Valsts agentara
4Latvijas Nacionalais
akreditacijas birojs”

Eiropas Akreditacijas kooperacijas Daudzpuséja liguma (EA MLA) dalibnieks testeéSanas un
kalibréSanas laboratoriju, produktu, personu un parvaldibas sist€mu sertificéSanas institticiju,
inspicéSanas, validacijas un verificéSanas institiiciju akreditacijas jomas

AKREDITACIJAS APLIECIBA

Valsts agentuira "Latvijas Nacionalais akreditacijas birojs"
ar So apliecina, ka

Zalu valsts agentiira

Zalu ekspertizes laboratorija
Registracijas numurs: 90001836181
Juridiska adrese: Jersikas iela 15, Riga, LV-1003

atbilst standarta LVS EN ISO/IEC 17025:2017 prasibam un ir
kompetenta veikt testéSanu

Akreditacija periods no 2023. gada 17. junija lidz 2028. gada 16. jinijam

Lémums pienemts 2023. gada 14. jiinija, Riga
Akreditacijas aplieciba Nr. LATAK-T-394-07-2009 uz 7 lapam

Informacija par atbilstibas novertésanas institicijas atrasanas vietam, akreditacijas sferu un akreditacijas statusu ir
pieejama Agentiiras oficialaja timekla vietné www.latak.gov.lv (Institicijas Nr. T-394)

Valsts agentira “Latvijas Nacionalais akreditacijas birojs”, Brivibas iela 55, Riga, LV-1010, Latvija

E-pasts: pasts@Iatak.gov.lv; talrunis +371 67373051
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http://www.latak.gov.lv/
mailto:pasts@latak.gov.lv

State agency
"Latvian National
Accreditation Bureau”

Signatory of the Multilateral Agreement of the European Cooperation for Accreditation (EA
MLA) in the field of accreditation of testing and calibration laboratories, certification bodies for
products, persons and management systems, inspection bodies, validation and verification
bodies

ACCREDITATION CERTIFICATE

State agency Latvian National Accreditation Bureau approves that

Zalu valsts agentiira

Medicines Examination Laboratory

Registration number 90001836181
Legal address: Jersikas Street 15, Riga, LV-1003

conforms to the requirements of the Standard LVS EN ISO/IEC
17025:2017 and is competent to perform testing

Accreditation period from 17 June 2023 to 16 June 2028

Date of the Accreditation Committee decision: 14 June 2023, Riga
Accreditation Certificate No. LATAK-T-394-07-2009 on 7 pages

Information about the accreditation scope and status is available on web page www.latak.gov.Iv
(Accreditation registration No. T-394)

State Agency “Latvian National Accreditation Bureau” Brivibas Street 55, Riga, LV-1010, Latvia
E-mail: pasts@Iatak.gov.lv; phone +371 67373051



http://www.latak.gov.lv/
mailto:pasts@latak.gov.lv

AKREDITACIJAS APLIECIBAS NR./ NUMBER OF ACCREDITATION CERTIFICATE: LATAK-T-394-07-2009
AKREDITACIJAS STANDARTS / STANDARD OF ACCREDITATION: LVS EN ISO/IEC 17025:2017

AKREDITETA INSTITUCIJA / ACCREDITED BODY: Zalu valsts agentiira Zalu ekspertizes laboratorija / Zalu valsts agentiira Medicines Examination Laboratory

Adrese:
Jersikas iela 15, Riga, LV-1003

Address:
Jersikas Street 15, Riga, LV-1003

AKkreditacijas elastiga sfera

Zalu, farmaceitisko aktivo vielu un paligvielu fizikala un fizikali kimiska testéSana; attirita iidens fizikala testeSana

Elastiba attiecas uz testéSanas objektu, normativo dokumentaciju (ND) aktualajam versijam (saraksts 32-ZEL)

Accreditation flexible scope

Physical and physical chemical testing of medicinal products, active pharmaceutical ingredients and excipients; physical testing of purified water
The flexibility refers to test objects, current versions of regulatory documentation (RD) (the list of methods 32-ZEL)
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AKREDITACIJAS APLIECIBAS NR./ NUMBER OF ACCREDITATION CERTIFICATE: LATAK-T-394-07-2009

AKREDITACIJAS STANDARTS / STANDARD OF ACCREDITATION: LVS EN ISO/IEC 17025:2017

AKREDITETA INSTITUCIJA / ACCREDITED BODY: Zalu valsts agentiira Zalu ekspertizes laboratorija / Zalu valsts agentiira Medicines Examination Laboratory

pharmaceutical
ingredients and
excipients for use
in the
manufacture of
medicinal
products

