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ZENIFER SUSPENSION

(Ferrous Ascorbate, Folic acid, Vitamin B2 and Zinc Suspension)

Each 5 ml of suspension contains:

Ferrous Ascorbate

Eq. elemental iron

Folic acid BP

Cyanocobalamin BP (vitamin B12)

Zinc sulphate Monohydrate USP

Eq. to elemental zinc

Flavoured syrup base....................oonii g.s.
Color: Caramel
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ZENIFER SUSPENSION

MEDNEXT BIOTECH LIMITED

1.1.1 Letter of request

meone ¥ AT

Le Udzipur, 24 juin 2024
A Monsieur

le Directeur Général de

Agence Béninoise duy Médicament et des autres produits de santé (& EMed)

Cotonou, BENIN.

Objet: Demande de ren ouvellement des ovules MA ZENIEER SUSPENSION
(Suspension de Ascorbate ferreuy, acide folique, vitamine B12 ot zinc) {Flacon de 200 mij.

Mansieur jg Directeur,
MEDNEXT BIOTECH UMITED 3 I'honneur de demander & votre haute amabilité, une
autorlsation de mise sur le ma rehé (AMM) au Bénin, pour le renouvellement de notre produit
pharmaceutigue de spécialitd -

1. Numéro de dossier ABMed:

2. Détails du Produit:
MNom de marque: ZENIFER SUSPENSION
Mom International (DCI): Suspansion de Ascorbate fe e, acide foligue, vitamine
B12 et zinc,
Posologie et présentation:
Anti-anémigue {200 mil)
Composition:
Chague suspension de 5 mt contient :
Ascorbate ferreux Eq. au fer elémentaire..........ooo
Acide folique BD_
Cyanocobalamine Bp (vitamine B12)................
Sulfate de zinc monohydraté usp Eq. auzinc élementaire....11 mg
Base de sirop arnmahsé..qs
Couleur: Caramel
Posologie Forme rharmaceutique:
Pour usage Suspensian orale

. Nom et adresse du fabricant:
MEDNEXT BIOTECH LIMITED
30-Mahavesr Naga r,
New Bhupalpura, Udaipur (Rajasthan) — 313001, India.

+ Nom et adresse du demandeur:
MEDNEXT BIOTECH LIMITED
30-Mahaveer Nagar,
New Bhupalpura, Udaipur {Rajasthan) — 313001, India,

5. Nombre d'échantillons soumis: 30 échantilians

Regd. Office: “Madnext House™ 1*floor, 30, Mahavesr MNagar,
New Bhupalpurs, Udaipur-313001 (INDIA)
(M): 481 80242 12344
Factory: Armji No. 184525 ¥, Near Jain Templs, lswal JOIpL-313 011 (INDA)
emall : mecnestindis@gmai.com CIN : U24230R.J2012PLC03881 3
An 130 10002:2048 & WHO GMP CERTIFIED COMPANY
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IFER SUSPENSION
MEDNEXT BIOTECH LIMITED ZEN

9/
MEDINE LT T

CLINEXT

Le Udaipur, 13 juin 2024

A Monsisur

le Directeur Général de

Agence Béninoise duy Médicament et das autres praduits de santé (ABEMed)
Cotonou, BENIN

A& Vattention de Monsieur le Directeur :

Objet : Demande de renouvellement de’AMM ZENIFER SUSPENSION.

Monsieur l2 Directour
Mos s toemneur de solliciter fupres de volre haute bienvailance une
AL O uIe vEe =0l le marche (AMMY au |.1¢_"III:!|1-5L':H, Pour e rencuvellement de

WITe prodiun de dpaeigiine phamaceaut que

ZENIFER SUSPENSION

[Suspension de Ascor bate ferreux, acide foligue, vitamine B12 pr zine)
(Flacon de 200 i)

1- Nom et adresse de "explaitant :
MEDNEXT BIOTECH LIMITED

SO Manaveer Nagar

Meaw Bhcpalpura Lidaipur {Rayasthan J13007 Inihia

2- Nom et adresse duy tabiricant -
MEDNEXT BIOTECH | IMITED
Al Ne 1845 45 47 Modar Jain Tenmpo

Iswal Llaapur 213010 ndia

- Déanomination Commerciaie
ZENIFER SUSPENSION

4- Dosea ot forme
nEen de 5 mlcontant
“Ln Egogufer glédmantaie A0 mg
Acide folious BP 5001 |"|::-:_J
Cyarecobalamine BP ivilarmine B12) G micg
Sulfate de zine monchydrate USE Eq au zne élémentaire, 11 g
de sirop aromatisa e .5

Caramel

S Denomination Commune Internationale {0cy
Suspenstan de Ascorbate ferreux, acide folique, vitamine B2 el Zing

&- Farma pharmaceutique - Suspension orale

Regd. Office: “Mednext Housea™ *
New Bhupalpura, Ud
M- +51 9024

| WEER I il

Factory: Ardjl Mo, 1 B45-46-47
LRREET] e [CECANT T [ I

An 150 THO2:2018 & WHD GrMP CF

CIN | 242398, 1201

RETIFIED COMPAMY
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

T- Classe pharmaco thérapeutique :

PHARMACOLOGIE : Ascorbate ferreux |, Le fer souz forme ferelce se. lie avec
fransfert &l esl transpors vers la rale, la foie &l la moslle czoeose L'abzorption gastro
intestinale du ter est trés farble en raison du recyclage systémiqus du far Environ 1 (=0 PIL
de fer endogéne est &liminé dans les urines, la peau ef les salles Lacide foligue et
rapidement absorbé par l'alimentation narmala principalement par la partie proximale de
hintestin gréle, et est distribué dans les tissus carporels Cyanacabalamine: Las substancas
de la vitarmine B12 se lient au facteur intrinséque. |a glycoprotéinge sécrétés par la MU UELISE
gastricue. el sont ensute activernent absorbées par le tractus gasiro-intestnal, Labsorption
est allérée: chez les patients présentant une absence de facteur intring&qus, un syndrome de
malabsorption ou une maladie cu anomalie de l'intestin ou aprés une a=sirectomie. Le fer
est absorbé de manidre irréguiigre et incompléte par e tractus gastro-intestinal, les
principaux stes dabsorplion étant le duodénum ot le jBjunum. L'acide folique : est
rapidement absorbé par lalimentalion romale, orincipalement par la partiz proximale de
lintestin gréfe, et est distribué dans les tissus corporels Le zing of ses sels sont mal
ansorbes par le traclus gasiro-intestingl | seule une petite partie du 2t @limentama ast
absorbee

B- Indications thérapeutiques ;

+ Traitemend curatd de lanémie sidérotigue (mMinimum 4 a4 8 mais g3 Watement en
association avec un traitement dtiologique)

= [Dans le Wradement des carences en fol cher les suels expeses  fammas EnceinieEs.
dlimentations alimentares déséguilibrées (patienis dges, vegétarians, anorexie meniaks)
hémaorragies chronigues Anémie miegaloDiastiqua par mangue d'acide faligue

= Trouble chronique de labsorption intestinale (malabserption, maladie coeliague, forte
résection digestive),

= Surcharga da far

= Marngue de malnutrition en folates. akcoolisme chrorique;

9- Détail de la structure de prix dans le pays doriging
PGHT . 1.8€ cu 118D 00 FCFA

En complément de cette demande et confarmement aux exiences ce vos aularilés
de sante, vous trouverez chipint -

Le dossier lechnigue et analytigue

Le dossier de stabilité du produit

Los dossiers clingues, toxicaogique ot pharmacolagicue

Une afiestation de Bonnes Pratigues de Fabrication (BFF) eguivalent su ceificat da
B.FF

Un certificat de venle libre, autonsation de mise sir de marche dans e pays d'origine

En outre, vous trouverez aussi le nombre d'echantillons cemandsd g e pawment des
drouts ' enreqistrement,

Tout en restant @ volre disposdion pour tou comprmient Jinformation oy donndes

nous Vous prions de croire Monsieur le Directeur, & /exprassion ae nolre parfaite
conaideration p

Pour Modnext Biatech Lirmited
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1.1.2 Copies of Notifications
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1.1.3 Information requested by the regulatory authority

MODULE I




MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

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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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.3 Certification forms and attestations
1.2.3.1 CEP

Not Applicable.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.3.3 MA country of origin or PC

(Mame of Grm & complete addeess): Mlednext Biotech Limited
At Mo, | 845-46-47, Near Jain Temple,

Faweal, Lidaipur-31 3011 {TNDITA)

LICENSE NO,: Drug/2019-20/28/265757
DRUGS THOSE SPECIFIED IN [SCHEDULES €, C{1) EXCLUDING X]

For Expart Chily

same of Prodoct ZENMIFER SUSPENSION
Pharmacopoeial Name) Fermous Ascorbate, Folic poid. Vitamin B12 and Zine Suspensios

Category: Ural Legusid

Composinsi

Each 5 ml of suspension coniains:
Ferrons. Azcorbare

Eq. elemiental irom

Falic acid BP..... o
Cyancgohalamin BP (Vitamin BE2). .
Zinc Suiue Monchvdaie USP

Eg. o Elemental Sine. ...

I a flavored Syrup base.

Color; Caramel
Expiry. 24 Monihs
Preking: 200 ml amber colored plaste botle

Similar Markel Product Ferdmext Symup | West-Loast Pharmaceuticals)

(Mame & signatune oF Authorized Person|

Marne of the firm: Mednexi Biotech Liniited

20 JUN 2024
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.3.4 WHO-GMP CERTIFICATE:

Registered /fmail
GOVERNMENT OF RAJASTHAN
DRUGS CONTROL ORGANISATION SWASTHYA BHAWAN,
TILAK MARG, JAIPUR
Certificate No.DC/D-2/WHO GMP/2021/ 84 Dated: /&/&/2e2 )

Certificate of Good Manufacturing Practices

On the basis of the Joint inspection carried out by officers of CDSCO, (North Zone)
Ghaziabad and Assistant Drug Controller, Rajasthan State on 21.06.2021 it is cenified that the
site indicated on this cenificare complies with Goed Manufacturing Practices a5 recommended
by WHO in general instruction and explanatory notes for the pharmaceutical Formulation
categories and activities listed in table below -

Mis Mednext Biotech Limited., 1845, Near Jain |
| Site address of the firm | Temple, lswal, Udaipur- 313011 (Raj.) . |
! Manufacturers 1 icence Mo, Date of | DRUGZ2019-20/25265756
| issue & | DRUG/Z019-20/28/265757
| Validity upro | Issued date 03.01.2020

| Valid upto 02.01.2025

MName of firnm

"Cale gories & Ih‘l:—"Eg_;: Torm (s) Category:
| 1. Tahlets
| 2. Liquid Oral

Y, External Preparation section all

L.

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured lies with the manufacturer,
In light of above recommendanon, the Good Manufacturing Practices Certificate as per
WHO-TRS norms is hereby issued with validity upto Three Years,
It becomes mnvalid it the activities and/or categories centified herswith are changed or
it the site is-no longer considered w bein compliance with GMP. This certificate is issued as per
WHO-TRS norms.

Crate of issue:- ;;fn{jl' p PN
Place: - Jaipur

n;[-'\.'.a;*;llam Sharma)
Ficensing Authonty &
Drugs Controller
Rmyjasthan, Jaipur
W/s Mednext Biotech Limited
1845, Near Jfain Temple, Iswal.
Udaipur- 313011 (Raj.).

' R A
Y LI 74 |

90 JUN 202
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.3.5 COA

MEDNEXT BIOTECH LIMITED
Araji No.1845-46-47, Mear Jain Temple,
Iswal, Udaipur-313011 (INDIA)
DEPARTMENT - QLIALI'I"l" CONTROL (QC)
RAW MATERIAL CERTIFICATE OF ANALYSIS

Mame OFf RM : FOLIC ACID BP Mfg. Date 1 D4f2022
Vendor Batch No. : FAS-4569 Exp. Date » 0372027
Sample Quantity : 20.0 gm Received Qty, (25 Kgx 2
A. R, No. : MBR/2022 /FAS/4569 Date of Receipt : 27/04/2022
G.R.N. No « GRN/RM/2022/ FAS/4560 Date of Release : 30/04,/2022

ATTRIBUTES SPECIFICATION RESULTS

Description Yellowish or orange, crystalline powder. Complies

Practically insoluble in water and in most
Solubility organic solvents. It dissolves in dilute acids and Complies
in alkaline solutions.

