KERALA MEDICAL SERVICES CORPORATION LTD.,
(Dept. of Health & Family Welfare, Govt. of Kerala)
< : L@T Thycaud P.O., Thiruvananthapuram-14
KMSCL Ees et Tele Fax No: 0471-2945647,
- 0471-2945600
Email id: edrugs.kmscl@kerala.gov.in

CIN: U24233KL2007SGC021616

Essential Drugs Division www.kmscl.kerala.gov.in
No. KMSCL/ED/40/2023 Date: 26.02.2024
NOTICE

(SPECIALTY DRUGS)
Sub - KMSCL - E-tender for the Procurement of Specialty Drugs for the year 2024-25 -
Technical Bid Evaluation — Defects noticed and status— Published - reg.
Ref - 1. E-tender No. KMSCL/ED/SPL/RC/2023/022 dated 23.12.2023.

2. Amendment notice no. KMSCL/ED/40/2023(1) dated 06.01.2023.

In service to public health

Technical bids submitted in response to the e-tender referred above for the
procurement of Specialty Drugs for the year 2024-25 were opened on 19.01.2024 and
scrutinized. The status is published below.

All the bidders are directed to verify the details of their offered items in the notice
published. The complaints/suggestions/representations, if any, on this notice shall be

submitted to the Tender Inviting Authority in writing on or before 5pm on 07.03.2024.

Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
Bid No. 1 M/s. Boehringer Ingelheim India Pvt Ltd, Mumbai
_ Submitted the required
1. | D12030 |ALTEPLASE INJ 50mg Vial documents.
Bid No. 2 M/s. Samarth Life Sciences Pvt L.td, Mumbai
ACYCLOVIR 1. Product Permit and Market
1. | D09017 |INTRAVENOUS 500 mg Vial Standing Certificate
INFUSION I[P submitted is for “USP”
BETHANECHOL specification instead of the
2. | D19015 CHLORIDE TAB BP 25 mg 1 No tendered monograph for the
following;
CALCIUM ACETATE
3. | D22061 | 1ap 667 mg 1 No D02111- TIGECYCLINE INJ
IP 50 mg Vial.
4 | D02103 COLISTIMETHATE INJ 3 miu Vial
I D19015- BETHANECHOL
) LAM CHLORIDETAB BP 25 mg.
5 D06018 SSI;ENICIL INE CAP 250 mg 1 No




Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
2. Notary attested copy of
6. | D13077 |ESMOLOL INJ IP 10mg/ml | 10ml Market Standing Certificate
not submitted for D22061-
7. | D13080 |ISOPRENALINE INJ IP 2 mg/ml 1ml CALCIUM ACETATE TAB
667 mag.
L ORNITHINE L
8. | D21050 | xopARTATE INFUSION | 2 gm/10ml | Amp
9. | D20047 | OCTREOTIDE INJ 100 meg/ml ir;“;
10. | D29006 |PHENYLEPHRINE INJ IP 10 mg/ml ‘ir;n;
SODIUM .
11| D13025 | \ITROPRUSSIDE INJ IP 50 mg Vial
TAMSULOSIN
HYDROCHLORIDE
12. | D21057 PROLONGED 0.4 mg 1 No
RELEASE CAP IP
13. | D02110 | TEICOPLANIN INJ IP 400 mg Vial
14. | D13090 | TERLIPRESSIN INJ 1 mg/10 ml Amp
15. | D02111 |TIGECYCLINE INJ IP 50 mg Vial
16. | D19011 |VASOPRESSIN INJ IP 20 UNITS/ml 1ml
Bid No. 3 M/s. Intas Pharmaceuticals Ltd, Gujarat
1. Notary attested copy of
1. | D17064 |ARIPIPRAZOLE TAB IP 10 mg 1No renewal retention/current
validity certificate of the
2. | D17045 | ATOMOXETINE TAB 25 mg 1 No manufacturing units bearing
license nos. M/517/09 and
3. | D17044 | ATOMOXETINE TAB 10 mg 1 No M/717/2016 & M/718/2016
not submitted.
CLOPIDOGREL+ASPI 75 mg + 75 2. Product Permit and Market
4. | D1 1N
3068 RIN TAB IP mg © Standing Certificate
submitted is for “Prolonged
5. | D21046 | DARIFENACIN TAB 7.5 mg 1 No Release Tablet” instead of
DIVALPROEX SODIUM the tendered Specification for
6. | D07028 | PROLONGED 500 mg 1 No D21046-  DARIFENACIN
RELEASE TAB IP
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Sl

