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POZIADAVKY NA ANALYTICKY CERTIFIKAT
REQUIREMENTS for Certificate of Analysis

1. Nézov dokumentu - Analyticky certifikat.
Name of document — Certificate of Analysis.

2. Cislo jednoznacne identifikujtice dokument.
Number of document which unambiguously identifies the document.
3. Nazov lieku (v krajine dovozu), liekova forma, sila, velkost’ balenia.
Trade name of the product ( in the importing country), dosage form,
strength and package size.
4. Cislo 3arze
Batch number.
5. Meno, adresa drzitel’a, telefon, fax.
Name and address of marketing authorisation holder, phone, fax.
6. Registracné Cislo lieku.
Marketing authorisation number of the product.
7. Nazov, sidlo, stat vyrobcu, telefon, fax.

Name, site, country of the manufacturer, phone, fax.
8. Datum vyroby.
Date of manufacture.
9. Doba pouzitel'nosti, pripadne exspiracie.
Expiry date.
10. Analyticky certifikat vo vysledkoch musi mat’ tri kolonky v stilade so
Specifikdciami:
Certificate of Analysis should be devided in 3 columns in compliance with
specifications:
metody skuSania/Test methods
skasky, limity a poziadavky /Tests, limits and requirements
vysledky sktSania/Results of testing
Tam, kde su pozadované Ciselné limity, musia byt uvedené ciselné
vysledky sktiSania.
Numerical results are introduced where it is required/appropriate.
11.  Specifikacie licku musia byt uvedené, jasne ozna¢ené a jednoducho
identifikovatel'né (referen¢né Cislo, kod, datum, ....) schvalené Statnou autoritou a
platné v Case prepustania lieku.
Specifications of drug product clearly indicated and simply identified
(reference number, code, date,...) authorized by state authority and
valid at the time of batch release should be stated.
12. Zavereény posudok, ktory musi byt jednoznaény - vy h ovuj e - s uvedenim
¢iselného oznacenia Specifikacie, podl'a ktorého bolo vykonané skusanie.
The final statement should be unequivocal —comp lies with clear
identification of valid specifications by which the testing has been
performed.
13.  Dalsie informécie, ktoré mozu byt dolezité z hladiska kvality lieku ($pecialne
uchovavanie, podmienky transportu,...)
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Additional information that can be important from the point of view of

drug product quality (e.g. specific storage, transportation conditions, ...)
14.  Titul, meno, priezvisko, funkcia kvalifikovanej osoby, ktora svojim podpisom

potvrdzuje hodnovernost’ zistenych skuto¢nosti.
Name and position/title of the person authorizing batch release (qualified
person), who confirms reliability of the found results.
15. Datum vystavenia dokumentu.
Date of issue of the document.
16.  Podpis kvalifikovanej osoby.
Signature of the qualified person.
17. Stanovisko, Ze liek bol vyrobeny, baleny a skuSany v zmysle SVP. Pouzit’ sa moze
nasledujuci text: "Potvrdzujem, Ze vySSie uvedené informdcie su spolahlivé a

presné. Sarza licku je vyrobend, balend a kontrolovand na vysSie uvedenych_
miestach plne v sulade s poZiadavkami SVP a Specifikaciami schvalenymi Statnou
autoritou krajiny ( dovozu)."”
Statement - the product is produced, packed and tested according to
GMP. The following text can be used: "I hereby certify that the above
information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above
mentioned site(s) in full compliance with the GMP requirements and with
the specifications in the Marketing Authorisation of the (importing) country."

Povinnosti kvalifikovanej osoby vyplyvaju zo Smernice 2001/83/EC, ¢lanku 51 (povodne
smernice 75/319/ EHS o pribliZeni legislativnych, reglementarnych a administrativnych
ustanoveni, ktoré sa vztahuju na farmaceutické produkty, ¢lanku 22).

Obsah analytického certifikdtu musi byt v stlade minimdlne s poziadavkami
uvedenymi v kapitole 6.17 dokumentu EudralLex — The Rules Governing Medicinal
Products in the European Union, Volume 4, EU Guidelines to Good Manufacturing
Practice - z juna 2006 a tiezZ dokumentu EMEA/MRA/23/01 Rev 4 — "Internationally
Harmonised Requirements for Batch Certification".

The duties of qualified person follow from directive 2001/83/EC, article 51 (originally
from directive 75/319/EHS on the approximation of provisions laid down by Law,
Regulation or Administrative Action relating to proprietary medicinal products, article
22).

The content of Certificate of Analysis should be in compliance at least with the
requirements stated in chapter 6.17 of the document EudralLex — The Rules Governing
Medicinal Products in the European Union Volume 4, EU Guidelines to Good
Manufacturing Practice - issued in June 2006 and also in compliance with the
document EMEA/MRA/23/01 Rev 4 — "Internationally Harmonised Requirements
for Batch Certification".




