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ealth Products Regulatory Authority

Certificate of a Pharmaceutical Product

This certificate conforms to the format recommended by the
World Health Organisation

Exporting (certifying) country: Ireland
Importing (requesting) country: Chile
1. Name and dosage form of product:

Zeldox capsulas 60 mg (Nuevo Sitio) known in Ireland as Geodon 60mg capsules,
hard.

1.1 Active ingredient(s) and amount(s) per unit dose:
Ziprasidone hydrochloride monohydrate INN 60 mg

For complete qualitative composition including excipients see attached.

12 Is this product licensed to be placed on the market for use in the exporting country?
Yes

13 Is this product actually on the market in the exporting country?
No

If the answer to 1.2 is 'yes', continue with section 2.A and omit section 2B;
If the answer to 1.2 is 'no’, omit section 2A and continue with section 2B

2A.1  Number of product licence and date of issue:
PA0822/214/003 issued 8" March 2002
2A2  Product licence holder (hame and address):
Pfizer Healthcare Ireland,
9 Riverwalk, National Digital Park,
Citywest Business Campus,
Dublin 24,

Ireland.

2A3  Status of product licence holder: a, borc: ¢
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e manufacturer producing the

A3.1 For categories b and ¢, state the name and address of th

dosage form:
pfizer Ireland Pharmaceuticals,
Little Connell,
Newbridge,
Co. Kildare,
freland.
A4 Isthe summary Basis of Approval appended?

No
onsonant with the

rmation complete and ¢

|s attached, officially approved product info

licence?
Yes

2A5.

cence holder (name and address).

2A6 Applicant for certificate, if different from li

FMD KL Europé e,
3a Hakob Hakobyan Str.,

Yerevan, 0031,
Republic of Armenia.

2B.1 Applicant for certificate (name and address).

72  Status of applicant:
urer producing the

For categories b and ¢, state the name and address of the manufact

2B.21
dosage form:

op3  Whyis marketing authorisation lacking?

284 Remarks:
rtifying authority arrangé for periodic inspection of the manufacturing plant in

3. Does the ce
m is produced?

which the dosagé for
Yes

3.1 periodicity of routine inspection (years).
Every 3 years
ge form been inspected?

32 Has the manufacture of this type of dosa

Yes
World

Do the facilities and operations conform to GMP as recommended by the

33
Health Organisation?
Yes
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or official HPRA use only:

4, Does the information submitted by the applicant satisfy the certifying authority on all aspects
of the manufacture of the product?
Yes

Address of certifying authority:

Health Products Regulatory Authority
Kevin O’'Malley House

Earlsfort Centre

Earlsfort Terrace

Dublin 2

Ireland

Telephone no: 01-676-4971 Fax no: 01-676-4061

Name of authorised person:

Aick Keating

/A person authorised in that behalf by the said Authority
Compliance Department
6th December 2018

N.B. The information contained in the certificate is a valid and true reflection of the latest
available information pertaining to the product authorisation available at the time of
issue.
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