All the bidders who have participated in Tender No: Tender No: Tender No.
6.8A/APMSIDC/2023-24 Dt: 19.09.2023, (Bids received on dt: 03.11.2023) Procurement

and supply of Medical Equipments to various Govt. Hospitals in Andhra Pradesh with a

period of two years rate contract, are hereby requested to send their clarifications, if any,

regarding the remarks of Preliminary Technical Evaluation Report which is placed in
website https://msidc.ap.nic.in. on or before 03.00 PM, Dt:09.12.2023.

Mail ID: aphmhidc@gmail.com.

Date: 07.12.2023.

Mangalagiri, Guntur

Executive Director

APMSIDC.

As per the above Qualification Criteria, the tender documents (on-line documents

submitted by the participated firm) are evaluated and the details are as follows,

Sl. Document Description M/s. Brawm Laboratories Ltd. Remarks
No.
1 Process Fee 29,500/- Pg. No:3 Complies
Online payment: 2085494
Online payment Date:02.11.2023
Bank: ICICI
Amount:29500/-
2 |EMD Pg. No:4 Complies
BG No0:006211LG002023
BG Date:01.11.2023
Bank: Punjab National
Amount:18,00,000/-
3 | Bid Form Section VII-A Pg. No:146 Complies
4 | List of items offered with Make and | Pg. No: Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:151 Complies
6 | Past Performance Details Format B1 | Pg. No:80-81 Complies
along with supporting documents
SD:89 to 143
7 | End-User Certificates or CA Pg. No:154 Complies
Certificate as per Format B2
8 | Financial Capability Details Format Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No: 153 Complies
B3-A Distributor -- Max Rs. 10Cr
Avg. Annual turnover: Rs.214.94Cr
Total net worth: Rs.112.69Cr
10 | Details and proof of After-Sales Pg. No:149 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:155 Complies

bids




Sl. Document Description M/s. Brawm Laboratories Ltd. Remarks
No.
12 | Clause-by-clause commentary on Pg. No:12-13 Complies
technical specifications
13 | Technical and Commercial Pg. No:14 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:160 Complies
Details of IT Returns- (Last 3 years),
PAN and GST copies. GST: 07AAACB7151N3ZG
Pg. no.159
PAN: AAACB7151N
Pg. No.172,179
IT returns
15 | The Manufacturer, must have Pg. No:76 Not Complies
necessary quality certification i.e. _
ISO 13485 (Quality Management ISO 13485:2016
System for Medical Devices). Valid:16.12.2024
16 | Full Quality Assurance System Pg. No:43-79 Complies
Approval Certificate Management .
System Certification for Medical Valid:
Devices_ and their equivalenft' Pg. No:
International Standards certificates
(BIS/CE/USFDA) Valid:
17 | Memorandum of Articles Pg. No:156 Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:8 Complies
Tender
20 | Declaration form Pg. No:152 Complies
21 | DPIIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
: Descripti t Qty
No eseription Qty 2020-21 | 2021-22 | 2022-23
Individual Items
3D&4D-USG machine GE & Versana 22
10 with colour Doppler & | o 20 Premier

Elastography (Flat
panel)

Remarks: Provisionally qualified.




SI. Document Description M/s. Green Apple Medical Systems. Remarks
No.
1 Process Fee 29,500/- Pg. No:1A Complies
Online payment:2085984
Online payment Date:03.11.2023
Bank:
Amount:29500/-
2 | EMD - Max 10,00,000/- Pg. No:2 Complies
DD No:686797
DD Date:18.10.2023
Bank: Karur Vysya
Amount:1,80,000/
3 | Bid Form Section VII-A Pg. No:3 Complies
4 | List of items offered with Make and | Pg. No:4 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:5 Complies
6 | Past Performance Details Format B1 | Pg. No:6 Not Complies
along with supporting documents SD:7-12
7 | End-User Certificates or CA Pg. No:13-14 Complies
Certificate as per Format B2
8 | Financial Capability Details Format Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No: 17 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs.60.95Cr
Total net worth: Rs.9.72Cr
10 | Details and proof of After-Sales Pg. No:18-19,20 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:21 Complies
bids
12 | Clause-by-clause commentary on Pg. No:22-23 Complies
technical specifications
13 | Technical and Commercial Pg. No:30 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:31 Complies
Details of IT Returns- (Last 3 years), | GST: 36ADQPV5011R1ZP
PAN and GST copies. Pg. no.42
PAN: ADQPV5011R
Pg. No.32,35,38,41
IT returns
15 | The Manufacturer, must have Pg. No:70-74 Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:31.03.2025
System for Medical Devices).
16 | Full Quality Assurance System Pg. No:75-77 Complies
Approval Certificate Management Valid:26.05.2024
System Certification for Medical Pg. No:78A-85
Devices and their equivalent USFDA
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Not applicable Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:86 Complies
Tender
20 | Declaration form Pg. No:87 Complies
21 | DPIT approval certificate Not applicable Complies

