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TIME 03:00 HOURS

Answer any six questions. Each question carries equal marks

MODEL PAPER -1

MAXIMUM MARKS: 80

PART -A

6x5 = 30 marks

Q1) Discuss the constitution and function of the Pharmacy Council of India. (?{R_cﬂ'q BT

uftug & 7o 3R S W T4 B 1)
Answer (3TR)
ELECTED MEMBERS NOMINATED MEMBERS EX- OFFICIO MEMBERS
6 members: six members | 6 members: six members | The director general of
Including at least four | including at least four | health service
member is teacher are | person possessing degree or
elected by UGC diploma pharmacy
1 member: one member | 2 members:one from UGC | The director of central
elected by medical council | and one from AICTE drug laboratory
of India
1 member: One member |1 member: One registered | The = drug controller
shall be pharmacist to | pharmacist to represent each | of India
represent each state elected | state nominated by
by each state govt./Union territory
TOTAL- 8 TOTAL-9 TOTAL -3
fratfoa wewa AT Haed UeH Wl
6 UGW: HH I P IR HaH | 6 UGH: B8 YaH for i Bl 1 fsilt | W Ya1 #giHeee
1&g Gigd B8 UG guird! gRT | AT ST 7@ arel S H 9 HH IR Al
ERRIGK N &
1 IS: YR fofbcl uRue | 2 Tew: T goia ¥ 3R Th USRI | dhald SiNi TRl &
gR1 (i o v kil fe=re
1 9GH: TP 9 gRI (Malfed | 1 9@ WHR/Hg A UG gRT | HRd & 3R Fdasw
U g BT UM R & | TIHd U I9 BT UfdHid A &
T U Yow BHiRRe 8FM foQ U& dofipd BHiRRe
Pd-8 Pd-9 Pd -3
Functions of Pharmacy Council of India ('J-I'R_cﬂ'q BT uug & av'l'!f)

» Prescribing minimum education standards > WI'JII'ﬂ%IE P =0 H GollHI0 b ﬁ{q aTdl &
required for qualification for registration foTU 3Ta=ae gy fRuaf EIECIREARGRICL]
as a pharmacist. FEN

» Framing the rules and regulations known
as education regulations with the approval
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drugs.

2. Leaflet or literature accompanying packaging of | Advertisement contains only formulation for

RMP following

eTherapeutic indication of drugs.
¢ Administration

¢ Dosage

« Side effect

e Precaution

3. Advertisement in journals Responsibility to prove the any claim of
advertisement in respect to the not false.
4, Price list of manufacturers, distributer, importer | Advertisement only contains technical
of drugs information for guidelines for RMP
5. Advertisement of chemical contraceptive for oral | Advertisement to the chemical

contraceptive.

%.1 Qe U fasma= &t goft

feufa

1. | RPR R Gfd a1 USRI a1 I Fafdd | Sexd ¢ dl SIFedhdl e &1
ga%:n I WHR ®! g A arar dis off

2. | carsfi Bt USSR & 1Y JaY U I AT

3. | geersfi H foqmaA

fagm 7 Fufafea sRuAt & forw saa
AT A B

4. | garsft & FEiarstl, faR®], smarde! &1 g gt | -garsit &1 [idbiy dad|

5. | mifee & fore IamafRe TiRRiye &1 fagmom | - umeE

Q5) Discuss the breeding and stocking of animals. (Q'E{[Gﬁ F Yo 3R HSRUI TR =i &9 )]

Answer (3TR)

Breeding And Genetics

For initiating a colony, the breeding stock must be
procured from CPCSEA registered breeders or
suppliers ensuring that genetic makeup and health
status of animal is known. In case of an inbred
strain, the characters of the strain with their gene
distribution and the number of inbred generations
must be known for further propagation. The health
status should indicate their origin, eg.
conventional, specific pathogen free or transgenic
gnotobiotic or knockout stock.

