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Integration of Cross-Cutting Issues relevant to Professional Ethics into the Carriculum

S.ano. | Class Course Code | Course Description
1 B. Pharmacy BP103T Pharmaceutics | Process of reading a
(1" Sem) prescription
2 B. Pharmacy BP204T Pathophysiology It aims to provide the
(2™ Sem) knowledge for practicing
medicine in safe, rational and
effective manner
3 B. Pharmacy BP408P Pharmacology 1 Study of maintenance of
(4™ Sem) laboratory animals as per
CPCSEA Guidelines
4 B. Pharmacy BP505T Pharmaceutical Indian pharmaceutical Laws
(5" Sem) Jurisprudence and acts
Study about various regulatory
authority and agencies
Code of ethics
5 B. Pharmacy BP506P Industrial Evaluation and testing of
(5" Sem) Pharmacy | pharmaceutical products
6 B. Pharmacy BP6(3T Herbal Drug Schedule T- Good
(6™ Sem) Technology Manufacturing Practice of
Indian system of Medicine
7 B. Pharmacy BP701T [nstrumental Theoretical and practical
(7™ Sem) Method of knowledge of modern analytical
Analysis instruments for analysis.
8 B. Pharmacy BP706PS Practice School Students shall submit a report
(7% Sem) for practice school and it will be
evaluated based on their
. knowledge and skills
9 B. Pharmacy BPSO4ET Pharmaceutical Study of regulatory authorities
(8™ Sem) Regulatory and agencies, drug approval
Sciences process etc.
10 B. Pharmacy BPS0OSET Pharmacovigilance | It aims to provide the methods
(8" Sem) to generate safety data during
pre-clinical, clinical and post-
marketing surveillance of drug
cycle
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As our college is an affiliated institute we follow the syllabus as per given by Pharmacy Council
of India.

Pharmacy Council of India
New Delhi

Draft Rules & Syllabus for the
Bachelor of Pharmacy (B. Pharm)
Course

[Framed under Regulation 6, 7 & 8 of the Bachelor of
Pharmacy (B. Pharm) course regulations 2014]
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Table-I: Course of study for semester

No, T dit
Course code Nume of the course No. of Eﬂn Cr'c I
hours rial points
BPIOIT Human Anatomy and Phystology k- 3 l 4
Theory
BPI02T | Pharmaceutical Analysis I - Theory 3 l 4
BPIO3T | Pharmaceutics - Theory 3 ! 4
BP104T Pharmaceutical Inorzanic Chemistry - 3 1 4
Theorv
BPIG5T | Communication skills — Theory * 2 - 2
BPI06RBT | Remedial Biology/ 5 i N
BP106RMT | Remedial Mathematics — Theory* - -
BPI0TP Hum?n Anatomy and Physiology ~ 4 i 5
Practical
BPIOBP | Pharmaceutical Analysis I - Practical 4 - 2
BP109P Pharmaceutics 1 - Practical 4 - 2
BPLIOP Pmaceuﬂca! Inorganic Chemistry ~ 4 i 9
Practical
BPIHIP | Communication skills— Practieal® 2 - I
BPI12RBP | Remedial Bioloov - Practical® 2 - I
Total {323836° | 4 | 2729%3¢°
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BIrol3T, MUARMACEUTICN I (Theory)

A5 Hlours
Neope; This cource rdesigned W anpant a feutamental koowlbeadee on the proparsony

|

i pharmacy walh ans and scence of prepanng the o age forms
| Objectives: Upon completzon of Onscourse the shadent should be able 100

‘ = Know the history of peofimssson of pharmacy

= Uhslerstand the basies of difTerent dosage forns, pharmaceutscal wcom patibilities ond
pharmmacculcal Glculaliont

\

: » Unlerstand the profestional sway of hamdling the proteriptson
‘ =  Preparation of varows oo nventional dosoge forms
|

Cours Content:

UNIT =1 ID oure
=  Ilistorical backmround amt develepment of profession of pharmacy! History
of peofesseuwy of Plarmacy in Index e relai w pb v el g ¥
ot organzzation, Pharmacy a8 o carcer, F T | +{ 1w I, Bi*,

=  Douane furon;: Introducpon to dosage forms, classficabon and defingtons

« Preseeiption: Defingwon, Parts ot prescr pton, handling of Prescripoon anxi
LErrors an pescrplai.

«  Powlopy: Defunteon, Factoriaffecting posology. Pedaree dose caloulatsons
based on #ge, body werght and body swrfoce area,

TNIT —~ 11 10 tlours

= Pharmacculical calculations: Werphts and measurcs — Impenal & Mot

svitem, Calculatsens involving percentage solutsons, allipation, poeof sparit and

{ USSP and Exira Pharmoe opociy.,
} motone solutons based on fregang point ant molocular weaght,

= Fowderw Defimbion, clasaficatwon, b and o 1 Simple &
compound powders — official preparations, dusting povders, effervescent,
| ettt and hygroscopic powders, i G dilutions.

= Liguid dowsge forms: Advantages and disadvanoges of bxgqusd dosage forms.

