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TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/24-06

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

Company Name: Amkay Products Limited.  Total Number of Pages Submitted in bid documents: 1 to 253

SBD Document/ fees Do the provided
. . . oo . . . . documents meet the
SL. No | clause Descrption of the Clause/ Technical Eligibility Criteria as per SBD as mentioned in the Check List submission status Page number eligibility 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 24 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 Bid Document clause 3(b)
Clause 2,as per following table:- S.N. No. of MEDICAL DEVICES/CONSUMABLE quoted EMD Amount BG Submitted for EMD must be

2 3.(b) {1. Upto 5 MEDICAL DEVICES/CONSUMABLE Rs 50,000/- (Fifty thousand only) 2. 6 to 10 MEDICAL Yes 25-30 Yes schedule/Nationalized Bank
DEVICES/CONSUMABLE Rs 1,00,000 (One Lakhs only) 3. 11 to 20 MEDICAL Payable at Patna But firmhas not
DEVICES/CONSUMABLE Rs 1,50,000 (One Lakhs fifty thousand only) 4. More than 20 MEDICAL submitted 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

3 3.00) Memorandum and Articles of Association, Partnership Deed etc. should be submitted Yes 06-10 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) years (Auditor/CA certificate of turnover will not be accepted). Self-attested copies are to be Yes 85-96 Yes -
submitted. e
Copy of Income Tax Return for any three of last four consecutive Assessment years should i S ,

5 30 be submitted (Sell Attested). Yes 66-69 Yes -

6 3.(0) Copy of PAN Card of the bidder company should be submitted (self-attested). Yes 64 Yes ~
Copy of certificate of valid GST registration of the bidder company should be submitted

7 3.(p)  |(self-attested). Yes 97-108 Yes -




TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/24-06

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

Company Name: - M/s Amkay Products Ltd. Total Number of Pages Submitted in bid documents: 253

SBD Clause serial

Descrption of the Clause/ Technical Eligibility Criteria as per SBD, as mentioned in Check

Document/ fees

Do the provided
documents meet the

SI. No No List subn(x;;z:/)r;\;t)atus Page Number eligibility criteria ? Remarks
(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 123-124 Yes
Annexure-V,
5 3.(¢) Power of Attorney or Resolution of the Board by which the authorized signatory has been v 2 v
< authorized by the bidder firm to sign the documents should be submitted. e e
3 (I) Minimum three years old valid Manufacturing License of the quoted product. Yes 70-80 No
In case of manufacturer, the bidder firm must have a valid manufacturing license or
4 duly acknowledged renewal application with old license issued by the state Y 70-80 N
licensing authority/Central licensing approving authority under Medical Devices e ) 0
Rules 2017 where ever applicable. . .
Product specification for
NIT sr. no. 9, 10, 11, 12, 13,
5 Approved product list as per the license issued for quoted MEDICAL Y 0.80 N 14,15, 16,17 & 33 are not as
DEVICES/CONSUMABLE as Per Medical Devices Rules 2017. s ) 0 per NIT.
Manufacturing License along with approved product list must be valid till the last
date of the submission of tender.
6 Yes 70-80 No
Valid Pollution Control Clearance Certificate in accordance with Water [Prevention and control
3.0 of Pollution] Act, 1974 & Air [Prevention and control of Pollution] Act, 1981 and Hazardous
7 Wastes (Management, Handling & Trans Boundary Movement) Rules 2008 (Self Attested Copy Yes 81-84 Yes
of Certificate to be enclosed) (as applicable).
Bidders shall submit self-attested copies of required manufacturing license and
8 approved product list in support of above-mentioned condition and they are required Yes 70-80 Yes
to specify the quoted product in their approved product list by highlighting it.
pASS Poeti, Pl ¢\
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10

(1D 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

(I1T) Tn 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-VII 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.(8)

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. Self-attested copies are to be submitted.

Yes

50-55

No

Submitted for only one year

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

18-23

Yes

13

3.4)

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.

NA

NA

NA

Submitted ISO- 13485: 2016 |
(Page no- 126)

14

3.()

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 first 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.

No

No

No

Not submitted.

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-I1.