A. By Specific Optical Rotation
Identification B. By Chromatography Complies
C. By Thin layer Chromatography

Related

Substances MMT 1.0 per cent 0.07 %%

Water 5.0 % to 8.5 % 6.20 %

Sulfated Ash MMT 0.2 % 0.12 %

Assay 96.0 % to 102.0 % 100,85 %%

Remark: The sample C(H‘I'I:phEE,-" dees-not-comply as per UW5P, BP & In-Heuse specification i
Prepared By: _— _,-‘;-'_'.- Checked By: &' Approved Btb’l" i N \

ol T L

Date;  30/04/2022 30/04,/2022 30/04,/2022
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

/ MEDMNEXT BIOTECH LIMITED
MEDNEJ T Araji No.1845-46-47, Near Jain Temple,
BIOTECH LIMITED Iswal, Udaipur-313011 (INDIA)

DEPARTMENT - QLIJ!LLI'I"IIr CONTROL (QC)
RAW MATERIAL CERTIFICATE OF ANALYSIS

Name Of RM : Ferrous Ascorbate Mfg. Date s 03/2022
Vendor Batch No. : FSCT-B5697 Exp. Date » 02,2027
Sample Quantity : 20.0 gm Received Qty. 125 Kg 2
A. R. No. : MBR/2022/ FSCT /85697 Date of Receipt : 28/03/2022
G.R.N. No » GRN/RM/2022) FSCT /85697 Date of Release : 30/03,/2022

ATTRIBUTES SPECIFICATION RESULTS

Description A fine, dark viclet coloured dried powder. Complies

Freely soluble in water, insoluble in organic

Solubllity solvent Complies

A. By Reaction of ferrous salts
Identification _
B. By Chemical reaction Complies

pH 5.5 to 6.5 60

Loss on drying NMT 10.0 % Complies

Sulphated ash 21.0 per cent to 24.0 per cent 271 9%

Ferric Iron Content | Not more than 1.0 per cent 00.64 %

ASSAY:
14.0 % to 16.0 %
Ferrous Ascorbate 15.23 %

FERROUS IRON 13.0% t077.0% 75.36 9%

Remark: The sample c{:-mplles,a' does-pot-comply as per USP, BP & In-Heuse ED-ECIFF[‘EI‘EBH
Prepared By: _— 7~ Checked By: -~y .+ Approved Ef ﬂ_y{ "‘6 \

A ILF -

Date: __30/03/2022 30/03/2022 30/03/2022




MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

MEDMNEXT BIOTECH LIMITED
Arajl No. 1845-46-47, Mear Jain Temple,
Isweal, Udaipor-313011 (INDLA)

DEPARTMENT :- QUALITY CONTROL L
RAW MATERIAL CERTIFICATE OF ANALYSIS

Name of RM : Cynocobalamine Mrg. Date :11/2023
Vender Batch No. : PA20231112 Exp, Date i 11,/2026
Sample Quantity : 2.0g Received Qty.  : 01x 100.0 gm
A.R. No. : MBR/2024/136 Date of Receipt : 22/03/2024
G.R.MN. No, r GRN/MB/CGRM /2024106 _Date of Release : 01/04/2024
Make : Ningxia kinguit pharma Supplier : Drug chem

5.No. TEST SPECIFICATION RESULT

[k, red, covstaliine poveder ar dark ried
1 Description ciysials, The anbwdioos subwtance s very

Dhark risd,
crystiline posecor

LA T
4 }

Identification .
By UV

Absorbance ratios BasriBsir g = 3. 15 be Tk

Absorbance ratios Ay Ao = 1.70 o0 1.90

The principal peak i the chromatogram
cbtained with the test solubion s similar
As per Related retention time and size to the princinal peak
substance - the chromatogram obtained with
sererence solufion

Mot deteclted

Sparingly soluble in water and in ethano
{96 per cent), practically insoluble in
acefona,

Solubility

Complies

I purity C: Not meore than 1.5%
Impurity A Mot mare than 0.7%:

Related substance impurities B, D, E, F: for @ach impurity, Mot detached
Mot mare 0.5 9%

Total: Not more than 3.0 %

Mot micre than 12.0%, vacun at 105%C far 2

Loss on drying

Assay B6.0-% to 102.0 % (dried substance),

The sample complies as per BP specifications
Frepared By Checked By Appraved By;
& Ll

- ",
- ! Lo}
o | I". (]
. F: P s
ry

"
sl

—
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

e—

si—

MEDMNEXT BIOTECH LTMITED
Arnii N0 1845-46-47, Near Jain Temple,
Tswal, Udaipur-313011 (INDIA)

DEPARTMENT ;- QUALITY CONTROL (QC)
RAW MATERIAL CERTIFICATE OF ANALYSIS

Name of RM . Zinc Sulfate Monohydrate BP  Mfg. Date : 017022023
Vender Batch No. : 23020090 Exp. Date : 30/01/2028
Sample Quantity : 25.00g Received Qty. : 04 x 25 Kg
A.R. No. : MBR/2023/256 Date of Receipt : 21/04/2023
G.H.N. No. : GHN,.'M_E,-'EGR_M,."1023GUIJ; Date of Release : 24/04/2023
Make : Agarwal Lifescience Pvt, Ltd. Supplier : GD5S Impex

5.No. | TESTS SPECIFICATION RESULTS

White or abmost white, crystanine "a'-.l'hiie,.f"'.-'ﬁ'lﬂ'.|ir‘:r=
Description ~owrer or colourless, transparent powder, transparent
_ trystals, - _Crystals
Very soluble in water, practically

Solubility insaluble in ethanol i i

Identification By

A-Reaction of 2 . . .
White precioitate 15 formed Complies
il“fa'_;_i'_'i ) ¥ 2] oits 5 Torme B
B-Reaction of zinc Floccuient white precipitate is formed Complies
C- Assay t compiies with limits of the assay Complies

‘:E,Ei?;?"m of Sedution'S 15 clear and colouriess Complheas
pH 40To 5.6 4,70

Chlorides Maxirum 300 ppm Less than 3040 ppm

Iron Maximum 100 ppm Less thar 100 ppm

af 1o 101.0 9% 99,35 8

Assay

The sample complies as per BP specification.
Frep arcd By Chiocked By

P
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

‘ N 74 MEDNEXT BIOTECH LIMITED

MEE?NE 4.1 Araji No.1845-46-47, Near Jain Temple,
Ch LIMITED Iswal, Udaipur-313011 (INDIA)

‘ DEPARTMENT - QUALITY CONTROL

FINISH PRODUCT CERTIFICATE OF ANALYSIS

Name of Product: Zenifer Suspension | Mfg. Date 2 04/2024

Generic Name : Ferrous Ascorbate, Folic Acid, | Exp.Date  :03/2026
Vitamin B12 And Zinc Suspension Date of Receipt : 28/04/2024
R ) | Date of Release : 17/05/2024
Batch No. : ML24076 | Sample Quantity : 05 Bottles
Batch Size : 10000 Bottles | A. R. No. : MBF/2024/207

s. No. TESTS SPECIFICATION RESULT

Black color flavored suspension | Black color flavored

Description filled in 200 ml Amber color suspension filled in 200
mil Amber color pet

pet bottle. battle
The sample solution is concordant
Identification with the standard solution is Complies
obtained in the Assay _
pH 4 I!} to 6.0 4,59
Not less than labelled volume

Average Filled Volume {EDUmt} 2004 mi

Weight Per ml Mot less than 1.0 gmfml 1.1300 gm,-'r_nl

Assay: Each 5 ml Suspanasmn contains :
Ferrous ascorbate Eq. 27.0 mg to 33.0 mg 30.64

to Elemental iron 30 90.0% to 110.0% . rr;g
i 102.13 %

. Not less than 450 mcg 74
Folic Acid BP 500 mg Not less than 90 % 1-4?9If£‘f ?;:g

Cyanocobalamin BP HE s thatl 34 ey L1.3177 meg
(Vitamin B 12) 6 meg | MOt less than 30 % 188.62 %

Zinc Sulphated 2.90 mg to 12.1 mg

monohydrate USP Eq. | 90.0 % to 110.0 % illg'gg A
to Elemental zinc 11 mg _ | ;
Leak Test Should not detect any Leak | Complies

-

Remark: The sample mmphesf doesnot-comply-as per IP & In-House speciﬁﬁaﬂan k
{ Particulars | Prepared By _|l Checked By - Appxuued ﬂ

Signature & Date ‘ Fiﬁ?f},ﬂ Ty ""dll”""‘lra s »-:LH : :[J' 1:,.1.;‘._ L’f
——— . . _r = * —
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1.2.3.6 Certificate of free sale

ZENIFER SUSPENSION

Tenvernment of Hejasthan

Oilce of Commissioner of Faod Safety & Drog conteol, HO-Jalpur

{Mew Bailding, 1rug contrel Wing, Swasthyallhawan Carnpus, O

horre, Jaipur LS,

i

700 -Fary File 7)

This 1=
I are badding

B & Dlrug/ 000920
o hevagey & Chosg

P ISEONG

heea permitied (o

to ceati By dhat MYS Medinesxt Biotech Lirnaed
vilid Dirug Moanufactunng Face

nifacturing the folla

FHEE SALE CRETIFICATE

1RA4%
v i Form 24

Sde@ar jnan oy

2757 LR BB e el

At 1930 Ryles

granted on
L misde there uncdse

wing prodociy

reyulation of the anporing coamises.

Puepe of prosduct -

S no. | Name of Froduet
TS, (SRR
M [ ACTIVA SYRUP

| (Mulfivicamin Syrap) |

AFIMED- 1040
SUSPENSION
{Azithromycin Or
Suwgpengion BPY
AZIMED-T00
SUSPEMNSICHN

{ ‘\zu}n‘ nye i‘lr:n

{..A.l Cll-M-.
| MAG
% NESIUM, ZINC
& VITAMIN D3
| SUSPENSIOM

|

1

‘ .-"l.""}l.l'll"-ll
SUSFENSIOM
(Bystatin
HaujKaj Rel No

:A241187

MODULEI

rE..u:h ﬁmlmmmm

oo

mdml permisaina |
nudk [late

Crmpositing

Each Sl contains:
Cholecalciferal (% itamin D3BP..
Thiamine Hydrochloside
{Witamia B1) BF. o
Ribofluyvin { Vitam u-JB |HF‘ ;
Asvorbic Acid {VitaminC) BP
Micotinamide BP,..........coco0on
Flavoured syrupy bse. ... o.ocvieimsinonins
_culour: Exythrozine red
“Each *ﬁulmnlaim T
Azithron drate HP

1:1,|1d.'~‘\ i

Tl 603-01-2024

1 mg |

|

030 2010

Each Sml contains: - Bl e
-‘unn m-. Tin numd,-.-,u E-“

2000

[emzal-zozg
Calcmum curbonates
Equivalent in E
Muognesium Hydr
Zing ot | -f':;f’
Expto Llenental =ine
Cholesalcifersl HP
{Vitmini 3 ) i
Fhearages of Ynamin |-I|I-“r=_. WeREL e

__Aknry |='L e Sigﬁ étur&
E ach aul of \ua;u-mmn uml.urﬁ
Hyatatin BP.. L‘l‘f{r‘%fi@.'
Flavamisend Syrup Base. CratedZ2023 O
Janraein -~ - Gy RERSON. ADDICH

Jlllnl

Cify

FO0

AGN /MARK S/EH

ATTE

HHAWS AR
i B = {RA
s ¥
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SUEPEREIONG

BP100.000

i)

ZENIFER DROPS

l
|

|

{Ferrous
Ascorbate &
\ Folic Acid
| Dirops)
TGBDEC DROPS
| (hulti vitamin drope)

Each pm ufmntmtm containy:

wein Sulphate,
Iymyuin B Sulfate
and Bacitracin Line
CHedment LT5F)