=  Biphasic lquidsa

- Saupemnions:  Defintem, advsnoapes and  dsadvanmges,  cinsifications,
Preparation of suspensions; Flocculated and Detlocculated suspension & stabilaty
problems and mctivds W overcome.

=  Emmivdons) Defmitton, clxsitication, emulsifiing scent, test for the identificabon
of 1ype ofEmutsion, Mcethods of preparmion & smbility problems and methods to
OVErOTRE .

Exciprents used o fi Il of iquud dosage forms, Solubitnty enhancement

techmigques
\

UNIT - II1 08 Ilonrs
= Al plasic Lkquids: Pefi amnd preparatons of” Gorgles, Mouthwashes,

‘Throat Faint, Eandrops, MNasal drops, Encmas, Syrups, Elxies, Lnimentz and
‘ Lotoas
\

UNIT - IV 4F Hours
«  Supposilorics; Defiunton, types, slvoniages amd desadvanmages, ypes of hooes,
methods of preparations, Deplacement value & ats calculabons, evalustion of
SpposItoncs.,
=  Pharmacctitical iocompatibilitics: Defiuton, clasaficapen, physical, chemucal
and therapeuue incompalibilitees with cxamples

NIV =V a7 Lours
= Mcmiwlid deoware forms: D 1 1y mechomsms and xtors
mtlucnemng dermmal penctration of drups. Prepamanon of omntments, pastcs, $remms
aml gels. Excipents used i sems solad dosage foms, Bvalusbon of seme sobd
dosages forms
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Table-Il: Course of stody for semester 11

Course Name of the course No.of Tutorial Cn:'dtt
Code hors paints
BP20IT | Human Anatomy and Physiolozy i - Theory 3 ] 4
BP202T | Phamaceutical Organte Chemustry [ - Theory 3 1 4
BPI03T | Biochemistry ~ Theory 3 ] 3
8P204T | Pathaphysology - Theory 3 | 4
BP205T | Computer Applications m Pharmacy ~ Theory * | 3 3
BPA0GT | Environmental sciences ~ Theory * 3 3
BP207P | Human Anatomy and Physiology Il ~Practicat 4 . 2
BP208P | Pharmaceutical Orgame Chemistry I- Practacal | 4 2
BP09P | Biochemistry ~ Practicat 3 . 2
BP1AP | Computer Applications in Pharmacy - Practical* | 2 . 1
Total | 32 3 L}

Non University Examingtion (NUE)
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B 24 T.PATHOPIIVSIOLOGY (TIIEORY)
45 lours

Scope: Pathophysiolony i the stixly of cawes of diseases and reactions of the bady o
such discase producing et This cowrse 15 desipned W mpsn 3 ihoroagh keowladze of
the relevant aspects of patholopy of vanous conchbons with refoence to is
plhomixolopeal  opplieations, =w!  pnderstending of  loww  rthophysiologes!
moechansms, Hence it will not only help t shudy the syllabes of peholowy, but abso to
1 baselme knowlalge rquired 10 ¢ ficine safely, Semtly, fly and
effectvely,

Dbjrctives: Upon compicion of the mybyect sdent shall be able 1o —

1. Descride the cthology and pathogenmns of the scicctrd dincase saics,

2 Sameithe mgm and symptams of U thces; and
3 Alnten the complicatong ofihe disexees,

Codtie coment;
Tair 1olkeens

»  Aanicpriad plex of Cell injrry aad Adepratea;
Introdiction, dofini ! Comp md Types of Foadbock ystors,
Causa of clldar mpury,Fathog {Cell brane chimape, Mitochondral thruge,
Ribosame damage, Nuclear domagz) Morpholopy of cell inpury ~ Adapeye charges
{Aserpisy, Myperrophy, hyperplzsis, Mdgplama, Dysplseah Cell swelling, ntra cellulse
weunmbanon,  Caleificaion, Engme  kalsse and  Cell  Demth Aexboss
&Alstous, Boctralyic mbalance

+  Bunkg srch, ot g nt sk e puler
Inrobudom, Clmeoal sepes of seilamsston, T3 Brsol bypos of Daflemmg s, et s
of - S vy duy aead Bhuat Oow, Beptlcs of
WO s Molsaes of sl (s peaopes of wousd beleg s S
n T g by ekiny <o A Gt et

Lt bF EL LT

*  Canfsvmcsler Syt

1y p - Beart Lalure, smcBentic boart diteam: (ang sun, myscachal
3 ard Reroan)
= Hopirstery vyure Asbess, O rys <k

= Hrmad vymtem Acu aod darvne conad Gk

Smm kb Iptlear

- llsrmatedepral Dermao:

Tron Jela ¥, g anceu (Vit B13

thalreni s, hereditry aqunad anema, Semopinba
e d 4

swkio ool mxmia,

* Ve tuse s et D of wre
- Ner ¥ Tp . Fu i, naruk 1y s
rp iy Srorma art Adrk e d
*  Cmremtewina stess Peplc Uker
Limit 1V 2 Hwms
- I y b x, b EACOEF) akoholc trer
dussae,
* D ol bt s ubatc R 1 wmreminn, dg
*  Prisciples uf rowcer: cnatogy 36 rees { cancer
*  Thergmay ol Sompre mpd | Lo d Agtepm, o Kot
o Primigtesod Comer: Clanad o g g fut P
tan v 7 Jtome

iy o ol i 2 Dl g 4, Ty, Larpaoe ', Tatrcod cum.
Urmary wact sloc oo

- renmalh * AIDE, Sy , Cantaar thesk
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Tablol¥: Come o stodylor emnster IV

el IR W R L e L
ot hours polnts
BRI | Promseeted Gy Chemiry Ml Theogy | 3 | 4
BPAIT |Melcinl Chemtry = ey ERE
ARAOAT | Pt Prarmpeutes = Thopzy NN
BPST | Pormaobyy = Thory L I
BPAIT | Pomanmosyand PatochemtryleThoory | 3 1 1 | 4
BPAEP | Madive] Coezaaty = P L O
BP0 { sl Phermeratn fw Praxtral { !
0P | Memunlory {=Pred I AR
BRI { Pemomaynd PafachemylePrated | & ] » {2
Tl 0| § { %
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BP 408 P.PIARMACOLOGY - (Practical}
AlrsfWeek

. Irtroduction o expesimental phamacalogy,

, Commonly used instruments m expermmeéntf pharmacology,

. Study of common [aboratory sumals,

. Mamienance of laborztery animals as per CPCSEN gusdelmes.

. Common labortary lechriqwes. Blood withdrowal, serum ond plasma seperaton,
amesthenos and eutemasa used for ammal studies.

. Study of different routes of dnsgs administration i macedats,

7. Study of effect of hepatte mucrosomal enzyme inducers on the pherotatbitone sleepmg
e i mxe,

§. Effect of drugs on ciliary motilisy of frog oesophasus

9. Effect of dregson mbbit eye.

10, Effects of skefeta! muscle redacants usmg rota-rod appartus,

11, Effect of drugs on locomotor actrvity usng actophotameter,

12, Antxconvulsnnt effect of drugs by MES and FTZ method.

13. Study of stereotype ot anti-cattome actrvity of drups on rtdmee.
14, Sty of anxmiyte acuvityof drugs wemg mtsfmice,

15. Study of local enesthetics by different methods

Nowe: All leboratory technigues and animal experiments are demonstrated by spulsted
experiments by softearcs and videos

LA Be A B

o
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Semester ¥V
Cousse Iorernal Asessment EadSemeder Exsms Tarst
Nacoe of the coprse Coustiabous Srsvionsd Evams
code Mode | Mashs | Deoration | “Totat Macks | Duration | Marks
BPSOIT | Meodeoad Cherrasdry §i = Theoy 10 15 1§ 25 5 3ln 100
BPS0IT | Formutative Parmacy- Thom y 10 15 14 25 5 3 100
BP305T | Phanmacolony I~ Theosy 10 15 1 25 75 3hrs 100
BPI4T | Planmravognnty 1~ Theory 10 15 1Hr 25 75 JHs 100
Plormaceutsal Jurspaxdence =
. BPAOST Theoey 10 15 il 25 75 3es o]
BPS06P | Formulative Phamacy = Practical 5 10 A 15 35 4 1es 50
DP30TP | Pharmacoiogy 1 - Pracoead 5 10 1l 15 35 £ e 50
- BPSOSP | Pharmacoanosy 11 - Practieal E] [ [+] 1ik 15 35 4 Hrs 50
Total 65 105 17 8ir 170 450 27 His 650

INDIRA RAHEJA
2024,08.03
15:53:08
+05'30'




GURUGRAN GLOBAL

COLLEGE OF PHIARNMACY
GURUGRAM F

Lo e ottt
AT e T LX D Srderraa S rtny ST
AIETaE S LDy et Bt d o T Frtuasal B Dty

BES0S T, PHARNIACECTICAL SURISPRUDENCE (Theery)

45 Mo

Scepez This vourse 15 desipned 1o empart basrc knowledze baseverdl imponam
teprdanons relaed o the profession of pesmmicy m India
Objectives: Upon complcton of the covrse, the stident shatt be able to inderstind:
1. The Pormcadual Segabtions ad ther soplications in the deselopment and.
mykang
2, Various Indizn pharmaceunad Act1and Laws
3 e repulatony auth 2] agenmics g the f: axd safeof
plamoeadicly
4. The oode of ethacs durmy the prarmaceutsal procice

Coure Content;

1NIT 10 Maor

Doy and Conneties Adt, 1940 and fis rales 1945
Otyecases, Ded Leyal defi f schedubes tothe sorand rubey

Import of drugs = Chasses of drrgs and cosmaics protabital from 1mport, o part trder
Swcense o permut. Offerces and penalves.

A of drugs ~ Protub f manufacture and ale of catam drugs,

Condtions for prant of lcemse 2l d: of boonse for th of drups,

Mapufactre of drugs for o4, exanunshon and andly s mapufaiure of new drag, loan
e md eepackmg laoonse,

LNIT-0 10 Eloarsy

Druzs and Cermelics Acr 1940 sad i reles L9I%,
Detaited study of Sehmbute G, I, M, N, BT, V, X, ¥, Pa XD, Sch F & DMR (04}
Sale of Brugs = Whaolesa ke, Retail xafe and Resreted laceme, (HFedces and pencltses

Lubelmg & Pachotg of dites- Genorsl ksbelngy roqueremonts and grecancn labeds for
dreps aod cosmretics, Lot of permated cokars, Offences and pemaitacs.

