REPUBLIC OF LATVIA

Jersikas iela, 15, Riga Pheone: +371 67078424 E-mail: zva@zva.gov.lv
LV 1003, Latvia Fax: +37167078428 www.Zva.gov.lv

AKTIVO VIELU RAZOTAJU, IMPORTETAJU VAI IZPLATITAJU REGISTRACIJAS
APLIECIBA

Union Format for Registration of Manufacturer, Importer or Distributor
of Active Substances

1. Registracijas numurs A 1 ""2 2 1 2 2 0 1 4

Registration number

2. Registrétas personas firma Akeiju sabiedriba ,,Olainfarm”
Name or corporate name of registrant (Vienotais registricijas numurs 40003007246)
3. Registrétds personas juridiska adrese Riipnicu iela 5, Olaine, Olaines novads, Latvija

Permanent or legal address of registrant

4. Faktiskas darbibas norises vietas adrese Rapnicu iela 5, Olaine, Olaines novads, Latvija
Address(es) of site(s) where registered
activities take place

5. Registracijas juridiskais pamatojums

National legal basis of registration Eiropas parlamenta un padomes 2001.gada 6.novembra
Direktiva 2001/83/EK par kopienas kodeksu, kas
attiecas uz cilvekiem paredz&tam zal&€m, kas ieviesta
Farmdécijas likuma, Latvijas Republikas Ministru
kabineta 2013.gada 25.jiinija noteikumos Nr.344
»Aktivo vielu importeSanas un izplatiSanas kartiba”

6. Zalu valsts agentiiras atbildigd amatpersona — direktore Inguna Adovica
Name, surname of the responsible officer of the competent

authority of the member state validating

the registration

7. Paraksts

Signature W
8. Datums 2014.gada 22.decembris

Akcetju sabiedriba ,,Olainfarm”,

aktivo vielu razotdja, import8taja vai izplatitaja registracijas aplieciba Nr. A1-22122014,
Riga, 2014.gada 22.decembr
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! &1 registracijas forma ir deriga tikai pilnd apjomd, ieklaujot visas lapas. Sis registracijas formas

autentiskumu iespjams pérbaudit Eiropas Savienibas datubazé vai atbildigaja iestadg, kas
izsniegusi registrécijas apliecibu. ,

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

2.punktd minStajam registracijas apliecibas Tpa$niekam reizi gada jasniedz atbildigaja iestade Saja
registracijas aplieciba sniegtés informacijas izmaigu pilns izklasts. .

Par jebkurdim izmaipdm, kuras var ietekm@t minéto aktivo vielu kvalitati vai dro$umu, jazino
nekavgjoties.

The registration holder referred to in Section 2 shall communicate annually to the competent
authority an inventory of the changes which have taken place as regards the information provided
In this registration form.

Any changes that may have an impact on the quality or safety of the listed active substances must be
notified immediately.

REGISTRESANAS JOMA
SCOPE OF REGISTRATION
Darbibas vietas Akciju sabiedriba ,,Olainfarm”, Riipnicu iela 5, Olaine, Olaines
nosaukums un adrese novads, Latvija
Name and address of the
site
1. RAZOSANAS DARBIBAS

MANUFACTURING OPERATIONS

Aktiva(-as) viela(-as): Amantadina hidrohlorids

Active substance(s): AMANTADINE HYDROCHLORIDE
Razosanas darbibas norada par katru aktivo vielu atseviski
Manufacturing activities are indicated for each activity separately

A ||Kimiski sintezgto aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZoSana

Manufacture of active substance intermediates

2. Tehnisko (neattfrito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Salu iegiidana un attirifanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

E Visparigie nobeiguma posmi
General finishing steps

L
Akciju sabiedriba ,,Olainfarm”,

aktivo vielu ra¥otdja, importétdja vai izplatitaja registricijas apliectba Nr.A1-22122014,
Riga 2014.gada 22.decembrT




/ 1. Fizikalas apstrades posmi

Zave$ana, mal§ana, sijasana

Physical processing steps

Drying, milling, sieving

2. Pirmé&;ja iepakoSana (akiivo vielu ievietoSana vai noslégsana iepakojuma, kurs atrodas tiesa
kontaktd ar aktivo vielu)

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

3. Sekundara iepako3ana (noslégta pirméja iepakojuma ievietoSana sekundara iepakojuma vai
konteineri, ieskaitot arT jebkuru materidla mark@3anu, kas var tikt izmantota akttvas vielas
identifikécijai vai izsekojamibai (s€rijas numuis))

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

F Kwvalitates kontroles veik§ana
Quality control testing

1. Fizikali vai ktmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tirtba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Anagrelida hidrohlorids
Active substance(s): ANAGRELIDE HYDROCHLORIDE

A K miski sintez€to akiivo vielu raZo$ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZoSana

Manufacture of active substance intermediates

2. Tehnisko (neattuTto) aktivo vielu raZo3ana
Manufacture of crude active substance

3. S&]u iegliana un attiri$anas posmi: Kristalizacija
Salt formation and purification steps. Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

E Visparigie nobeiguma posmi
General finishing steps
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Akciju sabiedriba ,,Olainfarm”,
aktivo vielu raZotaja, importetija vai izplatitdja registracijas aplieciba Nr.A1-22122014,
Rigd 2014.gada 22.decembrt



1. Fizikdlds apstrades posmi

; Zavesana, mikronizé$ana, sijiSana

f Physical processing steps

Drying, micronisation, sieving

2. Pirm#&ja iepakodana (aktivo vielu ievietofana vai noslégdana iepakojuma, kur§ atrodas tiesd
kontaktd ar aktTvo vielu)

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

3. Sekundara iepako$ana (nosl&gta pirm&ja iepakojuma ievietoSana sekundara iepakojumad vai
konteinera, ieskaitot ar jebkuru materidla markg$anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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 (lof numbering) of the active substance)

T

Kwalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Sehifenadina hidrohlorids (Bikarfens)
Active substance(s): SEQUIFENADINE HYDROCHLORIDE

A |[Kimiski sintez&to aktivo vielu raZoSana
Manufaciure of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo$ana

