 Etape de procesare f‘mcﬁ uscare / Physrcal processmg steps drymg

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 secundara (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) substantei 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 1 Testare ﬁznco-chlmtcﬁ / Phys:cal/Chem:ca!tesnng
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Certificat Nr./Certificate No: 102/2026/RO

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

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

3.1.1 Fabricatie de intermediari de substanta activi / 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 saruri/purificare : purificare, cristalizare / Salt formation/purification steps:
purification, cr. stazatian

3.5.1 Etape de pocesare fizica: uscare / Physical processing steps: drying
3.5.2 Ambalare primara (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) substantei 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
a) of the active substance)
L I R
Iy Ci fesiing
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himica / 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: depozitarea materiilor prime si intermediari, materialelor
de ambalare, produselor finite se realizeaza la adresa Str. Pericle Papahagi, nr. 51-63, Carte Funciara 210892.
Sectorul 3, Bucuresti. Acest certificat este valabil pina la Mai 2029. / storage of raw materials and intermediates,
packaging materials, finished products is carried out at the address Str. Pericle Papahagi, nr. 51-63, Carte
Funciara 210892, Sectorul 3, Bucuresti. This certificate is valid up to May 2029.
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Nota: versiunea in limba englez4 este versiunea de referinta.
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