Admmstagon of the act and rukes = Drups Technea! Advisory Board, Cearral dnsgs
L L

Lty , Brugs O ot deog atedysts, Leersng
o ling sechorives, Drugs Ing
UNITHIE 10 Hoars

+ Marmay Ac ~IM8 Ohoancs, Defmbons, Phamacy Councll of Inda, s
consgizon and fiunksons, Educaion Regulizons, Stae and Joint sz phamacy
councds, ds conskiuton and fnctions, Regstzition of Moy, Offcnoss wd
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Peralics

Mediciaal azd Toikt Preparation Act ~1955: Dtgectives, Delmibons, Licensng,
Mamdacture In bond ard Quisade bond, Export of alcsholic preparstions,
M of Ay die, Hi pathic, Prent & Propretary Preparations
Offences and Persdues

Nareotie Deugs aud Pasebomropic substaners Act-1985 aad Rulbes: Obsectives,
Defindions, Authorites xud Otficers, Constiumon and Funcbons of nacobc &
Feychouopic Consulptve € e, Noonat Fund for Conmolling the Preg
Abuse, Protubitson, Control and Regulation, opszm poppy cullivation and producton
of poppy siraw, manufacture, sabe and export of pprms, Offences and Penattes

UNTTIY 08 llours

Siudy of Nalient Features of Drucs and mazic remedies Act and ity mies:
Objecuses, Deti Protub of certitn Clisses of Bxempind

adverisements, Qtfences and Peraltes

T'roveatlon of Craelty to asisaly Act-1960; Obpechves, Defintions, hstituional
Ammd Ethies Commator, Bromding amd Stocking of Ansask, Peformance of
Exp Tanfer and oo of animals for expertnent, Records, Power 1o

stpend ot tovoke registration, (fences snd Penalties

National Pharmsaceutical Pricing Autbority: Drugs Price Coatrol Order {(DPCO)-
2013, Obpeetives, Defingwons, Sabe preces of bulk drugs, Retwd pesce of fomul atrons,
Retul price and ceding, peace of schedulod tormulaions, Natronal List of Essential
Medemes (NEEM)

LNIT-V 87 iours

Pharmaceutical Lezistatioos = A bnief review, Introduction, Study of drnugs enquey
commmies, Health survey and develop 1luht and
Atdalst commuiice

Crde of Tharmacentieal ethics D efinton, Pharmact 1n reldtion 1 fus job, trade,
medical profestion and hus prolesson, Phemmocet’s oath

Medicst Termimation of prepaaney act

Right to informoiion At

BI* 506 I', FORMULATIVEPILARMACY (Practical)
4 Hours/week

Prefomulaton study for prepared grenules
Preparstion 2nd evaludtion of Paracetamal tablets
3, Preparction and evalustion of Aspim tablets

4, Cotingoftsblers °

5. Preparanon and evalkemon of Teraychne cxpaules
6. Preparation of Calonsm Glaconate injection

7. Preparabon of Ascorbie Adud inpechon

3. Preparaion of Paracetemol Syrup

9. Preparation of Eye deops

10, Preparation of Pellets Iy exarusson spleromzation techmque
11, Preparstion of Creams{cold / vansbung crezm)

12, Evalinvon of Glass contamess

124

INDIRA RAHEJA :

2024.08.03
15:53:30
+05'30'




GURUGRAINV GLOBAL
COLLEGE OF PHARNMACY

GURUIGRAINV

DO S Try ANCTE . CGerwt. (O lvgiie 5 Pronrrruaey Comoertsd of frebis

AITSatowt Loe 7L B DD Syt O F eI s eCecy FTOT v,
AITESTO<T SO HAC s ot of Toew ool B smidry

Semester V1
Conr Intcrital Awcvsment EndSemester Exams Toual
- q
Name af the eotwx Centinvout Sevsional Exsmy .
code Moxde Sisths | Doratios | Tatal Marks | Duratioa | Aarks

BPEULT | Meadicmzl Chemustry 1H < Thewry 10 15 1 Hr 25 % Y 100

BP6OIT (P V1l = Theory 10 is il -1 73 I Hrs 100
Fherbad Drug Technolugy ~

BP&O3T Ticory 10 15 1y 5 75 1Hx 100
Hophammae ctaics and .

