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ARISTOCRAT 2
RESEARCH
Envriching Your Nobility
Global K:ww{gﬂge Transfer Portal

June 26, 2021
Weorkshop

i ®

Thié is to Certify that

Sravani Yangalasetty

has Successfully attended the Workshop Titled

“Ultimate Seci‘ets to Quickly get your Research
Paper Published ”

conducted by AristocratResearch.com, a unit of

Aristocrat IT Solutions Pvt Ltd.

@:y&g ‘» LR ) % &\2 ‘&ﬂm i
. & Y= pRINCIPAL
& % & —-— Chalapathi Institute of Pharmaceutical S
c 8 (Autonomous)

Chalapathi Nagar LAM, GUNTUR- P

2L-9NLNNS Wy :e5eN ederey)
{snowouot i) ’
SOOURING BAINBIBWIRY4 Jo 21aiisu] Iyjede|puess
AVdIDONIMd g



», ;
E-4NLNNS ‘Wy7 sebeN wedeieyd
(snowouojny)

aung “‘JOO SINSSIV Suuwaurdug] uononpoid

fedoutid Jo yueunteda(y ‘peeH
sueuriog § (I 1d speyuepy H S 1d
P x_ﬁx gy

1202 Mnf ,,v0 O} sunf ,6¢ Suunp aund ‘30D SINSSIY ‘Jursauidul uondNPoid jo wawedag Ag pasiuedio
BuiAjos wvjqold aAIUSAU| § dAlJRAOULL,
uo welSoid Suiuiel] wial HOYs SUijUO )29M BUO
paiosuods (sioV) dwLYds juawanodui Apjenp 301V Ul _amwmn_u_tma sey
‘590UIIDS [espnodeurIRyd 30 2)nInISuU] ryyedefeyd woij eurureaeybey ‘A'L’S 1A
1ey3 AJ131493 01 SISl

L

uoypdianod) fo awatfi1aa))

> f el G YA S RONPAIIIN
R TTnI R ST e Ot
ONIMEEANIEN 40 393700

£yL000 1202-2d-Sdii-dLiS



T

10120 awweldo.y lojeuIploo?) swweldoiy l0jeUIpIoOD) dwweldoly

PaAeN I99AUR], I(] IyieT Asurp uq vIpURY)) YSLIUIy “i(
|V\>l (Au
1 %e-4nINND ‘WY1 JeBeN _58220
{snowouoiny
U} yjedeley)
19G (B2IINB0RULEYJ JO SIS N_
S| m:OZEn—

(& 2

‘sndwe)) eproN ‘ysopei]
Ten) AysIoAruf) Ay AoeuiIeyd jo 9Injusu[ Lwy yium UOTIBIDOSSY UI 933][0)) JelS OIWapedy Ay £q pastuesio 1Z0gZ
‘6 - ¢ AMf woxy  SpUSI] 9A1103dS01] :10109G [ednnadeuLIeyd ut syysry LA11edold renjodqaiu] pue drgsanousadoxjuyy

‘uorjeAouu] Ul SIJNOBIJ 1S9, JO SWOY) Y} UO sunmesgosrd juswdopeaa(q ALymoey shep ¢ suIpualje 10,

S9OUBIDG ednnadewleyd jo aimiisu] iyjedefey ) J0ssaj0iq UBISISSY

WAl oS

0} pajudsaid SI 9)edlI1Id)) SIY L

YO ————HSIAVYd ¥VLLN
W :




VeV
!

i
{p.-

i

YV

¢

b2

) ,“,.\b %‘_,wf' R Y

£

P

7=

M‘%}yv j} 2

L

d,f"tg‘

S
5
b
t’gl
e

WA
T
&

o,

e
4

Iy

i

%,

A )

N

s

,,,lv.w.mE.z:o ‘WY7 JebepN jpedeleund
(snowouojny)
$300312G [E0IN3eLLIEU J0 BIMSU| 1yledeley)

_ ._<m._oz_mm 9690T6VLLTT (Il FAEIHID
B

[Z0Z ‘g &y paog

i.%m

[Z707-58idas uonpaifilia)
(4of) suoday uonpy) jouinor ayl bunajduwiod Ajpnfssaaong

1a4

eAelip 10

0} paiu3sald
91eol§i}4a)

A7

%

A

AP




WHLINIID Y] JBDEN yjedele
{snowouoiny) HHECEIEID

SSUUZIIS [eAnareiieyd o ampsu| 1yjedere
JydIoNidd’ PR

JOWIATO)) ASTMIATO D unostadueg)
RN By menesy mley ag AR DUEYY BU33TY I(]

m eocd I ﬁlijjum

wuaakw.w !

1707 SUSHY pET 01 yu6 WO
(erpup) £01ZZI-WwRIBNMD KUSIRAIUL] WeRSUR M '3 "2duRidg parjddy pue dised JO [0OIIS
AQ DPIZIUEBIO
LCASOIOUIAL PUE 3DUWIDS Ul SJUMADURAPY JT20Y,,
wo wersoid wewdorarsg Anoed sAep a1y pe(durod A(ngsseons seH
JV STIUND “Sa0URIdS [RINNadeuLRyd Jo s1misu] edeey) "T0SssJoId JURISISSY

vnuey deapues u(

Jer 11190 03 ST STT




VE-¥UNLNND ‘Wy teben ijpedeeyn

s o P (snowo _ ¢ .
bﬁmbmm E_oﬂ 303135 [e2) zsgmicmﬁﬁzc__fm%_go 6102 “Aew Uig| :33eq

N 5 _ _ | b
| W, SBAIULIS °D ._QW/ (a2 emf g| Ve iONLHd R peqelapAH
I A.J\ ) J L%. ( @nn

‘peqelsapAH __Banumu ‘A8ojouydal :oEmE._Ec_ JO a3n3LIsuj Jeuoljeulau| Ydojg Youeassy LYoy 3e
| [ ’ 6107 ‘Aew yigl 03 y19| uo
| . peqelapAy ‘@du40 |euoiday uidjsed Yynos ‘uoissiuwio) syueln >p_m._m>E:
| Aq paziuesio
« (dIS) oEEm._mo._n_ :o;o:_oc_ juapnig 104 (L0 1)siayoea] jo m:_:_m._ L,

d g .F
m\w\ IN \H\M\\H NMG&UH“ HGRMG oooooooooooooooooooooo 4440444946646 003¢40084880400%490¢ 4444444990043 0000 L 4e4s00s00e 4469040000004 4904004340088 950008904
‘ - .\‘ - # \Q

.:.:.:.:.‘ ‘‘‘‘ “\G\W\H >\.\WH\@®U Q.N _Mow. M\\N\Q\w

nogreiagargf o RN

Dlblpb3 ‘h|kIdb RIER %UE&M

Qvavy3IaAH mu_u_u_o .,_<zo_wmm N¥31Sv3 HLNOS
(e1puj jo EwEEw>ow ‘QYH jo >.:m_c_§

Lelkite Libbie RRIRbIbYb]
NOISSININOD S.LNVID ALISHHAINA

Phlo bl
*n S~ N
13




CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034

(Autonomous), NAAC Accredited “A” Grade Institute;

Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research; 1SO 9001:2008 Certified Institute,
Approved by All India Council of Technical Education {AICTE), Pharmacy Council of India (PCI), New Deihi and Affiliated to Acharya Nagarjuna University,

DEPARTMENT OF PHARMACEUTICS

PR{NC[PAL AND PRdFESSOR Ref. CLPT/PHC/INDUSTRIAL VISIT /2019/0UT/ 262~
Guntur,

Dr.N.Rama Rao, m.rham. pr, £.C. Date 12/6/2015:

From
Mr.S.S.Mani Kiran
Professor
Department of Pharmaceutics
HEAD OF THE DEPARTMENT Chalapathi Institute of Pharmaceutical Sciences (CLPT)
' ' Guntur
Sri. 8.8. Mani Kiran, M.Pharm,
To
Dr.Rama Rao Nadendla,
Principal
PROFESSORS Chalapathi Institute of Pharmaceutical Sciences (CLPT)
Dr. N.L. Prasanthi, M.Pharm, PhD,, Lam, Guntur
ASSOCIATE PROFESSORS Through
The Head of the Department
Dr. S.T.V. Raghavamma, MTech,php | Chalapathi Institute of Pharmaceutical Sciences (CLPT)

Guntur .
‘Respected sir -

ASSISTANT PROFESSORS Sub: Submission of Faculty training program at Industry- NATCO Pharma
Pvt. Ltd, Hyderabad: 20-22nd May 2019- Reg.
Mr.B. Valli Manalan, w.pham - : .

| am 8.8.Mani Kiran furnished industrial faculty training report at NATCO

Mr.M. Venkat }'R mana, w.ph: .
7 Ramand, Wrham * Pharma Pvt. Ltd, Hyderabad from 20-22nd May 2019 to your kind perusal. In this

Mrs. Md.Gulshan, upham regard, | take the opportunity to express my gratifude to Dr. Rama Rao Nadendla,
. principal, CLPT, Chalapathi Educational society for providing this opportunity.
Ms. N. Santhi Priya, m.Pham Thanking you
| 22 )
Ms. CH. Sai Charitha, mM.Pham ~ Mr.S.S.Mani Kiran
| e | Professor
Mrs. Pallavi Vadiamudi, M.Pham Dept Pharmaceutics -CLPT
Mr.G.Madhu, M.Pharm

Encl:
1. Mr.SSMK-Industrial visit report
2. Certifacte of industrial visit to NATCO Pharma Pvt Ltd.
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DEPARTMENT OF PHARMACEUTICS

CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR
(Autonomous); NAAC Accredited “A” Grade Institute;

‘Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research, 180 9001:2015 Certified Institute, Approved by Al
India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Delhi and Affiliated to Acharya Nagarjuna University, Guntur

INDUSTRIAL VISIT REPORT

Name of the Faculty | Dr.S.S.Mani Kiran

Department Pharmaceutics, CLPT, Guntur

Industry visited NATCO PHARMA PVT LTD

Date 20th -22nd May 2019

Duration 3 days

Received by Dr.K.Ravi Sankar, IPR Divison,

Department visited | FR&D, process flow and IPR

Venue Kothur -
Station Hyderabad, Telengana

Day 1: NATCO company profile

o I visited NATCO Pharma Private limited, Kothur plant during 20% -22»d
May 2019. Dr. K. Ravisankar, Manager, Intellectual Property Research
(IPR) department, NATCO Pharma Pvt.Ltd., briefed out the company was
established in 1981, and their mission is ‘make specialty medicines
accessible to all’. -

e The industry possess state of the art facilities with two well-equipped
research centres with seven approved manufacturing facilities. The
industry spawned 40 countries globally. viz., India, North America, Latin
America, Asia Pac'iﬁc and South East Asia & Middle East.

