M/s INDIAN IMMUNOLOGICALS LTD.

(A wholly owned subsidiary of National Dairy Development Board (NDDB).)

diphtheriae - CN 2000 (sub-strain of PW 8 strain)]
Tetanus Toxoid = 20 IU [Clostridium tetani -
No:49205, Harvard Strain] Aluminium Phosphate as
Al+++ <1.25 mg Aluminium Phosphate as Al+++ <
1.25 mg Thiomersal (as preservative) 0.01% w/v
Thiomersal (as preservative) 0.01% w/v Saline g.s. to
5ml

(A Division of Indian Immunologicals
Limited) Rakshapuram,
Gachibowli, P.O., Hyderabad-500032.
Telangana, India.

S.NO GENERIC NAME BRAND NAME |STRENGTH PACK [NAME OF THE MANUFACTURING (NAME OF THE MARKETING INSPECTED | REMARKS
FIRM FIRM ORNOT
INSPECTED
1 |Inactivated Hepatitis A antigen Aluminium content HAVISURE |0.5 ml Vial 0.5 ML M/s INDIAN INSPECTED
as Al (OH)3, NLT 12.5 IU NMT 0.625 mg Tween 20 VIAL M/s Human Biologicals Institute [IMMUNOLOGICALS LTD
<=0.0060 %w/v q.s. Hepatitis-A virus (Strain HM (A Division of Indian (A wholly owned subsidiary of
175) propagat-ed in Phosphate buffer saline MRC-5 Immunologicals Limited) National Dairy Development Board
cells. Pediatric Single dose: 0.5 mL Rakshapuram, Gachibowli, P.O., (NDDB)), Road No.44, Jubilee Hills,
Hyderabad-500032. Telangana, India. [Hyderabad-500033, Telangana,
India
2 |Inactivated Hepatitis A antigen Aluminium content HAVISURE |1 ml Vial 1ML VIAL M/s INDIAN INSPECTED
as Al (OH)3, NLT 25 IU NMT 1.25 mg Tween 20 <= M/s Human Biologicals Institute =~ |IMMUNOLOGICALS LTD
0.0060% w/v q.s. Hepatitis-A virus (Strain HM 175) (A Division of Indian Immunologicals |(A wholly owned subsidiary of
propagated in Phosphate buffer saline MRC-5 cells. Limited) Rakshapuram, National Dairy Development Board
Pediatric Single dose: 1 mL Gachibowli, P.O., Hyderabad-500032. |(NDDB)), Road No.44, Jubilee Hills,
Telangana, India. Hyderabad-500033, Telangana,
India
3 |Each Single human dose of 0.5mL Contains: Teddyvac 0.5 ml Vial 0.5 ml Vial M/s INDIAN INSPECTED
Diphtheria Toxoid 221U  [Corynebacterium M/s Human Biologicals Institute |[IMMUNOLOGICALS LTD
diphtheriae - CN 2000 (sub-strain of PW 8 strain)] (A Division of Indian Immunologicals (A wholly owned subsidiary of
Tetanus Toxoid 2 20 IU [Clostridium tetani - Limited) Rakshapuram, National Dairy Development Board
No:49205, Harvard Strain] Aluminium Phosphate as Gachibowli, P.O., Hyderabad-500032. (NDDB)), Road No.44, Jubilee Hills,
Al+++ £1.25 mg Aluminium Phosphate as Al+++ < Telangana, India. Hyderabad-500033, Telangana,
1.25 mg Thiomersal (as preservative) 0.01% w/v India
Thiomersal (as preservative) 0.01% w/v Saline q.s. to
0.5 ml
4 |Each Single human dose of 0.5mL Contains: Teddyvac |5 ml Vial 5 ML VIAL M/s INDIAN INSPECTED
Diphtheria Toxoid 221U  [Corynebacterium M/s Human Biologicals Institute =~ |IMMUNOLOGICALS LTD

