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fNDEAN MMUNOLOQ[CALS LIMITED
eTet aritenftenes gRuage
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

Date: 27.12.2018

TO WHOMSOEVYER IT MAY CONCERN

The Following are the countries where the Abhayrab (Rabies vaccine BP) is registered

S. Ne. | Name of the Country Registration Number
1. | Philippines BR-629
2. | Kenya 13850
3. | Thailand IC 22/50
4. | Pakistan 045701
5. | Twkey 6502
6. Vietnam QLVX-0805-14
7. | Zambia 088/001
8. | Botswana BOT1202213
9. | Gabon N°6952/14
10. | Congo VC-PSM/MI-Vac/4.01.3 B/N® 3 AHS2
11, | Ivory coast 2451
12. | Uganda 0349/19/16
13. | Bhutan BHU-DRA/B02899
14, | Tajikistan 8054
15. | Zimbabwe 2017/18.2/5468

The Copy of Registration certificates have been enclosed

For Human Biologicals Institute
(A Division of Indian Immunoloa,rfi{i%l;j;};} S,
\ " \U :\

(Anjaiah Enugula)
Manager ~ Regulatory A
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retirer immédiatement du marché congolais la totalité de ABHAYRAR
varern eathrabigue dont TAMM est suspendue ou arrivée a expiration ;
assutner Pentiere responsabilité de tout incident pouvant subvenir au niveau

pm e s T
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HRAR AR N

de la protection du brevet de ABHAYRAD

En cas d'inobservation de ces engagements, Fautorisation de mise sur le marché,
aprés mise A demeure, est de facto suspendue ou retirée.

Article 5 ¢
Le prix grossiste hors-taxe négocié et accordé est de 4 920 F.LFA

Article 6 «
Dans I'état actuel du dossier, la durée de conservation est de & 36 mois

Article 7 :

Toute information sur le produif, quel quen soit le support et destinée aux
personnels de santé ou au public, doivent &tre conformes aux mentions contenues
dans le résumé caractéristigue du produit (RCP) et sa diffusion est assujettie 4
une autorisation préalable de [lautorité nationale de réglementation
pharmaceutique.

Article 8
La présente autorisation, & la demande de son titulaire, ne sera renouvelée

quavant la date butoir du 28 fFévrier 2Z019. Elle, non renouvelée, devient
caduque, sauf cas de force majeur empéchant le fonctionnement régulier des
services du ministére de la santé, le 1¢7 avpil 2019

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

Fait & Brazzaville, le §1.84, 700
Pour le ministre de la santé et par autorisation,
le directeur de la pharmacie ¢ zdicament

Do Aé Autotse FRARA

Pharmacien




BAIMISTERE DE LA SANTE REFPUBLQUE DE COTE DIVEIRE
FTE LA DLTTE CONTRE LESIDA dnion ~ Discipling - Trayail

DIRECHON GENERALE BF LA SANTE
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DIRECTION DE LA PHARMACIE, Abidion, i@, ¥
DU MEDICAMENT & DES LABORATOIRES

@y 4 T 30 | . : P
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Objet : Inspection d'unité
de production de médicaments,

Monsleur le Directeur Géneral,

Suife & I'inspecrion effectuée le 29 juin 2015, en INDE par une
délegation d'inspecteurs du Minisiére chorgé de la Santé, dans ‘uniié
de production ce médicaments ci-aprés désignée .

- HUMAN BICLOGIC AL INSTITUTE.

J'g Phonreur de vous transimetire le rapport de visite de ladire
unife.

Le certificat de Boanes Pratiques de Fabrication {BPF} est joint en
annexe,

Veuillez agraer, Monsieur le Directeur Geénéral, 'expression de mo
considération dislinguée.

Le Dirgcieur

e

, Docteur Dﬁﬁeﬁﬂe A. Rachel

Monsleur le Blrecteur Général
-cboratoires HURAN BIOLOGICAL INSTITUTE,
Kozhipannal, pudumund Post Dr. Bosovalah nogar Ydhagamandaiam-$43 007 Tamil nadu.

INDE

2, Bl oo Marsailie, BF % 5 ABIDIAN "GOl d'lvaire] 76 (2253 21 3570 10/24/13 23 1 FAX (i
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DIRECTION DE LA PHARMACIE, Abician, e Q3 5P AUD
DU MEDICAMENT & DES LABORATOIRES
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Objet : inspection d'uniié
de productien de médicaments,

Monsieur le Directeur Généial,

Suite ¢ I'inspeciion effeciuée le 29 juin 2015 en INDE pdr une
délégation d'inspecteurs du Ministére chirgée de la Sante, dans funivé
de production ce médicaments ci-aprés désignée :

- HUMAN BIGLOGIC AL INSTITUTE.