Stocking of animals

(a) Animal houses shall be located in a quiet
atmosphere undisturbed by traffic, and the
premises kept tidy, hygienic and the animals
protected from drought and extremes of weather.

o= Sfi¥ SIdfRrat

TS DI [ HRA P (oY, Toid Widh Gy
Uolighd Toieh! AT SMYfddrarsdl & W/Rial STHT a1y,
Tg AT od gU o U] &t SafRie TR 3R
Wy YT 914 51 U Siasiid - & A J, 3
& TR & U 7% & &N, S oI [GaR0T 3R
Sfaeiia Yifeal o TBT B ST A § | W
U BT It IR BT Hobd T AT, IS0 &
for) gRuRkes, faRky MeHe god a1 cieife
ACIaifes 1 AIHIAT3C T |

STHaR] T Wih BT

(@ U OR TR o U= fob for1 2rid ardraror &
fRa g1, 3R URWR P A JURT AT ST 3R
SR &1 T 3R TR AH Y 4/ S|
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17. Advisory Role: Serve as an advisory body to
the government on matters related to
pharmacy education, practice, and regulation.

18. International Collaboration: Collaborate

with international bodies and organizations to

align pharmacy education and practice with
global standards.

17. GATEPR YAt B e, onam ok
fafom @ TeEid adl R WRHR & e T
JATRHR H™ & 70 | S ST

18. SERTPIT WEART: B e 3R S &l
IfYe OFel F WY WPyT FA P g
SRS T 3R eI & T TN B

Q3) Define the term according to Drug and Cosmetics Act 1940. (Gﬁ'ﬁfﬁl Td gTYq it

AU 1940 & AR eg BT TRUIYT H¥ 1)
(a) Drug (&)
(c) Misbranded Drugs (Teld SiS qreft <dr9)
Answer (37R)

(b) Govt. Analyst (R®R faxeu®)

(a) Drug:
Definition: According to the Drug and Cosmetics
Act, 1940, a "drug" includes:

» Substances intended for use in the

diagnosis, treatment, mitigation, or
prevention of diseases in humans or
animals.

» Substances (other than food) intended to
affect the structure or any function of the
human body or animal body.

» Substances intended for use as

components of a medicinal product.
(b) Government Analyst:
Definition: A "Government Analyst" refers to an
analyst appointed by the central or state
government for carrying out the analysis of
drugs in a government laboratory.

(c) Misbranded Drugs:
Definition: According to the Drug and Cosmetics
Act, 1940, a drug is considered misbranded if:

(©) &dt:
TiRHTYT: 3N 3R Tmes Il Sifdf=am, 1940 &
YR, U "gar & e &
> TS g1 SR TRl & (g, IUDR,
T 71 AU H STAIT & foIU 3fwsd e |
> Uil (UISH & 3HcTan) AFd IRK A7 0% IRR
%Tm%ﬁﬁuwﬁamﬁ%
|
> 3Nvehy I & Ul & =0 H ST &
fore SifYd uer|
() PRI fazevs:
TRYUTYT: T "TREHR] fIRauS" Th TRHRY
UIRTRITCT | Ga13if BT faawur H34 & forg g a1
%mq WEHR gRT g T [a=avd oI dafiid Bl
|

() eI i qredt gang:
gfRHTST: Sfe 3R are IrEh Sifefaw, 1940 &
S3FINR, fodll g1 & TTad S AHT S § afe:

> It is offe.red for sa.le under a name that is > E@T @ T % ded fas % fRrg A7 BT ST
misleading or likely to deceive the % N =t of S
consumer concerning the nature, ERURARE: fd, e o ordl .
substance, or quality of the drug. HHD % T JUHTAT Bl HRAT < DT FHTTT
» Its label or container displays false %|
information regarding the quantity or > B A9 I HeR [hd! ged P JE a1
proportion of any ingredient. 3T & HaY T e SR UG Rid SRl
» It is in a package that has been %|
intentionally misbranded.
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Actions: Promoting effective
communication with patients, healthcare
teams, and other stakeholders, and
participating in collaborative healthcare
efforts.
7. Professional Independence:

= Responsibility: Pharmacists should
exercise professional judgment
independently and avoid compromising
their professional integrity.
Actions: Resisting external pressures that
may compromise professional
independence, and acting in the best
interest of patient care.

