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PHARMACY LAW & ETHICS
2023
Solved Paper BTEUP
TIME 03:00 HOURS MAXIMUM MARKS: 80
PART -A
Answer any six questions. Each question carries equal marks 6x5 = 30 marks

Q1) Write a note on registration of pharmacists.
Q1) PHIRRE] & Usile Ul UR TH Hie ford|

Ans-

Name of the registered pharmacist are not
entered in the registers maintained by the
state council and central council.

Full name & residual

&

Others

Registration of a
Pharmacist

Professional address Date of first admission

/I N

Qualification for register

Q2), Give the constitution and functions of Pharmacy Council of India.

Q2), PTHH Frefa 3T f3ar &1 Jfaur 3k 1t Fard|

Ans-
ELECTED MEMBERS NOMINATED MEMBERS EX- OFFICIO MEMBERS
6 members: six ~members | 6 members: six members | The director general of health
Including at least four | including at least four | service
member is teacher are | person  possessing  degree
elected by UGC or diploma pharmacy
1 member: one member | 2 ~members: one from | The director of
elected by medical council | UGC and one from AICTE central drug
of India laboratory
1 member: One member | 1 member: One registered | The drug controller of
shall be pharmacist to | pharmacist to represent | India
represent each state elected | each state nominated by
by each state govt./Union territory
TOTAL- 8 TOTAL-9 TOTAL -3

| et wew | T wew | TR e
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6 UGH: $H T HH IR IS fe® | 6 eX: B8 I S B | Wy A1 HelReuid
IR B Yo ol gRIGA S § | i feoht a1 fewamn T et &3

A B IR HfHT WA &

1 HG®: R ffbel URYG gRT | 2 HER: Uo gl ¥ 3R U | bl SHINid YaRTRITen & Hd=ie
faffd te gew TR

1 USH: UAP Iod gRI aied | 1 e&: TRPR/Hg XM U | HRd & 3Ny e
TP Tod HT U@ FRA F o | gR1 1fd U0 I &1

TP Jo& BIHIRRE g i &1 & fiw
Uollghd BHIRRE
Pd-8 Pd-9 Pd -3

Functions of Pharmacy Council of India

>

>

A\

VV VY

Prescribing minimum education standards required for qualification for registration as a
pharmacist.

Framing the rules and regulations known as education regulations with the approval of Central
Government enhancing education standards throughout the country.

Fixing the duties and powers of the Executives Committee, president, Vice-president, Secretary,
and inspectors etc.

Regulating the minimum educational standards by regular inspecting institutes.

Approving institutes that conduct pharmacy courses.

Approval of foreign qualifications.

Maintenance of central Register of pharmacists Control over institutes if they violated.

HRAT BT TR & o

YV VvV

YV V.V VYV

HARRE & U 8 USdHR0l & [T agd] & [T IR JAad e AHo] BT HYRor BT

TR <= H R1g TFDI BT g & o g WBR St Tt I Fadt siR fafadi o1 dar &, forg Rian
fafom & U & ST S g

FHrIGTRUT fAfd, sremel, Suredsd, Afed Td FRier! $ife & Hdod Ud Afdaal Fidd STl

TRl o i FRtern e gran Qe At o1 fafems el

HIHT UTeushH HaTferd H- aTdl ST Bl Tt ¢l

faa=ft draarsii &1 srgieH.

ARG & Haid IR B I@IWMd, Iead B R GRIF! R g0

Q3) Discuss various powers of drug inspector as per Drugs and Cosmetics Act 1940.

Q3) 3N Td yareq arrRh fuffay 1940 & AR Nl FAfters @t fafia wifeaal w =t
Cadl
Ans-
POWERS OF DRUG INSPECTOR i frdtere ot =ifeaai
Within the local limits for which the drug Inspector | ®y={ig dH1 & Wfiar o forw siufy Ffters
is appointed may ﬁw 5T T
1. Inspect 1. Adteror 3 %
e Any premises wherein any drug or cosmeticis | . oRR gl fradt Fafs
being manufactured and the means employed %lﬁm Gﬂ\_ﬂg 3 Gh?a;;q; ?@ﬁﬁ?’?
for testing and standardizing the drug or TRIET SR TSR & R P e
tic. . v
cosmene. . . . B 2t URRR SIE1 BIS TaT U1 BIWARD ST o
e Any premises wherein any drug or cosmetic is o
: . 1 &, T [l S 381 &, A1 faeh! & forg o
being sold, stocked, or offered for sale or is & % Rrafa R %
being distributed. Sl RET & ol STRET el
2.frft T wrEIfte TR AaT?
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2. Takes samples of any drug or cosmetic

o VY URW ¥ gl fbdil gar a1 siicsd &l

e From premises wherein any drug or cosmetic is At fPar ST TR AT ST W w18 U foshl &
being manufactured or sold or offered for sale 1%112 oy foar el % 71 faafed fear o el % I
or is being distributed. o foodil ot T Afaq @ S felt gar a1 s
e From any person who is in the course of Pl WAER TP t@’ﬂ'ﬁ, TR P, faalkd &,
conveying, preparing, delivering, preparing to UgaM &1 AR} aR 8T
deliver any drug or cosmetic to a purchaser.
3. 39 3 & SfHid SRIY & oy H foddl i
3. Search any person in connection with the offence | syfgg o} IfR/q g9 W qah

under this chapter at all reasonable time

4. Enter and search any premises or any places in which
he has reason to believe that an offence has been
committed or is being committed.