GENTAMICIN
SULPHATE CREAM |

l'l i nl‘.n noin Sulplute

UH‘U‘-IJ‘ 5Y HUI*

{Vitamin C Syruph

ACLINGEL
{Clindmmycin
Phuosphiate Gel
P e
I)I.h.?\ MET
MASONE
| ACETATE
| CREAM
{Dexamelhass
ne acetate
~ | CANDITINE
CREAM
{Mystatin Cream USP
CARBONYLIR
| ON,
| FOLICACID &
| VITAMIN 12 “
SUSPENEION |
el e e

1
l

i
A

Rajka Ref No, @« 4241167

MODULEI

_| . Ap

| € o postion :

] A izl h.l_lt_:_ Swic

B Ln-:h ﬁml cun tmm Z

Each i contains:-

Ferrous Ascorbate
Eq. to eleinenta! [ron...
Folx Acid BP.,
Colour: caramel

propiate Overages uf Vilam
Each Sml Lunumu
Vitamin A BP (a3 palmitate]
Choelecaicaferal BP { Vilaminl}3
Muamine Hydrochlands BP
Hibatlavin ¥
Pyridaxme Hydrochloride B
Vitamin B1Z BP
Micetinamide BE,

Flavoured Synup bave

Sodian ke

Polvmysin B Sulfate USP
Eaq.To Polymyain 8., .. 5000
Hr-(:unyur- Mulfabe 1)5P

i T Neormycin
Fnitracin Lime U5
Fg. o Mmgitracin
Ontmen Hae_

il

Each gm cionininy:
fi ntamicin Sulphate USE
q To Tientanucia

ach “mlmmumu
Ascorbic acid B
Flavored syrup base

wtarrin )

Clindamycin Phosphmz USE
Exp o Clindamyein

Esch gay contains:
Dexarncthaunne acelate BP. .
Cream base. ...

Each g fm rantains:
Mystatin USP
Cream base.

Carbonyl Iron
Eq.to elemental iren.......
Falic
B it
i 2 dnruha amin BE -

145F

.00

ZENIFER SUSPENSION

L Admg

1050 mg
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0]
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CARBONYL
TROMN, FOLIC
ACID VITAMIN
B12 & ZINC
SUSPENSIOIN

\
\

| ANTE
HEMORRHOMEAIL
CREANM
lometlason
Nprogeinnals
Phenylephirins
Hvdrachlaride,
\ Dl s
Hy

DEXOFE RSYRUP
CIrIC Armmaniu

Chrrate, Folis

wid, Vitamnin 312

I]FEI(‘-«\E«! P
|Fr'| AITLITIO 13
\ llk“'“l*l

.| AZIMED-250
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l lll"nl
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lhlllnt‘.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.4 Compliance and information on the site

1.2.4.1 GMP-GMP certificate

Registered fmail
GOVERNMENT OF RAJASTHAN
DRUGS CONTROL ORGANISATION SWASTHYA BHAWAN,

TILAK MARG, JAIPUR
Certificate No.DC/D-2/WHO GMP/2021/ 24 Dated: /&/&/2e2 )

Certificate of Good Manufacturing Practices

O the basis of the Joint inspection carried out by officers of CDSCO. (Morth Zone)
Ghaziabad and Assistant Drug Controller. Rajasthan State on 21.06.2021 it is centified tha the
site indicated on this certificate complies with Good Manufacturing Practices as recommended
by WHO in general instruction and explanatory notes for the pharmaoceutical formulation
categories and actiyvities listed in table below :-

Mis Mednext Biotech Limited. 1845, Near Jain |
| Site address of the firm | Temple, Iswal. Udaipur- 313011 (Raj.)
! Manufacturers Licenee No, Date of | DRUG/Z019-20/25/265756
| issue & | DRUG/2019-20/28/265757
[ Validity upto Issued date 03.01.2020
| | Valid upto 02.01.2025
“Calcgories & Dosage form (s) Category:

1. Tablets

2. Liguid Oral

1. Extermal Preparation section all
I_ _ 4. Non betalactum

| MName of firm

I'he respansibility for the quality of the individual barches of the pharmaceutical products
manufactured lies with the manufacturer.
In light of above recommendanon. the Good Manufacturing Practices Certificate as per
WHO-TRS norms 15 hereby issued with validity upto Three Years,
It becomes invalid if the activides and/or categories certified herewith are chanpged or
i the site is no lenger considered w be in compliance with GMP. This certificate is issued as per
WHO-TRS norms.

i G Taamia i I";IJ'”'EII 2 )

F|:3L'<.='.—J.'a.ir|u1' i

([ﬂéﬁ‘?ﬂm Sharma)
[acensing Authonty &
Drugs Controller
Rujasthan, Jaipur

Mz Mednext Biotech Limited
1845, Mear Jain Temple, 1swal,
Uldaipur- 313011 (Raj.).

HL B S AR

2.0 JUN'2024
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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)

e
Government of India

Mimiztry of Commerce and Industry
Dhrectorate General of Foreign Trade
OHfice of the Joint Dhrector General of Foreign Trade, Jaipuar
TUdvog Bhawan, Illrd Floor, Tilak Marg, Jaipur

Importer-Exporter Code

This is to certify that MEDNEXT BIOTECH LIMITED ts issusd an Importer-
Exporter Code (IEC) 1212021292 with details as follows -

|| 1312021292

||A.-'-'I.ICI~‘[125!G

|1\-:'.EDE\+'EH.T BIOTECH LTWTTEDy

Pubhec Linmted

25022013

UDATPUR, UDATPUR. RATASTHARN, 313001

VIERAM SIMGH NAHAR SINGH PANWATR

|| 1ST FLOOR 30 MAHAVEFR NAGAR NEW BHUPALPURA.
[

Refer onhine at https-//deft zov m or scan the R Code

IN!EI.I'EEEI# fBranch Details “R&ﬁar-un]ine at https:Vdeft movm or scan the QFE Code

Lazt Modified : 0p 0572022
File Number : JFRIECPAMENDOO0C284 1AW

Note : This 13 a system-genarated cortificate. Awthenberty ¢ Updated detanls of the IEC can be checked at
official DMGET website https-'d=ft zov.an by entering the IEC and Fimm Name under Services = View Aoy
TEC Dhetzils. ¥ou can zlso authenticate the certificate by scarming the (R code.
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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

&p) SIRIS PHARMA PVT LTD.

Plot no: 2, EPIP Zone, [DA Pashamylaram, Patnchens, Hyderabad. Pin: $02307.
Ph:08455-223588
Email - infolgsinpharma com

DATE: 19-04-2024

MNumber of Drug Master File: DME/CYN/OOD
Name of Drug Master Substance: CY ANOCOBALAMIN BP
Drug Master File Holder: Siris Pharma Pvt. Ttd.

Address: Flot no: 2, EPIF Zone, [DA Pashamylaram,
Fatancherm, Hyvderabad.
Pin: 502307 Ph:(0RARE 223588

We the drgg Master File Manufacturer, hereby authorise the FDA to refer and review the above
mentioned Drug Master File in support of the following product rL;.:r-.;-:"f.L.-\-n.

Name of the Product; ZENIFER SUSPENSION

Name address and email contact of product manufacturer:
Araji No: 18454647

Near Jain Temple, Iswal, Udaipur-313011

We, the dmg Master File Holder, Hereby Commit to ensure batch to batch consistency and to inform
MEDNEXT BIOTECH LIMITED of any change in the drug substance specification, in manufacturing
process of any other changes that are likely to affect the product's quality or safety.

Siris Pharma Pyt Lid,
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D SIRIS PHARMA PVT LTD.

Plot no: 2, EPIP Zone, IDA Pashamylaram, Pamncheru, Hyderabad. Pm: 302307,
Ph:08455-223588

Email : jpfogsigpharma com

DATE: 13-02-2024

MNumber of Dirug Master File: DMF/TFSED0
Name of Drug Master Substance: FERROUS ASCROBATE
Dmg Master File Holder: Siris Pharma Pt Lid.

Address: Plot no: 2, EFIF Zone, [DA Pashamylaram,
Fatancheru, Hyvderabad.
Pin: 502307 Ph:08455- 223588

We the drug Master File Manofacturer, hereby authaonsre the FDA to refer and review the above
mentioned Dirug Master File in support of the following product application.

MName of the Product: ZENIFER SUSPENSION
Name address and email contact of product manufacturer:
Aray No: 184546 47

Mear Jain Temple, Iswal, Udaipur-313011

We. the drug Master File Holder, Hereby Commat to ensure batch to batch consistency and to mnform
MEDNEXT BIOTECH LIMITED of any change m the drug substance specification, in manufactunng
process or any other changes that are likely to affect the product’s quality or safety.

Siris Pharma Pt Lid
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D SIRIS PHARMA PVT LTD.

Plot no: 2, EPIP Zone, [DA Pashamylaram, Patancher, Hyderabad. Pin: 502307,
Ph:08455-223588

Email : infof@sidpharma com

ATE: 19-04-2024

Number of Drug Master File: DME/FOL/00
Name of Drug Master Substance: FOLIC ACID BF
Dnug Master File Holder: Siris Pharma Pwt. Ltd.

Address: Plot no: 2, EPIF Zone, IDA Pashamylaram,
Patancheru, Hyderabad.
Pin; 502307 Ph:08455-273088

We the drug Master File Manufacturer, hereby authorisr the FDA to refer and review the above
mentioned Drug Master File in support of the following product application.

Name of the Product: ZENIFER SUSPENSION

Mame address and email contact of product manufacturer:
Araji No: 1845-46-47

Mear Jain Temple, Iswal, Udaipur-313011

We, the drug Master File Holder, Hereby Commait to ensure bateh to batch consistency and to inform
MEDNEXT BIOTECH LIMITED of any change in the drug substance specification, in manufacturing
process or any other changes that are likely to affect the product’s quality or safety.

Siris Pharma Pvt. Ltd.
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5/,5)' SIRIS PHARMA PVT LTD.

Plot no: 2, EPIP Zone, IDA Pashamylaram, Patancheru, Hyderabad. Pin: 502307,
Ph:(8455-223588
Email : infof@sidpharma. com

Number of Drug Master File: DMF/ZAN/0
Name of Drug Master Substance: ZINC SULFHATE USF
Drug Master File Holder: Siris Pharma Pvt. Ltd.

Address: Plot no: 2, EFIF Zone, IDA Pashamylaram,
Fatancheru, Hyderabad.
Pin: 502307. Ph:08455-2235

We the drug Master File Manufacturer, hereby authorisr the FDA to refer and review the above

mentioned Drug Master File in support of the following product application.

Name of the Product: ZENIFER SUSFENSION

Name address and email contact of product manufacturer:
Araji No: 18465-46-47

Near Jain Temple, Iswal, Udaipur-313011

We, the drug Master File Holder, Hereby Commit to ensure batch to batch consistency and to inform
MEDNEXT BIOTECH LIMITED of any change in the drug substance specification, in manufacturing
process or any other changes that are likely to affect the product’s quality or safety.

Siris Pharma Pvt. Ltd.
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1.2.6 Regional and International Regulatory Status

LIST OF COUNTRIES

ZENIFER SUSPENSION

Name of Countries

BENIN

CAMEROUN

CONAKRY

CONGO

IVORY COAST
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ﬁﬂg‘. BP (1882
v 2 MIMISTERE DE LA SANTE BENMN
Tél +229 20 33 1978/ M 334 53
infoisante. gouv.bj
s, sanie. qouy.bj
COTONOU, I2 1 B U 2mi
I i L0 -9

."-'.:'."::m. P W,
‘y'-.*ﬂk_:-',"' REPUBLIGUE DU BENIN

LE DIRECTEUR DE LA PHARMACIE,
BRECTION DE LA PHARMACIE DU MEDICAMENT DU MEDICAMENT ET DES EXPLORATIONS
ET DES EXPLORATIONS DIAGNOSTIGUES DIAGMNOSTIQUES

q : e
M'E 0{_;“ SIS/ DPRED/SLRGP/DAMM-R A

MONSIEUR LE DIRECTEUR
OBJET : VISA DE COMMERCIALISATION Sk EAGURATOIES MEDNEXT DU
PVT LIMITED

REF.: Votre dessier enreglstré sous ke N° AMM_2018_3175 du 23/02/2018

Iai 'honnaur de vous faire parvenir le visa de commercialisation au Bénin aocordé 3 volre spocialité pharmaceutique
ZEMIFER (FER ELEMEMNT + ACIDE FOLMIUE + CYANOCOBALAMINE ONC) 30 mg =500 pg +6 pg + 11 mg
Suspension buvable FLS/200 ml.