Jo Phonneur de vous transiretire le rapport de visite de ladire
uniic.

Le cerlificat de Bonnes Pratiques de Fabrication [BPF) est joint en
annexe.

Veuillez agréer, Monsieur le Directeur Général, 'expression de ma
considération distinguée.

Le Directeur

W" D)

Docfeur DU‘N@&N/A Rachel

Mansieur le Direcleur Général
_choraioires HUMAN BIOLOGICAL INSTITIHE,
Xozhipannal, pudumund Post br. Besavalah nagar Udhagamandalem-$43 607 Ta

INDE

52, 8d oo Morsgille, BE Y 5 ABIDJAN "TOe ' vairs] Tét (2255 21 3570 10724710323 1 FAX {22
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Safe Drugs Save Livas

Ref:  1367/DR/NDA-06/2016
indian lmmunologicats Limiied
INDIA

REGISTRATION OF PHARMACEUTICA

We are pleased to inform you that, the drug below for which you had apphed for registration In Uganda has been

approved.
el
HUMAN DICLOGICALS ABHAYRAR(Z2 ST U RABIES BFREEZE |V ivial e [INDIAN MDA TATA VACCINE[94G/19N16
INSTITURE [ A DIVISION OF PERVIAL  IVACCINT [DRIED 10} SidL IMUNCLOSICALS UGANDA
THDIAN IFAMUMOLOGICALS VACCIME JOTLUENT { LIFSITED LItITED
LTD) KOZHIPANTAT 0.9%WN\
PUDUMNMLNDG P O DR, SO0
TASAVAIAH HAGAR CHLCAICE
LOGHAGARANDALAM PIN 133, B P}
HA3007 TANMIL NADU

payment of the retention fee to maintain this product on the register is due on ¥ July 2018,

Other products manufactured by your company, including products of the same name manufactured n 2 different
place from that applied for, may net be wnported into Uganda unless specially approved by the Natwonat Drug
Authority.

Registration of a drug does not exempt the apphcant and/or manufacturer or fus agent from any other enforceable
lews of Uganda or international laws or conventions more especially the patent rights, trade marks ele.

Continucus monitoring of your products in Uganda for compliance to quality standards shall be conducled. Any
change mn the nformation submitied to the National Drug Authority for the purpose of registrabion must be notified
to the Authority within 30 days of the change, at a prescribed fee.

Your Local Technical Represantative will be held responsible for all Lechnical aspects of the product{s} marketed
Uganda, ncluding but not exclusively:

«  Obligation to nobify changes in tha preduct, including labelling, package insert information etc.

+ Notification of any changes in the product infoermation with regard o any newly identified adverse or side
effects, drug interactions, warning etc.

& Responsibilites of any necessary product re-call on behalf of the manufacturer or applicant.

% Cerlifying proforma inverces from applicant/manufacturer.

Yours faithfully,
NATIONAL DRUG AUTHORITY
R

i
{lonna Kusemerenya
EXECUTIVE DIRECTOR

Copy to: Tata Uganda limted

‘AD OFFICE
1 4E-18 Lumumba Avenug
i Bor 23086 Kampsia, Uganda
(42564414 255885/ 347391/347392
« +25A 414 255758
ne +2583514 344052 776 110 000, 712 000 199
E3le wwA nda orug Emadd ndoug@inda arug
:zveck Uganaa Nataral Drug Autherity
Mer TDUNDAuthonty

OUR MISSION REGIONAL OFFICES
ooy b Aty S ate A Centedl Ragion, Nakawa - Tet +256 312 261 546,
1oai M Lotnnary P Western Nide Region, Arua - Tah +256 372 260 4085/7,

e B QU Irgugh

Tmporialon i ioute Eastem Region, Tororo -Tel +256 454 445 195.
arat wsie Westem Region, Homa - Tel iFax +258 465 440 688
Nerthem Region, Liro ~ TelfFax +258 473 420 652

- South western Region, Mbarara - Tel, +256 405 421 085,
Requiaten and ~oafrs ot | e South €astem Region, Jinjo - TalFax; +266 434122 176,
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Form MG 16

Medicines Control Autherity of Zimbabwe

Medicines and Allied Substances Control Act

{Chapter 15:83)
REGISTRATION CERTIFICATE
CONFIDENTIAL Nuamber: 5468

IT is hereby certified that a medicine has been registered as follows:
I Approved name of inedicing: PURIFIED VERO CELL RABIES VACCINE
2 Trade mark of medicine: ABHAYRAB

otour thereof: CREAMY WHITE COLOR FREEZE
1ED,VACC!NE, AFTER
TUTION VACCINE
PEAR, $ A CLEAR SOLUTION
AN INJECTION

3. The form in which the medicine s presented abd th

s Approved name of ES_ VACCINE

Date of original registration: 315T OCTOBER 2017..