Manufacture of active substance intermediaftes

2. Tehnisko (neattirito) aktivo vielu razo3ana
Manufacture of crude active substance

3. Salu iegliSana un attri8anas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other. Filtration

E Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalds apstrades posmi

Zave¥ana, sijafana

Physical processing steps

Drying, sieving

2. Pirmegja iepakosana (aktivo vielu ievieto§ana vai noslégsana iepakojumd, kur§ atrodas tiesa
kontaktd ar aktTvo viel)

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

3. Sekundara iepako$ana (noslégta pirmgja iepakojuma ievietoSana sekundard iepakojuma vai
konteinera, ieskaitot arT jebkuru materidla mark&Sanu, kas var tikt izmantota aktivas vielas
identifikdcijai vai izsekojamibai (s€rijas numurs})

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 (Iot numbering) of the active substance)

Kvalitates kontroles veiksana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tfriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Bromantins
Active substance(s): BROMANTANE

A

Kimiski sintez&to aktivo vielu raZo$ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo8ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Sa]u iegiiSana un attiriSanas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Vispéarigie nobeiguma posmi
General finishing steps
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Akeiju sabiedriba , Olainfarm”,
aktivo vielu raZotdja, import8tija vai izplatitdja registricijas aplieciba Nr.A1-22122014,
Rigd 2014.gada 22.decembrt




...\
" ey -
S,

I. Fizikalas apstrades
Zavesana, sija¥ana
Physical processing steps
Drying, sieving

2. Pirmgja iepako$ana (aktivo vielu ievieto$ana vai noslég$ana iepakojuma, kurs atrodas tie$a
kontaktd ar aktivo vielu)

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

3. Sekundara iepako3ana (noslégta pirm&ja iepakojuma ievieto$ana sekundarz iepakojuma vai
konteiners, ieskaitot arT jebkuru materiala marke$anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktvo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Bukridons
Active substance(s): BUCRIDONE

A

Kimiski sintez&to aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZzo%ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZoana
Manufacture of crude active substance

3. Salu ieglisana un attiri§anas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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Akciju sabiedriba ,,Olainfarm”,
aktivo vielu raZotdja, importEiaja vai izplatitaja registricijas aplieciba Nr.A1-22122014,
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1. Fizikalas apstrades posmi

ZaveSana, sijadana

Physical processing steps

Drying, sieving

2. Pirmé&ja iepakosana (aktivo vielu ievietodana vai noslég$ana iepakojuma, kur§ atrodas tie3a
kontakta ar aktivo vielu) ,

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

3. Sekundara iepakoSana (noslégta pirmgja iepakojuma ievieto$ana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materiala marké3anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kTmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo akttvo vielu tiriba)
Microbiological testing (excluding sterility testing)

4. Biologiski

Biological Testing

Aktiva(-as) viela(-as): Gamma-Butirobetains
Active substance(s). GAMMA-BUTIROBETAINE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo%ana

Manufacture of active substance intermediates

2. Tehnisko (neattirTto) aktivo vielu raZo$ana
Manufacture of crude active substance

3. Salu iegfifana un attfrianas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sija¥ana

Physical processing steps

Drying, sieving

2. Pirméja iepako¥ana (akfivo viclu ievieto3ana vai noslégsana iepakojuma, kur§ atrodas tiesa
kontaktd ar aktivo vielu)

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

3. Sekundara iepakogana (noslégtd pirméeja iepakojuma ievietosana sekundard iepakojumna vai
konteinerd, ieskaitot arf jebkuru materiila marke3anu, kas var tikt izmantota aktivés vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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)

K valitates kontroles veikSana
Quality control festing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Dantroléna natrija sals hemiheptahidrits
Active substance(s): DANTROLENE SODIUM HEMIHEPTAHYDRATE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZosana

Manufacture of active substance intermediates

2. Tehnisko (nealtirito) aktivo vielu razoSana
Manufacture of crude active substance

3. Saju iegiana un attiri§anas posmi: Kristalizacija
Salt formation and purification steps. Crystallisation
4, Citas darbibas: Filtracija

Other. Filtration

Visparigie nobeiguma posmi
General finishing steps
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Akciju sabiedriba ,,Olainfarm”,
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1. Fizikdlas apstrades posmi

Zave$ana, maliana, sijaana

Physical processing steps

Drying, milling, sieving

2. Pirmeja iepakosana (aktivo vielu ievietofana vai noslegsana iepakojuma, kurs atrodas tie$a
kontaktd ar aktivo vielu) ‘

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

3. Sekundard iepakoSana (noslégta pirméja iepakojuma ievietodana sekundira iepakojuma vai
konteinera, ieskaitot ar? jebkuru materiala marké3anu, kas var tikt izmantota aktivis vielas
identifikacijai vai izsekojamibai (s&rijas numurs))

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)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2, Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Dietons
Active substance(s): DIETHONE

A

Kimiski sintezéto aktivo vielu raZo$ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu razo$ana

Manufacture of active substance intermediates

2. Tehnisko (neattirTto) aktivo vielu raZo3ana
Manufacture of crude active substance

3. Saju ieghi¥ana un attiri¥anas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Vispérigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sijasana

Physical processing steps

Drying, sieving

2. Pirmgja iepakoSana (aktivo vielu ievietoSana vai nosleég8ana iepakojuma, kur§ atrodas tie$a
kontakta ar akttvo vielu)

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

3. Sekundara iepako3ana (noslégta pirm&ja iepakojuma ievietoSana sekundara iepakojuma vai

konteinera, ieskaitot arT jebkuru materiala mark&Sanu, kas var tikt izmantota aktivas vielas
identifikacijal vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik8ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tTriba)
Microbiological testing (excluding sterility testing)

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

A

Kimiski sintez&to aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZoSana

Manufacture of active substance intermediates

2. Tehnisko (neattirto) aktivo vielu raZo8ana
Manufacture of crude active substance

3. Salu ieglifana un attirianas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4, Citas darbibas: Filtracija

Other. Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

7ave$ana, sijasana

Physical processing steps

Drying, sieving

2. Pirm&ja iepako$ana (aktivo vielu ievietosSana vai nosléggana iepakojuma, kurs atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundara iepakoSana (noslégta pirméja iepakojuma ievieto¥ana sekundara iepakojuma vai
konteinerd, ieskaitot arf jebkuru materiala markeSanu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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)

