NIA/CS.F1(118)/Rate Contract for Supply of Vacutainer,Needles, Syringes/2023-24
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gt gegm/dunfad fAfaemaet @ oty ® fF 9 Pre-Bid Meeting ¥ Wedl A1 SUH 24 R & i fafed @ e
gera A yfgesd, eTR O wrE @ a1 g st Email ID:  nia.centralstore7@gmail.com = store-nia-
r@gov.in W &
fafor =t fadig wd depelir fa goR-gor gl R foe # @ifdd Vacutainer, Needles, Syringes 1 3¢ 3ifhd &l
EMMt ST CPP Portal W Online BOQ# ™ WA du1 e fos ¥ fafosr @ = ™ difsqd <@t 860 S ez
& oIl w% el

7. fifaeremar grn &t feffd BOQ # sl wd wssl # Online & CPP Portal T TGl &Mt | <X quf swait & & sl gl
e # Teg T BN qur 3 U veer H foet < # frer g W ovesr § feae =t g g
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gred fAfder S ager eFiiehel T TeuTe fAfder et AR & @aet festieh 30 -10-2023 FY 9:00 AM ol Trell ST | EFafieher f9s & Hher
fAfaereransit i & wrafeaae fas @iel saeh aur srawer fAfaererarsit i erigt AR Tust ufshar qut et & geand dlter & sraeh |
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W S T A Fer FT IAHRPR Folfa AT TSLANGde HEUA, STAGR I §HIT| B ZaRT Hoolls HT 37af8 Fael g 3y
e amqfct ot & g aam gl | faes @ eq A A el i TER A T IEAFA T H RPN FEAT Fordfal
HEICT AT g | fIor @ AT B A IR R R e W GA @ 0.5 wfaerd § A difdead 10 9fded d@ deed! age
A Saer e GaRT AeTedt Y AT FATCT @ aF A i IS T Ry S A Rufy 7 / w3l B o= fr Rl
# GE @R GR & Al HT L fORT ST JUT Hed & el i AR BA A Uededt & ®T A agen A

ferfarer # Feltena o T gerarlierar FATC g1et ve fam 1am 3me R i qut g1et oY g RE TR & qui gl & &Y Arg wrara dter & S|

T 3TTE & ITeeT 3 Tohell 8 TRaceT 1 Farar Herdfd, TsErr 3mgde Teur 1 fafd & fAfdererdr garr &1 Swh Tur 38 gRad= & fder &
FrefieT Pty o TForer & ot 35 et 35 e/ et o At a1 ok ST

TfeT & TFa-y 7 B & e off smefieR / elieRT @1 [AfaeTerar earT wel & a9 deh TSR 18T R SITaT Sia deh 1o S8t THEd adl Y
Arefer o forw ffle & & ATy 781 81 SfTc! Ud Frordfet, TS GG HEAT T 58 Foaiety 7 oI et SHFREATHT FeeleT a7 e ot |

T EaRT HeclSE 1Y / HORTTS w161 el U AT R ahdet &l TSR FEATeT &1 T |

T ST S el 3  rerega &1, 31, v, TRy snrdy Smeft, forass ford oot 1 fvfareT & amer ot s ahr il Foteet &dett 819 |

Tt farare} & fAver & #arT 879 ST g |

Rate Contract for Vacutainer, Needles, Syringes

Sr. No Name of ltem (vacutainer, needles, syringes) and Pack Size quantity

1 K2 EDTA VACUTAINER 3 ML(USFDA Approved), 1 PKT (100 VL) 01
2 CLOT ACTIVATOR VACUTAINER 4ML(USFDA Approved), 1 PKT (100 VL) 01
3 FLUORIDE VACUTAINER 2 ML (USFDA Approved), 1 PKT (100 VL) 01
4 Li HEPARIN VACUTAINER 4 ML(USFDA Approved), 1 PKT (100 VL) 01
5 SODIUM CITRATE VACUTAINER 2.7 ML(USFDA Approved), 1 PKT (100 VL) 01
6 Vacutainer Needle 21G(USFDA Approved), 1 pkt (100 needle) 01
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NIA/CS.F1(118)/Rate Contract for Supply of Vacutainer,Needles, Syringes/2023-24

Vacutainer Needle 22G (USFDA Approved), 1 PKT (100 VL) 01
Vacutainer Holder (USFDA Approved), 1 pkt (50 pcs) 01
3 ml Syringe (ISO Certified 7886), 1 box (100 syringe) 01
10 5ml Syringe (ISO Certified 7886), 1 box (100 syringe) 01
11 10ml Syringe (ISO Certified 7886), 1 box (50 syringe) 01
12 20ml Syringe (ISO Certified 7886), 1 box (80 syringe) 01
13 Needles 21 No (ISO Certified 10654:2002), 1 box (50 needles) 01
14 Needles 22 No (ISO Certified 10654:2002), 1 box (50 needles) 01
15 Needles 23 NO (ISO Certified 10654:2002), 1 box (50 needles) 01
16 Evacuated Gel Vacutainer Tube 5 ml with yellow cap (USFDA Approved), 1 PKT (100 VL) 01
17 MICROTAINER EDTA (USFDA Approved), 1 PKT (100 VL) 01
18 MICROTAINER SERUM (USFDA Approved), 1 PKT (100 VL) 01
19 1 ML Insulin Syringe 31G, 1 box (100 Syringe) 01
20 23G x 0.75 Inch needle x 7 Inch tubing Safety-Lok blood collection and infusion set with luer 01
adapter, 1 box (50 no.)