HPeOIT p Lot s—Theuey 0 15 1 Hr 25 5 Il 100
Prmaceutaeal Botechnology— -

oPe0sT Theoey 10 15 11 p 5 3 M 100

BPeDeT | Quality A Theory 10 . 15 1 He a5 75 3 Hrs 100
Mediemal chemstry -

nesdie Prctacal 5 10 4Hrs 15 35 11lrs. 30

BISUR | Pharmaclogy L - Pracucal 5 10 4 Hrz 15 35 4 1irs 50
Halal Doug Technolopy w

Bps9r seat 5 10 A1irs 15 35 11irs 50

Talsl 5 120 I3 195 518 301k 50
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BP 603 T, HERBAL DRUG TECHNOLOGY [Theory)

45 bours
Scope: Ths subject gives the student the knowledze of basse understanding of herbal dres
indestry, the euality of maw material, guadelmes for qinldy of herbal drups, herbal commeties,
mtud sweeteners, nutraceutical et The subect aiso emphisizes on Good Manufietuarng
Practee o3 {GMP), pateaung and regulatory sssues of herbal dngs

Objectives: Upen canpletren ofths course the student should be able to:
L nderstand raw materal a5 source of hetbal drugs fom cultvation to herbal day
poduct
know the WHO and ICH pudelines for evaluation of hertal drugs
know the herln! cosmeties, matueal gwecteters, nottaceuticals
apprecrte patentngof herbal drugs, GMP.

de g po

Coane colent;
ENIES & {tours
Herdrs as raw materisly
Definition of hetb, hesbal medicine, hertal medicim! prodact, hesbal drug preparation
Souree of Eleibs
Selection, Klentificationand zutherticaton of herbal maternls
Praessing of hetbal taw maters!

Biodynamic Agriendture
Goad agneultursl practices incultvaticn of medseinal plants including Orpue frrming,
Pest and Pest management mmediciml pants BiopesiitideyBininsecticides,

UNIT-IE 05 Henies
s} Basic prreaples invalved m Aytrveda, Siléha, Unsm snd Homeopathy

b} Preparation and standardzation of Ayunvedic fommdations viz Arstas and Asawas,
Ghutiky,Chums, Lehya and Bhesma,

UNIT-TH! 7 Hours
Notracrubicals

Genesal aspecty, Markel, growth, scope snd types of products available in the madket. Health
benefits and role of Nutrseeuticals in ailments like Diabetes, CVS dsexses, Crneer, Imitable
bowe! syndrome and variows Gastro intestinal diseases.

Smady of following herbs as health fod: Alfaalfa, Cincory, Ginger, Feruprock, Gatla,
Honey, Amla, Ginseng, Ashwesandba, Spindine

Herbal-Drog and Herb-Food [ateractiom: General insoduction w0 interaction and
classification, Stwdy of following drugs and ther passitie sxde efets and irteractons:
Hypereiun, kava-lava, Girdobilohe, Ginseng, Garhie, Pepper & Ephedra,

UNIT-IV 1 1lours
Terhal Counetics

)
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Sotszes and dsenpbiot of fny maicials of bobal phgin wsed via, fixed by, waxes, pums
ealouts, prfimes, p apenis. bleachang ageras, bints in products such xs skan
care, har care and ol By gene producs.

Ierkal excipients:
Herbal Exerp - 5ig of sl of natural onpn as exepients = colaronts,
swretencrs, binders, difuents, viscoany buthders, dountegrants, flavors & perfemey,

1lerlmsd formufatians
Convertionat herbal formulanons Tde syvieps, mectures s tiblets o Novel drsape forms
Lke phytosmes

INIT-Y 101lours
Evalustion of Drugs WHO & IC1 guaiclitees for the assosawent of hesbol drugs
Stability lestng ofherbal drugs.

Patenties sod Repulstory ceqnirements of natural prodecis:
: a} Definmen of the torms Patcie, 1IPR, Farmert rgit, Broeder's mght, Doprespecung and

Buopiracy
b} Patentmyg apects of Tradtoml Kaowldpe 2nd Naturaf Products, Case smly of Curcuma
& Neem,

Rezalatory Ioses - Reguatons m ladsy (ASU DFAR, ASU DUC) Rephton of
manzfactere ofASU dnias - Schedude £ of Dougs & Cosnebes et for ASU drips.

UNIT-VE a7 liours
Geperal Introdiction w Herbal Todustry

Herbal drugs indnstry: Fresent scope and futuse prospects,

Abricf acoount of plant based mudwsties and metgubons mvolved it work oo medional 3
sromatic plants m India.

Scbedale T— Goal Manulscmring Practice wf Indian syskesn of thedicine

Compunents of GAIP {Schedule - T)and itsebectives

Infrerttnctrtl requuemonts, workmg xpoce, staape dea, machinery and oquipments,
dard op 3 procedures, health and hy genc, o Jon and secomnds,
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vt AICTEE., Gorwl. OF s £ Pty Lot of Tewten
LA ety Ol FREIIN Sy T L,

ADprOnraS
ATt e 3L IR DX SR
2O MACY B Beound of Tl ariasdl $Ea0n s intnceey

Semester VIE
Emf Semester
Conrse Name of (he course Iatermal Awessment Exams Total
code ' . Continnoes | Sessional Exaras Total | Marts | Duration | 28
Mode Mirls | Duration 3
I ] M f Araaly:
ppsopy | e Mebodsof dnalysss § s | o | s o pom | osus | ow
~Theory
BPTORT | Indestinad Phormacy = Theory 10 13 il 25 75 3iirs 100
BIF0IT | Pharmacy Practee = Theory 10 13 1l 25 75 3Hrs 100
I | o) D Delvery System = 10 5| o b3 | B | ams | oo
Instrumental Methods of A
BRIOSP | o offmigss | o | 4us |15 | 3 | ams | s
: = Practeal
BPF70&4 PS | Practice School® 25 - . 25 125 Sitrs 150
Total 0 70 Blles 148 360 AU~ 600