Kvalitates kontroles veiksana
Quality control testing

1. Fizikali vai kTmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Esmolols
Active substance(s): ESMOLOLE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZoSana

Manufacture of active substance intermediates

2. Tehnisko (neatttrito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Salu iegfi¥ana un attirisanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4, Citas darbibas: Filtracija

Other. Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zﬁvéﬁana, malSana, sijifana

Physical processing steps

Drying, milling, sieving

2. Pirmé&ja iepako3ana (aktivo vielu ievietoSana vai noslégSana iepakojuma, kur§ atrodas tiesa
kontaktd ar aktivo vielu)

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

3. Sekundara iepako$ana (noslégta pirmeja iepakojuma ievieto$ana sekundari iepakojuma vai
konteiners, ieskaitot arT jebkuru materisla mark&$anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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)

Kvalitates kontroles veik3ana
Quality control testing

1. Fizikali vai kTmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility festing)

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

A

Kimiski sintez&to akiivo vielu ra¥osana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu ra¥o3ana

Manufacture of active substance intermediates

2. Tehnisko (neattirto) aktivo vielu raZogana
Manufacture of crude active substance

3. Salu ieghdana un attiri¥anas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sija$ana

Physical processing steps

Drying, sieving ]

2. Pirméja iepakosana (aktivo vielu ievieto$ana vai noslégSana iepakojuma, kur§ atrodas tie$a
kontaktd ar aktivo vielu) )

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

3. Sekundara iepakosana (noslegtd pirmeja iepakojuma ievieto3ana sekundara iepakojuma vai

konteinerd, ieskaitot arT jebkuru materidla mark&3anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-ds) viela(-as): R-Fenibuts
Active substance(s): R-PHENIBUT

A

Kimiski sintezgto aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZzoSana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZzo3ana
Manufacture of crude active substance

3. Salu iegfiSana un attirifanas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other. Filtration

Visparigie nobeiguma posmi
General finishing steps
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e »

1. Fizikalas apstrades posmi
2 7avesana, sijasana
. Physical processing steps
Drying, sieving :
2. Pirmé&ja iepakoSana (aktivo vielu levietogana vai noslégsana iepakojuma, kurs atrodas tie8a
Kcontakta ar aktivo vielu)
Primary packaging (enclosing or sealing the active substance within a packaging material

which is in direct contact with the substance)

3. Sekundard iepakogana (noslegta pirméja iepakojuma ievietoana sekundard iepakojuma vai
konteinerd, ieskaitot arl jebkuru materidla mark@3anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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

or identification oF traceability (lot numbering) of the active substance)

N

¥ Kvalitates kontroles velkdana
Quality conirol testing

1. Fizikali vai kimiski
Physical, chemical festing
9 Mikrobiologiski: neietverot stertlitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

‘_f

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

A \ Kimiski sintezeto aktivo vielu raZzo¥ana \

Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZoSana

Manufacture of active substance intermediates

9. Tehnisko (neattirito) aktivo vielu razosana
Manufacture of crude active substance

3, Saju iegtdana un attiridanas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

E Visparigie nobeiguma posmi
General finishing steps

1
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1. Fizikalas apstrades posmi

Zavesana, sijaSana

Physical processing steps

Drying, sieving

2. Pirm&ja iepako$ana (aktivo vielu ievieto§ana vai noslégSana iepakojuma, kur§ atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundard iepakofana (noslégti pirméja iepakojuma ievieto$ana sekundara iepakojuma vai
konteinerd, ieskaitot arf jebkuru materidla mark&$anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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 subsiance)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility festing)

AktTva(-as) viela(-as): Hifenadina hidrohlorids
Active substance(s): QUIFENADINE HYDROCHLORIDE

A

Kimiski sintez€to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo3ana

Manufacture of active substance intermediates

2. Tehnisko (neattirTto) aktivo vielu raZoSana

Manufacture of crude active substance

3. Saju ieghiSana un attirianas posmi: Kristalizacija, rekristalizacija
Salt formation and purification steps: Crystallisation, recrystallisation
4, Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posimi
General finishing steps
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1. Fizikalas apstrades posmi

7avesana, sijaSana

Physical processing steps

Drying, sieving

2. Pirm&ja iepakosana (aktIvo vielu ievietofana vai noslégSana iepakojuma, kur$ atrodas tiesa
kontaktd ar akfivo vielu) -

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

3. Sekundara iepako$ana (noslégta pirmgja iepakojuma ievieto3ana sekundara iepakojuma vai
konteinera, ieskaitot arT jebkuru materiala markésanu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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)

Kwvalitates kontroles veik8ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-ds) viela(-as): Nitrofurantoina monohidrits
Active substance(s): NITROFURANTOIN MONOHYDRATE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo$ana
Manufacture of active substance intermediates
4. Citas darbibas: Izdali$ana un filtracija
Other: Isolation and filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalds apstrades posmi

Zavesana, maliana

Physical processing steps

Drying, milling

2. Pirméja iepako$ana (aktivo vielu ievietofana vai noslégdana icpakojuma, kur§ atrodas tie§a
kontaktd ar aktivo vielu)

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

3. Sekundard iepakosana (noslégta pirmé&ja iepakojuma ievietosana sekundérd iepakojuma vai
konteinera, ieskaitot arT jebkuru materiala mark&$anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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 (lol numbering) of the active substance)

Kvalitates kontroles veik8ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tirtba)
Microbiological testing (excluding sterility testing)

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

A

Kimiski sintez&to aktivo vielu raZo$ana
Manufacture of active substance by chemical synthesis

1. Akfivo vielu starpproduktu razosana
Manufacture of active substance intermediates
4. Citas darbibas: Izdali$ana un filtracija
Other: Isolation and filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, malana

Physical processing steps

Drying, milling

2. Pirm&;ja iepakosana (aktivo vielu ievietofana vai noslégsana iepakojumad, kur$ atrodas tie$a
kontaktd ar aktivo vielu)

