NATIONAL INSTITUTE OF BIOLOGICALS- NOIDA

BIOLOGICALS TESTED, QUANTITY REQUIRED AND TESTING FEE PAN - AAATNS5228R

TESTING FEE EFFECTIVE FROM 01.07.2017 GSTIN - 09AAATNS5228R1ZX

Doc Id: NIB/SRRD/SQTF/2016 (R-86) dated 24.04.2023 ST No.- AAATNS5228RST001
TIN - 09466201769

24.04.2023

NEW
CODE

PRODUCT NAME

PACK SIZE

QUANTITY REQUIRED/ BATCH

TESTING

TESTING FEE/

GST
@ 18 %

TOTAL

(INR)

TESTING FEE

‘A. BIOCHEMICAL KITS

accessories

All Glucose Reagent-Open Ended - 500 ml or 1000 Tests with Nil 58,218 10,479 68,697
Chemistry accessories
Al2 Glucose Reagent-Closed Chemisty |- 1000 Tests or Reagent quantity Nil 58,218 10,479 68,697
System enough for use over 25 working
days vis-a-vis on-board shelf life of
Reagent with accessories
A2 Blood Glucose Test Strips - 1200 Test Strips with 350 Test Strips with 46,085 8,295 54,380
accessories accessories
A3 Glucometer Device - 10 Nos. with accessories 02 Nos. with 46,086 8,295 54,381

B. BLOOD REAGENTS (Blood Grouping Reagent)

B.1 ABD Pad - 140 Tests 60 Tests 25,991 4,678 30,669
B.2 ABO confirmation card - 144 Tests 72 Tests 25,991 4,678 30,669
B.3 ABO Rh Typing Card - 144 Tests 72 Tests 25,991 4,678 30,669
B.4 Anti D (Verification of Weak D by |- 2 vials 1 vial 37,638 6,775 44,413
IAT)
B.5 **Anti Kp® Reagent - 2 vials 1 vial 28,256 5,086 33,342
B.6 Anti-A (Bulk) - lvial 1 vial 38,671 6,961 45,632
B.7 Anti-A (Concentrate Bulk) - lvial 1 vial 38,671 6,961 45,632
B.8 **Anti-A /B /D /K / control ABO - 144 Tests 72 Tests 25,991 4,678 30,669
card
B.9 Anti-A Monoclonal - 2 vials 1 vial 27,920 5,026 32,946
B.10 Anti-A, (Lectin) - 2 vials 1 vial 36,933 6,648 43,581
B.11 Anti-AB (Monoclonal) - 2 vials 1 vial 35,049 6,309 41,358
B.12 Anti-B ( Concentrate Bulk) - 1 vials 1 vial 38,307 6,895 45,202
B.13 Anti-B (Bulk) - 1 vials 1 vial 38,307 6,895 45,202
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B.14 Anti-B (Monoclonal) - 2 vials 1 vial 27,556 4,960 32,516
B.15 ** Anti-CY Reagent = 2 vials 1 vial 28,732 5,172 33,904
B.16 Anti-D ( RH1) (Totem) - 2 vials 1 vial 34,054 6,130 40,184
B.17 Anti-D (IgG) Monoclonal - 2 vials 1 vial 25,027 4,505 29,5632
B.18 Anti-D (IgM) Monoclonal - 2 vials 1 vial 37,653 6,778 44,431
B.19 Anti-D (IgM)( Bulk) - lvial lvial 37,638 6,775 44,413
B.20 Anti-D (IgM) - lvial 1 vial 37,638 6,775 44,413
(Concentrate Bulk)
B.21 Anti-D (IgM+1gG) (Bulk) - lvial 1 vial 34,084 6,135 40,219
B.22 Anti-D (IgM+IgG) (Concentrate - lvial 1 vial 37,638 6,775 44,413
Bulk)
B.23 Anti-D (IgM+IgG) Monoclonal - 2 vials 1 vial 37,638 6,775 44,413
B.24 **,A\nti.l:ya Reagent - 2 vials 1 vial 28,442 5,120 33,562
B.25 **,A\nti.l:yb Reagent - 2 vials 1 vial 28,445 5,120 33,565
B.26 Anti-H (Lectin) - 2 vials 1 vial 35,214 6,339 41,553
B.27 Anti-Human Globulin - 2 vials 1 vial 41,827 7,529 49,356
B.28 ** Anti-Jk? Reagent = 2 vials 1 vial 29,040 5,227 34,267
B.29 *"‘,A\nti.‘]kb Reagent = 2 vials 1 vial 29,040 5,227 34,267
B.30 **Anti-k Reagent - 2 vials 1 vial 29,172 5,251 34,423
B.31 **Anti-K Reagent - 2 vials 1 vial 27,092 4,877 31,969
B.32 ‘«'f‘«'C,A\nti_sz’1 Reagent - 2 vials 1 vial 28,256 5,086 33,342
B.33 '«'f'«'f,A\nti_Lea Reagent - 2 vials 1 vial 28,732 5172 33,904
B.34 '«'f'«'f,A\nti_Leb Reagent - 2 vials 1 vial 28,714 5,169 33,883
B.35 **Anti-M Reagent - 2 vials 1 vial 28,732 5,172 33,904
B.36 **Anti-N Reagent - 2 vials 1 vial 28,732 5,172 33,904
B.37 **Anti-P; Reagent - 2 vials 1 vial 28,732 5,172 33,904
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**Anti-s Reagent 2 vials 1 vial 5,236