Jevous slgnale notamment que

1. Le Prix Grossiste Hors Taxe enregistré pour |8 spéeialité ci-dessus mentionneée est : 1 180,00 FCRA,

2. Toute modification affectant cette specialivd (formulation, présentation, conditionnement,durss de conservation,
transfert du visa, prix...} est subordonngée a 'avtorisation du Ministére de |3 Sante.

3. Les echantifons gratuits destinds au corps médical dolvent Etre conformes ae  modéie-vante conformeément & la
legislation baninoise en wigueur.

4, L'étiquetage cette specialité doit étre conforme 3 [a réglementation béninoise concermant :

a. b réglme de substanoes venaneuses ;

b. I'ebligation d'infermes I8 public contre I'usage abusif et incontralé du produit ;

c. by date limite d'utilisation gul delt Etre portée sur Pemballage extérieur zinsi que sur le
conditignnement interne de la spécialité,

Je vous prie de prendre contact aved bes structures i-aprés :

Centrale d'Achat das Médicaments Essentlels (CAME] ;
- Groupemeant d'Achat des Pharmaciens d'Officine du Bénin [GAPOR) ;
- Union B2ninolse de Pharmaciens [LLB. PHAR]) ;
» FROMOPHARMA |
-PAEDIFHARM;
- IBIPHARM

pour étudier avec elles, bes modalités pratiques d'introduction de cette spécialiteé sur le marché bénineis
veuiller agréer; Monslour le Directeur, Pexpression de mes salutations distinguées

Professeur Fernand GBAGLIDI

0t = B.P, | 2048, Tél | Fax : (00225} 21-33-08-82 Cotorou, e-mall ! dpmmsEyahos. fr; Wab - www._dpmed-benin.cam

MODULEI




MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

MINISTERE DE LA SANTE REPUBLIOQUE DE GUINEE
ET DE L'HYGIENE PUBLIQUE Travail — Justice — Solidarite

DIRECTION NATIONALE DE LA
PHARMACIE ET DU MEDICAMENT

DNPM

we 429 msHp/onpM 2023 conakry, le.AC 1.l 2023

CERTIFICAT DE RENOUVELLEMENT DE L'AUTORISATION DE MISE SUR LE MARCHE [AMM)] DES
SPECIALITES PHARMACEUTIQUES DES LABORATOIRES MEDNENXT BIOTECH LTD,

LE DIRECTEUR NATIOMAL

Wu la Charte de la Transition ;

Vu la Loi L2018/024/8N du 20 juin 2018, relative aux Médicaments, Produits de Santé et 4 I'Exercice
de la Profession de Pharmacien en République de Guinge ;

Vu la Lol L/2018/025/AN du 03 juillet 2018, portant Organisation Générale de I"Administration
Publique ;

Vu e Décret Df2018/111/PRG/SGG du 13 juillet 2018, portant promulgation de la Lo
LA2018/024/8N, refative aux Medicaments, Produits de Santé et & "Exercice de !a Profession de
Pharmacien ;

Vu le Décret D/2022/059/PRG/CNRDYSGE du 26 janvier 2022, portant Attributions et Organisation
du Ministére de la Santé et de I'Hygiens Publigque ;

Vu le communiqué N"01 du 05 septembre 2021, portant prise effective du pouvair par les Forces de
Défense et de Sécurité ;

Vu les dossiers de demande de Renouvellement de I'Autorization de Mise sur & Marche en date du

23 Décembre 2022 déposés par PROMED PHARMA représentant les laboratolres MEDNEXT BIOTECH
LTD

CERTIFIE

Article 1: Le Renouvellement de I'autorisation de mise sur le marché est accordé aux Spéclalités
pharmaceutiques suivantes des Laboratoires MEDNEXT BIOTECH LTD,

N DESIGNATION N°R-AMM | DATE DE VALIDITE |
1 | ESOMED 40MG COMPRIME B/30 006 30/01/2027
2
3
4 |7

ESOMED 40MG LYOPHYLISE INJ/1FL+1AMP DE SML 0593 14/08/2027
" VOVNAC 100MG COMPRIME 8/3%10 059.4 14;09;1:}2?
| ZENIFER SUSPENSION Fuzm:-ML N 14/09/2027

COMTACT | ONPA — Rue da Commmeree, -!mr*w-ﬂ'mﬂmr'-: Lommiine de l-.’an'r:lum EP: 585 Republgue de Gunde Tel ; #2274 522218489
E-mall ; eloumpronBye fiecieus atiannlcinn an o ate weh  ean
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5 | VOV SPRAY FL/55G 17028-5 14/09/2027
|6 | NORVEL-72 COMPRIME 8,2 006-4 | é’d?d'ijiF
(7 | VOVGEL GEL T/30G 006-3 30/01/2027
2
(9

| BURNCOOL CREME T/15G 059-5 14/09/2027

| KAZOL 2% CREME T/156G 059 14/09/2027

10 | FANGID 1% CREME T/15G 006-5 aofo1/2027
11 | ORIPEN 1GB/1FL N | 170282 14/08/2027
12 | ENOVA 4000 Ul ANTI-XA/0,4ML INJECTION B/1 1T 8152 | 19/05/2026
13 | ENOVA 6000 UI ANTE-XA/0,6ML INJECTION 8/1 | 8153 | 13/05/2026
14 DLIDF'H. COMPRIME B/21 i 0062 30/01/2027
17028 | 14/09/2027
16 | JESPER 50MG COMPRIME B/10 059-2 14/09/2027
17 | EVAMAXOVULER/E | 170284 14/05/2027

Article 2 : La durée de validité du renocuvellement de Fautorisation de mise sur le marché octroyée

est de 5 ans renouvelable conformément a la date de validité susmentionnes.

Article 3 : Le présent certificat qui prend effet & compter de sa date de signature sera enreglstré et

put:;ilé partout ol besoin sera,

aﬂ""_-,n_ I Y iy
_._.____!J'e

a4l
P
'.:l.-

5 Direclaur
r-..afu nal

INTERESSE.......

F: ol N o
o

Dr. ODumar Diou
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REFLIRLIANE DU CAMERGLN REPUBLIC OF CAMERDON
FAIL « TRAVAIL » PATRIE PEACE = WORK = FATHERLAND

MINISTRY OF PUBLIC HEALTH

DIRECTICN DE LA PHARMACIE, DU MEDICAMENT
ET DES LABORATOEES

SERVICE OF APPROVAL

1 Ly Semens AN TR NP ommH

ATTESTATION DE DEPOT DE DOSSIER DE DEMANDE DE
RENCUVELLEMENT D'ATITORISATION DVE MISE STTR LE

MARCHE DES PRODUITSE PHARMACEUTIQUES
T TR E L RS E R R AR SRS R 08 5

LES | ABDRATOIRES MEDMEXT Pharma Private Limited, 30-Mahaveer
Magar, New Bhupalpura, Udaipur (Raj)-india

Représentts par ANGE NGAAN, Yacundé-Cameroun, Medicam Pius Pharma,
Tel: 694178390/ 677744694 et dont le Pharmacien Interocuteur est Dr AIME AIME,
Yaoundé-Cameroun, Wedicam Plus Pharma, Tél : 692863078

Oink déposd sept (07) dossiers de demande de renouvellement d' Autorisation de,
Mise sur le Marché (AMM) i la Direction de la Pharmacie, du Médicament et des
Laboratoires, Service de 'Homologation.

Il sagit de leurs spécialités ci-aprés :

REGEME+ SYRUP, sirop, FIM50 mi

OSICORT RETARD 40mafiml injectable suspension, injection, Fi'iml
MEDICOLD RELIEF SYRUF, sirop, FIM100mi

LORIT-MD TABLET, comprimés, B/2x10

LORIT SYRUP, sirop, Fil60m]

ZENIFER SUSPENSION, FIr200mi

MEDICID ANTACID SUSPENSION, suspension

LB: La présenfe Alfestation de dépat de dossicr ne ligpt

hgrche. ¥
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION
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Lo Directeur Général

Ne W UD 3 S/AIRP Abidjan, le ) 3

ATTESTATION DE RENOUVELLEMENT DE VISA

Le visa d’enregistrement du produil pharmaceutique ci-aprés désigné, est renouvelé pour une période
de cing (5) ans

Dénomination : ZENIFER suspension bavable, Nacon de 200 mil.

Principe (s) actif (%) : Ascorbate de fer / Acide folique / Vitumine B12 / Sulfate de 2me
MNuméro du visa 1 E-2015-1451

Date du visa :  13/01/20016

PGHT (FCFA) ; 11840

Date du prochain renouvellement @ 13/01/2026

Pour l2 compie de

MEDNEXT PHARMA PRIVATE LIMITED
30, Mahaveer Nagar, New Bhupalpura, Udaipur-313 001,
INDE

Fabrigue pus

MEDNEXT PHARMA PRIVATE LIMITED
Village- Haripura, Taluka - Savli, [hist, Vadodara (Gujarat),
INDE
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

LENIFER smspenadon bavalle, B
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

MINISTERE DE LA SANTEET REPUBLIQUE DU CONGO
DE LA POPULATION Unité* Travail*Progres

DIRECTION GENERALE DU MEDICAMENT
DE LA PHARMACIE ET DES LARORATOIRES
DIRECTION DE LA PHARMACIE ET

DU MEDICAMENT

B.P. : 1635 BRAZZAVILLE
E-mail : dpmcongo®@gmail.com

18,122
pEcTsTon N 20 Z  IMSP/DEMPL/DPM-17

PORTANT HOMOLOGATION DE : ZENIFER

Suspension buvable, flacon de 200 ml

La ministre de la santé et de la population
Vu la Constitution ;
Vu la loi n*54-418 du 15 avril 1954 étendant aux T.O.M, au Togo et au
Cameroun, certaines dispositions du code de la santé publigue relatives d
I'exercice de la pharmacie :
Vu la loi n°006-94 du 1* juin 1994 portant réglementation des prix, des
normes commerciales, de la constatation et répression des fraudes ;
Vu le décret n® 2009-392 du 13 octobre 2009 relatif aux attributions du
ministre de lo santé et de la population ;
Vu le décret n® 2013 - B13 du 30 décembre 2013 portant organisation du
ministére de la santeé :
Vu le décret n® 2013- 817 du 30 décembre 2013 porfant attributions et

organisation de la direction générale de la pharmacie, des laboratoires et
du médicament ;

Vu le décret n® 2016-168 du 30 avril 2016, portant nomination des
membres du Gouvernement

Vu farrete n® 634 /MSAS/DESP/DPHLM. du 26 avril 1992 fixant un
certificat d'agrément des laboratoires pharmaceutiques.

Sur propasition du directeur de la pharmacie et du médicament ;

Aprés avis du directeur général de la pharmacie, du médicament et des
laboratoires, Secrétaire exécutif de la Commission Technique nationale des
homelogations :
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

Article premier @
Est accordée, oprés hnmamgﬂhm une autorisation de mise sur le marché du medhr:ﬂmen'r
générigue e morque: TEMIFER /dscortute de fer Acide Foligue zine st wiamine

-

A0mg/B00mog/ Llmg/bmeg, Suspension buwable, flacon de 200m
Article 2
Les références de autorisation de mise sur le marché sont |
Code
VE-FEM-GM /23,101 BEXN"3 LOPOEHST
Titulaire /exploitant

T N Yl I ;

5hy.