(applicable)




Past Performance Details:

S| Qualifying | Make & Model Qty
. D . . Qty
No escription Qty 2020-21 | 2021-22 | 2022-23
Individual Items
] Freseniue 2 1
13 Auto transfusion (Cell | 5 20 Kabi&
Saver) CATSMART
Remarks: Provisionally not qualified due to Insufficient Past Performance Details
Format B1 along with supporting documents
Sl. Document Description M/s. Hardik Medi-Tech Remarks
No.
1 Process Fee 29,500/- Pg. No:1 Complies
Online payment:502664
Online payment Date:18.10.2023
Bank: ICICI
Amount:29500/-
2 |EMD Pg. No:1 Complies
DD No0:502665
DD Date:18.10.2023
Bank: ICICI
Amount:1,80,000/-
3 | Bid Form Section VII-A Pg. No:3 Complies
4 | List of items offered with Make and | Pg. No:5 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:7 Complies
6 | Past Performance Details Format B1 | Pg. No: Not Complies
along with supporting documents D
7 | End-User Certificates or CA Pg. No:27 Complies
Certificate as per Format B2
8 | Financial Capability Details Format | Pg. No: 29 Complies
B3 for Manufacturer — Max Rs. 10Cr Avg. Annual turnover: Rs.30.91Cr
Total net worth: Rs. 10.45Cr
9 | Financial Capability Details Format | Not applicable Complies
B3-A Distributor -- Max Rs. 10Cr
10 | Details and proof of After-Sales Pg. No:53 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:55 Complies
bids
12 | Clause-by-clause commentary on Pg. No:57-63 Complies
technical specifications
13 | Technical and Commercial Pg. No:89 Complies

deviations statements




Sl. Document Description M/s. Hardik Medi-Tech Remarks
No.
14 | Copy of the GST Certificate and Pg. No:93 Complies
Details of IT Returns- (Last 3 years), _
PAN and GST copies. GST: 06AABFH9190F12D
Pg. no.97
PAN: AABFH9190F
Pg. N0.99,101,103 IT returns
15 | The Manufacturer, must have Pg. No:109-111 Complies
necessary quality certification i.e. _
ISO 13485 (Quality Management ISO 13485:2016
System for Medical Devices). Valid:13.02.2026
Pg. No:105-107
ISO 9001:2015
Valid:13.02.2026
16 | Full Quality Assurance System Pg. No:113-119 Complies
Approval Certificate Management .
System Certification for Medical Valid:01.03.2025
Devices and their equivalent
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Pg. No:121-125 Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:127 Complies
Tender
20 | Declaration form Pg. No:129 Complies
21 | DPIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
. . . Qt
No Description Qty Y 2020-21 | 2021-22 | 2022-23
Individual Items
14 | Electrohydraulic 20 20 Hardik & Sparx

operation theatre table

OT 400

Remarks: Provisionally not qualified due to

1. Past Performance Details Format B1 along with supporting documents and relate
to Make M/s. Surgident but quoted Make in M/s. Hardik Hence to furnish B1 format

and Past Performance supporting documents related to Hardik only.

2. Past performance regarding Purchase order issued in APMSIDC for 18 DEIC
centres is not satisfactory. Hence, attend the remarks for supplied items regarding
PO No: 226/592/APMSIDC/EQU/2022-23 Dt: 20.02.2023 for qualification in future

tenders.