e They mastering oncology, anti-viral, CNS, cardiology and gastrointestinal
products. He directed me. to visit the plant. During my visit I have gained
knowledge in the following areas. Formulation Research, ‘Analytical and
IPR division. ‘ | _

+ Detailed about formulation development dep'artment with portfolios
holding were in this facility include, oncology, Gastroenterology, Central
Nervous System (CNS) and Cardiology.

e They are' leading player in generic oncology with winning oncology
brands: Geftinat, Erlonat, Veenat, Sorafenat and Bortenat and Leading
Hepatitis C portfolio of medicines with Hepcinat, Hepcinat LP, Natdac and
Velpanat. |

s The work flow of FRD starts with literature search, to develop generics
have to analyse reference listed drug (RLD), its pharmacokinetics, drug
release, composition and physical characterization were explained.

e Scale up principles and plans were discussed for scaling up from lab (5.0
kg) to pilot scale (50.0 kg) and then proposed for commercial scale (150.0
kg). A 50.0 kg cGMP exhibit batch was manufactured at pilot scale in
technology transfer unit and demonstrated bioequivalence in the pivotal
BE study. ' ' '

e The critical processing parameters were identified at pilot scale
proposed to be qualified and continually verified durj
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DEPARTMENT OF PHARM’ACEUTICS

CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR
(Autonomous); NAAC Accredited “A” Grade institute;

Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research, 1S0 9001:2015 Certified Institute, Approved by All
India Council of Technical Education (AICTE), Phamacy Council of India (PCI), New Delhi and Affiliated to Acharya Nagarjuna University, Guntur

COTTITITCTC LA T U aCtUTe. - THE Process 1 The CoOmmercial Sl shonld Te
monitored

during the life cycle of the product and additional knowledge gained
should be utilized to make adjustments in the process.

Day 2: Analytical and production department

* Later I visited analytical research and development where they explained
about the analytical method development for API.

* Glanced went to quality control department and workflow on process
validation was glanced.

» Found state of art facilities like micro-arraying for complex molecules
and ’

* Sophisticated equipment viz, UPLC, GC, HPLC, DSC, USP dissolution
type I and type Il apparatus

e Special allocation for stability chambers and photo stability testing
chambers was given to simulate real time studies.

® Followed by production division was visited.

Day 3: Intellectual property division

¢ JPR department is continuously engaged in governing . in-House
management of generation/identification & protection, Coordination
during patent prosecution.

® Further gave glimpse on patent vigilance on competitor applications and
Coordination of local/global patent litigation.

* Detailed about they possess 86 Indian and 142 international patents
were granted to NATCO.

¢ Industry hallmarks with 29 approved ANDA’s, 46 niche ANDA filings in
Us. -

* Worked out 42 Drug master files and released the first US generic
product launched was Gatiramer Acetate- 40 mg/mL followed by

complex liposomal doxorubicin injection.

Acknowledgements:] am very thankful to Dr. K. Ravi Sankar, Manager, IPR
department and Dr Rama Rao Nadendla, Principal, Chalapathi Institute of
Pharmaceutical sciences, Guntur and to Sri Y.V.Anjaneyulu, president
Chalapahti Educational Society for providing this magnificent opportunity.

Submitted by: _
417

Mr.S.S.Mani Kiran

Professor, Department of Pharmaceutics

Chalapathi Institute ofPharmaceuticalSciences (CLPT),
LAM, Guntur ARM '

rpdd

Dr.Rama Rao Nadendla

Principal
SRy PRINCIPAL Sclences
§®\i] Chalapathi lnsti(txtetof Pﬁiﬁ@ﬂiﬁ‘“‘“' Scie
2\ uwé-“-ﬁ{%f, _{Auton . i
S Chatapathi Nagar LAM, GUNTUR-34.




Natco Pharma Limited

Regd. Off. : 'NATCO HOUSE', Road No. 2, Banjara Hills, Hyderabad - 500034,
Telangana, INDIA. Tel : +91 40 23547532, Fax : +91 40 23548243
CIN : L24230TG198 1PLC003201, www.natcopharma.co.in

22" May 2019

TO WHOMSOEVER IT MAY CONCERN

This is to certify that Dr. S. . MANIKIRAN of Chalapathi Institute of Pharmaceutical sciences,
Lam, Guntur, Andhra Pradesh has undergone industrial visit in our organization from 20" May
2019 to 22™ May 2019. We wish him all the best in his future endeavours.

For NATCO Pharma. Ltd. -
WAtz

K. Ravisankar

Manager HR
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034

(Autonomous), NAAC Accredited “A” Grade Institute;

Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research; 1SO 8001:2008 Certified Institute,
Approved by All India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Dethi and Affiliated to Acharya Nagarjuna University,

DEPARTMENT OF PHARMACEUTICS

PRINCIPAL AND PROFESSOR

Dr.N.Rama Rao, mrham, pho, FIC,

HEAD OF THE DEPARTMENT

Sri. $.8. Mani Kiran, M.Pharm,

PROFESSORS
Dr. N.L. Prasanthi, M.Pharm, Ph.D.,

ASSOCIATE PROFESSORS

Dr. $.1.V. Raghavamma, M.Tech, Ph.D

ASSISTANT PROFESSORS
Mr.B. Valli Manalan, mpham
Mr.M. Venkata Ramana, wpham
Mrs. Md.Gulshan, w.pham

Ms. N. Santhi Priya, M Pham
M.__-H. Sai Charitha, MpPham

Mrs. Pallavi Vadlamudi, m.pham
Mr.G.Madhu, M.Pharm

Ref. CLPT/PHC/INDUSTRIAL VISIT /2019/0UT/ 26}

Guntur,

Date 12/6/2019:
From
Mrs. N. L. Prasanthi
Professor

Department of Pharmaceutics
Chalapathi Institute of Pharmaceutical Sciences (CLPT)
Guntur

To

Dr.Rama Rao Nadendla,

Principal

Chalapathi Institute of Pharmaceutical Sciences (CLPT)
Lam, Guntur

Through
The Head of the Department
Chalapathi Institute of Pharmaceutical Sciences (CLPT)
Guntur
Respected sir

Sub: Submission of Faculty training program at Industry- NATCO Pharma
Pvt. Ltd, Hyderabad: 16-18th May 2019- Reg.

I'am N. L. Prasanthi fumished the industrial faculty training at NATCO Pharma
Pvt. Ltd, Hyderabad from 16th -18th May 2019. In this regard, | take the opportunity
to express my gratitude to Dr. Rama Rao Nadendla, principal, CLPT and Natco
Pharma Private Ltd., for providing this opportunity.

Thanking vou «
9 N‘l@%@ﬂ//«é}?
M.L.Prasanthi

Professor
Dept Pharmaceutics -CLPT

Encl:
1. Mrs. NLP-Industrial visit report
2. Certificate of industrial visit to NATCO Pharma Pvt Ltd.

25q\e5 y ;om
PRINCIPAL Prof.Rama Rao Nadendi

Chalapathi Institute of Pharmaceutical Sciences Principal
{Autonomous)
Chalapathi Nagar LAM, GUNTUR-34.

Department of Pharmaceutics, 37 Fioor, Room No 41 0, Administrative biock,
Chalapathi Institute of Pharmaceutical Sciences, email: cipsceutics@gmail.com. Phone No.- 0863-2524124/2524125




DEPARTMENT OF PHARMACEUTICS

CHALAPATH! INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR
{Autonomous); NAAC Accredited “A” Grade Institute;

Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research, 180 9001:2015 Certified Institute, Approved by All
India Council of Technical Education {AICTE}, Pharmacy Council of India (PCH), New Dethi and Affiliated to Acharya Nagarjuna University, Guntur

Industrial visit report

| Name of the F: aculty Dr. Lakshmi Prasanthi N ori i |
Depe_mrtment | Pharmaceutics, CLPT, Guntur

Date B 16t -18th May 2019 i

mIEdustry NATCO Pharma Pvt. Ltd.

Divisién Kothur, Hyderabad, Telangana

I visited NATCO Pharma Private limited, Kothur plant during 16%-18%
May 2019. Dr. K. Ravisankar, Manager, Intellectual Property Research (IPR)
department, NATCO Pharma Pvt.Ltd. briefed out they are operating in
India, North America, Latin America, Asia Pacific and South East Asia &
Middle East. He directed to visit the plant. During my visit I have gained
knowledge in the following areas.Generic drug development, Scale up
studiesStability studies and Intellectual property rights department.

The formulation development department of Kothur facility is engaged
in portfolio’s viz., Oncology, Gastmenterology, Central Nervous System {CNS)
and Cardiology. Developing product starts with literature search, to develop
generics have to analyse reference listed drug (RLD), its pharmacokinetics,
drug release, composition and physical characterization.

Scale up principles and plans were discussed for scaling up from lab
(5.0 kg) to pilot scale (50.0 kg) and then proposed for commercial scale
(150.0 kg). A 50.0 kg cGMP exhibit batch was manufactured at pilot scale in
technology transfer unit and demonstrated bicequivalence in the pivotal BE

ﬂﬁ%\;@

P iNCiPAL

Chalapathi Institute of Pharmaceutical Sciences
(Autonomous)
Chalapathi Nagar LAM, GUNTUR-34

study.




DEPARTMENT OF PHARMACEUTICS

CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR
(Autonomous); NAAC Accredited “A” Grade Institute;

Recognized by UGC2f and 128 and DSIR for scientific and Industrial Research, IS0 8001:2015 Certified Institute, Approved by All
India Council of Technical Education (AICTE), Pharmacy Council of India (PCI), New Delhi and Afffiated to Acharya Nagarjuna University, Guntur

The critical processing parameters were identified at pilot scale and
were proposed to be qualified and continually verified during routine
commercial manufacture. The process in the commercial scale should be
monitored during the life cycle of the product and additional knowledge

gained should be utilized to make adjustments in the process.

Later I visited analytical research and development where they
explained about the analytical method development for API, quality control
tests for the drug products and how to validate the methods. They also

- explained about various analytical equipments such as HPLC, DSC, GC,
UPLC, USP dissolution type I and type Il apparatus, colorimeter, stability

chambers and photo stability testing chamber.

Later visited Regulatory and IPR department is continuously engaged
in governing in-House management of generation/identification &
protection, Coordination during patent prosecution, patent vigilance on
competitor applications Coordination of local/global patent litigation. 86

Indian and 142 international patents were granted to NATCO.

I am very thankful to Dr. K. Ravi Sankar, Manager, IPR department
and Prof. Rama Rao Nadendla, Principal, Chalapathi Institute of
- pharmaceutical sciences, Guntur for providing the great opportunity to

update my knowledge.