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

3. Sekundara iepakoSana (noslegtd pirméja iepakojuma ievieto$ana sekundara iepakojuma vai
konteinera, ieskaitot arT jebkuru materidla mark@8anu, kas var tikt izmantota aktivas vielas
identifikdcijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik3ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Hlorbutanola hemihidrits
Active substance(s): CHLOROBUTANOL HEMIHYDRATE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo3ana

Manufacture of active substance intermediates

3. Salu iegliSana un attirifanas posmi: Kristalizéicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades

Zivesana, sijasana

Physical processing steps

Drying, sieving

2. Pirmeja iepakosana (aktivo vielu ievietoSana vai noslégsana iepakojuma, kur$ atrodas tiesa
kontaktd ar aktivo vielu)

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

3, Sckundara iepakogana (noslégta pirméja iepakojuma ievietosana sekundird iepakojuma vai
konteinera, ieskaitot ar1 jebkuru materiala mark&Sanu, kas var tikt izmantota aktivas vielas
identifikéicijai vai izsekojamibai (s&rijas numuzs))

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

F Kwalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Ipidakrina hidrohlorids
Active substance(s): IPIDACRINE HYDROCHLORIDE

A Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu razo$ana

Marnufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu razosana
Manufacture of crude active substance

3. Sélu iegiidana un attfri$anas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

E Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sijiSana

Physical processing steps

Drying, sieving

2. Pirm&ja iepako8ana (aktivo vielu ievietoSana vai nosl&gsana iepakojuma, kur$ atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundara iepako§ana (noslégta pirmgji iepakojuma ievieto$ana sekundara iepakojuma vai
konteinerd, ieskaitot ar jebkuru materiala marké8anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kwvalitates konfroles veik§ana
Quality control testing

1. Fizikali vai kTmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

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

A

Kimiski sintezgto aktivo vielu raZzo$ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo3ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZo$ana
Manufacture of crude active substance

3. Saju iegfi¥ana un attlrTianas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sijaana

Physical processing steps

Drying, sieving

2. Pirméja iepakodana (aktivo vielu ievietoSana vai nosl&giana iepakojuma, kurs atrodas tieSa
kontaktd ar aktivo vielu) :

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

3. Sekundard iepako$ana (noslEgta pirmgja iepakojuma ievietosana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materiala marke3anu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu thriba)
Microbiological testing (excluding sterility testing)

Aktiva(-ds) viela(-as): Lenalidomids
Active substance(s): LENALIDOMIDE

A

Kimiski sintezto aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo3ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZoSana
Manufacture of crude active substance

3, Salu iegii§ana un attiri§anas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4, Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavetana, sijafana

Physical processing steps

Drying, sieving

2. Pirm&jd iepakoSana (aktivo vielu ievietosana vai noslégsana iepakojuma, kurs atrodas tiesa
kontaktd ar aktivo vielu)

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

3. Sekundara iepakogana (noslégta pirméja iepakojuma ievieto$ana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materidla mark&Sanu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (sérijas numurs))

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)

Kwvalitates kontroles veik3ana
Quality control festing

1. Fizikal vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Mebikirs
Active substance(s): MEBICAR

A

Kimiski sintezgto aktivo vielu raZoSana
Marnufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo3ana

Manufacture of active substance intermediates

2. Tehnisko (neattirtto) aktivo vielu raZoSana
Manufacture of crude active substance

3. Saju ieglifana un attiiidanas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi
7avesana, sijasana
Physical processing steps
Drying, sieving

2. Pirméja iepakoana (aktivo vielu icvietosana vai noslégiana iepakojuma, lcurd atrodas tiesa
Kkontaktd ar ak{ivo vielu) o

Primary packaging (enclosing oF sealing the active substance within d packaging material
which is in direct contact with the substance)

1. Sekundard iepakoSana (nostégtad pirmé&ja iepakojuma ievietosana sekunddrd iepakojuma vai
konteinerd, jeskaitot atT jebkuru materiala mark@sanu, kas var tikt izmantota aktivas-vielas
identifikacijai vaj izsekojamibai (sérijas pumurs))

Secondary packaging (placing the sealed primazly package within an outer packaging
material or container. This also includes ary labelling of the material which could be used
or identification OF traceability (ot numbering) of the active substance)

Kvalitates kontroles veikdana
Quality control testing

1. Fizikali val Jimiski
Physical, chemical testing
2. Mikrobiologiski: neietverot sterilitati (nesterilo akiivo vieln tirtba)

Microbiological testing (excluding sterility testing)

Akfiva(-as) viela(-as): Mekvitazins
Active substance (s): MEQUITAZINE

¢ i sintezeto aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starppro duktu razosana
Manufacture of active substance intermediates

7. Tehnisko (neattiﬁto) aktivo vielu razosana
Manufacture of crude active substance

3. Saju ieghsSana unt attirisanas posmi: Kristalizacija
Sall formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zivesana, sijaSana

Physical processing steps

Drying, sieving

2. Pirméja iepakogana (aktIvo vielu ievieto3ana vai noslég$ana iepakojuma, kur§ atrodas tiesa
kontaktd ar akttvo vielu)

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

3. Sekundara iepako$ana (noslégta pirméja iepakojuma ievietosana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materidla marké8anu, kas var tikt izmantota akiivas vielas
identifikacijai vai izsekojamibai (s&rijas numurs))

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)

Kwvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai kTmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktvo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Meldonija dihidrits
Active substance(s): MELDONIUM DIHYDRATE

A

Kimiski sintez&to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo$ana

Manufacture of active substance intermediates

2. Tehnisko (neattfiito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Sd]u ieglifana un atttrisanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi
7avesana, maliana
Physical processing sieps
Drying, milling

kontakyd ar aktivo vielu) :
Primary packaging (enclosing or sealing the active substance within a packa
which is in direct contact with the substance)

identifikacijai vai izsekojamibai (serijas UMUurs))

material or container. This also includes any labelling of the material which
for identification or traceability (lot numbering) of the active substance)

L

2. Pirméja iepakoSana (aktivo vielu ievieto¥ana vai noslégdana iepakojuma, kur§ atrodas tie$a

3. Sekundird iepakoSana (noslégtd pirmeja iepakojuma jevietodana sekundard jepakojuma vai
konteinerd, ieskaitot arT jebkuru materidla mark@sanu, kas var tikt izmantota ak{ivas vielas