Drug

Defects noticed and

No Code Drug Name Strength Unit Status
TAB 7.5 mg.
7. | D21047 |DUTASTERIDE CAP IP 0.5 mg 1 No . Product Permit and Market
Standing Certificate
8. | D17008 | FLUOXETINE CAP IP 10 mg 1 No submitted is for “Tablet”
instead of the tendered
9. | D17067 | FLUVOXAMINE TAB IP 100 mg 1 No specification  for  the
following;
D21047- DUTASTERIDE
1 D1 MIRTAZAPINE TAB IP 1 1N
0 7030 5mg o CAP IP 0.5 mg
D21056- TAMSULOSIN
MYCOPHENOLATE
11. | D32001 MOFETIL TAB [P 500 mg 1 No HYDROCHLORIDE
OLMESARTAN PROLONGED RELEASE
12. | D13087 MEDOXOMIL TAB IP 40 mg 1 No AND DUTASTERIDE CAP IP
OLAZINE 0.4 mg + 0.5 mg
RAI D21057- TAMSULOSIN
13. | D13089 | EXTENDED RELEASE 500 1N
TAB ms © HYDROCHLORIDE
PROLONGED RELEASE
14. | D13094 E,OSUVASTATIN TAB 10 mg 1No CAPIP 0.4 mg
. Tendered monograph “IP”
SEVALAMER not mentioned in the Product
15. | D19013 CARBONATE TAB 400 mg 1 No ‘ .
Permit submitted for
16. | D32002 | TACROLIMUS CAP IP 1mg 1 No D13091- TICAGRELOR TAB
IP 90 mg.
. Tendered monograph “IP”
17. | D32009 | TACROLIMUS CAP IP 0.5 mg 1 No not mentioned in the Market
TAMSULOSIN Standing Certificate
HYDROCHLORIDE 04 0.5 submitted for  D13068-
18. | D21056 | PROLONGED s e 1 No CLOPIDOGREL + ASPI RIN
RELEASE AND S TABIP 75 mg + 75 mg.
DUTASTERIDE CAP [P . Notary attested copy of
EI%?(%IEZ()HSI{gRIDE Market Standing Certificate
19. | D21057 PROLONGED 0.4 mg 1 No to p'rove 3 year. market
RELEASE CAP IP standing not submitted for
D17044- ATOMOXETINE
20. | D14058 | TERBINAFINE TAB IP 250 mg 1 No TAB 10 mg.
. Details of bidder and
21. | D13091 | TICAGRELOR TAB IP 90 mg 1 No manufacturing  units  in
Annexure VII submitted is
22. | D07032 | TOPIRAMATE TAB IP 50 mg 1No not attested by  Notary
Public.
23. | D21039 |VOGLIBOSE TAB IP 0.3 mg 1 No
24. | D1201g | TMAN ALBUMINING 20% 100 m!
HUMAN NORMAL
25. | D21085 |IMMUNOGLOBULIN 5gm 100ml
for INTRAVENOUS USE IP

KMSCL — e-tender for the Procurement of Specialty Drugs for the year 2024-25 Page 3 of 23




Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
Bid No. 4 M/s. Overseas Healthcare Pt Ltd, Punjab
Submitted the required
1. | D19014 |FLAVOXATE TAB IP 200 mg INo | documents.
2. | D21055 |SILODOSIN CAP 8 mg 1 No
Bid No. 5 M/s. Brooks Laboratories Limited, Himachal Pradesh
. 1. Notary attested copy of Valid
1 | D0O8019 | ARTESUNATE INJ IP 60 mg Vial Market Standing Certificate
not submitted for all the
2 D29010 | CITICOLINE INJ IP 500 mg Amp quoted items.
2. Notary attested details of 3
Performance Statement in
Annexure [V submitted for
4 | D12034 |[ETHAMSYLATE INJ 125 mg/ml 2ml] D12034- ETHAMSYLATE
INJ 125 mg/ml, 2ml.
3. Notary attested copy of
L ORNITHINE L Declaration and Undertaking
5 | D21050 ASPARTATE INFUSION 5gm/10 ml Amp in Annexure V submitted is
not in non-judicial stamp
paper of Rs.200/-.
Bid No. 6 M/s. Baxter (India) Pvt Ltd, Haryana
Submitted the required
1 | D04028 | SEVOFLURANE LIQUID 250ml Bottle | 4ocuments.
Bid No. 7 M/s. Grifols India Healthcare Pvt Ltd, Haryana
Submitted the required
1 | D12018 |HUMAN ALBUMIN INJ IP 20% 100 ml | 4ocuments.
Bid No. 8 M/s. Theon Pharmaceuticals Limited, Haryana
In the case of New Drugs with
CEFPODOXIME ORAL 30ml Market standi f less than 3
1. D219 g3spENSION 1P 100mgdml |- g e arier Soncing 7 fess an

years (from the date of
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15116 CD;lclli Drug Name Strength Unit Defectssr::tt:s:ed el
introduction in India), the
Each \_'ial approval in Form 46, together
contains . .
Ceftazidime with the Market Standing
pentahydrate Certificate from its date of
CEFTAZIDIME AND equivalent to . manufacturing shall be
2. | D02195 AVIBACTAM INJ Ceqftazidime 2g Vial furnished.  For the item
and Avibactam D02195- CEFTAZIDIME AND
sodium AVIBACTAM INJ, the DCGI
e%uivtal lengtg Approval is issued on
avibactam 1.03 01.10.2018 and the firm got
product permission for this item
3. | D02100 | CEFTAZIDIME FOR INJ IP 1gm Vial on 12.12.2022 only. The firm
had submitted Market Standing
Certificate stating that the
product is being marketed for
CEFUROXIME AXETIL last 5 months only.
4. | DO2059 | 1 p 500 MG INo | Clarification to be submitted.
Bid No. 9 M/s. Macleods Pharmaceuticals Limited, Mumbai
1. Notary attested copy of
renewal/retention/current
validity certificate of the
manufacturing units bearing
license nos. M/681/2015 &
M/682/2015and M/727/2016
not submitted.
2. License no. is wrongly
mentioned as MB/07/511
1 D22062 | CALCITRIOL TAB 0.25 mcg 1 No and MNB/07/512 instead of
MNB/07/511 and MB/07/512
in the Bid offer form
(Annexure II) submitted.
3. Notary attested copy of
Original Manufacturing
License in Form- 25 not
submitted for license no.
DD/654.
4. Product Permit and Market
2 | D21045 | CARBIMAZOLE TAB IP 5mg 1 No Standing Certificate
3 | Do20s9 %EELIJIEQQXIME AXFETIL 500 mg 1 No submitted is for “Cap
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Sl

Drug

Defects noticed and

No Code Drug Name Strength Unit Status
CLARITHROMYCIN TAB instead of the tendered
4| D02065 | |p 500 mg 1 No specification for D22062-
CALCITRIOL TAB 0.25 mcg.
5 | D02087 | CLINDAMYCIN CAP IP 300 mg 1 No
5. Product Permit and Market
Standing Certificate
6 | D21089 | DAPAGLIFLOZIN TAB 10mg 1 No submitted is for
DISODIUM HYDROGEN 100m | L37em/oml” instead of the
7 D22014 CITRATE SYRUP 1.53gm/5ml Bott?el tendered specification for
D22014- DISODIUM
HYDROGEN CITRATE
SYRUP 1.53gm/5ml, 100 ml
Bottle.