Submitted by:
'L s b2y g
Dr.N.Lakshmi Prasanthi
Professor, Department of Pharmaceutics
Chalapathi Institute of PharmaceuticalSciences (CLPT),
Guntur
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Natco Pharma Limited
Regd. G, : NATCO HOUSE', Road No. 2, Banjara Hills, Hyderabad -
lﬂiancwa INDIA. Tel : +91 40 23547532, Fax : +91 40 23[?48243

PLCO03201, www.natcopharma.ceo.in

CIN : L24230TG1981PL

e
500834,

18" May 2019

TO WHOMSOEVER IT MAY CONCERN

This is to certify that Dr. PRASANTHI NORI of Chalapathi Institute of Pharmaceutical sciences
Lam, Guntur, Andhra Pradesh has undergone industrial visit in our organisation from 16" May

2019 to 18" May 2019. We wish her all the best in her future endeavours

For NA\TCO Pharma. Ltd.
I~ foﬁs/”‘ \

K. Chandra shekar

Manager HR
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES,

GUNTUR
Department of Pharmacy Practice C O 6 .
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Chafapathi Institute of Pharmaceutical Sciences
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Chalapathi Nagar LAM, GUNTUR-34,
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
(Autonomous)
Accredited by NAAC with “A” Grade
Chalapathi Nagar, Lam, Guntur
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WORKSHOP ON PHARMACOVIGILANCE, HEMOVIGILANCE AND AEFI
Adv._se Drug Reaction Monitoring Centre Guntur Medical College/ Cw?- T Mﬁ 0 i i
' Govt. General Hospital, Guntur. Ca¥

In Association with
~ Chalapathi Institute of Pharmaceutical Sciences
DATE:- 29/06/2019 VENUE:- PHARMACOLOGY LECTURE HALL,GMC.
l. Event : Workshop on Pharmacovigilance, Hemovigilance and AEFI
2. Date & Time : 29/06/2019, 09.00AM to 5.00 PM

3. Place of activity PHARMACOLOGY LECTURE HALL, Guntur Medical College/Govt.
| General Hospital, Guntur.
4. Organized by - National Coordination Center, ADR Monitoring Center,
Guntur Medical College /Govt. General Hospital, Guntur.

5. Objectives

» To create awareness regarding adverse drug reactions among health care professionals
> To provide basic knowledge of Pharmacovigilallce" o
» Guidance for assessing the adverse reactions with scales

» Hands on training VIGI —flow and adverse drug reactions

6. Guest Speakers:-

. o . e T b W&’“-‘J’” . . ) w ‘
.Dr.AfMeena kumari MDAL ..... ks 2. Dr.K.ChandraKala, MD.,..},.~ )}/
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- (AfTated ko ACHAR YA NAGARIUNA UNIVERSITY}

"Accredited by NAAC with *A* Grade”

INSTITUTE OF PHARMACEUTICAL SCIENCES

DEPARTMENT OF PHARMACEUTICAL ANALYSIS
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Indian institate of Yechnology fiyderabed

Technical Education Quality Improvement Program (TEQIP)
Knowledge Incubation in Technical Education (KITE) Center

INDIAN INSTITUTE OF TECHNOLOGY HYDERABAD

This is to Certify that Ms. NAGAM SANTHI PRIYA of Chalapathi Institute
of Pharmaceutical Sciences, Andhra Pradesh has participated in TEQIP
workshop on “3D Bioprinting and Biofabrication Technologies and
their Applications” organized at IIT :wa%wmcmn between December

09th _ 14th 20919, g
RN
L
&
2Dl "
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Dr. Falffni Pati , iy ma\ ma@,sm% al @ Dr. Suhash anjan Dey
Chatapgay; /Atstongg, - cellical S
Workshop Coordinator Rathi Nagar NM\M ) ces TEQIP Coordinator

IIT Hyderabad | " ¢c2wcm,&. IIT Hyderabad

J



m_._%g ____ QEEEEE é@

Y
Ce ﬂﬁgﬂ_,ﬂ E of I@.ﬂm ﬂ_ﬁmﬁﬂﬁ
R, = v\/\v\FHU.ax;

NSE, nmx&. R&m S_S\c@x&a& to

Prof/ Dr/Mr/Ms ek
7 ‘ mu« . ,\
/@ in recognition of your hm:,

""Phytomedicine for humdén wﬁ/ §s

Sﬁw a prime focus on

ha _ am and m.Saam«aw trends'’

5 s ﬁ | .
@ held at VJ's Qozmmm of me,axﬁan%“ ,ﬁSQEMww Or varam, And ' o radesh.
Naw%&mw 95°2020. @cm
: m.@.m Od @m.? PRINCIPAL

Chalapathi Institute of Pharmaceutical @

{Autonomous)
~ Chalapathi Nagar C.:s mc \ ‘

' Prof. N.R.Sheth  Dr.Umesh.Patil  DrN.LV.JM.Reddy Dt

President General Secretary ne:«m:ma & Qrganizing Secretary 99355‘ _..,.,@m
SecietyAo R halmaeeenasy, . 274 TGS R 245 ACSP



el I

_& _ 24*Annual Convention and National Conference of 2%, y
fi Society of Pharmacognosy - 2020 S8

Theme : :EQSS&SS& for Human m&&a Scope, Challenges E& Emerging Trends''
R .. A

ﬁ@ﬁ@@m _ __m e af mxmm____m_gﬁ

Qﬁu&.\.&\@u&ﬁ.& Q.\. .W@hu. _N.%_,”..w.___%

!.F.M

Dr. D. fR:@E

of. 2 R. M:@.S Dr. Umesh K. Patil Dr. N. <<&.&@
- Procident Genennal Secretans Fonveneor & O6or .@ nbawbwaws - Ghairmam. LOE I 7

pRINCIPAL

Chalapath Institute of Pharmaceutical Sciences
>§u:ojoci
Chalapathi z.mmmq LAM, GUNTUR-34,




/g\

Pharmacy Council of India (New Delhi) /

Sponsored

) 7 LI
ELOPMENT PROGRAM

FACULTY DEV
| ON
TEACHING REGULATORY AFFAIRS FOR M PHARM PROC\RAMN\E
O

This is to certify that

....has part'lcipated asa

Koushak Yetukurn
ry Affairs for

nt Program on “Te
2018 at}SS Colle

Mr. ...
aching Regulato

Facu\ty Developme
ge of Pharmacy,

Delegate in the
m 9" to 14" April

M Pharm Programme ? held fro

Mysuru.

é MLW s ﬁuﬂé\%

pr.D.V. Gowda,  pg \apa\\\\\n‘\? &%

Professor & Hea
Department of Pharmaceutics cm\apath\ udﬁw




CL\OT[ PH < U:T{)_Kpf [au’r)lm\ %}l.’&;

CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR
DEPARTMENT OF PHARMACEUTICS

FACULY TRAINING PROGRAMME - INDUSTRIAL VISIT REPORT

FACULTY ATTENDED . Miss. N.SANTHI PRIYA
Assistant Professor
Department of Pharmaceutics
Chalapathi Institute of - Pharmaceutical Sciences,
Lam,Guntur, Andhra Pradesh.
INDUSTRY VISITED : Macleod’s Pharmaceuticals Limited
Atlanta Arcade,
Marol Church Road,
Andheri (East),
Mumbai - 400059, INDIA.

DATES ATTENDED : 10/04/2018 & 11/04/2018
SUMMARY OF THE VISIT:

e Dr Satya Narayana, Production manager, Macleod’s R&D division, accompanied me
with the visit. He has given a brief profile of the industry.’

* Mr.Tushar Hr Macleod’s detailed about the role of the company in pharmaceutical
sector and briefed on hag Manufacturing practices and facilities that conform to
WHO-GMP guidelines ensuring that every product meets the most stringent
quality standards.

The three wings of R & D include:

Mr.Atul Kulkarni, senior analyst explained the roles and responsibilities of major

wings of research and development,

* Formulation Development, which primarily deals with New Product development
for regulated markets, submission batch manufacturing and technolo gy transfer of the
product within and outside the facility. Formulation Development has manufacturing
facility for Exhibit batches and contributes to the new product development.

* Analytical Research & Development, which primarily deals with method
development, Method validations, method life cycle management, product evaluation
and analytical support for exhibit batch samples, also involves in new product
developm_ent analytical research, exhibit stability analysis and regulatory affairs
support: the AR&D department executes the early analytical method development for
drug substances. Computer Systems / Software Validation & Compliance (CSVC)
team ensures all our systems and software are in compliance to the 21-CFR Part 11

and work to achieve continuous Improvement under our high tae}}nology environment
o
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR

DEPARTMENT OF PHARMACEUTICS
as we strive to make ourselves green by minimizing the use of paper with
implementation of various automated technologies in R & D, Production, Clinical
facility and other support functions. The Quality centre also carries out internal audits
of all manufacturing plants to check compliance with current Good Manufacturing
Practices (¢cGMP) and Good Laboratory Practices (GLP). By doing this, the quality
team ensures that every product produced in the facility meets world class standards.
Regulatory Affairs division manager Mr.Mohanjit misra detailed on roles in
management of regulatory activities pertainihg to products under development (New
Product Development), as well as those currently registered and marketed (Product
Life-cycle Management). Additionally, this regulatory division supports for the Rest
of the World (ROW) dossier submissions and Product Life- cycle Management
activities.
Product Evaluation & Analytical Support, which studies routine stability, in-use
stability, Open Pot study, transportation and bulk stability studies.
The manufacturing plant is not only equip.ped with technologically advanced high
speed equlpment and high-end machinery but also warehouse
Currently the plant handles wet granulation, dry g1anu1at10n and direct compression
products in addition to the film coating of tablets.
Dr. Karan jha, Manager, IPQA shared his experience and the analytical support
offered by Macleods. |
The manufacturing division of formulation R&D performs following functions:

» Manufacturing

= Packaging

. Warehousing and Logistics

= Engineering and Maintenance

* Supply Chain Management

» New Product Launches

The analytical R&D team is engaged in developing Drug and/or metabolite(s) assay

for pharmacckinetic studies, development and validation of complex methods in

handling protein precipitation, liquid-liquid extractions, solid phase extractions and
derivatization techniques. It has highly sophisticated instruments like NMR, XRD,
LCMS, High Performance Liquid Chromatography, Gas Chromatography,
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIEN CES, GUNTUR
DEPARTMENT OF PHARMACEUTICS

Differential ~ scanning calorimeter, UV spectrophotometers,  infra  red

spectrophotometer, dissolution apparatus & Particle size analyzers etc.

* Product Development and Process Optimizations

* Analytical method development and method validation
e Stability Studies

* Technology transfer

* Visit to bioequivalence center has 186 bed facilities with in house well equipped
Emergency care unit, well developed bio-analytical section with state of art |
equipments. It has proven track record of expertise in clinical, bio-analytical,
pharmacokinetic and statistical services for the bioequivalence studies.

* The clinical and bio-analytical facilities and processes are inspected by the Drugs
Controller General of India (DCGI), US FDA, WHO and MCC (South Affrica)
assuring the sponsor of the best quality practices and procedures.

® Macleods formulates their products to be equivalent to the innovator brand. The
testing methods employed are some of the most rigorous used anywhere in the world
and they incorporate bioequivalence studies comparing the two products.

