ODISHA STATE MEDICAL CORPORATION LTD.

(A Govt. of Odisha Undertaking & ISO 9001:2015 Certified )

(Assuring Quality, Saving lives)

File No. OSMCL-QA-MISC-0034-2025 Letter No. _ 10078 /OSMCL/IQA/I-014/2025 Date. a6 n|aors

ORDER

M/s. Affy Parenterals, H-208, Sector-63, Noida (UP)- 201301 was placed with order to supply of item-
D30001- Tab. Calcium and Vit. D3 500mg Elemental Calcium + Vitamin D3 250I1U (Aluminium foil /
Blister pack) [ 10Tabs/Strip ], vide two (02) Purchase Order No. CR32320 Dtd. 07.12.2024 and
Purchase Order No. CR008552025 Dtd. 28.03.2025. The firm has supplied the drug in number of
batches to this corporation, out of which three (03) number of batches have been declared as “Not of
Standard Quality (NSQ)” by the majority of empanelled laboratories as per P.O. clause no. 5 (d} and
tender clause no. 6.29.3, which have been communicated to the supplier with enclosed copies of test
reports vide this office letter no. 8495 Dtd. 10.10.2025 under intimation to the Assistant Drugs
Controlier-cum-Licensing Authority, HQ- Baddi, Distt-Solan, Himachal Pradesh- 173205.

The details of the batches of the subject drug and the reason for declaring the said batches as “NSQ”
are mentioned below;

Sl ' PO, No. with
No. Item Name Batch No. |Mfg. Dt.| Exp. Dt. date Status| Mfd. By
Jan- Dec- Ms. Affy
1 D30001- Tab. PGT25048 2025 2026 Parenterals,
ggfg';(;n an Vit. CR32320 \(g"ull-arwalla
m '
- - |Dt.07.12.2024 A
2. |Elemental Calcium | PGT25119 ;g;s 205206 Nsq|Badd Dist
+ Vitamin D3 Solan (H.P)-
250U (Aluminium 173205,
foil / Blister CR008552025
, Mar- Feb-
3. |pack)[10Tabs/Strip]] PGT25241 2025 | 2027 Dt.
28.03.2025

In view of the above, M/s. Affy Parenterals was issued with Show Cause Notice (SCN) vide this office
letter No. 8655, Dt.17.10.2025 seeking explanation within seven (07) days of receipt of the letter as to
why the item- [D30001]- Tab. Calcium and Vit. D3 500mg Elemental Calcium + Vitamin D3 2501U,
supplied & Mfd by the firm M/s. Affy Parenterals having manufacturing unit at Vill- Glarwalla, Baddi,
Dist- Solan, H.P-173205, shall not be De-recognised / Debarred in accordance with PO clause no. 5(h)
(i) read with Bid Condition No. 6.38.1 (i) of Bid reference No. OSMCL/2024-25/DRUGS-DHS-GEN-
GR-1/01.

In response to the SCN, the supplier has replied vide mail communication on dtd.  28.10.2025
that;

* The firm has submitted that in lieu of Deepawali, their manufacturing unit was closed for 5 days.
Most of their technical staff is from the state of Bihar. Those people are on leave and are in their
native places for Chhatt Pooja celebrations till the day of mail communication i.e. 28.10.2025.

* The firm wants to test the batches in question in their lab as well as in some third party

laboratories. For that they need 10 more days. PT.O
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« Firm has requested for 10 more days i.e. up to 07.11.2025 to submit their final submission on
SCN (Show Cause Notice).

In view of above context and basing on the final conclusive report from majority of empanelied
laboratories, the reply of the alleged firm in response to SCN issued is not sustainable in the eye of
law, therefore the reply of the supplier is liable to be rejected.

Hence, as per terms and conditions of P.O. clause no. 5(h) (ii) read with Bid Condition No. 6.38.1 (ii} of
Bld reference No. OSMCLI2024-251DRUGS-DHS-GEN-GR-1/01, the item- D30001-Tab. Calcium and
Vit. D3 500mg Elemental Caleium + Vitamin D3 2501V, supplied Mfd by the firm Mis. Affy
Parenterals, H-206, Sector-83, Noida (UP)-201301 having manufacturing unit at Vill- Gularwalla,
Baddi, Dist- Solan (H.P)-173205, is hereby de-recognised / debarred for a period of three (03)
successive years from the date of issue of this order.

The Performance Sécurity / Bank Guarantee / EMD amount submitted by the firm for the said item is
hereby, forfeited & the firm shall not be allowed to participate in the tender process of Odisha State
Medical Corporation Lid. (OSMCL) for the above said item.

*

Dr.Poma Tudu, LAS
Managing Director, OSMCL
Memo No. 1009 /bt. 2elhjeoag
Copy forwarded to M/s. Affy Parenterals, H-208, Sector-63, Noida(UP)-201301 for information.

Manag?gbir or, OSMCL
Memo No. 16080 /Dt 26| 2028

Copy forwarded to the Assistant Drugs Controller-cum-Licensing Authority, HQ- Baddi, Distt-Solan,
Himachal Pradesh-173205 for information and necessary action. /\ﬂ)ﬁ)

R
Managbg%ﬁitor, OSMCL
Memo No. 10081 /pt. 26}11 20285

Copy submitted to the Commissioner-cum-Secretary to Govt., H & FW Dept. Odisha, for favW

information.
Managing WOSMCL

Memo No. 10082 /Dt. 36in[ 208 /\}9“”
Copy forwarded to DHS / DMET, Odisha for information and necessary action.
Managing Direy,%\:‘ CL
P.T.O
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Memo No. to0% 3 /Dt. %kllfﬁﬂw
Copy forwarded to the Drugs Controller, Odisha for information and necessary action.

Ma\naq%[/)\iﬁJ #tof, OS&‘ICL
Memo No. V00 8Y /Dt. 96 I [atox

Copy forwarded to the GM-Operation (D & S) / GM (F & A), OSMCL for information and (}e\?,sﬁary

action. '
>

Managi ipé‘ or; OSMCL

Memo No. toa®S mt. 26{u| 2025
Copy forwarded to 1T Cell, OSMCL for information and necessary action. /\T})J)

: !
Managing Directef, OSMCL