B.39 **Anti-S Reagent - 2 vials 1 vial 5,227
B.40 Blood Grouping Cards - 144 Tests 72 Tests 4,678
B.41 Blood Grouping Rapid Card Test - 144 Tests 72 Tests 4,678
B.42 Bovine Serum Albumin - 2 vials 1 vial 5,903
B.43 CombiPack ABD Monoclonal - 2 combipack 1 combipack 16,763
Antibody
B.44 **Gel Card Anti-M - 144 Tests 72 Tests 4,678
B.45 **Gel Card Anti-N - 144 Tests 72 Tests 4,678
B.46 Gel Card Anti-A; (Lectin) - 144 Tests 72 Tests 4,809

B.47 **Gel Card Antigen Profile | - 144 Tests 72 Tests 4,678
B.48 **Gel Card Antigen Profile Il - 144 Tests 72 Tests 4,678
B.49 **Gel Card Antigen Profile I11 - 144 Tests 72 Tests 4,678
B.50 Gel Card Anti-H (Lectin) - 144 Tests 72 Tests 4,482
B.51 Gel card for Direct Anti Globulin test |- 144 Tests 72 Tests 4,476
B.52 5,001
B.53 Gel Card forward & reverse grouping |- 144 Tests 72 Tests 4,678
B.54 Gel Card forward grouping - 144 Tests 72 Tests 4,678
B.55 Gel Card Rh Subgroups - 144 Tests 72 Tests 4,678
B.56 4,678

B.57 Gel Cards Anti-A/B/AB/DVI Pos/
DVI Neg/Ctl

144 Tests 72 Tests

4,678
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B.58 Gel Cards Anti-A/B/D/Rh subgroups - 144 Tests 72 Tests 25,991 4,678 30,669
B.59 **Gel Cards Anti-C" - 144 Tests 72 Tests 25,991 4,678 30,669
B.60 Gel Cards Anti-D (Human) - 144 Tests 72 Tests 25,991 4,678 30,669
B.61 Gel Cards Anti-DVI - 144 Tests 72 Tests 25,991 4,678 30,669
B.62 **Gel| Cards Anti Fy"’1 = 144 Tests 72 Tests 25,991 4,678 30,669
B.63 **Gel| Cards Anti Fyb = 144 Tests 72 Tests 25,991 4,678 30,669
B.64 **Gel Cards Anti Jk? - 144 Tests 72 Tests 25,991 4,678 30,669
B.65 **Gel Cards Anti JK® - 144 Tests 72 Tests 25,991 4,678 30,669
B.66 **Gel Cards Anti K - 144 Tests 72 Tests 25,991 4,678 30,669
B.67 **Gel Cards Anti-k - 144 Tests 72 Tests 25,991 4,678 30,669
B.68 **Gel Cards Anti.Kpa = 144 Tests 72 Tests 25,991 4,678 30,669
B.69 **Gel Cards Anti-Kpb = 144 Tests 72 Tests 25,991 4,678 30,669
B.70 **Gel Cards Anti-Le? = 144 Tests 72 Tests 25,991 4,678 30,669
B.71 **Gel Cards Anti-Leb = 144 Tests 72 Tests 25,991 4,678 30,669
B.72 **Gel Cards Anti-Lu? = 144 Tests 72 Tests 25,991 4,678 30,669
B.73 **Gel Cards Anti-Lub = 144 Tests 72 Tests 25,991 4,678 30,669
B.74 **Gel Cards Anti-Pi - 144 Tests 72 Tests 25,991 4,678 30,669
B.75 **Gel Cards Anti-S - 144 Tests 72 Tests 25,991 4,678 30,669
B.76 **Gel Cards Anti s - 144 Tests 72 Tests 25,991 4,678 30,669
B.77 Gel Cards Crossmatch Testing (CT) |- 144 Tests 72 Tests 25,991 4,678 30,669
B.78 Gel Cards Neutral - 144 Tests 72 Tests 25,991 4,678 30,669
B.79 **Gel Cards Rh Subgroups +CV+ K |- 144 Tests 72 Tests 25,991 4,678 30,669
B.80 **Gel Cards Rh subgroups + K - 144 Tests 72 Tests 25,991 4,678 30,669
B.81 Gel Cards Type + Screen - 144 Tests 72 Tests 25,991 4,678 30,669
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Microplate for forward & Reverse 144 Tests 72 Tests 4,678

A R s e
B.84 Sera/Gel Card for AHG & C3d 144 Tests 72 Tests
B.85 Gel cards for Anti-A, B, DVI- - 144 Tests 72 Tests 4,476

/Enzyme/AHG -
B.86 Gel cards for DAT Anti-lgG-Dilution - 144 Tests 72 Tests
B.87 Gel cards for LISS/ Coombs + - 144 Tests 72 Tests 4,476

Enzyme Test -
B.88 Gel cards for DC-Screening | - 144 Tests 72 Tests
B.89 Gel cards for Reverse Grouping with - 144 Tests 72 Tests 4,476

Antibody Screening -
B.90 Anti-Human Globulin 1gG - 2 vials 1 vial
B.91 Anti-Human Globulin C3d - 2 vials 1 vial
B.92 Rh Phenotype Card with Anti-D - 144 Tests 72 Tests
B.93 Gel card for ABO/Rh for Patients - 144 Tests 72 Tests
B.94 ** Anti-Lu? Reagent - 2 vials 1 vial
B.95 **Anti-Lub Reagent - 2 vials 1 vial
B.96 Starter pack for preparing Coombs |- 2 Pack 1 Pack

