Zalu valsts agentara
State Agency of Medicines of the Republic of L

Jersikas iela 15,18a LV-1003, Latvia, phone +371 67078424, fax +371 67088¢-mail info@zva.gov.lv, www.zva.gov.

AKT IVO VIELU RAZOT AJU, IMPORT ETAJU VAI IZPLAT ITAJU
REGISTRACIJAS APLIEC IBA
Union Format for Registration of Manufacturer, mporter or Distributor

of Active Substances
1. Registracijas numur
Registration number Al' 14122022
2. Registretas personas firm Akciju sabiedriba “Olainfarm”

Name or corporate name of registrant o
(registracijas numurs 4000300724%

3. Registretas personas juridigkadres Rupnicu iela 5, Olaine, Olaines novads, LV-
Permanent or legal address of registrant 2114, Latvija

4. Faktiskas darlibas norises viet adres Riupnicas iela 5, Olaine, Olaines novads, LV-
Address(es) of site(s) where registerezil14, Latvija
activities take plac

51 aciiac< itridi i i Eiropas parlamenta un Padomes 200l.gada 6.noveDibektivas
6. Registracijas juridiskais pamatojun 2001/83/EK par kopienas kodeksu, kas ieviesta Feijas likuma un

National Iegal basis of authorisation Latvijas Republikas Ministru kabineta 2013.gadg®@bja noteikumos
Nr.344* Aktivo vielu impor€Sanaswun izplatSana kartibe”

7. Zalu valsts genfiras direktora p.i. —llze Bude
Administraivas noddas vadtaja

Name, surname of responsible officer of the
competent authority of the member state
validating the registratio

8. Parakst
Signatur

9. Datum: 14.12.2022.
Date

S registracijas forma ir dega tikai pilri apjond, ieKaujot visas lapas. 1§ reistracijas formas
autentiskumu iespams @rbaudt Eiropas Saviebas datulizeé vai atbildgaja iestide, kas izsniegusi
registracijas aplietbu.

This registration form is valid only when presentéth all pages. The authenticity of this regisioatform may
be verified in the European Union's database ohuwfie validating authority.

2.punkfi mingtajam reistracijas apliethasipaSniekam reizi gadjasniedz atbilthaj iestde Sajh
registracijas aplietha sniegts informiacijas izmanu pilns izkksts. Par jebkdm izmaham, kuras var
ietekn&t mingto akivo vielu kvali&ti vai droSumu,jzino nekagjoties.

The registration holder referred to in Section Zaklcommunicate annually to the competent authoaity
inventory of the changes which have taken placegards the information provided in this registatiform.
Any changes that may have an impact on the qualityafety of the listed active substances mustdbiéieu
immediately.

REGISTRESANAS JOMA
DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU



SCOPE OF REGISTRATION

Darlibas vietas nosaukums un adrgakciju sabiedriba “Olainfarm”

Name and address of the site

Latvija

Rapricu iela 5, Olaine, Olaines novads, LV-2114,

1. RAZOSANAS DARBIBAS

MANUFACTURING OPERATIONS

RazoSanas daitias nofda par katru akto vielu atseviki
Manufacturing activities are indicated for eachiaity separately

Aktiva(-as) viela(-as)Amantadina hidrohlorids
Active substance(s): Amantadine hydrochloride

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZave3ana, mal3ana, si$ana

Physical processing stepBrying, milling, sieving

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primankage within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

fior

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitti (nesterilo akivo vielu triba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as) Etacizins
Active substance(s): Ethacizine

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
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Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepsying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontake ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

fior

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Fenibuts
Active substance(s): Phenibut

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfito) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas dartbas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstides posmiave3ana, sipdana

Physical processing stef3ying, sieving

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirméja iepakojuma ievietoSana sekardiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

for

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)1-(4-Fenil-2-pirolidon)acetamids
Active substance(s): Phenylpiracetam

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmkKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

- =X

1. Fizikalas apstides posm¥avesana, sipdana

Physical processing stepsying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykage within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

or
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Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu firiba)
Microbiological testing (excluding sterility tesgih

Aktiva(-as) viela(-as)Hifenadina hidrohlorids
Active substance(s): Quifenadine hydrochloride

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana

Manufacture of active substance intermediates

2. Tehnisko (neattito) akivo vielu razoSana

Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija, rekristaliz acija
Salt formation and purification stefirystallisation, recrystallisation
4. Citas dartbas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipSana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

for

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Nitrofuranto ina monohidrats
Active substance(s): Nitrofurantoin monohydrate

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes
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1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
4. Citas dartbas:lzdaliSana un filtréeSana