Site de fobrication et de libération des lots

]
1 I

Article 3:

La compagition et le{s) indication{s) thérapeutique(s) sont respectivement led suivantes .
Compesition

Teneur en principe(s) actif(s) :

Excipients et adjuvants

Indication(s) thérapeutique(s) sont limitées a :

Article 4 :
Le tituloire de l'outorization de mise sur le marché Sest engagé 4 -

- Informer le ministére da "Gppﬂr'l'l'lnn de réactions secondaires ou accidents liés 4 la
consommotion de JERIFER £n vl flacon de 21 dang les conditions
rermales d'utilisation, aprés 'obtention de Tﬂ.MM
Informer le ministre de toute(s) modification(s) ultérieure(s) dans un délai d'un (1) meis
suivant la date de(shdite{s) modification(s) :

Retirer immediatement du marcheé congoluis lo fotalite de ZEMIFE
dont [ AMM est suspendue ou arrivée & expiration
Assumer l'entiére responsabilite |::| € tout incident pmwuﬂ‘ 511|:|'.len|r au miveau de |a
protection du brevet de : ZEMIFER Suspens | I
Article 5 :
Le prix grossiste hors-taxe négocié et accordé estde | 1BD F.CFA
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

Article 6 :
Dans ['état actuel du dossier, la durée de conservation est de : 74

Article 7 :

Toute information sur le produit, quel quen soit le support et destinée gux
persennels de santé ou au public, doit Etre conforme aux mentions contenues
dans le résumé des caractéristiques du produit (RCP) et sa diffusion est
assujettie a une autorisation préaloble de l'autorité nationale de réglementation
pharmaceutique.

Article 8 :

La présente autorisation, & lo demande de son titulaire, sera rencuvelée en 2022
avant la date butoir du 28 février. En cas contraire, elle devient cadugue, sauf
cas de force majeur empéchant le fonctionnement régulier des services du
ministeére de la santé, le 1* ayril 2022,

Article 9:
La présente décision prend effet & compter de sa date de signature./-

Fait & Brazzaville, le 2 2 JAN 2013
Pour la ministre de la sonté et par autorisation,

Le directeur général de la pharmacie,
Médicament et des laboratoires

| Or dimé Antoine EKAK A
Pharmacien
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.7 Post-authorization information

Not Applicable.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.8 Other administrative information

Not Applicable.

MODULEI




MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2.8.1 Request for bioequivalence waiver

Not Applicable
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.2 PRODUCT INFORMATION

1.3.1 SUMMARY OF PRODUCT CHARACTERISTICS

RESUME DES CARACTERISTIQUES DU PRODUIT

1. DENOMINATION DU MEDICAMENT
ZENIFER SUSPENSION
{Ascorbate ferreux, acide foligue, vitamine B12 et zinc suspension)

2. COMPOSITION QUALITATIVE ET QUANTITATIVE
Far 5 ml de sirop
Elament De Fer (Comme Ascorbate De Fer..___.. 30 mg
Acide folique._ o oo il onne el 2500 meg
YWitamine B12
Sulfate de finc Monohydrate ... .
Pour la liste compléte des excipients, voir rubrique 6.1.

3. FORME PHARMACEUTIQUE
SUSPENSION

4. DONNEES CLINIGQUES

4.1. Indications thérapeutigues
_ Traitement curatif des anémies femiprives par déficit en fer (4 a 6 mois au
minimum de traitement, en association au traitement éticlogique).
. Traitement curatif des anémies ferriprives’ par déficit en fer (4 a 6 mois au
minimum de traitement, en association au traitement éticlogique).

- Traitement prévenfif des deéficits en fer chez les sujets exposes: femmes
enceintes, régimes alimentaires deésequilibres (sujets ages, végétariens,
vegetaliens, anorexie mentale), saignements chronigues non curables.

- Anémia meégaloblastique par carence en acide folique.

- Troubles chronigues de I'absorption intestinale

(Malabsormptions, maladie coeliague, grandes résections digestives)

- Carences d'apport en folate: malnutntion, alcoolisme chronigue.

4.2. Posologie et mode d'administration
YVeuillez suivre rigoursusement ces instructions 8 moins que votre médecin vous
en ait donne d'autres. En cas d'incertitude, veuillez consulter vofre médecin au
votre pharmacien.
Ce médicament est a prendre par la voie orale. Chez les enfants de moins de 6
ans, la forme comprimee est inadaptés en raison du risgue de fausse route, et la
forme. Sirop doit &tre utilisée. Comprime a prendre de préférence avant le-repas,
en fonction de la tolérance digestive, avec un veme d'eau.
- Anémie par déficit en fer: adulte : 5 a 10 ml par prise, 1 a 2 prises par jour.
Pendant 4 a 6 mois- au minimum en association au traitement atiologigue. Soit
100 3 200 mg d'équivalent en fer élément et 4 3 8 mg d'acide folique par jour.
Enfant de plus de & ans : la prise est déterminés en fonction du dosage en le
élément - soit 6 a 10 mg' kagfour en 1 ou 2 prises. Pendant 4 a 6 mois au
minimum, en association au "traitement &tiologique La forme sirop est plus
adaptée a I'enfant.
- Dose d'entretien : adulte: 5 a 10 ml par prise par jour.
Sirop : a prendre de préférence avant le repas, en fonction de la tolérance
digesiive.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

- Anéemie par déficit en fer: adulte : 1 a 2 mesure de 5ml par prise. 1 a 2 prises
par jour. Pendant 4 a 6 mois au minimum en association au traitement
etiologique. Soit 50 a 200 myg d'équivalent en fer élément et 2 a 8 mg d'acide
foligue par jour. Enfant et nourrisson : la prise est determinée en fonction du
dosage en fer élément ; soit 6 a 10 mgfkg/fjour, 1 a 2 prises.

Pendant 4 a 6 mois au minimum, en association au traitement etiologique

- Dose d'entretien : adulte: 1 a 2 mesures de 5mil par jour.

4.3. Contre-indications
Surcharge martale.
. Liilisation isolée dans les carences en vitamine B12.
. Allergie a I'un des ingrédients.
- Anemies megaloblastigues dont le diagnostic n'a pas encore été pose.

4.4. Mises en garde spéciales et préecautions d'emploi
L'ufilisation excessive et prolongée ou la combinaison avec d'autres
préparations de fer peut donner lieu 3 une intoxication ferrique.
La prudence est de mise lors de l'administration a des épileptigues en
fraitement.
Précautions d'emploi
L'utilisation —du ZENIFER exige au préalable un diagnosfic causal.
Yigilance et conduite
La ZENIFER n'a aucune influence Sur cas types d'activités.

4.5. Interactions avec d'autres medicaments et autres formes d'interactions
Veuillez informer voire médecin ou votre pharmacien si vous prenez d'autres
médicaments ou si vous en avez pris recemment méme sl s'agit de
medicaments obtenus sans ordonnance.

- L'absorption du fer est diminuée en présence de medicament contre l'excés
d'acidité de 'estomac.

« | "administration concomitants de tétracycline entraine une réduction de la
resorption (un intervalle d'administration de 2-3 heures est indispensable).

- La biodisponihilité et l'action de la levodopa, du methyldopa, de la
penicillamine et des fluoroguinolones comme |3 ciprofioxacine et I'ofloxacine
sont également reduites.

- Certains consfituants alimentaires comme les phytines (provenant des
céréales) ou les phosphates peuvent former des composes insolubles avec
le fer.

» Les sels de zing peuvent diminuer "absorpiion de fer.

- Une consommation importante de the peut inhiber 'absorption du fer.

- La resorption de I'acide foligue est diminuée par 'éthanol et la Phenytoine.

- Les barbituriques, la cycloserine et les contraceptifs oraux provoquent une
haisse de la concentration sanguine de Macide foligue

- Le methotrexate, la pyrimethaming, le timethoprime et le triamterene qui
sont des antagonistes de l'acide folique peuvent provoquer des anémies.

« L'acide foligue a une action antagoniste vis-a-vis des sulfamides.

« Certains tuberculostatiqgues peuvent influencer action de 'acide folique.
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4.6, Grossesse et allaitement
Grossesse
Des données cliniques négatives, portant sur quelgues milliers de femmes
traitées, semblent exclure un effet néfaste du Ascorbate DE FER.
En conséquence, ce médicament, dans les conditions normales d'utilisation, peut
&tre prescrit pendant la grossesse.
Allaitement
Le passage du Ascorbate DE FER dans le lait matemel n'a pas été evalug.
Cependant, compte-tenu de la nature de la molécule, I'administration de ce
meédicament est possible chez la femme qui allaite.

4.7. Effets sur I'aptitude a conduire des véhicules et a utiliser des machines
Sans ohjet.

4.8. Effets indésirables
= Possibilité de troubles gastro-intestinaux a type de nausées ou diarrhées.
= Réactions allergiques possibles.
= Coloration habituelle des selles en noir.

4.9. Surdosage
En cas dingestion massive, des cas de surdosage ont été rapportés, en
particulier chez l'enfant de moins de 2 ans.
-La symptomatologie comporte des signes d'imitation intense ou de nécrose des
muqueuses digestives entrainant douleurs abdominales, wvomissements,
diarrhées souvent sanglantes pouvant s'accompagner d'état de choc avec
insuffisance renale aigué, atieinte hépatigue, coma souvent convulsif.
-A distance de lintoxication, des sténoses digestives sont possibles.
-Le traitement doit intervenir le plus tdt possible en réalisant un lavage gasirigue
avec une solution de bicarbonate de sodium a 1%.
-L'utilisation d'un agent chélateur est efficace, le plus spécifigue é&tant la
déféroxamine, principalement, lorsgue la concentration en fer sérique est
superieure @ 5 microg/ml. L'état de choc, la déshydratation =t les anomalies
acido-basiques sont traités de facon classigue.

5 PROPRIETES PHAEMACOLOGIQUES
5.1. Proprietés pharmacodynamiques
Classe pharmacothérapeutique: antianémigue.
SELS DE FER PAR VOIE ORALE

(B: sang et organes hématopoiétiques)
Le fer est un constituant essentiel de 'organisme, 1l est nécessaire 3 la formation de
I'hemoglobine et aux processus d'oxydation des fissus vivants.
Le ZENIFER est une préparation antianémique a base d'une Combinaison d'un sel
de fer (I}, d'acide foligue et de vitamine C. La fer est un consiituant essential de
Forganisme. 11 est nécessaire a la formation de I'hémoglobine et aux processus
d'oxydation des fissus vivants. L'acide foligue a un ro1e important comme coenzyme
dans différent processus meétaboliques, dont la maturation et la régénération des
cellules sanguines. La vitamine C augmente I'absorplion du fer,
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5.2. Propriétés pharmacocinétiques
Le f Ascorbate DE FER comme les sels ferreux en général est faiblement absorbé
(10 & 20 % de la dose ingérés). Cette absormpticn est majorée quand les résenves en
fer sont diminuées.
L'absorption a lieu surtout au niveau du duodénum et de la partie proximale du
jejunum.

5.3. Données de sécurité préclinique
MNon renseignée.

6. DOMNEES PHARMACEUTIQUES

G6.1. Liste des excipients
Sorhitol liquide (70 %), Saccharose, Glycérine, Sodium EDTA, benzoate de sodium,
paraben de méthyle sodique, bronopol, Sodium hydroxide, Sodium citrate, citric
acid, Gomme Xanthum, Sodium CMC, Sodium Sacchanose, aspartame, Colorant
Caramel,

6.2. Incompatibilités
Sans objet.

6.3. Durée de conservation
2 ans.

G.4. Précautions particuliéres de conservation
Tenir hors de porie et de la vue des enfants. Conserver dans l'emballage
d'arigine a 'abri de la Chaleur, de la lumiére et de I'humidité.

G6.5. Nature et contenu de 'emballage extérieur
FLACON DE 200 mi.
Toutes les présentations peuvent ne pas étre commercialiisées.

6.6. Précautions particuliéres d'élimination et de manipulation

Pas d'exigences particuliéres.

