Blood products Data 2015 (Registration Certificate and Import Licenses)

S.no | RC No. | Indian Company name Overseas Validity Import Indian Validity Product Name
Manufacturing site Lic. No. | Company name
BP-46- M/s Reliance Life
165 Sciences Pvt. Ltd.
Plant No. 1, 28.1.2018
Worli, Mumbai
Sciences pvt Itd, TTC limited Cmc:w% anser | 518018 10 M/s Reliance life
0l BP-46 Area of MIDC, Thane- e P BP-46- Sciences Pvt. Ltd
H-2100, Godollo, 28.1.2018 .
Belapur road, Rabale, Tanesics Misitv ut. £ 166 TTC Area of Fraction IV 111
Navi Mumbai. I::mwa\( . MIDC, Thane-
; Belapur road, 28.1.2018
Rabale, Navi
Mumbai.
02 BP-67 M/s Synergy Diagnostic | Wuhan Hiteck Biological | 07.01.2015 to | BP-67- M/s Svnergy 07.01.2015 | 1) Human
pvt Itd, Thane-400606. | Pharma Co. Ltd, Hubei, 06.01.2018 157 Diagnostic Pvt to Immunoglobulin
Maharashtra 43060, China Ltd,. Thane- 6.01.2018 | for L.V 1.25, 2.5g,
400606, 5g
Maharashtra 2) Human
Hepatitis B
Immunglobulin
100 1U, 200 1U,
4001U
3) Human Rabies
Immunoglobulin
1001U, 2001U,
5001U
03 BP-58 M/s Plasmagen Bio M/s SK chemicals Co., | 5.3.2015to0 BP-58- M/s Plasmagen 13.4.2015 | 1) Human serum
sciences Pvt Itd, 1342, | Ltd 12,430-11, 04.3.2018 175 Bio sciences Pvt | t04.3.2018 | albumin solution

Block B, 1*floor, Dr.
Shivaramkaranath
Nagar, M.C.E.H.S
lavout, Yelahanaka
Hobli, Bangalore-

Nambu-daero, Osan-Si,
Gyeonggi-do. Korea-
447320

Itd, 1342, Block
B. 1" floor, Dr.
Shivaramkaranath
Nagar, M.C.E.H.S

layout,

1.P. 20% in 100ml
glass bottle

2) Human Normal
Immunoglobulin for
IU L.P in 100 ml
glass bottle and




Bangalore- vial
560018, J
Karnataka,India

04 SV-55 M/s Sandor medical M/s Genzyne 01.06.2015to0 | - = - Anti human
aids, 8-2-326/5, Road polyclonds S.A.S 1541, 31.05.2018 Thymocyte
No. 3, Avenue Marcel., G i o
Banjara Hills, Fiina ; (rabbit) 5mg powder
Hyderabad-500034

05 BP-11 M/s Kedrion Biopharma | M/s Ortho clinical 01-04-2015 BP-11- M/s Kedrion 01.042015 | Human Anti D
India Pvt. Ltd, TFC- diagnostics Inc, 155 10 31.03.2018 | 167 Biopharma India to Immunoglobulin
04D, 3" Floor, IMD Duryea Road. NY Pvt. Ltd, TFC- 31.03.2018 | 30mcg RhoGAM
Reagent Plaza, Main 11747. US.A 04D, 3" Floor, Ultra Filtered
M.G.road, Gurgaon- ; JMD Reagent e
122001 (Haryana) Plaza, Main Mt it 1h ,

M.G.road, immunoglobulin
Gurgaon-122001 50mg (MICRho
(Haryana) GRAM)

06 BP-68 M/s Elshaddai M/s Harbin pacific 13.04.2015 to | BP-68- M/s Elshaddi 13.5.2015 | Human Hepatitis B
wmo_ommnm_ Ltd, 17/7, m._M wmowrmgamnﬂcanm_ co 12.04.2018 173 wm0~0mmnm—_, to Immunoglobulin
street, Dr. Thirumoorthy | 1td No. 640. Airport Chennai 1242018 100IU.1.P
Nagar, Nungambakkam, road, Harbin, P.R.

Chennai-600034 thina

07 BP-69 M/s Reliance life M/s Cho Ray Hospitals | 01.05.2015 to | BP-69- M/s Plasmagen Valid till
science Pvt. Ltd, TTC 201B, 30.4.2018 220 Pvt Ltd, KCI 30.4.2018 Fresh frozen plasma
Area of MIDC, Thane- | Ho Chi Minh Citv. Chambers, 2nd
Belapur road, Rabale, Vietnam Floor,

Navi Mumbai. 5th Main Road,
Chamarajpet,
Bangalore-
560018,
Karnataka, India.

