Annexure-1

Quantity of Drugs Sample Required For Complete Analysis

S.No. | Name of Drug Sample Form-18 Survey
Samples Samples

1. Tablets 100 Tablets 20 Tablets

2. Capsules 100 Capsules 20 Capsules

3. Syrups / Oral Liquids/ 12 Bottles 2 Bottles
Suspensions

4. Injection (Ampoule) (1-10 ml) [40 Ampoules 10 Ampoules
Injection (Ampoule )  (10-100 25 Ampoules 10 Ampoules
ml)

5. Large Volume Parentrals ( more |10 Bottles 2 Bottles
than 100 ml)

6. Powder for injection ( Sterile) 40 Vials 5 Vials

7. Dry Powder for Oral/ Liquid 25 Bottles 5 Bottles
Suspension

8. Oral Rehydration Salt Sachets 30 Pcs 5 Pcs

9. API Drug 2x10gm 5gm

10. Ointment/ Creams / Paste / Gel |12 Pcs 2Pcs
(Non Sterile)
Ointment/ Creams / Paste / Gel |20pcs 5pcs
(Sterile)

11. Eye / Ear Drops 40 Vials/ pcs 5 Vials/ pcs

12. Nasal Preparation 20 Vials 5 Vials

13. Inhalers/ Spray 40 Pcs 5 Pcs

14. Pessaries / Lozenges 60 Pcs 20 Pcs

15. Empty Gelatine Capsules 500 Capsules 100 Capsules
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Annexure-2

Quantity of Cosmetics Sample Required For Complete Analysis

S.N Name of Cosmetic Sample Form-18 Survey Samples
Samples
1. Skin Cream 3 x50 gm 1x50gm
2. Hair Cream 3 x50 gm 1 x50 gm
3. Shampoo 3 x 200 ml 1x200 ml
4. Soap 3 x150 gm 1x 150 gm
B Transparent Toilet Soap 3 x 150 gm 1 x 150 gm
6. Tooth Powder 3 x50 gm 1x50gm
7. Shaving Cream 3 x15gm 1x15gm
8. Cosmetic Pencil 20 Pencils 5 Pencils
0. Hair Dyes ( Liquid, Gel & 3 x 100 ml 1 x 100 ml
Cream)
10. Powder Hair Dyes 4 x 20 gm 1x20gm
11. Liquid Toilet Soap 3 x 100 ml 1 x 100 ml
12. Bathing Bar 3X75gm 1x75gm
13. Hair Oil 3 x50 ml 1 x50 ml
14. Lipstick 15 Packs 5 Packs
15. Nail Polish 15 Packs 5 Packs
16. Talcum Skin powder 3 Packs 1 Packs
17. Kajal 10 Packs 1 Packs
18. Any other cosmetic 3 Packs 1 Packs

Page 13 of 27




Annexure-3

Quantity of Vaccine Sample Required For Complete Analysis

S.N

Name of Vaccine Sample

Form-18 Samples

Antitoxin / Anti Serum

10 ml x 10 vials / ampoules

1 ml x 50 vials / ampoules

Anti-Snake Venom Serum / Anti
Rabies Serum

10 ml x 5 vials / ampoules

5 ml x 10 vials / ampoules

Bacterial Vaccine BCG

10 dose x 50 vials / ampoules/PFS
5 dose x 20 vials / ampoules

10 dose x 10 vials / ampoules

20 dose x 10 vials

10/20 dose x 40 vials

Viral Vaccine OPV

1 dose x 50 vials/ampoules/PFS
5 doses x 20 vials/ ampoules
10 doses x 10 vials/ampoules

20 doses x 20 vials

Blood Products

3 containers of 50 ml above
5 vials of 10 ml each
10 vials of 2 ml each
25 vials of 2 ml each

50 vials of 1 ml each

Surgical Sutures

50 Strands
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(*Note: List is for reference purpose only, however please check website of NIB, Noida for current information)