13, The medicine will be: IMPORTED INTO Zimbabwe

14, Conditions of registration imposed by the Authority; SUBJECT TO COMPLIANCE WITH LABELLI\'G e

REQUIREMENTS
15, Date of issue of certificate: 06 NOYEMBER 2017
Issued at Harare this 6™ DAY OF NOVEMBER 2017

Director-G eral

This certificate must be retumed 1o the Anthority if cencelled, mvalidated CERﬂFECA % z

o if the registration of the medicine ig withdrawn or when requested to do
so by the Director- Geeral. Failure to do so is an offence,
REGZS:@A’E‘@




CERTIFICATE

FOOD AND DRUG ADMINISTRATION

i
”Iy Ih ”E ic of the Philippines
Dcpallmcnt of Health

X1 VOVELr o sty
PHILIPPINES

OF PRODUCT REGISTRATION

Pursuant to the provisions of Republic Act (R.A.} No. 3720 as amended, knowit as the Foods,
Drugs, Devices and Cosmetics Act, and consistent with R.A. No. 6675, known as the Generics Act of
1988, and R.A. No. 9711, otherwise known as the Food and Drug Administration Act of 2009, the
product described heretinder has been found lo conform with the requirements and standards for
marketing aunthorization of phamaceutical producis per existing Tegulations in force as of date hersof,

Registration Number

Generic Name
Brand Name
Dosage Strength & Form

Pharmacoelogic Catfegory
Classification

Approved Shelf-life
Storage Condition
Packaging

Manufacturer
L]

: BR-629 .

Purified Verp Cell Rabies Vaccine

Abhayrab

2.5 1U/0. Sml. Freeze-Dried Powder for Tujeclion
(LM./LD,)

Vaccine

Prescription Drug {Rx)

: 36 months
: Store at 2°C to 8°C. Do not freeze.
+ Clear, colorless glass vial + diluent ampoule {0.5mL)

+ 2 mL disposable syringe (in a plastic kit)

Human Biologicals Institute (A Division of Indian
Immunologicals Limited).

Pudumund P.O,, Udhagamandalam-643 007,

Tamil Nadu, India

[P Biotech, Inc.

2" Fir. Bonifacio Technrology Center,

31° cor. 2™ Ave., Bonifacio Global City, Taguig City
[P Biotech, Inc.

2" FIr. Bonifacio Technology Center,

31% cor. 2™ Ave., Bonifacio Global City, Taguig City

importer

Distribucor

The marketing authorization shal! be valid until 21 February 2018 subject to the .
conditions listed on the reverse side. No change in the formulation, labelling and
commercial presentation of this product shall be made at any time during the
effectivity of this registration without prior written approval of this Office.

This marketing authorization is subject to suspension, cancellation or recall
should any violation of R.A. No. 3720, R.A. No. 6675 and R.A. No, 9711 and/er - e
regulations issued thereunder involving the product be commitied.

Witness My Hand and Seal of this Office, this 20 April 2015,

8 BY AUTHORITY OF THE DIRECTOR-GENERAL

MELOD AMUDIO, RPh, MGM-ESP
Oflficer-in-Charge

Cenier for Drog Regulation and Rescarch

REG, STATUS i Renewal 1G]
OTHER RSN : CODRRZ0Di30719-00549 At
AMOUNT : Phpl0,100
OR NUMDER ;o ad43702 A
DATE : 19-Febo2a13
CODE : 128-222.00¢ .
LR R R

] iRH b E BLH i
DOC TRACK . 2 41 40311 1R 1S FDA-0142307




Registration Number ¢ BR-62¢9

SPECIAL CONDITION:

Provided that nothing in the registration of the product hergin granted shall be interpreted or construed
as an endorsement o representation by FDA, that Registrant has the right or privilege to the use of the name or
brand so registered;, Regiswrant hereby agrees and affirms 1o indemnify and/or hold EDA free and harmiess
against any and all third-parly claims on infringement of patent, trademark or intellectual property right arising
from the registration of the produgt.

A This is subject to batch notification.
xip This is subjest to lot release certification.
] This is subject to compliance with the requirements under TDA Circular No. 2013-004 for Monitored
C al 3
Relense (MR) drug products,
x!p Submit commercial sample of the first batch of importation/manufacture/packing/repacking, for afl
pack sizes, including package insert or patient information leaflet as per approved fabel.
For renewal repisteation, submit a satisfactory bioavailability/bioequivalence study report or
E 1 blawaiver evidence {whichever is applicable) within __ year(s) in accordance with FDA. Circular
2013-014.

P Dangercus Drug - To be prescribed by PDEA S-2 licensed practitioner in a DOH (yellow)
| prescription form. It is a habit-forming drug.

