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Ref. No.:- F.02(275)/RMSCL/PROCUREMENT/DRUG/NIB-17/2019/& 7

Corrigendum — I

Subject:-Amendments in BOQ/ technical specification/Eligibility Criteria,

Ref.:- Prebid meeting dated 26.09.2019 and NIB No. F.02(275) / RMSCL / PROCUREMENT /
DRUG / NIB-17 / 2019 / 1559 Dated:-20.12.2019 (Technical bid opening due on dated —

23.01.2020)
S. Existing condition / technical specification/Packing Amended condition / technical specification/ Packing
No Unit/Quantity (clause no.) Unit/Quantity/Shelf Life/Date Extension (clause no.).
1, | Clause 2(¢) ELIGIBILITY CRITERIA Clause 2(c¢) ELIGIBILITY CRITERIA
Clause 5 (i) (j) TECHNICAL BID Clause 5 (i) () TECHNICAL BID
Annexure-XV Ref. Clause No. 2 (¢) Annexure-XV Ref, Clause No. 2 (¢)
Code | Name of item with specification Code | Relaxation in Condition of Market Standing
No, No, Certificate and Performance Statement
: : - oy - FNEL Firm has to submit Market Standing Certificate
NE16 | Dual Rapid Test kit for HIV & Syphilis VO o Dual Rapid Test kit for HIV & S%/philis for 6
months and Performance Statement of at least
one batch in financial year 2018-1% or 2019-20,
OR
Firm has to submit Market Standing Certificate
of both test kits i.e HIV and Syphilis for 6
months and Performance Statement of at least
ong batch in financial year 2018-19 or 2019-20,
*However, for all above items, the firm has to submit
with bid, the product permission (from the Licensing
Authority) same as per bid specifications.
2. | Clause 5(I) TECHNICAL BID Clause 5(I) TECHNICAL BID

WHO-GMP (WHO - Good manufacturing practices
Certificate) Certificate issued by the Licensing
Authority. The WHO-GMP certificate must not be
older than one year from the due date of Bid
submission in the case where validity is not mentioned
in the certificate. The WHO-GMP certificate of all the
manufacturing plants, of which products have been
quoted, should be submitted. The Bidder shall also
furnish an undertaking in the format given in
Annexure-VII point 00,8 declaring that the Bidder
complies with the requirements of WHO-GMP. The
Importer should produce WHO- GMP /COPP of the
manufacturing firm or a certificate which is at par with
WHO-GMP issued by exporting countries like US-
FDA approval, etc. In the case of imported drugs,
labels and preduct literature of all quoted products
must be submitted.

In the existing condition of WHO-GMP for
manufacturer in the clause, it is relaxed to QMS
Certificate / ISO 13485 for helow mentioned item

codes :-
Code | Name of item with specification
No.
NE16 | Dual Rapid Test kit for HIV & Syphilis

As item included under Medical Device Rules 2017 hence
for manufacturer QMS Certificate issued by the competent
authority OR ISO 13485 issued by CDSCO registered
notified body acceptable. The QMS Certificate / ISO
13485 must not be older than one year from the due date
of Bid submission in the case where® validity is not
mentioned in the certificate. The QMS Certificate / 180
13485 of all the manufacturing plants, of which products
have been quoted, should be submitted. The Bidder shall
also furnish an undertaking in the format given in
Amnexwre-VII point no8 declaring that the Bidder
complies with the requirements of QMS Certificate / 18O
13485. The Importer should produce WHO- GMP /COPP
of the manufacturing firm or a certificate which is at par
with WHO-GMP issued by exporting couniries 1ike US~
FDA approval, etc. In the case of imported drugs, labels
and produet literature of all quoted products must be
submitted,
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Existing condition / technical specification/Packing
Unit/Quantity (clause no.)

Amended condition / technical specification/ Packing
Unit/Quantity/Shelf Life/Date Extension (elause no.).

Clause 2(b) ELIGIBILITY CRITERIA

Average Annual turnover (for drugs and medicines
inciuding Surgical and sutures Business) in the [ast
three financial years 2015-16, 2016-17 & 2017-18 or
2016-17, 2017-18 & 2018-19 should not he less than
Rs. 20 Crores.

For MSME units of Rajasthan, the average annual
turnover in the last three financial years 2015-16,
2016-17 & 2017-18 or 2016-17, 2017-18 & 2018-19
should not be less than Rs. 2 Crore. For drug items
falling in the category of Disinfectants & Antiseptics,
Eye preparations and Ear drops etc (Item code
320,572,588 and 614) bidder’s firms average annual
turnover of last three financial vears shouid not be less
than Rs. 2 Crore.

Clause 2(b) ELIGIBILITY CRITERIA

Average Annual turnover (for drugs and medicines
including Surgical and sutures Business) in the last
three financial years 2015-16, 2016-17 & 2017-18 or
2016-17, 2017-18 & 2018-19 should not be less than
Rs. 20 Crores.

For MSME units of Rajasthan, the average annual
turnover in the last three financial years 201518, 2016-
17 & 2017-18 or 2016-17, 2017-18 & 2018-19 should
not be less than Rs. 2 Crore. For drug items falling in
the category of Disinfectants & Antiseptics, Eye
preparations and Ear drops etc (Item code 320,572,588
and 614) bidder’s fitms average annual turnover of last
three financial years should not be fess than Rs, 2 Crore,
For item code NE 6 and NE 16 bidder’s firms average
annual turnover of last three financial years should not
be less than Rs. 5 Crore.

Annexure — VI (List of Drugs with Specifications)
and BoQ

Annexure — VIII (List of Drugs with Specif‘icatiohs) and
BoQ

|

‘ Code Name of item with specification T . Code Name of item with specification

No. ) No.
L 682 | Teneligliptin Tablet 20 mg ' 682 | Teneligliptin Tablet IP 20 mg J
Note:-

» It may be noted that if any further amendments are issued then a corrigendum

will be published and informed.

» Rest of the terms and conditions will remain the same.
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