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TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/25-04

Check list - I: Evaluation sheet to be used for preliminary evaluation of technical bids

Company Name:-Meril Diagnosites Pvt Ltd.  ‘Total Number of Pages Submitted in bid documents:- 1 to 288
SBD Document/ fees dolzzglenfsl?nvelg:?he
SI. No | clause Descrption of the Clause/ Technical Eligibility Criteria as per SBD as mentioned in the Check List submission status Page number cligibility criteria ? Remarks
serial No (Yes/ No) (Yes/ No)

Tender Fee (Non—Refundable) of Rs 10,000/- + GST @18%, Total Rs 11,800 shall be

1 3.(a) |submitted online (On E-Proc-2). This fee is payable only once for one tender Yes 15 Yes _
irrespective of items contained therein.
EMD shall be submitted ONLY in form of Bank Guarantee (Offline mode), drawn in
favor of Managing Director, Bihar Medical Services and Infrastructure Corporation
Limited from any Scheduled/Nationalized bank payable at Patna, as mentioned in As per B“’! document clause 3(b)
Clause 2,as per following table:- S.N. No. of MEDICAL DEVICES/CONSUMABLE quoted EMD , BG Submitted for EMD must be

2 3.(b) | Amount 1 Upto 5§ MEDICAL DEVICES/CONSUMABLE Rs 50,000/~ (Fifty thousand only) Yes 17-21 Yes Sc::adule/Natnonah:ed iank
2 6 to 10 MEDICAL DEVICES/CONSUMABLE Rs 1,00,000 (One Lakhs only) 3 11 to 20 MEDICAL Payable "’b‘ Pf;t“: '::t o s not
DEVICES/CONSUMABLE Rs 1,50,000 (One Lakhs fifty thousand only) 4 More than 20 MEDICAL submikted the same.
DEVICES/CONSUMABLE Rs 2,50,000 (Two Lakhs fifty thousand only)
Documentary evidence of the constitution of the company/firm/Proprietorship such as

Memorandum and Articles of Association, Partnership Deed etc. should be submitted Yes 27-70 Yes
with details of the Name, Address, Telephone Number, Fax Number, e-mail address of

the firm and of the Managing Director / Partners / Proprietor should be submitted.

Copies of the Audited Balance Sheet and Profit and Loss statement showing details of their
annual average turnover not less than 5 Crores for any three of the last four consecutive financial
4 3.(k) |vears (Auditor/CA certificate of turnover will not be accepted). Self-attested copies are to be Yes 96-135
submitted. It’s mandatory for the firm to provide a document for the Unique Document
Identification Number (UDIN) to verify the documents.

Copy of Income Tax Return for any three of last four consecutive Assessment years should

3 3.(¢)

Amount do not match at the
No Document Submitted for F.Y-
2021-2022 at UDIN Number.

5 3.() |be submitted (Self Attested). Yes 22-24 Yes _
Copy of PAN Card of the bidder company should be submitted (self-attested).

6 3.(0) Yes 26 Yes _
Copy of certificate of valid GST registration of the bidder company should be submitted

7 3.(p) |[(self-attested). Yes 71-73 Yes B




TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/25-04

Check list - II: Evaluation sheet to be used for preliminary evaluation of technical bids

Company Name: - M/s Meril Diagnostics Pvt. Ltd. Total Number of Pages Submitted in bid documents:- 288