Control Cells ﬂ
B.97 Gel Card for DC Screening 11 - 144 Tests 72 Tests
B.98 Gel Card for ABO Sub Grouping - 144 Tests 72 Tests
NOTE:
|
** The test‘ing facility of yellow highlighted pro‘ducts are also available ‘subject to supply of panel cells‘ by manufacturer |
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NEW PRODUCT NAME PACK SIZE QUANTITY REQUIRED/ BATCH TESTING FEE/ GST TOTAL
CODE TESTING RETAINED BATCH (INR) @ 18 % ;I;EISQ-I)-ING FEE
ODIAGNOSTIC KITS & MOLECULAR DIAGNOSTIC
C1 Anti HBc IgM CLIA - 150 Tests 150 Tests 42,083 7,575 49,658
C.2 Anti HBc IgM ELFA - 150 Tests 150 Tests 42,083 7,575 49,658
C.3 Anti HBc IgM ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
C4 HBe Ag CLIA - 150 Tests 150 Tests 42,083 7,575 49,658
C5 HBe Ag ELFA - 150 Tests 150 Tests 42,083 7,575 49,658
C.6 HBe Ag ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
Cc.7 Anti HBs CLIA/HBs Ab CLIA - 150 Tests 150 Tests 42,083 7,575 49,658
C.8 Anti HBs ELFA/HBs Ab ELFA - 150 Tests 150 Tests 42,083 7,575 49,658
C.9 Anti HBs ELISA/HBs Ab ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
C.10 Anti-HBe CLIA/ HBe Ab CLIA - 150 Tests 150 Tests 42,083 7,575 49,658
Cc.11 Anti-HBe ELFA/ HBe Ab ELFA - 150 Tests 150 Tests 42,083 7,575 49,658
Cc.12 Anti-HBe ELISA/ HBe Ab ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
C.14 Dengue IgM ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
C.15 HBc IgM CLIA - 150 Tests 150 Tests 42,083 7,575 49,658
C.16 HBc IgM ELFA - 150 Tests 150 Tests 42,083 7,575 49,658
Cc.17 HBc IgM ELISA - 96 Tests x 02 Kits 96 Tests x 02 Kits 42,083 7,575 49,658
HBc Total CLIA/ - 150 Tests 150 Tests
C.18 Anti HBG Total CLIA 42,083 7,575 49,658
HBc Total ELFA / - 150 Tests 150 Tests
C.19 Anti HBG Total ELEA 42,083 7,575 49,658
HBc Total ELISA/ - 96 Tests x 02 Kits 96 Tests x 02 Kits
C.20 Anti HBc Total ELISA 42,083 7,575 49,658
c.21 HBe Ag-Ab CLIA - 250 Tests 250 Tests 42,083 7,575 49,658
C.22 HBe Ag-Ab ELFA - 250 Tests 250 Tests 42,083 7,575 49,658
C.23 HBe Ag-Ab ELISA - 96 Tests x 03 Kits 96 Tests x 03 Kits 42,083 7,575 49,658
C.24.1 HBsAq CLIA A 700 Tests 700 Tests 44,457 8,002 52,459
C.24.2 g B 400 Tests 400 Tests 26,674 4,801 31,475
C.25.1 A 700 Tests 700 Tests 44,457 8,002 52,459
Co5p 'IBSAGELFA B 400 Tests 400 Tests 26,674 4,801 31,475
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C.26.1 A 96 Tests x 07 Kits 96 Tests x 07 Kits
C.26.2 HBSAg ELISA B 96 Tests x 04 Kits 96 Tests x 04 Kits
C.27 HBsAg Confirmatory ELISA* - 100 Tests 100 Tests
c.28.1 HBsAg Rapid (Strip/Cassette) A 600 Tests 600 Tests
{Lateral Flow
C.28.2 (Immunochromatography)} B 250 Tests 250 Tests
C.29.1 A 700 Tests 700 Tests
C.29.2 HCV Ab CLIA B 400 Tests 400 Tests
C.30.1 A 700 Tests 700 Tests
C.30.2 HCV Ab ELFA B 400 Tests 400 Tests
C.31.1 A 96 Tests x 07 Kits 96 Tests x 07 Kits
C.31.2 HCV AD ELISA B 96 Tests x 04 Kits 96 Tests x 04 Kits
C.3 HCV Ab Confirmatory/ 100 Tests 100 Tests
' Supplemental Rapid )
HCV Ab Rapid (Strip/Cassette) 600 Tests 600 Tests
C.33.1 A
{Lateral Flow
c.33.2 | (Immunochromatography)} 250 Tests 250 Tests
C.34 HCV Ab RIBA - 100 Tests 100 Tests
HCV Ab Confirmatory
C.35 Western Blot - 100 Tests 100 Tests
C.36.1 A 700 Tests 700 Tests
C.36.2 HCV Ag-Ab ELFA B 400 Tests 400 Tests
C.37.1 A 96 Tests x 07 Kits 96 Tests x 07 Kits
C.37.2 HCV Ag-Ab ELISA B 96 Tests x 04 Kits 96 Tests x 04 Kits
C.38.1 A 700 Tests 700 Tests
C.38.2 HIV'1&2 Ab CLIA B 400 Tests 400 Tests
C.39.1 A 700 Tests 700 Tests
C.39.2 HIV 1&2 Ab ELFA B 400 Tests 400 Tests

Page 7 of 20

I
g <,




NATIONAL INSTITUTE OF BIOLOGICALS- NOIDA

3 e,

/gf"‘@ NG,
j o NS
o 24042023
) i
e
g N

B

B

P

C.40.1 A 96 Tests x 07 Kits 96 Tests x 07 Kits 8,084

C.40.2 HIV'1&2 Ab ELISA B 96 Tests x 04 Kits 96 Tests x 04 Kits 4,850
HIV 1&2 Ab Confirmatory/

c.421  HIV1&2 Ab Rapid A 600 Tests 600 Tests 8,074
(Strip/Cassette)

c.422  |iLateral Flow B 250 Tests 250 Tests 4,844
(Immunochromatography)}
HIV 1&2 Ab Confirmatory Western