* The subject experts of college hovel shatl conduct exanumations
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AZgOrreetS Ly AICTTE , et €8 beucSio 5. Frwor vy L on el ol Bracsue
AATELLICADDS T FL AR LD S T LA ruinr 3Ty O eI Sy B vl

AT SO Mty s Ol O T et il i e

BPFOIT. INSTRUMENTAL METHODS OF ANALYSIS (Theory)
45 llours

Scope: This subject deals wath the applicaton of mstrumental methods inqualitative 2nd
qumutatve aadyns of dugs, Ths subect 15 designed 10 mmpart 2 fundamental
kexralatae on twe primciples and st x of spectroscopic and chromatopgraphae
tech Thu sl fizes oft theorenmd aml practeal knowledze on e

¥

analytical mstruments that are wsed for drug testing.

Objertives: Upon completaon of the course the udent shall be able ta

t. Understand ihe interaction of movter with electromannetie radiaions and us
applreations m drug andlyms

2, Understand the chromstographie ssparaton 2nd amalysis of drugs,

3. Perbrm quentdative & quaittive analysis of drups using vanous analyueal
msiruments,

Caurse Conrent:
UNIT -1 10 Howrs

UV Visible spectroscopy
Electrom transons, chromophores, suxochromes, spectral stufls, solvent effect an
absorption spectra, Beer and Eambernt's kaw, Denvanton and Jeviations,

Insrrumentataon - Sources of radiation, wavelenoth selectors, sample orlls, detectors.
Photo 1ube, Photomutplier wbe, Moto voltue eell, Silcon Photodiode,

Applications - Spectroph ic ttraons, Singhe cooy and mults component
amalyss

Fluorimelry

Theory, Concepts of singlet, doublet and triplet elecronic sttes, internal aod external
conversions, factors affecting  floorescence,  quenchmng, mstumentiton and
applicanons

UNIT 11 10 §{por

IR spreetrascopy

Inroducton, fundymental modes of vibmuons m poly momic molecukes, sxuple
bmdime, Bxtors aifeeting vibratons

Instrumentston - Sources of radenon, wavelength selectors, deectors - Golay csll,
Bolometer, Thermocouple, Thermuster, Pyroelectne detector and spplxcations

Flame Photometry-Panemple, interferences, mstrumentation and applications
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GLUIRUGRAIN
AT CrrgS Dy AUCTE., Cocrrt, €©OF Somids IS POyt o s R oof BrwSine
RIS Yo P ER DD Shoprerae Lirvveriilty ool 3ot Scvocwce Fiod ok

ASTOATOE SO FEMraS Bound ©f Teeruvecal BEaocalioe

Momie alsorption spetteaspy- Prwple, micrfronces, instrumentation xud
srptaasens

Nepheloturbidametry - Prmciple, on 30 appt

ENIT =it 10 1ours

Furreduction te ¢ hramatosraphy

Adborption 2ad paniition columa th nraphy-Mehodalogy, advantazes,
disxdvanzes and spplicatons.

Thin layer chromawgraphy- Introduction, Prncrple, Mehodology, RE values,
adhantiges, disdventiges ad xpplestaes,

Paper  chromatazraphy-Introduction, hodetogy, develop hntg
advantxres, disdvontiges and applxcztons

Electrophoresis= [ntroduction, factors affecnng elecmrophoreta mobd ay, Teckneques
of paper, gel, capiliory electophorests, applashons

UNIT -1V 08 llcurs

Gas chromatozraphy - Inteod theory, s, dery
temperature programueng, sdvensees, disxdvanmges amd applcstions

High  pesf: e Tiquid cbr phy  {HPLC)-Introd thenty,
insrumenmuon, advanitiges wxd spplaatons.

UNIT -V 07 Hours
Ioa exch chromat, phy- Frod t, classification, wen exchonge resmns,

properiees, twcinwm of son exchenpe process, fxiors affecting ton exchenge,
methodology and applications

Gelekromatography- Introduction, theory, and opplicatons
Aflinity chromatography- Inods theory, and appl
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Aoprirres Ty HITTE, £oiest, T Trvchzn I Frrniw ITuicy Coorurstns ol Foninm
ATt 2o T XX T Sarrres LSncestrFaly ol Hauiitn Setmorercwr TRl
AITERLEC 0 Fary s o f Tt il S Uealeon

Scmester VL

Cours toternal Avsesment Erd Semcster Exsams
“d'e Name ol the roure Contipnom Sewtional xams

Mode Marbks | Dorstion
[oatetaes nd Rescarch
BPSHLT Methodulozy - Theory 10 15 Pk 5 3 3Hn 100
Socril and Prevestive Phammacy
—'Theary
Plomucestcal Maketmg =
Theory
Parmaceutcal Regubstory
Sexnce — Theery
BPIOSET | Marmacovigiance = Fhooy
(sl gy Coatrel and
BPAOGET | Starstxderations of Hatals «
Theory 10410 |Is+15=] t+1= |25+25=| 75+75 | 3+3™6 | 300+