7. ATGATRIS TgadT:

et vwikRel & Wda ¥U § IR

fufg A1 =1feT SR 3 URaR 3rgear 9

A B Y §21 1Y

» oy 963 qamal @1 foRiY A1 S URaR
TG T FHSAT B Jobd 8, 3R AT STHTA
& garay fed § o1 ST

Q6) Discuss the retail price of formulations. (Q'T\Il'lia'&'ﬁ & YT U IR Tt B )]

Answer (37R)

RETAIL PRICE OF FORMULATIONS
For calculation of retail price of any drug
formulation the following formula is used;

R.P (M.C+ C.C+ P.M+ P.C) x 1 + MAPE/100+ E.D

R.P- Retail Price

M.C- Material Cost (inclusive of processing losses)
C.C- Conversion Cost

P.M-Packing Material cost

PC-Packing Charges

MAPE- Maximum Allowable Post Manufacturing
Expenses (inclusive of trade margins)

E.D- Excise Duty

BIHAH BT G Ied
fopat off owfy fAmfor & Wezr gea ol ot & forg
fafiRea 3 &1 AT foea STt &;

R.P (M.C+ C.C+ P.M+P.C) x 1 + MAPE/100+ E.D

R.P- g HeH
M.C- H#F oIRTd (FHERIOT gife |fgd)

C.C- TUTRUT SR
P.M- df&er grgalt v aera

PC- Afhar & oh
MAPE- 3f@dd T 9k ﬂ?ﬂﬂﬁﬁﬂ g
(@R Aol afgd)

E.D-3c41E [eh

Q7) Write the role of Indian Pharmacopeial Commission (IPC). ('l-lﬂ_cﬂ'q BB ST

(IPC) 3 YffreT fafaT)
Answer (37R)

INDIAN PHARMACOPOEIA COMMISSION (IPC)
U Indian Pharmacopoeia Commission (IPC) is
an autonomous institution of the Ministry of
Health and Family Welfare which sets

YR BTATHIAT STaRT (SMuid)
> HRAT BTADIOAT TR (SMSU) Wy
3R URGR FHU FAT B Th WA
TR § o YR # [AfHfd, 99t ok [ud &t
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PHARMACY LAW AND ETHICS
D. PHARMA 2NP YEAR | 2023
MODEL PAPER -2

TIME 03:00 HOURS

MAXIMUM MARKS: 80

PART -A

Answer any six questions. Each question carries equal marks

6x5 = 30 marks

Q1) Discuss the Registration of Pharmacists. (u»‘mﬁ%m & Uolipur R =i &Y )}

Answer (3TR)

Registration of Pharmacist
Preparation and maintenance of register:
(1) As soon as may be after this Chapter has taken
effect in any State, the State Government shall cause
to be prepared in the manner hereinafter provided
a register of pharmacists for the State.
(2) The State Council shall as soon as possible after
it is constituted assume the duty of maintaining the
register in accordance with the provisions of this
Act.
(3) The register shall include the following
particulars, namely:
(a) the full name and residential address of the
registered person;
(b) the date of his first admission to the register;
(c) his qualifications for registration;

TTHIRRE P Uil
I @t AT ofk TERETa:
(1) fopgt ot >0 H 39 31T & g 89 & 9
raft Sec! B b, Tod WBR Ay & fow
TTHIRRE] BT T IR 9P d1¢ U fHU 1w
TP I TR B
(2) 1T URYG 304 T3 & 91 JURTY 39
HIAFTH &b YIaUMI & IR AR TN @
P Heied THTAN |
(3) Xforex ¥ FafarRad faaru =nfia g1, srifq:
(a) USiigpd Safa BT QRT A1 3R TR U,
(b) IR H P YYH YR I dRRG:
(c) USRI & ol IYeht TR
(d) ITHT URER al, 3R Ffe a8 frdt safaa

(d) his professional address, and if he is mﬁ?ﬂﬁm% a‘rﬂ@r&ﬂ%wm
employed by any person, the name of such (e) ﬂﬁ sifafyag fageor it ﬁ‘dﬁi‘d ﬁo‘q S 9Hd
person; %‘|

(e) such further particulars as may be
prescribed.

