CERTIFICATE OF A PHARMACEUTICAL PRODUCT'

This certificate conforms 1o the format recommended by the World Health Organization
(General instructions and explanatory notes attached)

No. of certificate . HFW-H (DRUG) 828/12 /1B - 18 VALID UPTO: 08.02.2020
Exporting (certifying) country  : INDIA
Importing {requesting) country : BOSNIA

1. Name and dosage form of product | ZOVORIN - 30
Leucoverin Calcium Injection USP 30 mg/3 mi

1.1 Active ingredient(s)® and amount(s) per unit dose’ : Each ml contains:
Leucovorin Calcium use
Eq. to Leucovorin 10 mg
Sodium Chloride USP 8mg

Propylparaben Sodium  USNF  0.02 % wiv
Methylparaben Sodium  USNF  0.08 % wiv
Water for Injection UseP  qgs

For complete qualitative composition including excipients, see attached.* NA
1.2 is this product licenced to be placed on the market for use in the exporting country ?° Yes Etj No D
1.3 Is this product actuaily on the market in the exporting country?  Yes [E No D Unknown 1:]

if the answer to 1.2 is Yes, continue with section 2A and omit section 2B
If the answer to 1.2 is No, omit section 2A continue section 28°
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India
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A.B Application for centificate if different from

licence holder ** Flagship Biotech USA Inc.
8180 NW 36 Street, STE 100 City Of Doral,
State Of Florida-33166.USA

BE i

3. Does the certifying authority arrange for Ww inspection of the manufacturing plant in which the dmage form is produced?
Yes [ x No D Mot appﬁemie“

If no or not appiicable proceed to question 4
3.1 Periodicity of routine inspections (years): Yearly
3.2 Has the manufacture of this type of dosage form been inspected? Yes | x I No |___I

3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation?'®
Yes IZ] No D Not applicable -
160 submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product?™®

Not applicable
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