Other: I solation and filtration

for

E | Visparigie nobeiguma posmi
General finishing steps
1. Fizikalas apstides posmiZavesana, sip$ana
Physical processing stepBrying, sieving
2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontake ar akivo vielu)
Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)
3. Sekundra iepakoSana (nagjta pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))
Secondary packaging (placing the sealed primarkage within an outer packaging
material or container. This also includes any |dingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

F ||[Kvalitates kontroles veikSana

Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Furagins
Active substance(s): Furaginum

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
4. Citas dartbas:lzdaliSana un filtréeSana

Other: I solation and filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstides posmiZavesana, sipSana

Physical processing stepBrying, sieving

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirméja iepakojuma ievietoSana sekardiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

for

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Hlorbutanola hemihidr ats
Active substance(s): Chlorobutanol hemihydrate

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagjta pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

or

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
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Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu firiba)
Microbiological testing (excluding sterility tesgih

Aktiva(-as) viela(-as)ipidakrina hidrohlor 1ds
Active substance(s): Ipidacrine hydrochloride

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification stefis:ystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

for

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Hifenadins
Active substance(s): Quifenadine

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
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1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

for

E | Visparigie nobeiguma posmi
General finishing steps
1. Fizikalas apstides posmiZavesana, sip$ana
Physical processing stepBrying, sieving
2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)
Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)
3. Sekundra iepakoSana (nagjta pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))
Secondary packaging (placing the sealed primankage within an outer packaging
material or container. This also includes any |dingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

F ||[Kvalitates kontroles veikSana

Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Lenalidomids
Active substance(s): Lenalidomide

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iegiSana un attiSanas posniristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
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1. Fizikalas apstides posmiZavesana, sia$ana, mikronizesana

Physical processing stepBrying, sieving, micronisation

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirméja iepakojuma ievietoSana sekardiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Temgikolurils
Active substance(s): Temgicoluril

A ||[Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmKristaliz acija
Salt formation and purification stefi:ystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

- =X

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykage within an outer packaging
material or container. This also includes any ldingl of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
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F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu firiba)
Microbiological testing (excluding sterility tesgih

Aktiva(-as) viela(-as)Mekvitazins
Active substance(s): Mequitazine

A ||[Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepBrying, sieving

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykage within an outer packaging
material or container. This also includes any ldingl of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Meldonija dihidr ats
Active substance(s): Meldonium dihydrate

A ||[Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
11



1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

E ||Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, mal$ana

Physical processing stepBrying, milling

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagjta pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primankage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitti (nesterilo akivo vielu triba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Memantina hidrohlorids
Active substance(s): Memantine hydrochloride

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattito) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas dartbas:Filtr éSana

Other: Filtration

E ||Visparigie nobeiguma posmi
General finishing steps

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA IMOGU
12



1. Fizikalas apstides posmiZavesana, mal$ana

Physical processing stepBrying, milling

2. Pirnja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirméja iepakojuma ievietoSana sekardiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makéSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Natrija aminosalicil ata dihidr ats (PASS Na 3ls)
Active substance(s): Aminosalicylate sodium dihygra

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattito) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iegiSana un attiSanas posniristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

- =X

1. Fizikalas apstides posmiZavesana, malSana, s§Sana

Physical processing stepBrying, milling, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@gSana iepakojul kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirmeja iepakojuma ievietoSana sekardiepakojuna vai
konteined, ieskaitot arjebkuru matefla makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)
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F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu firiba)
Microbiological testing (excluding sterility tesgih

Aktiva(-as) viela(-as)Rimantadina hidrohlorids
Active substance(s): Rimantadine hydrochloride

A ||[Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattito) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas dartbas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, mal3ana, si$ana

Physical processing stepBrying, milling, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo aldvo vielu tiriba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Fenaze@ams
Active substance(spPhenazepam

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes
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1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmkFiltr eSana
Salt formation and purification stepBiltration

E | Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, mal$ana

Physical processing stepBrying, milling

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@gSana iepakojul kurs atrodas tias
kontake ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirmeja iepakojuma ievietoSana sekardiepakojuna vai
konteined, ieskaitot arjebkuru matefla makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

Aktiva(-as) viela(-as)Vildaglipt ins
Active substance(s): Vildagliptin

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattito) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas daribas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipdana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojul kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirmeja iepakojuma ievietoSana sekardiepakojuna vai
konteine&, ieskaitot arjebkuru matefla makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any |dingj of the material which could be used nor
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identification or traceability (lot numbering) dfi¢ active substance)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo alivo vielu firiba)
Microbiological testing (excluding sterility tesgih