5. Stop and search any vehicle or vessel or any other
conveyance which is used for carrying any drug or
cosmetic in respect of which offence has been
committed or is being committed.

6. Order the person in possession of the offending drug
or cosmetic to retain it for a specified period, not
exceeding 20 days, unless they correct the defects. If
necessary, seize the product.”

7. Examine any register or any record of drug or
cosmetic which is in contravention of the provisions of
this Act.

8. Exercise the powers of Drug Inspectors for carrying
out the purpose of this Act.

4. foradt +ff R o1 foodlt +ft e & uaw Y 3R
TARM o et IS9P U I8 fI Fx B HROT @I
b Ig ruRTy fopar T g A1 fpar ST 8l

5. Tt +ff a8 a1 S a1 fohdl 3/ At &1 Jdh
3R AT & ForgesT IuTRT forelt <ar a1 pieifes &
A T & foru fovan S & o Jey & sroRry foean
T 2 41 fohaT &1 38T

6. ST SAfHT & U Ui a1 a7 HIACSH ¢,
IA TS AP eraf & forg, 20 fat A 3ifdres AT, 3=
TR G BT 31T ¢, o b fob 3 &S} Y 31 7 R
o | gfe g B, dl I Sad B A 1"

7. S O HIEAfed & ol it Iorer a1 fansht Repie
P ol B3 il 39 SAATH S Yray™=i BT Seu g

8. 39 3IfAfm & Yo &1 [T o & forg Siwfy
ARterep! o1 Wfaadl o1 UaiT a1 |

Q4) Give the offences and penalties under Narcotic Drugs and Psychotropic Substances Act.

1985.
Q4) WU® N 3R T: yUTd} uerd Sififaw & dga SruRTe 3R &8 Sa1d| 1985.
Ans-
S.No Offences Penalties
First Second
Conviction Conviction
1 Contraventions of provisions in the act or rules in | Upto 10 to 20 years/ | Upto 15 to 30 years/
relation to poppy straw, opium poppy, coca leaves, Rs. 1 lakh Rs. 2 lakhs
prepared opium, manufactured drugs, and
psychotropic substances.
2 Illegal import or export or external dealings in
narcotic drugs or psychotropic substances.
3 Embezzlement of opium by the cultivator
4 Allowing use of premises, conveyance for
commission of an offence
5 Contravention in relation to the cannabis plant and 10 to 20 years/ 15 to 30 years/
cannabis other than ganja Rs. 1 lakh Rs. 2 lakhs
6 Contravention of the provisions in the act or rules in | Upto Rs. 50,000/ 5 10 years/ upto Rs. 1
respect of cannabis plant and cannabis related to years lakh
ganja.
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7 [llegal possession in small quantities for personal Upto 1 year or fine or both
consumption or consumption of cocaine, morphine,
diacetylmorphine or any other narcotic drug or
psychotropic Substances
8 Keeping false accounts or making false statements Upto 5 years or fine or both
9 Failure to produce a license, permit, or authorization
on demand by an authorized Person.
10 | Failure to maintain accounts or submit any return
without any reasonable cause in accordance with the
provisions of this act.
S.No Offences Penalties
First Second
Conviction Conviction
1 | Il 4, 31 UIRd, Dbl 1 U, dR 3BIH, | 10 I 20 I d &1 | 15 ¥ 30 d¥ db Bl
ffifd qarelt SR THlefe® Uanf & wey & sifdfaw | S/ S
g1 54l & Yy o1 Jexio | %, 19 %, 2
2 | WU NN a1 F:UHTG uGTal BT 31dy SfrTd a1
frafd o sl ae |
3 | PIRAPR gRI {BIH P 76
4 | fBdl SRTY BT 3G g & fofw URWR, a8 &
SUTIT BI AT &
5 | YT & UIY SR T b ST 3 Ui &b Feiel H | 10 H 20 A DI oiel/ | 15 H 30 I P oldl/
I YA %, 179 %, 279
6 | YT WY 3R TS F Fafd 1T & e H ifAgH | U8 9. 50,000/ 5 | 10 T DI S/ T, TP
g1 g4l # grauHl &1 Ieeiu | BINEIISK] 1918
7 | TfFTd SUHNT 1 ®ieb 14, Aifth, SAURICISaH b 199 b DI oidt 1 JAHT AT G
7 foreit 30 U1 g1 A1 TG e Uarf & Ja- &
o0 8 01 H 3faY FHeall
8 | Trord fewre-frdre T a1 Tad /94 & 5 el e 1 oiad T AT 31 g
9 | fopdt 3iftiepd Sufer gRTHIN S WR o138y, WRiHe a1
UTIHRUT TRd A § fathadi|
10 | 29 AFTH & Uray™i & AR fo1 fdt 3ferd
PRU & TN §Y G AT DIy e o P
famard

Q5) What is Food Safety Officers? Write the powers of food safety officer.