Q2) Describe the Prohibition of manufacture and sale of certain drugs. (P9 garaii & fmfor

IR ot wR ufteay o1 qofF 33 1)

Answer (3TR)

Prohibition of Manufacture and Sale of Certain | $& aaTah & fraior ok faesl TR ufaay

Drugs U TWHR GRI fafy §, 1S +f ol T

From the date notified by the State Government, no
person shall himself or by any other person on his
behalf, manufacture for sale or for distribution, or
sell or stock or offer for sale, or distribute-

1. any drug which is not of standard quality or

1 3 3R B Pt 3 safad g1 foep! & ferwan
faaror & ferw Ao 76Y ®vm, o1 9wt o1 Tl o
fooh! & foTe URIH ST 18T T, a1 faaRor gt x|

1. @5 ff a1 o A UGl & A8l § Al

is misbranded, adulterated or spurious; Tad sie s, FAemac a1 T &;
2. P8 off HrAfesd St O ore &1 7RI |,
1 TTad siie s, firaradt a1 Tt &;
®) pharmacyindia.co.in | 4 pharmacyindia24@gmail.com | @ 8171313561; 8006781759

Download

App from




D. PHARMA 270 YEAR | PHARMACY LAW & ETHICS (ER20-26T) @

¢ Publishing Indian Pharmacopoeia (IP) and

its Addenda at regular intervals.

e Preparation, certification, and distribution
of IP Reference Substances (IPRS) to the

stakeholders.

e Publishing National Formulary of India
(NFI) for rational use of medicines by health

professionals.

e Running Pharmacovigilance Programme of
India (PvPI) through National Coordination

Centre (NCC) at IPC.

e Analysis of the new drug candidate
materials by Indian Pharmacopoeia
laboratory (IPL) for their marketing
authorization.

e Skill development, international

collaborations etc.

. YRA BN (3MEd) IR 9P
Ry oI Fafid SiaRTd IR UehTRIg &A1

. fRaurRel & msdt dey  gmEh
(3MSTIIRTY) BT dGRY, YATUA 3R f3avun|

. WO UER] gRT a3l & dhid SUTANT
¥ fou Jwa wHad offw  fear
(TIUH3TS) BT YT |

o IMSURT H 9T Hg (TN &
AeH I BApIfafoeT HripH
diddans) T

. YRAW BHEGINE GERRIE (S
gRT 3% AU UIfdiesrur & forw =75 <ar
Irftgar gt &1 fagayor|

. DI AP, SRIPTT GgdT o |

Q5) Write a note on categorization of medical devices. (ﬁlﬁﬁ\"ﬂ IUBHIUN & BT UR Udh

e ferd )
Answer (3TR)

Medical Device Categorization

- (Class A- Devices involving low risk levels
e.g., Thermometers and tongue depressors.

- Class B- devices involving low to medium
risk e.g., hypodermic needles and suction
equipments.

- Class C- Devices involving moderate to high
risk e.g., lung ventilator and bone fixation
plates.

- Class D- Devices involving high risk e.g,,
heart valves and implantable defibrillator.