* The bioequivalence team Supports protocol development to completion of the clinical
trial report for regulatory submissions. The clinic team is responsible for recruiting
healthy human volunteers, screening activities including counselling, collecting and
summarizing screening data and ensuring appropriate follow-up of abnormal medica]
results and overall management of studies including study and safety monitoring,
collecting and summarizing clinical data. In addition to the above the department is
also responsible for protocol writing and study design, Case report form design,
Independent ethics committee submissions (Protocols, CRFs, ICF) monitoring of

adverse events and preparation of reports.
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MACLEODD
ST,

This is to certify that Ms, Nagam Santhi Priya working as Assistant Professor in
Chalapathi Institute of Pharmaceutical Sciences, Lam, Guntur has visited R&D centre

and undergone industrial training in our plant during 10-04-2018 and 11-04-2018.

She has visited Formulation development department, analytical R&D department, and

Bioequivalence study centre during her training.

She has Successfully completed her practical Training and understanding & maintained

Good conduct and punctuality during the training period.

Congratulations and Best regards

{/M@Xﬁlgy Al

[Authorized signatbry]
Tushar Bhandry, HR
Macleods Pharmaceuticals Ltd

Mumbai
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIEN CES, GUNTUR

INDUSTRIAL TRAINING REPORT

Place: Guntur
Date: 6/6/2018
Industry: ANI GENERICS PVT,LTD, Phase -V, Jeedimetla, Hyderabad.
Duration: One day
Date: 31/5/2018

Faculty Attended:Mr. M. V. Ramana, Assistant professor, Department of Pharmaceutics,
Mr. G. Madhu, Assistant professor, Department of Pharmaceutics,
Mr. P. Prachet, Assistant professor, Department of Pharmaceutical Analysis,
To,
The Principal,
Chalapathi Insti.tute of Pharmaceutica] Sciences,

Lam, Guntur,

Subject: Industria] training report on visit to Ani Generics Pvt, Itd,
Hyderabad on 31/5/2018,

Al
PRINCIPAL

Chalapathi Institute of Pharmaceutical Sciences

With the objective of updating the knowledge in recceg‘ :ga\{%?g%%y%%%ﬁiw&ogg

the training in industry. Firstly training programme was started on standard operating

Respected sir,

procedures and Analytical Research and Development (AR&D) under the guidance of
Sk Karimulla, Executive-AR&D, Ani Generics Pvt, Ltd, Hyderabad. There we have acquired
the knowledge on method development, validation and calibration by HPLC (Waters alliance

996 LC system). Also acquired knowledge on various equipments like Dissolution test

NP




apparatus(Make: Electrolab, TDT-08L), Photo Stability Chamber (Make:Newtronic) and
Deep freezer(Make: Newtronic with upto - 40°C). Secondly, training programme was
undergone in Formulation Research and Development (FR&D) under the guidance of
A.Praveen Kumar, Deputy Manager-Production, Ani Generics Pwt, Ltd, Hyderabad. There we
have acquired the knowledge on operating procedure of Cone Blender (Make:

Sreenexmechaunes) and Tablet compression machine (Make:Rimek).

We are very thankful to management and principal of Chalapathi Institute of
Pharmaceutical sciences, Lam, Guntur for providing this opportunity to visit Ani Generics
Pvt. Ltd, Hyderabad.

Thanking you sir,
Yours Obediently,
ﬁ)gjm‘&&
PRINCIPA[ . VR N-Rowoway .
. Chalapaths Instiicts o Dharmaceuéiiﬁéé §amres M-V-Ramana Y
) DUEY
cha’apaﬂ“ " OURTUR G.Madhu Q'I'G»—Cr

P.Prachet —-P, P(M
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To

The Principal

Chalapathi Institute of Pharmaceutical Sciences,

Lam, Guntur.

Subject: Faculty industrial training programme-reg

Respected Sir,

This

is to certify that the following faculty‘ members of Chalapathi Institute of
Pharmaceutical Sciences, Guntur has undergone training in our organization for cne day on
31/5/2018. During this perlod they have actively interacted with the AR&D and FR&D team of cur
crganization.

1. M.V.Ramana, Asst. Professor
2. G.Madhu, Asst. Professor
3. P.Prachet, Asst. Professor

RINCIPA
Chalapathi n
Chalapathi !\aga: LAR:,

su\;lte of Pharmar aytical Sciences

(Au tonomt’: /:LMT IR-34,

Date: 31/5/2018

Place: Hyderabad

Thanking You,

Director-l echnical
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#- Basic education te peeple with hemophifia and their familics.

» To sustain the Foundations' ¢ apability through advocac ¥, networking,

partnerships, alliances. financial sour g and governiment support.
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR - 522034
1SO 9001:2015 Certified Institution, Recognized by UGC 2(f ) and 12B and DSIR for Scientific and Industrial Research
Autonomous & Accredited by NAAC with ‘A’ Grade

DEPARTMENT OF PHARMACEUTICS CLPT/PHC/FTP/2018/
1. Event : Faculty Training program
2. Date and Time © 03-08-18
3. Organized by : Department of Pharmaceutics
4. Guest Speaker . Dr.Falguni Pati

TIT J<o.nclt. Sonaomdd«d
Telﬂnaano.
5. Presentation Topic : in(zoMo I 53) ‘l"”“””u”?
6. Presentation hall : Cmmp\&x Lo,b 106

7. Objectives 1o C) the wnu}ot 01
2D wr,(d e*) bomaleuals -
20 Yo dieoust mathods ab 3D pmtma
3 S)\ppl;.eanM e{&p .punﬁ an

8. No. of Students attended 10

9. No. of Faculty attended 13

PR‘!NCIPAL \g\w

Chalapathi Institute of Pharmw‘@utlcal Sciences
(A itd)m,nnu
Chalapathi Magos ABUNTUR.34,

Guest Speaker
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69‘“94’3& CHALAPATHI IN STITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR - 522034
1SO 9001:2015 Certified Institution, Recog,mzed by UGC 2(f) and 12B and DSIR for Scientific and Industrial Research
Autonomous & Accredited by NAAC with ‘A’ Grade

DEPARTMENT OF PHARMACEUTICS

PARTICIPANTS LIST

CLPT/PHC/FTP/20% -

\

s.No Name of participant Departrrient fcourse | B otStudent) Signature with
Faculty date
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR- 522034
(AUTONOMOUS)
Accredited by NAAC with ‘A’ Grade

DEPARTMENT OF PHARMACOLOGY
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N
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"Accredited by NAAC with "A" Grade”

DEPARTMENT OF PHARMACEUTICAL ANALYSIS

1. Event : Faculty Refresher Course

2. Title of the éourse : 'TW M Wbﬁ WMW"L{

3. Period of refresher course 24 .| e TD 2,—;‘;2‘18

4, | Course objectives ; ' % '9 }'WPL
<.

vw(lwr HMMW IW

o5 Faculty participated | 6
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Dapartment of Pharmaceutical Analysis
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g__ # CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR - 522034

j Recognized by UGC 2(f ) and 12B and DSIR for Scientific and Industrial Research

Accredited by NAAC with ‘A’ Grade; (Autonomous)
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Fromm,

M. Maneesh Kumar Reddvw

Assistant Profesaor

Department . doharmacy praciing,

Chalapathi institute of Pharmaceutical Sciences; Lam, Guntur

T,

The Principal,

Lam, Guntur,

Respected Sir,

Sub: Requusition 1o reimbures the expenditure - “Pre-conference Worksh
Biostatistios for Clinlcians & Buomedical Researchers (BCBR-2919)

Based Medicine & Clinieal Fesearch Uonferency

Mationad Conference on BEvidenioe
© Reg

1M, Maneesh Kumar Reddy, Assistant Professar, Department of pharmacy PFACHCE
participated  “Pre-conference Workshop on Biostatistics for Claicians &

Biomedical Researchers (BCBR-2019) and National conference on Evidence Based
‘Medicine & Clinical Research Conference (EBCCON- 2019 a1t BRM Meﬁzca‘i
‘College Hospital & Research Centre, Rattanku lathiur, Chennat along with 32

students from 6/02/2019 to 9/02/2019. So 1 am kindly requesting you to réimburse f
the expenditure for attending the conference.

Thankang you,

(Ttem — e Ex gﬁnd;turgﬂﬁf -5
- (BCBR-2019) 3000 —" 3
R&m&m{ 3 rgﬁEQfﬁﬁwﬁﬁl@g e b g\ﬁaﬂ)
{"Accormmodation ] (22

. Tm*!fﬁ}xﬁgr ¢ Guntur 1o © Vrerirtas and PR‘NC‘P
s L) { n ? l ;ﬂ ir} L I l tica‘ Sme—meq
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i M@Qathx Nagar LAM GUNTUR-34,
A7 % BITPLAT

J&{/Mﬁj;@ﬁb Humar Heddy, f'.
Assistant Professar..”"  [2f
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.A %ﬁ\ @mmm% Sclences, Guntur-522 034
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H 303, 3rd Fioor, Sharad Industrial Estate, Lake Road, Bhandup (West), Mumbai - 400 078.
Tel.: 0091-22-2596 4133 » Cell : 099206 68812 - * Email : aetroninfo@gmail.com / aetronuv@gmail.com

Date- 07/03/2019 ,{.’

CERTIFICATE OF TRAINING

This is to cemfy that

Dr.A. ELPHINE PRABAHAR , Professor from

CHALAPATHI INSTITUTE OF PHARMACE UTICAL SCIENCES, GUNTUR-

322034, ANDHRA PRADESH,

v

has attena’ed the one day techmcal and practical hands on training organized by

Aetron

on Date 07 March 2019 at H-303, sharad industrial estéte, lake road Bhandup west

Mumbai 400078 lab and he successfully completed hands on tminihg on HPTLC

pet=

instrument and quantitative software.

g 15 AL MR.AVINASH CHAUBAL
P

jeinces
Chalapatht \nsmute %t P(t;raimﬁce)ut\!c:;s:ﬁ ) PROPRIETOR.

Chalapathi Naqa LARS
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7y, CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES,
*F CHALAPATHI NAGAR, LAM, GUNTUR-522034

DEPARTMENT OF PHARMACEUTICAL ANALYSIS

. 0
pA MV
01. Event : Faculty enriehmerd programme
02. Date and Time . R 4}[1; [ )34 20D Pw

03. Room No : ] 96

%

04. Topic : ‘9 M“WU"’V‘/ W L 9¢ W%’MH

05. Presented by . Mo R. B’LMMMWL%%;\A/\ m

06. Objectives Lo "D’ PAN ﬁxe/ AMOMbONR
v He s mewd
P"WU PO

07. List of participants :
' ., A~E(-{y(/’wu¢, PETEniE #,M’
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PRINCIPAL 3 .
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FACDL’I‘Y T"?AI‘TI NG PRO GRAM - REPORT.