SI. Document Description M/s. Mark Life Sciences Remarks
No.
1 Process Fee 29,500/- Pg. No: Not Complies
Online payment:
Online payment Date:
Bank:
Amount:
2 |EMD Pg. No:1 Complies
DD No: 011994 (3,00,000)
011995 (1,80,000)
DD Date: 02.11.2023
Bank: HDFC
Amount:4,80,000/-
3 | Bid Form Section VII-A Pg. No:3 Complies
4 | List of items offered with Make and | Pg. No: Not Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:5,7 Complies
6 | Past Performance Details Format B1 | Pg. No: Not Complies
along with supporting documents SD:
7 | End-User Certificates or CA Pg. No:9 Complies
Certificate as per Format B2
8 | Financial Capability Details Format | Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No: 11 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs.22.84Cr
Total net worth: Rs.7.61Cr
10 | Details and proof of After-Sales Pg. No:13 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:17 Complies
bids
12 | Clause-by-clause commentary on Pg. No:15 Complies
technical specifications
13 | Technical and Commercial Pg. No:19 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:21 Not Complies
Details of IT Returns- (Last 3 years), | GST: 36ALEPM8564A2Z3
PAN and GST copies. Pg. no.
PAN:
Pg. No.43,59,81
IT returns
15 | The Manufacturer, must have Pg. No: Not Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:
System for Medical Devices). Pg. No:
ISO 9001:2015
Valid:
16 | Full Quality Assurance System Pg. No: Not Complies
Approval Certificate Management Valid:
System Certification for Medical Pg. No:
Devices and their equivalent Valid:
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Not applicable Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:203 Complies
Tender
20 | Declaration form Pg. No:207 Complies




SI. Document Description M/s. Mark Life Sciences Remarks
No.
21 | DPIIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
. . . Qt
No Description Qty Y 2020-21 | 2021-22 | 2022-23
Group 3 Surgical Items
8 Hopkins scope with 20 20 Livatec
light source
9 Book Walter ring 20 20 Livatec
retractor systems
Individual Items
14 Electrohydraulic 20 20 Stann
operation theatre table
Remarks: Provisionally not qualified due to
1. Non submission of processing fee details.
2. Non-submission of List of items offered with Make and Model details without
prices
3. Non-submission of Past Performance Details Format B1 along with supporting
documents
4. Non-submission of PAN
5. Non-submission of ISO 13485, 9001 & BIS/CE/USFDA certificates for quoted
items. Based on make & model will be evaluated.
SI. Document Description M/s. South India Surgical Co. Ltd Remarks
No.
1 Process Fee 29,500/- Pg. No:1 Complies
Online payment:2084912
Online payment Date:2.11.2023
Amount:29,500/-
2 |EMD Pg. No:2 Complies
BG No0:171020739116-sx
BG Date:31.10.2023
Bank: Standard Chartered
Amount:1,80,000/-
3 | Bid Form Section VII-A Pg. No:3 Complies
4 | List of items offered with Make and | Pg. No:4 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:5 Complies
6 | Past Performance Details Format B1 | Pg. No:6 Not Complies
along with supporting documents SD:6A-6H
7 | End-User Certificates or CA Pg. No:7 Complies
Certificate as per Format B2
8 | Financial Capability Details Format Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No:8 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs.28.85Cr
Total net worth: Rs.24.72Cr




SI. Document Description M/s. South India Surgical Co. Ltd Remarks
No.
10 | Details and proof of After-Sales Pg. No:10 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:19 Complies
bids
12 | Clause-by-clause commentary on Pg. No:12-17 Complies
technical specifications
13 | Technical and Commercial Pg. No:21 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:25 Complies
Details of IT Returns- (Last 3 years), | GST: 36AAACS5091E12G
PAN and GST copies. Pg. no.
PAN: AAACS5091E
Pg. No.31,33,35
IT returns
15 | The Manufacturer, must have Pg. No:53 Not Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:03.08.2023
System for Medical Devices). Pg. No:55
ISO 9001:2015
Valid:03.08.2023
16 | Full Quality Assurance System Pg. No:57 Not Complies
Approval Certificate Management Valid:
System Certification for Medical Pg. No:65
Devices and their equivalent Valid:05.01.2024
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Not submitted Not Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:69 Complies
Tender
20 | Declaration form Pg. No:67 Complies
21 | DPIT approval certificate Pg. Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model
. . . t
No Description Qty ay 2020-21 | 2021-22 | 2022-23
Individual Items
14 | Electrohydraulic 20 20 Galaxy & Asira 13 2
operation theatre table SL advance