Yes

3-5

No

Submitted Annexure- H is
not notarized.
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16 -

3.n)

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

Yes

38-49

Yes

17

5.(k)

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

Yes

65

Yes

18

5.

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

Yes

109-110

Yes

19

7.(c)

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

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

143

Yes

22

Performance Statement- Annexure- IX

Yes

130-162

Yes

23

AFFIDAVIT FOR NON DRUG ITEM(S) ANNEXURE-VII

Yes

111-114

Yes

ot v oo Y 3} v)la




TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/24-06

Check list - I11: Evaluation sheet to be used for preliminary evaluation of technical bids

Company Name: - M/s Amkay Products Ltd. Total Number of Pages Submitted in bid documents: 253

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

Name of the Quoted MEDICAL:

Product

PEVICES/CONSUMABLE Specitication Pack Size category Approval Details Last 3yrs
SLINIT S1. — s't';‘;'d':;tg
No| No (Medical pprovedin :
As per ) As per ) Product | Approved Brand certificate/
As per NIT Approval As per NIT As per Approval | As per NIT Approval Device/Non Approval Upto /Generic New Drug
Drug)
Name
Non-sterilized blade,
. R carbon steel
. ical Bl i - ingl 2 il. T! f
Surgical/BP Surgical Blade, Sterile No -10, Single peel pack in metal foi .he txp'o the blade (Not as per NIT i.c. A 23032023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
1 9 L Blade . . . sterile) Per Piece Per Piece . 22.03.2028 Generic year
Assorted Sizes 10 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth ) Device "
Scalpel Blade ; o 1S 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to 1813319 R
confirmation not
submitted.
Non-sterilized blade,
. . . carbon steel
i ile No - i . he bl
Surgical/BP Surgical Blade, Sterile No -11, Single pefal pack in metal foil The txp.of the blade (Not as per NIT i.c. ' 23.03.2023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
2 10 . Blade . . . sterile) Per Piece Per Piece . 22.03.2028 Generic year
Assorted Sizes 11 Scalpel Blade nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth 1S 13319 Device 29.08.2012 (Pageno. %)
P and free from tool marks and sign of corrosion. Should conform to IS13319 . soEEEEE geno. -
confirmation not
submitted.
Non-sterilized blade,
. . . . carbon steel
. i - i | foil.
Surgical/BP Surgical Blade, Sterile No -12, Single peel pack in metal foil Tlle txp'of the blade (Not as per NIT i.e. ’ 23.03.2023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
3 11 . Blade . ] . sterile) Per Piece Per Piece . 22.03.2028 Generic year
Assorted Sizes 12 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth Device
Scalpel Blade . . . IS 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to ISI 3319 corrosion. .
confirmation not
submitted.
Non-sterilized blade,
. . . . . . carbon steel
- . Th
Surgical/BP Surgical Blade, Sterile No -15, Single peel pack in metal foil T e tlp'of the blade (Not as per NIT i.c. A 23.03.2023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
4 12 . Blade . . . sterile) Per Piece Per Piece . 22.03.2028 Generic year
Assorted Sizes 15 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth Device <
Scalpel Blade ) . 1S 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to I1S13319 .
confirmation not
submitted.
. | ) X
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Surgical Blade, Sterile No -21, Single peel pack in metal foil. The tip of the blade

