HARYANA MEDICAL SERVICES CORPORATION LIMITED
Bays No. 59-62, Sector-2, Panchkula Haryana
Website: www.hmscl.org.in, Ph, No. 0172-2575578

ORDER

Whereas, Haryana Medical Services Corporation Limited Panchkula [HMSEJL] had
awarded a Rate Contract to M/s Maiden Pharmaceuticals Ltd. having its manufacturing unit
situated at 81, H51DC, Industrial Area, Kundli- 131028 Distt. Sonepat (Haryana), vide mema
no. RC-219/Tend /GPA/2021-22/3/4-A/639/60 dated 22.06. 2022,

Whereas, the purchase order for the supply of Tablet Albe ndazole 400 mg were placed
to the firm vide PO No. Purchase/HMSCL/NHM/Drug/003266/2022-2023/00289 and
Purchase,/HMSCL/NHM/Drug/003266,/2022-2023/00290 Dated 15.07.2022 against the _satd
rate contract and the supplies of the Tablet Albendazole 400 mg were received in various
Warehouses of the state.

The samples of below mentioned batches are manufactured by the firm were sent to
laboratories empanelled by HMSCL for testing. The samples of below mentioned batches have
heen found to be "Mot of Standard Quality” by laboratories empanelled by HMSCL after testing
as per the reports received from the empanelled laboratories under the provision of Drug and
Cosmetic Act, 1940 and Rules 1945 made there under. The details are given as under:

Sr. | Name of drug of which | Batch No. Reason for declaring the sample as not

No. | sample was collected of standard quality

| 1 | Albendazole Chewahble | MT22-313 Does not comply with Dissolution test
Tablet IP 400 mp with | parameter of 1P 2018 and addendum
dissolution test | 2019 in the above respect of Dissolution |

| | _____ L test by UV.

2 | Albendazole Chewable | MT22-314 Does not comply with Dissolution test

| | Tablet 1P 400 mg with parameter of IP 2018 and addendum
| dissolution test 2019 in the above respect of Dissolution
Lot test by UV..

; iﬂlhendaz{:ﬂle Chewable | MT22-320 Does not comply with Dissolution test
Tablet IP 400 mg with  parameter of IP 2018 and addendum |
‘ dissolution test | 2019 in the above respect of Dissolution |

test by UV,
i 4 | Albendazole Chewable | MT22-322 Does not comply with Dissolution test
. Tablet 1P 400 mg with parameter of IP 2018 and addendum
| dissolution test 2019 in the above respect of Dissolution

‘_ ; test by UV.
5 | Albendazole Chewable | MT22-326 Does not comply with Dissolution test
‘ Tablet IP 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution
e = | test by UV, i

& | Albendazole Chewahble | MTZ22-309 Does not comply with Dissolution test

Tablet IP 400 mg with | parameter of 1P 2018 and addendum |
| dissolution test 2019 in the above respect of Dissolution |
test.
| 7 | Albendazole Chewable | MT22-310 Does not comply with Dissolution test
I Tahlet 1P 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution
Lest.

8 | Albendazole Chewable | MT22-334 Does not comply with Dissolution test
Tablet [P 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution

kesk.

9 | Albendazole Chewable | MT22-332 Does not comply with Dissolution test
Tablet IP 400 mg with | parameter of 1P 2018 and addendum |
dissolution test | 2019 in the above respect of Dissolution |

| test. I

10 | Albendazole Chewable | MT22-328  Does not comply with Dissolution test |



Tablet 1P 400 mg with parameter of IP 2018 and addendum
‘ dissolution test 2019 in the above respect of Dissolution
| best.
‘ 11 | Albendazole Chewable | MT22-312 ' Does not comply with Dissolution test
|TahLer I[P 400 mg with ' parameter of IP 2018 and addendum |
dissolution test 2019 in the above respect of Dissolution |
test.

12 | Albendazole Chewable | MT22-333 Does not comply with Dissolution test
Tablet IP 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 In the above respect of Dissolution

test by UV and assay of Albendzole by
uv.

13 | Albendazole Chewable | MT22-307 Does not comply with Dissolution test
Tablet IP 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution

test by UV,

14 | Albendazole Chewahle | MT22-311 | Does not comply with Dissolution test
Tablet IP 400 mg with parameter of 1P 2018 and addendum
dissolution test 2019 in the above respect of Dissolution |

test by UV, uniformity of weight and |

_ B assay of Albendzole by UV, |

15 | Albendazole Chewable | MT22-323 Does not comply with Dissolution test
Tablet IP 400 mg with |  parameter of [P 2018 and addendum |

- dissolution test | 2019 in the above respect of Dissolution |
fest.

16 | Albendazole Chewable | MT22-321 | Does not comply with Dissolution test
Tablet IF 400 mg with | parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution

. B R e | test

17 | Albendazole Chewable | MT22-325 | Does not comply with Dissolution test
Tablet 1P 400 mpg with parameter of IP 2018 and addendum |
dissolution test 2019 in the above respect of Dissolution

L : test. |

18 | Albendazole Chewable | MT22-315 | Does not comply with Dissolution test
Tablet IP 400 mp with parameter of [P 2018 and addendum
dissolution test | 2019 in the above respect of Dissolution i

= | test. ,

19 | Albendazole Chewable | MT22-324 ' Does not comply with Dissolution test |
Tablet IP 400 mg with | parameter of IP 2018 and addendum |
dissolution test 2019 in the above respect of Dissolution

v d a test.