Annexure-4

QUANTITY OF BIOLOGICAL/ Medical Devices SAMPLES

NEW PRODUCT NAME QUANTITY REQUIRED/ BATCH
CODE TESTING RETAINED
A.l1 Glucose Reagent- 500 ml or 1000 Nil
Open Ended Tests with
Chemistry accessories
A.l1.2 Glucose Reagent- 1000 Tests or Reagent | Nil
Closed Chemisty quantity enough for use
System over 25 working days
vis-a-vis on-board shelf
life of Reagent with
accessories
A.2 Blood Glucose Test Strips | 1200 Test Strips with 350 Test Strips with
accessories accessories
A3 Glucometer Device 10 Nos. with accessories | 02 Nos. with
accessories
B.1 ABD Pad 140 Tests 60 Tests
B.2 ABO confirmation card 144 Tests 72 Tests
B.3 ABO Rh Typing Card 144 Tests 72 Tests
B.4 Anti D (Verification of 2 vials 1 vial
Weak D byIAT)
B.5 **Anti Kp® Reagent 2 vials 1 vial
B.6 Anti-A (Bulk) lvial 1 vial
B.7 Anti-A (Concentrate Bulk) | 1vial 1 vial
B.8 *Anti-A /B /D /K / 144 Tests 72 Tests
control ABOcard
B.9 Anti-A Monoclonal 2 vials 1 vial
B.10 Anti-Az1 (Lectin) 2 vials 1 vial
B.11 Anti-AB (Monoclonal) 2 vials 1 vial
B.12 Anti-B ( Concentrate Bulk) | 1 vials 1 vial
B.13 Anti-B (Bulk) 1 vials 1 vial
B.14 Anti-B (Monoclonal) 2 vials 1 vial
B.15 *Anti-C¥ Reagent 2 vials 1 vial
B.16 Anti-D ( RH1) (Totem) 2 vials 1 vial
B.17 Anti-D (IgG) Monoclonal 2 vials 1 vial
B.18 Anti-D (IgM) Monoclonal 2 vials 1 vial
B.19 Anti-D (IgM)( Bulk) lvial lvial
B.20 Anti-D (IgM) lvial 1 vial
(Concentrate
Bulk)
B.21 Anti-D (IgM+IgG) (Bulk) lvial 1 vial
B.22 Anti-D (IgM+IgG) lvial 1 vial
(Concentrate Bulk)
B.23 Anti-D (IgM+1gG) 2 vials 1 vial

Monoclonal
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B.24 *Anti-Fy2 Reagent 2 vials 1 vial
B.25 **Anti-Fy? Reagent 2 vials 1 vial
B.26 Anti-H (Lectin) 2 vials 1 vial
B.27 Anti-Human Globulin 2 vials 1 vial
B.28 **Anti-Jk& Reagent 2 vials 1 vial
B.29 **Anti-Jk° Reagent 2 vials 1 vial
B.30 *Anti-k Reagent 2 vials 1 vial
B.31 *Anti-K Reagent 2 vials 1 vial
B.32 **Anti-Kpa Reagent 2 vials 1 vial
B.33 **Anti-Le? Reagent 2 vials 1 vial
B.34 **Anti-Le® Reagent 2 vials 1 vial
B.35 *Anti-M Reagent 2 vials 1 vial
B.36 **Anti-N Reagent 2 vials 1 vial
B.37 *Anti-Pi Reagent 2 vials 1 vial
B.38 **Anti-s Reagent 2 vials 1 vial
B.39 *Anti-S Reagent 2 vials 1 vial
B.40 Blood Grouping Cards 144 Tests 72 Tests
B.41 Blood Grouping Rapid Card (144 Tests 72 Tests
Test
B.42 Bovine Serum Albumin 2 vials 1 vial
B.43 CombiPack ABD 2 combipack 1 combipack
Monoclonal Antibody
B.44 **Gel Card Anti-M 144 Tests 72 Tests
B.45 **Gel Card Anti-N 144 Tests 72 Tests
B.46 Gel Card Anti-A1 (Lectin) 144 Tests 72 Tests
B.47 **Gel Card Antigen Profile | [144 Tests 72 Tests
B.48 **Gel Card Antigen Profile 1l |144 Tests 72 Tests
B.49 **Gel Card Antigen Profile 111|144 Tests 72 Tests
B.50 Gel Card Anti-H (Lectin) 144 Tests 72 Tests
B.51 Gel card for Direct Anti 144 Tests 72 Tests
Globulin test
B.52 *Gel card for new born 144 Tests 72 Tests
B.53 Gel Card forward & reverse 144 Tests 72 Tests
grouping
B.54 Gel Card forward grouping |144 Tests 72 Tests
B.55 Gel Card Rh Subgroups 144 Tests 72 Tests
B.56 *Gel Cards ABO/Rnh for 144 Tests 72 Tests
NewbornsDVI Neg/Pos
B.57 Gel Cards Anti- 144 Tests 72 Tests
A/B/AB/DVI Pos/DVI
Neg/Ctl
B.58 Gel Cards Anti-A/B/D/Rh 144 Tests 72 Tests
subgroups
B.59 **Gel Cards Anti-CWV 144 Tests 72 Tests
B.60 Gel Cards Anti-D (Human) 144 Tests 72 Tests
B.61 Gel Cards Anti-DVI 144 Tests 72 Tests
B.62 **Gel Cards Anti Fy?2 144 Tests 72 Tests
B.63 **Gel Cards Anti FyP 144 Tests 72 Tests
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B.64 **Gel Cards Anti Jk2 144 Tests 72 Tests