Non-sterilized blade,
carbon steel

B.P. Blade - Surgical/BP should be well defined, central and sharp. There shall be no waviness, jags, feathers, (Notas pe}‘ NITie. . . Medical 23.03.2023 . Less than 3
5 13 . Blade . . . . ) . sterile) Per Piece | Not mention . 22.03.2028 Generic year
Assorted Sizes 20 Scalpel Blade nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth IS 13319 Device 29.08.2012 (Page no. 53)
Seap and free from tool marks and sign of corrosion. Should conform to 1SI 3319 i R o age no.
confirmation not
submitted.
v Non-sterilized blade,
. carbon steel
. . ; inel . i .
Surgical/BP Surgical Blade, Sterile No -21, Single peel pack in metal foil Tlle tlp‘()f the blade (Not as per NIT i.c. . 93.03.2023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
6 14 . Blade . . . sterile) Per Piece | Not mention . 22.03.2028 Generic year
Assorted Sizes 21 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth Device )
Scalpel Blade : . i . 1S 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to 1813319 g
confirmation not
submitted.
Non-sterilized blade,
. . . carbon steel
. i =22 1 pack [ foil. i
Surgical/BP Surgical Blade, Sterile No -22, Single peel pack in metal foil Tlxe up‘of the blade (Not as per NIT i.c. . 23.03.2023 Less than 3
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, ., . . Medical .
7 15 ) Blade . . . sterile) Per Piece | Not mention . 22.03.2028 Generic year
Assorted Sizes 22 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth . Device .
Scalpel Blade ; . IS 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to ISI 3319 R
confirmation not
submitted.
Non-sterilized blade,
. . . . . . carbon steel
Surgical/BP Surgical Blade, Sterile No -23, Single peel pack in metal foil. T.he tlp.of the blade (Not as per NIT i.e. A 23.03.2023 Less than 3 |
B.P. Blade - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . . Medical .
8 16 . Blade . . . sterile) Per Piece | Not mention . 22.03.2028 Generic year
Assorted Sizes 23 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth Device
Scalpel Blade : . 18 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to ISI13319 g
confirmation not
submitted.
Non-sterilized blade,
. . . . . . carbon steel
Surgical/BP Surgical Blade, Sterile No -24, Single peel pack in metal foil. T.he tlp.Of the blade (Not as per NIT i.c. ‘ 23.03.2023 Less than 3
R.P, Blade - - should be well defined, central and sharp. There shall be no waviness, jags, feathers, . . Medical .
9 17 . Blade . . . sterile) Per Piece | Not mention . 22.03.2028 Generic year
Assorted Sizes 24 nicks, or other defects in the cutting edge. The surfaces of the blade shall be smooth Device
Scalpel Blade ) . 1S 13319 29.08.2012 (Page no. 53)
and free from tool marks and sign of corrosion. Should conform to ISI1 3319 .
confirmation not
submitted.
Cord Clamp . . . 29.01.2024 .
S
0] 29 Cord Clamp Umbilical EO Sterile, Safe Locking of cord Clamp, Poly propylene | 5 pioce | Not mention | Vicdical 28012029 |  Both Submitted
. . Individual pack and for Single Use sterilized Device (Page no. 55)
Occlusion Device 29.08.2012 )

e
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32

Disposable Cap

Surgical Cap
Bouffant face
mask

Surgical Cap, Disposable Should be
manufactured from non woven fabric Blue /
Green / colour Round upon wearing, with
clastic Air permeable / breathable Should
retain skin and hair particles

Non woven fabric

Each Piece | Not mention

Medical
Device

10.11.2022

29.08.2012

28.01.2029

Both

Submitted
(Page no. 50)

12

33

Disposable Mask

Face Msk 2 Play
& 3 Play

Fabric & Construction: - It must have a 3- ply type construction consisting of: a. First
layer — 30 GSM ~ SS b. Second layer ~ 25
GSM — Melt blown c¢. Third layer — 25 GSM- SMS
UV - C Sanitized
Sealing: - The mask should be heat sealed
and no stitching to keep three layers together. * Size: - Not less than 17¢m x
09cm of mask and having comfortable elastic ear loop. The length of elastic loop should be
minimum of 24cm in normal condition i.e., without stretching. « Nose Clip: - Rust proof
adjustable nose clip. ¢ Ear
loop:- Must be with ultrasonic welding (No manual welding or stitching is permitted). »
Packaging: - 25 nos. in individual poly
packaging with adequate labelling/noting « Must be ISI marked or European CE/
USFDA Approved. » Breathability: - Differential pressure (Delta P) As per IS
16289 Standard. » Splash Resistance: - As per ASTM F1862 Standard. « Particulate Filtration
efficiency at 0.3-microns: - As per
ASTM F2299. » Bacterial Filtration Efficiency: - As per ASTM F2101. »
Flammability: - As per 16 CFR. » All batches to be supplied need to be
accompanied with certificate of analysis from laboratories designated for this
purpose by the CDSCO/Ministry of Textiles/Health, Government of India