C.43 Blot - 100 Tests 100 Tests 7,748

C.46.1 A 700 Tests 700 Tests 8,084

Casz IVAGADCLIA B 400 Tests 400 Tests 4,850

Cc471 A 700 Tests 700 Tests 8,084

cara HIVAGADELFA B 400 Tests 400 Tests 4,850

C.48.1 A 96 Tests x 07 Kits 96 Tests x 07 Kits 8,084
HIV Ag-Ab ELISA : -

C.48.2 B 96 Tests x 04 Kits 96 Tests x 04 Kits 4,850

C.49.1  HIV Ag-Ab Rapid (Strip/Cassette) A 600 Tests 600 Tests 8,074
{Lateral Flow 250 Tests 250 Tests

C.49.2 (Immunochromatography)} B 4,844

C.50.1 . A 700 Tests 700 Tests 7,837

cs0p  HIV TP Combo Rapid B 350 Tests 350 Tests 5,721

Cb51.1 . A 700 Tests 700 Tests 7,837

cs1p  HIVHCV Combo Rapid B 350 Tests 350 Tests 5,721

C.52.1 . A 800 Tests 800 Tests 7,899

Cs2p HIVIHCVHBY Combo Rapid B 450 Tests 450 Tests 6,320

C54  Paclitaxel for HIV, HBsAg, HCV - 01 Vial 01 Vial

css  Human Plasmal Plasma Pool for ; 03 Vials x 05 ml 03 Vials x 05 ml 355
Fractionation as per IP

C.56 Syphilis CLIA - 300 Tests 300 Tests 7,811
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Syphilis ELISA 96Tests x 03 Kits 96Tests x 03 Kits
Syphilis Rapid (Strip/Cassette)

C.58 {Lateral Flow - 250 Tests 250 Tests
(Immunochromatography)}

C.59 Syphilis RPR - 250 Tests 250 Tests

C.60 Syphilis TPHA - 250 Tests 250 Tests
Infection diagnostic test for HBV

#C.61 (Qualitative) - 36 Tests 36 Tests
Infection diagnostic test for HCV

#C.62 (Qualitative) - 36 Tests 36 Tests
Infection diagnostic test for HIV-1

#C.63 (Qualitative) - 98 Tests 98 Tests
Blood donor Screening multiplex

#C64  (HBV,HCV &HIV) Test - 146 Tests 146 Tests
(Qualitative)

#C.65 Viral load monitoring Kit for HBV - 24 Tests 24 Tests

#C.66 Viral load monitoring Kit for HCV - 24 Tests 24 Tests

#C.67 \F/"I(?'_l'oad monitoring Kit for ; 76 Tests 76 Tests

C.69.1  HIV,HCV, Syphilis and HBsAg A 600 Tests 600 Tests
Combo Rapid (Device having Four

C.69.2  individual sample addition wells) B 250 Tests 250 Tests

C70.1 41V 1&2 Ab Rapid (Strip/Cassette) A 600 Tests 600 Tests

C.70.2 {Vertical Flow (Immunofiltration)} 250 Tests 250 Tests

C.711 HIV 1+2 (|mmunodot Test/ Dot A 600 Tests 600 Tests

c.71.2  Immuno Assay) B 250 Tests 250 Tests
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NEW  PRODUCT NAME PACK SIZE QUANTITY REQUIRED/ BATCH TESTING FEE/ GST TOTAL
CODE = SOV BATCH (INR) @ 18 % ;I;IEI%'I)'ING FEE
C.72.1 HIV Ag-Ab Rapid (Strip/Cassette) A 600 Tests 600 Tests 44,855 8,074 52,929
{Vertical Flow(Immunofiltration)}
C.722 B 250 Tests 250 Tests 26,913 4,844 31,757
C.731 HCV Ab Rapid (Strip/Cassette) A 600 Tests 600 Tests 46,371 8,347 54,718
c.732  {Vertical Flow (Immunofiltration)} B 250 Tests 250 Tests 27,823 5,008 32,831
C.74 HBsAg Confirmatory CLIA™* - 100 Tests 100 Tests 42,590 7,666 50,256

* At S.No. C.27 Screening kit in case of HBsAg Confirmatory Assay (Neutralization) at the time of submission.
**At S.No. C.74 Along with accessories,calibrators, QC material, screening kit in case of HBsAg Confirmatory Assay (Neutralization) at the time of submission.
# The quantity of batch required should be sent separately for testing and retained.

A: Batch received on Form MD-13 & MD-17 (Initial Registration Batch).

Note: B: Batch other than as mentioned at A (Routine Batch).
D. BLOOD PRODUCTS
D.1.1 Anti-D Immunoglobulin for 1 ml 110 vials 60 vials 62,645 11,276 73,921
D.1.2 Intravenous use 2ml 55 vials 30 vials 62,645 11,276 73,921
D.2.1 Anti-D (Rho) Immunoglobulin Iml 50 vials 25 vials 80,114 14,421 94,535
D.2.2 (Intramuscular) 0.5ml 100 vials 50 vials 80,114 14,421 94,535
D.3 Anti-Inhibitor Coagulant Complex 250 1U/500 1U/1000 IU 10 vials 05 vials 32,914 5,925 38,839
D.5.1 Hepatitis B Immunoalobulin 0.5ml/0.4ml 70 vials 40 vials 1,94,047 34,928 2,28,975
D.5.2 (Inframuscular) g iml 33 vials 25 vials 194047 34,928 2,28,975
D.5.3 2ml 18 vials 12 vials 1,94,047 34,928 2,28,975
D.5.4 Hepatitis B Immunoglobulin 0.4ml 70 vials 50 vials 1,96,000 35,280 2,31,280
(subcutaneous)
D.6.1 Hepatitis B Immunoglobulin Iml 110 vials 60 vials 1,79,000 32,220 2,11,220
D.6.2 (Intravenous) 2ml 55 vials 30 vials 1,79,000 32,220 2,11,220
D.6.3 40ml 05 vials 02 vials 1,79,000 32,220 2,11,220
D.7 Human Albumin 250ml/100ml/50ml 04 Bottles 02 Bottles 1,08,737 19,573 1,28,310
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. Human Coagulation Factor - IX 500 1U/1000 IU 06 vials 04 vials

