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F305Mise/liQ2017 [ a1  Dated:38 3| 5

1'.5

\4“1“ feep Nungio (President)

Retail Distribution Chemia Aliziee (RDCA)Y
H-0O-22. Lajpat Nagar, New Delhi-110024
Frmail: rdearardenin

RIND ATTENTION

Subject: Reporting of counterfeit version of Rabies Vaccine (Abhayrab), Bateh No.
KA24014 - Reg,
Nir,

Phis office is in receipt of o letter from Drugs Controller General (. CDsCe
(Entorcement Division). Govt. ol India, regarding cireulaion ol Counterfeit version of Rabies
Vaccine, Human (Abhavrab), Batch No. KA24004, product oF Human Biological Institule (A
division ol Indian Immunologicals Limited) in the markets of Delhi, Mumbai, Ahmedabad &
Lucknow (Copy attached).

It is informed in the said lewer that the counterfeit product exhibits several differences
compared 1o original product amd may pose a signilicant risk to public health and salety and is
circalated in market without maintaining required cold chain (2-8°C). The comparison report has
been enwlosed along with this leter. which is sell explanatory,

You are requested 1o sensitize your members on the subjeet and also bring the contents of
this letter to their knowledge. You are advised 1o he vigilant regarding the sales and purchuse of
atoresaid products, which is 10 be done through proper invoiees. Any relevant information SO
abtuined in the subject matter may be commumicated o this office immed lately so as o ke

(L

(K.R. Chawla)
Head of Office/DDCY
Controlling & Licensing Authorits

uetion as deemed it ngainst the oftender(s),

Encl: Ax above



FoA3(15)/Mise/11Q72017 Dated:

Copy to:

(i) All DDCS/ADCYDrugs Inspectors, Govi, of NCT of Delhi for mMoniloring
(i) PACto Drues Controller
(i) Gioard file

!

(K.R. Chawla)
Head of Office/DDC/
Controlling & Licensing Authority
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INDIAN IMMUNOLOGICALS LIMITED

W AT STeeqe
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

HBIK/QM/RAB:2025 / 001 Date: 13.01,2025
The Drug Controller General of India

Central Drugs Standard Control Organization (CDSCO)

FDA Bhavan, Kotla Road,

New Delhi — 110002, India

Subject: Reporting of finding of counterfeit product (Rabies Vaccine, Human
(Abhayrab) in the Market

Dear Sir,

We Human Biologicals Institute (A division of Indian Immunclogicals Limited), the
manufacturer of an extensive range of human vaccines, mainly Rabies vaccine, TT, DTP,
Pentavalent, Td, Hepatitis A, Hepatitis B and MR. It has come to our notice that a counterfeit
version of our product Rabies Vaceine, Human (Abhayrab) is being circulated in the market.
This counterfeit product is not manufactured, authorized, or distributed by our company and
this could pose a significant risk to public health and safety.

We have identified that the counterfeit product has the same information as our product,
“Rabies Vaccine, Human (Abhayrah)” batch No. KA24014 was manufactured at our site,
Survey No. 281 to 284 and 321, Biotech Park Phase — [II. Karkapatla Village, Markook
Mandal, Siddipet District — 502281, Telangana, India, and is being sold in Mumbai,
Ahmedabad, Lucknow, and Delhi. This counterfeit product exhibits several dilferences in
formulation, packaging, labelling, manufacturing, expiry date, MRP, etc., compared to our
original product, which may pose a serious health risk to consumers as Rabies Vaccine, Human
(Abhayrab) is a life-saving medicine which is meant to prevent Rabies, a 100% fatal disease.
It is also observed that the product is being circulated in the market without maintaining the
required cold chain (2-8°C).

weE o wd A 261284 & 30, ot TS D, FEE R, WEs WE, T fm - 502 281, Fm, v
Plant ; Survey No. 281-284 & 321, Biotech Park Phase-3, Karakapatla Village, Markook Mandal, Siddipet Oist - 502 261, Telangana, India.
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INDIAN IMMUNOLOGICALS LIMITED