Remarks: Provisionally not qualified due to

N

Insufficient Past Performance supporting documents
Submitted ISO9001& 13485 expired Hence furnish New/renewal with valid date
Submitted CE incomplete Hence furnish to submit complete CE certificate

Non-submission of Memorandum of Articles




Sl. Document Description M/s. SMPL Life Sciences Pvt. Ltd. Remarks
No.
1 Process Fee 29,500/- Pg. No:5 Complies
Online payment:2085781
Online payment Date:03.11.2023
Bank:
Amount:29,500/-
2 |EMD Pg. No:7 Complies
DD No:510719
DD Date:02.12.2023
Bank: ICICI
Amount:7,20,000/-
3 | Bid Form Section VII-A Pg. No:9 Complies
4 | List of items offered with Make and | Pg. No:11,13,15 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:19,21,23 Not Complies
6 | Past Performance Details Format B1 | Pg. No:31 Not Complies
along with supporting documents SD:115-141
7 | End-User Certificates or CA Pg. No:275 Complies
Certificate as per Format B2
8 | Financial Capability Details Format Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No: 153 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs.99.25Cr
Total net worth: Rs.24.96Cr
10 | Details and proof of After-Sales Pg. No:157,159,161 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:163 Complies
bids
12 | Clause-by-clause commentary on Pg. No:165-187 Complies
technical specifications
13 | Technical and Commercial Pg. No:189 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:193 Complies
Details of IT Returns- (Last 3 years), | GST: 07AAQCS7546E1ZX
PAN and GST copies. Pg. no.191
PAN: AAQCS7546E
Pg. No.203,205,207
IT returns
15 | The Manufacturer, must have Pg. No:209 Vatech Co. Not Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:20.01.2025
System for Medical Devices). Pg. No:211
ISO 9001:2015
Valid:30.08.2024
Pg. No:213
ISO 13485:2016
Valid:22.03.2026
Pg. No:215
ISO 9001:2015
Valid: 22.03.2026
16 | Full Quality Assurance System Pg. No:227-231 Not Complies
Approval Certificate Management Valid:21.09.2026
System Certification for Medical Pg. No:233-241
Devices and their equivalent Valid: 26.05.2024
International Standards certificates | Pg. No:219-221
(BIS/CE/USFDA)
17 | Memorandum of Articles Pg. No:245-269 Complies




Sl. Document Description M/s. SMPL Life Sciences Pvt. Ltd. Remarks
No.
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:271 Complies
Tender
20 | Declaration form Pg. No:273 Complies
21 | DPIIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
: Descripti t Qty
No escription Qty 2020-21 | 2021-22 | 2022-23
Individual Items
Vatech Co.&
Ortho Pan Tomograme Dax-
11 X ray machine 20 20 iplus:(PCH-
30cs)
Biosafety Cabinet BioLiny &
12 | (Chemotherapy Mixing | 20 20 1200B2
unit) Class Il, B-2
14 Electrohydraulic 20 20 Surgident & 38
operation theatre table Multistan-1
Remarks: Provisionally not qualified due to
1. Submitted Manufacturers Authorization M/s. Vatech India is not as per tender
format
2. Non-submission of Past Performance Details Format B1 along with supporting
documents for item 11& 12.
3. Non-submission of ISO 13485 & BIS/CE/USFDA certificates for Biosafety
Cabinet.
Sl. Document Description M/s. Susruta Associates Remarks
No.
1 Process Fee 29,500/- Pg. No:3 Complies
DD No0:319063
DD Date:16.10.2023
Bank: SBI
Amount:29500/-
2 | EMD Pg. No:3 Complies
DD No0:319064
DD Date:16.10.2023
Bank: SBI
Amount:1,80,000/-
3 | Bid Form Section VII-A Pg. No:5 Complies
4 | List of items offered with Make and | Pg. No:11 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:7 Complies
6 | Past Performance Details Format B1 | Pg. No:15-21 Complies
along with supporting documents SD:23-53
7 | End-User Certificates or CA Pg. No:55 Complies