Q5) TTe] TR&M JTUGRY T B2 W GR&m ARSI ) fea forfam)

Ans-

Food Safety Officers (FSOs)- are professionals
responsible for ensuring the safety and quality of food
products to protect public health.

e Their primary role is to enforce and monitor
compliance with food safety regulations and
standards set by regulatory authorities.

e The specific duties and powers of Food Safety
Officers may vary from region to region, as
different countries or jurisdictions may have
their own set of regulations.

QT & YR (THTF3M) - FaoHd W
W1 &l o oTT W1 ITa! o1 GRE SR T[orad g
HRA & forg SR TR B
o I UINAS YHe Fame fieRal gRI
Fruffea @ QRen ot iR AF®! & Srgarad &I
AR AT 3R AR B 8 |

o T R&T SHYHIRT & AR Hdad R widaar
TP &F I IR &7 T iy g1 uohat &, i fafde
T 1 IT&A P 3 W &b g 8 9hd g
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Some common powers and responsibilities
typically associated with Food Safety Officers | 3{TH X U3 QT JI&T Sftrpifyal 9 g?,’f TS
include: = Sfeaat R g i §:

Inspection and Monitoring: FSOs have the
authority to inspect food establishments,
including restaurants, food processing units,
and storage facilities, to ensure that they
comply with hygiene and safety standards.

Sampling and Testing: FSOs can take samples
of food products for testing to check for
contaminants, adulteration, or any other
factors that may compromise food safety. This
helps in identifying potential hazards in the
food supply chain.

Enforcement of Regulations: FSOs have the
power to enforce food safety regulations and
take necessary actions against non-compliant
businesses. This may include issuing warnings,
imposing fines, or even shutting down
establishments that pose a significant risk to
public health.

Investigation of Complaints: FSOs are
responsible for investigating complaints
related to food safety issues. They may conduct
inquiries and take appropriate actions based
on the findings to rectify any violations.

Education and Training: FSOs often play a
role in educating food handlers and businesses
about best practices in food safety. They may
conduct training sessions to raise awareness
and ensure that establishments understand
and adhere to the relevant regulations.

Issuing Licenses and Permits: FSOs may have
the authority to issue or revoke licenses and
permits for food establishments based on their
compliance with food safety standards.

Coordination with Authorities: Food Safety
Officers collaborate with other government
agencies, public health departments, and law
enforcement to address food safety issues
comprehensively. This may involve sharing
information and coordinating efforts to ensure
a unified approach to food safety.

Emergency Response: In the event of a food
safety emergency or outbreak, FSOs have the
authority to take immediate actions to mitigate

frdteror 3R AR TwUwsh & Uy YR, @
TR SH13al SR SRl gfaerstt wfgd @
gfamml &1 e A &1 fFR §, aife a8
gffEra fopar o 9o % 3 Taesdr 3R JRem Aw!
T UTEH R g

TATHIOT 3R TSieor: Thugeh gitd gen,
fhreae, a1 @ Rem § JHSAr B ardl fht
3T HRS DI oig & U wWieur & fog @
IATG & T A THd € | IIY W MMfel gt
T YUITId TRl Bt UgaH B | Hag fHed! g1

fafaal &1 yada: Thuws & U 9T gRaEm
¥ FAATE 3Mawad HRATs B Pt Wfad & 1 ITH
AT SIRT BT, SHAT ST 1 38T ab fob 3
Ufas™ &1 §g Hxn o i 8 9dbdar § S
eI WA & Tt Agayuf WerT UaT #vd 3|

Rrpradl @Y s W QRem ggl ¥ gefdd
RrpTadi &) \ig & for thugsi forier g
9 fordft off Ieeta Bl URA & forw S HR
Thd g 3R Pyl & 3MUR R Ifd HRaS
IR FHd g

g iR yfraforn. THTHs SR Wy Qe ¥
Tafaa wursii & SR § We aree! 3R et
o R A & et Rurd €1 3 SRedar
o™ P forg UMRIeur T3 AT R Thd § 3R
Tg g #R Iod § i ufase urifie fAamt
DI gAY 3R I UTa B |

A 3R WRfNE S HA: THTEsh &
U1 Qe Y& AFD] & & YR W
T UfagHEl & e asdy 3R wRffe o
B TT I P BT SUBR g Ibal o

SfUBIR & Y U W Re SAHRY
m‘@&ngﬁﬁww@wﬁamﬁ%
Y o R TRy, grdeife @y faum
3R B Ugd- & 1Y TEANT R ¢ | ST W
ww%ﬁ@%%ﬁwﬁ%%
BRI 1 BT 3R UM BT JHGY BT
e 8 ghar gl

SMTUTADTA I Ufafshar: Wrer YR&M uTdehTa af
UHIY o fRUfd & TwHegsit & Uiy Sl &l HH
P P U ThTd HRATS B BT PR g,
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the risks, including ordering recalls, issuing o RepTd o1 31T &1, AT Jara-! oIy
public warnings, and coordinating with 1 AR fRUfd &1 Fdfa #7 & fae g&fia
relevant agencies to contain the situation. TR} & Y AT AT A B

Q6) Describe the ethics for Pharmacist in relation to his ]ob during his service.

