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Part 1

Izsmegts péc oficialas parbaudes (msplcesanas) saskanﬁ ar Direktivas 2001/83/EK '
111.panta S.punktu. -
Ussued following an inspection in accordance with Art, 1 11(5) 0f D:recttve 2001/83/EC as amended

7a]u valsts agentiira apliecina:

State Agency of Medicines confirms the following:

Zaju razota}s/ The manufacturer AS ,,0lainfarm”

RaZo3anas vietas adrese/Szte address Riipnicu i¢la 5, Olaine, Olames novads, LV-21 14

ir oﬁmah parbaudits- ‘nacionalas uzraudzibas un kontroles programmas ietvaros par atbilstibu
specidlajai at]aujai (licencei) zalu raZo¥anai Nr. Rp-18/y saskapd ar Dlrektlvas 2001/83/EK]
A40.pantu, kas parpemta $ados Latvijas Republikas tiesibu aktos:

inistru kabineta 2006.gada. 18.aprila noteikumi Nr. 304 "Noteikumi par zalu raZo$anas un|
ontroles. kdrtibu, par zdJu raZoSanu atbildigds amatpersonas kvalifikacijas prasibam un|
profesionalo plered21 un -kartibu, kada zalu raZoSanas uznémumam Izsmedz labas raZosanas|
rakses sertifika '
as been :nspected under the national inspection programme in connection with manufacturmg aurhortsat.ron
0. Rp-18/y in accordance with Art. 40 of Directive 2001/83/EC transposed in the following national legislation:
egulation of the Cabinet of Ministers of 18 April 2006 No 304 "Regulation on maiufacture and control of medicinal
roducts, requirements for qualified person for manufacture of medicinal products and procedire for granting of
ertificate of GMP compliance”

Inguna Adovica, Zaju valsts agentiiras direktore, Jersikas iela 15, Riga LV-1003, Latvija
Inguna Adovica, Director, State Agency of Medicines, 15 Jersikas str., Riga, [V-1003, Latvia
22.04.2013.



Razotdja oﬁc1ala]as parbaudes no kuram pedeja tika velkta 18 01 2013., iegiita mformacga 1auJ .

~-uzskatit, ka - tas atbilst -labas- ra¥o$anas- prakses- pnnc1p1em un- pamatnostadnem kas note1ktas-, —_—

Direktiva 2003/94/EK".

" From the knowledge gazned durmg mspectmn of thrs manufacturer the Iatest of whtch was. conducted on I 8/01/2013

it is considered that it complies with the principles and gutdelmes of Good Manufacturmg Practtce laid down in
Directive 2003/94/EC”. . ;

Sis sertlﬁkats atspogulo. ra¥o$anas v1etas statusui mlnetas oficialas parbaudes laikd, un tas nevar
atspogu|ot atbilstibas statusu; ja ir pagajus1 vairak neka tris gad1 kops oﬁc1alas parbaudes kad tika
Izsmegts sis sertifikats. =~ . : . Lo

This cemf cate reﬂects the status of the manufacturmg site at the time of the mspectzon nated above and should not be
relied upon to reflect the compliance statis if more than three years have elapsed since the date of that mspectmn,
after whzch time .rhe .rssumg author:ty should be consulted :

Sertifikﬁta autentiskumu-v'ar apliecinﬁt Zalu valsts'agentﬁra.
The authenticity‘ of this certiﬁcate may be verified with the r'ssuing autharity.

* 1 &is prasibas atbilst Pasaules veselibas organizicijas (PVO) labas razo§anas prakses 1ete1kum1em

These requrrements Sulfil the GMP recommendations of WHO
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Part 2

Cilvekiem paredz&tas zales

Human Medicinal Products

1. RAZOSANAS DARBIBAS

MANUFACTURING OPERATIONS : ‘ _

- licencétas razoSanas darbibas ietver pilnTgu un dajéju raZoSanu (tai skaitd dazadus sadali$anas,
iepakoSanas un noformésanas procesus), serijas izlaidi un sertifikaciju, notelktu dozgjuma formu
uzglabasanu un izplatiSanu.
- authorised manufactunng operations include total and partial manufacturing (mcludmg various processeés of dividing

up, packaging or presentation), batch release and certification, storage ana’ distribution of. specified dosage forms unless
informed to the contrary

- kvalitates kontroles (test€Sanas) un/vai serijas izlaides un sertifikdcijas darbibas bez raZoSanas
darbibam norada attiecigajiem produktiem

L quality control testing and/or release and batch certification activities without manufacturing opefations should be
specified under the relevant items

- ja uzpémums ir iesaistits zaJu raZzofand, kuram ir Tpasi nosacijumi, piemé&ram, radiofarmaceitiskie
preparati, zales, kas satur penicilinu, sulfonamidus, citotoksiskas vielas, cefalospoﬁnus, vielas ar]
hormonilu iedarbibu vai citas potenciali bistamas aktivas vielas, to norada pie atbilsto3a zaju veidal
un doz&juma formas

L if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or products

containing penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or other oH
potentially hazardous active ingredients this should be stated under the relevant product type and dosage form
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[ Ll "Sterllle produktx
L Sterrle Products

1.1.3. Tikai serijas sertlfikacqa

' Batch certification only .

1-25' - 1.2, Nestenhe produktl (dozejuma formu saraksts)

) Non-sterﬂe pmducts (hst of dosage farms)

1.2.1.1. Cietas kapsulas
" Capsules, hard shell
.1.2.1.8. Citas cietas zi]u formas
Other solid dosage forms
1 2 1.13. Tabletes
- Tablets

16 ‘ Kvalltates kontroles testesana .

Quality Control test:'ng

1.6.1. MlkI‘OblOIOngkl sterilitate
Microbiological: sterility

1.6.2. Mikrobiologiski: nesterilo zaJu formu tirTba
Microbiological: non-sterility

1.6.3. Kimiski vai fizikali
Chemical or Physical .

2. ZALU IMPORTESANA
IMPORTATION OF MEDICINAL PRODUCTS
- import€¥ana bez raZo$anas darbibim

- importation activities without manufacturing activity

- importg3ana, kas ietver uzglaba$anu un izplati¥anu

- importation activities include storage and distribution unless informed to the contrary

2-1"-| : Importeto zalu kvahtites kontroles velksana
Quality control testhg of :mported medtcmal products

2.1.1. Mikrobiologiski: sterilitate
Microbiological: sterility ‘

2.1.2. Mikrobiologiski: nesterilo zaJu formu tiriba
Microbiological: non-sterility

2.1.3. Kimiski vai fizikali
Chemical or Physical
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'Importéto zﬁ]u sérljas serhfikiclja

e ‘Batch certtf catzon of tmported medtcmal praducts;'.f; o g o P

22.1. Sterilas zalu formas’ |
Sterile Producrs -
2.2.1.2. Sterilizéti galaproduktl .
T ermmally sterrhsed '

2.2.2. Nesterilas. zalu formas

Non-sterile products

Zalu valsts agentiiras pilnvarotas amatpersonas vérds, uzvards un paraksts
Name and signature of the authorised person of the Competent Authd}‘ity of Latvia

22.04.2013.
(datums/date) Inguna Adovi&a, Zaju valsts agentaras direkfore, tilr.67078424, fakss 67078428
Inguna Adovica, Director, State Agency of Medicines, phone +371 67078424, fax +3 71 67078428
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