Aktiva(-as) viela(-as)Terizidons
Active substance(s): Terizidone

A

Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmi

Salt formation and purification steps

4. Citas daribas:Filtr é5ana, Kristalizacija
Other: Filtration, Crystallisation

Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sipSana

Physical processing stepBrying, sieving

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@g/Sana iepakojuly kurs atrodas tias
kontaké ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (nagita pirmgja iepakojuma ievietoSana sekanaiepakojuna vai
konteine&, ieskaitot arjebkuru matetila makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

for

Kvalitates kontroles veikSana
Quality control testing
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1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo alivo vielu firiba)
Microbiological testing (excluding sterility tesgih

3. Mikrobiologiski: ietverot steriliti

Microbiological testing (including sterility tesi)

4. Biologiski

Biological Testin

Aktiva(-as) viela(-as)Lenalidomida hidrohlorida hidrats
Active substance(s): Lenalidomide hydrochlorideraed

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syrghes

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattito) akivo vielu razoSana
Manufacture of crude active substance

3. Slu iediSana un attiSanas posmKristaliz acija
Salt formation and purification step€rystallisation
4. Citas dartbas:Filtr éSana

Other: Filtration

E | Visparigie nobeiguma posmi
General finishing steps

1. Fizikalas apstides posmiZavesana, sia$ana, mikronizesana

Physical processing stepBrying, sieving, micronisation

2. Pirngja iepakoSana (akto vielu ievietoSana vai n@gSana iepakojul kurs atrodas tias
kontak® ar akivo vielu)

Primary packaging (enclosing or sealing the acBubstance within a packaging material
which is in direct contact with the substance)

3. Sekundra iepakoSana (no&jta pirméja iepakojuma ievietoSana sekar@iepakojuna vai
konteined, ieskaitot arjebkuru matefla makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))

Secondary packaging (placing the sealed primarnkage within an outer packaging
material or container. This also includes any ldingj of the material which could be used for
identification or traceability (lot numbering) dfi¢ active substance)

F Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo alivo vielu firiba)
Microbiological testing (excluding sterility testjh

Aktiva(-as) viela(-as)Furazidina natrija s als
Active substance(sFurazidine sodium salt

A ||Kimiski sintezto akivo vielu razoSana
Manufacture of active substance by chemical syighes
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1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates

2. Tehnisko (neatfto) akivo vielu razoSana
Manufacture of crude active substance

3. Silu iegiSana un aftiSanas posmiCentrifugeSana
Salt formation and purification step€entrifugation

for

E | Visparigie nobeiguma posmi
General finishing steps
1. Fizikalas apstides posmiZavesana, sipdana
Physical processing stepBrying, sieving
2. Pirngja iepakoSana (akto vielu ievietoSana vai n@gSana iepakojul kurs atrodas tias
kontak® ar akivo vielu)
Primary packaging (enclosing or sealing the acsubstance within a packaging material
which is in direct contact with the substance)
3. Sekundra iepakoSana (no&jta pirmeja iepakojuma ievietoSana sekardiepakojuna vai
konteined, ieskaitot arjebkuru matedla makeSanu, kas var tikt izmantota akis vielas
identifikacijai vai izsekojartbai (€rijas numurs))
Secondary packaging (placing the sealed primarykpge within an outer packaging
material or container. This also includes any ldingl of the material which could be used
identification or traceability (lot numbering) dfi¢ active substance)

F ||[Kvalitates kontroles veikSana

Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot steriliti (nesterilo alivo vielu firiba)
Microbiological testing (excluding sterility tesgih

2. IMPORTESANAS UN IZPLAT ISANAS DARBIBAS
IMPORTATION AND DISTRIBUTION OPERATIONS

A |[Impor&Sana
Importation
Aktiva viela Tre&s valsts razajs (firma, adrese) Izplatitgjs (firma, adrese)
Active substance Third counry manufacturer (name &  ||Distributor (hame &
address) address)
Ambroksola SHILPA MEDICARE LIMITED,
hidrohlor 1ds Deosugur Industrial Area, Raichur,
Ambroxol Karnataka, 584170, India
hydrochloride
Askorbinskabe Northeast Pharmaceutical Group C
Ascorbic acid Ltd, No 29 Shenxiliu Dong Road,
Economic Technological
Development District, Shenyang,
Liaoning, 110869, Chir
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Etambutola

Lupin Laboratories Limited?lot No 9

hidrohlor 1ds 123 123/1 124 125, Gidc Estate,
Ethambutole Ankleshwar 393002, India
hydrochloride

Fenaze@ms Interchem SLC, 21st Km Of
Phenazepam Starokievska Doroga 40-A, Odessal

65080, Ukrain

Feniramina maleats

Pheniramine maleats

Supriya Lifescience Ltd., A-5/2, Lot
Parshuram Industrial area, M.1.D.C,
Tal Khed, Maharashtra, District
Ratnagiri, 415722, Ind

