SUKLO

Vysvetl'ujuce poznamky:

1.Tento certifikat, ktory je vo formate odpora¢anom SZO,
preukazuje stav lieku a postavenie ziadatel’a pre
vystavenie certifikatu vo vyvazajicej krajine. Je uréeny
iba pre jeden liek, ked’ze vyrobné podmienky
a schvalené informacie pre rozdielne liekové formy
a rozdielne sily liecku sa mézu lisit’.

2. Pouzivajte, kedykol'vek je to mozné, medzinarodné
nechranené nazvy (INN) alebo narodné nechranené
nazvy.

3. Formulacia (Gplne zloZenie) liekovej formy ma byt
uvedena na certifikate alebo prilozena.

4. Uvedenie detailov ohl'adom kvantitativneho zloZenia sa
preferuje ale ich poskytnutie je predmetom dohody s
drzitel'om registracie lieku.

5.V relevantnych pripadoch, prilozte detaily kazdého
obmedzenia, ktoré sa tyka predaja, distribtcie alebo
podavania lieku, ktoré je Specifikované v registraénom
povoleni lieku.

6. Sekcie 2A a 2B sa vzajomne vylucuju.

7. Uvedte, ak je to relevantné, ¢i je licencia docasna alebo
liek este nebol schvaleny.

8. Specifikujte, &i fyzicka/pravnicka osoba zodpovedna za
uvedenie lieku na trh:
a. vyraba liekovi formu,
b. bali a/alebo oznacuje liekovtl formu vyrabanu
nezévislou spolo¢nost’ou,
c. nie je zahrnuta v ziadnom z vys$sie uvedenych.

9. Této informacia moze byt poskytnuta iba so stthlasom
drzitela registracie alebo v pripade neregistrovanych
liekov so stihlasom ziadatel'a. Nevyplnenie tejto sekcie
poukazuje na to, Ze strana, ktorej sa to tyka nesthlasila s
vloZenim tejto informacie. Je potrebné zobrat’ na
vedomie, Ze informacie tykajiice sa miesta vyroby st
sucast'ou registracie liecku. Ak sa vyrobne miesto
zmenilo, registracia ma byt’ aktualizovana inak nie je
platna.

10. Toto sa odvolava na dokument pripraveny niektorymi
narodnymi regula¢nymi autoritami, ktory sumarizuje
technicky zéklad, na podklade ktorého bol liek
registrovany.

11. Toto sa odvolava na informacie o lieku, ktoré boli
schvalené prislusnou narodnou regulac¢nou autoritou
ako Suhrn charakteristickych vlastnosti liecku (SmPC).

12. V tomto pripade sa vyzaduje, aby Ziadatel’ na vydanie
certifikatu predlozil suhlas drzitel’a registracie. Tento
suhlas predlozi autorite Ziadatel.

STATE INSTITUTE FOR DRUG CONTROL
INSPECTION SECTION, Kvetna 11, 825 08 Bratislava 26, Slovak Republic

Explanatory Notes:

1. This certificate, which is in the format recommended by
WHO, establishes the status of the pharmaceutical
product and of the applicant for the certificate in the
exporting country. It is for a single product only since
manufacturing arrangements and approved information
for different dosage forms and different strengths can
vary.

2. Use, whenever possible, International Non-proprietary
Names (INNs) or national non-proprietary names.

3. The formula (complete composition) of the dosage form
should be given on the certificate or be appended.

4. Details of quantitative composition are preferred but
their provision is subject to the agreement of the
product-licence holder.

5. When applicable, append details of any restriction
applied to the sale, distribution or administration of the
product that is specified in the product licence.

6. Sections 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the licence is provisional,
or the product has not yet been approved.

8. Specify whether the person responsible for placing the
product on the market:
a. manufactures the dosage form,
b. packages and/or labels a dosage form manufactured
by an independent company,
c. isinvolved in none of the above.

9. This information can only be provided with the consent
of the product-licence holder or, in the case of non-
registered products, the applicant. Non-completion of
this section indicates that the party concerned has not
agreed to inclusion of this information. It should be
noted that information concerning the site of production
is part of the product licence. If the production site is
changed, the licence has to be updated or it is no longer
valid.