6. The notary attested copy of
Market Standing Certificate
to prove 3 vyear market
standing not submitted for
D21089- DAPAGLIFLOZIN

SALMETEROL AND EAB 10t o .ttAfof thet
FLUTICASONE :lit;men submitted is no
valid.
o | ooomn [ROPONTEFODER | sy 201

7. Notary attested copy of Valid
Market Standing Certificate
not submitted for D02065-
CLARITHROMYCIN TAB IP
500 mg.

8. The details of technical
persons employed in quality
testing not submitted for
license no. DD/655 and
DD/654.

Bid No. 10 M/s. Unicure India Ltd, New Delhi
The firm quoted the product
1 | D09005 |ACYCLOVIR TAB IP 800 mg 1No | D17064- ARIPIPRAZOLE TAB IP
10mg from the manufacturing
2 | D17064 | ARIPIPRAZOLE TAB IP 10 mg 1No | unit bearing license no. 3 of 1984
and 3/SC/P of 1984 in Bid Offer
CEFUROXIME AXETIL Form (Annexure- II) but the
3 D02059 TAB IP 500mg 1 No Product Permit and Market
Standing Certificate submitted is
DISODIUM HYDROGEN 100ml
4. | D22014 CITRATE SYRUP 1.53gm/ 5ml Bottle | having license no. 30/UA/2006
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Sl

Drug

Defects noticed and

No Code Drug Name Strength Unit Status
(Roorkee).
5. | D09008 | ENTECAVIR TAB IP 0.5 mg 1No
6. | D20043 | LACTULOSE ENEMA 20% wiv 275 ml
LEVETIRACETAM ORAL 30 ml
7. | POT0L7 | o1 UTION 1P 100 mgml 1 g e
MYCOPHENOLATE
8. | D32001 |\~ Erm AR Ip 500 mg 1No
9. | D21027 | PIOGLITAZONE TAB IP 15mg 1No
10. | D02109 |RIFAXIMIN TAB 400mg 1 No
11. | D13094 | ROSUVASTATIN TAB IP 10 mg 1No
SODIUM BICARBONATE
12. | D20052 |75 1jep 500 mg 1 No
TAMSULOSIN
HYDROCHLORIDE
13. | D21057 PROLONGED RELFEASE 0.4 mg 1 No
CAP IP
14. | D13091 | TICAGRELOR TAB IP 90 mg 1No
TRAMADOL + 375mg +
15. | DO1054 | b\ R ACETAMOL TAB 325 mg 1 No
Bid No. 11 M/s. Micron Pharmaceuticals, Mumbai
. Tendered specification not
1. | D09005 | ACYCLOVIR TAB IP 800 mg 1 No mentioned in the Bid Offer
Form (Annexure II)
2. | D02087 | CLINDAMYCIN CAP IP 300 mg 1No submitted for the following;
3. | D02102 | CLINDAMYCIN GEL 1% 15 D14060- ~ CLOBETASOL
: ° gm PROPIONATE +
CLOBETASOL SALICYLIC ACID
4 | D1aogo |PROPIONATE + 0.05% w/w + | 20 gm OINTMENT 0.05% w/w
’ SALICYLIC ACID 3.00% w/w tube + 3.00% w/w 20 gm tube.
OINTMENT (Drug Name)
GENTAMICIN + 0.1% +
CLOTRIMAZOLE + . D14033- GENTAMICIN +
5. | D14033 1% + 5 gm tube
BECLOMETHASONE 0.025% CLOTRIMAZOLE N
CREAM BECLOMETHASONE
6. | D1aos1 | OV SONEFUROATE g 1g, yyyy, | 196™ | CREAM 01% + 1% +
ube 0.025%5 gm tube. (Drug
7. | D21027 | PIOGLITAZONE TAB IP 15 mg 1No Formulation)
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Sl
No

Drug
Code

Drug Name

Strength

Unit

Defects noticed and
Status

D14056

TACROLIMUS OINTMENT

0.1% wiw

10 gm
tube

D21092

TADALAFIL TAB IP

10 mg

1 No

10

D14057

TERBINAFINE CREAM I[P

1% wiw

10 gm
tube

11.

D01054

TRAMADOL +
PARACETAMOL TAB

37.5 mg+325
mg

1 No

D14051- MOMETASONE
FUROATE CREAM IP 0.1%
w/w 10 gm tube.(Unit)

2. Market Standing Certificate
submitted is not attested by
Notary Public for the
following;

D14051- MOMETASONE
FUROATE CREAM IP 0.1%
w/w 10 gm tube.

D14056-
OINTMENT
10 gm tube

TACROLIMUS
01% ww,

3. Valid Market Standing
Certificate not submitted for
D14033- GENTAMICIN +
CLOTRIMAZOLE +
BECLOMETHASONE
CREAM 0.1% + 1% +
0.025% 5 gm tube. The seal
and signature of the
Licensing Authority is not
legible in the
submitted.

document

4. It is noted that fresh license
is issued to the firm on
17.12.2021 after change in
constitution. Hence previous
manufacturing license in
Form 25 & 28 before
change in constitution is to
be submitted.