Secondary packaging (placing the sealed primary package within an outer packaging

ging material

could be used

@alitﬁtes kontroles veik3ana
Quality control testing

;\

1. Fizikali vai kimiski

Physical, chemical testing

5. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

|

Aktiva(-as) viela(-as); Memantina hidrohlorids
Active substance(s): MEMANTINE H YDROCHLORIDE

A ||[Kimiski sintez€to aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu razoSana

Manufacture of active substance intermediates

2 Tehnisko (neattirito) aktivo vielu razoana
Manufacture of crude active substance

3. Salu jeglisana un attiri§anas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other. Filtration

L

L

_
E Visparigie nobeiguma posmi
General finishing steps
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1. Fizik#las apstrades posmi

Zave$ana, maliana

Physical processing steps

Drying, milling

2. Pirm&ja iepakogana (aktivo vielu ievietodana vai nosl€g8ana iepakojuma, kur$ atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundara iepako$ana (noslégta pirmé&ja iepakojuma ievieto$ana sekundard iepakojuma vai
konteinera, ieskaitot arT jebkuru materidla mark&3anu, kas var tikt izmantota aktIvas vielas
identifikdcijai vai izsekojamibai (s€rijas numuts))

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

F Kvalitates kontroles veiksana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktivi(-as) viela(-as): Natrija aminosalicilita dihidrits (PASS Na sals)
Active substance(s): SODIUM AMINOSALICYLATE DIHYDRATE

A ||Kimiski sintez€to aktivo vielu razoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZzo$ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktTvo vielu raZzo3ana
Manufacture of crude active substance

3. S3lu jegtdana un attiridanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filfration

E Visparigie nobeiguma posmi
General finishing steps
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- |[1. Fizikalas apstrades posmi

Zavesana, mal¥ana, sijiSana

Physical processing steps :

Drying, milling, sieving 4

2. Pirme&ja iepakoSana (aktivo vielu ievieto$ana vai nosléggana iepakojuma, kur§ atrodas tieda
kontakta ar aktivo vielu) '

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

3. Sekundara iepakoSana (noslégta pirm&ja iepakojuma ievietodana sekundara iepakojuma vai

konteinerd, ieskaitot arT jebkuru materiala mark&Sanu, kas var tikt izmantota aktivas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veiksana
Quality control testing

1. Fizikali vai kimiski
Physical, chemical testing
2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tirTba)

Microbiological testing (excluding sterility testing)

Aktiva(-s) viela(-as): Pregabalins
Active substance(s): PREGABALIN

A

Kimiski sintez&to aktivo vielu ra¥o$ana
Marnufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu ra¥o$ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu ra¥o3ana
Manufacture of crude active substance

3. 5alu iegt¥ana un attiri¥anas posmi: Kristalizicija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Vispérigie nobeiguma posmi
General finishing steps
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1. Fizikélas apstrades posmi

Zavetana, mal$ana, sija¥ana

Physical processing steps

Drying, milling, sieving

2. Pirmgja lepakoSana (aktivo vielu ievieto¥ana vai noslégiana iepakojuma, kur§ atrodas tie3a
kontakta ar aktivo vielu)

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

3. Sekundara iepakoSana (noslégta pirméja iepakojuma ievieto§ana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materiala markésanu, kas var tikt izmantota aktivis vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai ktmiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Pirazidols
Active substance(s): PIRLINDOLE

A

Kimiski sintez&to aktivo vielu ra¥ofana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZo%ana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Saju ieglifana un attiriSanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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] 1. Fizikalas apstrades posmi
Zﬁvé§ana, sijasana
Physical processing steps
Drying, sievin g

which is in direct contact with the substance)

identifikacijai vaj izsekojamibai (serijas numurs))

Secondary packaging (Placing the sealed primary package within an outer packaging

for identification or traceability (lot numbering) of the active substance)

3. Sekundara iepakosana (noslégta pirmgja iepakojuma ievietosana sekundara iepakojuma vai
konteiner, ieskaitot arf jebkuru materizla mark&Sanu, kas var tikt izmantota aktivas vielas

material or container. This also includes any labelling of the material which could be used

Kvalitates kontroles veik$ana
Quality control festing

F
" |1 Fizikati vai kimise;
Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo viely tiriba)
Microbiological lesting (excluding sterility testing)

L

~

Aktiva(-as) viela(-as): Rimantadina hidrohiorids
Active substance(s): RIMANTADINE HYDROCHLORIDE

Kimiski sintezgto aktivo vielu raZo%ana
Manufacture of active substance by chemical synthesis

A
L
o 1. Aktivo viely starpproduktu raZogana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu razo8ana
Manufacture of crude active substance

3. Sdlu iegigana un attiriSanas posmi; Kristalizicija
Salt formation and purification steps. Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

E Visparigie nobeiguma posmi

General finish ing steps
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[. Fizikalas apstrades
Zz‘wéé’ana,
Physical or

maliana, SijdSana

cattirtto) aktivo viely razosana
e of crude active Substance
ttiriSanas posm;-
urification Steps:
 Biltricija

Kristalizaci ja
Crystallisation

Visparigie nobeiguma posmi
Generql ﬁm‘shing Steps
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1. Fizikalas apstrades posmi

2ﬁvé§ana, sijdSana

Physical processing steps

Drying, sieving

2. Pirm&ja iepakoana (aktivo vielu ievietofana vai noslégsana iepakojuma, kur§ atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundara iepakosana (noslégta pirm&ja iepakojuma ievietodana sekundra iepakojuma vai
konteinera, ieskaitot arT jebkuru materiala mark&3anu, kas var tikt izmantota aktivis vielas
identifikacijai vai izsekojamibat (s€rijas numurs))

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)

Kvalitates kontroles veik3ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Unitiols
Active substance(s): UNITIOL

A

Kimiski sintezéto aktivo vielu ra¥oana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu ra¥osana