Q6)

Ans-

P forg IS AT P SR ITP! bt & Ty A Afaepdr &1 ol B |

Code of Ethics for Pharmacist in relation to his job
A. Scope of Pharmaceutical Services:

e When the premises are registered under
statutory requirements and opened as a
pharmacy, reasonably comprehensive
pharmaceutical services should be provided.

B. Conduct of the Pharmacy:

e The appearance of the premises should reflect
the professional character of the pharmacy.

e Accidental contamination in preparation,
dispensing should not occur.

e Should be clear to the public that the practice of
pharmacy is carried out in the establishment.

e Signs, notices, descriptions, should be
restrained in size, design, and terms.

e A notice, stating that scheme dispensing is
carried out under E.S.I.S (Employees State

e Insurance Scheme).

e Every pharmacy, should be controlled by the
qualified pharmacist.

C. Handling of Prescriptions:

e When prescription is presented for dispensing,
it should not be discussion with patient

e (Merits and Demerits of therapeutic efficacy).
Any questions that are raised related to the
prescription should be answered with every
caution and care.

e No addition or substitute any ingredient
without the consent of the prescriber.

e Incompatibility /over dosage, it should be
referred back to physician.

e In refilling of prescription, should be advise the
patients to use medicines, strictly in accordance
with the intention of the physician.

D. Handling of Drugs:

e Dispense a prescription correctly, by weighing
and measuring all ingredients, in correct
proportions.

e Always use drugs and medicinal preparations of
standard quality.

e A pharmacist should be dealing with drugs and
medicinal preparations known to be poisonous
or to be addiction or abusive purpose. Such

mﬁw%ﬁwﬁﬁﬁ%ﬁa‘uﬁw

Hfgdn
A. BTHYR ST TaT3fl HT GRRT:

o 9 ORI IS Maadmarsii & ded Ushida
BT & 3R BTt & T A Wie S B, I
%ﬁwqﬂmﬁw@mmaﬁwﬁ

|

1. BrRf &1 HETe:
e URR &1 WU B & I/R IRT B
gfafdfed &1 Amfeul

o JOr, faaRur A 3@ Ygwr el A =Rl
o A ®I g WF g AT fob UfASH o wreret
BT 3T fodT ST 2

BRIEGKHEEIRY

o TP Afeq, OrTH P11 g 5 Ao &1 faaRom
3 T3S WY, (PHIRI ) & dgd bl \Idl &

o ST TSI

o TUJD BIHE BT AU G BHIRRE gRT fHar
ST iR al|

i erﬁﬁ
e ga faaRor & fore U @ Tt ©, o A1 &
1Y 39 TR Il Tl B! o= A1gy
o (Rifia gy & o7 iR g | T
efed IS M fobeil o g% BT IR G Grayr=it

3R wrayT § far s anfgu

o Slacx &I gHfd & o fooei! off gew ol 2
1 UfaRATd 9 B1 |

o SEMAAR® ¥ P TR W, W AU
s & Uy BTl ST =1g T

o IR I QORI WA J03, AR & Fiferdd ot
TR & IR &1 Garsdl BT IWART H Bt Jellg
& ST =g

3. Iar3ii BT YdY=:

o Tt 3raudl & T U | dia®R 3R HITER,
TR T TR

o BUNM OEG UG B garsll iR shwefy
JaTiat &1 Ut B

o U HHRRE B WA garsit aiR sl darfar
¥ Foer =iy o Sediel a1 A @& ad a1
SUHTSS 354 & o St oirelt & | WY garaif
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drugs and preparations should not be supplied
to anyone.

E. Apprentice Pharmacist:

A pharmacist should see that the trainees are
given full facilities so they acquired sufficient
technique and skill.

No certificate or credentials should be granted
unless the above criterion is attained and
recipient has proved himself.

3R JaTEt Ht 3mgfd fomet &t ot 78t &t S
EliY

3. Uiy wHifRRe:
« TS GHIRE $I 78 S8 d1feU fo ufRregsit o1
gfaems & e aife 3 yafd deie 8k
BRI R b |
o HIS YHIUYS 1 YHIU-UF OF db el fear ST
T 9d d& b IWRIGd AMES U 7 g1 Sy
3R UTehdf 3 g ! AIfad 7 & faar il

Q7) What is hospital waste? Give the methods of disposal of hospital waste.

Q7) AT BT HERT T 8?2 AT & $dR & fAuer ot faftrat garsa|

Ans-

HOSPITAL WASTE-

Hospital waste, also known as healthcare waste
or medical waste, refers to the waste generated
in healthcare facilities such as hospitals, clinics,
dental practices, laboratories, and other
medical settings.

This type of waste is distinctive due to its
potential for containing infectious or hazardous
materials, making proper disposal crucial to
prevent the spread of diseases and protect both
healthcare workers and the public.