Date: 12t and 13t May 2017
F‘irm' Gland. Pharma Itd.; Bollaramr Hyderabad
: Faculty vis .1ted P
1. Mrs. V., Pallav1, Assistant professor, Department of Pharmaceutics
-2. Ms/Ch.Prasanna  Lakshmi, Assistant professor, Department of
Pharmaceutics
Glahd pharma is a pioneer in parenteral manufacture with around 360
formulatiojns including antibiotics, anticancer and ophthalmic products. We were
hosted by Dr.Prasanna Sagar, general manager, formulation research and
development. The unit is engaged in the development of ANDA’s to produce product

etitive pricing and cost effective medicines to cater the community. The

ANDA’s developmeﬁL will start. ahead with three exhibit batches which are .

for the per,bs par quant‘y ahtnum,s of the

1Y

he ‘products which are developed were tested for accelerated stability
d real time testing: as per ICH guidelines for 3 years, at a frequency of
months of 1st year and for every 6months in the 2nd year and annually
year and then finalized for scale-up batches. All the samples collected:

yzed by the department of quality assurance (DQA). The engineering

't made to witness installation operation, performance and maintenance

B -

s

ent.

* -

Afollvowing' are the some of the products for instance which are being
ired viz., heparin, pemitrixide, decitabine, zoladronic acid bendamustine,

-iphosphamide, mesna, azelastine, = tobramycin, ertapenam. The

’

vere lyophilized based on the stability profile. Department of Regulatory

informed us that they will issue certificate of analysis after filing batch

iring record (BMR) and Product development record (PDR). After

s review of the documents the ANDA will be filed as per the regulatory

4 PHARzY
7 ) |2
YT 7
5%"‘" \g:‘gw 4 PRINCIPAL" *
: Chalapathi Instltme of Pharmacaitical Seianeos
\Um'mr

Chalapathi dian- !
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filed 300 producis acros

£ ~
ific

tained 1o spec country. Gi
e., 60 countries. Very recently, pemitrixide, an anti-cancer injection is
| in liquid form and the same has been patented. If information request
is received by the country that ratifies the product is provisionally being -
brovided with minor changes that have to be corrected by the company.
her hand, .if there is complete respor;se letter (CRL) that indicates the

s out of specification (0OOS). So the whole process should be re-

d.

by

Mrs. Palla"‘ri Vadlamudi Ms.Ch.Prasanna Lakshmi = . .
Assistant professor 9‘.551 tant professor
Department of Pharmaceutics, Department of Pharmaceutics,

/ Pmi%yg\wy)

Chalapath Ingtituts - *“mmral Sciences
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DEPARTMENT OF PHARMACEUTICS

CHALAPATHI INSTITUTE OF PEARMACEUTICAL SCIENC ES, LAM GUNTUR- 522034

Recognized by UGC2f and 128 and DSIR for scientific and Industrial Research
* 15O 9001:2008 Certified Institute, Approved by Al India Council of Technical Education (AICTE), Pharmacy Council of India (PCH}, New Delhi and Affiliated to

Acharya Nagarjuna University, (Autonomous)
AAC Accredited “A” Grade Institute

PRINCIPAL AND PROFESSOR

Dr.N.Rama Rao, M.Pharm..PhD. FLC,

HEAD OF THE DEPARTMENT

Sri. 8.S.Mani Kiran; M.Pharm,

ASSOCIATE PROFESSORS

Dr.S.T.V.Raghavamma, M.Tech, Ph.D.

)

ASSISTANT PROFESSORS
Mr.B. Valli Manalan, mpham,
Mr.M. Venkata Ramana, mpnam,
Mrs.Md.Gulshan, u.rham,
Ms.N.Santhi Priya, M.pham,
Ms. CH. Sai Charitha, M.pham,
Mrs. Pallavi Vadlamudi, m.pharm,
Ms. CH.Prasanna Lakshmi, m.Pham,
Mr. K. Bhanu Prakash, M.pham,
UGC RESEARCH FELLOW
Mr.G.Madhu, M.Pharm,

@;

Ref. CLPT/PHC/LL/2017/0UT/ 57
Guntur,

From, Date: 11/05/2017,

Mrs. Pallavi Vadiamudi,

Assistant Professor,

Department of Pharmaceutics,

Chalapathi Institute of Pharmaceutical Sciences (CLPT),
Chalapathi Nagar, Lam,

Guntur - 522034,

To

The Principal,

Chalapathi Institute of Pharmaceutical Sciences (CLPT)
Chalapathi Nagar, Lam,

Guntur — 522034,

)

From

The Head

Department of Pharmaceutics

Chalapathi institute of Pharmaceutical Sciences (CLPT)
Chalapathi nagar, Lam

Guntur- 522034

Respected sir,

Sub: Request to permit for faculty training programme in Gland Pharma ltd, Hyderabad

I am Mrs. Pallavi Vadlamudi, Assistant professor, Departméh't'"af Pharmaceutics,
Ehalapathi Institute of Pharmaceutical Sciences {CLPT), Guntur, request you to kindly grant me
permission during (12-05-2017 to 13-05-2017) to undergo faculty training programme in  Gland
pharma ltd, Hyderabad for a two day period. Please do the needful.

Thanking you,

Yours sincerely,

Pollow V

(Mrs. Pallavi Vadlamudi)

¢ theDepanment ALY
Headegt of Pharmaceutics W‘O” \v )
Departm moceutical Sciences A tical Siences
| ,sme 9* Phc mace [L Pharmaceut ica
(hqlapafm [ .522 03 i Institute of
LAM, Ch fave (Auton0mOUS) R 34,
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INDUSTRIAL TRAINING REPORT

Place: Guntur
Date: 05-06-2017
Industry: AUROBINDO PHARMA LIMITED
Unit-III, Bachupally, RR District,
Hyderabad — 500072.

Duration: 3 days

Period : 25-05-2017 to 27-05-2017

Reported by: Ms. A. Aneesha,
Assistant Professor,
Department of Pharmaceutical Analysis.
Chalapathi Institute of Pharmaceutical Sciences,

Lam, Guntur.

To,
The Principal,
Chalapathi Institute of Pharmaceutical Sciences,

Lam, Guntur.
Respected sir,

I'A. Aneesha, working as Assistant professor in Chalapathi institute of pharmaceutical
sciences, visited Aurobindo Pharma Ltd., Bachupally, Hyderabad as part of industrial training
from 25-05-2017 to 27-05-2017. -

-I visited the following departments under the guidance of Mr. K. Satya Narayana, QA-Dy.

Manager, Aurobindo Pharma Ltd, Hyderabad.

¢ Quality Control Department

* Production Department

e Packaging

Under his guidance, 1 acquired knowledge on production of different dosage forms
Clindamycin palmitate tablets, Abacavir Oral solution and Fluoxetine capsules. In the quality
control department, I have undergone training with analytical instruments like polarimeter, XRD,

HPLC, Gas chromatography, FTIR and determination of moisture content by Karl- Fischer

\@a/w%\fz\w“"

IPA A
RINC tical Sciences

PRING
e armaceu

Ky nstitute of ?h_w et
Chelzpa (RUONOMEUEL i TUR-34.

LB,

titration method.

Chalapathi MNaga



I am very much thankful to management and principal of Chalapathi Institute of

Pharmaceutical Sciences for providing this opportunity to visit Aurobindo Pharma Ltd.,

Hyderabad.
Thanking you sir,

Yours obedlently

0! 51¢ |
;—fﬁﬁ\@\m (Ms A. ANEESHA) I

P Chalapatht Institute of Pharaceutical Sciences C La

(A ytonomvls,
Chalapathi Nagar LAM, GUNTUR-34,



_igé ;
27% May, 2017

AUROBINDO

TO WHOMSOEVER IT MAY CONCERN

This is ‘to certify that Ms. A. ANEESHA RANI of Chalapathi Institute of

Pharmaceutical Sciences, Guntur, Andhra Pradesh. She has undergone industrial
visitin our organization from 25% May 2017 to 27t May 2017

During these days, we found her to be hard working and committed and we wish her all
the best in her future endeavors

For Auroblﬁd&i’ha«tﬁ% d.

3

)
K.SATYA kAYA??JA 1
Dy. MANA

!

\@
PRINC!PAL

Chalapathi Institute of Pharmaceutical Sciences
{Autonomous)
Chalapathi Nagar LAM, GUNTUR 34

AUROBINDO PHARMA LIMITED

Unit 1l : 313, Bachupally, Quthubulfapur (Mandal), RR District Hyderabad - 500072, T.S. INDIA Tel : +91 4023044060 - 65 Fax + 91 40 23044058/59

Corp off.: The Water Mark Building, Plot No. 11, Survey No.8, Hi-tech City, Kondapur, Hyderahad - 500 084 T.S., INDIA Tel : +91 40 6672 5000/ 1200 Fax: +91 40 6707 4059
www.aursbindo.com
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Date: 03062017 &

of Phatmacenticals sciences, Chalapathi Nagar, Lasn, Guotur, Andhrs Pradesh- 5"2033 m 5

andergone training at Global Superspeciality hespital, Vilayawada on 03-06-2017. "He bas.

hservexd and acquited practical skills that are necessary for carser development dufing traiing £
Ty < 5 ;
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programme, His trainirsg is satisfactory and we wish all success in fiture € =
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-imta Labs Limited
—2r ‘stered Office
414, IDA Phase Hi, Cherlapally
Hy. rabad-500 051, india
T:+91 402726 4141 £
F:+91 40 2726 3657 Driven by Quality. Inspired by Science.

June 1%, 2017

To
The Principal,
Chalapathi Institute of Pharmaceutical Sciences,
Guntur.
Orientation programme is given in our preclinical division to the following faculity
members of your college.
A) Dr. A Narendra Babu.
B) Ms. J.Nagalakshmi.
The topics covered under orientation programme are :
1) Introduction to GLP.
2) Introduction to New Drug Discovery. .
3) Intorduciton to Genotox studies.
\@Iﬂ‘d )gi 7))
PRINCIPAL . ,
Chalapathi Institule of Pharmaceutical Sciences

£ {Autonnmous)
For VIMTA LABS LIMITED Chalapathi Nagar LAM, GUNTUR-34,

Vice President — HR

Life Sciences Campus, # 5, MN Science & Technology Park, Genome Valley, Shameerpet, Hyderabad - 500 078, India
T:+91 40 6740 4040 E : mdoffice@vimta.com URL : www.vimta.com

CIN : L24110TG1990PLC011977



¥ CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, GUNTUR
DEPARTMENT OF PHARMACOLOGY

REPORT ON
INDUSTRIAL VISIT ~ VIMTA LABS LIMITED
HYDERABAD

Faculty attended : Dr. A. Narendra Babu, Professor
Mrs. J. Naga Lakshmi, Assistant professor

Duration of Programme: One Day (01-06-17)
Key points:

e Introduction to GLP.