Bid

No. 12

M/s. Nanz Med Science Pharma Pvt Ltd, New Delhi

D02102

CLINDAMYCINGEL

1%

15 gm

D14060

CLOBETASOL
PROPIONATE +
SALICYLIC ACID
OINTMENT

0.05% w/w +
3.00% w/w

20 gm
Tube

D14051

MOMETASONE FUROATE
CREAM IP

0.1% w/w

10 gm
Tube

Tendered monograph (IP) not
mentioned in the Market
Standing Certificate submitted
for D14057- TERBINAFINE
CREAM IP 1% w/w, 10gm Tube.
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Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
10gm
4. | D14057 | TERBINAFINECREAM IP 1% wiw Tube
Bid No. 13 M/s. Nixi Laboratories Pvt Ltd, Himachal Pradesh
ACYCLOVIR . Tendered Strength  not
IP Permit and Market Standing
2. | D08019 | ARTESUNATE INJ IP 60 mg Vial Certificate submitted for the
following;
0901 A D29010- CITICOLINE INJ
3. | D29010 | CITICOLINE INJ IP 500 mg mp IP 500 mg Amp (250mg/ml
in product permit)
4. | D02103 | COLISTIMETHATE INJ IP 3 miu Vial
D13090-  TERLIPRESSIN
5. | D02105 | DOXYCYCLINE INJ 100 mg Vial INJ 1 mg/10ml  Amp
(0.1mg/ml in product
6. | D07027 |LEVETIRACETAM INJ 100 mg/ml | Amp/vial permit)
. Product Permit and Market
Standing Certificate
7 | D20047 | OCTREOTIDE INJ 100 meg/ml | 1 ml Amp submitted is for “USP”
specification instead of the
8 | D02110 | TEICOPLANIN INJ IP 400 mg Vial tendered specification for
the following;
9 | D13090 | TERLIPRESSIN INJ 1 mg/10 ml Amp D02111-  TIGECYCLINE
INJ IP 50 mg Vial.
10 | D02111 | TIGECYCLINE INJ IP 50 mg Vial DI9011- ,VASOPRESSIN
INJ IP 20 units/ml 1 ml.
TRIAMCINOLONE . Tendered specification
ACETONIDE “Preservative  Free” not
11 | D01055 40 mg/ml 1ml
(PRESERVATIVE FREE) mentioned in the Product
INJ IP Permit, Market Standing
Certificate and Performance
Statement  submitted for
12 | D19011 | VASOPRESSIN INJ IP 20 units/ml | 1 ml DO1055-TRIAMCINOLONE
ACETONIDE
(PRESERVATIVE FREE)
INJ IP 40 mg/ml, 1 ml.
Bid No. 14 M/s. MSN Laboratories Pvt Ltd, Hyderabad
. Notary attested copy of the
1. | D13074 | DABIGATRAN CAP 110 mg 1 No License retention certificate
bearing license no.
2. | D21089 | DAPAGLIFLOZIN TAB 10mg 1 No 38/MD/AP/2007/F/CC
submitted is not signed and
RANOLAZINE EXTENDED sealed b the Druas
3. | D13089 RELEASE TAB 500mg 1 No Y g
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Drug
Code

Drug Name

Strength

Unit

Defects noticed and
Status

D1309%4

ROSUVASTATIN TAB IP

10 mg

1 No

D21055

SILODOSIN CAP

1 No

D13091

TICAGRELOR TAB IP

90 mg

1 No

D13092

TOLVAPTAN TAB

15 mg

1 No

Controller Authority.

2. Notary attested copy of
Market Standing Certificate
not submitted for D21089-
DAPAGLIFLOZIN TAB 10
mg.

3. Tendered monograph (IP)
not mentioned in the Market
Standing Certificate
submitted for D13091-
TICAGRELOR TAB IP 90
mg.

4. Notary attested copy of
WHO-GMP Certificate not
submitted for the following;
D13074- DABIGATRAN
CAP 110 mg
D21089- DAPAGLIFLOZIN
TAB 10 mg
D13094- ROSUVASTATIN
TABIP 10 mg

Bid

No. 15

M/s. Encube Ethicals Pvt Ltd, Maharashtra

D14012

FRAMYCETIN SKIN
CREAM

1% wiw

30gm
tube

1. The details of technical
persons employed in
manufacturing submitted is
not attested by Notary
Public, also the details of
persons employed in quality
testing not submitted.

2. The details of the Bidder and
Manufacturing  Units  in
Annexure VII submitted is
not attested by Notary
Public.

Bid

No. 16

M/s. Raman and Weil Pvt Ltd, Mumbai

D04028

SEVOFLURANE
LIQUID

250 ml

Bottle

Notary attested copy of Power of
Attorney in non-judicial stamp
paper/ Resolution of Board as
per Clause no. 6.5.5 not
submitted.

Bid

No. 17

M/s. Bharat Serums And Vaccines Limited, Mumbai

D08018

AMPHOTERICIN B
LIPOSOMAL INJ

50 mg

Vial

D16030

MENOTROPIN for Injection
(HMG - HUMAN

751U

Vial

Submitted the
documents.

