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EVENT REPORT

Name Of The | Assurance of Quality and Regulatory Issues

Activity

Type Of Webinar

Activity o

Date And Time 17/08/2020 10.00AM

Of Activity

No. Of 12

Participants _

Resource Dr.Subramanyam

Person _

Coordinators | Department of Pharmaceutics
The principal extended a warm welcome at the gathering,
where the Head of the Department introduced the guest
speaker. The speaker addressed the audience, emphasizing
the common misconception of treating regulatory affairs and
quality assurance as synonymous. Despite occasional
overlap, the speaker clarified the distinct nature of these
fields, highlighting their fundamental differences. Regulatory
affairs, the speaker explained, involves overseeing the entire
process of product development, testing, manufacturing,
marketing, and distribution to ensure compliance with
relevant regulatory requirements from various bodies. The

Description HOD concluded the event with a vote of thanks, expressing

gratitude, and the guest received a token of appreciation as
an honor.
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EVENT REPORT

ANDAs: The Development and Review of Pharmaceutica

| Name Of The
Activity | :
Type Of Seminar
Activity
Date And 21/2/2021 10.00AM
Time Of
Activity
No. Of 15
Participants |
Resource Dr.Ram Narayan Saketh
Person | : -
Coordinators | Department of Pharmaceutical Analysis
The principal warmly welcomed the gatherning, acknowledging
the guest, and the Head of the Department (HOD) introduced
the guest speaker before yielding the platform. The speaker
initiated the discussion by delving into the topic of the
abbreviated new drug application (ANDA), outlining the
submission of data to the FDA for the evaluation and
potential approval of generic drug products. Upon approval,
the applicant gains the authority to produce and market the
generic drug product as a safe and cost-effective alternative
to the referenced branded medication. Bringing the event to a
close, the HOD expressed appreciation through a vote of
Description thanks, and the guest received a memento in honor of their

participation.
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EVENT REPORT

Name Of The | CGMP_CFR section on 211 and 210.

Activity A

Type Of Seminar

Activity

Date And 11/02/2020 _ 10.00AM

Time Of i

o R e N o

No. Of 13 ;

Participants ;

Resource Dr.Anil Kumar

Person Sl S T

Coordinators | Department of Pharmaceutical Analysis |
The principal welcomed the gathered audience warmly and
greeted the guest, with the Head of the Department (HOD)
delivering an introduction before handing over to the speaker.
The speaker highlighted the FDA's pivotal role in upholding the
quality of drug products by closely monitoring manufacturers'
adherence to Current Good Manufacturing Practice (CGMP)
regulations. These regulations establish essential criteria for
methods, facilities, and controls in the manufacturing,
processing, and packaging of drug products, ensuring their
safety, claimed ingredients, and potency. In the evaluation of
new and generic drug marketing applications, a crucial aspect

Description | involves assessing the manufacturer’'s compliance with CGMP

standards. FDA assessors and investigators scrutinize
whether the company possesses the necessary facilities,
equipment, and capabilities to produce the intended drug. The
HOD expressed gratitude in a vote of thanks, and the event
concluded with the guest receiving an honorary memento.
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EVENT REPORT

Name Of The | Directives for the European Union and Ausl:raliﬂlfl_-'. L%

Activity : o

Type Of Seminar

Activity Yol

' Date And Time 24/06/2021 10.00AM
Of Activity
No. Of 14
Participants

Resource Dr. Meena Kuman

Person :

Coordinators | Department of Pharmaceutical Analysis
The principal seized the opportunity to address the gathering
and warmly welcomed the guest, with the Head of the
Department (HOD) providing an introduction before passing
the stage to the speaker. The speaker underscored the robust
and continually evolving alliance between the European
Union and Australia, anchored in the 2008 European Union-
Australia Partnership Framework. This framework serves as
a comprehensive manifestation of shared values and the
profound historical, political, economic, and cultural ties
between the two entities. As this partnership has developed,
the EU and Australia have taken measures to strengthen

Description their bilateral relations, reaching a pinnacle with the signing
of the EU-Australia Framework Agreement in 2017.
Wrapping up the event, the HOD conveyed appreciation
through a vote of thanks, and the guest was acknowledged
with a commemorative memento.




MOONRAY INSTITUTE OF PHARMACEUTICAL SCIENCES

-
" -

@a N Near Tollgate, Adjacent NH-44, Vill. Raikal, Md!: Shadnagar, Faroognagar,

Dist. Ranga Reddy - 509202
Ph: 08548-213259, Mobile: 9985119801, 9000004806, 9989&5550?‘

s,
= B ors Map camera

Raikal, Telangana, India
X5WR+M2, Ralkal, Telangana 509202, India
4 Lat16.9065°
_3 1 Long 78.19004°
qugle S F | 24/06/21 11:51 AM GMT +05:30




MOONRAY INSTITUTE OF PHARMACEUT

Sponsoredh! e
(Approved by AICTE & PCi Affiliated i
Near Tollgate, Adjacent NH-44, Vill. Raikal, Md 1

Dist. Ranga Reddy - - 509202
_Ph: 08548-213259, Mobile, 9985119801 mﬁ’uﬂd

on "Drug and cosmetic regulations in the Japanese market’ schedu %
:n'um;'zi:z.l. Your participation in this event is highly encouraged, and registi&ﬁ_t
is mandatory. Kindly ensure that you register for the seminar promptly.