(A wholly owned subsidiary of
National Dairy Development Board
(NDDB)), Road No.44, Jubilee Hills,
Hyderabad-500033, Telangana,
India
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S.NO GENERIC NAME BRAND NAME |STRENGTH PACK [NAME OF THE MANUFACTURING |NAME OF THE MARKETING INSPECTED | REMARKS
FIRM FIRM OR NOT
INSPECTED
5 |Active Ingredients Quantity Measles Virus(AIK-C Mebella 0.5 ml Vial 0.5 ml Vial M/s INDIAN INSPECTED
STRAIN) 2 103CCIDSo Per Single Human Dose M/s Human Biologicals Institute IMMUNOLOGICALS LTD
Rubella virus (RA-27/3 Strain) = 103CCIDSo Per (A Division of Indian Immunologicals (A wholly owned subsidiary of
Single Human Dose Inactive Ingredients Quantity D- Limited) Rakshapuram, National Dairy Development Board
Sorbitol 2.5% w/v Gelatin hydrolysate 1.25%w/v L- Gachibowli, P.O., Hyderabad-500032. (NDDB)), Road No.44, Jubilee Hills,
alanine 0.4%w /v L-Argining HCI 3.2% /w/v Telangana, India. Hyderabad-500033, Telangana,
Lactalbumin hydrolysate 0.9%w /v Maltose India
monohydrate 2.0% w/v water for injection q.s 0.5mL
6 |Each dose of 0.5mL con-tains: AbhayTOX (5 ml ampoule 5ml M/s INDIAN INSPECTED
Tetanus Toxoid 5 to 25 Lf(240 IU) ampoule M/s Human Biologicals Institute IMMUNOLOGICALS LTD
Aluminium Phosphate(AIPO4) as Al+++ <1.25 mg (A Division of Indian Immunologicals [(A wholly owned subsidiary of
Thiomersal (as Preservative) 0.01% w/v Limited) Rakshapuram,  [National Dairy Development Board
Saline g.s to 0.5mL Gachibowli, P.O., Hyderabad-500032. [(NDDB)), Road No.44, Jubilee Hills,
Telangana, India. Hyderabad-500033, Telangana,
India
7  |Diphtheria toxoid: 230 IU (=20 Lf to <30 Lf) Vaxtar-5 0.5 ml Vial 0.5 ml Vial M/s INDIAN INSPECTED
Tetanus toxoid: 260 IU (25 Lf to <25 Lf) Inacti- M/s Human Biologicals Institute  [IMMUNOLOGICALS LTD
vated whole cell B. pertussis: 24 I[U HBsAg (A Division of Indian Immunologicals | (A wholly owned subsidiary of
(tDNA): 210 pg Hib Polysaccharide covalently Limited) Rakshapuram,  [National Dairy Development Board
bound to TT (PRP-TT): 210 pg Al+++ content (as Gachibowli, P.O., Hydera.bad-500032. (NDDB)), Road No.44, Jubilee Hills,
AIPO4 gel): <1.25 mg Thiomersal (as pre- Telangana, India. querabad'SOOO?’?” Telangana,
servative): <0.01% w/v Nor-mal saline (sodium India
8 |Purified HBsAg 10.0pg Elovac-B 0.5 ml Vial 0.5 ml Vial M/s INDIAN INSPECTED
Aluminium hydroxide gel equivalent to Al+++ M/s Human Biologicals Institute IMMUNOLOGICALS LTD
0.25mg Thiomersal(as preservative) (A Division of Indian Immunologicals (A wholly owned subsidiary of
0.025mg Limited) Rakshapuram, National Dairy Development Board
Phosphate Buffer q.s to 0.5ml Gachibowli, P.O., Hyderabad-500032. (NDDB)), Road No.44, Jubilee Hills,
Telangana, India. Hyderabad-500033, Telangana,
India
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Potency: 22.5 1. U. per vial
Stabilizers: Maltose and Human Albumin...q. s.
Preservative: Thiomersal < 0.015% w/v

Survey No. 281 to 284 and 321,
Biotech Park Phase - III, Karkapatla
Village, Markook Mandal, Siddipet
District -502 281, Telengana, INDIA

National Dairy Development Board
(NDDB)), Road No.44, Jubilee Hills,
Hyderabad-500033, Telangana,
India