Certificate as per Format B2




Sl. Document Description M/s. Susruta Associates Remarks
No.
8 | Financial Capability Details Format Not applicable Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No:61 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs.6.11Cr
Total net worth: Rs.2.46Cr
10 | Details and proof of After-Sales Pg. No:133 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:135 Complies
bids
12 | Clause-by-clause commentary on Pg. No:137-141 Complies
technical specifications
13 | Technical and Commercial Pg. No:143 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:145 Complies
Details of IT Returns- (Last 3 years), | GST: 36AEOPK0202L12L
PAN and GST copies. Pg. no.151
PAN: AEOPK0202L
Pg. No.63-131
IT returns
15 | The Manufacturer, must have Pg. No:155 Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:16.06.2026
System for Medical Devices). Pg. No:153
ISO 9001:2015
Valid:29.05.2026
16 | Full Quality Assurance System Pg. No:161 Complies
Approval Certificate Management USFDA
System Certification for Medical
Devices and their equivalent
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Not applicable Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:173 Complies
Tender
20 | Declaration form Pg. No:175 Complies
21 | DPIIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
No Description Qty v 2020-21 | 2021-22 | 2022-23
Individual Items
14 | Electrohydraulic 20 20 Congate India 20
operation theatre table & SS 1100

Remarks: Provisionally qualified




SI. Document Description M/s. Vishal Surgical Equipment Co. Remarks
No.
1 Process Fee 29,500/- Pg. No:1 Complies
Online payment: 000101
Online payment Date: 16.10.2023
Bank: HDFC
Amount:29,500/-
2 | EMD - Max 10,00,000/- Pg. No:2 Complies
BG No0:021GT02232890005
BG Date:16.10.2023
Bank: HDFC
Amount: 10,00,000/-
3 | Bid Form Section VII-A Pg. No:5 Complies
4 | List of items offered with Make and | Pg. No:6,10,14, 18, 23, 25 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:27 to 30 Not Complies
6 | Past Performance Details Format B1 | Pg. No:34-38 Not Complies
along with supporting documents SD:39-293
7 | End-User Certificates or CA Pg. No:293 Complies
Certificate as per Format B2
8 | Financial Capability Details Format | N/A Complies
B3 for Manufacturer — Max Rs. 10Cr
9 | Financial Capability Details Format | Pg. No: 296 Complies
B3-A Distributor -- Max Rs. 10Cr Avg. Annual turnover: Rs. 44.93Cr
Total net worth: Rs. 16.21Cr
10 | Details and proof of After-Sales Pg. No:297 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:298 Complies
bids
12 | Clause-by-clause commentary on Pg. No:299-313 Complies
technical specifications
13 | Technical and Commercial Pg. No: Not Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:314 Complies
Details of IT Returns- (Last 3 years), | GST: 36AABFV8934F1Z2Y
PAN and GST copies. Pg. no.329
PAN: AABFV8934F
Pg. No.317,321,325
IT returns
15 | The Manufacturer, must have Pg. No:330 to 336 (Nakanish) Not Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:26.04.2024
System for Medical Devices). Pg. No:386 to 396 Karl
ISO 13485:2016
Valid:09.05.2025
Pg. No:397 Mediflex
ISO 13485:2016
Valid:28.10.2023
16 | Full Quality Assurance System Pg. No:340 (Nakanish) Not Complies
Approval Certificate Management USFDA
System Certification for Medical Pg. No:351 to 383 Karl
Devices and their equivalent Valid:24.04.2024 USFDA
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Not applicable Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:399 Complies