Manufacture of active substance intermediates

2. Tehnisko (neattirTto) aktivo vielu ra¥osana
Manufacture of crude active substance

3. Salu ieglifana un attiridanas posmi: Kristalizdcija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

/ Zavesana, mal3ana, sijifana
i Physical processing steps
Drying, milling, sieving
2. Pirmgja iepakosana (aktfvo viely ievietoSana vai noslégana iepakojuma, kur¥ atrodas tiesa
kontakti ar aktivo vielu)
Primary packaging (enclosing or sealing the active substance within a packaging material
which is in direct contact with the substance)
3. Sekundara iepakosana (noslégta pirméja iepakojuma ievietogana sekundara iepakojuma vai
konteiner, ieskaitot arf jebkuru materizla mark€Sanu, kas var tikt izmantota akitvas vielas
identifikacijai vai izsekojamibaj (s€rijas numurs))
Secondary packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active substance)

F Kvalitdtes kontroles veik$ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilititi (nesterilo aktivo vielu tiriba)
Microbiological testing (e excluding sterility testing)

Aktiva(-as) viela(-as): (6R)-5,6,7,8- Tetrahidrobiopterina dihidrohlorids
Active substance(s): (6R)-5,6,7,8-T. ETRAHYDROBIOPTERIN DIHYDROCHLORIDE

A Kimiski sintez&to aktivo viel razodana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu ra¥osana

Manufacture of active substance intermediates

2. Tehnisko (neattirito) aktivo vielu raZoSana
Manufacture of crude active substance

3. 83]u ieglSana un attiriZanas posmi: Kristalizacija
Salt formation and purification steps: Crystallisation
4. Citas darbibas: Filtracija

Other; Filtration

E Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sijasana

Physical processing steps

Drying, sieving

2. Pirm&ja iepako&ana (aktivo vielu ievietoana vai noslégSana iepakojuma, kur§ atrodas tie$a
kontaktd ar aktivo vielu)

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

3. Sekundara iepakoSana (noslegta pirméja iepakojuma ievietoSana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materiala mark&3anu, kas var tikt izmantota ak{ivis vielas
identifikacijai vai izsekojamibai (s&rijas numurs))

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)

Kvalitates kontroles veik3ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): N-Karbamoilmetil-4(R)-fenil-2-pirolidons
Active substance(s): R-PHENYLPIRACETAM

A

Kimiski sintezé&to aktivo vielu raZogana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu raZosana

Manufacture of active substance intermediates

2. Tehnisko (neattfiTto) aktivo vielu raZogana

Manufacture of crude active substance

3. Sa]u ieglisana un attiridanas posmi: Kristalizacija, rekristalizacija
Salt formation and purification steps: Crystallisation, recrystallisation
4. Citas darbibas: Filtricija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, sijasana

Physical processing steps

Drying, sieving

2. Pirm&ja iepakosana (aktivo vielu ievieto$ana vai noslégSana iepakojuma, kur§ atrodas tiesa
kontakta ar aktivo vielu)

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

3. Sekundari iepakosana (noslégta pirméja iepakojuma ievietoana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materidla mark&Sanu, kas var tikt izmantota aktivas vielas
identifikicijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veikSana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Akfiva(-as) viela(-as): Nitrofurantoins makrokristalisks
Active substance(s): NITROFURANTOIN, MACROCRYSTALLINE

A

Kimiski sintez&to aktivo vielu raZo3ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu razo3ana
Manufacture of active substance intermediates
4. Citas darbibas: Izdali¥ana un filtricija
Other: Isolation and filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zaveiana, sijaSana

Physical processing steps

Drying, sieving

2. Pirmgja iepako3ana (aktivo vielu ievietogana vai nosl&ggana iepakojuma, kur§ atrodas tie§a
kontakta ar aktivo vielu)

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

3. Sekundara iepako3ana (noslegta pirméja iepakojuma ievietogana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materizla mark&$anu, kas var tikt izmantota aktivas vielas
identifikdcijai vai izsekojamibai (sérijas numurs))

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)

Kvalitites kontroles veik$ana
Quality control festing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitdti (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Aktiva(-as) viela(-as): Fenazepams
Active substance(s): PHENAZEPAM

A

Kimiski sintez&to aktivo vielu ra¥o%ana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu ra¥ogana
Manufacture of active substance intermediates
2. Tehnisko (neattirito) aktivo vielu raZogana

Manufacture of crude active substance
3. Saju iegiiSana un attiriSanas posmi
Salt formation and purification steps
4. Citas darbibas: Filtracija

Other: Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, mal¥ana

Physical processing steps

Drying, milling

2. Pirmgj3 iepakoSana (aktivo vielu ievieto$ana vai noslégsana iepakojuma, kurs atrodas tie$a
kontaktd ar aktivo vielu)

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

3. Sekundara iepako¥ana (noslagta pirm&ja iepakojuma ievieto$ana sekundara iepakojuma vai
konteinerd, ieskaitot arT jebkuru materiala marké$anu, kas var tikt izmantota aktvas vielas
identifikacijai vai izsekojamibai (s€rijas numurs))

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)

Kvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

Akftiva(-as) viela(-as): Delorazepams
Active substance(s): DELORAZEPAM

A

Kimiski sintez€to aktivo vielu raZoSana
Manufacture of active substance by chemical synthesis

1. Aktivo vielu starpproduktu razoSana
Manufacture of active substance intermediates
2. Tehnisko (neattirito) aktivo vielu raZoSana
Manufacture of crude active substance

3. Salu iegliSana un attrisanas posmi

Salt formation and purification steps

4, Citas darbibas: Filtracija

Other. Filtration

Visparigie nobeiguma posmi
General finishing steps
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1. Fizikalas apstrades posmi

Zavesana, maliana

Physical processing steps

Drying, milling

2. Pirm&ja iepakosana (aktivo vielu ievieto§ana vai noslég8ana iepakojuma, kur§ atrodas tie3a
kontakta ar aktivo vielu)

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

F Kvalitates kontroles veik$ana
Quality control testing

1. Fizikali vai kimiski

Physical, chemical testing

2. Mikrobiologiski: neietverot sterilitati (nesterilo aktivo vielu tiriba)
Microbiological testing (excluding sterility testing)

2. IMPORTESANAS UN IZPLATISANAS DARBIBAS
IMPORTATION AND DISTRIBUTION OPERATIONS

A ||ImportéSana (visu importéto aktivo vielu saraksts, norddot informéciju par atbilstoSajiem
raZotdjiem un izplatitdjiem, ja piem&rojams)