B.65 **Gel Cards Anti JkP 144 Tests 72 Tests

B.66 **Gel Cards Anti K 144 Tests 72 Tests

B.67 **Gel Cards Anti-k 144 Tests 72 Tests

B.68 **Gel Cards Anti-Kp? 144 Tests 72 Tests

B.69 **Gel Cards Anti-KpP 144 Tests 72 Tests

B.70 **Gel Cards Anti-Le? 144 Tests 72 Tests

B.71 **Gel Cards Anti-LeP 144 Tests 72 Tests

B.72 **Gel Cards Anti-Lu? 144 Tests 72 Tests

B.73 **Gel Cards Anti-LuP 144 Tests 72 Tests

B.74 **Gel Cards Anti-Pi 144 Tests 72 Tests

B.75 **Gel Cards Anti-S 144 Tests 72 Tests

B.76 **Gel Cards Anti s 144 Tests 72 Tests

B.77 Gel Cards Crossmatch 144 Tests 72 Tests
Testing (CT)

B.78 Gel Cards Neutral 144 Tests 72 Tests

B.79 **Gel Cards Rh subgroups + 144 Tests 72 Tests
CV+ K

B.80 **Gel Cards Rh subgroups +|144 Tests 72 Tests
K

B.81 Gel Cards Type + Screen  |144 Tests 72 Tests

B.82 Microplate for forward & 144 Tests 72 Tests
Reversegrouping

B.83 *Newborn casette for 144 Tests 72 Tests
AntiA/AntiB/ Anti AB/ Anti
D/ Control / Anti IgG

B.84 ggaa/Gel Card for AHG & 144 Tests 72 Tests

B.85 Gel cards for Anti-A, B, DVI-|144 Tests 72 Tests
/[Enzyme/AHG

B.86 Gel cards for DAT Anti-IgG- |144 Tests 72 Tests
Dilution

B.87 Gel cards for LISS/ 144 Tests 72 Tests
Coombs +Enzyme
Test

B.88 IGel cards for DC-Screening |144 Tests 72 Tests

B.89 Gel cards for Reverse 144 Tests 72 Tests
Grouping with Antibody
Screening

B.90 Anti-Human Globulin IgG 2 vials 1 vial

B.91 Anti-Human Globulin C3d 2 vials 1 vial

B.92 Rh Phenotype Card with 144 Tests 72 Tests
Anti-D

B.93 Gel card for ABO/Rh for 144 Tests 72 Tests
Patients

B.94 *Anti-Lu@ Reagent 2 vials 1 vial

B.95 **Anti-Lu® Reagent 2 vials 1 vial

B.96 Starter pack for preparing |2 Pack 1 Pack
CoombsControl Cells

B.97 Gel Card for DC Screening 11144 Tests 72 Tests

B.98 Gel Card for ABO Sub 144 Tests 72 Tests
Grouping

C.1 Anti HBc IgM CLIA 150 Tests 150 Tests

C.2 Anti HBc IgM ELFA 150 Tests 150 Tests
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C.3 Anti HBc IgM ELISA 96 Tests x 02 Kits 96 Tests x 02 Kits
C4 HBe Ag CLIA 150 Tests 150 Tests
C5 HBe Ag ELFA 150 Tests 150 Tests
C.6 HBe Ag ELISA 96 Tests x 02 Kits 96 Tests x 02 Kits
C.7 Anti HBs CLIA/HBs Ab CLIA|150 Tests 150 Tests
C.8 éEE A—| Bs ELFA/HBs Ab 150 Tests 150 Tests
C.9 éEHSIZ\Bs ELISA/HBs Ab 96 Tests x 02 Kits 96 Tests x 02 Kits
C.10 érﬂtliAHBe CLIA/ HBe Ab 150 Tests 150 Tests
C.11 éEEfBe ELFA/ HBe Ab 150 Tests 150 Tests
C.12 AntiéHBe ELISA/ HBe Ab 96 Tests x 02 Kits 96 Tests x 02 Kits
ELISA
C.14 Dengue IgM ELISA 96 Tests x 02 Kits 96 Tests x 02 Kits
C.15 HBc IgM CLIA 150 Tests 150 Tests
C.16 HBc IgM ELFA 150 Tests 150 Tests
C.17 HBc IgM ELISA 96 Tests x 02 Kits 96 Tests x 02 Kits
C.18 HBc Total CLIA/ 150 Tests 150 Tests
' Anti HBc Total
CLIA
C19 HBc Total ELFA 150 Tests 150 Tests
' / Anti HBc Total
ELFA
C.20 HBc Total ELISA/ 96 Tests x 02 Kits 96 Tests x 02 Kits