1) We acquired knowledge about various guidelines followed in preclinical division,
importance of OECD, ICH and Association for assessment & accreditation of
laboratory animal care (AAACLAS) guidelines followed in their division.

2) We visited the animal house and observed facilities like clean corridor, dirty
corridor, quarantine room, procedure room, dosing of drugs to animal, euthanasia
to animal, large animals (dog) for research.

* Introduction to New Drug Discovery
— Stages in drug discovery phase-1, Il & III, and determination of PK & PD
parameters of new drugs, cosmetics, pesticides.
* Introduction to Genotoxic studies.
— We acquired knowledge on methods involved in cytotoxic study by using

various cell lines, chromosomal toxicity, reproductive toxicity of IND, NDA
and other chemical compounds

We are very much thankful to Management and Principal, Chalapathi Institute of
Pharmaceutical Sciences for providing this opportunity to visit Vimta labs Ltd, Hyderabad.
We benefited and updated our knowledge on current regulatory needs like OECD, ICH, and

in conducting preclinical trials in animals as a part of new drug discovery.
Thanking you sir,

N

\O 6 Yours obediently —
m@’\”wﬂ ; / \ffi“/
PRIl AN
i sromensl YL

gt outical Scienced
Chalapatht Instfute of Pharmaceutical Scienc Dr.AQarendra Babu

{(Autonomons)

Chalapathi Magar LAM, GUNTUR-34:

T wrwu\;
Mrs. J. Naga Lakshmi
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Jeevan Scientific Technology Limitac

Date: 09 Oct 2017

TRAINING CERTFICATE

This is to intimate that Dr.Greeshma Musunuru, Faculty Member, Chalapathi
lnstitutevof‘ Pharmaceutical Sciences , Lam, Guntur, Andhra Pradesh =522034 has
undergor;e Clinical Research Services training at Clinical Pharmacology Centre and
Bioanalytical Research Facility of Jeevan Scientific Technology Ltd, Hyderabad on
23 Sep 2017. She has observed and acquired skills that are necessary for career
development during the training programme. Her training is satisfactory and we

wish all success in future endeavors.

For Jeevan Scientific Technology Limited .

O L /J\Q

-~
CEO & Executive Director
(Mr. Rajendra Prasad Muppavarapu)
g\ 21
PRINCIPAL '
Chalapatt Institute of Pharmaceutical Sciences
(Autonomous)

Chalapathi Nagar LAM, GUNTUR-34.

Registered Office: Plot No. 1&2, Sai Krupa Enclave, Near Lanco Hills, Golconda Post; Hyderabad- 500 008, T.S., India.
Tel: +91-40-67364700, Fax: +91-40-67364707.
Email: info@jeevanscientific.com Web: www.jeevanscientific.com CIN: L72200TG1999PLC031016



INDUSTRIAL TRAINING REPORT

Industry: Jeevan Scientific Technology Limited, Hyderabad
Duration: 1 day
Date: 23-09-2017

Reported by: Dr. M. Greeshma
Assistant Professor
Department of Pharmacy Practice

To

The Principal,

Chalapathi Institute of Pharmaceutical Sciences,
Lam, Guntur.

Respected sir,

oo™

Place: Guntur,
Date: 25-09-2017.

My%@@aﬂsﬁemﬂan Scientific Technology Limited, Hyderabad as part
of Industrial training on 23-09-2017. The training started under the guidance of Mr.Rajendra
Prasad, CEO Jeevan Scientific Technology Limited, Hyderabad. Under his guidance, I acquired
knowledge on Drug Development Process, Various Phases of Clinical Trials, Bioavailability/
Bioequivalence studies, Abbreviated New Drug Application process, Subject recruitment
procedure, informed consent process, Sample collection techniques training on standard test
procedures, SOPs and analytical method development and validation reports. Also, I acquired

knowledge on operation, qualification and calibration on, GC and
LC-MS/MS and GC-MS/MS.

hyphenated techniques like

I am very much thankful to management and principal of Chalapathi Institute of Pharmaceutical
Sciences for providing this opportunity to visit Jeevan Scientific Technology Limited,
Hyderabad. I am benefited and updated my knowledge on current regulatory needs and clinical

research.

Thanking you sir,

Yours obediently,

H' rw?M,

(Dr.Gteeshma Musunuru)

PRINCIPAL ¥}
Chalapathi Institute of Pharmaceutical Sciences
{Auto

nomous)
Chalapathi Nagar LAM, GUNTUR-34.
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CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES
| (AUTONOMOUS)
'SUMMARY OF FACULTY TRAINING PROGRAMME

v
S

Global Management Certification Services Prlvate Limited, Hyderabad audited

one of the departments (Pharmaceutl al Analysis), library and few chapters
.(ISPOR) and NSS Unit by the request of Principal, Chalapathi Institute of

Pharmaceutical sciences (CLPT) , Guntur as a part of sustaining the quality

pohcy of the institution. Basmg on the observatlons and reports of audit, IQAC

organized a faculty tra1n1ng programme at the institution level for 15 days.

A faculty training programme at the institution leve] j 18 organised for 15 days

from 20-10-2017 to 6-11-2017 on the following topics with an objective of

*

imparting theoretical and practical skills,

teaching methodologies,

enriching teaching and research pedagogy ,

understanding the principle and handling of polymerase chain reactor and
other techniques of cellular and molecular biology,

manuscript writing and ethics in publishing of articles,

value and values based system,

mentoring and

feedback analysis

Expenditure: Total expenditure met by the institution including TA,

DA honorarium and contingencies is Rs 30,000

&@M% S

Chalapathi Institute of Pharmaceutlcal Sciences
“(Autonomous)

Chalapathi Nagar LAM, GUNTUR.24



DETAILS OF FACULTY TRAINING PROGRAMME

eyl

| S.No | Topic Day ang Speaker No. of
Date faculty
) attended
1 Fundamigntals of manuscript writing | Friday, Sk.Chand Basha 15
and an ‘overview on web of sciences | 20-10-17 Research scholar,
and scopus as source of quality Dept of Zoology and
journals and citation indices aquaculture, (ANU)
2 Challenges and skills for 21% century | Friday, Dr.S.Koteswara Rao, Professor | 19
teacher 20-10-17 y
ANU :
3 Quality journal and citation indices Saturday, Sk.Chand Basha 20
21-10-17 Research scholar,
Dept of Zoology and
aquaculture, (ANU)
4 ‘| Education with Values Saturday, Dr.S.Koteswara Rao, Professor | 24
21-10-17 ,
ANU, Guntur
5. Teaching methodologies Monday , Dr. B.Varalakshmi, 11
23-10-17 Govt.Women’s college,
Guntur
6 Effective pedagogy Tuesday Prof .S.Tulasi 20
,24-10-17 Dept of Zoology, Govt.
Women’s college, Guntur
7 Teaching methodologies Tuesday , Dr. B.Varalakshmi, 13
24-10-17 Govt.Women’s college,
Guntur
8 Teaching methodologies Wednesday | Dr. B.Varalakshmi, 17
' ,25-10-17 | Govt.Women’s college,
Guntur
9 Research based pedagogical tools Wednesday | Prof.S.Tulasi 20
, 25-10-17 Dept of Zoology, Govt.
Women’s college, Guntur
10 - Mentor — Mentee system Thursday, | Dr. B.Varalakshmi, 18
' -‘ 26-10-17 Govt.Women’s college,
. Guntur
11 Fluidised bed processing Thursday, | M.V.Ramana 15
26-10-17 Assistant.Professor, CLPT
12 Advances.in formulation Friday, N.Santhi Priya 10
development using fluidised bed 27-10-17 Assistant.Professor, CLPT
processor
13 Cellular and molecular biology Friday and | A.V.N. Reddy, A.Venugopal, | 14
techniques Saturday, B.Ravindra
03-11-17 S.Sivaji, Himedia pvt Itd
and 4-11-17
14 Feedback systems Monday, Dr. B.Varalakshmi, 12
6-11-17 Govt.Women’s college,
Guntur
3\
_ teamolo) -
“3lamathi Ingtitute of Phar i Seicheas | o) : R”\l@ﬁ’&
, (Autono:. slewn ) Chalapathi Institute of Prarmaceutical Sciences
‘apathi Nagar 14+ TRV V) ”«@7” (Autonomous)

Chalapathi Nagar, LAM, GUNTUR-34
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Date: 23 Jan 2018

TRAINING CERTFICATE

This is to intimate that Dr. A. Narendra Babu, Faculty Member, Chalapathi Institute
of Pharmaceutical Sciences, Lam, Guntur, An_dhra Pradeéh —522034 hasundergone
Clinical Research Services training at Clinical Pharmacology Centre and
Bioanalytical Research Facility of Jeevan Scientific Technology Ltd, Hyderabad on
03 and 04 Jan 2018.. He has observed and acquired skills that are necessary for
career development during the training programme. His training is satisfactory and

we wish all success in future endeavors.

WX IS

CEO & Executive Director

(Mr. Rajendra Prasad Muppavarapu)
ropuatiny gl

Chalapath Institute of Pharmeceutical Sciences
Chat _ (Autonomous)
apathi Nagar LAM, GUNTUR.34

Registered Office: Plot No. 1&2, Sai Krupa Enclave, Near Lanco Hills, Golconda Post, Hyderabad- 500 008, T.S., India.
Tel: +91-40-67364700, Fax: +91-40-67364707.
Email: info@ieevanscientific.com Web: www.jeevanscientific.com CIN: L72200TG1999PLC031016 -
N’
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INDIAN CONGRESS OF PHARMACY PRACTICE-2016 & 2"° CONVENTION OF IACP

E&\ b.:,‘j JJ

Day 2: Sunday 3™ April 2016

Symposium 1; Pharmacovigilance

Speaker 1 : Dr. Sten Olsson, WHO Programme Expert, Uppasala Monitoring centre, Uppasala,
Sweden |
Topic: Pharmacovigilance- Global Perspéctive.

India’s contribution in ADR reporting to WHO

Speaker 2: Dr. Kalaiselvan V. Principal scientific officer, Indian Pharmacopoiea commission,
Ghaziabad, NCR

Topic; Pharmacists engagement in PvPI

Career opportunities in PvPI for Pharmacy students

Speaker 3: Dr. Anand Harugeri, Associate Director, Pharmacovigilance, Quintiles, Bangalore
Topic: Pursuing Pharmacovigilance career in the industry.

Opening in Quintiles for Pharm.D Students.

Symposium &: Pharmacy Residency Program

Speaker 1:Dr.M.Ramesh, Professor and Head, Department of Pharmacy Practice, JSS College of
Pharmacy, JSS University, Mysuru, Karnataka.

Topic: residency program at JSS College of Pharmacy, JSS University, Mysuru. ;
Speaker 2:Ms. Anne marie liles, Director- Clinical services, student Health Center Pharmacy,
Clinical Associate Professor of Pharmacy practice, Univerisity of . Mississippi School of
Pharmacy, Mississippi, USA

Speaker 3: Ms. Miranda Nelson, Pediatric Antimicrobial Stewardship Pharmacist, St. Louis
Children’s Hospital, St.Louis, Missouri, USA.