7. TITULAIRE DE L"TAUTORISATION DE MISE SUR LE MARCHE
MEDNEXT BIOTECH LIMITED
30, MAHAVEER NAGAR, NEW BHUPALPURA
UDAIPUR, INDHA

CONDITIONS DE PRESCRIPTION ET DE DELIVRANCE
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1.3.2 Notice

Read all of this leaflet carefully before your start taking this medicine.
- HMeep this leaflet. You may need to read it again.
- If youwu have further questions, please ask your doctor or your pharmacist
- This medicine has been prescribed for ywour personally and you should not pass it on to
others. It may harnm them, even if their symptoms are the same as yours.

—
e mnifFfFer suspension
Ferrous Ascorbate, Folic Acid, Vitamin B,, & Zinc Suspension

Coom pos itiom:

Each Smiof suspension contains:

Ferrocus Ascorbate

aq. to Elemental lron 3I0oMmg

Folic Acikd BP 500 mog

Cyanccobal amin BP (Witamin B12) B mcg

Znc Sulphate Mo nochydrate LISP

aq. to Elemental Zinc 11meg

Rlawvoured syrup base q.5.

Colour: Cararmed

Properties :

ZEMNIFER suspension is a preparation against ansemia that combines lron, Folic Acid and Witamin B1 2
and Zinc.

Iron: is an essential constituent reguired for hasmoglobin formation and the oxidative process of iving
tissues,

Folic acid: is essential as coenzyme into different metabolic. proocesses,. maturation and regen emation of
hasmatopoiesis.

Vitamin B12: is essential for RB C formation.

Zinc: is aneassential mineral for prenatal an d postnatal dewe loprment.

Indications :

= Curatinee treatment of asidemtic ansemia (Mminimum 4-6 months of treatment in assocation with an
etiologic treatment).

= In the treatment of iron-deficency in exposed subjects: pregnant women, unbalanced food diets (old
patien ts, we getarians . meantal anonexia), chronic bleeding. Meae galobl astic anae mia by lack of folic acid.

= Chiromnic dis order of intestinal absorption (mal absomption, celiac disease, strong digestive resaction).

= Lack of foiate malnutrition, chronic alcoholdism,

Administration and uses:

Ahways take ZEMN FER suspension exactly as yourdoctor has instructed you. You should check with your
doctor or pham adc st if you areunsure. This medicine mustbe taken by oral noute.

Suspension form will be most indicated for children abowe 6 years.

Dosage

Take before meal to awvoid digestive intolerance.

- Im the treatme Nt of iron-deficiency amnaemia:

Aduit: 1 to 2 teaspoonful of Smil cr 100l 1 or 2 times a day for 4 to 6 months in association with eticlogical
treatment e, 50 to 200 myg o felemental ircn and 2 to 8mg of FolicAcid daily.,

Children(Abowe & years): The intake is related to the iron dosage in the body.

Recommended dosage ofiron is & to10 mgfkgiday 1T- 2 times in aday for 4 to & months in association with
afticd ogical treatment .

Contra-Indicaticomns:

= Ohwerioad of iron.

= Alergy to any ofits components.

Waming: The excessive and prolonged use or the combination with other femrous prepearations can
prod uoe iron intosd cation.

This formul ation must be administersd with the greatest caution to epile ptic p atients under treatment.
Precautions ofuse: Uses of ZE NI FE R suspen sion requires proper diagnosis of anemia.

Caution and driving: ZEMNIFER suspension has no influence an this kind of activity.

Pregnancy and breastfeeding: ZENIFER suspension does not represent any nsk for pregnant and
brea st feaeding women at prescribed doses.

Drug Inte ractions:

Plea se inform your doctor or your pharmacist if you are taking or hawve recently taken any othermedicnes,
ewven those not prescribad.

- Iron absonption is impaine dwhe nass oo ated with anti-acidity stomach drugs .

~The concomitant administration of tetracycline produce s a rescrption decrease (a suitable interval of 2 or
3 howurs is reguired.

- lron saits reduce the absomption and bicawvailability of other drugs like Lewvodopa, Methyidopa,
Penicillam ine and Fluorcguinolones like Cipro floxacn and Oflcxcacin,

- Some food components like phytines (dernved from cereals) or phosphates can form com pounds that are
insoduble with ircn.,

-4 N excessive consumption of tea many inhibit the absomption of iron.

= The resorpticn of folic add is reduced by ethanol and phenytoine .

- Barbiturates, cycloserine and oral contraceptives induce a decrease in the plasma concentration of folic
acid.

= The Methotrexate, Pynmethamine, Trmethopnme and Triam tersne are folic acid antagonists and many
produce anasmia.

- Folic acid has an antagonist action with sulfon amides .

- SomeAnti tubercular drugs may hawve an influence on the folic acid action.

Adverse effects:

Like all me dicines JE NIFER suspen sion can have side effects .

Gastro-intestinal irmmitation and abdominal pain with nausea and womiting are rare . Other aefects inciude
diarrhoea or constipation. The fasces of patients taking iron salts may be coloured black.

Ohwerdosage:

If you hawve used or taken too much ZENIFER suspension, contact immediately wour doctor, your
pharmadcist or the poison units .

Folic acid and VWitamin B12 are relatively non toxic substan ces. Symptoms of Intoxication due to an owver
dosage s of inon are the followings:

O arrho ea, nausea , blood-stained vomiting and state ofshock.

Imamedii ate: tran s fer to hospital is required.

The treatment in hospital is based on gastro-Hntestinal evacuation and the antidote is the deferoxamine
with symptomatic reanimation .

Presemntation: B ottle of 200 mi Suspension

Storage: Store below 30 “C, pmotect from fight.

Keep out of the reach of children.

Rewision date : JULY, 23

=
Manufactued in India/Fabriquse en Inde ARTPIA 2S00

MEDMEXT BI10TECH LIMITED
Araji No.1845-46-47, NMear Jain Temple,
ons &

Isweal, Udaipur-313 011 (INDH1A) sl aoN L
www.mednextpharma.com
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Weaaillew live atteativement MintCgralite de cotle notice avamt de preodres oo o ddicmm et

- fRardor cette motice. Wons poarrics avoair besoin ode ia relire

- SHi woms aver d'autres guestions, si vous aver an donte, demandces o imforoma tioemns
= wvotre médecin O @ votre pharmacion.

- Co médicament vons a &0é personnellement prescrir. MNe e donmnes januais @ el om
d'autre MEmse en cas de symptames identigues cela Pooreait o clle mocif.

e nifFer suspension

Ascorbate de Fer, Acide Folique, Vitamine B12 et Zinc Suspension

Composition:
Chaque 5 mi desuspension contient:
Ascorbate de fer
eq. a Element de fer
Acide Foliquse BP
Cyancoobalamine BP (Vitamine B12)

Monohydrate de sulfate de zminc LISP
eq, au Zinc aamentaire

Base de sirop aromatiss
Couleur: Caramel

Proprigtés: ZENIFER suspension est une preparaion contre Fanémie qui associe le fer, Nacide folique, la
witamine B12et le minc.

Fer: est un constituant essentiel requis powr |a formati on dhémoglobine et e proces sus oxydatif des tissus
wivants,
Acide foligue: est essentiel comme coenzyme dans différents métaboliques. processus, maturation et
régandration delThématopoidse.
Vitamine B12:; st essaentielle & la formation des globules rouges.
Zinc: estun minéral essentiad pourle développement prénatal et postnatal,

Indications :
~-Traitement curatif des anémies ferripriwes par déficit en fer (4 a 6 mois au minimum de tatemeant, en
ass ociation au traitement Sticlogigue).

- Traitement préventif des déficits en fer chez les sujets exposes: femmes enceintes, régimes alimentaires
désaquilibres (sujets ages. wegétanens, wigétaliens.anorexie mentale). sagnements chronigues non
curabiles.
- Anéamia mégaloblastique par carence en acide folique.

- Troubles chraniques de Nabs omption intestinale

{ M=l absonptions, mal adie coeliague, grandes résaections digestives)
- Carances d'apport en folate: mainutrition, alcoolisme chronique.

Mode o’ emploi et posclogie:

Prenez toujours la suspension ZEMIFER exactement comme votre madeacin wous "a indiqus. Vous devries
warifier auprés de wotre méedecin ou phammac enen cas de doute. Cae madicamentdoit &tre pris par woie orala,
La fomme de suspension seralaplus indiguée pour les enfants de plus de 8 ans.
Anémiepar déficit en fer:
Aduite: Sa 10mil parprse, 1 a2 prises parjour, Pendant 4 a8 mois au minimum en associ ation autraitemeant
eticlogigue. Soit 100 a 200mg d'équivalenten fer élament etd a 8 mg d acide folique par jour.

Enfantde plus de 6 ans @

La prise est détemings an fonction du dosage en e &&ment @ soit & a 10 mg' kgdour en 1 ou 2 prises.
Pendant 4 ad mois au minimum, en association au "traitement &iclogique. La forme suspension est plus
adaptéaa lenfant,

Dose d’entretien : Adulte: 5 .a10 mil parprise par jour.

Suspension: Aprendrede préférence avant ke repas, en fonction de latoléance digestive.
Anamiepar déficit en fer:Adulte :

1 a 2 mesure de 5mil par prise. 1 a 2 prises par jour. Pendant 4 a 8 mois au minimum en association au
traitement &ticlogique. Soit 50 4 200 mg d'équivalent en fer &ldment et 2 a 8 mg d'acide folique par jour.,
Enfant et nouwrrisson : la prise st déterminga en fonction du dos age an fer &lément : Soit & a 10 mg'kgljour,
1 a2 prises. Pendant 4 a 8 mois au minimum, en assodciation au traitement éticlogique

Dose dfentretian : Adulte: 1 a2 meaesuras de Smi parjour,
Contre-indications: Surcharge martiale. Allergie a lun des ingredients.

Miseen garde:

Lutilisation excessive & prolongde ou la combinaison avec d'autres prdparations de fer peut donnear eu &
une intosdc ation ferrique. La prudence est de mise lors de Fadministration a des épileptiques en tratement.
Précautions o emploi: L'utilis ation du ZENIFER suspension exige au prealableun diagnostic causail.
Vigilance et conduite: ZENIFER suspensionn’a aucuna influence sur cas types d'activitées |

Grossesse et allaiterment: L'utilisation de ZENIFER suspension ne pressente aucun risque pendant la
grossesse et Fallaitement, alaposdogie nommale.,

Interactions avec d' autres médicaments audes aliments:

Veauillez informer wotre madecin ou wotre phamacian si wous prenez d'autres meadicaments ou si vous en
awez pris récemment meme il s ‘agit deméedicaments obtenus sans aordonnance.,

- L"abscrption du fer est diminuése en présence de madic ameant contre Fexcés dacidité de MNestomac.

L administration concomitants de tétracydline eantraine une rdduction de la résomption (un intervalle

d’adminis tration de 2-3 heures est indispensabla).

- La biodisponibiiits et Maction de la levodopa, du methyldopa, de la penicillamine et des fluomquinolones
comime la ciprofloxacine etl'ofloxacine sontagalement reduites .,

- Certains constituants alimentaires comme les phytines (provenant des céréales) ou les phosphates
peuvent former des composes insolubles avec ke fer.

= Une consommeation importante de thé peutinhiber Mabsompton du fes

- La rés arption de Nacide foligue estdiminuée par Néthanol etlaPbhanytoine.

-les trarbi‘turjq ues, la cycloserine et les contraceptifs oraux provoquent une baisse de ia concentraton
sanguine de Facide foligue.

- Le methotraxate, la pynmethamine, le trimethopnme et le tnamterene qui sont des antagonistes de Facide
folique peuvent prowvoquer des andamies .

L acide foligue a une action antagonista vis-a-vis des sulfamides.

Certains tuberculostatigues peuventinfluencer I"action de lacide folique.

Effetsindésirables:

Comme tous les madicaments, ZENIFER suspension peut avair des effets indésirables. Troubles digestifs
peu freguents, a types de brilures gastrigues ou de troubles du transit (diamhée, constipation, vwomissement,
crampes), dus a I"administration orale de fer. Ne pas siinguigter de la coloration frequemment noire des
selkes.