Anti HBc Total
ELISA

C.21 HBe Ag-Ab CLIA 250 Tests 250 Tests
C.22 HBe Ag-Ab ELFA 250 Tests 250 Tests
C.23 HBe Ag-Ab ELISA 96 Tests x 03 Kits 96 Tests x 03 Kits
C.24.1 700 Tests 700 Tests
C.24.2 HBsAgCLIA 400 Tests 400 Tests
C.25.1 700 Tests 700 Tests
C.25.2  |HBsAg ELFA 400 Tests 400 Tests
C.26.1 96 Tests x 07 Kits 96 Tests x 07 Kits
C.26.2 |HBsAgELISA 96 Tests x 04 Kits 96 Tests x 04 Kits
C.27 HBsAg Confirmatory ELISA* 100 Tests 100 Tests
C.28.1 ) 600 Tests 600 Tests
HBsAg Rapid
(Strip/Cassette)
C.28.2 {Lateral Flow 250 Tests 250 Tests
(Immunochromatogr
C.29.1 200y} 700 Test 700 Test
.29. ests ests
C.29.2 |HCVAbCLIA 400 Tests 400 Tests
C.30.1 700 Tests 700 Tests
C302 |HCVAbELFA 400 Tests 400 Tests
C311 96 Tests x 07 Kits 96 Tests x 07 Kits
C31.2 |HCVAbELISA 96 Tests x 04 Kits 96 Tests x 04 Kits
HCV Ab 100 Tests 100 Tests
C.32 )
Confirmatory/
Supplemental
Rapid
C.33.1 HC\_/ Ab Rapid 600 Tests 600 Tests
(Strip/Cassette)
c.33p |lLateral Flow 250 Tests 250 Tests

(Immunochromatogr
aphy)}
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C.34 HCV Ab RIBA 100 Tests 100 Tests
c3s  HCVAD 100 Tests 100 Tests
Confirmatory
Western Blot
C.36.1 700 Tests 700 Tests
C36.2 |HCV Ag-Ab ELFA 400 Tests 400 Tests
C.37.1 96 Tests x 07 Kits 96 Tests x 07 Kits
Cc37.2 HCVAg-Ab ELISA 96 Tests x 04 Kits 96 Tests x 04 Kits
C.38.1 700 Tests 700 Tests
c382 |HIV1& AbCLIA 400 Tests 400 Tests
C.39.1 700 Tests 700 Tests
C39.2 HIV1&2AbELFA 400 Tests 400 Tests
C.40.1 96 Tests x 07 Kits 96 Tests x 07 Kits
C.40.2 HIV1&2AbELISA 96 Tests x 04 Kits 96 Tests x 04 Kits
HIV 1&2 Ab Confirmatory/
C.41 HIV 1& 2 Ab Supplemental 100 Tests 100 Tests
Rapid
c.42.1 HIV1&2Ab 600 Tests 600 Tests
Rapid
C.42.2 ;Stf'P/Cassette 250 Tests 250 Tests
{Lateral Flow
(Immunochromatogr
aphy)}
HIV 1&2 Ab Confirmatory
C.43 WesternBlot 100 Tests 100 Tests
C.46.1 700 Tests 700 Tests
C.46.2 HIVAg-Ab CLIA 400 Tests 400 Tests
c4r7.1 700 Tests 700 Tests
C.47.2 |HIV Ag-Ab ELFA 400 Tests 400 Tests
Cc.48.1 96 Tests x 07 Kits 96 Tests x 07 Kits
C.482 |HIVAg-Ab ELISA 96 Tests x 04 Kits 96 Tests x 04 Kits
C.49 1 LIV AdAD Ranid 600 Tests 600 Tests
g- apl
, (Strip/Cassette) 250 Tests 250 Tests
C.49. {Lateral Flow
(Immunochromatogr
C.50.1 aphy)} 700 Test 700 Test
.50. i ests ests
C.50.2 |HIV TP Combo Rapid 350 Tests 350 Tests
C5h1.1 . 700 Tests 700 Tests
Cc51.2 HIV,HCV Combo Rapid 350 Tests 350 Tests
C5h2.1 800 Tests 800 Tests
c522 |HIV,HCV,HBV Combo Rapid450 Tests 450 Tests
C.54 Paclitaxel for HIV, HBsAg, |01 Vial 01 Vial
HCV
css  HumanPlasma/Plasma o500 05 m) 03 Vials x 05 ml
Pool forFractionation as per
IP
C.56 Syphilis CLIA 300 Tests 300 Tests
C.57 Syphilis ELISA 96Tests x 03 Kits 96Tests x 03 Kits
Syphilis Rapid
C.58 (Strip/Cassette) 250 Tests 250 Tests

