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Confidential

MEDNEXT BIOTECH LIMITED 

ZENIFER SUSPENSION 
(Ferrous Ascorbate, Folic acid, Vitamin B12 and Zinc Suspension)

Each 5 ml of suspension contains:
Ferrous Ascorbate
Eq. elemental iron…………………………….30 mg
Folic acid BP……………………………….500 mcg
Cyanocobalamin BP (vitamin B12) ….…….…6 mcg
Zinc sulphate Monohydrate USP
Eq. to elemental zinc……………………...…...11 mg

                       Flavoured syrup base………………………...q.s.
                       Color: Caramel

DOCUMENTS FOR REGISTRATION

Documented by

(Export Registration Cell)

MEDNEXT BIOTECH LIMITED
Reg. Office: 30, Mahaveer Nagar, New Bhupalpura, Udaipur- 313001 (Raj.) India

Ph: + 91-9875103060
Email: mednextpharma@gmail.com 
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1.1.1 Letter of request
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1.1.2 Copies of Notifications
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1.1.3 Information requested by the regulatory authority
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1.1.4 Information relating to the meetings between the applicant marketing 
authorization and the regulatory authority
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1.1.5 Request for documents relating to appeals
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1.1.6 General Note to Reviewer
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1.2 ADMINISTRATIVE INFORMATION

1.2.1 Request forms – quotes
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1.2.2 Probate Fee Payment Form
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1.2.3 Certification forms and attestations

1.2.3.1 CEP

Not Applicable.
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1.2.3.3 MA country of origin or PC
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1.2.3.4 WHO-GMP CERTIFICATE:
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1.2.3.5 COA
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1.2.3.6 Certificate of free sale
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1.2.4 Compliance and information on the site

1.2.4.1 GMP-GMP certificate
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1.2.4.2 GDP certificate

Not Applicable, attached WHO-GMP certificate.
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1.2.4.2 WHO-GMP Certificate

1.2.4.4 Other documents (Export license)
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1.2.5 Permission to share information on the site

1.2.5.1 Letter of access to the DMF-DMP SRF
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1.2.6 Regional and International Regulatory Status

LIST OF COUNTRIES

Sr. No. Name of Countries

1. BENIN

2. CAMEROUN

3. CONAKRY

4. CONGO

5. IVORY COAST
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1.2.7 Post-authorization information

Not Applicable.
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1.2.8 Other administrative information

Not Applicable.
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1.2.8.1 Request for bioequivalence waiver

Not Applicable



MEDNEXT BIOTECH LIMITED                                                ZENIFER SUSPENSION

MODULE I Page 50

1.2 PRODUCT INFORMATION

1.3.1 SUMMARY OF PRODUCT CHARACTERISTICS
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1.3.2 Notice                                                      
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1.3.3 Packaging labels
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1.3.4 Foreign labeling
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1.3.5 Labeling of reference products
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1.3 REGIONAL SUMMARY
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1.4.1 Information on the bioequivalence study

Not Applicable
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1.5 CLINICAL TRIALS INFORMATION

Not applicable.
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1.A. APPENDIX ELECTRONIC DOCUMENTS

1.A.1 CD or USB Key:

2 USB.