Dangerons Drug -~ To be prescribed by PDEA 8-2 licensed practitioner in a personalized ordinary
prescription. 1t is a habit-forining drug.

For renewal registration, submit a Cerificate of Good Manufacturing Practice (GMP) Compliance of
H | Foreign Drug Manufacturer(s) within __ vear(s) in accordance with A. O. 2013-0022 and FDA
Circular 2014-016.

REMARKS:

_ i f\« ) "»055"’“?1,;‘2414
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Ref., IO} Date. 2747 120

...........................................
.............................

......... DR N e N A NN R R R E R R R Pt S R

{\gﬁ?\:{’;’t‘e 7
Dear Sir,

RE: APPLICATION FOR RE-REGISTRATION GF DRUGS

The following product(s) has {havc} been evaluated and appraved for re-
registration for the next five (5) years from the date of issue of this lettor,
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FOR: REGISTRAR




ERIRVIN) NI

Tudfymstumioud Foo
uruq

GimFedatnunlus e nning)

e ik 1 HOO280
[y o as a/ E?; t
luddoynifuiiuea s
Bt ABHAYRAB wluewsy
GHRBU AL saiei 1 000837 g ain ;_fi{w_n_%‘nﬁ’ﬂg'di_tﬂmmi?a%’mm ’s"i‘:;ﬂ'l_l‘!_i’]if_rﬁ_ic}‘f'_dt‘-l'l_EijT‘
1ﬁﬁﬁ
HRATAG  HUMAN BIOLOGICALS INSTITUTE, A DIVISION OF INDIAN IMMUNOLOGICALS
tswten
ﬂ{émmﬁ _ - AL T S R 1 E _ ST
zf}jﬁ - AN PUDUMUND POST dunasum  UBHAGAMANDALAM-643007
T CooTrAMILNADLG absmw NI
i{f':mum-ﬁﬁm%’r;é‘}'1{:11%'1)1111:*}z-mmn';%m_ o usiwillovhdu e
Way i wio Wik 1242534 P)F,J]iﬂﬁlﬁ ] 526-27 AT I3 U
il USHI 1Y _ mjﬁ - ANur ayonduns
SHETET yrnaniioy  Furda ppammsimnaT Inadnd 02-9050051-4

$ias

1A cg = vy v
l&5uaunziou i uds

unEAN g 2090 0

modun 30 dau

ey g & —

A\\/ ‘ ‘-\ S :
7N iy Mx,rr",‘z_m-—“
pie)

L iy ROEFRF LAY

RN e e e

-~

e la giaeiian




Mo b 3-70006-RegdiN 200
Government of Pakistas
ministry of Health
e TE A
// Bhanabad, e V% L0 {:J o
N i Pharmaceutieals (P b
VIO Tpednsrad Batate,

iy

Fatta . Disir Harnpar,

SURIFCT:. REGISTRATION OF DRUGS UNDER SECTION 7 QF THE DRUGS ACT,
1976 AND RULE 38 OF THE DRUGS (EICENSING, REGISTERING AND
ADVERTISING) RULES, 1876,

{he drugts). as per details given below hasthave been registered subject to the
conditinns appearing heretn altee: -

TONO TRIGN NO TNAMEOFDRUGTS & TPACKING Sy !

: " COMPOSITION. | ;
443701 Abhayrab Vaceine. o Per vial.

Each Immunizipg dose (0.5mi)

coptaing:-

Purificd Vero Cell Rabies

Yaecing

Antipen (fnactivated) > 25

I,

Human Serum Albumin {2mg

Mahose 40 mg.

Thiamersal 8.01%.

(Manutactured by Mis Human Biological Institute, Indsu

CONDILIONS,

. The Registration Number. Maximum Retail Price. Manafacluring/Expin dates
and other particulars shall be provided as per the Drugs (Labelling & Packing)
Rules, 986
1y Colowr Scheme of the hbelsdabelling shoud not resemble with amy of the
diugs(s) which haghave already been registered.
il The nume of the drug shall be changed in case 1t has resemblance similarity with
atready repistered drug.
i baen drog shall be imported in sufficient quantity so as 1o ensuee its regular and
adeqguate supphy in the inarkel,
v The drug(sy must be marketed within six months of receipt of Uiy
communication.
vil The tmport of any drug shall not. without the prier approval of the Registeation '

Board., be discontmued lor 2 peried. which may result in its shonage

vt Ce copy of the complete methud of testing of the finished drugs cantameny the
fafl detanks of all mmer and major steps and protoceis atong with speailications
{fover and upper fimits) shall be submitied w the follawimg matituions within a

periodd of ¢ monthe -
A,
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A e e

