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Certificate No.: OGYEN...2.2.1.6.4.0.:5....2016

CERTIFICATE OF A PHARMACEUTICAL PRODUCT!

(This certificate conforms to the format recommended by the World Health Organization)

Exporting (certifying country): Hungary
Importing (requesting country): United Kingdom
1. Name and dosage form of the product

In Hungary:  Makro-Albumon 2 mg por szuszpenziés injekcichoz
(Makro-Albumon 2 mg powder for suspension for injection)

|
Kit for radiopharmaceutical preparation
|

|
1.1. Active ingredient(s)* and aniount(s) per unit dose*:

Human serum albumin macroa;ggregate 2.00 mg /vial

For complete composition including excipients, see attached*: Not attached

1.2. Is this product licensed to bel placed on the market for use m the exporting country;?5 Yes
‘ 1

1.3. Is this product actually on the market in the exporting comi)try? Yes

|

If the answer to 1.2. is yes, contiz}me with section 2A and omit section 2B.

‘ ! o
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If the answer to 1.[2. is no, omit s}ectlon 2A and continue with s}ectlon 2 % aoosamnets S N\
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Né‘une and signature of the authorized person of the Compg tent Auth&'a%
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Dr7Csilla Pozsgay
vDirector General
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|
|
ertificate No: OGYEU.2. 2 TG 4550 12016
|
|

Does the certifying authority arrange for periodic inspeictioﬁ of the manufacturing plant in which

the dosage form is produced?™ ‘S’es (Hungarian manufacturers only)

L

fnot or not applicable, proceecﬂ to question 4.

—

3{1. Petiodicity of routine inspections (years): 3 years (Hungarian manufacturers only)
|
3.2. Has the manufacture of this type of dosage form been mspected‘7
Yes (Hungarian manufacturers only)

|

\ ‘ ' ;
3;3. Do the facilities and operations conform to GMP as recommended by the World Health

O‘rganiza-f[ion"?15 Yes

4+ Does the information submitted by the applicant sausfy the \certlfymo authority on all aspects of the
rrianufacture of the product'é: Yes

If no, explain: Naue
|

-+

Certifying authority: ;
Name: National Institute of Pharmécy and Nutrition
Address: 1051 Budapest, Zrinyi u. 3
Country: Hungary

Telephone: +36-1-8869-300, Fax: +36-1-8869-460

Name and signatyre of the authorized person of the Computent Author

D C éllla Pozsgay
0% NV 11 director-General L

Date:
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Details of quantitative composition are preferred but their provision is subject to the agreement of
\ |
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Specification
Annex 1. Re

ether the person respon

sible for placing the product on the market:
wifactures the dosage form; :

Kages and/or labels a dosage form manufacitured! by an independent company; or
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| |
ation can only be pravided with the consent of the product-licence holder or, in the
-tegistered products, the applicant. Non-completion of this section indicates that the

erned has not agreed to inclusion of this information. It should be noted that

concerning the site of production is part of the product licence. If the production site
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to the document, prepared by some national regulatory authorities, that summarizes
I basis on which the product has been licensed. '

to product inforrfnat}'on approved by the competent national regulatory authority, such
» Product Characteristics (SPC) ‘ :

imstance, permission for issuing the certificate'is required from the product-licence
permission has to be provided to the authority b‘fx the applicant.

ate 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 bee;n reformulated with a view to improving its stability under tropical
congitions; | ‘ |

c. the |product has been reformulated to exclude excipients not approved for use in
pharmaceutical prod‘uots in the country of import; | |

d. the product has been reformulated to meet a different maximem dosage limit for an
active ingredient; | : |
€. any pther reason, please specify. }

. Not applicable means the n}}anuf&cture is taking place in a country other than that issuing the

ficate and inspection is conducted under the aegis of the country of manufacture.
ients for good practices in the manufacture and quality control of drugs referred to in
te are those included in the thirty-second report of the Expert Committee on
s for Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992,

commendations specifically applicable to biological productgjaﬂ%bgéa_i_fomlulated
by the WHO Expert Committee on Biological Standardization (WHQ Ty ZBehart Series.
No. 822, 1992, Annex 1). | (& e Se
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