required
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Sl

Drug

Defects noticed and

No Code Drug Name Strength Unit Status
MENOPAUSAL
GONADOTROPIN) IP/BP
Bid No. 18 M/s. Megasys Biotek Pvt Ltd, Kerala
DISODIUM HYDROGEN 100ML Notary attested details of Bidder
1. | D22014 | ~irRATE SYRUP L53GMSML | g1 E | and  Manufacturing  units i
Annexure VII  submitted s
2. | D13094 | ROSUVASTATIN TAB IP 10MG 1No | incomplete.
Bid No. 19 M/s. Cipla Ltd, Mumbai
ACYCLOVIR 1. Import License, Bid Offer
1. | D09017 |INTRAVENOUS INFUSION 500mg Vial Form (Annexure II) and
IP Performance Statement
2. | D09005 | ACYCLOVIR TAB IP 800 mg 1 No submitted is for “5Sml”
instead of the tendered
AMPHOTERICIN B ] specification for D03032-
3. | DOBOI8 || 1posoMAL INJ 50 mg Vial SURFACTANT  (STERILE
Each vial INTRATRACHEALSUSPEN
contains SION) INJ 4 ml Vial
Ceftazidime Tendered unit (4 ml) not
CEFTAZIDIME AND pent.ah;,,rdrtatte mentioned in the Market
equivalent to . . i
4. | DOZ195 | syIBACTAM INJ Ceftazidime 2g| V& Standing Coertificate
. Submitted for D03032-
and Avibactam
sodium SURFACTANT  (STERILE
equivalent to INTRATRACHEAL
avibactam 0.5g SUSPENSION) INJ 4 ml Vial
5 | D1306s | CLOPIDOGREL+ASPIRIN | 75 mg + 75 1 No 2. Nétéry attested  copy .of
TAB IP mg original manufacturing
license in Form 25 and Form
nos. 611 & 616.
7. | D09008 | ENTECAVIR TAB IP 0.5 mg 1No |3. Notary attested copy of
renewal/retention/current
8. | D21049 |FINASTERIDE TAB IP 5mg 1No validity ~ certificate of the
manufacturing units bearing
FLUCONAZOLE 100 ml license nos. M/447/2007 &
9. | DO8023 | \EiSION BP 200 mg/100 ml) 5“0 M/455/2007, M/719/2016 &
10 | posaso FLUTICASONE FUROATE vre 120 MD M/720/20‘16 and DD/L/558
' NASAL SPRAY -2 mcg not submitted. .
FORMOTEROL et 200 4. Tendered Mon(;gral?h Il;
11. | D03058 | FUMARATE AND s 120MDp | Mot mentioned in - the
BUDESONIDE INHALER mcg product permit and Market
Standing Certificate
12. | D16034 | MISOPROSTOL TAB IP 25 mcg 1 No submitted for D21057-
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15116 CD;lclli Drug Name Strength Unit Defectssr::tt:s:ed el
TAMSULOSIN
13. | D13094 |ROSUVASTATIN TAB IP 10 mg 1 No HYDROCHLORIDE
CAPIP 0.4 mg.
14. 1 D03031 EE%E%%;SFIEEPOWDER Sr?lcng; (I:go;;fafoo 1No . Product Permg;t and Market
FOR INHALATION Standing Certificate
SURFACTANT (STERILE _ submitted is for “Dispersible
15. | D03032 &gﬁ&?gg%ﬁ 4 ml Vial Tablet IP” 'i.nste’ad of
tendered specification for
16. | D21092 | TADALAFIL TAB IP 10 mg 1 No D09005-ACYCLOVIR  TAB
IP 800 mg.
EI%E{[(J)I&(?{SI{I(\;RIDE . Product Permit and Market
17. | D21056 | PROLONGED RELEASE | 04m8+05 11, Standing Certificate
ANDDUTASTERIDE CAP mg submitted is for “Tablet”
P instead of the tendered
TAMSULOSIN specification for D21056-
18. | D21057 | IYDEOCHLORDE 0.4 mg 1No ;%SR%LC%SLH;RIDE
CAPIP PROLONGED  RELEASE
19. | D03033 | [T HOPIUM BROMIDE 9meg | 120Mp | AND DUTASTERIDE CAP
IP 0.4 mg + 0.5 mg.
. Product Permit and Market
20. | D19008 | TORSEMIDE INJ 10 mg/ml |2 ml Amp Standing Certificate
submitted is for “USP”
specification instead of the
tendered specification for
D08023- FLUCONAZOLE
INFUSION BP 200mg/100
ml, 100 ml Bottle.
. Notary attested copy of
original Manufacturing
License in Form 28 A
bearing license no.
PD/3280-A in English or
21. | D08042 |VORICONAZOLE TAB IP 200 mg 1 No its accurate English

. Valid Market

translation not submitted.
Standing
Certificate not submitted
for the following;

D02103-
COLISTIMETHATE INJ IP 3
miu Vial.

D19008- TORSEMIDE
INJ10 mg/ml, 2 ml Amp.
D09017- ACYCLOVIR

INTRAVENOUS INFUSION
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15116 CD;lclli Drug Name Strength Unit Defectssr::tt:s:ed el
[P 500 mg Vial.
10. Notary attested copy of
Market Standing

11.

12.

13.

14.

15.

Certificate not submitted
for D02195- CEFTAZIDIME
AND AVIBACTAM INJ 2gm
+ 0.5gm Vial.

Notary attested copy of
WHO-GMP certificate,
valid Non-conviction
certificate and details of
technical persons
employed in
manufacturing and
testing, not submitted for
manufacturing unit
bearing license no.
DD/L/558.

Notary attested copy of
WHO-GMP certificate and
valid Non-conviction
certificate not submitted
for license no. IL/FF-
000285 FF532 having
sale license no. 14531 &
14532.

Notary attested copy of
Non-conviction certificate
not submitted for license
no. NL-MB/2014-132.
And JK/01/18-19/LL/269.
The firm had offered shelf
life of “12 months” instead
of tendered shelf life of “24
months”  for  D02195-

CEFTAZIDIME AND
AVIBACTAM INJ 2gm +
0.5gm Vial.

The firm had offered “200
MD Inhaler” instead of
tendered specification for
D03033- TIOTROPIUM
BROMIDE INHALER9 mcg,
120 MD.
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Drug Name

Strength

Unit

Defects noticed and
Status

Bid

No. 20

M/s. Servier India Pvt Ltd, Mumbai

D13081

IVABRADINE TAB

5mg

1 No

1. Notary attested copy of
Previous Import License in
Form 10  (issued on
14.12.2017 and 06.05.2020)
submitted is not in the name
of the bidder (M/s. Servier
India Put Ltd).

2. Notary attested copy of valid

documents as per Clause
525 to prove three-year
market standing not
submitted.

3. Notary attested copy of non-

conviction certificate
submitted is issued for the
license no. 25A-AD/145-A
instead of the wholesale
license no. MH-MZ4-337229
& MH-MZ4-337230.

4. The details of production

capacity not furnished for the
quoted item in the
Performance Statement in
Annexure [V.

Bid

No. 21

M/s. Takeda BioPharmaceuticals India Pvt Ltd, Haryana

D12018

HUMAN ALBUMIN INJ IP

20%

100 ml

Submitted the required
documents.

Bid

No. 22

M/s. Bajaj Healthcare Limited, Maharashtra

D21089

DAPAGLIFLOZIN TAB

10 mg

1 No

D13091

TICAGRELOR TAB IP

90 mg

1 No

1. Notary attested copy of
Market Standing Certificate
to prove 3 year Market
Standing not submitted for
D21089- DAPAGLIFLOZIN
TAB 10 mg.