D.9 Human Coagulation Factor - IX 500 1U/1000 IU 06 vials 02 vials
(rDNA)

D.10 Human Coagulation Factor - VI1II 250 1U/ 500 1U/ 08 vials 04 vials
(Dried Human Antihaemopbhilic 1000 1U
Fraction)

D.11 Human Normal Immunoglobulin 2ml 10 vials 05 vials
(IM)

D.12 Human Normal Immunoglobulin - 04 Bottles 02 Bottles
(Intramuscular) (Bulk)

D.13.1 Human Normal Immunoglobulin for |50 ml 03 Bottles 02 Bottles

D.13.2 Intravenous use 10 ml 10 Bottles 08 Bottles

D.13.3 100 ml 03 Bottles 02 Bottles

D.14 Human Plasma Protein Fraction 250ml/ 100ml 04 Bottles 02 Bottles

D.15 Human Prothrombin Complex 500 1U/1000 IU 10 Bottles 05 Bottles

D.16 Human Normal/Specific - 03 Bottles 03 Bottles
Immunoglobulin (1V) (Bulk)

D.17 Rabies Immunoglobulin 2ml 20 vials 10 vials

D.18 Recombinant Coagulation Factor- 250 1U/500 1U/ 1000 IU 06 vials 02 vials
VIII (rDNA)

D.19 Tetanus Immunoglobulin 1ml 50 vials 25 vials
(Intramuscular)

D.20 Tetanus Immunoglobulin - 04 Bottles 02 Bottles
(Intramuscular) (Bulk)

D.21 Human Fibrinogen 1gm/50ml 05 vials 02 vials

D.22 Human Normal Immunoglobulin 20 ml 04 bottles 02 Bottles
(1gG) (subcutaneous administration)

D.23 Fibrin Sealant Kit - 06 Kits 02 Kits
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Anti-T Lymphocyte Immunoglobulin  5mg/ml (5ml) 10 vials 10 vials 2,03,099
for Human Use, Animal (lyophilized)
D.25 Antihemophilic Factor VIII 250 1U/500 1U/ 1000 10 vials 10 vials
(Recombinant PEGylated) 1U/1500 U
D.26 Anti-D Immunoglobulin _ 50 vials 25 vials
(Intramuscular) Freeze Dried
E. ENZYMES & HORMONE
E.1 Heparin Sodium injection 5000 1U/1000 1U 08 vials 06 vials
E.2 Human Chorionic Gonadotropin NA 0.2g x 1 vial & 5mg x 5 vials Nil
(HCG) Bulk *Sample is required in separate
vials containing quantity as
mentioned above
E.3.1 Human Chorionic Gonadotropin 5000/10000 1U 08 vials 06 vials
E.3.2 (HCG) injection 2000 1U 10 vials 07 vials
E4 Menotropin (Human Menopausal NA 2mg x 4 vials, 4mg x 1 vial & 5mg Nil
Gonadotropin) Bulk x 2 vials *Sample is required in
separate vials containing quantity
as mentioned above
*E.5.1 Menotropin (Human Menopausal 751U 17 vials 14 vials
*E.5.2 Gonadotropin) injection 150 1U 14 vials 14 vials
*E.5.3 600 1U 12 vials 10 vials
*E.5.4 1200 IU 12 vials 10 vials
E.6.1 Enoxaparin Sodium Injection 4000 1U /0.4 ml 20 vials 20 vials
E.6.2 6000 1U /0.4 ml 18 vials 18 vials
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E.7.2 5mg/0.5ml
E;j Recombinant Humgn .G.row.th ignr%llfgnr:“ 12 vials 10 vials
E75 Hormone/Somatropin injection 15mg/1.5ml,
E.7.6 16 1U/ml
E.7.7 36 IU 12 PFS/Vial 10 PFS/Vial
E.8. Recombinant Streptokinase injection |15,00,000 IU/vial 12 vials 10 vials
750000 IU/vial
E.9 Recombinant Human Follicle 75 1U/0.15 ml 10 PFS 10 PFS
Stimulating Hormone Injection 300 1U/0.5 ml 10 vials 10 vials

E.10 Streptokinase Bulk NA 25mg x 3 vials, 5mg x 5 vials, 10mg Nl

x 2 vials & 15mg x 1 vial *Sample is

required in separate vials containing

quantity as mentioned above
*E.11.1  Streptokinase injection 7,50,000 1U 10 vials 08 vials
*E.11.2 15,00,000 1U 09 vials 08 vials
#E.12.1 | Tenecteplase for injection 40mg/vial 6 vials 2 vials
#E.12.2 |(TNK-TPA) 30mg/vial 6 vials 2 vials
#E.12.3 20 mg/vial 6 vials 2 vials
E.13 Urofollitropin Bulk NA 5mg x 3 vials & 2mg x 2 vials Nil

*Sample is required in separate

vials containing quantity as

mentioned above
# E.14.1  Urofollitropin injection 751U 11 vials 08 vials
#E.14.2 50 1U/150 1U 11 vials 08 vials
E.15 Urokinase Bulk/Final NA 05mg x 8 vials *Sample is Nil

required in separate vials

containing quantity as mentioned

above
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BIOLOGICALS TESTED, QUANTITY REQUIRED AND TESTING FEE PAN - AAATN5228R
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Doc Id: NIB/SRRD/SQTF/2016 (R-86) dated 24.04.2023 ST No.- AAATN5228RST001

TIN - 09466201769
NEW PRODUCT NAME PACK SIZE QUANTITY REQUIRED/ BATCH TESTING FEE/ GST TOTAL
CODE TESTING RETAINED BATCH (INR) @ 18 % ZEISQ-I)-ING FEE
#E.16 Urokinase injection 5,00,000 1U/ vial 11 vials 08 vials 84,239 15,163 99,402
#E. 17 Elaprase Injection 02 mg/ml 04 vials 04 vials 1,62,733 29,292 1,92,025
#E.18 VPRIV Injection 400 units/vial 06 vials 06 vials 1,66,152 29,907 1,96,059
#E. 19 Replagal Injection 01 mg/ml 04 vials 04 vials 1,55,988 28,078 1,84,066
E.20 Human C1-Esterase Inhibitor 500 1U/10 ml 13 vials 08 vials 1,49,250 26,865 1,76,115

Note: If any other Dosage form (in U or mg/vial) received other than mentioned above, accordingly the number of vials will vary.