Furosenids Ipca Laboratories Limited,

Furosemide P.0O.Sejavata, District Ratlam,
Madhya Pradesh, 457 002, In

Para- Biochemical and Synthetic Products

Aminosalicilskabes
natrija sals (Pass Ng
sals)
Aminosalicylate
sodium dihydrate

Limited, PLOT No 11/6/2029, Phas{
2, SVCIE, Balangar, Hyderabad,
Telangana, 500037, India

Piracetams
Piracetam

Northeast Pharmaceutical Group C
Ltd., No.29 Shenxiliu Dong Road,
Economic Technological
Development District, Shenyang,
110869, Chin

Pirazinamids
Pyrazinamide

CALYX CHEMICALS
&PHARMACEUTICALS LIMITED,
N-102/91 M.1.D.C. Tarapur, Boisar,
Maharashtra, District Thane, 401 5(
India

LINARIA CHEMICALS
(THAILAND) Ltd., 309 Soi 6C,
Sukhumvit Road, Bangpoo Industrig
Estate, Moo-4, Tumbol Phraksa,
Ampur Muang, Samutprakan, 1028
Thailanc

Propranolola

IPCA LABORATORIES LIMITED,

hidrohlor 1ds P.O. Sejavta, District Ratlam, Madh
Propranolol Pradesh, 457 002, India
hydrochloride

Teofilins ar Jilin Shulan Synthetic Pharmaceutiq

etilendiaminu
(Aminofil Ins)

Aminophylline

Co., Ltd, N0.2066, People's Main
Road, Shulan City, Jilin Province,
P.R., 132 600, China
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Paracetamols Angiu Luan Pharmaceutical Co., Lt
Paracetamol No 35, Weixu North Road, Angiu
City, Shandong province, 262100,
China
Hlorfenamina Supriya Lifescience Ltd., A-5/2, Loty
maleats Parshuram Industrial area, M.1.D.C,
Chlorphenamine Taluka-Khed, Maharashtra, District
maleate Ratnagiri, 415722, India
Terizidons St Pharm Co. Ltd., 171 Haean-Ro,
Terizidone Banwol Plant, Danwon, Ansan,
Gyeonggi, 15610, Republic of Kol
Tikagrelors Zhejiang Ausun Pharmaceutical Co
Ticagrelor Ltd.: No 5 Donghai 4th Avenue,
Zhejiang Chemical Materials Base,
Taizhoy, Linhai, 31701¢, Chine

B |[IzplatiSana
Distribution

Aktiva(-as) viela(-as) (visu akto vielu saraksts, kam pienero izplatS8anas dafibas)
Active substance(s) (list all active substanceswvoich distribution operations apply)

Amantadina hidrohlorids
Amantadine hydrochloride

Sehifenadna hidrohlorids (Bikarf &ns)
Sequifenadine hydrochloride

Dantrolena natrija s als hemiheptahidrats
Dantrolene sodium, hemiheptahydrate

Etacizins
Ethacizine

Fenibuts
Phenibut

1-(4-Fenil-2-pirolidon)acetamds
Phenylpiracetam

Hifenadina hidrohlorids
Quifenadine hydrochloride

Nitrofuranto ins monohidrats
Nitrofurantoin monohydrate

Furagins
Furaginum

Hlorbutanola hemihidr ats
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Chlorobutanol hemihydrate

Ipidakr ina hidrohlorids
Ipidacrine hydrochloride

Hifenadins
Quifenadine

Lenalidomids
Lenalidomide

Temgikolurils
Temgicoluril

Mekvitazins
Mequitazine

Meldonija dihidr ats
Meldonium dihydrate

Memantina hidrohlorids
Memantine hydrochloride

Natrija aminosalicil ata dihidr ats (PASS Na 4ls)
Aminosalicylate sodium dihydrate

Rimantadina hidrohlorids
Rimantadine hydrochloride

Nitrofuranto ins, makrokristalisks
Nitrofurantoin, macrocrystalline

Fenazepams
Phenazepam

Lenalidomida hidrohlorida hidrats
Lenalidomide hydrochloride hydrate

Vildaglipt ins
Vildagliptin

lerobezojumi vai paskaidrojumi salst Nav
ar resistréto darbibu jomt

Any restrictions or clarifying remarks related

to the scope of these registered opera

Amatpersonasards, uzvrds, kura atbild llze Bude
par resistracijas apstiprinSanu — Zalu
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valsts &enfiras direktora p.i. -

Administratvas noddas vadtaja

Name, surname of responsible officer of the
competent authority of the member state
validating the registratio

Parakst
Signaturt
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