20 | Albendazole Chewable | MT22-331 Does not comply with Dissolution test
T;hlet [P 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution

- = test. .

21 | Albendazale Chewable | MT22-329 Does not comply with Dissolution test
'i\_ahlet _]P 400 mg with parameter of IP 2018 and addendum
dissolution test 2019 in the above respect of Dissolution

o = - test.

Whereas, a show cause notice was issued to firm regarding sub standard quality of
Tablet Albendazole 400 mg vide Memo No. ¥%-A-662(T)/NSQ/HMSCL/2022-23/4611 dated
01.11.2022. In this response there to the firm submitted the reply of show cause notice vide
their email Dated 05.11.2022 in which it was stated that:- “with reference to letter Memo No.
J14-A-662(TINSQ/HMSCL/2022-23/4611 dated 01.11.2022 regarding product Albendazole
Tablets IP, Batch No. MT22-307, Mfy Date: Aug 2022 Exp. Date: Jul 2024. MT22-309, MT22-310
MT22-311, MT22-312, MT22-313, MT22-314, MT22-315, MTZ2-320, MT22-321, M'rzzaszej
MTZ2-323, MT22-324, MT22-325, MT22-326, MT22-328, MT22-332, MT22-333, MT22-334 Mfgl
Date: Sep 2022 Exp. Date: Aug 2024, : I




We would like to inform you that after receiving the letter we have again analyzed our
control samples and found it to be in physically good condition and complying with all quality
parameters, Qur Team has investigated the matter and tried to find the root couse analysis. Root
cause analysis report is also attached for your ready reference. The analysis results found within
the specified limit, hence it complies as per IP specification. We would like to bring your
knowledge that we are supplying many products to HMSCL since last 1 year & have never faced
such kind of Issues. Hence, forth we request your good self to kindly consider the above facts and
take a lenient view on this subject. We again request you to accept our humble request for not
taking any action against us.”

Further, the relevant Clause No. 12 [ie. LIQUIDATED DAMAGES AND OTHER
PENALTIES) of terms and conditions of the rate contract read as follows:

“QUALITY FAILURE: If any store/stores supplied against this Rate Contract are found
to be Not of Standard Quality (NSQ] on test analysis from Government or Government approved
laboratory empanelled with HMSCL and / or on inspection by competent authority, the firm will
be linble to replace/resupply the entire quantity of failed batch irrespective of fact that part or
whole of the supplied stores may have been consumed the department/HMSCL would have all
the rights deduct the amount from any of the past or present liability.

For more than two instances of quality failure the RC will be cancelled and firm
will be debarred for three years to participate in Tendering process for that particular
item. If more than three products of a firm are debarred/ blacklisted, the firm will not be
eligible to participate in the Tendering process of Haryana for next three years for any
item.

In case of immunological agents, firms will be debarred to participate in the
Tender for five years, for that particular immunological agent if there is a batch

failure/substandard report from any authorized testing laboratory. Five years would be
counted from the date of such report.”

In view of the above, 21 samples of the said drug supplied by the firm have been
declared to be "Not of Standard Quality” by testing laboratories empanelled by HMSCL, Thus,
there are more than two instances of quality failure for the said drug. Therefore, as per Clause
No. 12 of the terms and conditions of the RC, the rate contract no. RC-219/Tend /GPA/2021-
22/3/4-A/639/60 dated 22.06.2022 awarded to the firm for supply of Tablet Albendazole
400 mg is hereby cancelled with immediate effect and the firm is debarred for a period of 3

years from participation in the tenders of the state of Haryana for Tablet Albendazole 400 mg
from the date of issuance of this order.

This order is without prejudice to legal and criminal action to be taken, if any, by

HMSCL in the matter. _

Sh. Vivek Aggar i (IRS)
ol Managing Director,
Haryana Medical Service Corporation Limited

REGD,
Endst. No. 3/4-A (T-219)/ HMSCL/2023/ /@ Dated: f'? wk '}?
Copy Is forwarded to M/s Maiden Pharmaceutica?uﬂ 81, H5IDC, Industrial Area, Kundli-

131028 Distt, Sonepat (Haryana), Email id- Wﬁﬂﬂiﬂﬂﬂﬁgﬂﬂ,
info@maidenpharma.com for Information.
(L {a" W‘”

sh. V E ﬁgga
Managing Dn
Haryana Medical Service Corpo ratmn Limited

-~



Endst. No. 3/4-A [T-219)/ HMSCL/2023/ (»r&} ??,_-r/‘g%fl}ated: i O jﬂ,

A copy Is forwarded to the following for information and necessary action please:-

1.
2.

3.

State Drug Controller, Haryana

Managing Directors of RMSCL, PHSC, GMSCL, MPHSC, TNMC, JKMSCL, CMSS, KMSCL and
other Medical Corporations.

A Copy is forwarded to the IT Division, Haryana Medical Services Corporation Limited
for information and further necessary action.

A Copy is forwarded to the Accounts Division, Haryana Medical Services Enrpaqarmn
Limited for information and further necessary action. |

e

Sh. Vivek Apgarw
Managmg‘[hr '
Harvana Medical Service Eurpﬂral;lﬂn Limited