Tender




SI. Document Description M/s. Vishal Surgical Equipment Co. Remarks
No.
20 | Declaration form Pg. No:400 Complies
21 | DPIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying Make & Model Qty
No Description Qty 2020-21 | 2021-22 | 2022-23
Group 2 Surgical Oncology
Micro drill and saw 20 Nakanishi &
4 | system for mandible Primado2 Electrical
resections Drill System
Near infrared 20 Karl Storz & 22
indocyanine green TC201EN, TC304
5 | fluorescence imaging
system for open
surgery
Rigid tele 20 Karl Storz 24
6 laryngoscope with
HD camera, Monitor
and recording system
Laparoscopic 20 Karl Storz 24
7 | thoracoscopic
instrument set
Group 3 Surgical Items
8 Hopkins scope with 20 Karl Storz 26
light source
9 Book Walter ring 20 Mediflex
retractor systems
Remarks: Provisionally not qualified due to
1. Non-submission of Technical and Commercial deviations statements
2. 3" party Manufacturers Authorization is not valid for item no. 4. Hence to furnish
Manufacturers Authorization from OEM.
3. Non submission of B1 format and past performance supporting document for
item no. 4 & 9.
4. Submitted ISO 13485 certificate is expired of M/s. Mediflex. Hence to furnish
renewal/new ISO 13485 certificate.
5. Non submission of BIS/CE/USFDA certificate for M/s. Mediflex.
Sl. Document Description M/s. Esaote India (NS)Ltd. Remarks
No.
1 Process Fee 29,500/- Pg. No:1 Complies
Online payment:069222
Online payment Date:17.10.2023
Bank: AXIS
Amount:29500/-
2 | EMD - Max 10,00,000/- Pg. No:2 Complies
DD No0:069223
DD Date:17.10.2023
Bank: AXIS
Amount:18,00,000/-
3 | Bid Form Section VII-A Pg. No:16 Complies




Sl. Document Description M/s. Esaote India (NS)Ltd. Remarks
No.
4 | List of items offered with Make and | Pg. No:17 Complies
Model details without prices
5 | Manufacturers Authorization Pg. No:18 Complies
6 | Past Performance Details Format B1 | Pg. No:19-30 Complies
along with supporting documents SD:31-76
7 | End-User Certificates or CA Pg. No:77 Complies
Certificate as per Format B2
8 | Financial Capability Details Format | Pg. No: 78 Complies
B3 for Manufacturer — Max Rs. 10Cr | Avg. Annual turnover: Rs.38.76Cr
Total net worth: Rs. 7.99Cr
9 | Financial Capability Details Format Not applicable Complies
B3-A Distributor -- Max Rs. 10Cr
10 | Details and proof of After-Sales Pg. No:79 Complies
Service facilities
11 | Letter of authorization to sign the Pg. No:80 Complies
bids
12 | Clause-by-clause commentary on Pg. No:81-83 Complies
technical specifications
13 | Technical and Commercial Pg. No:84-85 Complies
deviations statements
14 | Copy of the GST Certificate and Pg. No:86 Complies
Details of IT Returns- (Last 3 years), | GST: 36AAACE7569H1ZD
PAN and GST copies. Pg. no.90
PAN: AAACE7569H
Pg. No.92,95,98
IT returns
15 | The Manufacturer, must have Pg. No:104-106 Complies
necessary quality certification i.e. ISO 13485:2016
ISO 13485 (Quality Management Valid:03.01.2024
System for Medical Devices). Pg. No:
ISO 9001:2015
Valid:
16 | Full Quality Assurance System Pg. No:107-108 Complies
Approval Certificate Management Valid:24.08.2026
System Certification for Medical Pg. No:109-115
Devices and their equivalent Valid:
International Standards certificates
(BIS/CE/USFDA)
17 | Memorandum of Articles Pg. No:117-123 Complies
18 | All the uploaded Technical bid, to be | self-attested Complies
attested by a Gazette Officer or
properly notarized or self-attested
19 | General Information about the Pg. No:124 Complies
Tender
20 | Declaration form Pg. No:125 Complies
21 | DPIIT approval certificate Not applicable Complies
(applicable)
Past Performance Details:
S| Qualifying | Make & Model Qty
No Description Qty v 2020-21 | 2021-22 | 2022-23
Individual Items
3D&4D-USG machine | o 20 ESAOTE 7 137
10 Mylab X6
with colour Doppler & yia




Elastography (Flat
panel)

Remarks: Provisionally Qualified