Chiet, Dhugs Comrol & Research Prviston, Matonal hisniute of e

Islamabad

b Drivector. Central Dhasgs [ aborasory. Buibding No 4 Block- B s b O Fs
koarnchi.

v Director. Drugs Testing Taborstory, E-1ird Wood Road. Lohore

d. Dircctor. Drugs Testing Laboratory. Govermmeni of Sindh, Karadu,

e Director, Drugs Festing Laboralony, Government of N.W P Pesbasaar

¢

One copy of the Master Formula (of all registered drups), contaming the name o
active and inactive materials along with the quanuties shall be finnished. o the
concerned Assistant Drugs Controller, within a period of one month tor whinde s
receipt shalt also be obtamed.

ety

{1 :.;, RPN A
LGS~
FOR SLECRETARY REGISTRATION BOAR]?

Dreputy Pirector General (Pricing).

Assistant Drugs Controller {coneerned ).

Company s File.

Provincial Secretarvies (Punjab. Sindh NWFP. Bajuchston & k)
P.S. to Seeretary (Health)
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Rubsatuame 1D 6302

T.C,

SAGLIK BAKANLIGI
Tlirkiye ilag ve Tibbi Cihaz Kurumu

Bu sertifika 04.04.2018 tarih ve 2018/180 sayui Rubsainame cki olarak ABHAYRAB 2.5 1U/0.5 ML IM/AD
ENJEKSIYONLUK COZELT! HAZIRLAMAK ICIN LIYOFILIZE TOZ VE GOZUCU isimh Immiinelojik Uriin

i¢in diizentenmistiv.

RECETELI / RECETESIZ
RECETE TURU
RUHSAT SAHIBI
ETKIN MADDE ADI

ETKIN MADDE (RETICISI

¢OzGC0 URETIM YERI

LISANSOR 7 ORUIN FIRMA

URETIM YER}

PRIMER AMBALAJLAMA YERI

SEKONDER AMBALAJLAMA YERI

SER! KONTROL ANALIZ YER] ICEREN SERI
SERBEST BIRAKMA YER!

RAF OMRIAY)
SAKLAMA SICAKLIGI (°C)
AMBALAJ TANTM!

AMBALA] BOYUTU
RUHSAT HARCI
ANALIZ HARCI

RECETEL}

BEYAZRECETE

YENISARK MUMESSHL. ECZA DEPOSU AS.
INAKTIVE EDILMIS & SAFLASTIRILMIS KUDUZ
ANTIIEN KONSANTRES]

1 HUMAN BIOLOGICALS INSTITUTE (A DIVISION

OF INDIAN IMMUNOLOGICALS LTD.)
PUDUMUND
POST/UDHAGAMANDALAM/HINDISTAN
SOVEREIGN PHARMA PVT. LTD. VILLAGE
KADAIY A/DAMAN/HINDISTAN

HUMAN BIOLOGICALS INSTITUTE (A DIVISION
OF INDIAN IMMUNOLOGICALS LTD.)
PUDUMUND
POST/UDHAGAMANDALAM/HINDISTAN
HUMAN RIOLOGICALS INSTITUTE (A DIVISION
OF INDIAN IMMUNOLOGICALS LTD.)
PUDUMUND
POST/UDHAGAMANDALAMMINDISTAN
HUMAN BIOLOGICALS INSTITUTE (A DIVISION
OF INDIAN IMMUNOLOGICALS LT
PUDUMUND
POST/AUDHAGAMANDALAM/HINDISTAN
HUMAN BIOLOGICALS INSTITUTE (A DIVISION
OF INDIAN IMMUNOLOGICALS LTD.)
PUDUMUND
POST/UTHIAGAMANDALAM/HINDISTAN
MEFAR [LAC SAN. AS. KURTKOY-
PEND{K/ISTANBUL

HUMAN BIOLOGICALS INSTITUTE (A DIVISION
OF INDIAN IMMUNOLOGICALS LTD.)
PUDUMUND
POST/UDHAGAMANDALAM/HINDISTAN

36 AY

2.8 ¢ ARASINDA BUZDOLABINDA

KUTUDA, GRI BROMOBUTIL KAUQUK TIPALI,
ALUMINYUM CONTALI, TOZ ICEREN TIP I CAM
FLAKON + ¢OZUCU ICEREN | ML'LIK TP | CAM
AMPUL + 2 ML PLASTIK ENJEKTOR {0,55X25"
WIM-24GX1-1 NOS IGNEL{) + DEZENFEKSIYON.