Sundosage : Sivous aver utiles au prs trop de ZENIFE R suspension prenes immédiatement contact avec
wotre medecin, votre phamacien ou e centreanti-poison.
L acide folique et la vitamine B12 sont des substances relaivement non toxiques, Las symptomes dues a
Fintoxication au surdos age en fer sont : diawhée, nausdes , vomissements sanguinodents, étatde choc.
Hos pitadis ation indispensabie.

Le traitement en milieu médicalise est base Sur '@vacuation gasto-intestinale et antidote est et
de&féroxamine avec réanimaton symptomatigue.

Présentation: Flacon de 20:0mi Sus pension
Conservation: Aconsener endessous de 30°C, alfabn delalumigrs,

MNe pas laisser 2laportée des anfants,

ME.:rNEx Crate de révision: JULY, 23

B IO TE C L
Maﬂufa{:tured in Indla.l’Fab-nql.r-e en Inde ARTIPISL 230008

MEDNEXT sBloTECH LIMITED IIIlI" "II”I" I |I |

Araji No. 1 845-46-47, Near Jain Tempile,
Isweal, Udaipur-313 011 {INDILA)
woww, mednextpharma. com
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MEDNEXT BIOTECH LIMITED

1.3.3 Packaging labels

Composition:

Each 3 ml of suspension contains:

Ferrous Ascorbate

eq. fo Elemental Iron 30mg
Folic Acid BP 500 meg
Cyanocobalamin BP (Vitamin B12) Gmeg
Zinc Sulphate Monohydrate USP

eq. fo Elemental Zinc 1img
Havoured syrup base q.s.
Colour: Caramel

physician or refer o the package insert.
Storage: Store below 30°C, protect from light.
Keep out of the reach of children.

Iswal, Udaipur-313 011 (INDIA)
www.mednextpharma.c

i

Dosage & adminisiration: As directed by the

Keep bottle tightly closed/Shake well before use
Manufactured in India/Fabriqué en Inde:

MEDNEXT BIOTECH LIMITED
Araji No.1845-46-47, Near Jain Temp

or oral use only/Par voie orale

. >,
meoneXr Exp. DateDate de Per -
BIOTECH LIMITED ':E}rexp()l.\i()nl)r

ZENIFER SUSPENSION

120X60mm

Composition:
Chagque 5 ml de suspension contient:

47"'" Ascorbate de Fer
eq. a Element de Fer 30 mg
Acide Folique BP 500 meg
Cyanocobalamine BP (Vitamine B12) 6 mcg
Monohydrate de Sulfate de Zinc USP
£q. a Zinc élémentaire 11 mg
Base de sirop aromatisé q.s.
Couleur: Caramel
Posologie et 'administration: Selon le conseil
du médecin ou se reporter a la notice.
Stockage: A conserver en dessous de 30°C,
a l'abri de Ia lumiére.
Ne pas laisser a la portée des enfants.

Asco rba[er de Fer, Acide Folique, Garder le flacon bien fermé/Bien agiter avant emploi
Vital'ﬁ e B,, et Zinc Suspension Mg Lic No/Lic.de Fab- DRUGR&/265757

Batch No.J/Lot No.

Mig. Date/Date de Fab.:

Art/LB/L/23/099
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MEDNEXT BIOTECH LIMITED

1.3.4 Foreign labeling

Composition:

Each 5 mlof suspension contains:
Ferrous Ascorbate

eq. to Elemental lron

Folic Acid BP

Cyanocobalamin BP (VitaminB12)
Zinc Sulphate Monohydrate USP
eq. to Elemental Zinc 11mg
Havoured syrup base q.s.
Colour: Caramel

Dosage & adminisiration: As directed by the
physician or refer to the package insert.
Storage: Store below 30°C, protect from light.
Keep out of the reach of children.

Keep bottle tightly closed/Shake well before use

30mg
500mcg
Bmeg

Manufactured in India/Fabriqué en Inde:

MEDNEXT BIOTECH LIMITED
Araji No_1845-46-47, Near Jain Tem
Iswal, Udaipur-313 011 (INDIA)

www mednextpharma.c

120X60mm

Ferrous Ascort!;!ﬁ;" Folic Acid,
Vitamin B,, & Ziic Suspension

bate de Fer, Acide Folique,
Vitamine B, et Zinc Suspension

r oral use only/Par voie orale

MEDNEK‘I"

BIOTECH LIMITED

ZENIFER SUSPENSION

Composition:

Chagque 5 ml de suspension contient:
Ascorbate de Fer

eq. a Element de Fer 30 mg
Acide Folique BP 500 meg
Cyanocobalamine BP (Vitamine B12) 6 mecg
Monchydrate de Sulfate de Zinc USP

eq. a Zinc élémentaire 11 mg
Base de sirop aromatisé q.s.
Couleur: Caramel

Posologie et Fadministration: Selon le conseil
du médecin ou se reporter a la notice.
Stockage: A conserver en dessous de 30°C,

a labri de la lumiére.

Ne pas laisser a la portée des enfants.

Garder le fiacon bien fermé/Bien agiter avant emploi

Mfg. Lic No/Lic. de Fab.: DRUGI28/265757
Batch No /Lot No.
Mig. Date/Date de Fab._:

Exp. Date/Daie de Per. :
For export only

Art/LB/L/23/099
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

1.3.5 Labeling of reference products

Summary of Product Characteristics

1. NAME OF THE MEDICINAL PRODULT (FPP)

Amifer®
fron- Folic acid- Cyanocobalamin

1.1. Strength
Elermental iron 30 mg/Sml — Folic acid 2.5 mg/Sml- Cyanccobalamin 0.02mg/Sml

1.2. Pharmaceutical form Syrup
OUALITATIVE AND QUANTITATIVE COMPOSITHOMN

Each 5 ml of syrup contains 30 mg of iron as Ferric ammonium citrate , 2.5 mg of Folic

acid and 0.02 mg of cyanocobalamin (vitamin B12).

Excipients with known effect : Ethanol-Sorbitol-Ponceau 4R (E124)

For the full list of excipients, see section 5.1.

PHARMACEUTICAL FORM

Cral solution, Syrup
Brownish green to dark brown solution.

4, CLINICAL PARTICULARS
4.1, Therapeutic indications

* Prophylaxis and treatment of iron and folic acid deficiencies during pregnancy and
the following weeks as well as during breastfeeding. Specific prophylaxis is also
recaommended during the second and third trimesters of pregnancy.

Treatment of iron deficiency anaemia. it is essential to make an accurate diagnosis

before starting treatment.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

Treatment preventing iron and folic acid deficiencies in case of low dietary iron and
folic acid supplementation.
Prevention of neural tube defects with folic acid is recommended before conception

and during the first trimester of pregnancy

4.2, Posology and mode of administration
4.2.1. Posology

The posology and the period of treatment depends on the level of iron
deficiency.

Posology for Iron supplement

Age Quantity of lron Cuantity of Amifer
mg,fday mlfday

Children 1—13 year 30 mg S mi
Adolescents 14 —18 year
Adults = 19 year

Pregnancy and breast 60 mg 10mi

feeding 60 mg 10 ml

60 mg 10ml

Posology for the treatment of severe anaemia

Age Quantity of lron Cluantity of Amifer
mg/day mi/day
during 3 months
Adolescents (14 —18 year) 120 mg 20ml
Adults (=19 year)

Pregnancy and  breast
feeding 120mg 20ml

120 mg 20mi

Special populations

Mo special dosage recommendations

Pediatric population

For infants and children who solemnly need treatment with an iron
supplement, sole-ingredient iron syrup (as iron-hydroxide-polymaltose

complex), Amifer® lunior, is available.
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MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

Method of administration

COral use by means of a dosing device.

Shake the bottle well before each use.

An interval of two to three hours should be applied between administration of
Amifer syrup and a milky drink, coffee or tea.

Iron preparations must be taken at lzast 1 hour before or 2 hours after the
administration of antacids and mineral supplements containing aluminium,
calcium or magnesium, in order to avoid any reduction in iron resorption.

4.3, Contraindications

Hypersensitivity to iron, to folic acid, to vitamin B12 or to any excipient mentioned in
section 6.1

Conditions with high serum iron levels (hemochromatosis, hypersiderosis, chronic

hemolysis)

All forms of anemia in the absence of a confirmed iron deficiency origin. For

example, megaloblastic anemia resulting from isolated vitamin 812 deficiency (e.g.,
an intrinsic factor deficiency), and an isolated folic acid deficiency.

In case of problems inherent to iron consumption {anemia of lead poisoning,
sideroblastic anemia).

In case of thalassemia.

In case of degenerative or chronic arthritis.

In case of conditions requiring frequent and continuous blood transfusions.

In case of HIV infection without anemia due to iron deficiency highlighted by clinical
FEASUrES.

In case of severe liver or kidney problems.
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4.4, Special warning and precautions for use
4.4.1. General information

Medical check-ups are reguired in the following cases.

Patient with blood disorder,
Patients suffering from epilepsy,
Patients having problems of the digestive system or stomach.

COral iron preparations are used with caution in patients with gastritis, gastric or
intestinal ulcer, Crohn's disease and ulcerative colitis.

Caution is exercised in ases of chronic alcohol abuse, as it can cause iron
overload through increased iron resorption.

Additional administration of folic acid may be required during hemolytic anemia,
chronic infections, anticonvulsive therapies or alcoholism.

Additional parenteral administration of cyanocobalamin may be necessary for
vitamin B12 deficiency.

A dark coloration of the stools can occur during the treatment with Amifer syrup,
however it is not clinically relevant.

If treatment is ineffective, resulting in an increase in hemoglobin levels of about
0.1g/dL of blood per day (about 2 to 3 gfdL in 3 weeks), treatment should be
reviewed.

In case of anemia associated with an infection or malignant tumor, the inon
administered is stored in the reticulo-endothelial system and is used during

mabilisation after treatment of the primary condition.

4.4.2, Pediatric population

For infants and children who solemnby need treatment with an iron supplement, sole-

ingredient iron syrup (as iron-hydroxide-polymaltose complex), Amifer® Junior, is
available.

Accidental administration of iron-containing products can cause fatal toxicity in
children under & years of age. In the event of an overdose, patients should seek
immediate medical attention or a poison control center.
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4.5. Interactions with other medicinal products and other forms of interactions

4.5.1. General information

Iron resorption can be reduced by simultaneous ingestion of certain food and
products rich in phytates, phosphates, tannic acid and calcium.

The concomitant intake of green or biack tea may reduce the bioavailability of folic
acid.

Simultaneous administration of antacids, phosphates, carbonates, oxalates, calcium
and certain antibictics (tetracyclines) may reduce the effect of iron. Due to possible
interaction, it is advisable to allow at least 2 hours between the intake of both

medicinal products.

The effect of penicillin, fluoroguinolones, sodium etidronate, sodium clodronate,
methotrexate, trimethoprim and pyrimethamine may be antagonised. Due to
possible interaction, it is advisable to allow at least 2 hours between the intake of
the medicinal products.

Folic acid may increase the metabolism of phenytoin, which could result in lower
serum cancentrations of phenytoin, especially in patients with folic acid deficiency.
In some patients this could lead to an increase in the frequency of epileptic
SEiZures.

4.5.2. Additional information on special populations
Mo additional information

4.5.3. Pediatric population
Mo additional information

4.6, Fertility, pregnancy and lactation
4.6.1.  Fertility

Effects of Amifer syrup on fertility have not been determined.

4.6.2. Pregnancy

Amifer syrup is indicated during pregnancy. See special warnings and precautions for
use.

Although no controfled studies of the effects of Amifer syrup in animals or pregnant
women are available, the possibility of adverse effects an the foetus seems unlikely.
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4.6.3. Lactation

Amifer syrup is indicated during breastfeeding. See special warnings and precautions
for use.

It is not known whether ferric ammaonium citrate passes into breast milk.

The excretion does not change the mother's inon content and the amount of iron
consumed with food. As a result, the administration of formulations of iron to the
lactating mother does not cause iron poisoning in the baby and does not eliminate an
existing iron deficiency in the baby.

4.7, Effects on the ability to drive and use machines

Mo known effects.

4.8. Undesirable effects

The table below describes adverse events according to the MedDRA classification.
Adverse effects reported from the experience since the introduction of folic acid and

iron preparations.

