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MINOR INFIRMITES/SHORTCOMINGS NOTICE-502

“Human Factor-VIII with VWF Concentrate”

Subject: Evaluation of Technical bids for finalization of the contract for the
Procurement of “Human Factor-VIII with VWF Concentrate”.

Report of the Sub-Committee constituted for evaluation of bid documents for the finalization
of the rate contract for the procurement of “Human Factor-VIII with VWF Concentrate” with
reference to the NIT No: JKMSCL/Human Factor-VIII with VWF Concentrate/2021/502 dated.
20.11.2021. The preliminary evaluation of the bid documents have been done on the basis of uploaded
documents. '

Documents of the following bidders who participated in the tender were evaluated and the
shortcomings found in the documents are shown against each:

S. No Name of the bidder Minor Infirmities/Shortcomings
1/4 M/S Alpha Drugs, New Delhi. 1. Average Annual Turnover Statement not less than 20 crores of the
(Bidder/Importer) Importer (M/S Alpha Drugs, New Delhi) for last 3 financial years
from Chartered Accountant with UDIN (2017-18, 2018-19 & 2019-
M/S Bio Products Laboratory Ltd, UK 20). (Submitted document is of Foreign Manufacturer.)
(Manufacturer)

2. Copies of Audited Balance Sheet & Profit Loss Account of the
Brand Name: Optivate® Importer (M/S Alpha Drugs, New Delhi) for last 3 financial years
from Chartered Accountant (2017-18,2018-19 & 2019-20).

3. Submit valid Drug Manufacturing License along with subsequent
renewals of Original Manufacturer(s) for the quoted product.

4, Submit valid CGMP as per revised Schedule “M*/WHO format of
the manufacturer for the quoted item. (Submitted document is not
for the quoted item)

5. Product permission by the licensing authority for the quoted
products by the Original Manufacturer to be submitted.

6. Non conviction certificate of the Principal Manufacturer (M/S Bio
Products Laboratory Ltd.) for quoted product from licensing
authority for the Import license no. BP-7 to be submitted.

7. Market standing certificate issued by licensing authority of the
respective state not less thun throe preceding year.(2017-18, 2018-
19 &2019-20) to be submitted . (Submitted is for Anti-
Haemophilie Factor VI not for Human Factor VI with vWF
coneentrate,)
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2/4 M/S Grifols Indiu Healthcure Lk (e munufucturer for the quoted item,

Haryana
(Bidder/Importer) .t
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M/S Grifols Biologicals LLC, USA
(Manufacturer)

Brand Name: Alphanate.

Product permission by the licensing authority for the quoted

products by the Original Manufacturer to be submitted.

Authorization letter from principal manufacturer in favour Importer

(M/S Grifols India Healthcare (P) Ltd, Haryana) for the quoted

product to be submitted.

Market standing certificate issued by licensing authority of the
respective state not less than three preceding year.(2017-18, 2018-
19 &2019-20) to be submitted for the quoted product Human
Factor VIII with vWF concentrate .

3/4

M/S Intas Pharmaceuticals Ltd.,
Gujarat.
(Bidder/manufacturer)

M/s Novolife Healthcare Corp.,
Srinagar.
(Authorized Representative)

Brand Name:

Submit valid Drug Manufacturing License along with subsequent
renewals of Original Manufacturer(s) for the quoted product as per
NIT Specification. (The submitted document mentions Dried
Human Anti-Haemophilic Factor VIII and does not Mentions
VWF as per NIT specification.)

Submit valid CGMP as per revised Schedule “M”/WHO format
of the manufacturer for the quoted item. (The submitted
document mentions Dried Human Anti-Haemophilic Factor
VIII and does not Mentions vWF as per NIT specification.)

Product permission by the licensing authority for the quoted
products by the Original Manufacturer to be submitted. (The
submitted document mentions Dried Human Anti-
Haemophilic Factor VIII and does not Mentions vWF as per
NIT specification.)

Market standing certificate issued by licensing authority of the
respective state not less than three preceding year.(2017-18, 2018-
19 &2019-20) to be submitted for the quoted product Human
Factor VIII with vWF concentrate .(The submitted document
mentions Dried Human Anti-Haemophilic Factor VIII and
does not Mentions VWF as per NIT specification.) '

Valid Drug sale License along with subsequent renewals on form
20B & 21B to be submitted of M/s Novolife Healthcare Corp.,
Srinagar.(Authorized Representative)

Latest Non-Conviction certificate issued by licensing authority to
be submitted of M/s Novolife Healthcare Corp., Srinagar
(Authorized Representative) issued not before 06 months.

Clarify the Brand Name of the product Quoted.

4/4

M/s Baxalta Bioscience India Pvt.
Ltd., Gurugram,
(Bidder/Importer)

M/s Baxter AG., Austria,
(Manufacturer)

Brand Name: Immunate,
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Submit valid Drug Manufacturing License along with subsequent
renewals of Original Manufacturer(s) for the quoted product as per
NIT Specification. (The submitted document mentions Purified
freeze Dried Human coagulation Factor VIII and does not
Human Factor VIII with vWF concentrate as per NIT
specification,)

Submit valid CGMP as per revised Schedule “M"/WHO format
of the munufucturer for the quoted itom, (The submitted
document mentlons Purified freeze Defed Human coagulation

Faetor VHI and does not Human Factor VIIL with vWF
concentrate ns per NIT specifiention,)

Product_permission_by the _licensing authority for the quoted

A




products by the Original Manufacturer to be submitted. (The
submitted document mentions Purified freeze Dried Human
coagulation Factor VIII and does not Human Factor VIII with
vWF concentrate as per NIT specification.)

4. Market standing certificate issued by licensing authority of the
respective state not less than three preceding year.(2017-18, 2018-
19 &2019-20) to be submitted for the quoted product Human
Factor VIII with vWF concentrate .(The submitted document
mentions Purified freeze Dried Human coagulation Factor
VIII and does not Human Factor VIII with vWF concentrate
as per NIT specification.)

5. Import license on Form 40 & registration approved by CDSCO.

6. List of items (Annexure C) highlighting the items quoted Human
Factor VIII with vWF concentrate by the bidder mentioning the
principal manufacturer of quoted item and brand name to be
submitted. .(The submitted document mentions Purified freeze
Dried Human coagulation Factor VIII and does not Human
Factor VIII with vWF concentrate as per NIT specification.)

The bidders are requested to upload the infirmities by or before 14-01-2022 up to 4:00
P.M on gmjkmscl.mi@gmail.com which shall be forwarded to technical evaluation Sub-
Committee for further scrutiny and final recommendation in the matter.

In case the documents are not submitted on specified date and time ,your bid shall be
evaluated only on the basis of documents submitted earlier, documents received after due
date and time shall not be considered and no hard copy of the documents will be

entertained.
’/%”
(Dr.AB.Najid Mirab)
General Manager (Drugs)
) JKMSCL
\r\( -
No: JKMSCL/GM (Drugs)/NIT-502/M.1/2022/ (062223 Dated: 0% -01-2022

Copy for information to the:-

1. P.A to Managing Director,JKMSCL 3
2 Asstt.Programmer (M) JKMSCL I/c website to uploaded the Minor Infirmities on the official/relevant website,

3. Office file,