T T EEgT
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

The details of the original product manufactured by us is given below:

Product : Rabies Vaccine, Human (Abhayrab)
Batch No. : KA24014

Manufacturing Date ; (13/24

Expiry Date : 02/27

MRP 1 397,62

Diluent Information : Sodium Chloride Injection (.9% w/v

Batch No. : SCSVIA3123
Manufacturing Date : 11/23
Expiry Date s 10427

Photographs of the Original Product:

Wil A 201-264 & 321, wes v W3, TEIve (e, T e, RRe e - 502 281, e, T
Plant : Survey No. 281-284 & 321, Biotech Park Phase-1, Karakapatla Yillage, Markook Mandal, Siddipes Dist - 502 281, Telangana, India.
g e - v e 44, wrfit o, Bovvre - 500 033 S, WEE « g0 0 +91-B466924444, 4917997915555, D40-67682200
Repd. Office  Road No. 44, jubilee Hills, Hyderabad - 500 033, Telangana, india. « Phones : +31-8166924444, +91-7997915555, 040-67682200
CIN: L72200TC1995PLC032006 « Website - www.indimmune.com e E-mail : info@indimmune.com
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INDIAN IMMUNOLOGICALS LIMITED

AR AT 3ege
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

To assist in addressing this issue, we are providing information about counterfeit product,
which come to our notice including batch numbers, manufacturing details, and packaging
variations observed in the counterfeit products.

Counterfeit Product Pack-1

W w A 281284 & 321, TS e -3, T e, ae v, P e - 502 281, dem, seg
Plant ; Survey No. 281-284 & 321, Biotech Park Phase-3, Karakapatla Village, Markool Mandal, Siddipet Dist - 502 281, Telangang, India.
ety vt - 7 A, 44, e e, e - 500 033 A5, e o 3T c 4918466924444, +91-7997915555, (40-67682200

Regd. Office : Road No. 44, Jubilee Hills, Hyderabad - 500 033, Telangana, India. « Phones : +91-8466924444, £91-7997915535, 040-67 682200
CIM: UF2200TG1 999PLC032066 « Website : www.indimmune.com o E-mail 1 info@indimmune com
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INDIAN IMMUNOLOGICALS LIMITED
R AT SeCdT
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

Counterfeit Product

{ Rabies Vaccine, Human 1.P. -Abhayrab-PF J

RABIES VACCINE, |
HUMAN L.P.

(PURIFIED VERO CELL RABIES VACCINE)

FOR SALE IyNGIEOHE

Rabies Vaceine, Human IP -Abhayrab-PF
The original product which is being manufactured by
HBI (a division of Indian Immunologicals Limited)

The following variation is observed between the original product and the counterfeit product

with respect to manufacturing details and packaging variations on the counterfeit product in
the above image:

i wg A, 281284 & 321, wiiE s 3, e e, s foste Py - 502 201, Fmmom, S
Plant: Survey Mo, 281204 & 321, Hiotech Park Phase-3, Karkapatla Village, Matkook Mandal, Siddipet Dist - 502 281, Telangana, Indla.
el wratey < e e 44, afelt fm, = - 500 D33 Ao, W o oY 49 1-BAR6924444, +91-799791 5555, (40-676H2200
Resd. Office : Road No. 44, Jubilee Hills, Hyderabad - 500 033, Telangana, India. o Phones @ +91.8466924444, 491-799791 5555, 040-67682200
CIN: U7 2200TG1999PL C032666 » Website - www.indimmune.com » E-mail ¢ info@indimmune.com
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INDIAN IMMUNOLOGICALS LIMITED
W A 3RETIT

HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

Product: Rabies Vaccine, Human (Abhayrab)