2. Details of 3 batches not

furnished in the Performance
Statement in Annexure IV
submitted for D21089-
DAPAGLIFLOZIN TAB 10

mg.

3. Declaration and Undertaking
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Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
in Annexure V submitted is
not in non-judicial stamp
paper of Rs.200/-.
Bid No. 23 M/s. Piramal Pharma Limited, Mumbai
Submitted the required
1. | D04028 | SEVOFLURANE LIQUID 250 ml Bottle | jocuments.
Bid No. 24 M/s. Abbott India Limited, Maharashtra
DYDROGESTERONE TAB Notary  attested details of
1. | D16027 IP 10 mg 1 No technical persons employed in
SURFACTANT (STERILE the‘ manufacturing ‘ and quality
2. D03032 | INTRATRACHEAL 4 ml Vial testing of M/s. Abbvie Healthcare
SUSPENSION) INJ India Pvt Ltd not submitted.
Bid No. 25 |M/s. Lupin Ltd, Mumbai
1. Notary attested copy of
1. | D02109 | RIFAXIMIN TAB 400 mg 1 No renewal/retention/current
SALMETEROL AND validity certificate of the
9 DO3031 FLUTICASONE 50 mcg + 250 IN manufacturing units bearing
‘ PROPIONATE POWDER mcg Rotacap ° license nos. M/747/2016 &
FOR INHALATION M/748/2016 not submitted.
3. | D07027 |LEVETIRACETAM INJ 100 mg/ml | Ampyvial| 2 Notaw attested details of
technical persons employed
in the manufacturing
4. | D05022 | FEXOFENADINE TAB IP 120 mg 1 No (Production) of the units
bearing license nos.
5. | D13081 |IVABRADINE TAB 5mg 1 No M/747/2016 & M/748/2016
not submitted.
6. | D13094 |ROSUVASTATIN TAB IP 10 mg 1 No
OLMESARTAN
7. | D13087 MEDOXOMIL TAR IP 40 mg 1 No
8. | D07043 |LACOSAMIDE TAB 100 mg 1 No
Bid No. 26 M/s. Appasamy Ocular Devices (P) Ltd, Chennai
1. Tendered Specification
POVIDONE IODINE EYE
1. | D15077 DROPS BP 5% Sml “Glass Vial” not mentioned
in the Bid Offer Form
2. | D15054 |SILICON OILINJ 1000CST | 10ml (Annexure 1I) submitted for
D15075- TRYPAN BLUE
TRIAMCINOLONE FOR INTRACAMERAL
3. | D01055 | ACETONIDE 40 mg/ml 1 ml INJ0.06% w/v, 1 ml Glass
(PRESERVATIVE FREE)
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Drug
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Drug Name

Strength

Unit

Defects noticed and
Status

INJ IP

D15075

TRYPAN BLUE FOR
INTRACAMERAL INJ

0.06% w/v

1 ml,
Glass Vial

Vial.

2. Tendered Monograph “BP”
not mentioned in the
Product Permit and Market
Standing Certificate
submitted for D15077-
POVIDONE IODINE EYE
DROPS BP 5%, 5 ml.

3. Tendered specification
“Preservative =~ Free” not
mentioned in the Product
Permit and Market Standing
Certificate  submitted for
D01055-TRIAMCINOLONE
ACETONIDE
(PRESERVATIVE FREE)
INJ IP40 mg/ml, 1 ml.

4. Tendered specification
“INTRACAMERAL INJ”
not mentioned in the
product permit and Market
Standing Certificate
submitted for D15075-
TRYPAN BLUE FOR
INTRACAMERAL INJ
0.06% w/v 1 ml, Glass
Vial.

5. Notary attested copy of
Valid Market Standing
Certificate not submitted for
D15054- SILICON OIL INJ
1000 CST, 10 ml.

6. The details of technical
person employed in
manufacturing and testing
not specified separately in
the document submitted.

Bid No. 27

M/s. Aculife Healthcare Put Ltd, Ahmedabad

D02106

LEVOFLOXACIN
INFUSION IP

500 mg

100 ml
Bottle

Submitted the required
documents.

Bid No. 28

M/s. Abbvie Healthcare India Pvt Ltd, Karnataka
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BOTULINUM TOXIN A . The Bid Offer Form in
1 D29008 INJ (FREEZE-DRIED 100 Units Vial Annexure II submitted is in
‘ POWDER FOR the name of M/s. Allergan
INJECTION) Pharmaceuticals.
. The wvalid Import license in
Form 10 submitted is in the
BOTULINUM TOXIN A ;ir;r‘:'nacziﬁc:fs/s' Allergan
2 D29009 INJ (FREEZE-DRIED 50 Units Vial . The Non . conviction
. E\(]?]‘]}-:\](]:;)"[EF('{)IEOR certificate in the name of
) M/s.Abbvie Healthcare India
Put Ltd submitted is not
attested by Notary Public.
Bid No. 20 |M/s. Pfizer Limited, Maharashtra
Each vial . Notary attested copy of
contains Import Licenses issued three
Ceftazidime years prior to the date of
pentahydrate notification of tender not
CEFTAZIDIME AND equivalent to Vial submitted for D02111-
1. D02195 | AVIBACTAM INJ Ceftazidime 2g 1a TIGECYCLINE INJ IP 50
and Avibactam mg.
sodium . Tendered Monograph “IP”
equ.ivalent to not mentioned in the Import
avibactam License in Form 10 and
0-59 Market Standing Certificate
submitted  for D02111-
2. D02111 | TIGECYCLINE INJ 1P 50 mg Vial TIGECYCLINE INJ IP 50
mg.
Bid No. 30  |M/s. Pfizer Products India Pvt Ltd, Mumbai
. Tendered specification
1. | D02087 | CLINDAMYCIN CAP IP 300mg 1 No “DEPOT” not mentioned in
MEDROXY the Import License and
2. | D16015 | PROGESTERONE 150mg/ml | Amp/Vial Previous Import License in
ACETATE DEPOT INJ Form 10 submitted for
METHYLPREDNISOLONE D16015- MEDROXY
3. | DOSOA 1R 1p 8mg 1Mo PROGESTERONE
ACETATE DEPOT INJ
150mg/ml, Amp/vial.
. Notary attested copy of
Previous Import License
4. | D08042 |VORICONAZOLE TAB IP 200 mg 1 No issued 3 years prior to the
date of notification of the
tender (from 2020) not
submitted for the following;
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Drug

