Recommendations of the SEC (Neurology & Psychiatry) made in its 20t meeting held on
27.12.2024 at CDSCO (HQ), New Delhi:

S.No | File Name & Drug Firm Name Recommendations
Name, Strength
GCT Division
CT/169/22 M/s Synoes Health | The firm presented protocol amendment
India version 6.0 dated 21 October 2024
Online Submission protocol no. OPX-PR-03.
1.]36170
After detailed deliberation, the committee
LY315920 and recommended for approval of protocol
LY333013 amendment as presented by the firm.
BA/BE Division
BABE/CTO05/FF/2024 | M/s Lupin Limited | The firm presented Protocol No. LBC-P-
143255 041-24 Version No. 01 Protocol Date 30-
APR-2024.
Rizatriptan injection
2. | 1.5mg/0.5mL, After detailed deliberation, the committee
Rizatriptan injection recommended for grant of permission to
3.0 mg/0.5mL, conduct the BABE study for export
Rizatriptan injection purpose only.
4.5mg/0.5mL
SND Division
SND/CT/24/000041 M/s Cliniexperts The firm presented the proposal for
Services Pvt, Ltd. | conduct of Phase IV clinical trial for
Clostridium approved indication “Spasticity of the
Botulinum Neuotoxin lower limb in children and adolescents
Type A 50.000 units (age2-17 years)” vide Protocol No: CE-
3. | and 100 units CT-XMLL-02-2024.
After detailed deliberation, the committee
recommended for conduct of Phase IV
clinical trial subject to inclusion of atleast
05 study centres in the proposed study.
SND/CT/24/000042 M/s Cliniexperts The firm presented the proposal to
Services Pvt, Ltd. | conduct Phase IV clinical trial for
Clostridium approved indication “Chronic Sialorrhea
Botulinum Neuotoxin in Adults” vide Protocol No: CE-CT-
Type A 50.000 units XMSIA-01-2024.
4. | and 100 units
After detailed deliberation, the committee
recommended for conduct of Phase IV
clinical trial study subject to inclusion of
atleast 05 study centres in the proposed
study.
5 SND/CT/24/000043 M/s Cliniexperts The firm presented the proposal to

Services Pvt, Ltd.

conduct Phase 1V clinical trial study for
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Clostridium
Botulinum Neuotoxin
Type A 50.000 units
and 100 units

approved indication ‘“Spasticity of the
upper limb in Children and adolescents
(age2-17 years)” vide Protocol No: CE-
CT-XMUL-02-2024.

After detailed deliberation, the committee
recommended for conduct of Phase IV
clinical trial study subject to inclusion of
atleast 05 study centres in the proposed
study.
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