Document/ fees Do the provided
SBD Clause serial | Descrption of the Clause/ Technical Eligibility Criteria as per SBD, as mentioned in Check .. documents meet the
SL No : submission status | Page Number e ep s o . Remarks
No List (Yes/ No) eligibility criteria ?
(Yes/ No)
The details of Bidder Name, Address, Telephone Number, Fax Number, e-mail address of
1 3.(d) the bidder and of the Managing Director / Partners / Proprietor should be submitted in Yes 195 Yes
Annexure-V.
5 3.(0) Power of Attorney or Resolution of the Board by which the authorized signatory has been Yes 3.4 YVes
’ authorized by the bidder firm to sign the documents should be submitted.
3 (I) Minimum three years old valid Manufacturing License of the quoted product.
In case of manufacturer, the bidder firm must have a valid manufacturing license or
duly acknowledged renewal application with old license issued by the state ) . )
4 licensing authority/Central licensing approving authority under Medical Devices (i) Specification for NIT sr.
Rules 2017 where ever applicable. no. 1,3 & 13 are not as per
Yes 151-161 No NIT.
. . . 208-213 (ii) License retention
5 Approved product list as per the license %ssued fO.I’ quoted MEDICAL documents for NIT sr. no. 1
DEVICES/CONSUMABLE as Per Medical Devices Rules 2017. is not submitted.
Manufacturing License along with approved product list must be valid till the last
6 date of the submission of tender.
Valid Pollution Control Clearance Certificate in accordance with Water [Prevention and control of
Pollution] Act, 1974 & Air [Prevention and control of Pollution] Act, 1981 and Hazardous Wastes
7 (Management, Handling & Trans Boundary Movement) Rules 2008 (Self Attested Copy of Yes 162-166 Yes
3. Certificate to be enclosed) (as applicable).
(i) Specification for NIT sr.
Bidders shall submit self-attested copies of required manufacturing license and no.,3 & 1; Ia’Ilje not as per
8 approv§d product list in support of above-mentioned condition and t.hey are.required Yes 151-161 No (i) License 1:c tention
to specify the quoted product in their approved product list by highlighting it. documents for NIT sr. no. 1
is not submitted.
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10

(11 In case of Importer, the bidder (importer) firm must have a valid import License

with product registration certificate issued by the Drugs controller General of India as per Medical
Device Rule 2017. All Quoted products should be accompanied by their invoices, statement and
import License showing that the quoted product are being imported and sold in India by the bidder
(Importer) firm minimum for Last three years. Import license must be valid on the last date of
submission of tender.

NA NA

NA

(111) In case of Non-drug item(s) where neither the D & C Act 1945 nor the Medical

Device Rule 2017 is applicable the bidder must have a manufacturing license/import export
certificate (IEC) with an undertaking/Self declaration in his letter pas as per Annexure-V1I that the
item(s) quoted by the bidder is/are non-drug item(s) i.e. neither covered under D & C Act nor Under
Medical Device Rule 2017.

NA NA

NA

11

3.(2)

Bidder must have Market Standing Certificate of minimum three years issued by the
concerned Licensing Authority from Drugs Control Department/Concerned Government
Department for the quoted product. The Market Standing Certificate must have been issued
within preceding one year from the last date of submission of tender. Self-attested copies are
to be submitted.

Yes 167-187

Yes

12

3.(h)

Non-Conviction Certificate (NCC) issued by the concerned Licensing Authority from Drugs
Control Administration of the state for last three years should be submitted (wherever applicable). It
should be not more than one year old. Self-attested copies are to be submitted.

Yes . 74-94

Yes

13

3.3)

WHO-GMP/GMP (Good Manufacturing Practice) as per revised Schedule- ‘M’/COPP
Certificate of the manufacturing unit issued by the Licensing Authority/Drugs Control
Department, (wherever applicable). The GMP certificate must not be older than one year from the
date of publication of tender. Self-attested copies are to be submitted.

Explanation- Generally the GMP Certificate is issued for one-year validity. Hence the provision
that it should not be older than one year from the date of publication of tender implies mutatis
mutandis that the GMP certificate should remain valid till the date of submission of tender.

9-13

Yes 196

Yes

14

3.0

Maximum Production Capacity Certificate (Section wise) issued by concerned Licensing

Authority from Drugs Control Department highlighting the quoted product section (wherever
applicable). Self-attested copies are to be submitted. In case of Importer, an affidavit (with Stamp)
sworn before {irst class magistrate/ Notary stating the batch production capacity of the firm and also
that said production (Importing) capacity shall be adequate for requirement laid in NIT. Importer
will have also to submit Invoices/evidence of import in items of said product with quantity details.

Yes 6-8

No

Not issued by concerned
licensing authority.
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15

3.(m)

The tenderer should give an affidavit sworn before first class magistrate / Notary stating

that the firm & its quoted product is not black listed/Debarred currently (as on the date of
submission of the tender) by Central Government / Central Government agencies/any state
government or any of the state government agencies / or any Drug procurement agencies or by
BMSICL as per Annexure-IL ‘

Yes

5-6

Yes

16

3.(n)

List of items quoted in prescribed format as per Annexure-111 duly signed.