* Certificate of analysis of the concerned bulk/concentrated solution from which the injection is prepared should be provided by the manufacturer with the samples
while submitting to NIB for QC testing.

# Manufacturer submitting samples for QC testing at NIB for the first time, is required to submit specific requisites as per manufacturer’s protocol for initiating
standardization.

F. RECOMBINANT PRODUCTS
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F.1.1 Biphasic Isophane Insulin (25/75)  3ml-PFS 25 10 79,892 14,381 94,273
F.1.2 Biphasic Isophane Insulin (25/75)  10ml-vial 15 10 79,892 14,381 94,273
F.1.3 Biphasic Isophane Insulin (30/70)  3ml-PFS 25 10 79,892 14,381 94,273
F.1.4 Biphasic Isophane Insulin (30/70)  10ml-vial 15 10 79,892 14,381 94,273
F.1.5 Biphasic Isophane Insulin (50/50) 3ml-PFS 25 10 79,892 14,381 94,273
F.1.6 Biphasic Isophane Insulin (50/50) 10ml-vial 15 10 79,892 14,381 94,273
F.2 Dulaglutide 0.75mg/ 1.5 mg 25 5 57,713 10,388 68,101
F.3 Exenatide 1.2 ml — Pen 25 5 58,134 10,464 68,598
F.4.1 Filgrastim Injection (rh. GCSF) Iml — vial/PFS 15 5 99,421 17,896 1,17,317
F.4.2 <1ml — vial/PFS 15 10 99,421 17,896 1,17,317
F.5 Insulin Aspart bulk aliquots 29 x 2 aliquotes Nil 82,963 14,933 97,896
F.6.1 Insulin Aspart 3ml-PFS/Pen 25 10 75,927 13,667 89,594
F.6.2 10ml — vial 15 10 75,927 13,667 89,594
F.7.1 Insulin Aspart & Insulin aspart 3ml — PFS/Pen 25 10 76,790 13,822 90,612

protamine suspension Mixed in 30/70

mix
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Insulin Aspart & Insulin aspart 3ml — PFS/Pen

protamine suspension Mixed in 50/50

mix
F.8 Insulin Degludec 3ml Pen 20 10
F.9 Insulin Degludec / Insulin Aspart 3ml Pen 30 10
F.10 Insulin Detemir 3ml - Pen 20 10
F.11.1 Insulin Glargine 1.5ml — PFS/Pen 25 10
F.11.2 3 ml — PFS/Pen 25 10
F.11.3 10ml-vial 15 10
F.12.1 Insulin Glulisine 3ml — PFS/Pen 25 10
F.12.2 10ml-vial 15 10
F.13 Insulin Lispro bulk aliquots 2g x 2 aliquotes Nil
F.14.1 Insulin Lispro 3ml - PFS/Pen 25 10
F.14.2 10ml-vial 15 10
F.15.1 Insulin Lispro & Insulin Lispro 3ml PFS/Pen 25 10

Protamine Suspension (Mixed in

25/75 Mix)
F.15.2 Insulin Lispro & Insulin Lispro 3ml - PFS/Pen 25 10

Protamine Suspension Mixed in

50/50 Mix
F.16 Interferon alpha 2b injection 3MIU/ml PFS 15 10
F.17.1 Isophane insulin (NPH) 3ml — PFS/Pen 25 10
F.17.2 10ml-vial 15 10
F.18 Liraglutide (Glucagon 3ml-Pen 20 10

like Peptide-1)
F.19 Peg Filgrastim Injection (PegGCSF) 6mg/ 0.6 ml PFS/vial 20 5
F.20 Peg Interferon alpha 2b inj 50 ug/0.5ml PFS/vial 15 10