General Specifications for Vaccutainers, Needles, Syringes

1. Product should be USFDA, and CE/European CE marked with notified body (wherever applicable). All certificates must
be attached in technical bid.

Supplier should have minimum three years of experience in supply to government organizations.
Demo is mandatory for every quoted item.
Technical committee has all rights to reject any product at any point of time.

Bidder must be authorized by company (valid Authorization Letter should be attached with bid). Bid will be rejected
without proper authorization letter.

This is a tentative quantity for 1 year; it can be decreased or increased.
Total approximate budget of all items is Rs. 22 Lacs

Items will be procured according to the requirement throughout the year.
Product should be ISO certified 9001:2015 (wherever applicable)

nhwh

LA

—

Evacuated Blood Collection Tube with spray dried K2EDTA with lavender cap

1. It should be made of clear latex free polyethylene terephthalate. Size 13 x 75mm with 3.0 mi(5.4 mg),
volume capacity.

2. Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

3. It should be US-FDA certified.

4. Firm should provide training to technicians/nurses regularly for blood collection. Clinical services should be
documented by company.

5. Pack Size 1 x100.

Clot Activator for serum with Gel 3.5 ml, 13 x 75mm with vellow cap

Vacuumed blood collection tube should be suitable for venous blood collection from adults and children.
Should be sterile, evacuated and PET and single hand operation for capping and decapping.

Should have fill mark to indicate the draw volume

It should be recommended of therapeutic drug monitoring.

The quantity of additives in the respective tube should be as per NCCLS/CLSI guidelines.

Manufacture should provide USFDA certification

Expiry dates should be printed on blood collection tubes. Blood collection should be Gamma sterilized.
Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

© ® N ook~ 0D =

Firm should provide training to the technician/nurses regularly, clinical services should be documented
by the company.
10. Pack size (1x100)

[1l. Clot Activator for serum with Gel 5 ml, 13 x 100 mm with vellow cap

1. Vacuumed blood collection tube should be suitable for venous blood collection from adults and children.
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2. Should be sterile, evacuated and PET and single hand operation for capping and decapping.

3. Should have fill mark to indicate the draw volume

4. It should be recommended of therapeutic drug monitoring.

5. The quantity of additives in the respective tube should be as per NCCLS/CLSI guidelines.

6. Should provide different colour coding cap for different additives.

7. Manufacture should provide USFDA certification

8. Expiry dates should be printed on blood collection tubes. Blood collection should be Gamma sterilized.
9. Batch wise sterility, Pyrogenicity and Toxicity certificate should be given

10. Adequate combustion data to prove that it is safe for the environment upon incineration.

11. Firm should provide training to the technician/nurses regularly, clinical services should be documented

by the company
12. Pack size (1 x 100)

IV. Evacuated Tube for spray coated with Sodium Fluoride (3mg.).Na2EDTA (6mg.) made

of clear latex polyethylene terephthalate with hemogard 13 mm x 75 mm, Vol. 2.0 ml.
1. It should be US FDA certified.

2. Batch wise sterility, Pyrogenicity and Toxicity certificate should be given

3. Adequate combustion data to prove that it is safe for the environment upon incineration.

4. Firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the company.

5. Pack Size 1 x 100

V. Evacuated Tube for spray coated with Lithium Heparin made of clear latex

polyethylene terephthalate with hemogard 13 mm x 75 mm, Vol. 4.0 ml.
1. It should be US FDA certified.

2. Batch wise sterility, Pyrogenicity, Toxicity certificate should be given.

3. Adequate combustion data to prove that it is safe for the environment upon incineration.

4, Firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the company.

5. Pack Size 1 x 100.

VI. Sodium Citrate Evacuated tube with Tube-in-Tube Technology sealed from the top to

avoid citrate leakage for coagulation test with vacuum (with Na citrate - 0.109 Ml ,3.2%)

1. It should be made of clear latex free polyethylene terephthalate with light blue hemogard, 13 mm x
75mm Vol. 2.7 ml.

2, Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

3. It should have Tube-in-Tube Technology for Full Draw Volume that reduced headspace thereby minimize

platelet activation and provide accurate APPT result It should be US FDA certified.

4. firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the company.

5. Pack Size 1 x 100.

VII.  Blood Collection needle 21 or 22 gauge with cap for evacuated tube.
1. It should be US FDA certified.

2. Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

3. Firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the Company.

4. Pack Size 1 x 100
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5. As per CLSI Guideline it should be From Same Manufacturer of Vacuumed blood collection tube and
holder.