{Lateral Flow
(Immunochromatogr
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aphy)}

C.59 Syphilis RPR 250 Tests 250 Tests

C.60 Syphilis TPHA 250 Tests 250 Tests
Infection diagnostic test

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

#C.62 for HCV (Qualitative) 36 Tests 36 Tests
Infection diagnostic test

#C.63 for HIV-1(Qualitative) 98 Tests 98 Tests
Blood donor Screening

#C.64 multiplex(HBV, HCV & 146 Tests 146 Tests
HIV) Test
(Qualitative)

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

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

#c.67  viralload monitoring 76 Tests 76 Tests

1 Kit forHIV-1

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

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

.70. . 600 Tests 600 Tests

C.70.1 HIV 1&2 Ab Rapid

c.70.2 (Strip/Cassette) 250 Tests 250 Tests
{Vertical Flow
(Immunofiltration)}

C.71.1 HIV 1+2 (Immunodot 600 Tests 600 Tests

C.71.2 |Test/ Dotlmmuno 250 Tests 250 Tests
Assay)

C.72.1 HIV Ag-Ab Rapid 600 Tests 600 Tests

c.72.2 (Strip/Cassette) 250 Tests 250 Tests
{Vertical
Flow(Immunofiltration)}

C.73.1 600 Tests 600 Tests
HCV Ab Rapid
{Vertical Flow
(Immunofiltration)}

C.74 HBsAg Confirmatory CLIA** 100 Tests 100 Tests

D.1.1 Anti-D Immunoglobulin for 110 vials 60 vials

D.1.2 Intravenous use 55 vials 30 vials

D.2.1 Anti-D (Rho) 50 vials 25 vials

D.2.2 Immunoglobulin 100 vials 50 vials
(Intramuscular)

D.3 10 vials 05 vials

Anti-Inhibitor Coagulant
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Complex

D.5.1 . 70 vials 40 vials
D.5.2  |HepattisB 33 vials 25 vials
D53 Immunoglobulin 18 vials 12 vials
(Intramuscular)
D.5.4 Hepatitis B 70 vials 50 vials
Immunoglobulin
(subcutaneous)

9. Immunoglobulin vials vials
D.6.3 (Intravenous) 05 vials 02 vials
D.7 Human Albumin 04 Bottles 02 Bottles
D.8 Human Coagulation Factor - |06 vials 04 vials