Common methods of hospital waste disposal
include:

Incineration: Incineration involves burning
medical waste at high temperatures. This
method is effective for destroying infectious
agents and reducing the volume of waste.
However, it may release air pollutants, so
modern incinerators are equipped with
pollution control devices to minimize
environmental impact.

Autoclaving: Autoclaving is a process that uses
steam under pressure to sterilize medical
waste. It is effective in rendering waste non-
infectious. After autoclaving, the waste can be
safely landfilled or further treated for disposal.

Microwave Treatment: Microwave treatment
is used for disinfecting and sterilizing medical
waste. It is an alternative to autoclaving and
incineration, utilizing microwave radiation to
kill microorganisms.

Chemical Disinfection: Some medical waste
can be treated with chemical disinfectants to
neutralize  infectious agents.  Chemical
treatment is often used for sharps and other
small items.

ST BT HARI-

o 3T BT HR], o WY T@HTA Uiy a1
fafea suRly & ®u # W &M 9@ g,
JWAEl, FH®l, od  fofeen  Ugiad!,
TRiNTRITETalt SR 3T FRifbe A S @A
gfaersif # e HR B AefHid HRaT g

o SYTYDR BT hdR] %iohll-lcb RIRCREGIEE Wﬁtﬁ
DI M B B! &HdT S HRUT AR g, e
SHREF & TR BT Aba 3R WY @A
yitrnl SR ST GFf &I GRe&m & fore Ifad
fAger He@yuf 8 ST 3|

mag%amﬁrgﬁw%maﬂﬁﬁ
B YR H Rifea sufy o 3=
dUAE R SFdET 2nd §1 g8 oy deme
TSdl B AY A IR SURY P TE Bl HH
3 & [T YU 5| BT, I8 a1 Ugud! Bl
BIS Fhdl §, 39fAY JaTaRuiiT UHEG &) HH
IR & U YFd YW\ Ugwur R
IUHRUT F Ui & |

o JATCIFAIT: 3ifelaafdT T T ufshar § forad
AfSHd HaR I AMURTed H=A & T garg o
HTT T IUANT fHar Sfrdr g1 I8 3uly & IR-
Tt s H G g1 SHiciaifdT & dle,
HeR D GRI& T J Asfbe fbar S Febal &
1 e & forw 3m Iu=nid foran o g g

o WIEHIdd IUGR: HISHIAd IUAR & IUINT
AfEmd B B 3R WA B
¥ foru fopan Sran ] 1 U8 gerofial &t AR & fo
Hrshidd fAfeur &1 IUUNT HRP 3ffelgafdi
3R YD BT T fdb ey g

o IOWMAT PIURNYT: IHMSG Toicl &
IR IR & U oo Ffran ol &1
NG HICUERD! ¥ Iudid fear
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e Landfilling: Non-hazardous, non-infectious
waste that does not pose a threat to the
environment can be disposed of in sanitary
landfills. However, this method is not suitable
for infectious or hazardous waste.

e On-Site Disposal: Some healthcare facilities
may have on-site treatment facilities for certain
types of waste. This may include small-scale
incinerators, autoclaves, or other treatment
methods.

e Encapsulation: This involves encapsulating or
solidifying certain types of liquid waste, such as

bl g | IS IUIR BT ITUNT 3R T
3R 3T BIC axga3it & forg fapan ST 21

.  ASBRAT: R-TRAS, R-THMHS HART S
TITeRUT & foTT GeRT ¥eT Tt e 2, I et
dsfha o Fuerar s gwdr g1 galie, g8 fafd
HohTHS T WARATD Bk & [0 ST ol 5

o 3F-TTge FUe: $3 Wy SayTd st
H P8 UHR & SR b AU -3¢ IUAR
gy g Febat &1 359 Bl M W 1B,
gﬁﬁ,mmwﬁmmﬁw

|

. THRAIME: 397 uRag SR FueH & RA

blood or other bodily fluids, to reduce the risk of a9 & SifeH &1 $H B & e o a1 3=
leakage during transportation and disposal. WWW&@@WW%W SRS}
B TH AT HAT T 3§ M |
e Plasma Gasification: Plasma gasification is an
advanced technology that uses high- o  TATSHT MRAHRO: Wod THeRU Th Iad
temperature plasma to convert medical waste THNE & S Rifran SRy &1 St o g
into an energy-rich gas and inert solid residues. 3R RIfSrg 31 @R & uRafdd 3 & R
It is an environmentally friendly method with I AI9H aT @ITSHT T SUUNT Sl 21 U8
potential energy recovery. Turiad ot Wﬁ ¥ Y TP qgTaRuT T
picakd
e Waste-to-Energy (WTE): In some cases,
medical waste can be processed in waste-to- . URT-A-IHei ng . e
energy facilities, where the heat generated e fm ¥ &m-.@-gif g 3ﬁ?§
during incineration is converted into electricity. S R o Gepd 2, STeT LRETHRO B SR
This can be an environmentally sustainable . ¢
method for certain types of waste.y S T 1 el g fba o ¢ 7
FS UBR & HaR & [ gafarur &1 =P 9
e aXieh1 g1 oha 3|
PART-B
Answer any ten questions. Each question carries equal marks. 10 * 3 = 30 marks

Q1) Give the recommendations of Drugs enquiry committee.