VIIl.  Blood Collection needle 21 or 22 gauge with cap and safety lock for evacuated tube.
1. It should be US FDA certified.

2. Batch wise sterility, Pyrogenicity, Toxicity certificate should be given.

3. Adequate combustion data to prove that it is safe for the environment upon incineration.

4. It should have facility to lock the needle to reduce needle stick injuries and help in one handed use.

5. Firm should provide training to technicians/nurses regularly. Clinical services should be documented by

the Company
6. As per CLSI Guideline it should be should be From Same Manufacturer of Vacuumed blood collection
tube and holder.

IX. Evacuated Tube for Silica-clot activator/silicon coated made of clear latex

polyethylene terephthalate with hemogard 13 mm x 75 mm, Vol. 4.0 ml.
1. It should be US FDA certified.

2. Batch wise sterility, Pyrogenicity and Toxicity certificate should be given

3. Adequate combustion data to prove that it is safe for the environment upon incineration.

4. Firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the company.

5. Pack Size 1 x 100

X. Technical specification for general purpose arterial samplers with safety lock.

1. The samplers should be pre-heparinized with dry calcium based electrolyte balanced lithium heparin.
2. The samplers should contain electrolyte - balanced heparin, coated on cellulose fiber.

3. The sampler should be pre-heparinized to ensure reduction in risk of clots, electrolyte bias and

sample dilution.

4. The samplers should be able to take minimum sample volume 0.6 ml.

5. The samplers should have preset mechanism with vented stopper to automatic aspiration of blood
and minimize the air exposure.

6. It should have safety lock system to prevent needle stick enjury.

7. The samplers should have leur lock system to collect sample from Arterial line.

Xl.  Technical specification for general purpose arterial samplers:

1. The samplers should be pre-heparinized with dry calcium based electrolyte balanced lithium heparin.

2. The samplers should contain electrolyte - balanced heparin, coated on cellulose fiber.

3. The sampler should be pre-heparinized to ensure reduction in risk of clots, electrolyte bias and sample
dilution.

4, The samplers should be able to take minimum sample volume 1.6 ml.

5. The samplers should have preset mechanism with vented stopper to automatic aspiration of blood and

minimize the air exposure.

XIl. Evacuated Tube Needle Holder-

1. It should be US FDA certified.

2. Firm should provide training to technicians/nurses regularly. Clinical services should be documented by
the company

3. Pack Size 1 x 10

4. According CLSI Guideline it should be From Same Manufacturer of Vacuumed blood collection tube and
needle.
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Other General Specification

1.
2.

5 years market standing for Evacuated Blood collection tube and needle.

According CLSI Guideline Vacuumed blood collection tube, Holder and Needle Should be From Same

Manufacturer.

3.

4
5.
6

Proof of supply to other Government Institute and NABL accredited laboratory.

Recommendation letter from Institutes of repute regarding the training capability.

Blood collection training is part of product catalog of the company.

Instrument compatibility certificates from various instrument manufacturers.

Paediatric Collection Products

|. Clot Activator paediatric blood collection tubes with cap for serum

o 0k wbh ==

© N o gk~ owd=

It should be Capped and Silica-clot activator/silicon coated made of clear latex polyethylene terephthalate

It should be US FDA certified.

Fill volume should be 400-600ul with marking.

It should have extra edge on to collect blood in easy flow.

Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

Firm should provide training to technicians/nurses regularly.

Clinical services should be documented by the company.

Pack Size 1 x 50.

|. Paediatric blood collection tubes with spray dried K2 EDTA

It should be Capped and made of clear latex free polyethylene terephthalate

Fill volume should be 250-500ul with marking.

It should have extra edge on to collect blood in easy flow.

Batch wise sterility, Pyrogenicity and Toxicity certificate should be given.

It should be US-FDA certified.

Firm should provide training to technicians/nurses regularly for blood collection. Clinical services should

be documented by company.

7.

Pack Size- 1 x50.

I1l. 23G x 0.75 Inch needle x 7 Inch tubing Safety-Lok blood collection and infusion set with

luer adapter. Manually activated safety shield to fully cover needle for paediatric and

microbiology.

1.
2.

It should be US FDA certified.

Batch wise sterility, Pyrogenicity and Toxicity certificate should be given Adequate combustion data to

prove that it is safe for the environment upon incineration.

3.

Firm should provide training to technicians/nurses regularly. Clinical services should be documented by

the Company.

4. Pack Size 1 x 50
Disposable Syringe

S. No. Component Detailed Specification

1 Nominal Capacity of Syringe (MI) 1T ml, 3 ml, 5 ml 10 ml, 20 ml

2 Material of Barrel Polypropylene

3 Material of Gasket Synthetic rubber

4 Material of Needle Tube (As per ISO | Stainless Steel

9626)
5 Certification ISO 7886 for syringe with safety features to prevent needle stick

injuries, 1ISO 10654:2002 latest for sterile hypodermic needles for
single use
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