Yes

Yes

17

5.(k)

Affidavit declaration regarding acceptance of tender conditions to be submitted by the
bidding firm as per Annexure-1V.

Yes

95

Yes

18

5.(1)

Filled check list as per given Annexure-VI to be submitted at the time of uploading the
bid.

Yes

188-190

Yes

19

7.(¢)

Power of Attorney or Resolution of the Board by which the authorized signatory has been
authorized by the bidder firm should sign the documents in cases where person other than
the Managing Director/Managing Partner or sole Proprietor signs the document.

Yes

3-4

Yes

20

10.(c)

If a particular document/Certificate to be uploaded as specified in bid, is not applicable for
a bidder, the bidder shall attach a scanned copy of declaration in the letter head stating
that the specific document is not applicable/exempted for the bidder in connection to this
tender.

NA

NA

NA

21

2 (d)

The price quoted by the bidders must not exceed the ceiling price as fixed by NPPA
(National Pharmaceutical Pricing Authority) as per the provision of “Drugs Price Control
Order (wherever applicable)” and the quoted rate should be at least 20% less than its MRP.
In extraordinary cases the Managing Director, BMSICL has discretion to take decision).
Explanation- In order to ensure procurement of the tendered drugs at the most appropriate
and competitive rate, the bidders are directed to quote their lowest price as compared to
the Rate provided to their respective Distributors/ Dealers/Wholesalers/ Carrying and
Forwarding Agents/Authorized depot sales point in the State of Bihar. A Notarized
affidavit to this effect on a Rs 100/- Non-judicial Stamp Paper should be submitted with
the Bid in the prescribed format as mentioned in Annexure-X.

Yes

194

Yes

22

Performance Statement- Annexure- IX

Yes

214-243

Yes

23

AFFIDAVIT FOR NON DRUG ITEM(S) ANNEXURE-VII

NA

NA

NA
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TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/25-04

Check list - III: Evaluation sheet to be used for preliminary evaluation of technic

al bids

Company Name: - M/s Meril Diagnostics Pvt. Ltd. Total Number of Pages Submitted in bid documents:- 288

Sheet to be used for verification of product approval and market standing

Name of the Quoted MEDICAL DEVICES/CONSUMABLE Specification Product Approval Details
category Last 3yrs
Sl [NITSL | market standing
No | No (Medical Prod AI’II’;"'OVC(;] I 1 certificate/ New
As per NIT As per Approval As per NIT As per Approval Device/Non roduct Approved Upto /Gxan " Drug
Drug) Approval Nenen ic
ame
Annexure-A
Technical Specification of Human Chorionic gonaditropin (HCG) Urine Test Kit for Pregnancyl. Should be
rapid test for the qualitative detection of human chorionic gonadotropin in urine. 2. The test should have anti-
hCG particles and anti-hCG coated on the membrane. 3. The HCG Pregnancy Rapid Test Cassette should have
sensitivity of 25mIU/mL and shouldbecapable of detecting pregnancy as early as 1 day after the first missed
menses. 5. Detection Type: Qualitative
6. Testing Principle: Single Step, self -performing sandwiched immunoassay using colloidal goldandanti hCG
antibodies in lateral flow immunochromatography format. 8. Test result should be visible maximum within 5
minutes or lesser. 9. Specimen required for testing: Urine )
10. Specificity: 100% (no cross reactivity with other gonadotropin hormones like LH, FSHetc) (1?.One step test for HCG
11. Every test pack should have moisture indicating silica gel pouch. 12. Disposable dropper for urine specimen | . (if) Shelf Life 24 month
Human Chorionic gonaditropin addition should be provided with each test pouch. 13. The manufacturer should have CDSCO Manufacturing (iii) Result will be visible at the . 31.07.2018 Submitted
1 1 (HCG) Urine Test Kit for One step test for HCG  [License for the product. 14. The Manufacturer should have ISO 13485:2016 certification. 15. Stable at 2-40°C, | end of 10th minute (Not as per Med{cal (page no. 151~ | Not submitted Generic (page no. 167-
Pregnancy allowing ease of storage and transport. 16. Shelf life in months from the date of manufacture: 24-36 month NIT). Device 152) 187)
17. Pack size: 25/50 Tests/Kit. (iv) Storage temp. 2-30°C (Not as
per NIT) i
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Technical Specification of Dengue Rapid Card Test for NS1 antigen and IgMand IgGantibodies