Q1) siufyr s Afifa &) R sang |

Ans-

Following are the recommendations of DEC

1. There should be legislations to control drugs and
other remedies whether belonging to the B.P or
not.

2. There could be another law to ensure that drugs
are handled by qualified persons and there could
be a systematic course in pharmacy.

3. A drug regulating authority at center and in
provinces/states be established.

4. There should be drug/quality control
laboratories established in provinces and also at
the centre. The efforts should be made to publish
Indian Pharmacopoeia.

I # Rreie Fafafaa @
1. 13t 3R 3 IUERI ! Efd H & fom
ST 811 A1, A8 3 ot Ut & Haifera gf ar =il
2. T8 YA & & W Td SR ST g1 gl
® b qarall &1 weiem Al safaaal gRT farar s
3R B H U afRyd ursashH 8 Ihdl g
3. ®g SR YA # TH NNy fume
IR0 ST RITYAT B S|
4. gl # qur b # W SifiAuemr FhEm
TONREe ®ifdg gt anfeul  sfewA
THTHIG ITOT T UhTIRId B T U fohdT ST
Bl
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Q2) What are the duties of the PCI inspectors?

Q2) Tftend fAftare! & wdog w1 82

Some common duties associated with PCI inspectors:

Inspections of Pharmacy Institutions: PCI
inspectors may conduct inspections of pharmacy
institutions, including colleges, schools, and
universities offering pharmacy education. This
involves assessing the infrastructure, faculty,
facilities, and adherence to prescribed norms and
standards.

Evaluation of Curriculum: Inspectors may review
and evaluate the curriculum of pharmacy programs to
ensure that they align with PCI guidelines and provide
students with the necessary knowledge and skills for
the practice of pharmacy.

Assessment of Faculty Qualifications: Inspectors
may verify the qualifications and credentials of faculty
members to ensure that they meet the prescribed
standards for teaching in pharmacy institutions.

Examination Processes: PCI inspectors may assess
the examination processes, including the conduct of
theory and practical exams, to ensure fairness,
transparency, and adherence to PCI regulations.

Compliance with Infrastructure Standards:
Ensuring that pharmacy institutions comply with
infrastructure standards set by PCI, including
facilities for laboratories, classrooms, libraries, and
other essential resources.

Verification of Student Facilities: Inspectors may
assess the facilities provided to students, including
hostels, libraries, and other amenities, to ensure a

URitens FRie®! ° 98 $© 9| Hda:

B SR @1 fFAfteor: didtens
e wrRk frer ueM w9
Hicel, ol R fayfaenet @fed
wﬁeﬁwﬁmﬁﬂwmm%
90 gt ofe, dem, giawursi ok
Rfka AIES) SR AT % U T
3T BT A B

UISgspH &1 Jeaih: i B
PABH F UGIHH DI IHeT 3R
Tid- FR qHhd ¢ e a8 gArd
fopam S g fop 3 e feenfade &
Iy WA g 3R 3E B HE &
3T P U I I 3R B
PeAREY

W!ﬁw\aﬁmm ﬁ?"r&@

T 7 5 3 B SR H Rreqor &
forn fRuffva At & o1 R B

wdem  ufeane:  dikfleme e
e, oRefRiar sk diefteng fadl
BT T AT e & forg Rigia ok
HagiRd Wignsll & e dfgd
Tt Ufehanatt &1 Hedie dR 9ahd gl

gfrardl g & ATHST BT SUTe: I8
AT BT o e IR diitams
gR1 feiia gFardt e & aFe! &1
U FRd §, ford vrRnTRTars,

conducive learning environment. a?_&”‘;ﬁ{ 1 3R 31?:[ SUERSED
et Bt gfaums it )

Q3) Deline the term as per Drugs and Cosmetics Act 1940:
SNufY v yameE armh s 1940 & SR Wsg &1 ufRvufya &+
a) Drug b) Cosmetic c) Qualified person
a) TP al  b) HIARH ¢) aNg HAfda
Ans-

a) Drug: As defined in the Drugs and Cosmetics Act, a) oMUl SR f&F oMufy SR e amht

b)

1940, a "drug" includes all medicines for internal
or external use, diagnostic substances, and
substances used for the treatment or prevention
of disease in human beings or animals.

Cosmetic: According to the Drugs and Cosmetics
Act, 1940, a "cosmetic" includes any article
intended to be rubbed, poured, sprinkled, or

fafmd, 1940 # ufyida faor mar 3, &
aar H Side a1 91 IUART & forg I+t garg,

ECIRERCRECIN

A a1 SFaRl | SR &

JUIR T AHUH & o IuanT fhy oH a1
uaref =mfere g

b) o) FiAReH: T IS HiWfcaH Tac, 1940 &

Glﬂﬂﬁ, "HrAfeH" H AT TRR 1 I9& fHa)
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sprayed on, or introduced into, or otherwise
applied to, the human body or any part thereof
for cleansing, beautifying, promoting
attractiveness, or altering the appearance.

c) Qualified person: a person who has minimum
education for the fulfillment of being registered
pharmacisti.e., d.pharm/ b.pharm

W} iR &1 WIeH, STaq, fose, o1 fogs, o
O A, AT YT A B BT JRAGT aTal Dl
1} oRg 2nfie 81 gweTs, iR, sy o1
§¢raT & 1 ¥U-37 H dead & ol

¢) ¥ g wfea: T fed e o deiigd
BHIRE 89 @1 gfd & fw gan R g,
3yfd, St/ ot wmi

Q4) Write a note on schedule N.