Original

Product Counterfeit Product Variation
The bhatch number was allotted to the
vaccine with a preservative, but the
counterfeit product shows that it s
! 4 [THTSLTL':III‘:'L‘—rTL?E. . _ ]
Batoyite. | KA23014 KAAOI4 Human Biologicals Institute (a division of
Indian Immunologcals) has never produced
a Rabies Vaccine, Human (Abhayrah) PF,
with this batch number.
Mfg. Date | 03/24 03724 Mff.;’.l date was allorted to with preservative
vaceine,
Exp. Date | 02/27 02/27 Exp.‘ date was allotted to with preservative
vaccine.
Does not match with the product
. Monao cartons and . 4 .
Contains g ' | manufactured by Human Biologicals
Product : labels indicale it docs . i : :
preservative 5 Institute (a division of Indian
not have preservative. :
Immunologicals)
MRP 397.62 398.40 Old MRP printed (2022)
i of The Human Biological Institute uses the
p] Blue Blue pink colour seal for the Rabies Vaccine,
Human (Abhayrab) PF.
Rabies Vaceine, For the Rabies Vaccine, Human (Abhayrab)
Human Rabies Vaccine, | PF, the batch number series begins with KJ,
{Abhayrab) Human (Abhayrab) PF | but the batch number printed on the mono
(PF indicates vaccine is | carton begins with the KA senes, which
(With preservative free) indicates that the product contains a
Waiia preservative) preservative (thiomersal).
HH The composition There is no mlnrm:.ﬂ_mn
) about preservatives;
contains
; . however, the leafleis — W : .
information A i Leaflets inside the pack indicates it contains
about the inside the containing préberviive
[ information about | ©
prESEHisbe preservative/
(Hhiomeesal) thiomersal

Regd. Office : Road No. 44, Jubiles Hills, Hyderabad - 500 033, Telangana, India. « Phones : +91-8466924444, +01-7997915555, 040-67682200
CIN: U72200TCT999PLCD32666 « Website : www, indimmune.com » E-mail : info@mdimmune.com
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INDIAN IMMUNOLOGICALS LIMITED
G TR FHTge
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunalogicals Limited)

Counterfeit Variation
Product
Several vaniations were recorded, mainly:
: Mono carton- Font size, colour scheme, additional
['he printing colour :
space between printed matters (brand name, etc.,
and text on the : : :
- batch details and diluent details, product batch
1ono cartorn.
: mumber, logo colour).
eaflet and  vial | ¢y < eal colour, product batch numiber, font ¢
: al- Seal colour, t bate nt size,
Printed YORERS i iy cal colour, product batch number, font size
ckagi e cuiciasl kel colour variations, etc.
pa & ' Diluent- Waming- Lot to be frozen is mentioned
ng - used by the | .
‘ . instead of not to be frozen.
Materia Institute of Human : : ; .
. Leaflet—It 15 pnnted in black instead of blue. The
Is Biologicals :
. . font size and artwork number do not match, The
Institute {a division : ol ;
: : reference section information does not maitch.
of the Indian e : . :
; .| Reconstitution information with 0.5 mL and 1.0 mL
Institute of : j .
essmamlinesh 1s provided for IM/ID uses, but this product should
et be reconstituted with 0.5 mL diluent for IM usc
only.
Counterfeit Product Pack-2

s B AL 281284 & 321, i wh -3, s e, e e, TR f - 502 281, feme,
Plant : Survey No. 261-284 & 321, Biotech Park Phase-3, Karakapatla Village, Markook Mandal, Siddipet Dist - 502 161, Telangana, India.
g SR T A 44, opfiredy feem, e - 500 033 fsemom, WIEe « o +91-B4R6024444, +91-799791 5555, 040-67682200
Repd. Office : Road No. 44, ubilee Hills, Hyderabad - 500 033, Telangana, India. « Phones : +91-8466924444, +91-7997415555, 040-67682200
CIN: U72200TG1999PLCNA2600A « Website - www.indimmune.com » E-mail @ info@indimmumne.com
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INDIAN IMMUNOLOGICALS LIMITED

AT AT 3REEde
HUMAN BIOLOGICALS INSTITUTE
(A division of Indian Immunologicals Limited)

1. Rabies Vaccine, Human, Batch No. KA24014 was manufactured and supplied to the
retail domestic market with a green flip-off seal, but in the above image, the flip-off
scal is blue.