The overall program was focused the future of Pharm.D graduates in India and abroad, and also
detailed about the careers in government and private sector in India. "

We are very much thankful to Management and Principal sir for giving us .the wonderful
opportunity to participate in this convention. It was very useful to interact with eminent
personalities in the field of Pharmacy and other industry persons. This gives us the clear path to
improve ourselves and to educate and guide the students to bright future.
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National Conference on >
Pharmacy Practice and Education System in India
Nirmala College of Health Sciences (Pharmacy), Meloor, Kunnappilly, Chalakkudy, Thrissur.

On 08th, 09th April 2016. Froandal ARstenle
. REPORT R cewd( -
Session-1 Community pharmacy - . Q-g ' 6020 -y,
Spéakers: Dr. Ramesh Adepu, Mr. M.R. Pradeep,Mrs. Manju .C.S Dt 6/ .‘ . / 20 / 6 .

Speakers discussed regarding the issue of job opportunities for the students of pharmacy
practice and Pharm.D in India and other countries such as west, Europe and gulf countries. They also
discussed regarding how to create opportunities in the field of pharmacy practice and they. had given
some suggestion to the students who are interested in entrepreneurship.

Session- 2 Research in pharmacy practice Part-1
Speakers: Dr. M.K. Unnikrishnan, Prof. M.S. Ganachari

Speakers discussed regarding biomedical litérature _evaluation and need for research in
pharmaceutical sciences. They also explained regarding different methods of research, their
advantages and disadvantages. Prof. MS. Ganachari also explained the role of chmcal %‘ d?élsts ir@
clinical research and the need of research in the field of pharmacy practice.

Session- 3 Release of book written by Dr. K.G. Revikumar o@coepidemﬂology\anaj \s
pharmacoeconomics. l

Dr. B. Umadethan former director of medical education and state medico- legal officer of
kerala explained the importance of pharmacoepedemioclogy and pharmacoeconomics in societal
perspective. He also explained the Importance of pharmacoeconomics in India gnd necessity for
pharmacoeconomicians.

Session-4 Hospital pharmacy
Speakers: Dr. P.K. Manna, Dr. Sitesh C Bachar, Mr. M- Sonal Sekhar

Prof. P.K. Manna had explained the job opportunities for in the sector of hospital pharmacy,
and accreditation of hospital by National accreditatory board of hospitals. Dr. Sitesh C Bachar had
explamed regarding hospital pharmacy education in Bangladesh. Mr. M. Sonal Sekhar explained the
scope and challenges for hospital pharmacists in practice settings.

Session-4 Research I pharmacy practice (QACC oRr)\:“ e““m\ St
Q\\u\m\\\\\nsx\\u\e s .

Speakers: Dr. V. Rajesh, Mr. Siby Joseplh

Y. Kiroon S.S



regarding the opportunities in the area of pharmacoepidemiology for clinical pharmagcist and budding

pharmacists. Dr. Kiroon S.S had explained the role and opportunities of practicing pharmacists in

Pharmacovigilance.
Session- 5 Pharmacy practice current issues in India
Speakers: Dr. P.K. Manna, Mr.PK. Sreeku.m_ar?Prof. M.S. Ganachari

Dr. P.K. Manna had discussed regarding the ban on fixed dose combinations and its impact in
regulatory point of view. Mr. P.K. Sreekumar explained regarding e-pharmaciés in India and legal
hurdles before the regulators.

Session-6 Open house discussion on hospital pharmacy

Topic: why should Indian pharmacy students dream a job in other countries? Are we not capable of
converting our hospital pharmacies to that of international standards?

This conference mainly focused on responsibilities of clinical pharmacist in community pharmacy
and hospital pharmacy.

Community pharmacist’s role in medications and counselling, adherence towards the medications,
conducting regular camps and home medications reviews with Pharm.D students. So that they can
improve the communication skills and improve the compliance of patients towards the medicine. One
should need to explain need of the Pharmacoeconomics at chronic diseases f@PL people.
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TA & DA Expenses of National Conference on Pharmacy Practice &
Education System in India.
Nirmala College of Health Science (Pharmacy),
Meloor, Chalakudy, Thrissur, Kerala
< From 7% - 13® April 2016,

- GUNTUR
27/08/2016.
To,

The Principal,

Chalapathi Institute of Pharmaceutical Sciences,
Chalapathi Nagar, Lam,

Guntur.,

Resp‘ected Sir,

Sub: Registration charges and TA & DA refund for National Conference on Pharmacy
Practice &Education System in India, Kerala. - Req —Reg.

We N.V.RamaRao, M.Maneesh Kumar; faculty of Pharmacy Practice of our college
attended National Conference on Pharmacy Practice &Education System in India held at
Nirmala College of Health Science (Pharmacy), chalakudy, kerala,from 07/04/2016 to
13/04/2016. We are very .thankful sir, for giving the opportunity and encouragement to attend the
National Conference on Pharmacy Practice & Education System in India. We also request you to

kindly grant us the registration charges and TA for attending the training program.
Thanking you.
uAdea o prned NY” | | Yours sincerely,
' . .VRAMARAO

| t
ead of the Depariment
Dépa}:tment of Pharmacy Practice

Chelanathi Institute of Phurma;c;ugsi Sciences : M. MANISH KUMAR
‘ .<,v;-€ " (:;UNTUP*’R" e F ,{’.r gam
) . /-
Encl: 1. Train tickets

2. Accommodation

3. Food Expenses )

| (e

4. Travel Expenses C\PA!L- ' lences
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TA & DA Expenses of National Conference on Pharmacy Practice &
Education System in India.
Nirmala College of Health Science (Pharmacy),
Meloor, Chalakudy, Thrissur, Kerala .
From 7™ — 13™ April 2016.

S.NO' PURPOSE / COST
1 TRAIN TICKETS / RS- 2120
2 ACCOMEDATION / RS- 1900
3 FOOD EXPENSES [ RS- 1400
4 TRAVEL EXPENSES RS- 600 —
| TOTAL AMOUNT RS- 6020400
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Signatures of Staff
N.V.RAMA RAO
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Vimta Labs Limited

Registered Office
142, IDA Phase i, Cherlapally
Hyderabad-500 051, India

T:+9140 2726 4141
F:+81 40 2726 3657 Driven by Quality. Inspired by Science.

28" May, 2016

TO WHOMSOEVER IT MAY CONCERN

This is to certify that Ms. Nagalakshmi J, the Assistant Professor from Chalapathi Institute of

Pharmaceutical Sciences, Guntur, has completed One day Industrial Training in Vimta Labs on
28" May 2016.

We wish her all the best in her future endeavors.

For VIMTA Labs Ltd,

Man.agcr -HR

Life Sciences Campus, # 5, Alexandria Knowledge Park, Genome Valley, Shameerpet, Hyderabad - 500 078, India
T: 48140 6740 4040 E : mdoffice@vimta.com URL : www, wmta com

CIN : L24110TG1990PLC011977 ! g\g‘t‘aﬁ':
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Industrial Training Report Guntur
08/06/2016

From,

J. Naga Lakshmij,
Assistant Proféssor,
Dept. of Pharmacology,
Chalapathi Institute of Pharmaceutica] Sciences,
Guntur

To,
The Principal,

Chalapathi Institute of Phatmaceutical Sciences,
Guntur

Respected sir,

Thanking you
Encls: Summary of key points learnt during the summit. Yours sincerely,

J. Naga Lakshm;
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Highlights of knowledge gained by participating in one day Industrial training in Vimta

labs limited Ida Phase II, Cherlapally, Hyderabad. (May 28-05-2016)

Key points:

&

e 1 visited clinical department and pharmacological unit in which how to screen the
volunteers for study. o

o Learned how to prepare the protocol for drug molecule, responsibility of protocol
writer. |

o Learned how to " get approval of protocol from the ethics committee and drug
controller general of India

¢ Learned how to conduct bio-equivalence studies in selected volunteers during
scheduled periods

e Learned how to submit the clinical data by using Bio-Statistical Data Management

Complete research form

1.

W X N kD

Preparation of synopsis for drug molecule
Protocol development for drug molecule
Role of principal investigator

Functions. of ethics committee
Submission of protocol to DCGI
Approval for BE Studies

Procedure for the T- License

Conduction of clinical trails

Completion of all periods as per protocol

10. Submission of samples to bio analysis

11. Submission of clinical data to BSDM

12. Report preparation.

\ %ﬂg@’\ 2
PRI CSPA[g g)”’

Chalapathi Institute of Pharmaceutical Sciences
(Autonomous)

Chalapathi Nagar LAM, GUNTUR.,,
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CHALAPTHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR-52. fb\ AL
{AUTONOMOUS} A
DEPARTMENT OF PHARMACOLOGY
1. Event 3 Faculty enrichment program - Report
~ Presentation
2. Date and Time - PR ‘Oé [Lé

_‘TlJfL H“PWM' Rovvie -31F

3. Presentation Hall

4. Faculty Presenter . P)O%?QQE%"\YM ‘

5. Presentation Topic . R —ch(,(‘;\falu/\CL M el

6. Objectives  To Share e t:ﬂ@w\kA%\ cdaw (9%
' sna.day derdug bk ftadinhg - ekt

Sl hodly £ Bl eqrivabuceStudies

7. List of Participants :
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ks CHALAPATHI INSTITUTE OF ?HARMACEUTICAL SCIENCES, LAM, GUNTUR

DEPARTMENT OF PHARMACEUTICAL ANALYSIS
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Signature of the Presenter
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L /;;- CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR -522034

DEPARTMENT OF PHARMACEUTICS

Event

Date and Time
Presentation hall
Faculty Presenter

Presentation Topic

Objectives

List of Participants

~ Faculty training program — Report
" Presentation

07-12—20lh" D00 — S8V pm)
202

K& MANL KIRAN

. Dewonibrahiog of Do < ofefwme o
Plimzedion DX -

. D) To explain the wge V). doe

P.T.O (Enclosed)
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%é%% CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR -522034
o DEPARTMENT OF PHARMACEUTICS

LIST OF PARTICIPANTS

Event: >@W\mﬁm\ﬁ(’0 G(—DDC gvfy+wwu3xa@ Organized by: Dept. of Pharmaceutics
DATE: 77— [§—0lb Time:
SNo |Name of the participant Faculty - Course / DFP%FSignature

[ UC(%(A}V/\ /@M/\’ W’fq«nw(w%mg 27%
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C
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Darwin Formulations Pvt.Ltd.