Q4) YA T W TS Hie ford|

Ans-

Schedule N List of minimum equipment for the
efficient running of a pharmacy Gives directions to
Pharmacies regarding: -
a) Entrance of Pharmacy- the front of a pharmacy
shall bear an inscription “Pharmacy” in front.
b) Premises - the premises of a pharmacy shall be
separated from rooms for private use.
c) Furniture & Apparatus
e Thermometer

e Counter capacity

e Bottles,

e Mortars and pestles,

e Ointment slab,

e Scissors,

e (lass stirring rods etc...

d) Books-

e The Indian Pharmacopoeia (current
edition)

e National formulary of Indian (current
edition)

e The drugs and cosmetics act, 1940
e The drugs and cosmetics rules, 1945.

T T fohdlt B & et weer & forg
AqH YDV BT Gl BTHRI Pt 59 Gay §
e -

a) WAl &1 Y §R - Bl & 90 06
fRremerg e forar ghm |
b) dh) uRRR - feht W &1 aRER ot ST

P forg HwRI T e o S|
¢) WHRR TF IUHI0
o yfiHieR
o PIICR &Hdl
. Sﬁﬁﬁﬁég?FRﬁm
. TREHTE,
o aa_cﬁ,

o YR BTG @A TH)

L e

1940
o SN Ud ied gred o, 1945,

Q5) Write a note on loan licence.
Q5) U1 AT5HE TR TS e ford |

Ans-

Loan License

1. It is issued by the LA, to a person who does
not own, arrangements for manufacture but
intends to avail the manufacturing facilities
owned by another licensee.

2. A separate license shall be issued in case
drugs are sold at more than one place.

3. The LA, before the grant of a loan licence,
satisfy that the manufacturing unit has
adequate equipment, staff, capacity for
manufacture.

4. Application for manufacture of more than 10
items for each category of drug on a loan
licence shall be accompanied by an additional
fee of Rs. 300.

HUT ATSHH
1. 9E UaU gRI U8 fek] b1 SR} fobar i &, Roreas

g fAfur o saawn 98 8, Afe a8 fHt s
AR & Wi arent fafmfor giaerst @
ATH IS BT 3T AT g

T ¥ IS RIF IR gal 99 W QT I drsad
SIRY foam e

TAY, B0 A3 S ¥ UgS, Iy & o § %
fafmtor TS & Ut fAfor & o yata Sues,
HHIR, AT 2

4, FU ARYEY W T4 HI Yd® 9 & forw 10 I

31 g 3Tt & Fmfor & forg sfrae & ar vud
&1 3ifaRad e <A1 8T 300

5. I 35 # 'FRI&0r gRasr 998 39|
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5. Maintain 'Inspection Book' in Form 35. 6. TRUAYRT TIAd Hd HTd & TP od 3R iy
6. Licensee shall test each batch of raw IS BT Y& BT MR fAfor & Repie s
materials used and the final product and T
maintain the records of manufacture.

Q6) Give the classes of advertisements which are prohibited under the drugs and magic remedies.
(Objectionable advertisement) Act, 1954.

Q6) S+ fagmu=ii Ft AR FaTe =it garsi ik WIgs SUARI & dgd Hfvs &1 (smufe e
fagmae) siferfraw, 1954

Ans-

The prohibition of certain advertisements are:
Prohibition of advertisement of certain drugs for
treatment of certain diseases and disorders: Subject
to the provisions of this Act, no person shall take part in
the publication of any advertisement referring to any
drug in terms which suggests or are calculated to lead
the use of that drug for,
(a) the procurement of miscarriage in women or
prevention of conception in women; or
(b) the maintenance or improvement of the
capacity of human beings for sexual pleasure;
(c) the correction of menstrual disorders
women; or
(d) the diagnosis, cure, mitigation, treatment or
prevention of any disease, disorder or condition
specified in the schedule, or any disease,
disorder, or condition.

in

Prohibition of misleading advertisements relating
to drugs: Subject to the provisions of this Act, no
person shall take part in the publication of any
advertisement relating to a drug if the advertisement
contains any matter which

(a) directly or indirectly gives a false impression

about the true character of the drug; or

(b) makes a false claim for the drug; or

(c) is false or misleading in any material
particular.