80 mcg/0.5ml PFS/vial
100 mcg/0.5 ml PFS/vial

F.21 Peg Interferon Beta 1a inj 125ug/0.5ml PFS/vial |25 5
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CODE TESTING RETAINED BATCH (INR) @ 18 % ;I;IEI%'I)'ING FEE
F.22 rh — Insulin bulk aliquots 29 x 2 aliquotes Nil 82,571 14,863 97,434
F.23 rh- Erythropoietin bulk aliquots 29 x 2 aliquotes Nil 1,09,139 19,645 1,28,784
F.24.1 rh. Erythropoietin injection Iml — vial/Pen 15 5 1,09,139 19,645 1,28,784
F.24.2 < 1ml - vial/Pen 20 5 1,09,139 19,645 1,28,784
F.25 rh. Interferon beta 1a Injection 0.5ml - PFS 30 5 1,20,815 21,747 1,42,562
F.26.1 Soluble insulin (Regular) 3ml — PFS/Pen 25 10 78,432 14,118 92,550
F.26.2 10ml-vial 15 10 78,432 14,118 92,550
F.27 Teriparatide (rh. Para Thyroid 600 mcg/2.4ml 15 10 84,458 15,202 99,660
Hormone- PTH)
F.28 Xultophy (Liraglutide & Degludec) 3ml Pen 30 10 79,126 14,243 93,369
F.29 Peg Erythropoietin 35 PFS 20 10 1,09,139 19,645 1,28,784
F.30.1 Peg Interferon Beta 1a inj 63 pg/0.5 ml PFS/vial |30 5 1,20,815 21,747 1,42,562
F.30.2 94 ug/0.5 ml PFS/vial |30 5 1,20,815 21,747 1,42,562
F.31 Insulin Glargine Bulk aliquots 29 x 2 aliquotes Nil 84,510 15,212 99,722
F.32 Recombinant interferon beta 1b 1ml 20 vials 5 vials 1,20,815 21,747 1,42,562
injection 250 g/ ml
F.33 Darbepoetin Alpha Injection 40 meg/ml 25 vials 5 vials 1,20,815 21,747 1,42,562
H. VACCINES & ANTISERA
H.1 Cell Culture Rabies vaccine 1ml 21 vials 10 vials 1,46,458 26,362 1,72,820
H.2.1 Hepatitis A 0.5ml 20 vials 20 vials 1,13,862 20,495 1,34,357
H.2.2 1.0ml 12 vials 12 vials 1,13,862 20,495 1,34,357
H.3.1 Hepatitits B 0.5ml 20 vials 20 vials 1,16,995 21,059 1,38,054
H.3.2 1.0ml 12 vials 12 vials 1,16,995 21,059 1,38,054
H.3.3 1.5ml 12 vials 12 vials 1,16,995 21,059 1,38,054
H.4 Japanese Encephalitis Vaccine 0.5ml 20 vials 20 vials 1,11,216 20,019 1,31,235
(Human)
H.5.1 Measles Mumps & Rubella Vaccine 0.5ml 20 vials 20 vials 1,13,907 20,503 1,34,410
H.5.2 5.0ml 14 vials 14 vials 1,13,907 20,503 1,34,410
H.6.1 Measles Vaccine 0.5ml 20 vials 20 vials 85,619 15,411 1,01,030
H.6.2 5.0ml 14 vials 14 vials 85,619 15,411 1,01,030
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CODE TESTING RETAINED BATCH (INR) @ 18 % ;I;IEI%'I)'ING FEE
H.7.1 Rubella vaccine 0.5ml 20 vials 20 vials 85,619 15,411 1,01,030
H.7.2 5.0ml 14 vials 14 vials 85,619 15,411 1,01,030
H.8 Bacillus Calmette Guerin (BCG) 1ml 57 vials 57 vials 98,155 17,668 1,15,823
Vaccine (0.5ml-20 doses/
0.1 ml-10 doses)
H.9.1 Haemophilus Influenzae Type-b- Single dose 0.5ml 55 vials 55 vials 1,37,900 24,822 1,62,722
H.0.2 (Hib)-TT Conjugate Vaccine Multi dose 5.0ml 18 vials 18 vials 1,37,900 24,822 1,62,722
H.10 Oral Cholera Vaccine Single Human Dose 20 vials 20vials 1,15,311 20,756 1,36,067
H.11 Oral Polio Vaccine 2mi 10 vials 10 vials 77,345 13922 91,267
H.12.1 COVID-19 Vaccines 0.5ml 40 v!als 20 ylals - - -
H.12.2 (Covishield, Covaxin, ZyCoV-D) 5mi 10 vials 5 vials - - -
H.12.3 ' ' 10 ml 10 vials 5 vials - - =
H.13 Rabies Immunoglobulin (Equinge) Single dose (5 mL) 20 vials 10 vials 1,78,310 32,096 2,10,406
H.14 Human Papilloma Virus Vaccine Single dose (1 mL) 30 vials 15 vials 1,17,313 21,116 1,38,429

NOTE: Under validation studies

J. THERAPEUTIC ANTIBODIES

J.1.1 Adalimumab 40mg/0.8ml 10 PFS 10 PFS 1,31,507 23,671 1,55,178
J.12 20mg/0.4ml 11 PFS 11 PFS 1,31,507 23,671 1,55,178
J.1.3 40mg/0.4ml 10 PFS 10 PFS 1,31,507 23,671 1,55,178
J21 Bevacizumab 100mg/4ml 5 vials 5 vials 1,31,507 23,671 1,55,178
J.2.2 400mg/16ml 5 vials 5 vials 1,31,507 23,671 1,55,178
J.3 Etarnercept 25mg/0.5ml 9 PFS 9 PFS 1,31,507 23,671 1,55,178
J4 Pertuzumab 420mg/ 14ml 5 vials 5 vials 1,31,507 23,671 1,55,178
J5.1 Ramucirumab 100mg/10ml 5 vials 5 vials 1,31,507 23,671 1,55,178
J.5.2 500mg/50ml 5 vials 5 vials 1,31,507 23,671 1,55,178
J.6 Ranibizumab 23mg/230ml 16 vials 16 vials 1,31,507 23,671 1,55,178
J.7.1 Rituximab 100mg/10ml 5 vials 5 vials 93,701 16,866 1,10,567
J.7.2 500mg/50ml 5 vials 5 vials 93,701 16,866 1,10,567
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Js.1l Trastuzumab 150mg/7.2ml 6 vials 6 vials 1,31,507 23,671 1,565,178
J.8.2 440mg/20ml 6 vials 6 vials 1,31,507 23,671 1,55,178
J.o.l Anti-D Immunoglobulin, I.M 1ml 33 vials 33 vials 1,44,658 26,038 1,70,696
J.9.2 (Monoclonal) 0.5ml 36 vials 36 vials 1,44,658 26,038 1,70,696
J.10.1 Single dose 0.5ml 50 vials 50 vials 1,47,517 26,553 1,74,070
J.10.2 Human Hepatitis B Immunoglobulin |Single dose 1 ml 33 vials 33 vials 1,47,517 26,553 1,74,070
J.10.3 (Intramuscular) (Monoclonal) Multi dose 2 ml 18 vials 18 vials 1,47,517 26,553 1,74,070
J.10.4 Multi dose 3 ml 13 vials 13 vials 1,47,517 26,553 1,74,070
J.10.5 Multiple dose 10 ml 6 vials 6 vials 1,47,517 26,553 1,74,070
J.10.6 Multiple dose 40 ml 3 vials 3 vials 1,47,517 26,553 1,74,070
J.121 Tetanus Immunoglobulin Iml/vial 33 vials 33 vials 38,537 6,937 45,474
J.12.2 (Monoclonal), Tetclone 2ml/vial 18 vials 18 vials 38,537 6,937 45,474
J.13 Obinutuzumab 1000mg/40ml 4 vials 4 vials 93,701 16,866 1,10,567
J.14 Omalizumab 150mg/1ml 9 vials 9 vials 1,31,507 23,671 1,55,178
J.15 Natalizumab 300mg/ 15ml 4 vials 4 vials 1,31,507 23,671 1,565,178
J.16 Pembrolizumab 100mg/4ml 4 vials 4 vials 1,31,507 23,671 1,55,178
J.17 Infliximab 100mg 10vials 10Vials 1,31,507 23,671 1,55,178
J.18 Mepolizumab 100mg 10vials 10Vials 1,31,507 23,671 1,55,178
J.19 Recombinant Anti Rho-D 300mcg 100 vials 100 vials 1,31,507 23,671 1,55,178