- =20 30 2Hrs 50 =150 iles 160 =
BLRGIET Competer Axled Dag Desrza- 200

Total
Taisl Marks | Durgtion | Machs

BR80T 10 i5 |11 25 75 s 100

BPSQILT

BPSMET

Cadl and Molecular Biotogy =
Theory
BPSWET | Commeuc Screnoe « Theorv

o | Experimental Phammacology —
BRIOET |

BPSOSET

Advanced Instumeataion
BPSLET Techanaue — Theoty
BFS12PW | Project Work: - - - - 150 3 50
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GURIIGRAIN
Ao by AYCTE., mmm&wm«m
ASTOoT Sor 357 £ LY SRnrr s L o iy ol oy, SRt oy

ATEITASE 2O Ty S Bt o ToCrrincal F Tt ia o,

BPeod BT FHARMACEUTICAL REGULATORY SCIENCE {Tkeuty)

45klonrs
Scope: This cowse s desiged W impart the fund: f knowtedge on the e
tequrements for approval of new dnugs, drep products in ol lke US. -
EU, Iap:m, Austals and Canada It prepases the stderts t0 Jean m d:r.nl on the
dox and reg P foc
mlﬂmglhc dnmpm!msmlcgulma! countres.
Objectives Upoa completion of the subpect sudent shall be able 1o;
1, Knewabout the process of drug descovery and developent
2, Know the regutsiony authonties and 3z o the and mle
of pharmacauticals
3, Know the regulziory approval process and thesr neg in Indian and
mternxboml markets
Course conteat:
Laltl 101tours
New Drup Discosery aad developatent
Stages of drug Y. Drisg develop process, pre-cineal saahes, Impeal
acuvites, cfrucal soxdies, Bmnovaor an gerwnes, Coneept of genaxs, Generse drug
peduct development
Uit 11 01lowrs
Regulatory Approval Process

Approval processes and timelmes involved in Investratonal New Deug (IND), New
Drug Applicaion (NDAY, Abtwevinted New Druz Apphication {ANDA) m US, Changes
o anapproved NDA FANDA.

Remulatory astheritics sad azencies

Overview of regaluocy suthoaues of Unied Smies, European tnion, Ausrslia, Japm,
Canaly (Orgaruzstion structare s types of applicatoat)

Uelinl {0ltoars

Repivration of Indian deog prodect in eveness market

Procedure fot cxport of ph | products, Techoucal d Stion, Drog Master
filss (DMF), Common Techmel D {CTD), ek Common Tech ]

Docusment [¢CTD), ASEAN Common Tochnies! Docsment (ACTD)rescarch,

Uait iV @81 [ours

Clissicn] trials

Developng rllnul teal pruk)co!s, Insttutiomyl Reveew Board 7 Independent Ettucs
ng procad Informed consen! process and

‘_,,GC!' bl of | spornas. & Moagt Al

l\mmwm«clumal:mls. thnwwgslamc safety monitorngin chineslmals

it V Bilfours

Regalatory Ceaeepis

e wrminologres, puddance, guslelines, regulabons, baws amd xts, Orange book,
Federat Regrster, Code of Federat Rr'uhmfy,!‘wp book
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AZErOrrtd Dy MARCTE, Goret, OF lnctus 5 FrImmmnaecy € sl wod Boss
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BPS05T: PHARMACOVIGHLANCE (Theony)

45 hours
Seoper This pupar will rostde an opportuany b the skadort to leamn wbait development of
pharmxovpilance as a sacnce, bae logaes used m ph . glabal
of Progmacostplare, tran students oo ostabishang ph il o3 " an

PeERnizati, wanas methods tat <an be waed to monerate xafety shita and xgnal detocion, This
Foper alsa develops the skalls ofclass frang drugs, docases and abverse dmg reactons.,

Objeetivess

At completion of thy paper i1 12 expected that students will be able fo (know, do, and
appeeciatel:

1. Why dne sakty mensonng o imponnt®
2. tlisoy and development of phrrmacovigibome
3. Nemarol and i o of ph ik
4. Duzttonmnies, caling and mrmmotopes used wn pharmacongibaoce
5, Detection of pew adverse diug teactions and their ascsamont

5 1

6 Varts kot clrmis Par tdrgs

7. Adverse drugr T @ sy e aad in ph il

% Methals o moctate xafety data dhrmng pee o inical, clinical snd post approved ploacs of
druza” bk cyole

9. Drugsafety evaluatuon 1 paedsgncy, poriatrses, pregnancy and fctation
10, Prermucoviplance Program of India (PyPD)

. K pindclnes for ICSK, PSUR, expodited reporting, plommacovizimce plamung
£, CIOMS roqueemciats for ADR reparting
13, Wrting case nacatises of smlverse ovents and there quality.