Importation (list of all imported active substances together with details of the relevant
manufacturers, and where applicable, distributors)

Akfiva viela Tredas valsts raZotdjs (firma, adrese) ||Izplatitdjs (firma, adrese)

Active substance Third country manufacturer (name || Distributor (name & address)
& address)

Acetilsalicilskibe ShanDong XinHua Pharmaceutical || Akciju sabiedriba ,,Olainfarm”,
Co. Ltd., 14, Dongyi Road, Ripnicu iela 5, Olaine, LV-2114,

ACETYLSALICYLIC ||Zhangdian District, Zibo, Shandong, ||L.atvija

ACID 255 005, China

Ambroksola Fresenius Kabi Oncology Limited, | Akciju sabiedriba ,,Olainfarm”,

hidrohlorids D-35, Industrial Area, Kalyani, Riipnicu iela 5, Olaine, LV-2114,
District Nadia, West Bengal, Latvija

AMBROXOL 741235, India

HYDROCHLORIDE ||SHILPA MEDICARE LIMITED,
Deosugur Industrial Area,
Karnataka, Raichur, 584 170, India

Gamma- Northeast General Pharmaceutical  ||/Akciju sabiedriba ,,Olainfarm?,
Aminosviestskabe Factory, 37, Zhonggong Bei Street, Riipnicu iela 5, Olaine, LV-2114,

Tiexi District, Shenyang, Liaoning Latvija
GAMMA- Province, 110026, China
AMINOBUTYRIC
ACID
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Askorbinskiabe Northeast General Pharmaceutical Akciju sabiedriba ,,Olainfarm”,
Factory, 37, Zhonggong Bei Street, ||Riipnicu iela 5, Olaine, LV-2114,

ASCORBIC ACID Tiexi District, Shenyang, Liaoning |[Latvija
Province, 110026, China

Etambutola Lupin Limited, 124, GIDC, Akciju sabiedriba ,,Olainfarm”,

hidrohlorids Industrial Estate, Ankleshwar, Rﬁpnicu iela 5, Olaine, LV-2114,

. Gujarat, 393 002, India Latvija

ETHAMBUTOLE

HYDROCHLORIDE

Fenazepams "Interhim", 21 km Starokijevskaya ||Akciju sabiedriba ,,Olainfarm”,
Kulindorovskii promuzel, Odessa, Ripnicu iela 5, Olaine, LV-2114,

FENAZEPAM 67560, Ukraine Latvija

Fenilefrina Divi's Laboratories Limited Unit-2, ||Akciju sabiedriba ,,Olainfarm”,

hidrohlorids Chippada village, Annavaram Post, ||Ripnicu iela 5, Olaine, LV-2114,
Bheemunipatnam Mandal, Latvija

PHENYLEPHRINE | Visakhapatnam district, Andhra

HYDROCHLORIDE ||Pradesh, 531162, India

Feniramina maleats

Supriya Lifescience Ltd., A-5/2,
Lote Parshuram Industrial area,

Akciju sabiedriba ,,Olainfarm”,
Riipnicu iela 5, Olaine, LV-2114,

PHENIRAMINE M.LD.C, Tal Khed, Maharashtra, Latvija
MALEATE District Ratnagiri, 415722, India
Finasterids Dr.Reddy's Laboratories Ltd., Unit-2 || Akciju sabiedriba ,,Olainfarm”,
mikronizéts Plots110 and 111, Sti Venkateswara ||Riipnicu iela 5, Olaine, LV-2114,
co-operative industrial estate, Latvija
FINASTERIDE Bollaram, Jinnaram, Medak district,
micronized 502 325, AP, India
Furosemids Ipca Laboratories Limited, Akciju sabiedriba ,,Olainfarm?”,
P.0O.Sejavata, District Ratlam, Riipnicu iela 5, Olaine, LV-2114,
FUROSEMIDE Madhya Pradesh, 457 002, India Latvija
Ibuproféns ShanDong XinHua Pharmaceutical || Akciju sabiedriba ,,Olainfarm”,
Co. Ltd., 14, Dongyi Road, Ripnicu iela 5, Olaine, LV-2114,
IBUPROFEN Zhangdian District, Zibo, Shandong, ||Latvija
P.R.C., 255 005, China
BASF CORPORATION, Highway
77 South United States Am.-78343
Bishop, Texas
Inozins Starlake Bioscience Co., Starlake Akgeiju sabiedriba ,,Olainfarm”,
Bio-chemical Pharmaceutical Riipnicu iela 5, Olaine, LV-2114,
INOZINE Factory, No.64 Heping Road Latvija
Duanzhou District, Zhaoqing City
Guangdong, 526060, China