ﬁmmmﬁww

FATH A- HH SIRIH TR T IUBIT o,
AR 3R Sty fSUR |

- GATH B- HH 4 HHH SIRIH dTel STHT
S, BTSUSTH® g3 SR TR US|

- T C - HH ¥ 3 SIRGH a1 STHRT
a@%mwa@aﬂ' 3R 7g PR

|

- &9 D- 3 SIRGH a1 SUBRT O,

€Y dTed 3R Safedd fSwRfader|

Q6) Discuss the basics of clinical trial. (faf & wier t giard amal W Taf #31)

Answer (3TR)

The basics of clinical trials are:
Phases of Clinical Trials

Phase 1: 15-30 people

e  What dosage is safe?

e How should treatment be given?

e How does treatment affect the body?
Phase 2: Less than 100 people

feafrea v & 9o

IROT 1: 15-30 ANT

o I T GRID R 7
o IATS HY HAT AMRT?
e SUIR IR Pl HY YHIAT BT 872

TROT 2: 100 J HH ART
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Q7) Sale prices of bulk drugs are fixed by

(a) Patent Act (b) MAPE calculation

(c) Factories Act 1948 (d) Drug Price control order (DPCO)
Q7) 4w qarsil ot fawt Fad e grR1 9 31 et &2

(a) UCT SffefrTm (b) THTUTS 10T

(c) et Siffaw 1948 (d) GaT Heu FE=ur SreRT (STuttan)
Q8) The minimum required area to open a retail drug store is.

(a) 15 sqm (b) 10 sgqm (c) 40 sgqm (d) 60 sqm

Q8) Wl a1 Bt g1 WA & I Ay mawa® &7 g1

(a) 15 THICR (b) 10 THIER (c) 40 TR (d) 60 TFHIER

Q9) Penalty for falsely claiming to be a registered pharmacist on first conviction is:
(2) 1000 Rs/- (b) 500Rs/- (c) 250 Rs/- (d) 200 Rs/-

Q9) UgH! IR Sl UTE W R Uslighd BTHIRIRE g1 &7 ST S1aT B3 UR JUAT §:
(a) 1000 BT/~ (b) 500 ¥Y/- (c) 250 ¥/~ (d) 200 BT/

Q10) The study of fundamental legal principles is:

(a) Ethics (b) Rules (c) Jurisprudence (d) None
Q10) HiferP ST Ricgial P71 3198 8:
(a) AT (b) W () ITIRIRA (d) PIS ol
Answers (37R)
1 2 3 4 5 6 7 8 9 10
C b a a a b d b a C
Fill-in the blanks with suitable word/ words (ﬁ?ﬁ T Bl SUYdd W/‘s’l’&ﬁ I ‘l-ﬁ')
Q11) No. of elected members in PClis ____. (6/8)
Q11) Pl # Faifed Jei ST 8= 31 (6/8)
Q12) Thereis _____members in DTAB. (21/18)
Q12)DTABH____ Ta& &1 (21/18)
Q13) The license for the cultivation of opium is granted by ____ officer. (Narcotic/ Drug)
Q13) B &I W BT AT ISR gRI a1 S 81 ({1 /3)
Q14) Food businesses in India are required to obtain a/an from FSSAL (License/ Permit).
Q14) HRd H WIe HaTl I FSSAI UTT BT AT g | (34d/ W) |
Q15) The primary role of the NPPA is to regulate the prices of products. (Pharmaceutical/
Grocery).
Q15) NPPA &1 TTufie HHa IdTe) Bt Bl & fafFafla &A1 31 (wmige/
fT) |

Q16) The primary objective of the MTP Act is to provide safe and legal access to abortion services.
(True/ False)

(%1_6%) Tt i &1 wufiie IgRg MU Tatelt a QRfEd SR ST Ugd YeH &R g
YRIN[S)
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PHARMACY LAW AND ETHICS
D. PHARMA 2NP YEAR | 2023

MODEL PAPER -3

TIME 03:00 HOURS

80

PART -A

MAXIMUM MARKS:

Answer any six questions. Each question carries equal marks 6x5 = 30 marks
Q1) Discuss the constitution of State and Joint state Pharmacy Council. }Tsd Td '\‘Tﬂaﬁ Y