Product
specification is not
as per NIT

Each Piece | Not mention

Medical
Device

10.11.2022

29.08.2012

09.11.2027

Both

Submitted
(Page no. 50)
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TENDER NO. BMSIC/MEDICAL DEVICES/CONSUMABLE/24-06

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

Company Name: - M/s Amkay Products Ltd. Total Number of Pages Submitted in bid documents: 253

Sheet for verification of licence details

GMP/ WHO GMP/ COPP
: idi I IS/ISI/QMS
TS Name of the MEDICAL Manufacturer Importer Validity (Import)/BIS Q
S1. No No DEVICES/CONSUMABLE Forms Number Manufacturing Forms Import license From To From To
as per NIT .
license Number Number Number
5P, Blade ackig:{g;ez‘gem 27.021-12-04562 23.03.2023
1 9 Acooctod Sies 10 Eror No %0875 Part II NA NA 22.03.2028 | 06.052024 | 05.05.2027
ssorte ‘ MD/2022/000588 29.08.2012
MD-05
5P Blade - ackig:ﬁ;egem 27.021-12-04562 23.03.2023
2 10 Acortod Shes 11 From No %0875 Part II NA NA 22.03.2028 | 06.052024 | 05.05.2027
ssorted S1z ' MD/2022/000588 29.08.2012
MD-05
5P Blade - ackiggepger:iem 27.021-12-04562 23.03.2023
3 11 Acsortod Sa b - *‘f0875 Part II NA NA 22.03.2028 | 06.05.2024 | 05.05.2027
ssorted S1ze ' MD/2022/000588 29.08.2012
MD-05
Enterprenur
27.021-12-04562 23.03.2023
4 12 N B'i' ?gd;l . a;ﬁgwéidfg‘;ﬁt Part II NA NA 22.03.2028 | 06.052024 | 05.05.2027
Assoried S1zes 1. ' YR  MD2022/000588 29.08.2012
MD-05
Enterprenur
27.021-12-04562 23.03.2023
5 13 A B‘i' g’lsa.de' 20 a;f;’glwilzd%g?g‘t Part II NA NA 22.03.2028 | 06.05.2024 | 05.05.2027
ssorted s1zes ‘ MD/2022/000588 29.08.2012
MD-05
kg ) oY o
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0P Blad ckingpgemgem 27.021-12-04562 23.03.2023
5 14 Asouriod SizZs- . aFrO;Nz %8875 Part II NA NA 22.03.2028 | 06.052024 | 05.05.2027
s ’ MD/2022/000588 29.08.2012
MD-05
5.7, Blade - ﬂkEnﬁepge’;iiem 27.021-12-04562 23.03.2023
7 15 Acourtod Shos 22 a; 1o No ‘%0875 Part II NA NA 22032028 | 06.052024 | 05.05.2027
S ron 8o. MD/2022/000588 29.08.2012
MD-05
P Blade - kimeg;e‘:fmm 27.021-12-04562 23.03.2023
8 16 Assertod Sivos 23 a;m;WNo %0875 Part 11 NA NA 22032028 | 06.052024 | 05.05.2027
S ’ MD/2022/000588 29.08.2012
MD-05
B Blade. kEntefpffn‘;iem 27.021-12-04562 23.03.2023
9 17 Aconctod Shes 24 a; Eini %;875 Part 11 NA NA 22032028 | 06.052024 | 05.05.2027
sorted sz r ' MD/2022/000588 29.08.2012
MD-05
ackz‘;ii;epge‘;‘ient 27.021-12-04562 29.01.2024
10 | 29 Cord Clamp S %0875 Part II NA NA 28.01.2029 | 06.052024 | 05.05.2027
D05 MD/2022/000588 29.08.2012
ackigffg;el:ien | 270211204562 10.11.2022
11| 32 Disposable Cap e %0875 Part 11 NA NA 28.01.2029 | 06.052024 | 05.05.2027
rom fRo. MD/2022/000588 29.08.2012
MD-05
ackiz’ggge’xm 27.021-12-04562 10.11.2022
12| 33 Disposable Mask oo No %0875 Part 1I NA NA 09.11.2027 | 06.052024 | 05.05.2027
m 0. MD/2022/000588 29.08.2012
MD-05
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