Assay and identity

Quantitative
impurity content

— Nosakamie Normativi-tehniskas Normativi-tehniskas dokumentacijas nosaukums, Informacijas -
TestéSanas = deem st - . * Darbibas
objekts raditaji dokumentacijas numurs standarti, metodes avots vietas**
. . Parameters to be | Number of regulatory and | Name of regulatory and technical documentation, standards, | Source of -
Object of testing . ) . . . : Sites
determined technical documentation methods information
Absorbcijas  spektrofotometrija, ultravioleta un redzama
starojuma (UV-VIS-SF)
Razotaja normativas dokumentacijas (ND) metode,
Zales pamatojoties uz Eiropas farmakopejas (EF) monografiju:
Aktivis EF 2.2.25. “Absorption spectrophotometry, ultraviolet and
farmaceitiskas visible”
vielas un . Absorption spectrophotometry, ultraviolet and visible (UV-
paligvielas, Kvantltatl'\éals ' VIS-SF)
i i t titat
IzZmantojamas saturs un identitate Manufacturer's regulatory documents (RD) based on the
zaju razoSana Piemaisijumu European Pharmacopoeia (Ph. Eur.) Monograph:
Medicines kvantitativais Ph. Eur. - 2.2.25. “Absorption spectrophotometry, ultraviolet
Active saturs and visible”

Augsti efektiva $kidruma hromatografija (AESH)

Razotaja ND metode, pamatojoties uz EF monografijam:
EF - 2.2.29. “Liquid chromatography” un
EF - 2.2.46. “Chromatographic separation techniques”

High-performance liquid chromatography (HPLC)

Manufacturer's RD, based on the Ph. Eur. Monographs:
Ph. Eur. - 2.2.29. “Liquid chromatography” and
Ph. Eur. - 2.2.46. “Chromatographic separation techniques”’
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AKREDITACIJAS APLIECIBAS NR./ NUMBER OF ACCREDITATION CERTIFICATE: LATAK-T-394-07-2009

AKREDITACIJAS STANDARTS / STANDARD OF ACCREDITATION: LVS EN ISO/IEC 17025:2017

AKREDITETA INSTITUCIJA / ACCREDITED BODY: Zalu valsts agentiira Zalu ekspertizes laboratorija / Zalu valsts agentiira Medicines Examination Laboratory

Zales

Aktivas
farmaceitiskas
vielas un
paligvielas,
izmantojamas
zalu raZzoSana

Medicines

Active
pharmaceutical
ingredients and
excipients for use
in the
manufacture of
medicinal
products

Quantitative
content

Potentiometric titration and Volumetric analysis

Manufacturer's RD, based on the Ph. Eur. Monographs:
Ph. Eur. - 2.2.20. “Potentiometric titration”” and
Ph. Eur. - 4.2. “Volumetric analysis”

— Nosakamie Normativi-tehniskas Normativi-tehniskas dokumentacijas nosaukums, Informacijas -
TestéSanas = deem st - . * Darbibas
objekts raditaji dokumentacijas numurs standarti, metodes avots vietas**
. . Parameters to be | Number of regulatory and | Name of regulatory and technical documentation, standards, | Source of -
Object of testing . ) . . . : Sites
determined technical documentation methods information
Potenciometriska titréSana un Volumetriska analize
Razotaja ND metode, pamatojoties uz EF monografijam:
Kvantitativais EF - 2.2.20. “Potentiometric titration” un
saturs EF - 4.2. “Volumetric analysis”

pH

Potenciometriska pH noteikSana

Razotaja ND metode, pamatojoties uz EF monografiju:
EF - 2.2.3. “Potentiometric determination of pH”

Potentiometric pH determination

Manufacturer's RD, based on the Ph. Eur. Monograph:
Ph. Eur. - 2.2.3. “Potentiometric determination of pH”

Osmolalitate

Osmolality

Osmolalitates noteikSana ar krioskopisko metodi

Razotaja ND metode, pamatojoties uz EF monografiju:
EF - 2.2.35. “Osmolality”

Determination of osmolality by cryoscopic method

Manufacturer's RD, based on the Ph. Eur. Monograph:
Ph. Eur. - 2.2.35. “Osmolality”
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AKREDITACIJAS APLIECIBAS NR./ NUMBER OF ACCREDITATION CERTIFICATE: LATAK-T-394-07-2009