IX
D.9 Human Coagulation 06 vials 02 vials
Factor - IX
(recombinant)
D.10.1 Human Coagulation 08 vials 04 vials
Factor - VIII(Dried
Human Antihaemophilic
Fraction)
D.10.2 Human Coagulation
Factor - VIII(without
VWF) (Dried Human
Antihaemophilic Fraction)
D.11 Human Normal 10 vials 05 vials
Immunoglobulin (IM)
D.12 Human Normal 04 Bottles 02 Bottles
Immunoglobulin
(Intramuscular) (Bulk)
D.13.1 Human Normal 03 BOtt:eS 85 gog:es
D.13.2 i 10 Bottles ottles
D.13.3 :nmt:gsgﬁgfsbﬂgg for 03 Bottles 02 Bottles
D.14 Human Plasma Protein 04 Bottles 02 Bottles
Fraction
D.15 Human Prothrombin 10 Bottles 05 Bottles
Complex (PTC)
D.16 Human 03 Bottles 03 Bottles
Normal/Specific
Immunoglobulin (1V)
(Bulk)
D.17 Rabies Immunoglobulin 20 vials 10 vials
D.18 Human Coagulation 06 vials 02 vials
Factor-VIII
(recombinant)
D.19 Tetanus 50 vials 25 vials
Immunoglobulin
(Intramuscular)
D.20 Tetanus 04 Bottles 02 Bottles
Immunoglobulin
(Intramuscular)
(Bulk)
D.21 Human Fibrinogen 05 vials 02 vials
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D.22 Human Normal 04 bottles 02 Bottles
Immunoglobulin (IgG)
(subcutaneous
administration)
D.23.1 Fibrin Sealant Kit
D.23.2 Fibrin
Sealant Kit 06 Kits 02 Kits
(without F-
X1
D.23.3 Fibrin Sealant
Kit (without
Fibrinogen)
D.24 Anti-T Lymphocyte 10 vials 10 vials
Immunoglobulinfor Human
Use, Animal (lyophilized)
D.25 Antihemophilic 10 vials 10 vials
Factor VIli
(Recombinant
PEGylated)
D.26 Anti-D 50 vials 25 vials
Immunoglobulin
(Intramuscular)
Freeze Dried
E.1l Heparin Sodium injection 08 vials 06 vials
E.2 Human Chorionic 0.2g x 1 vial & 5mg x 5 Nil
Gonadotropin(HCG) vials
Bulk *Sample is required in
separate vials containing
guantity as mentioned
above
E.3.1 Human Chorionic 08 vials 06 vials
E.3.2 Gonadotropin(HCG) 10 vials 07 vials
injection
E.4 Menotropin (Human 2mg x 4 vials, 4mg x 1 vial Nil
Menopausal & 5mgx 2 vials *Sample is
Gonadotropin) Bulk required in separate vials
containing quantity as
mentioned above
*E.5.1 17 vials 14 vials
*E.5.2 Menotropin (Human 14 vials 14 vials
*E.5.3  Menopausal 12 vials 10 vials
*E.5.4  |Gonadotropin) injection 12 vials 10 vials
E.6.1 Enoxaparin Sodium Injection|20 vials 20 vials
E.6.2 18 vials 18 vials
E7.1
E.7.2
E.7.3 Recombinant Human 12 vials 10 vials
E.7.4
E75  Crowth
E76 Hormone/Somatropin
E7.7 injection 12 PFS/Vial 10 PFS/Vial
E.8. Recombinant Streptokinase |12 vials 10 vials
injection
E.9 Recombinant Human 10 PFS 10 PFS
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Follicle Stimulating 10 vials 10 vials
Hormone Injection
E.10 Streptokinase Bulk 25mg x 3 vials, 5mg x5 Nil
vials, 10mgx 2 vials &
15mg x 1 vial *Sample is
required in separate vials
containing quantity as
mentioned above
*E.11.1 | Streptokinase injection 10 vials 08 vials
*E.11.2 09 vials 08 vials
z Eg% Tenecteplase for g V!a:S g v!a:s
A2.2 |iniecti vials vials
#E.12.3 Injection(TNK-TPA) 6 vials 2 vials
E.13 Urofollitropin Bulk 5mg x 3vials & 2mgx 2  |Nil
vials
*Sample is required in
separatevials containing
guantity as mentioned
above
# E.14.1 Urofollitropin injection 11 vials 08 vials
#E.14.2 11 vials 08 vials
E.15 Urokinase Bulk/Final 05mg x 8 vials *Sample is |Nil
required in separate vials
containing quantity as
mentioned above
#E.16 Urokinase injection 11 vials 08 vials
# E. 17 |Elaprase Injection 04 vials 04 vials
#E.18 |VPRIV Injection 06 vials 06 vials
#E.19 |Replagal Injection 04 vials 04 vials
E.20 Human C1-Esterase 13 vials 08 vials
Inhibitor
F.1.1 Biphasic Isophane Insulin. |25 10
(25/75)
F.1.2 Biphasic Isophane Insulin |15 10
(25/75)
F.1.3 Biphasic Isophane Insulin |25 10
(30/70)
F.1.4 Biphasic Isophane Insulin |15 10
(30/70)
F.1.5 Biphasic Isophane Insulin |25 10
(50/50)
F.1.6 Biphasic Isophane Insulin |15 10
(50/50)
F.2 Dulaglutide 25 5
F.3 Exenatide 25 5
F.4.1 Filgrastim Injection (rh. 15 S
F.4.2 GCSF) 15 10
F.5 Insulin Aspart bulk 2g x 2 aliquotes Nil
F.6.1 Insulin Aspart 25 10
F.6.2 15 10
F.7.1 Insulin Aspart & Insulin 25 10