Defects noticed and

No Code Drug Name Strength Unit Status
D02087-  CLINDAMYCIN
CAP IP 300 mg.
D05041-
METHYLPREDNISOLONE
TAB IP 8mg.
D08042- VORICONAZOLE
TAB IP 200 mg.
3. Notary attested copy of Bill
of Lading for the year 2021-
22 not submitted for
D16015- MEDROXY
PROGESTERONE
ACETATE DEPOT INJ
150mg/ml, Ampj/vial.
4. Notary attested copy of Bill
of Lading for the year 2022-
23 not submitted for
D05041-
METHYLPREDNISOLONE
TAB IP 8mg.
Bid No. 31 |M/s. Tirupati Medicare Ltd, New Delhi
1 DO7017 LEVETIRACETAM ORAL 100 mg/ml 30 ml | Submitted the required
' SOLUTION IP MM bottle | documents.
Bid No. 32  |M/s. Synokem Pharmaceuticals Limited, New Delhi
Submitted the required
1. | D21089 | DAPAGLIFLOZIN TAB 10mg INo | jocuments.
2. | D22031 |MECOBLAMINE TAB 500 mcg 1 No
3. | D13091 |TICAGRELOR TAB IP 90 mg 1 No
Bid No. 33  |M/s. Torrent Pharmaceuticals Limited, Ahmedabad
1. | D17064 | ARIPIPRAZOLE TAB IP 10 mg 1No |Notary attested  copy — of
renewal/retention/current validity
CLOPIDOGREL + certificate of the manufacturing
2. | D13068 ASPIRIN TAB IP 75mg+75mg  1No units bearing license  nos.
DIVALPROEX SODIUM M/563/20.10 and M/564/2010
3 | D07028 | PROLONGED RELEASE 500 mg 1No | notsubmitted.
TAB IP
4. | D07043 |LACOSAMIDE TAB 100 mg 1 No
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VENLAFAXINE
5. | D17071 |PROLONGED RELEASE 75 mg 1 No
CAPIP
Bid No. 34 M/s. Reliance Life Sciences Pvt Ltd, Mumbai
Notary  attested copy  of
1. | D12018 |HUMAN ALBUMIN INJ IP 20% 100 ml Performance  Statement  in
HUMAN NORMAL Annexure —IV not submitted for
2. | D21085 |IMMUNOGLOBULIN for 5gm 100ml | the following;
INTRAVENOUS USE IP D12018-HUMAN ALBUMIN
INJ IP 20% 100 ml.
D21085- HUMAN NORMAL
3. | D12037 | TENECTEPLASE INJ 40 mg Vial IMMUNOGLOBULIN for
Intravenous use IP 5gm 100
ml.
Bid No. 35 M/s. Signature Phytochemical Industries, Mumbai
CLOBETASOL 1. Notary attested copy of
1 | D14060 PROPIONATE + 0.05% wiw + | 20 gm Market Standing Certificate
SALICYLIC ACID 3.00% w/w tube not submitted for the
OINTMENT following;
2. | D13094 | ROSUVASTATIN TAB IP 10 mg 1 No D14060-  CLOBETASOL
PROPIONATE +
SALICYLIC ACID
OINTMENT 0.05%
w/w + 3.00% w/w, 20 gm
tube
D13094- ROSUVASTATIN
TAB IP 10 mg.
2. Tendered monograph (IP)
not mentioned in the Market
3. | D13091 |TICAGRELOR TAB IP 90 mg 1No Standing Certificate
submitted for D13091-
TICAGRELOR TAB IP 90
mg.
3. Specimen Signature of the
Power of Attorney holder
(Nikita Nagwekar) is not
marked in the Power of
Attorney submitted.
Bid No. 36 M/s. Cotec Healthcare Pvt Ltd, Uttarpradesh
1. | D17045 | ATOMOXETINE TAB 25 mg INo |1 License mno. s wrongly
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Sl Drug . Defects noticed and
No Code Drug Name Strength Unit Status
ioned as 41/UA/SC/P-
. 10 1N mentione
2 D17044 | ATOMOXETINE TAB mg o) 910 instead of 41/UA/SC/P-
3. | D22062 | CALCITRIOL TAB 0.25 meg 1 No 2010 in the Bid offer form
(Annexure II) submitted for
4. | D02059 | SEFUROXIME AXETIL 500 mg 1 No the following;
TABIP D29010- CITICOLINE INJ
5. D29010 | CITICOLINE INJ IP 500 mg Amp [P 500 mg Amp.
DISODIUM D07027- LEVETIRACETAM
6. | D22014 |HYDROGEN CITRATE 1.53gm/5m1 | 00! INJ100 mg/ml, Amp/vial.
SYRUP Bottle . License no. not mentioned
FEXOFENADINE TAB in the Bid offer form
7. D05022 P 120 mg 1 No (Annexure II) submitted for
8 D19014 |FLAVOXATE TAB IP 200 1N D12035-
' ma © MEPHENTERMINE INJ IP
9. | D07027 | LEVETIRACETAM INJ 100 mgml | Ampva | 30 mg/ml, 10mlVial.
| . Product Permit submitted is
LEVETIRACETAM ORAL 30 ml for “USP”  specification
10. | DO7017 | o5/ GTION IP 100 mgfml Bottle instead of the tendered
specification for DO02111-
11. | D22031 | MECOBALAMINE TAB 500 mcg 1 No TIGECYCLINE INJ IP 50
12. | D12035 | MEPHENTERMINE INJ IP 30 mg/ml Vial
13. | D13094 | ROSUVASTATIN TAB IP 10 mg 1 No
SODIUM BICARBONATE
14 | D20052 TAB USP 500 mg 1 No
15. | D32002 | TACROLIMUS CAP IP 1 mg 1 No
TAMSULOSIN
HYDROCHLORIDE
16. | D21057 PROLONGED REL FASE 0.4 mg 1 No
CAPIP
17. | D13091 | TICAGRELOR TAB IP 90 mg 1 No
18. | D02111 | TIGECYCLINE INJ IP 50 mg Vial
19. | D07032 | TOPIRAMATE TAB IP 50 mg 1 No
VENLAFAXINE
20 D17071 | PROLONGED RELEASE 75 mg 1 No
CAPIP
21. | D21039 |VOGLIBOSE TAB IP 0.3 mg 1 No
Bid No. 37 M/s. Gennova Biopharmaceuticals Limited, Maharashtra
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D12037