08 BP-74 M/s Reliance life M/s SK Plasma Co. 1.12.2015 Bp-74-216 | M/s Cadila 11.10.2017 | 1. Human Albumin
science pvt Itd, TTC Ltd., 430-11, Nambu- | 30.11.2018 Healthcare to I.P. 20% (100ml)
Area of ?:WO, ._,Mm_zw- daero. Osan-si, 30.11.2018 L T
Belapur road, Rabale, el = :
Navi Mumbai. Rt Bp-74-215 | M/s Rushi 08.09.2017 | SEEPORobuiE S

Corporation to -




4 Andheri-Kurla
Road, J.B.Nagar,
Andheri (East),
Mumbai-400059

30.11.2018

administration I.P.
(5g in 100ml & 2.5g
in 50 ml)

BP-74-
213

M/s VHB Health
care Shankar
Smruti, Sir
Bhalchandra
Road, Dadar East,
Mumbai-400014,
Maharashtra

11.8.2016
to
30.11.2018

BP-74-
192

M/s Reliance life
science pvt Itd,
TTC Area of
MIDC. Thane-
Belapur road,
Rabale, Navi
Mumbai.

30.11.2018

BP-74-
193

M/s Plasmagen
Bio sciences Pvt
Itd, 1342, Block
B, 1¥floor, Dr.
Shivaramkaranath
Nagar, M.C.EH.S
layout,

Bangalore-
560018,
Karnataka.India

Yelahanaka Hobli,

30.11.2018

09

BP-8

M/s Rushi Coorporation,
715/716 Bonanza, Sahar
Plaza, Andheri-Kurla
Road, J.B Nagar,

M/s Green cross

Coorporation, 586,
Gwahaksaneop 2-ro,

27.05.2015 to
02.04.2018

BP-8-217

M/s Intas
Pharmaceuticals
Ltd., Plot No.
496/1/A & B,

30/12/2016
to
02.04.2018

1) Human Normal
Immunoglobulin
Injection IP in pack
size of 10ml/vial, p




Andheri (East),
Mumbai-400059

Ochang-eup,
Cheongwon-gu, Korea

SarKhej-Bavala
Highway, Vill:
Matoda, Taluka-
Sanand,
Ahmedabad-
382213, Guijarat,
India.

20ml/vial, 50ml/vial
and 100ml/vial.

2) Anti Haemophilic
factor VIII IP in
pack size of 250
1U/vial, 500 IU/vial

3) Human Serum
Albumin 20% IP-

BP-8-188 | M/s Reliance life | 02.04.2018 S0ml/vial. 100ml
science Pvt Itd, /vial :
TTC Area of
MIDC, Thane- 4)Human
Belapur road., Hepatitis
Rabale, Navi BImmunoglobulin
Mumbai. P
1001U/0.5ml,
M/s Plasmagen 200IU/1ml
BP-8-185 | Bio sciences Pvt 5) Tetanus
Itd, 1342, Block | 02.04.2018 | [ munoglobulin
st e
B, 1" floor, Dr. (Human) IP (Sero-
Shivaramkaranath Tet)-2501U/vial
Nagar, M.C.E.H.S
layout, . 6) Cryopaste 1Kg,
Yelahanaka Hobli, 5Kg, 10Kg, 15Kg
Bangalore- 20Kg wm_mm.
560018, u
Karnataka, India
10 BP-61 | M/s Pfizer Products M/s Pharmacia & 26.08.2015 to | - . - ARE M
India Pvt Ltd, The Upjohn Company, 27.06.2018 S
capital-B wing, 1802, | 7000, Portage road. e
18" floor, Bandra (East). | nf:ohi ulin (Equ
¢ Buriiiar oy (East), | Michigan-49001, USA. Globulin (Equine),
Sterile solution
250mg antibody
protein
11 BP-71 M/s Kedrion Biopharma | M/s Kedrion SPA, Via | 23.06.2015to | BP-71- M/s Kedrion 23.6.2015 1) Anti-Hemophilic