Reported side effects are defined as:verny comman (21,/10),

o common (de 21,100 a <1/10),
uncommon (de 21/1000 a <1,/100),
rare (de =1/10000 & <1,/1000),
very rare {<1,/10000),

not known : cannot be estimated from the available data.

System organ class Undesirable effect Frequency

Immune system disorders Anaphylactic reaction Mot known

Hypersensibility

Gastrointestinal disorders Abdominal disorders Mot known
Diarrhoea

Constipation

Dark colouring of the fasces (1)

Vormiting
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System organ class Undesirable effect Frequency

skin and subcutaneous Angioedema (face) Mot known (2)
tissue disorders Allergic skin reactions such as
generalised rash, rash, pruritus,
hives, skin edema, photosensitivity

reaction

(1) Dark colouring of the fasces is a well-known side effect of iron-based oral
preparations, but is not considerad dinically relevant and is often not reported.

{2} Hypersensitivity reactions induced by folic acid have heen reported a few times in
the literature: anaphylactic reaction, swelling of the face, vomiting and allergic skin
reactions {generalised erythema, pruritus, hives).

Iron-based oral preparations are also assodated with hypersensitivity reactions
such as anaphylactic reactions and allergic skin reactions (rash, pruritus, hives, skin
oedema and photosensitivity).

4.9, Overdose

Accidental ingestion occurs mainly in children. Therefore, this preparation must be kept

out of the reach of children. In children, the mortality from iron poisoning is important.

Acute intoxication by excessive ingestion may cause necrotic gastroenteritis. Symptoms
may appear after 30 minutes. These are abdominal pain, diarrhoea, womiting of the
brown and bloody stomach contents sometimes containing the tablets, dehydration,
oyanosis, vertigo, hyperventilation due to acidosis and cardiovascular collapse. In this
case, hospitalization is necessary.

In case of acute intoxication with necrotic gastroenteritis it is important to act as quickly

as possible:

¢ Stomach lavage by gastric tube with 1% sodium bicarbonate solution.
« Deferoxamine B: 1to 2 gintravenously in a 5% dextrose solution.

® Shock, dehydration and acid-base changes should be treated conventionally.
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5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamic properties

Pharmacothermpeutic group and ATC code: B03AEQL, antianemic, iron preparations,

iron in other combinations, iron, vitamin 812 and folic acid

Ferric ammonium citrate

Ferric ion is a component of many enzymes necessary for energy transfer
[cytochrome oxidase, xanthine oxidase, and succinic dehydrogenase), and it is also
present in compounds necessary for the transfer and use of oxygen (haemoglobin
and myoglobin).

Administration of iron preparations corrects erythropoietic abnormalities arising from
iron deficiency. Iron also eliminates other iron deficiency symptoms such as tongue

sores, dysphagia, nail and skin dystrophy, and cracking of the lips.

Folic acid

In hurans, an exogenous source of folic acid is needed for nucleoprotein synthesis
and maintenance of normal erythropoiesis. Folic acid is not metabolically active as
such, but as a precursor of tetrahydrofolic add acting as a cofactor for the transfer of
1-carbo reactions in the biosynthesis of purines and thymidylates of nucleic acids. The
decrsased thymidylate synthesis in patients with folic acid deficiency appears to be
responsible for failing DNA synthesis that leads to megaloblastic formation and

megalobiastic and macrocytic anaemia.

Cyanocobalamin {vitamin B12)

In humans, an exogenous source of vitamin B12 is required for nucleoprotein and
myelin synthesis, cell reproduction, normal growth, and maintenance of normal
erythropoiesis. Cells with rmpid division (epithelial cells, myeloid cells, bone marrow
cells) seem to require mare vitamin B12 intake. Vitamin B12 would be convertad to
coenzyme B12 in tissues, and this is essential for the comversion of methylmalonate
to succinate and the synthesis of methionine from homocoysteine, a reaction that also
requires folate.

In the absence of coenzyme B12, the regeneration of tetrahydrofolate from its
inactive form S-methyl tetrahyd rofolate is impossible, resulting in a functional folate
deficiency.

Vitamin B12 would also b2 needed for the maintenance of reduced sulfhydryl (5H)

groups required in several activated SH enzyme systems. Apart from these reactions,
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vitamin B12 is also associated with the metabolism of fats and carbohydrates, and
with the synthesis of proteins.

Vitamin B12 deficiency leads to megaloblastic anaemia, gastrointestinal damage and
neurological damage that begins with an inability to produce myelin, and then follows
a gradual degeneration of the axon and nerve head. Parenteral administration of
vitamin B12 completely reverses megaloblastic anaesmia and gastrointestinal
symptoms of vitamin 812 deficienoy. The degree of improvement in neurological
symptoms depends on the duration and severity of the lesions, although progression

of the lesions is immediately stopped.

5.2. Pharmacokinetic properties

Ferric ammonium citrate

Absorption

Iron absorption is very complex and is influenced by several factors including the form
in which it is administered, the dose, the iron reserve, the erythroid degree and dist.
In healthy subjects, approximatehy 5-10% of dietary iron iz absorbed, and almost 10-
30% in iron deficient subjects. It is reported that inorganic iron is absorbed twice as
much as dietary iron.

The ferric form Fe** is the most absorbable. Although iron absorption occurs all along

the gastrointestinal tract, it is more important in the ducdenum, in the proximal

portion of the jejunum, and decreases progressively in the distal portion. Some
enteric preparations and sustained-release preparations may release iron after the
duodenum and proximal jejunum, reducing the absorption of iron.

Distribution

Ferric iron Fe** passes through the lining of the gastrointestinal tract directly into the
blood and is immediately linked to the carriers. The Bl-globulin trensporter
transports iron to bone marrow where it is incorporated into haemoglobin. lron is
found in the human body only in a complexed forms with a protein or in the haem-
molecules. Approvimately 70% iron is found in hasmoglobin, 25% as ferritin iron, and
haemosiderin, 4% in myoglabin, 0.5% in haem-snzymes and 0.1% in transporters.
Iron stores in the form of ferritin and hemaosiderin are localized in the liver, the
reticuloendothelial system, bone marrow and in the spleen. In women, iron stocks
tend to be less than half those of man. In patients with a negative iron balance, the
iron stores decrease before the haemoglobin concentration is reduced.
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Every day, almost 0.15 - 0.3 mg of iron is excreted in breast milk. Iron is trensported
through the placenta by the active route because it is against a concentration
gradient. The iron requirement for a pregnant woman is between 440 mgand 1.05 g.
Every day, iron excretion in a healthy woman, rises only up to 0.5 - 2 mg. This
excretion appears mainly as a cellular desguamation such as skin, gastrointestinal
mucosa, nails, and hair. Only traces of iren are eliminated in the bile, and sweat. The
loss of blood is accompanied by a great lass of iron. Each month, fron loss during
normal menstruation amounts to 12 - 30 mg.

Elimination
The large amount of iron emanating from the destruction of haemoglobin is

conserved and reused by the body.

Folic acid

Absorption
Folic adid is absorbed rapidly from the gastrointestinal tract after oral administration.

Folic acid is mainly absorbed in the proximal portion of the small intestine. Naturally,
the folate polyglutamates that appear ars hydrofysed in the gastrointestinal tract, into
manoglutamate forms of folic acid prior to absorption.

After oral administration, the maximal activity of the folates in the blood is reached in
30 - 60 min. Normal total folate concentrations in serum have been reported, ranging
from 0.005 - 0.015 pg / ml. In general, folate serum concentrations below 0.005 pg f
mil indicate folate deficiency and concentrations below 0.002 pg f ml are

accompanied by megaloblastic anaemia.

Distribution

Tetrahydrofolic acid and its derivatives are distributed in all body tissues; the liver
contains almost half of the total serum folate reserves. Folate is actively concentrated
in CF5, and normal concentrations of CF5 have been reported, ranging from 0.016 to
0.021 pg / mil. Normal erythrooyte folate concentrations vary between 0.175 - 0.316
pe / ml. Folic acid is distributed in the milk.

Elimination

After absorption folic acid is largely methylated in the liver to N5-
methyltetrahydrofolic, the main transport and storages form of folate in the body.
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After administration of laree doses, some folic acid may escape hepatic metabolism,
and appear in the blood mainky as folic acid.

After an administration of approximately 2.5 - 5.0 mg, almost 50% of the dose is
excreted in the urine. Small doses of folic acid administered orally were found in the
stool. Each day, about 0.05 mg of normal body folate storage is eliminated both

urinary and fascal as well as by oxidative cleavage of the molecule.

Cyanocobalamin

Absorption

After oral administration, vitamin B12 is irregularly absorbed from the distal portion
of the small intestine. Dietary vitamin 812 has a high degree of protein binding, and
this binding must be broken down by prot=alysis and gastric acid before absorption.
In the stomach, free vitamin B1Z is linked to the Intrinsic Factor (IF) secreted by the
gastric mucosa. This binding is necessary for active absorption of vitamin B12 at the
lewel of the lower ileum. In case of structural or functional damage of the stomach or
ileum, the absorption of vitamin B12 is reduced.

After oral administration, the peak plasma is reached only after B to 12 hours because
vitamin B12 is temporally retained in the wall of the lower ileum. Normal serum
concentrations of Vit-B12 are between 200 - 200 pg/ml. In general, serum vitamin
B12 concentrations below 200 pg/ml indicate vitally B12 deficiency, and
concentrations below 100 pg / ml cavse megaloblastic anaemia and / or neurological

damage.

Distribution

In intestinal mucaosal cells, Vit-B12 is released from the Vit-B12-FI complex and rapidly

binds to transpart plasma proteins: transcobalamin. Vit B12 is distributed in the liver,
bone marrow and other tissues, including the placenta. At birth, the blood vitamin
B12 concentration in the newborn is 3 to 5 times higher than in the mother. Vit-B12 is
found in breast milk at a concentration approaching that of vitamin B12 in the blood.
The total body reserves of Vit-B12 in a healthy individual vary between 1 and 11 mg,
of which 50-90% are concentrated in the liver.

Elimination

In healthy subjects receiving only alimentary vitamin B12, almost 3 - B g/ day of Wit-
B12 is secreted in the gastrointestinal tract, mainly through the bile with a
reabsorption of almost 1 ug. Less than 0.25 pg passes into the urine daily.
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5.3. Preclinical safety data
Mon-clinical data reveal no special hazard for humans based on conventional studies
of safety pharmacology, repeated dose toxicity, genotoxicity, carcinogenic potential,

toxicity to reproduction.

6. PHARMACEUTICAL PARTICULARS

6.1. List of excipients

- Potassium scrbate

- Sodium chloride

- Citric add
Crange flavour
Vanilla flavour
Mint Flavour
Sucralose
Ethanol
Glyceral
Ponceau 4R (E124)
Liquid sorbitol

6.2. Incompatibilities
not applicabie

6.3. Shelf life

24 months

6.4, Special precautions for storage
Store below 30°C.

Store in the original package to protect from light .

6.5. Mature and contents of container

Amber coloured glass bottle, closed with a white plastic [polyethylene) screw-cap.

Box with 200ml syrup and a plastic graduated measuring cup.
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6.6. Special precautions for disposal and other handlings
Mo special requirements for disposal.
Any unused product or waste material should be disposed of in accordance with

local requirements.

7. MARKETING AUTHORISATION HOLDER AND MANMUFACURING SITE ADDRESS

7.1. Marketing Authorisation Holder
Dafra Pharma GmbH, Mihlenberg 7, 4052 Basel, Switzerland.

7.2, Manufacturer

Sofarimex — Indastria Quimica e Farmacéutica 5.A.
Aw. das Indistrias — Alto do Colaride

Cacemn, 2735-213 Portugal

8. MARKETING AUHORISATION NUMEBER
See list of MAs per country

9, DATE OF FIRST REGISTRATION
See list of MAs per country

10. DATE OF REVISION OF TEXT
03/2020
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1.3 REGIONAL SUMMARY
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1.4.1 Information on the bioequivalence study

Not Applicable

MODULE I




MEDNEXT BIOTECH LIMITED ZENIFER SUSPENSION

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.
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