AKREDITACIJAS STANDARTS / STANDARD OF ACCREDITATION: LVS EN ISO/IEC 17025:2017

AKREDITETA INSTITUCIJA / ACCREDITED BODY: Zalu valsts agentiira Zalu ekspertizes laboratorija / Zalu valsts agentiira Medicines Examination Laboratory

pharmaceutical
ingredients and
excipients for use
in the
manufacture of

Manufacturer's RD, based on the Ph. Eur. Monograph:
Ph. EBur. - 2.5.12. “Water: Semi-micro determination”

v Nosakamie Normativi-tehniskas Normativi-tehniskas dokumentacijas nosaukums, Informacijas -
TestéSanas = deem st - . * Darbibas
objekts raditaji dokumentacijas numurs standarti, metodes avots vietas**
. . Parameters to be | Number of regulatory and | Name of regulatory and technical documentation, standards, Source of -
Object of testing . ) . . . : Sites
determined technical documentation methods information
Zales
Aktivas
farmaceitiskas
vielas un
paligvielas, _ ) ) .
izmantojamas Udens: pus-mikro noteikSana (K. FiSera metode)
zalu razoSana Razotaja ND metode, pamatojoties uz EF monografiju:
Medicines Udens saturs EF-2.5.12. “Water: Semi-micro determination
Active Water content Water: Semi-micro determination (K. Fischer method)

medicinal
products
Cieto zalu formu S$kiSanas noteikSana (Farmakotehniska
procediira)
Tabletes un . Razotaja ND metode, pamatojoties uz EF monografiju:
kapsulas Skisana EF - 2.9.3. “Dissolution test for solid dosage forms™
Tablets and Dissolution Dissolution test for solid dosage forms (Pharmaceutical
capsules technical procedure)

Manufacturer's RD, based on the Ph. Eur. Monograph:
Ph. Eur. - 2.9.3. “Dissolution test for solid dosage forms”
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AKREDITACIJAS APLIECIBAS NR./ NUMBER OF ACCREDITATION CERTIFICATE: LATAK-T-394-07-2009
AKREDITACIJAS STANDARTS / STANDARD OF ACCREDITATION: LVS EN ISO/IEC 17025:2017

AKREDITETA INSTITUCIJA / ACCREDITED BODY: Zalu valsts agentiira Zalu ekspertizes laboratorija / Zalu valsts agentiira Medicines Examination Laboratory

— Nosakamie Normativi-tehniskas Normativi-tehniskas dokumentacijas nosaukums, Informacijas -
TestéSanas = deem st - . * Darbibas
objekts raditaji dokumentacijas numurs standarti, metodes avots vietas**
. . Parameters to be | Number of regulatory and | Name of regulatory and technical documentation, standards, | Source of -
Object of testing . ) . . . : Sites
determined technical documentation methods information

Konduktometriska noteik$ana

Razotaja ND metode, pamatojoties uz EF monografiju:
Attiritais Gidens Elektrovaditspg&ja EF - 2.2.38. “Conductivity”

Purified water Conductivity Conductometric determination

Manufacturer's RD, based on the Ph. Eur. Monograph:
Ph. Eur. - 2.2.38. “Conductivity”

*Institlicija norada tos dokumentus, kuros noteiktas konkrétas prasibas, kuru izpildi apliecina Institiicija, un kuru izpildi (kriterijus) novérte LATAK akreditacijas procediiru ietvaros, t.sk. reglament&josos dokumentus,
kuros noteikti konkréti metozu izpildes krit€riji vai pielaujamas robezvertibas, ja Institlicija izsaka atbilstibas pazinojumus/ The body shall indicate those documents prescribing specific requirements, the compliance with

which is certified by the body and the fulfilment (criteria) of which is assessed by LATAK as part of the accreditation procedures, including the regulatory documents setting out specific performance criteria or limit
values of methods, if the body makes statements of conformity

**Uzrada, ja ir vairakas atraSanas vietas/ The body shows if there are multiple locations

G. Jaunbeérzina-Beitika M. Sapata
Valsts agentiiras “Latvijas Nacionalais akreditacijas birojs” direktors/-e Akreditacijas komisijas prieks§sédetajs/-a
State agency “Latvian National Accreditation Bureau” director Chair of accreditation committee

DOKUMENTS IR PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA ZIMOGU
DOCUMENT IS SIGNED WITH A SECURE ELECTRONIC SIGNATURE AND CONTAINS A TIME STAMP
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