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Dear Sir/Madam,

Feference s made to your applications for reglistration of pharmaceutical products, submitted
under Section 37 of the Pharmaceutical Act (No. 14) of 2004,

Ve wish to inform yow that we have completed our review of the submissions and are pieased to
inform you that the Pharmaceutical Regulatory Authority at its meseting of 26" March, 2009
considered your product applications and the coresponding evaluation reports and, based on the
submitted information, approved the registration of the following products with their licence
nsmbers and methods of sale indicated bajow:

No. | Name of Product Application | Method of | Licence |
i | no. __sale | No.
1. COMPOUND MAGNESIUM 4901/08 P 022/015

TRISILICATE abiets (Magnesium | |
Trisiczte BP 250mg+ Dried Alurniniurn |

. e

r CIPROZ- 500 tablets{ Ciproflosacn 4089/08 PO p2z/D16 |
| hydrochloride USP 500mg) = L =y Sanes |
3. INDOMIN-25 capsubes{Indomethacin BP 4993/08 P oxzo1r i

[ 25mg) i = l |

Abbreviation: POM- Prescription Only Medicine; P- Pharmacy Medicine.

Piease note that approval is granted subject to your submission to the Authority &5 spon as
possible, but not later than shety days from the date of this letter, information and documents
which were noted missing from your submissions on at least the following:
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tes: - original copy of WHO-type certificate of Pharmaceutical product on each of the

above products specifically addressed to Zambia and 2 certificates of analysis. [n addition,
documentary evidence of registration in the declared countries; Specific storage conditions on the
package material

Therapeutic equivalence:- reports on at keast comparative dissolution peefiles In respect of all
oral solid dosage forms of the above products with thelr respective innovator products to
demonstzate interchangeabdity;

Labelling information: product samples should be submitted to demonstrate compliance with
labelling requirements- Labels and packaging materials should have sufficdent labeling
information including amonag athers; method of sale, specific storage conditions; product license
number and physical address of manufacturing site;

In addition, your attention is drawn to the requirements of Statutory Instrument No. 7 of 2008 on
product retention fees for pharmaceutical products to be imported into Zambia, You are therefore
requestad to pay annual retention fees of ZMK 2,530,000-00 per product on each of the above
products effective 1%January 2010, The amobnt due may be pald nto the following bank

account:
Mame of Account holder:  Pharmaceuticsl Regulatory Authority
Name of Bank: Standard Chartered Bank,
Nerth-End Branch, Cairo Road, Lusaka, Zambia
ZMKBank Account No. 0100122033300
US Dollar Account No. 700211468100

Plasce note that registration of the above products does not imply final approval as all products
are subject to review at a later date and this decision to register the ahove products is subject to
change on the basis of new information that may be available to the Authority,

In view of this, you are advised to put in place an appropriate pharmacovigllance system for
manitoring, debecting and reporting adverse drug reactions and the performance of registered
praducts in general.

We remind you that you must comply with labeling requirements: as prescribed in the Statutory
instrument No 47 of 1993 by ensuring that products including labels and packaging materials
havee sufficient labeliing Information including among others; method of sale, specific storage
conditions, and product fcence number and physical address of manufacturing site,

It you have any guestions, please do not hesilate to contact our Secretariat.

[

ChaChaCha Healthcare Ltd of Lusaka, Zambia
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