aspart protamine
suspension Mixed in 30/70
mix
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F.7.2 Insulin Aspart & Insulin 25 10
aspart protamine
suspension Mixed in 50/50
mix
F.8 Insulin Degludec 20 10
F.9 Insulin Degludec / Insulin 30 10
Aspart
F.10 Insulin Detemir 20 10
F.11.1  linsulin Glargine 25 10
F.11.2 25 10
F.11.3 15 10
F.12.1  |insulin Glulisine 25 10
F.12.2 15 10
F.13 Insulin Lispro bulk 29 x 2 aliquotes Nil
F.14.1  |insulin Lispro 25 10
F.14.2 15 10
F.15.1 Insulin Lispro & Insulin 25 10
Lispro Protamine
Suspension (Mixed in
25/75 Mix)
F.15.2 Insulin Lispro & Insulin 25 10
Lispro Protamine
Suspension Mixed in
50/50 Mix
F.16 Interferon alpha 2b injection |15 10
F.17.1  |isophane insulin (NPH) 25 10
F.17.2 15 10
F.18 Liraglutide 20 10
(Glucagonlike
Peptide-1)
F.19 Peg Filgrastim Injection 20 5
(PegGCSF)
F.20 Peg Interferon alpha 2b inj |15 10
F.21 Peg Interferon Beta 1ainj |25 3]
F.22 rh — Insulin bulk 29 x 2 aliquotes Nil
F.23 rh- Erythropoietin bulk 29 x 2 aliquotes Nil
F.24.1 " Irh. Erythropoietin injection = |15 S
F.24.2 20 5
F.25 rh. Interferon beta 1a 30 5
Injection
F.26.1  |Soluble insulin (Regular) {23 10
F.26.2 15 10
F.27 Teriparatide (rh. Para 15 10
ThyroidHormone-
PTH)
F.28 Xultophy (Liraglutide & 30 10
Degludec)
F.29 Peg Erythropoletin 20 10
F.30.1  |Peg Interferon Beta 1ainj |30 S
F.30.2 30 5
F.31 Insulin Glargine Bulk 2g x 2 aliquotes Nil
F.32 Recombinant interferon 20 vials 5 vials
beta 1binjection 250
pg/ ml
F.33 Darbepoetin Alpha Injection |25 vials 5 vials
H.1 Cell Culture Rabies vaccine |21 vials 10 vials
H.2.1 Hepatitis A 20 vials
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20 vials