1. Should be a rapld chrowiatographic inusunvassiy for the qualitative detection of NS} AntigenandlpG/IgM
Antibodies of Dengue Virus in human serum and plasma. 2. Kit should be able to detect all the 4 serotypes of dengue
viruses (DEN-1, DEN-2, DEN-3, andDEN-4) including early detection Day-1 Dengue {ever. 3. The test should be
able to differentially detect IgG and IgM Antibodies against all 4 serotypes of

Dengue virus. 4. Test should use minimal sample volume (5ul) for testing gG/1gM Dengue, and should not use
buffer for testing Dengue NS1. 5. The control dot/band able to detect the presence of human immunoglobulin and
not be just a

procedural control or meant merely for checking the flow of reagents or integrity of antigens

except in lateral flow technology. 6. Test-should have no cross reactivity with other Flavivirus group mediated and
mosquitoes-bornedisease. 7. Sensitivity for Dengue NS1 Ag (%) = 99%

8. Specificity for Dengue NS1 Ag (%): = 98%

(a) Ability to detect all 4 serotype
of dengue viruses are not

o mentioned. . Submitted
3 Dengue One‘ Step Test for Dengue Ablg gengitivity for Dengue 1gG/1gM Antibody (%): = 99% (b) Storage temp. 2-30°C (Not as Medical 08.082018 07.08.2027 Generic (page no. 167-
(12G/ 1gM) -+ NS1 Ag Combo | 1 specificity for Dengue 1gG/lgM Antibody (%) 2 96% per NIT) Device | (page no. 159) 187)
11. Stable at 2-40°C, allowing ease of storage and transport. (¢) Shelf Life 18 month
12. The manufacturer should have CDSCO Approved Manufacturing License for the product. (Not as per NIT)
13. The Manufacturer should have ISO 13485:2016 certification.
14. Shelf life in months from the date of manufacture: 24-36 months
15. Pack size: 25/50 Tests/Kiit.
Technical Specification of Malaria Test Rapid Card Test
£1 Rapid, visual antigen-based test for detecting infection with P. falciparum &amp; P. vivax malariaparasite in
whole blood.
1 Sensitivity >98-99%
[ Specificity = 96% or more (1) One step test for Submitted
. One step test for [} Easy result interpretation. Malaria Pf/ Pv Ag Medical 08.08.2018 .

13 Malaria Test Naleata b By Ag |0 Minimurm shellife of 24-36 months at 4-30° C. ’ Device | (pageno. 158)| 70820 Generic | (page no. 167-

{3 prominent colour bands 187)

1 Results within 15-20 minutes.

(i) Shelf Life 24 month
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TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/25-04

Check list - IV: Evaluation sheet to be used for preliminary evaluation of technical bids

Company Name: - M/s Meril Diagnostics Pvt. Ltd. Total Number of Pages Submitted in bid documents:- 288

Sheet for verification of licence details

GMP/ WHO GMP/ COPP
Manuf: t idi I 't)/BIS/ISI/QMS
TS Name of the MEDICAL anufacturer Importer Validity (Import) Q
Sk No "| DEVICES/CONSUMABLE as - -
No Forms Number | Manufacturing license Forms Import license From To From To
per NIT
Number Number Number
Human Chorionic gonaditropin Retention [ISO 13485:2016
1 1 (HCG) Urine Test Kit for MD- 5 MFG/MD/2018/000022 NA NA 31.07.2018 | certificate not 16.01.2025 15.01.2028
Pregnancy submitted. (page no. 196)
ISO 13485: 2016
2 3 Dengue MD-5 MFG/MD/2018/000029 NA NA 08.08.2018 07.08.2027 16.01.2025 15.01.2028
(page no. 196)
ISO 13485: 2016
3 13 Malaria Test MD- 5 MFG/MD/2018/000029 NA NA 08.08.2018 07.08.2027 16.01.2025 15.01.2028
(page no. 196)

Note:- Assisted in technical evaluation in reference to letter no. BMSIC/40030/661-2025/2932 dt 25.06.2025 on the basis of documents provided by BMSICL as check list II, IIT & IV.
Provided checklist compiled with due deligence and care.Inspite, some inadvertent discreprencies could have been crept in. Humble request to all concerned to bring to the notice in due

time if any discrepencies are observed for rectification.
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