MENDILI o

1 FLAKON + 1 ¢OZUCU

05.01.2018/12

27.08.2015/162

16.11.2015/18515641840) N
Dr. Ali ALKAN

Kurum Bagkan Yardimcs




Tén thude

Sl of Enm

Tharh pndin chinh, ham |Lu;ng
Aelive ingedients, Sirangih

Ol sach dang i, ban ¢ha
Faieriy Size, Dasage fomw

Teé chudn chit ligng
fpatity Shenhealion

Han dung
Shelf- kg

36 gidy phdg it hanrh sdn pham (SBKY

dacketng Aulhanration Furnler

6 guyal dinh

Apprrosl Dedisusy Numbiorn.

ABHAYRAB (Ve xin phidng hénh dai)
.\hénj nguyén fink ché tu‘ virus dai ching L Pasteur 2081
Yero 15 passage, nudl ody trdn 1& Blo vors @ 2 5t

Hap i1 w6 win dhng) ko dom lidu + 1 1o dung mai lioan niguydn

wid 1y fank vo rang. MOb 50 1o wae wn Jong ko don liduthdp
100 | dung mof hadn nguyda vas < Bt déng knd

NSA

35 thang

[ QLVX-0805-14

STHINELQLE Mgay chp: 14/10/2014

Dale of Issuance.

Higw s cha gidy phép kiu hanih sén phérm: ¢ gia tr] 05 ndm k& (0 ngdy cép
Exinration Dufo of this Makeling Anliitization’
Ten oo sd dding ky

fhene of Madkeling Aathoreation Halder

Da chi © 8551, notr 205, ngach 323/83, dudng Xuan Binh, k8
Al s yusan Dinh, huyén i Lidm, Ha Mol - Vidgt Mam

Tén co gé s gudd Human Biologicals insthiute (A division of Indian
Mame of Massfactaror nmunelogicals Limited)

Bia ohi © Roghiparnat, Pudommund PO - Udbagamandatam -
Address 543 007, Tamil Nadu - India

Tén oo & dong 9o

Aarpa of degemiblior

Céong ty ob phin v té Bac Minh

»

£z chi : !
Acklrong

Ha NGi, ngay 14 thang 10 nam 2014, '
CUC TRUONG CYC QUAN LY DUQG ;
GENCRAL ,OJL\ECTOR QF THE DRUG ADMIISTRATION CF VIETHAM - .
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25 ppril 2013

indian immunologicals Lid,
Rroad Number 44 Jubilee Hitl,
Hyderabad 500 033,

India

Dear Sirfidadam,

RE: APPLICATION FOR REGISTRATION OF A PHARMACEUTICAL pPRODUCT

neference s made to your application for registration of a pharmaceutical product, submitted in terms 37 of
the Pharmaceutical ACt (No. 14} of 2004.

We wish to inform you that we have cormpleted our review of the submission and are pleased to inform you
that the pharmaceutical Regulatory Authority considered your product appiication and the corresponding
evaluation repert and, based on the submitted information, approved the registration of the foliowing
preduct with its Yicence nuinber and method of sale as indicated below:

| No. E_ﬁéme of Product ' _M_“~T|— Applicaftﬁaﬁ_f_ﬁéﬁ’ocroﬁf'? Licengé—j.‘
R S —— [ _no. | _sale | Moo

[T T ABHAYRAB VACCINE Tgmsies | POM Gaa/001 |
! {Inactivated Rabies antigen not less than i . !
- .wﬂ@_@[?ﬁl‘l& S — [ S I L e

Abbreviation: POM- prescription Onky Medicine

please note that approval is granted subject to your submission to the Authority as S00R as possible, but
et later than sixty days from the date of this jetter, information and documents which were noted missing

from your submissions o0t the Toilowing:

Certificates: - You are required to submit originat copy of WHO-type certificate of pharmaceutical product
on for the above preduct specifically addressed ¢ 7ambia as well as the standards used in the analysis of
the finished product. In addition, documentary evidence of registration in the declared countries {i.e.
Turkey, Malawi, Philippines, Egypt, Kenya, Uzbekistan, Cambodia and pakistan) should be provided.

please notc fhat @ pre-shipment dully signed and dated tot release certificate issued DY ihe competent
authorities from the exporting country, will be required to accompany every consignment of this product

destined for Zambia.

In addition, your attention is drawn 0 the requirements of Statutory [pstrument Mo, 7 of 2008 on product
setention fees for pharmaceutical products © be mmported Into Zambia, You are therefure requested fo pay
annual retention fees of ZMK 2,030,000-00 (ZMwW 2,030.00) per pracuct for the abave products effactive
1Manuary 2014. The amount due may be paid into the following bank account:

e T e e T e T

£omii g0

1 a2 Teitos W60 241 FIRASE fetefax +RG0 V42 i1 0hed

Yehsita, W pragotan




Matre of Account holder:

Name of Banl:

ZMW Banl Account Mo,

US Doilar Accaunt No.