Factor 1X




India Pvt. Ltd, TFC- Provincale, LOC, 22.06.2018 178 Biopharma, TFC- | to (AIMAFIX)-200
04D, 3" Floor, IMD Bolognana, 55027, 04D, 3" Floor, 22.6.2018 | 1U/2501U/5001U/10
Reagent Plaza, Main Lucca, Italy. IMD Reagent 001U A3
M.G.road, Gurgaon- 3 Plaza, Main MoW_“:/\ __ﬁaov:___n
122001 (Haryana). W\_ﬂ._mwwwﬂn.r_wmoom (EMOCLOT)-200
1U/2501U/5001U/10
A:Nﬂ%mnwv. 001U
3) Normal Human
Immunoglobulin
Intravenous (Ig
Vena)-1g/20ml,
2.5¢/50ml,
5g/100ml,
10g/200ml)
4) Normal Human
Serum Albumin
(Uman)-20g/100ml-
50ml &100ml
5) Human Plasma
Prothrombin
Complex
Concentrate
Lyophilized-500 1U
12 BP-10 M/s Prosper Channel M/s. Sichwan yande 21.08.2015to | BP-72- M/s Prosper 21.08.2015 | Human Rabies
Life Science India Pvt. | shuyag 20.08.2018 183 Channel Life to Immunoglobulin 1P,
Ltd., Plarmscentizals Co. Science India Pvt. | 20.08.2018 _aw_c\a_ in 1ml
w-m,mtr Ramphal Chowk, Ltd.. 32" floor. Ltd., _ M%o_c_\s_ S
e Sichuan-610041, China S g vial
Dwarka, New Delhi- . Chowk, Sector-7, 500 TU in Sml vi‘al
110077 Dwarka, New
_ Delhi-110077
13 SV-42 M/s Serum Institute of | M/s Jiangxi Institute of 01.12.2015- |- - - Tetanus Antitoxin
India Pvt. Ltd., 212/2, | Biological Products, 30.11.2018 2000-5000 TU/ml
Hadapsar, Pune-411028 | National Jingganshan (Bulk)
Economic and
Technological
Development Zone,
Jiangxi, Jian, China
14 BP-13 M/s Trigenesis Life M/s Kamada Ltd, 2 01/05/2015 BP-13- M/s Trigenesis 01/05/2015 | 1) Anti D (Rho)
Sciences PVT LTD No. | Holzman St, Science to 161 Life Sciences PVT | to Immunoglobulin




160, 2nd Floor, Kci
Chambers. 5th Main
Road, Chamarajpet.
Bangalore - 560018,

Park, P.O Box 4081,
Rehovot 7670402 (Israel)

30/04/2018

LTD No. 160, 2nd
Floor, Kci
Chambers, 5th
Main Road.
Chamarajpet,
Bangalore —
560018

30/04/2018

IM (PlasmaRho)
EP

2) Anti D (Rho)
Immunoglobulin
IV (PlasmaRho-D
LV Y

3) Anti-Rabies

BP-13- M/s Plasmagen Immunoglobulin
163 Bio sciences Pvt 30/04/2018 | IM (Plasma
Itd, 1342, Block RAB)-EP
B, 1% floor, Dr.
Shivaramkaranath
Nagar, M.C.E.H.S
layout,
Yelahanaka Hobli,
Bangalore-
560018,
Karnataka,India

15 BP-40 | M/s Bharat Serum and | M/s Green Cross 31.05.2018 | BP-40- M/s Reliance life | 31.05.201 | Human
Vaccine Limited, 17" | corporation, Ochang- 182 science pvt Itd. 8 intravenous
Floor, Hoechst House, | eup, Cheongwon-gu TTC Area of Immunoglobulin
Nariman Point, Cheongiu si MIDC, Thane- bulk (1 L, 10L.
Mumbai-400021 Chungeheongbuk-do Belapur road, 30L, 50L)

ey Rabale, .ZmS
Mumbai.

16 BP-17 | M/s Paviour M/s Biotest Pharma M/s Paviour 30.06.201 | 1. Anti-
Pharmaceuticals Pvt. | GmbH Landsteinerstr | 30.06.2018 | BP-17-92 | Pharmaceuticals | 8 Hemophilic
Ltd, 311-312, Suneja 5, D-63303, Dreicich Pvt. Ltd, 311- factor VIII-IP/EP
Tower-1, District Germany 312, Suneja (Factor VII
Centre, Janakpuri, Tower-1, District SDH)

New Delhi Centre,
Janakpuri, New 2. Human
Delhi Albumin

solution 5%,
20%-1P/EP
(Albiomin)