Couorwe Coatent

Unitl 1 e
Introduction to Pharmacor iz lance

= lixory and develoy P il

s Impostmce of sakty monnonag of Moedic

- WHO L drug, % Prog

»  Phomocovgilance Pogramof ndesdPyvET)
Introdoction to stherse drag reantions

»  Ecfvens and classiianon of ADRs

= Deecvon and Rpottng
*  Mcthods i Caymlity aswsnent
®  Severmy and menoceness assceanent
-
-

L3 tny and pre
Management of sdverse deug reactions.
Baic termimofonicn suwd in pharmatovizilance
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B 805T: PHARMAGOVIGILANCE (Theory)
45 hours

Ncope: They mper will provide an oppartunity for the studert b keam abuul development of
rbamamwgnhmc =a mcmc. b dogies used 1 plo B slobal scemne

X on cxablshing plosmmcovigilsme programme an an
ugmwnlm. \mmmn!mb thay c30 be used Lo penerate sifory data and umal detecion, This.
paper b develops the skalls of clasy frang dnngs, o and adv. ]

Objectney

At completion of this paper i1 Is expected that stadents will be able o (knaw, do, amt
appreciaw}:

Why drug sxkery EXtong o :m]nn:nf"

| 8

2 Hhstoey and develop of phar

3 \mwnlmdmmmlmui‘phmmngllare

Ea Y coding sed b . np

5. D:l:eunnllfr:w a-l\tucdnx‘;rcxmanﬂthcummmi

6. o £ i an!dugs

T Adverse dorg resction repoeting syscit and m pharmeomiplance

19 \kdxﬂsmmsfm'wahtmpm dimcal, clinecal and post apoval phascs of
drugs’ i cycle

9, Lrugsafety oval e poed: Tz, pregrancy and Jxtaton

10. Mormxovgibuxe I‘mg:n:a!‘lnlul[‘vl’n

5. KCH gudctmes for ICSR, PSUR, expedited 1oy ple iqtance plarming

12, CIOMIS fix ADR

13. Wirtmg case namatives of sdverse wl.-ns:nd thearaqualitys

Course Coatent

Tnit} 14 {lagrs
Introduction to Pharmacey imlince
®  |Bstovy snd development of Pharmacovigilance
*  Impotmceofsakty montonng of Modeone
*  WHO meennvotnl dug momtanmg programme
=  Prumscovigiancs Progam of ndikPvPl)
letradaction to zdverse drig resctinne
*+  Dxfontions zod clanicton of ADRs
Detrcton and repering
Beihads i Caumlity msecument
Seventy and acnanines Iscooamen
Peedectabilay and prevemabaliy
. M.:nap:mem d‘a}sers:&agmm
Basic termivalazics puedd in pharmacoy il ance
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*  Terminologi e of miverne med tmed events
*  Regulstory ermmolopes
Lnitll 16 bowry
D nod diveare dawifics bea
- A 1, th » d ch 1 cl i J&lp

» inkemanonal dasufication of docases

s Duly defired doses

s Inigmatiomal Non propsctary Names (or drug
D=z dictianarios amd codine g ph il
-
-
.

WHO adverse rexten tonmanclopes
AadDRA 2ni Stondatdiscd McdDRA quohio,
WHO desgg dachorary
*  Fudaplante modwued produd i tomsry
laforattton Fesourtes ia pliarmacosiilzs o
= Aauc deug mformaton resowses
*  Specnalicd resowreey for ADRs
Establishion pharmacovisilance pl'ﬂ'b:Illllﬂt
*  Extbiuhmg s hospuad
+  Estalishment & opesation of dnug sfety depan ment m mldusry
»  Contract Resesrch Orgnsations (CROs)
» Buinhie ansons! pogmmes

Unit Il 10 toers
Yaceioe safery sarveillance

= Vaome Pharmxcoviglnoe

*  Vacinstion fulum

s Adverse eventt following stmencaton.
Tharvimactvrzilince mtkods

*  Pamsvesurvoillmes — Sponcmemn roporty and coc wres

= Samulmed repoming

*  Active sanciflstoe - Scrtoicl sies, & event monarng and e

»  Compuratrve obvenvataro! studics — Crans scctionad siudy, cage sorzrol shady and

whort shuly
= Tarpeted clinec) awestrmoons
o ication i ph il

\

|

|

. mbh ol ‘
*  Commumabon m Drug Safay Crois masxemens \

*  Conrumcahag with Repubzory Apencaes, Muneness Panners, Healtheare faciloes £ \
Modia |

|

it ly oers |
i sticad st bods for cvaluxis icatinn safety dnla

Hafety dats groeration
*  Preclinc! ploe
*  Clival plase
*»  Petopprovalphne
T Geldslines for Pharmacemimlance
s Crpxtoostion wad eboctves of FCH
»  FExpedited reparting
»  Exdivadual e safety reports
*  Penodie sfcty pdite repars
« bt rpproval cepedited reporing
= Plamecovgline planmns
*  Good climeal pracuce 1o phamacavi glana sk

TaitV 7 hoary
Pbarmacopenomics of adverse drus reactions
Dvnz valtly cvaluatio e special popalation
* Paalrencs
+  Prpracy andlackhon
+  Cettixcs
aous
+  CIOMS Workmg Groups
= C0OMS Fomn,
OO (Iodia) and Pharmscovizilance
«  D&CAct and Schedule Y
*  Differences w Indan and globat phamacovipilanas requuTments
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