ALEAP Industrial Estate, Plot No.96&97,SURAMPALLY, Gannavaram {M),Krishna(D)
A.P.-521 212 .EMAIL.ID. direddy@darwin.co.in PH.NO.0866-2470708

Date: 13-12-2016

REF NO : CLPT/PHC/ FTR-RQST-LTRr/2016/ 129

To

The Principal

Chalapathi Institute Of Pharmaceutical Sciences
Chalapathi Nagar

Guntur-522034

Sub: Faculty Training of B.Valli Manalan at Darwin Formulations Pvt Itd, Production

Dear Sir

With reference to your letter (Ref: CIPS/Industrial Training/2016 dated 13t December
2016) for deputation of B.Valli Manalan Asst.Professor of CLPT towards pharmaceutical
industrial training, below signed authority wish to inform that B.Valli Manalan of CLPT
Formulations Pvt Itd located at plot no.96,97 aleap industrial estate surampalli . During
this one day faculty training program, he underwent interaction and discussion with
various department heads of production & quality control departments . We hope this
one day visit has helped to understand industrial production activity. We wish him all
the very best for his future Endeavour.

. < 6‘0'\ >
Production Marage

56}
._ )
mcipaL 12) B\

P
Chalapath Institute of Pharmaceutical Sciences
Autonomous)

Chalapathi Nagar LAm, GUNTURV

EZali/ BTV RIVLE 7]
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Darwin Formulations pvt.Ltd.

ALEAP industrial Estate, Plot No.96&97,SURAMPALLY, Gannavaram (M),Krishna(D)
A.P.-521 212 .EMAIL.ID. dlreddy@darwin.co.in PH.NO.086

Date: 13-12-2016

REF NO : CLPT/ PHC/ FTR-RQST-LTRr/ 2016/130

To

The Principal

Chalapathi Institute Of Pharmaceutical Sciences
Chalapathi Nagar

Guntur-522034

Sub: Faculty Training of G. Madhu at Darwin Formulations Pvt Itd, Production
Dear Sir

\With reference to your letter (Ref: C1pS/Industrial Training/2016 dated 13" December
2016) for deputation of G. MADHU Asst.Professor of CLPT towards pharmaceutical
industrial training, below signed authority wish to inform that G.MADHU of CLPT has
undergone one day faculty training programme at our production'of Darwin
Formulations Pvt Itd located at plot n0.96,97 aleap industrial estate surampalli . During
this one day faculty training program, he underwent interaction and discussion with
various department heads of production & quality control departments . We hope this
one day visit has helped to understand industrial production activity. We wish him all
the very best for his future Endeavour. |

V2o o)

Chalapatti Institute of Pharmaceutical Sciences
(Autonomous)

Chalapathi Nagar LAM, GUNTUR;,
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: o i ,ﬁ CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIEN CES, LAM, GUNTUR -522034
%%«“@ DEPARTMENT OF PHARMACEUTICS

01. Event : Faculty training program - Report

Presentation

02. Date and Time i 12-2-006

03  Presentation hall : s

04  Faculty Presenter B ovalli Manag [an

Acsiglan} Pwﬁu.\ar
Dapark-maat # Phavma can ey

05  Presentation Topic ! NMan qi actusin 4 a C’T’TH & ,,//>

Davwin Vormulahong Pvt LK.

06  Objectives A0 Shale fhe Kw»\)lu%z, iﬂir\ﬂép
e manu chuﬁf\ unif
) TO ATsuy the GFMG\HOV) c} ifawulqban
Qand +Q4z/¢ﬁzj

Qﬁ'u*;% g cusy e operabion sf Cofeyie
Tilhna

07.  List of Participants : P.T. O(IEnclosed)

Madh Gudspe;

) QTGJLQV’ @) /§ V_("/(, ﬁ,

Signature of the Presenter

Principal w\ﬁ)
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Gm'gngn; ngGU & 4-522 034 Chalapathi Nagar LAM, GUNTUR 34




CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM, GUNTUR -522034
DEPARTMENT OF PHARMACEUTICS

LIST OF PARTICIPANTS
Event: Organized by: Dept. of Pharmaceutics
DATE: Time: _
S.No | Name of the participant Faculty Course Signature
) L M N:}K P)’\Q«A{‘S\QCUJ\ Y P}‘mﬁwﬂtg M
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From:

Dr.P.V.Suresh,

Associate professor,

Department of pharmaceutical analysis,
Chalapathi Institute of Pharmaceutical Sciences,
Guntur — 522 034.

To:

The Principal,

Chalapathi Institute of Pharmaceutical Sciences,
Guntur - 522 034,

Respected Sir,

&LP

Out: CLPT/F&/et/zoN/Conference/j”
Guntur, Date: 232 /o1 llq.

Sub: “Permission to attend conference on “Innovations in pharmaceutical technologies &

Work shop on GLP/GMP compliance” — Reg.

I Venkata Suresh.P working as Associate professor in the department of Pharmaceutical

analysis, Chalapathi Institute of Pharmaceutical Sciences. Sir I am willing to attend conference

on “Innovations in pharmaceutical technologies & Work shop on GLP/GMP compliance”
organized by NIPER-HYDERABAD on 24/01/2017 to 25/01/2017 at NIPER-Hyderabad.

As this conference will be useful to design and developing new and efficient analytical

methods. I kindly request you to grant permission to attend the conference.

Thanking you. C L c }2 M

Yours Sincerely,

L '
Dr.P.V.Suresh

)

%97
PRINCIPAL

(Autonomous)
Chalapathi Nagar LAM. GUNTHS - 3



DEPARTMENT OF PHARMACEUTICS ‘ 4 Q iFU
CHALAPATHI INSTITUTE OF PHARMACEUTICAL SCIENCES, LAM GUNTUR- 522034
Recognized by UGC2f and 12B and DSIR for scientific and Industrial Research :

e -~
M vt 9ﬁ§‘§>

IS0 9001:2008 Certified Institute, Approved by Alf india Council of Technical Education (AICTE), Pharmacy Councit of India (PCI), New Delki Tated to i
Acharya Nagarjuna University, (Autonomous) f
NAAC Accredited “A” Grade Institute f
{CIPAL AND PROFESSOR Ref. CLPT/ PHC/ IWRKSHP-RPT/2017/0UT/
From, Guntur
.Rama Rao, M.Pharm,, Ph.D,, F.IC., Mr.M.Venkata Ramana, Assistant Professor 30-01-2017 ’
Department of Pharmaceutics '
Dr.P.V.Suresh, Associate professor,
DO Department of Pharmaceutical Analysis §
F THE DEPARTMENT - Chalapathi Insfitute of Pharmaceutical Sciences (CLPT), r o
. n‘r W ;
5.S.Mani Kiran, M.Pharm,, Chalapathi Nagar, Lam, Akl t
Guntur - 522034, G S ;g
g B ‘:-f e . 1 -H.\ b »37 } ,"
To % ax {1 "_.)*-'?\,}5 Ii ' l
OCIATE PROFESSORS Dr. N.Rama Rao LAY \"(} e D W«,aj\.__ik"?""“}‘
Principal .‘L"l \1 Ny -~
.Lakshmi Prasanthi, mpham, Ph.D " Chalapathi Institute of Pharmaceutical Sciences S w‘_\ o |
Chalapathinagar, lam i R _ i
T.V.Raghavamma, M.Tech., Ph.D., Guntur -522034 g :
. )
Respected Sir |
Through Proper Channel i
'STANT PROFESSORS ,
) Sub: Submission of conference report “on “Innovations in Pharmaceutical ; ‘
- Valii Manalan, upham, Technologies and Workshop on GMPIGLP Compliance” dt: 24-25t P
.Venkata Ramana, wpham, January 2017 at NIPER, Hyderabad - Reg. ?
Id.Gulshan, mpham, We the faculty (Mr.M.Venkata Ramana and Dr.P.V.Suresh,) sincerely
Santhi Pri thanks and express gratitude for providing an opportunity to update knowledge on the 1
SANthi Friya, M.Pham, above cited subject. In this regard, we have enclosed the detailed report. Further, the
h.Sai Charith expenditure statement was appended to your kind perusal. The knowledge acquired
n-oal Lharitha, M Pham, during this period will be promulgated to fellow staff of all departments. !
I.Pallavi, M.Pharm., Thanking you, ’
. _ yours sincerely
sh.Prasanna Lakshmi, m.pham., , S
1. Mr.M.Venkata Ramana - Romomany
2. Dr.P.Venkata Suresh v du~"
RESEARCH FELLOW . e
~ Encl:
.G.Madhu, M.Pharm,, 1.Report on two day conference on GMP/GLP compliance, NIPER, Hyderabad,
24-25% January 2017. g
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2. Complimentary copy of * Handbook of Pharmaceutical Quality Assurance”
textbook authored by Dr.Premnath Shenoy
3, Conference agenda, Softy copy of conference (CD),
4. Expenditure statement.and Certificate of participation
Copy to:
1. Principal office, CIPS, Guntur and HOD, Department of Pharmaceutics,
CLPT, Guntur !

E ,;W '

|
' m/l"w ' ' W’”
Department of Pharmaceutics, 39 Floor, Rgés ‘N,Wmﬂsgéﬁve block, % = \‘?P\ e iﬁ,ﬂ\e
alapathi Institute of Pharmaceutical Sciences, email: cipsced lﬁs@g(maucfén% Phione No.: 0863-2524 124 %125 9@\?\9\\%\\7\\'&&2‘\)\\ ﬂ ot3
i e . Ay S ~ PSS TR L Py A ’
Uk Creaye - Laleai Wilasove: CNo- Oon s SE 2y o207 s ooy !
, AT Aot N
PN R Im—Ta =i QAR U e



x;‘-:“ "INNOVATIONS IN PHARMACEUTICAL TECHNOLOGIES AND WORK SHOP

ON GMP AND GLP COMPLIANCE"

Conference Report

Theme: Conference on innovations in pharmaceutical technologies and work shop on
GMP/GLP compliance.

Date: 24-01-2017 to 25-01-2017

Organised by: NIPER HYDERABAD

Venue: NIPER, Balnagar, Hyderabad

Objective: Discussing on various aspects of pharmaceutical industries such as developing
new and environmentally begin routes for preparation of APIs and intermediates, novel drug
delivery systems, analytical methods etc.,

This was a two day conference; first day was started with inaugural function
followed by presentation of different eminent national and international experts from various
industries and academics discussed on emerging technologies in synthesis of new chemical
entities.

On the second day, dedicated to principles and procedures for manufacturing of
dosage forms, qualification of analytical instruments. Workshop on GLP was organised for
the participants to familiarize and how to carry out the risk assessment in pharmaceutical
industries. At the end of the day valedictory, which was followed by certificate distribution.

Outcomes of the conference:
L.In order to gain and understanding of the regulatory requirements that apply to the testing

and interpretation of test resuf%ﬁv'a‘s=they relate to monitoring and release of finished products.

2. To up to date with GLP requirements applicability in regulatory and non-regulatory

research.

3. To impart knowledge on importance of documented information, data life cycle, data

integrity guidance for pharmaceutical manufacturing.
Subsmtlidby ki
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