S.NO GENERIC NAME BRAND NAME |STRENGTH PACK [(NAME OF THE MANUFACTURING (NAME OF THE MARKETING INSPECTED | REMARKS
FIRM FIRM OR NOT
INSPECTED
9 |Purified HBsAg 20.0pg Elovac-B 1 ml Vial 1ML VIAL M/s INDIAN INSPECTED
Aluminium hydroxide gel equivalent to Al+++ M/s Human Biologicals Institute IMMUNOLOGICALS LTD
0.50mg Thiomersal(as preservative) (A Division of Indian Immunologicals [(A wholly owned subsidiary of
0.05mg Limited) Rakshapuram, National Dairy Development Board
Phosphate Buffer q.s to 1ml Gachibowli, P.O., Hyderabad-500032. (NDDB)), Road No.44, Jubilee Hills,
Telangana, India. Hyderabad-500033, Telangana,
India
10 |Purified HBsAg 10.0pg Elovac-B 5 ml Vial 5 ml Vial M/s INDIAN INSPECTED
Aluminium hydroxide gel equivalent to Al+++ M/s Human Biologicals Institute IMMUNOLOGICALS LTD
0.25mg Thiomersal(as preservative) (A Division of Indian Immunologicals [(A wholly owned subsidiary of
0.025mg Limited) Rakshapuram,  [National Dairy Development Board
Phosphate Buffer q.s to 1ml Gachibowli, P.O., Hyderabad-500032. (NDDB)), Road No.44, Jubilee Hills,
Telangana, India. Hyderabad-500033, Telangana,
India
11 |Purified lyophilized Rabies antigen derived from ABHAYRAB (0.5 ml Vial+ 0.5 ML INDIAN IMMUNOLOGICALS INSPECTED
Rabies virus {L. Pasteur 2061/ Vero Strain propagated Diluent, 2.5 IU VIAL M/S INDIAN IMMUNOLOGICALS |(LIMITED.
in Vero Cells), Inactivated. Strength LTD (A wholly owned subsidiary of
Potency: 22.5 IU per vial. National Dairy Development Board
Stabilizers: Maltose and Human Albumin ... g.s. Survey No. 281 to 284 and 321, (NDDB)), Road No.44, Jubilee Hills,
Preservative: Thiomersal 0.015% w/v Biotech Park Phase - IlI, Karkapatla |Hyderabad-500033, Telangana,
Village, Markook Mandal, Siddipet |India
District -502 281, Telengana, INDIA
12 |Purified Lyophilized Rabies antigen derived from ABHAYRAB |1 ml Vial+ 1ML VIAL INDIAN IMMUNOLOGICALS INSPECTED
Rabies virus (L. Pasteur 2061/ Vero Strain Diluent, 2.5 IU M/S INDIAN IMMUNOLOGICALS (LIMITED.
propagated in Vero Cells) Inactivated. Strength LTD (A wholly owned subsidiary of
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LTD

Survey No. 281 to 284 and 321,
Biotech Park Phase - III, Karkapatla
Village, Markook Mandal, Siddipet
District -502 281, Telengana, INDIA

S.NO GENERIC NAME BRAND NAME |STRENGTH PACK [(NAME OF THE MANUFACTURING (NAME OF THE MARKETING INSPECTED | REMARKS
FIRM FIRM OR NOT
INSPECTED
13 |Purified Lyophilized Rabies antigen derived from ABHAYRAB PF (0.5 ml Vial+ 0.5 ML INDIAN IMMUNOLOGICALS INSPECTED
Rabies Virus (L. Pasteur 2061/ Vero strain propagated Diluent, 2.5 IU VIAL M/S INDIAN IMMUNOLOGICALS |LIMITED.
in Vero cells), Inactivated. Potency: 2.5 IU per vial. Strength LTD (A wholly owned subsidiary of
Stabilizer: Maltose and Human Albumin...q.s. National Dairy Development Board
Survey No. 281 to 284 and 321, (NDDB)), Road No.44, Jubilee Hills,
Biotech Park Phase - IlI, Karkapatla |Hyderabad-500033, Telangana,
Village, Markook Mandal, Siddipet |India
District -502 281, Telengana, INDIA
14 |Tetanus Toxoid Injection, 0.5 ml AbhayTOX |0.5 ml ampoule 0.5 ml INDIAN IMMUNOLOGICALS INSPECTED
ampoule | M/S INDIAN IMMUNOLOGICALS |LIMITED.

(A wholly owned subsidiary of
National Dairy Development Board
(NDDB)), Road No.44, Jubilee Hills,
Hyderabad-500033, Telangana,
India
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