10. This refers to the document, prepared by some national
regulatory authorities, that summarizes the technical
basis on which the product has been licensed.

11. This refers to product information approved by the
competent national regulatory authority, such as
Summary Product Characteristics (SmPC).

12. In this circumstance, permission for issuing the
certificate is required from the product-licence holder.
This permission has to be provided to the authority by
the applicant.
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13. Uvedte dovod, ktory poskytol ziadatel’, pre ktory sa

registracia nevyzadovala:

a. liek bol vyvinuty vyluéne pre lie€bu stavov - zvIlast
tropickych ochoreni, ktoré nie st endemické vo
vyvazajucej krajine,

b. liek bol upraveny do vhodnej lickovej formy so
zretel'om na zlepSenie jeho stability v tropickych
podmienkach,

c. liek bol upraveny do vhodnej liekovej formy kvoli
odstraneniu pomocnych latok, ktorych pouzitie vo
farmaceutickych vyrobkoch nie je schvalené
v dovazajucej krajine,

d. liek bol upraveny do vhodnej liekovej formy, ktora
umoznuje dosiahnutie iného maximalneho limitu
davky pre liecivo,

e. akykol'vek iny dovod — Specifikujte.

14. Nie je vhodne znamena, Ze vyroba sa uskutocfiuje

v krajine inej ako je ta, ktora vydava certifikat o lieku
a inSpekcia je zastreSovana krajinou vyrobcu.

15. Poziadavky pre spravnu vyrobnu prax a kontrolu

kvality liekov, na ktoré sa odvolava certifikat su tie,
ktoré su zahrnuté v 32. sprave Vyboru expertov pre
Specifikacie medicinskych pripravkov (SZO technicka
sprava séria ¢. 823,1992, Priloha 1). Odportcania
Specificky aplikovateIné na biologické lieky su
formulované SZO Vyborom expertov pre biologicka
Standardizaciu (SZO technicka sprava séria ¢. 822 1922,
Priloha 1)

16. Tato sekcia sa vyplni, ked’ drzitel registracie alebo

ziadatel’ uvedie stav (b) alebo (c) ako je to opisane

v poznamke 8 uvedenej vyssie. Je to zvlast dolezité
vtedy, ked’ su do vyroby lieku zahrnuti zahrani¢ni
zmluvni partneri.. V takychto pripadoch musi ziadatel’
poskytnut’ certifikujiicej autorite informéacie
umoznujtce identifikaciu zmluvnych partnerov
zodpovednych za kazdy stupeni vyroby finalnej lickovej
formy a tiez informacie o rozsahu a spdsobe vsetkych
kontrolnych mechanizmov vykonavanych u tychto
zmluvnych partnerov.

13. Please indicate the reason that the applicant has

provided for not requesting registration

a. the product has been developed exclusively for the
treatment of conditions — particularly tropical,
diseases — not endemic in the country of export

b. the product has been reformulated with a view to
improving its stability under tropical conditions,

c. the product has been reformulated to exclude
excipients not approved for use in pharmaceutical
products in the country of import,

d. the product has been reformulated to meet a different
maximum dosage limit for an active ingredient,

e. any other reason, please specify.

14. Not applicable means the manufacture is taking place

in a country other than that issuing the product
certificate and inspection is conducted under the aegis
of the country of manufacture.

15. The requirements for good practices in the manufacture

and quality control of drugs referred to in the certificate
are those included in the thirty-second report of the
Expert Committee on Specifications for Pharmaceutical
Preparations, WHO Technical Report Series No. 823,
1992, Annex 1. Recommendations specifically
applicable to biological products have been formulated
by the WHO Expert Committee on Biological
Standardization (WHO Technical Report Series, No.
822, 1992, Annex 1)

16. This section is to be completed when the product-

licence holder or applicant conforms to status (b) or (c)
as described in note 8 above. It is of particular
importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the
applicant should supply the certifying authority with
information to identify the contracting parties
responsible for each stage of manufacture of the
finished dosage form, and the extent and nature of any
controls exercised over each of these parties
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