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GENERAL IN$TRUCTION:

sary, to

EXPLANATORY NOTES

1. This certificate which is in the format recornmenderi by ltdH0, establishes the status of the pharmaceutical product anci of the
applicant for the seilificale in the exporiing country, it is for a single product *nly since rnanulaciuring arrangements and approved
information for eiifferent dosage forms and different strengths can vary.

2. Use, where possibte, internationai Nonproprietary Narne {lNNs) or national nonproprietary names.

3. The {onnula (Camptete composition} of the dosage from sheuld be given on ihe celtificate or be appended.

4, Details of quantitative ccmposition are preferred, but their provision is subject to the agreement of the product_iicense hofder.

!. t^&en applicable, append detaiis of any re$triction applied to the sale. disiributicn or adminislration of tl.re producl that is specified
in the product license.

6. Sections 2A and 28 are mutually exclusive.

7. lndicate. when appiicable, if the license is provisional ar the prcduct has not yet been approved.

8- sp*cify wheth*r the person reeponsible far pfacing th* prcduct *r lhe market:

(a) Manufactures the dosage form;

(b) Packages and/or label a dosage iorm manufactured by an independent cgmpany; or

{c) ls involved in none of the above.

9" This infonsation can be provided only with the consent o{ the product-iicense holder *r, in lhe ease o{ non-regislered praducts, the
epplicant. Non-corrpleticn of this sertien indicates that the party concerned has nat agreed to inclusian of this information. lt should
be noted that infsrmatien coneerning the site of production is part of the praduat licensi. lf the production site is changed, the iLense
must be updateri cr it \trili cease to b+ valid.

10. This refers to the docuinent, prepared by some naiionai regulatory authorities, that summarizes the technieal basis on which the
praduct has been licensed.

11. This refers to product information approved by the competent national reguiatory autlrority, such as a summary of product
Characteristics {SPC),

12. ln this circumstanee, permission for issuing the certificate is required from the praduct-license holder^ This permission mu$t be
provided to the authority by the appficant.

'13. Pleese indicate the reason lhat the applicanl has provided for not requesting regislrati*n:

(a) The product has been developed exclusively for the treatmefit of conditions-particularly iropical diseases noi endemic in the
country of export;

{b} The product has been refontulated with a view to improvi*g its stabiiity under tropical conditrons;

(c) The product has been reformulated to exclude excipients not approved for use in pharmaceutical products in lhe country of irnpoit;

{d} The product has been refarmulated to meet a difrerent rnaximum dosage limit far an active ingredient;

(e) Any other reason. please specify.

14. Not applicable rneans that the manufacture is taking place in a country pther than that issuing the prcduct certificate and inspection
is canducted under the aegis of ihe country cf manufacture.

15. The requiremerits for good practices in the manufacture and quality control of drugs referred to in the certificate are those included
in the-thi*y-seccnd repcrt of the experl committee,cn speclficatians ior pharmaceut-ical preparations {li&tg technical r*po* **,*u,
Na' 823, 1992, Annex 1). Recommencialions specifcally applicabie to biological producG ha.+e been iormulated ny *re VimO experr
ccmmittee on biological standardization {lfJtio technical report series, ruo. dzZ. 1$SZ, Annex 1}.

16. This section is to be completed when the product-llcense holder or applicant conforms lo status (b) or (c) as describ*d in note Z
ahove. lt is of particular impoftance when {oreign csntractor$ are involved'in the manufacture sf the pro*uci. in these circumstences
the applicant should supply the cerlifying authority with information to identify the contracting parties responsible fer er"t *tug* oi
manufacture of tha finished dosage form, and the extent and nature of any controls exercisedaver each oi these pariies.
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