3. Human
Hepatitis B
Immunoglobulin
-IP/EP (Heptacet
Cr)

4. Human
Normal
Immunoglobulin
1.V. 5%-1P/EP
(Intracet)

5. Human
Normal
Immunoglobulin
I.V. 10%-IP/EP
(intracet)

6. Human
Normal
Immunoglobulin
I.V.-IP/EP
(Pentaglobin)

7.Human
Hepatitis B
Immunoglobulin

-IP/EP (Fovepta)
17 BP-27 | M/s Paviour M/s Cangene 14.05.2018 | BP-27- M/s Paviour 14.05.201 | Win Rho SDF
Pharmaceuticals Pvt. | Coorporation, 155 176 Pharmaceuticals | 8 Liquid (Rho (D)
Ltd, 311-312, Suneja | Innovation Drive, Pvt. Ltd, 311- Anti-D Immune
Tower-1, District Winnipeg, MB Canada 312, Suneja globulin

Centre, Janakpuri,

R3T5Y3

Tower-1, District

(Human) for




New Delhi Centre, Intravenous use
Janakpuri, New
Delhi
18 BP-55 | M/s Kedrion M/s Kedrion SPA, 55.7 | 31.12.2017 | BP-55- M/s kedrion 31.12.201 | 1) Human Anti
Biopharma Pvt Itd, B15 KM 19.5 80029 s. 149 Biopharma 4 D.
House No. R-265C, Antimo, Naples Italy House No. R- Immunoglobulin
Ground Floor Greater 265C, Ground 300 meg.
Kailash Part-I NEW Floor Greater
DELHI Kailash Part-1 2) Human
NEW DELHI Hepatitis B
Immunoglobulin
180IU
3) Human
Hepatitis B
Immunoglobulin
5401U
4) Human
Hepatitis B
Immunoglobulin
500U
5) Human
Hepatitis B
Immunoglobulin
25001U
19 BP-3 M/s Baxter India, DLF | M/S. Baxalta US Inc., 30.09.2018 | BP-3-198 | M/s Baxalta 30.09.201 | 1. Anti-
Cyber city, DLF 1700 Rancho Conejo Bioscience India | 8 hemophilic
Phase-II, Gurgaon, Boulevard, Thousand Pvt. Ltd, First Factor VIII
Haryana. Qaks, California, floor, Plot No. (Human) Method
91320, USA 70, A-26, Rama M, Monoclonal
road, New Delhi Purified Nano

filtration




Recombinant
Coagulation
Factor VIII,
rFVIIL, 250 TU,
500 1U, 1000 TU,
1500 TU,
20001U, and
3000 IU IN Sml
and 50 1U, 500
[U, 1000 IU in 2
ml,

3) Recombinate-
Recombinant
Anti Hemophilic
Factor VIII--
250/500/1000
[V, 5ml,

4) Recombinate-
Recombinant
Anti Hemophilic
Factor VIII-
250/500/1000

1V, 10ml u




2. Factor V paste

20

BP-60

M/s Baxalta

Bioscience India Pvt.
Ltd, First floor, Plot
No. 70, A-26, Rama

road, New Delhi

M/S. Baxalta US Inc..
1700 Rancho Conejo
Boulevard, Thousand
Qaks, California,
91320, USA

30.09.2018

BP-60-
203

M/s Baxalta
Bioscience India
Pvt. Ltd, First
floor. Plot No.
70, A-26. Rama
road, New Delhi

30.09.201
8

1. Anti-
hemophilic
Factor V1II
(Human) Method
M, Monoc onal
Purified Nano
filtration. 10 ml
Bottle, 22(-2000
IU/Vial.

2. Coagulation
Factor [X
(Recombinant)-
250 TU/vial, 500
IU/vial. 1000
IV/vial, 2000
[U/vial

21

FF-94

M/s Baxter India, DLF

Cyber city, DLF

Phase-I1, Gurgaon,

Haryana.

M/s. Baxalta Belgium
Manufacturing S.A..
Boulevard Rene
Branquart 80, 7860,
Lessines, Belgium

30.09.2018

FF-94-
196

M/s Baxalta
Bioscience India
Pvt. Ltd, First
floor, Plot No.
70, A-26, Rama
road, New Delhi

30.09.201
8

1) Kiovig -
Human Normal
Immunoglobulin
(Human IV1g).
Solution for
injection
(intravenous),
pack size
1gm/10ml,
2.5gm/25ml,
10gm/ 1 00ml, &
20gm/200ml.
2) Advate-

=



Recombinant
Coagulation
Factar VIII.
tEVIII, 250 I,
300 IU, 10C0 U,
150011,
2000'U, and
3000 IU IN 5r1
and 50 U, 5(«
U, 1000 IUJ ir2
ml,

3) Recombinaz-
Recombinart
Anti Hemophi ¢
Facto- VIII--
250/500/10C0

| [V, Sml,

' 4) Recombinat -
Recombinant
Anti Hemophic
Factor VIII-
250/500/1000
IV, 10m] 4 |