H.2.2 12 vials 12 vials
H.3.1 Hepatitits B 20 vials 20 vials
H.3.2 12 vials 12 vials
H.3.3 12 vials 12 vials
H.4 Japanese Encephalitis 20 vials 20 vials
Vaccine (Human)
H.5.1 Measles Mumps & Rubella |20 vials 20 vials
H.5.2 Vaccine 14 vials 14 vials
H.6.1 Measles Vaccine 20 vials 20 vials
H.6.2 14 vials 14 vials
H.7.1 Rubella vaccine 20 vials 20 vials
H.7.2 14 vials 14 vials
H.8 Bacillus Calmette Guerin 57 vials 57 vials
(BCG)Vaccine
H.9.1 Haemophilus Influenzae 5 vials 55 vials
Type-b-(Hib)-TT . .
H.9.2 Conjugate Vaccine 18 vials 18 vials
H.10 Oral Cholera Vaccine 20 vials 20vials
H.11 Oral Polio Vaccine 10 vials 10 vials
H.12.1 40 vials 20 vials
H.12.2 | COVID-19 Vaccines 10 vials 5 vials
(Covishield, Covaxin,
H.12.3 |ZyCoV-D) 10 vials 5 vials
hl13 Rabies Immunoglobulin 20 vidlls 10 vials
(Equine)
H.14 Human Papilloma Virus 30 vials 15 vials
Vaccine (r-DNA)
J.1.2 11 PFS 11 PFS
J.1.3 10 PFS 10 PFS
J.21 Bevacizumab 5 vials 5 vials
J.2.2 5 vials 5 vials
J.3 Etarnercept 9 PFS 9 PFS
J.4 Pertuzumab 5 vials 5 vials
J.5.1 Ramucirumab 5 vials 5 vials
J.5.2 5 vials 5 vials
J.6 Ranibizumab 16 vials 16 vials
J.7.1 Rituximab 5 vials 5 vials
J.7.2 5 vials 5 vials
J.8.1 Trastuzumab 6 vials 6 vials
J.8.2 6 vials 6 vials
J.9.1 Anti-D 33 vials 33 vials
J.9.2 Immunoglobulin, I.M 36 vials 36 vials
(Monoclonal)
J.10.1 50 vials 50 vials
J.10.2 it 33 vials 33 vials
J.10.3 :_rl:r;nl?:ogﬁ)%itllitrlls B 18 vials 18 vials
J.10.4 13 vials 13 vials
J.105 |(Intramuscular) 6 vials 6 vials
J.10.6 |(Monoclonal) 3 vials 3 vials
J.12.1 Tetanus 33 vials 33 vials
J.12.2 Immunoglobulin 18 vials 18 vials
(Monoclonal),
Tetclone
J.13 Obinutuzumab 4 vials 4 vials
J.14 Omalizumab 9 vials 9 vials
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J.15 Natalizumab 4 vials 4 vials
J.16 Pembrolizumab 4 vials 4 vials
J.17 Infliximab 10vials 10Vials
J.18 Mepolizumab 10vials 10Vials
J.19 Recombinant Anti 100 vials 100 vials
Rho-D
Immunoglobulin
Injection
J.20 Vedolizumab 09 vials 09 vials
J.21.1 _ 05 vials 05 vials
J21.2 Transtuzumab Emtansine = g5 vials 05 vials
3.22 Inotuzumab Ozogamicin' = 4 4 a5 10Vials
(Powder for solution for
infusion)
J.23.1 12 PFS 12 PFS
J.23.2 Denosumab 12 vials 12 vials
J.24 Benralizumab 12 PFS 12 PFS
J.25.1 Durvalumab 09 vials 09 vials
J.25.2 05 vials 05 vials
J.26 Tocilizumab 05 vials 05 vials
J.27 Cetuximab 05 vials 05 vials
J.28 Brentuximab Vedotin 09 vials 09 vials
J.29 Evolocumab Injection 15 PFS 15 PFS
J.30 Nivolumab 09 vials 09 vials
J.31 Secukinumab 15 vials 15 vials
K.1 RT-PCR Kits for
Diagnosis ofCOVID-19 100 Tests 160 Tests
(Validation)
K.2 RT-PCR Kits for
Diagnosis of COVID-19 P Tegs 50 fesip
(Batch Testing)
K.3 RNA Extraction Kits for
Diagnosisof COVID-19 >V TosR S0 Tests
(Validaton)
K.4 RNA Extraction Kits for
. : 30 Tests 30 Tests
Diagnosisof COVID-19
(Batch Testing)
K.5 VTM for Diagnosis of
COVID-19 20 Tests 20 Tests
(Validation)
K.6 VTM for Diagnosis of
COVID-19(Batch Testing) 10 Tests 10 Tests
K.7 COVIDADKIt(IgG10S |55 1egts 250 Tests
Protein) Rapid
K.8 COVID Ab kit (IgG to S
Protein)CLIA 400 Tests 400 Tests
K.9 COVI.D ADb k.'t (IgGtoN 250 Tests 250 Tests
Protein) Rapid
K.10 COVID Ab kit (IgG to N
Protein)CLIA 400 Tests 400 Tests
K.11 RT-LAMP Kit for
Diagnosis of COVID-19 160 Tests 160 Tests
(Validation)
K.12 RT-LAMP Kit for 50 Tests 50 Tests

Diagnosis of COVID-19
(Batch Testing)
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Annexure-5

Quantity required for Complete Analysis of Medical Device Samples

S.No. Name of Medical Device Form-18 Survey
Samples Samples
1. Hypodermic Syringe 50pcs 10 pcs
2. Hypodermic Needle/Disposable 50 pcs 10 pcs
Syringe Needles
3. Infusion Set/Transfusion Set 50 pcs 10 pcs
4. IV Cannulas 50 pcs 10 pcs
5. Roll Bandage/Surgical Dressings 20 pcs 10 pcs
6. Sterile Gauze Swab 50 pcs 10 pcs
7. Surgical Suture (absorbable) 50 pcs 30 pcs
8. Surgical Suture (Non-absorbable) 50 pcs 30 pcs
0. Medicated Tape (Band-aid) 100 pcs 20 pcs
10. Absorbent Cotton Wool I.P. 200gm 100gm
11. Catheter or Ryles Tube 30 pcs 10 pcs
12. Tubing for Micros-surgery or 50 pcs 10 pcs
Endoscope

13. Male Rubber Latex Condoms 100 pcs 100 pcs
14. Copper T 120 pcs 20 pcs
15. Tubal Rings 100 pcs 20 pcs
16. Blood Bags 10bags 5bags
17. Absorbent Sponge 50 pcs 5 pcs

*kkkkkkkkkk
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