TENECTEPLASE INJ

40 mg

Vial

Submitted the required
documents.

Bid

No. 38

M/s. Concord Biotech Limited, Ahmedabad

D32001

MYCOPHENOLATE
MOFETIL TAB IP

500 mg

1 No

D32002

TACROLIMUS CAP IP

1 mg

1 No

Submitted the required
documents.

Bid

No. 39

M/s. Ravian Life Science Pvt Ltd, Haridwar

D17064

ARIPIPRAZOLE TAB IP

10 mg

1 No

D05022

FEXOFENADINE TAB IP

120 mg

1 No

D21078

GLICLAZIDE TAB

40 mg

1 No

1. The Drug code is wrongly
mentioned in the bid offer
form (Annexure-II)
submitted for the following;
D01054- TRAMADOL+
PARACETAMOL TAB 37.5
mg+325 mg
D21039- VOGLIBOSE TAB
IP 0.3 mg
D08042- VORICONAZOLE
TAB IP 200 mg

2. The details of drugs quoted
are different in the “pdf
format” and “excel format”
of the Bid Offer Form
(Annexure II) submitted.

3. If any discrepancy found
with excel format, details
submitted in the PDF format
will prevail as per clause
6.15.3 of the tender
document. D21092-
TADALAFIL TAB IP 10mg
is not mentioned in the PDF
format of the Bid Offer Form
submitted.

4. Tendered monograph (IP)
not mentioned in the Product
Permit submitted for
D05022- FEXOFENADINE
TAB IP 120 mg.

5. Notary attested copy of
Product Permit and Market
Standing Certificate
submitted is for “Orally
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4. | D17030 | MIRTAZAPINE TAB IP 15 mg 1No Disintegrating Tablet USP
instead of tendered
MYCOPHENOLATE specification for D17030-
5. | D32001 500 1N
MOFETIL TAB IP me ° MIRTAZAPINE TAB IP 15
OLMESARTAN mg.
6. | D13087 MEDOXOMIL TAB IP 40 mg 1No . Notary attested copy of
RANOLAZINE Product Permit and Market
7. | D13089 | EXTENDED-RELEASE 500 mg 1 No Standing Certificate
TAB submitted is for “Mouth
8. | D13094 |ROSUVASTATIN TAB IP 10 mg 1No Dissolving Tablet instead of
tendered specification for
37.5 mg+325 )
9 | Do1054 TRAMADOL + o 1 No D21039- VOGLIBOSE TAB
PARACETAMOL TAB g IP 0.3 mg.
. Valid Market Standing
10. | D21039 |VOGLIBOSE TAB IP 0.3 mg 1 No Certificate not submitted for
the following;
D05022- FEXOFENADINE
TAB IP 120 mg
D21078- GLICLAZIDE TAB
40 mg
D13094- ROSUVASTATIN
TAB IP 10 mg
11. | D08042 |VORICONAZOLE TAB IP 200 mg 1 No . Details of 3 Batches not
furnished in the Performance
Statement in (Annexure IV)
submitted forD13087-
OLMESARTAN
MEDOXOMIL TAB IP 40
mg.
Bid No. 40 M/s. Oscar Remedies Pvt Lid, Haryana
. Tendered monograph (IP) not
mentioned in Product Permit
and Market Standing
Certificate ~ submitted  for
ACYCLOVIR . D02110- TEICOPLANIN INJ

Standing Certificate submitted
is also not valid.

. Product Permit submitted is

for  “USP”  specification
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instead of the tendered
E%(I:\II__}_XIIQIS‘ specification for D02100-
2 | D196 | AMPICILLIN AND AMPICILLIN | CEFTAZIDIME FOR INJ 1P 1
SULBACTUM FOR INJ 1g and gm Vial.
SULBACTAM . Notary attested copy of
0.5g Market Standing Certificate
not submitted for the
3. | D02100 | CEFTAZIDIME FOR INJ IP 1gm Vial following;
D02196- AMPICILLIN AND
4. D02105 | DOXYCYCLINE INJ 100 mg Vial SULBACTUM FOR INJ 1gm
+ 0.5gm Vial
D02105- DOXYCYCLINE
INJ 100mg Vial
. Notary attested copy of
5. | D02110 | TEICOPLANIN INJ IP 400 mg Vial WHO-GMP certificate
submitted is only for Small
Volume Parenterals (Beta-
Lactum).
Bid No. 41 M/s. Midascare Pharmaceuticals Pvt Ltd, Mumbai
FORMOTEROL Submitted the required
1. | D03058 | FUMARATE AND 6mceg+200mcg| 120 MD | documents.
BUDESONIDE INHALER
2. | D04035 |LIGNOCAINE SPRAY 10% 50 ml
Bottle
3. | D03033 | P OTROPIOM BROMIDE 9mcg | 120 MD
Sd/-
MANAGING DIRECTOR
KERALA MEDICAL SERVICES CORPORATION LTD.
(TENDER INVITING AUTHORITY)
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