Pharmaceutical Regulatory Avlhority

Standard Chartered Bank,
North-End Branch, Caire Road, |Lusaka, Zambia

0100122033800

5700211468100

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

In view of this, you are advised o put in place an appropriate pharmacovigilance system for monitoring,
detecting and reporting adverse drug reactions and the performance of registered products in general,

We wish to remind you that you must comply with labeling requirements as prescribed In the Statutory
Instrument No 47 of 1993 by ensuring that products including labels and packaging materials have
sufficient labefling information including among others; method of sale, specific storage conditions, product
licence number and physical address of the manufacturing site.

1f you have any questions, please do not hesilate to contact our Secretariat.

Yours faithfully,

for/Pharmaceutical Regulatory Authority

'_;'JE wape (Ms)
" DIRECTOR GENERAL

C.C. International Drug Comgany Limitc:d Lusaka, Zambia.




MINISTRY OF HEALTH

TELEPBONE; 3170585 N
FAK: 8170157 ke i PRIVATE BAG 0038
TELEGRAMS: RABONGAKA Bt GABORONE

Sy ’P‘—"‘v‘“*wr"\l}!@.‘
REFERENCE: PTL A S

YA f

Aepublic of Belswana

REF NO. MH 15/37A VOL. 111 {1145} 23/04/2013

Regulatory Affairs Manager

Medivision [pty) Ltd, SA

20 Bowling ave.

Kramerville, Johanneshurg. South Africa

Attention: REGULATORY PHARMACIST

Dear Officer,

RE: REGISTRATION OF MEDICINES

Your product which is listed below has been registered under the Drugs and Related
Substances Act 1992 and the registration number is shown in the table below!

Approved

g?;n !frzfiu ot (?: :llf:ic Strength |Presentation ApplicationRegistration|gehedule Sllzzlf-Life

Product Number Number {in months)
Abhayrab-Rabi| Purified |>2.5 1y 0.5 mL Vial ADB03176 | BOT120221 52 24
es Vaccine B.P|Vero / dose  |[with 3

Cell lypholized

Rabies powder

Vaccine

A certificate of registration of the product listed above will be sent to you soon. Please
acknowledge the receipt of this letter and give assurance that the Botswana registration
number and schedule will be included in the package insert and label.

Please do not hesitate to contact the Drug Regulatory Unit at dunit@gov.bw if
you have any questions.

Dr. K. Seipone
DIRECTOR OF HEALTH SERVICES




B N A Y PO U DRI B R DV ALY
LA PREVOYANCE SOCIALL Hinton = hsfy
DIRECTION DU MEDICAMENT
BT D LA PHARMACIE

Reéf 1 100419
N? Enregistrement courrier /MSPP/CAB/DMP

Librevitle, le 30 Juin 2014

Monsieur Ie Responsable des Laboratoires
INDIAN IMMUNOLOGICALS LTD
ROAD 44, Jubilee Hills

Hyderabad 500 033

INDIA

Monsieur,

J’ai Phonneur de vous informer que la spéeialité ABHAYRAB poudre lyophilisée pour
injection IM/ID 01/0,5m! a fait Pobjet d’une Autorisation de Mise sur Je Marché Gabonais
N°6952/14,

Cette autorisation prend effet 4 compter du 30/06/2014 et sera valable jusqu’au 30/66/2019,
conformément aux dispositions de Particle 4 de Parvété n°1870/MSPP/GSP/SPI  du 21
Décembre 1992 fixant les conditions d’obtention du visa d’enregistrement des produits
pharmaceutiques en République Gabonaise.

e vous prie d’agréer, Monsieur, Pexpression de mes salutations distinguées,

Le Directeur du Mcédicament ef de la Pharmacic

AR

1 N '_/”;‘;}' 21 A-'-' ;
SOPIE BV UL, o g
Sophie BIPOLO \’(‘,,Hm i

P, : AMM N° 6952/14




MINISTERE DE LA SANTE ET DE REPUBLIQUI GABONAISE
LA PREVOYANCE SOCIALE Haron RS

AMM N° 6932/i4/DM P
Le Ministre de la Sant¢ Publigue

Vau ia Constitution,

Vu la foi N® 70/61 du |1 Décembre 1961 modifiée par ta loi 10/69 du 31 Décembre 1996
relative & Pexercice de la Pharmacie en République Gabonaise ;

Vu Iordonnance 42 /PR du 18 Juin 1978 relative 4 la définition et & la commercialisation des
médicaments en République Gabonaise |

Vu Pordonnance 01/95 du 14 janvier 1995 portant orientation de la politique de santé en
République Gabonaise ;

Yu le décret 1445/PR/MSPP du 28 Novembre 1995 portant réglementation de Pimpaortation,
de la digtribution et e la promotion des produits pharmaceutiques en République Gabonaise,