2. The company does nol supply in the packaging configuration shown in the picture
above for the retail domestic market. We are suppling only a single vial with its diluent
for IM/ID use in mono cartons.

3. However, Rabies Vaccine, Human, for institutional supply, is supplied in multi-carton
packs with blue flip-off seals bearing the words "GOVT SUPPLY" on top.

Counterfeit Pct Pack-3

The following variations are observed between the original product and the counterfeit product

with respect to manufacturing details and packaging variations on the counterfeit product in
the above image:

A 201-284 & 320, TicE R -3, waven R, A e, (e i - 502 261, de, s
Plant - Sservey Nio. 281-284 & 321, Biotech Park Phase-3, Karakapatla Village, Markook Mandal, Siddipet Dist - 502 281, Telangana, India.
g TN ;A AE, 44, R i, e - 500 033 dEe, wrer e e +97-8466924444, +91-7997915555, (M0-67662200

Regd. Office : Road No. 44, Jubilee Hills, Hyderabad - 500 033, Telangana, India. « Phones : +91-8466924444, +91-7997915555, 040-67682200

CIN: U72200TC1999PLCN3 2666 « Website @ wwwindimmunz.com « E-mail | info@indimmune.com i
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HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

Product: Rabies Vaccine, Human (Abhayrab)

INDIAN IMMUNOLOGICALS LIMITED

Original Product | Counterfeit Product | Variation

Batch No. KA24014 KA24014 No variation

Mfg. Date 03/24 11/23 Manufacturing date does
not match

Exp. Date 02/27 10/26 Expiry date does not match

MRP == i ‘ mﬂ 4 .‘:'-}Tl’ih{?II]'S missing in
counterfeit product

Font - - Printing font is different

Diluent: Sodium Chloride Injection 0.9% wiv

Original Product | Counterfeit Product | Variation
Batch No. SCSVIA3I23 SCSVIA3123 No variation
Mfg, Date 11/23 0523 Manufacturing date does
not match
Exp. Date 10/27 | 04427 Expiry date does not match
Font - | - Printing font is different

We hereby request your immediate attention on this matter to help prevent further distribution
of these counterfeit product and protect the public from any potential harm. We also urge the

CDSCO to investigate the matier thoroughly and take appropriate actions, including:

» Conducting market surveillance to identify and seize counterfeit product.

» Coordinating with law enforcement agencies to identify and prosecute the parties

responsible for producing and distributing counterfeit products.

As a responsible manufacturer, we are committed to ensure the safety, quality, and integrity of

our products. We remain available to cooperate fully with your team to address this serious

issue and take all necessary measures to protect consumers.

o e, D284 & 32, que v -3, e T s e, e e - 502 281, e, v
Plant : Survey No, 281.2684 & 321, Biotech Park Phase-3, Xarakapatla Village, Markook Mandal, biddipet Dist - 502 261, Telangana, India.
sl gt o drE e 44, wfirdl e, Bearar - 300 033 dewom, W o gom 0 +91-B4669 24444, +91.799791 55355, 040-67682200
Regd. Office : Road No, 44, Jubilee Hills, Hyderabad - 500 033, Telangana, India. o Phones : +91-8466924444, +91-7997515535, 040-67682200
CIN: U72200TC1999PLC03 2606 o Website : warn indimmune.com e E-mail ¢ info@indimmune.com
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INDIAN IMMUNOLOGICALS LIMITED
AR T Seege
HUMAN BIOLOGICALS INSTITUTE

(A division of Indian Immunologicals Limited)

We appreciate your prompt attention on this matter and look forward for your guidance and

assistance in resolving this issue.

Thank you for your support.

VP & Head of Quality Management

Email: t.sunil@indimmune.com

Mobile: +91-9948036670

For Human Biologicals Institute

{A division of Indian Immunologicals Limited)

o T L 2812040 & D21, anie o -3, e T, veE e, Tl fmo - 502 281, T, wm
Plant : Survey No. 281-264 & 321, Biotech Park Phase-3, Karakapatta Village, Markook Mandal, Siddipet Dist - 502 261, Telangana, India,
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