Immunoglobulin Injection
J.20 Vedolizumab 300mg 09 vials 09 vials 1,31,507 23,671 1,55,178
J.21.1 Transtuzumab Emtansine 100mg/5ml 05 vials 05 vials 1,31,507 23,671 1,55,178
J.21.2 160mg/8ml 05 vials 05 vials 1,31,507 23,671 1,565,178
322 Egg%‘é:“f"(‘i So(flﬁ?lir:'f:r‘ nfusion) 1™ 10vials 10Vials 144,658 26,038 1,70,696
J.23.1 Denosumab 60 mg/ml 12 PFS 12 PFS 1,44,657 26,038 1,70,695
J.23.2 120 mg/1.7 ml 12 vials 12 vials 1,44,657 26,038 1,70,695
J.24 Benralizumab 30 mg/ml 12 PFS 12 PFS 1,44,657 26,038 1,70,695
J.25.1 Durvalumab 120 mg/2.4 ml 09 vials 09 vials
J.25.2 500 mg/10 ml 05 vials 05 vials 144,657 26,038 170,695
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Tocilizumab 400 mg/20 ml 05 vials 05 vials

Cetuximab 100 mg/20 ml 05 vials 05 vials

gé_\ljchR_;;'R/:Edzt'? (?nn)OSIS of NA 160 Tests 160 Tests
Ny o B
K3 oRfN('ZA(\)I\E/XItIIr)ﬁtS!)o?Viglti?j;?; n[))fagnosTs NA 50 Tests 50 Tests
R ton i for sty
K.5 &wdzirolﬁ)iagnosis of COVID-19 NA 20 Tests 20 Tests
K.6 E/B-I:tv'chf'?gs?i:qag)nmis of COVID-19 NA 10 Tests 10 Tests
K.7 gaop\i/dlD Ab kit (1gG to S Protein) NA 250 Tests 250 Tests
K.8 gEIVAID Ab kit (1gG to S Protein) NA 400 Tests 400 Tests
K.9 gaop\i/dlD Ab kit (IgG to N Protein) NA 250 Tests 250 Tests
K.10 gEIVAID Ab kit (1gG to N Protein) NA 400 Tests 400 Tests
KA1 Eg'\'/‘ﬁa'\_"l'; |(<\I/taf|?<; a'zgar%ms's o Na 160 Tests 160 Tests
s Dol s
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NEW PRODUCT NAME PACK SIZE QUANTITY REQUIRED/ BATCH TESTING FEE/ GST TOTAL
CODE TESTING RETAINED BATCH (INR) @ 18 % ;I;IEI%'I)'ING FEE
L. Other Services
L.1 Scrutiny of summary batch production and quality control protocol for the purpose of batch release fee will be Rs.2360/- (including 18% GST)
L.2 For scrutinizing of technical dossiers (CMC module whenever applicable) at the time of granting marketing approval of the biological product, imported/indigenously

FOR PAYMENT/DEPOSIT OF TESTING FEE THOUGH BANK TRANSFER

NAME OF BANK

BANK OF BARODA SECTOR-29, NOIDA (U.P)

NAME OF ACCOUNT NATIONAL INSTITUTE OF BIOLOGICALS
S.B. ACCOUNT 26290100001774

IFSC CODE BARBONOIDAX (5th digit is Zero)

SWIFT CODE BARBINBBNOI (10th digit is Zero)

MICR CODE NO.

110012066

Payment can be made via Online Payment Gateway:http://www.nib.gov.in/testing_fee.html

Testing Fees submitted Online should also be intimated to the Institute through email to
(1) srrd@nib.gov.in (2) finance@nib.gov.in

Change Control: Doc. Id: - NIB/SRRD/SQTF/2016(R-85) is superseded by NIB/SRRD/SQTF/2016 (R-
86) dated 24.04.2023
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TESTING FEES IS REQUIRED TO BE SUBMITTED IN ADVANCE
ALONG WITH THE RESPECTIVE BATCH SENT TO THE INSTITUTE
FOR TESTING
Note: 1. Testing Fees once submitted at NIB for Samples forwarded through
Zonal / Sub-zonal/ Port Offices of CDSCO which can be tested at NIB cannot
be refunded.

2. Testing Fees submitted at NIB for Samples which cannot be tested at NIB
can be refunded or adjusted against other samples within a month of
submission of testing fee.