Vu le décret 1158/PR/AMSPP du 4 Septembre 1997 fixant les altributions et organisation du
Ministére de la Santé Publique et de la Population :

Vu Parrété 1870/MSP/IGSP/SP du 21 Décembre 1992 fixant les conditions d’obtention de
visa d’emegistrement des produils pharmaceutiques en République Gabonaise ;

La commission d’enregistrement des Produits Pharmaceutiques entendue,
DECIDE

Article 1™ : Le visa prévu a Particle 2 et 5 de {'ordonnance 42/PR du 18 Juin 1978 est
accordé 4 la spécialité dénommée ABHAYRAB poudre lyophilisée pour injection IM/ID
1/0,5ml

PGHT : 6.035T'CFA

Exploitée par INDIAN IMMUNOLOGICALS LTD domicilié a 'adresse :
ROAD 44, Jubilee Hills

Hyderabad 500 033

INDIA

Répondant a la composition :
Principe Actif
Vaccin antirabique B.P, : 2,5U1




Avticle 2 ; Ce visa est valable cing ans pour compler de sa date de signature

Article 3 ; Le directeur du Médicament et de la Pharmacie est chargé de notifier la présenie
décision aux intéressés et partout ol besoin sera.

Fait a Libreville, le 30/06/2014

P/ L.e Ministre de Ia San{é Publique
P/ La Commission d’enregisirement ef par délégation

Le Directenr du Meédicament ¢f de 1a Pharmacie




MINISTERE DE LA SANTE ET REPUBLIQUE DU CONGOC
DE LA POPULATION Unité* Travail*Progreés

DIRECTTON GENERALE DU MEDICAMENT
DE LA PHARMACIE ET DES LABORATOIRES
DIRECTION DE LA PHARMACIE ET

DU MEDICAMENT

B.P. : 1635 BRAZZAVILLE

E-mail | dirpharmeongo®yahoo. i

T

DECISION N° 9 177  /msP/DEMPL/DPM-15

PORTANT HOMOLOGATION DE @ ABHAVRAR, soudre lyophilisée da
vacein d2 la rege purifié peur injection IM ou IB, flacon de 0.5 i

Le ministre de lo santé et dz 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 publique relatives &
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 la santé et de la population
- Vu le décret n® 2012-1035 du 25 septembre 2012, portant nomination des

membres du Gouvernement,
- Vu le déeret n° 2013 - 813 du 30 décembre 2013 portant organisation du

ministére de la santé ;
Vu le déeret n® 2013- 817 du 30 décembre 2013 portant atiributions et
organisation de la direction générale de la pharmacie, des laboratoires et

du médicament ;
Vu Farrété n® 634 /MSAS/DGSP/DPH.LM. du 26 avril 1992 fixant un
certificat d'agrément des laboraioires pharmaceutiques

Sur proposition du directeur de la pharmacie et du médicament, Président de la
Commission hationale des homologations '

Aprés avis du directeur général du médicament, de la pharmacie et des
laboratoires ;




DECEDE
Article premier :
Est accordée, aprés homologation, une autorisation de mise sur le marché du
générique de maraue - ABHAVYRAR warcin antivebinue, poudre ivophiliséa e flacen

de 05 ml

Article 2 :
Les références de Vautorisation de mise sur le marché sont :

Code VEPSM

Tiulgire 1 BHARAT SE”U%&S AND \fHCCT? JESLDT
17% Floor, Hoechst House,

iMarisman Point, #umbai - 400 021 TNDIA

- Site de fabrication et de libération des lots
Human Biologicals Insitiuie
Diviston de Indian Imnunolegicals LTD
“ozhipannai, Pudimund PO,
Pin 643 007, Tamil Madu, India

Article 3
L.a composition et le(s) indication(s) thérapeutique(s) sont respectivement les
suivantes :

- Composition : Antigéne purifié lvephilisé dérivé <lu virus de la rage
Fuissance » 2,5 U.T. par flacon
- Indication(s) thérapeutique(s) sont limitées & i vaccination préventive &
exposition au virus pour lzg groupes de parsonnel & risque élevé
vétérinares, travailleurs municipaux, personnel de santé, des eaux et
forZis / vaccination pesi-exposition pour les personns 5 aprés un confact-
morsure suspecte ou d'un animal enragé

Article 4 :
Le titulaire de l'autorisation de mise sur le marché s'est engagé 4

informer le ministére de Fapparition de réactions secondairas ou accidents
liés & la consommation de ABHAYRAL, vaccin an‘rimbique dans les conditions
normales d'utilisation, aprés I'obtention de FAMM ;

- informer le ministére de toute(s) modification(s) ultérieure(s) de
ABHAYRAR vaccin antirabique dans un délai d'un (1) mois suivant la date
de(s)dite(s) modification(s) ;
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