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manufacturing License (Own license/
loan license/ third party license) for
the product duly approved by the
Licensing authority for each and every
product quoted as per specification in

Page no.
S/ | IClause no. as -
N. | per bid Existing Entry To be Read as
documents
WHO —GMP as per schedule M WHO -GMP/GMP as per revised
Page no. 11, (license no. and MFG. unit address schedule M (license no. and MFG. unit
1 Clause 4 point | highlighted address highlighted
no. Xvii
A valid WHO-GMP as per Schedule | A valid WHO-GMP/GMP as per revised
paceno. 11. | ™M certificate as per requirement of | Schedule 'M’  certificate as  per
> el g 4 point | the Drugs and cosmetic act and rules | requirement of the Drugs and cosmetic
ause ..sz of Govt. of India from Competent | act and rules of Govt. of India from
no. xvii Authority. Competent Authority.
WHO-GMP as per Schedule M’ WHO-GMPIGMP as  per  revised
e . Schedule '™’  certificate as  per
certificate as per requirement of the ! )
Page no. 12, ) requirement of the Drugs and cosmetic
X Drugs and cosmetic act and rules of .
3 Clause 4 point : act and rules of Govt. of India from
: Govt. of India from Competent .
no. Xix e . Competent Authority.
Authority.
Manufacturer should having valid | Manufacturer  should having valid
License (issued by F.D.A) under the | License (issued by F.D.A) under the
Drugs and Cosmetics Act, 1940 | Drugs and Cosmetics Act, 1940
(including its amendments) and | (including its amendments) and should
Page no. 13 should comply with Schedule M | comply with Revised Schedule M
Cla%se 5‘ sul’o (WHO-GMP) of Drugs and Cosmetic | ( WHO-GMP/GMP) of Drugs and
4 Act. The bidder should furnish self- | Cosmetic Act. The bidder should furnish
clause no 5.1
ooint no. a attested photocopy of | self-attested photocopy  of

manufacturing License (Own license/
loan license/ third party license) for the
product duly approved by the Licensing
authority for each and every product
quoted as per specification in the tender.



http://www.aiimsraipur.edu.in/

the tender. The license must have been
duly renewed up to date and the items
quoted shall be clearly highlighted in
the license. Items for which FDA do
not issue manufacturing license but
issue repacking license, firm should
submit valid repacking license. If
revalidation of drug license has been
applied, copy of application to State
Drug / Licensing authority should be
attached.

The license must have been duly renewed
up to date and the items quoted shall be
clearly highlighted in the license. Items
for which FDA do not issue
manufacturing  license  but  issue
repacking license, firm should submit
valid repacking license. If revalidation of
drug license has been applied, copy of
application to State Drug / Licensing
authority should be attached.

Page no. 13,

Clause 5 sub

clause no 5.1
point no. b

The manufacturer should have
received a valid WHO-GMP as per
revised Schedule ‘M’ issued by
Licensing Authority and WHO-GMP
inspection certificate in line with the
WHO certification  scheme, on
pharmaceuticals being quoted. Bidder
should submit a valid product wise
Certificate of WHO-GMP as per
schedule “M” or WHO-GMP issued
by Regulatory Authority, for each item
offered. License no. and
manufacturing unit address clearly
highlighted on WHO-GMP certificate.

The manufacturer should have received a
The manufacturer should have received a
valid WHO-GMP/GMP as per revised
Schedule ‘M’ issued by Licensing
Authority and WHO-GMP/GMP
inspection certificate in line with the
WHO  certification  scheme, on
pharmaceuticals being quoted. Bidder
should submit a wvalid product wise
Certificate of WHO-GMP/GMP as per
revised schedule “M” or WHO-
GMP/GMP  issued by Regulatory
Authority, for each item offered. License
no. and manufacturing unit address
clearly highlighted on WHO-GMP/GMP
certificate.

Page no. 13,

Clause 5 sub

clause no 5.2
point no. ¢

Manufacturer must have valid License
(issued by F.D.A) under the Drugs and
Cosmetics Act, 1940 (including its
amendments) and should comply with
Revised Schedule M WHO-GMP of
Drugs and Cosmetic Act. The bidder
should furnish  self-attested
photocopy of manufacturing License
(Own license/loan license/third party
license) for the product duly approved
by the Licensing authority for each
and every product quoted as per
specification in the tender. The license
must have been duly renewed up to
date and the items quoted shall be
clearly highlighted in the license.
Items for which FDA do not issue
manufacturing license but issue
repacking license, firm should submit
valid repacking license. If revalidation

Manufacturer must have valid License
(issued by F.D.A) under the Drugs and
Cosmetics Act, 1940 (including its
amendments) and should comply with
Revised Schedule M WHO-GMP/GMP
of Drugs and Cosmetic Act. The bidder
should furnish self-attested photocopy
of manufacturing License (Own
license/loan license/third party license)
for the product duly approved by the
Licensing authority for each and every
product quoted as per specification in the
tender. The license must have been duly
renewed up to date and the items quoted
shall be clearly highlighted in the license.
Items for which FDA do not issue
manufacturing  license  but  issue
repacking license, firm should submit
valid repacking license. If revalidation of
drug license has been applied, copy of




of drug license has been applied, copy
of application to State Drug /
Licensing authority may be attached.

application to State Drug / Licensing
authority may be attached.

The manufacturer  should have
received a valid WHO-GMP as per
revised Schedule ‘M’ issued by
Licensing Authority or WHO-GMP
inspection certificate in line with the

The manufacturer should have received a
valid WHO-GMP/GMP as per revised
Schedule ‘M’ issued by Licensing
Authority or WHO-GMP/GMP
inspection certificate in line with the

Page no. 14, WHO  certification  scheme on WHO certification scheme, on
Clause 5 sub harmaceuticals being quoted éidder pharmaceuticals being quoted. Bidder
clauseno5.2 | P : g quoted. should submit a valid WHO-GMP/GMP
. should submit a valid WHO-GMP | ]

point no. d ; ; issued by Regulatory Authority, for each

issued by Regulatory Authority, for | . :
) ) item  offered. License no. and

each item offered. License no. and ; .
manufacturing unit address clearly maﬂf.faﬁtu“ng unit - address _clearly
highlighted on WHO-GMP certificate. | "'dnlighted —on — WHO-GMP/GMP

certificate.
Remarks:-

01 All other terms and condition of tender will remain unchanged.

Issued by

Rishi Gupta
Stores Officer (H)
AIIMS Raipur (C.G.)