37

Akciju sabiedriba ,,Clainfarm”,
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. yes Aarti Drugs Limited, Plot No. G-60, ||Akciju sabiedriba ,,Olainfarm”,
:)ﬁl!l;iofenaka kalija MIDC, Tarapur, Tal. Palghar, Dist. | Riipnicu iela 5, Olaine, LLV-2114,
Thane, Tarapur, Maharashtra, 401 * ||Latvija
DICLOFENAC 506, India
POTASSIUM
Kofeins ShanDong XinHua Pharmaceutical || Akciju sabiedriba ,,Olainfarm”,
' Co. Ltd., 14, Dongyi Road, Ripnicu iela 5, Olaine, LV-2114,
CAFFEINE Zhangdian District, Zibo, Shandong, | Latvija
P.R.C., 255 005, China
Para- Biochemical and Synthetic Products || Akciju sabiedriba ,,Olainfarm”,
Aminosalicilskabes {{Limited, PLOT No 11/6/2029, Riipnicu iela 5, Olaine, LV-2114,
nitrija sils (Natrija |Phase-2, SVCIE, Balangar, Latvija
aminosalicil@ta Hyderabad, Andhra Pradesh,
dihidrats) 500037, India
SODIUM
AMINOSALICYLATE
DIHYDRATE
Piracetims Northeast Pharmaceutical Group Akciju sabiedriba ,,Olainfarm”,
Co., Ltd., No. 37., Zhonggong Bei  ||[Ripnicu iela 5, Olaine, LV-2114,
PIRACETAM Street, Tiexi District, Shenyang, Latvija
110 026, China
Pirazinamids Linaria Chemicals (Thailand) Ltd., | Akciju sabiedriba ,,Olainfarm”,
309 Bangpoo Industrial Estate, Soi | Riipnicu iela 5, Olaine, LV-2114,
PYRAZINAMIDE 6C, Sukhumvit Road, Samutprakan, [[Latvija
10280, Thailand
CALYX CHEMICALS &
PHARMACEUTICALS LIMITED
N-102/91, M.LD.C. Tarapur, Boisar,
Maharashtra, District Thane,
401 506, India
Propranolola Quantum Drugs&Chemicals, 25, Akceiju sabiedriba ,,Olainfarm”,
hidrohlorids Bharathi Ula Road, Race Course, Ripnicu iela 5, Olaine, LV-2114,
Madurai, Tamilnadu 625 002, India ||Latvija
PROPRANOLOL IPCA LABORATORIES LIMITED
HYDROCHLORIDE ||P.O.Sejavta District Ratlam, Madhya
Pradesh, 457 002, India
Protionamids Pen-Tsao Chemical Industry Akciju sabiedriba ,,Olainfarm”,
Limited, No.2, Tieli Road, Baoshan ||Ripnicuiela 5, Olaine, LV-2114,
PROTHIONAMIDE | District, Shanghai 200 940, China  ||Latvija
Ranitidina SMS Pharmaceuticals Limited, Unit { Akciju sabiedriba ,,Olainfarm”,
hidrohlorids I -Sy, No. 180/2, Khazipally Village ||[Riipnicu iela 5, Olaine, LV-2114,
Jinnaram Mandal, Medak Dist., Latvija
RANITIDINE Hyderabad, Anhra Pradesh, 502 319,
HYDROCHLORIDE |India
Ribavirins Starlake Bioscience Co., Starlake Akciju sabiedriba ,,Olainfarm”,
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Bio-chemical Pharmaceutical Ripnicu iela 5, Olaine, LV-2114,

RIBAVIRIN Factory, No.64 Heping Road, Latvija

Duanzhou District, Zhaoqing City,

Guangdong, 526060, China B
Rimantadina @llo Chem (Waycome Akciju sabiedriba ,,Olainfarm”,
hidrohlorids Pharmaceutical Co., Ltd., No.138 Ripnicu iela 5, Olaine, LV-2114,

Yuwu Road, Xinmin Town, Latvija

RIMANTADINE Dianjang, Chonggging P.R., 408
HYDROCHLORIDE ||302, China

Teofilins ar Jilin Shulan Synthetic Akciju sabiedriba ,,Olainfarm”,
etilendiaminu Pharmaceutical Co., Ltd, No.2066, {Rupnicu iela 5, Olaine, LV-2114,
(Aminofilins) People's Main Road, Shulan City, Latvija
Jilin Province, P.R., 132 600, China
AMINOPHYLLINE
Paracetamols Angui Luan Pharmaceutical Co., Akciju sabiedriba ,,Olainfarm”,
Ltd., No 35, Weixu North Road, Riipnicu iela 5, Olaine, 1LV-2114,
Paracetamol Angiu City, Shandong province, Latvija
262 100, China

B |IzplatiSana
Distribution

Aktiva(-as) viela(-as) (visu aktivo vielu saraksts, kurdm pieméro izplatiSanas darbibas)
Active substance(s) (list all active substances for which distribution operations apply)

Amantadina hidrohlorids
AMANTADINE H YDROCHLORIDE

Anagrelida hidrohlorids
ANAGRELIDE HYDROCHLORIDE

Sehifenadina hidrohlorids (Bikarféns)
SEQUIFENADINE HYDROCHLORIDE

Bromantans
BROMANTANE

Bukridons
BUCRIDONE

Gamma-Butirobetains
GAMMA-BUTIROBETAINE

Dantroléna nitrija sals hemiheptahidrats
DANTROLENE SODIUM HEMIHEPTAHYDRATE

Dietons
DIETHONE
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Etacizins
AETHACIZINE

Esmolols
ESMOLOLE

Fenibuts
PHENIBUT

R-Fenibuts
R-PHENIBUT

1-(4-Fenil-2-pirolidon)acetamids
PHENYLPIRACETAM

Hifenadina hidrohloxids
QUIFENADINE HYDROCHLORIDE

Nitrofurantoina monohidrits
NITROFURANTOIN MONOHYDRATE

Furagins
FURAGIN

Hlorbutanola hemihidrits
CHLOROBUTANOL HEMIHYDRATE

Ipidakrina hidrohlorids
IPIDACRINE HYDROCHLORIDE

Hifenadins
QUIFENADINE

Lenalidomids
LENALIDOMIDE

Mebikars
MEBICAR

Mekvitazins
MEQUITAZINE

Meldonija dihidrits
MELDONIUM DIHYDRATE

Memantina hidrohlorids
MEMANTINE HYDROCHLORIDE

Natrija aminosalicilata dihidrits (PASS Na sals )
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SODIUM AMINOSALICYLATE DIHYDRATE

Pregabalins
PREGABALIN

Pirazidols
PIRLINDOrLE

Rimantadina hidrohlorids
RIMANTADINE HYDROCHLORIDE

Talidomids .
THALIDOMIDE

Unitiols
UNITHIOL

(6R)-5,6,7,8-Tetrahidrobiopterina dihidrohlorids
(6R)-5,6,7,8-TETRAHYDROBIOPTERIN DIHYDROCHLORIDE

N-Karbamoilmetil-4(R)-fenil-2-pirolidons
R-PHENYLPIRACETAM

Nitrofurantoins makrokristalisks
NITROFURANTOIN, MACROCRYSTALLINE

Fenazepams
PHENAZEPAM

IerobeZojumi vai Nav
paskaidrojumi

saistibd ar registréto darbibu

jomu

Any restrictions or clarifying
remarks

related to the scope of these
registered operations

Amatpersonas vards, uzvards,

kura atbild par registracijas

apstiprinaSanu - Z&|u valsts

agentiiras direktore Inguna Adoviéa

Name of responsible officer of the competent authority

of the member state validating the registration
v
Paraksts W
7

Signature
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