For additional details, please refer to the brochure displayed on the notice board.

|
PRINCIPAL
Copy to: |
| f | ritute ol
Phargma Cazutical Sciencos
¢ All the HODs W RAIKAL-503202 Shednaoar R

IQAC
¢ Notice Board




MOONRAY INSTITUTE OF PHARMACEUTICAL SCIENCES

[Hpﬁnfuldlvrm1nn|1 Educational Society)

(Approved by AICTE & PCI, Affiliated to JNTU, Hyderabad
Near Tollgate, Adjacent NH-44, vill. Rznl»:al mMdl: Shadnagar. Farooqnagar,

Dist. Ranga Reddy - 509202

Ph: 08548-213259, Mobile: 9985119801, 9000004806, 9989456507

EVENT REPORT

Name Of The | Drug and cosmetic regulations in the Japanese market f

Activity e

Type Of Seminar

Activity . -

Date And 21/04/2021 10.00AM '

Time Of

Activity ; Z

No. Of 12

Participants B o s

Resource Dr. Aruna Patel

Person by

Coordinators | Department of Pharmaceutics
The principal delivered a welcoming address to the
assembled audience, extending warm greetings to the guest.
Following this, the Head of the Department (HOD) introduced
the guest and smoothly transitioned the proceedings to the
speaker. The speaker proceeded to clucidate that Japanese
cosmetics fall under the oversight of the Pharmaceuticals
and Medical Devices Act, commonly known as "the Act,”
issued by the Ministry of Health, Labour and Welfare
(MHLW), serving as the competent authority. This regulation
is complemented by various subsidiary regulations,
standards, and guidance documents. Within the framework

Description of the Act, Japan legally classifies beauty products into two

primary groups: cosmetics and quasi drugs, with
significantly differing regulations for each category. To bring
the event to a close, the HOD conveyed gratitude through a
vote of thanks, and the guest received a token of recognition.
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EVENT REPORT

Name Of The | Medical writing

Activity

Type Of Workshop

Activity

Date And 27/03/2021

Time Of

Activity

No. Of 9

Participants

Resource Dr. Maneesh

Person

Coordinators | Department of Pharmacology o
The "Medical Writing Workshop" emerged as an immen
valuable and enlightening experience for all particip
providing them with essential skills and knowledge to
adeptly communicate medical and scientific information in
a clear and professional manner. We extend our gratitude
to the expert facilitators, enthusiastic participants, and our
institution for orchestrating this informative workshop.
Events of this nature play a pivotal role in elevating medical
writing skills and fostering effective communication within
the healthcare and scientific community. In conclusion, the
Head of the Department (HOD) conveyed appreciation

Description through the vote of thanks, and the guest was honored with

a meaningful token of recognition.
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EVENT REPORT

Name Of The | Methods for Filing a Patent
Activity

Type Of | Online Workshdp

Activity
Date And 05/11/2020 ~ 10.00AM
Time Of
Activity e |
No. Of 10
Participants
Resource Dr. Naren joshi
Person RS e]
Coordinators | Department of Pharmaceutics o T
The online workshop titled "Methods for Filing a Patent”
conducted on November 5, 2020, at Moonray Institute of
Pharmaceutical Sciences, organized by the Department of
Pharmaceutics and facilitated by Dr. Subramanyam from the
same department, aimed to provide insights into the processes
and techniques involved in patent filing. This workshop served
as a valuable platform for participants to gain knowledge and
understanding in the field of pharmaceuticals, particularly in
relation to patent procedures. The Department of
Pharmaceutics played a key role in orchestrating this
informative session, contributing to the academic and
Description | professional development of those in attendance.
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EVENT REPORT

Name Of The | Rights to intellectual property
Activity
Type Of Webinar
Activity
Date And 11/12/2020 10.00AM
Time Of
Activity
No. Of ' ' 11
Participants
Resource Dr. Subramanyam
Person
Coordinators @ Department of Pharmaceutics

The webinar titled "Rights to Intellectual Property,” held on
December 11, 2020, at Moonray Institute of
Pharmaceutical Sciences, was organized by the Department
of Pharmaceutics and featured Dr. Subramanyam from the
same department as the facilitator. This webinar focused on |
exploring the intricacies and significance of intellectual |
property rights. Hosted by the Department of Pharmaceutics, |
the event provided participants with valuable insights into |
the realm of intellectual property, particularly in the context
of pharmaceuticals. The expertise of Dr. Subramanyam
contributed to making this webinar an informative platform
Description for attendees, enhancing their understanding of intellectual
property rights in the field of pharmacy.




T

\ll[INHAY INSTITUTE ﬂf PHMMABE“TIEA[ SCIENCES

Near Tollgat i i
Bate, Adjacent NH-44, vi||. Raikal, Mdl: Shadnagar, Faroognagar,

Dist. Ranga Reddy - 509202

Ph: - i
08548-213259, Mo bde-_gl?gangsm, 9000004806, 9989456507

Raikal, Telangana, India
‘o | XEWR+M2, Raikal, Telangana 509202, India
1 Lat 18.996831°
- Long 78.189795%
W 11/12/20 11:56 AM GMT +05:30

PRINCIPAL

25