BT aRug & T W 9t S )
Answer (3TR)
MEMBER STATE PHARMACY COUNCIL JOINT STATE PHARMACY COUNCIL
Six registered pharmacists Six members elected amongst themselves
Elected from amongst by registered pharmacist of each
Elected participating state.
member | One member elected by amongst themselves | One member elected by medical council of
by the member of medical council of state each state from amongst Its member
Five members of whom at least 2-4 member nominated by each
Nominated 3 members shall possess participating state of whom more than half
member Degree or diploma shall be possessing degree of diploma
e Chief administrative medical e Chiefadministrative medical
o Office of the state o Officer of the participating states
Ex-officio e Officer -in -charge of drug and e Officer -in ~charge of drug control
member cosmetic act Administration of each
e Govt. analyst under the drug and participating state.
cosmetic act e Govt. analyst of each participating
state.
oy T B ufvueg TYad I BTHNT URug
38 Uolidhd BHHRRE A YT o aTdl 5T o Uoiighd
CIEREECIRIC] WHIRRE GRT BE TG B S99 J 1
Rl ST G|
el | 1oy ot R uivog $ e gRI SO ® | e YT dF aTel 3% gRI 2-4 958
fraifod T Hew it fod ST formd & ae ¥ i
& g fewr &t f&2h gnft
fSFH I BH 4 $H Uld Ia- Teh I o aTet I GRT 2-4 Ha
EEICIGH 3 gadl & Uy g rHifebd fosd SR forTH T 318 4 3ifers
Hed ISRIRIISISIGI o U S &1 fgdi gt
o TWA TR e o OB VRN fefdbem
o Y BT BRI o YW aTel AT & SHUBRI
hEkd o o U v W oFEE B | o Ud% W a9 9 ST & el
SR JHRY SfIBRY {2301 YRR & JHRT 3Rl |
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PART-C
Answer all questions. Each question carries equal marks. 20x1= 20 marks

Multiple Choice Questions: (9§ fawadia uy:)

Q1) PCl is reconstituted at every

(a) 1year (b) 2 years (c) 4 years (d) 5 years

Q1) WRfters &1 8% IR e far wirar

(a) 199 (b) 2 A (©) 4y (d) 5 a9

Q2) List of the minimum equipment required for the efficient running of the pharmacy is
given in schedule

(a) Schedule F (b) Schedule M (c) Schedule ] (d) Schedule N

Q2) BIRTl & HIIA JATA & [T STaRGS YAdH YDV Bt At gt A & g 3
(a) ST F (b) SFTHH M (0) ST ) (d) ST N

Q3) Examples of Narcotic drugs

(a) Opium (b) Coca (c) Hemp (d) All of above

Q3) i<l garaif & Iareun

(a) B (b) Plb] (c) TSI (d) SURIeRT FHT

Q4) “Skull and bones” picture is present on boxes of

(a) Poisonous substances (b) Narcotics substances
(c) Dangerous substances (d) All of the above

Q4) "EuS 3R gfFal" &1 for 999 W Mg &

(a) STEXTet gaTe (b) HIGe Tar

() TRATD Tard (d) SURYeT gt

Q5) Any announcement made orally or by means of producing or transmitting light, sound
or smoke, is known as
(a) Order (b) Commitment (c) Resolution (d) Advertisement

Q5) T™® U A 1 UHTRI, taf a1 34T ST T1 YR HR & HIHH § B TS Dig ot
U9 HEaTe 8

() 3MAR (b Ufdegar (c) Hehed (d) fasima=
Q6) Drugs (Price control, Order 1995) and related orders from time to time are enforced by:
(a) NPPA (b) CSIR (c) DBT (d) ICMR

Q6) %ﬁwﬁr(qwﬁuaw TSR 1995) 3R JHY-THY R JafUd M frad gRT ar foy
oI &

(a) NPPA (b) CSIR (c) DBT (d) ICMR
Q7) MRP of scheduled formulations= ceiling price +
(a) Retail Price (b) Local taxes as applicable
(c) Wholesale Price (d) None
Q7) TIfId BRI ®f THIARYT = Siferdan i +
(a) G T (b) AL RT3
() U1 e (d) BT TLT
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