Corrigendum to Bid Reference No. C.D.M & P.H.O
(12933)/LAB/2018-19

marketing experience in Medicine/
pharmaceuticals products supplying

to the Government Organization/ |

Sl Category, Present Clause Madified Clause
No | Clause No. &
Sub-Point no.
1 Eligible Tenderers shall be a manufacturer | Bidders have to submit GSTR 3B
Criteria having valid up-to-date | (final) & GSTR 1 (final summery
Clause no. 2.1 | manufacturing License with product | copy) on monthly basis for last
endorsement copy. Valid ISO 13485 | quarter (Jan 2018 to March
Certified, valid GMP certified/ valid | 2018).
CE as per VD  directive Valid 1SO 13485 Certified, valid
certified/USFDA certified | OMP certified/ valid CE as per
manufacturing firm, product should | IVD directive certified/USFDA
be DCGI approved (certified). FDRA | certified ~ manufacturing firm.
(Food and Drug Reaction | product  should be DCCI
Anaphylaxis) certified by competent | approved (certified), FDRA
authority (the above certificate are | (Food and Drug Reaction
applicable as per product which are | Anaphylaxis) certified by
mentioned in Technical Specification | competent authority (the above
attached in  Annexure IX). The | certificate are applicable as per
manufacturer Should have  PAN | product which are mentioned in
card, Last 3 years IT return (2014-15, | Technical Specification attached
2015-16. 2016-17). GST Registration | in Annexure 1X) except lab.
Certificate. Valid GST clearance | Consumable items. All other
certificate/ GSTR 3B &GSTR-1 on | conditions remain:  unaltered.
monthly basis for one year
"> | Clause  no. | The Annual Average Turnover of the | Remain  unaltered.

2.3 Manufacturer should be Rs. 3
Crorers or more during the last three
financial years {2014-15.2015-
16,2016-17) duly certified by the
Charted Accountant as per the
prescribed format (Annexure -VII). If
the tenderer Is an Authorized
distributor, he/she has to submit the
Annual Average Turnover statement
of Rs.2 Crorers or more with annual
audited statement / Annual Report
of his/her firm in prescribed format
along with  Annual  Average
Turnover  statement of  the
Manufacturer of Rs.5 Crorers or
more .

3 | Clause no. | The Tenderer should have typically | 3. The bidders are requested to
2.5 not less than 3 (three) years of read “typically not less than

3 (three) years of marketing
experience in  Chemicals.
Reagents. Diagnostic Test Kits |

Pd/r}/ ol WM




| Corporate

Hospital/PSU
Hospital/UN agencies in India duly
supported documentary evidence
((10 (ten) no’s of Purchase Order
copy for each financial year duly
attested by Notary Public) from
minimum 3 (three) or more
competent Authorities & End User
Certificate from same 3 (three} or
more competent authorities for last
3 vyear i.e. 2015-16, 2016-17, 2017-
18)

& Lab. Consumables
supplying to the Governmenrt
Organization/ Corporate
Hospital/PSU  Hospital/UN
agencies in India” instead of
"Medicine & Medical
Consumables”.

4, Bidders have to submit 05
nos of Purchase Order copies
for each financial year for last
3 years (2015-16, 2016-17.
2017-18) instead of 10 nos. of

Purchase Order copies for
each financial vyear for
specified years. All  other
conditions remain

| unaltered.

Clause no.3.1

E.M.D of Rs.100000/- (one lakh)

| Remain .. unaltered.

Clause no.3.6

Valid up-to-date  Manufacturing
License with product endorsement
(i.e. the list of approved items issued
at the time of grant / renewal of the
license and it should be a single list)
of the items quoted / copy of import
license along with registration
Certificate

Valid up-to-date Manufacturing
License with product
endorsement is applicable for all
products except lab.
Consumables.

Clause  No. | The Tenderer has to submit Court | Either of Court Affidavit or
3.10 Affidavit in respect to not been | Affidavit from Notary Public is

convicted under the provision of | acceptable.

D&C Act 1940 by any court of law in

contravention to the above Act &

Rules & has not been blacklisted for

any item either by the tender

inviting authority or by any state

Govt, or Central Govt. Organization

participate in the tender for that

items during the period of

blacklisting. _
Clause  No. | EM.D Rs.50000/- (not applicable | EMD Rs.100000/- is applicable
5.1& 6.1 for §51 Units) for bid security (not applicable

for 551 Units). ,

Rejection Biochemical Reagents 3. Calibrators traceable to
Criteria 6. CE as per IVD directive/ USFDA Certified Reference Material
X1, 1l Certificate (CRM).

7. 1SO (13485) Certificate from
competent Authority.

8. DCGI Approval Certificate from
competent Authority.

9. Calibrators traceable to Certified

Reference Material (CRM).

4, Standardization of reagent
kits traceable to Standard
Reference Material (SRM)

Above mentioned two
documents are not required at
'the time of evaluation of

N/




10. Standardization of reagent kits | technical bid but supplier has to

traceable to Standard Reference
Material (SRM)

submit at the time of supply of
the product as applicable In
technical specification.

9 | Performance | 5% of the Purchase Order value will | Remain_  unaltered
Security be deposited by the successful bidder
Clause no.7.2 | as performance security in shape of

account payee Demand draft in
favour the Chief District Medical &
Public Health Officer. Cuttack
payable at Cuttack _

10 | Quality All the suppliers/ manufacturers | Analytical  test  report s
testing must submit Analytical test report | applicable for all products except
Clause  No. | from In-house /any approved Lab. Consumables.

10.1 laboratory of the batches being
supplied to the consignee

11 | Product list | Blood Crouping (ABO-RH | May please be read as separate
with typing) (ANTI-A,ANTI-B,ANTI- product instead of one item and
Technical A.B.ANTI-D,ANTI-H,ANTI- price may be quoted as per
Specification | A1 BOVINE ALBUMIN, Antigen individual product.

Point no.4

for Red Cell Pannel)

QA} ;

Chief District Medical &
Public Health Officer, Cuttack




