LET LSE/GMP/0139/09/21 FSI/001/21*
Supersedes: LSE/GMP/0017/076/21

All correspondence should be In reply, please quote

addressed to the Director General

ZAMBIA MEDICINES REGULATORY AUTHORITY

15" September 2021

Veko Care Private Limited

Plot No. E48 & E49 MIDC Ranjangaon
Pune District Maharashtra

INDIA

E-mail: narayan.u@vekocare.com;info@vekocare. com/vs@vekocare com
Tel: +91 9588657350/ +91 2025511669 (Office)

Dear Sir/Madam
RE: GOOD MANUFACTURING PRACTICES INSPECTION CLOSEOUT

Reference is made to the above subject matter and the Virtual GMP Inspection that was
conducted at your manufacturing site from 25 January to 1 February 2021 to verify
compliance with the current Good Manufacturing Practices (cGMP).

Based on the areas inspected, the staff met, the documents reviewed and the CAPA
submitted in the CAPA Report attached to this letter, and considering the findings of the
inspection, the manufacturer, Veko Care Private Limited, Plot No. E48 & E49 MIDC
Ranjangaon, Pune District, Maharashtra, INDIA is considered to be operating at
acceptable levels of compliance with cGMP guidelines and is hereby given GMP clearance
for the manufacture of the dosage forms indicated in Annex 1 of this letter:

Please be advised that the facility will be due for routine inspection within two (02) years
from the date of inspection.

You may hereby use this letter as official proof of GMP clearance by the ZAMRA for the
stated period. You are advised to notify the Authority of any changes that may affect the
GMP status of your site. Further, the Authority may decide to conduct an inspection at any
point before the above stated period lapses.

You will be required to apply for inspection at least six (06) months before the due date of
the next routine inspection.

Should you. need clarifications on this matter, please do not hesitate to contact us at
GMP@zamra.co.zm. :

Yours faithfully
For/Zambia Medicines Regulatory Authority

=

Makomani Siyanga (Mr.)
Acting DIRECTOR-GENERAL

Head Office Ndola Office Report Adverse Reactions to:
Plot No: 6903, Tuleteka Road/ Off Makishi Road No: 41 Kafironda Drive, Itawa Pharmacovigilance Unit, Lusaka
P.O. Box 31890 Lusaka, ZAMBIA P.O. Box 70876 Tel: +260 211 220088 / 220098 / 220109
Tel: +260 211 220429, Telefax: +260 211 238458 Telefax: +260 212 610522 E-mail:pharmacy@zamra.co.zm
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Annex 1: Dosage Forms

Ref: LET_LSE/GMP/0XXX/09/21 FSI/001/21*
Supersedes: LSE/GMP/0017/076/21

Dosage Forms

Oral Solid Dosage Forms

Tablets

Bolus

Pastes

Oral Powders / granules.

External Preparations

e Liquids
o Powders