PO fagu=i w ufdsy &

P9 THIRA R PRl & sa™ & e o
aawﬁ ¥ fagmua w ufosy: 9 Sfifaw &
Y & 3¢, Bis ot afag fesdt of gar & e
T fopdt +f AU & UepT=H & HFT &l o, S S9d
JUGNT T ITd T § T ISP STUNT BT ~Ied B
& forw o T g1 & forw aa,

(a) Afgenet & mfurg @) Jeum a1 Afgarel d

YR BT AHuTH; AT
(b) A 3fFe & T IS B & BT @G AT

JUR;
(c) wfgemsit & A1 of Taieh fawRY &1 guR; a1
(d)&WﬁﬁﬁQWEﬁﬂm fger a1 fRufq o
o3l SR, f[deR a1 fufd &1 Fem, sare, TmE,
JUER g1 AHYUH|

gareil & Hafta yme fagot w ufade: 39
AT & Uraul & 31eh, dis WY aafad fdt gar
q Gaifdrq fobradt off fasma= & U= o Uit =gt @
gfe, fagmo § P18 U o1d e |

(a) UHE T SUFEl ¥ ¥ &dl o dRdfddh IR &b &R

 TeId YR &l 8; Al
(b) &1 % feTT 3T aTal el ©; AT
(c) ot oft Tt faR o w1era a1y g

Q7) Write the functions of Institutional Animal Ethics Committee.

Q7) TRITTT U] SMER Iffa & o faf@u)
Ans-
Review and Approval of Research Protocols: W‘EIF{ Mcidpid Bt Juted 3R
e Evaluate research proposals involving animals o T i 3R Ui gAfd mﬁ & forg
to ensure scientific merit and relevance. MR I S S URdTal BT Geidh b |
e Review the experimental design to minimize o ST fhT U FHGR] D TSHT BT HH B 3R
the number of animals used and optimize gfgarefl 1 rHfad d1 & A JaaES
procedures. ISSIESEIREICIER]

Ethical Considerations:
e Evaluate the ethical aspects of the proposed
research, including the potential harm to
animals.

Afa® wfagfd:
o UG SHUT & A Tgqsll &1 Tedich &,
o SHaRt @t guifad Jeeam it wnfira g1
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Qualification of Investigators: GﬂT—ﬁﬁl‘f&ﬁ Al 'Cﬁ'l'an
e Assess the qualifications and expertise of o U VAN # A Mudmdiel &t aradr 8k
researchers involved in animal ICRLRRIERICNGESY
experimentation. o A B P AMedmdfel & o SHaR) )R Afds
e Verify that researchers have the necessary FU I TN B4 & foIU Srawgs giierm g
training to conduct experiments on animals
ethically. ﬁﬁ?ﬂ riteor:
. . o Afde AFel ok fame  sraxgwmds @
Facility lnspectlop. N ‘ ﬁﬁf%l?f A F R g {:[ﬁ?ﬂ@:ﬁ 1
e Inspect animal facilities to ensure compliance ﬁﬂ&l‘ﬂﬁl
with ethical standards and regulatory
requirements. NeYpier Toie
Protocol Amendments: o o ﬂﬁ Gd ST d_lé $ia & foy] ‘J-TT NRIEER)
e Review and approve any amendments or TR BT Tl Y AR 3@“3 gl
modifications to approved research protocols. Y
U] b egToT AR
Monitoring of Animal Welfare: . WW%WW DT UATS DI ARE BRI
e Monitor the well-being of animals during the
course of the research.

Q8) Write the main features of the Drugs price control order-2013.

Q8) 3MufY gea fAi=roT 3me=r-2013 @t grey faxivame fafew)

Ans-

2013 are-

e DPCO 2013 order does not cover patented o SrdiRftel 2013 oW F OO A gary Xma
drugs. 3
e Power of govt. under DPCO 2013 - Any gazatted . ﬁr\,aﬁﬁ Sriifial 2013 % dgd - B1E o0
officer S 3 'a
¢ Power of entry, search, seize - Paragraph 30 E : %9 iy 30

e Power of review - Paragraph 30.

The main features of the Drugs price control order- | 319fe G fA=A0T 3ME=T-2013 Ft Yo7 fA=iwane

e Any new drug patented in India will be o GHlem ﬁ m - TRTUT® 30.
exempted from DPCO for 5 years. e URAH UCCT P 75 fobd Hf 78 qar &l 5 A &
forg Stdidian ¥ ge d s

Q9) What are the provisions under which the RMP may terminate the pregnancy of a woman as
per the MTP Act, 1971.

Q9) T fUfTH, 1971 & SUR & H1F A WU § e dga ruwd! fawdt afgar #t
MHITIT ) FHTH BT GbdT gl
Ans-

The provisions under which the RMP may | THZIU SfRIFTH, 1971 & IR @ Wrau™ e
terminate the pregnancy of a woman as per the | ggq JREAY fHdt Afger 1 THTTIT H AT

MTP ACt, 1971are- HY ghdl %' a' %’_
No pregnancy shall be terminated without the mfadt 'FI'I%?IT o] m F e et off mufawam
consent of pregnant woman expect: 1 TOTE T-Iﬁ e ]
(a) The pregnant woman is less than 18 years in QT
age. (a) ™ot At HI ST 18 T A FH &
(b) The pregnant woman lunatic although she has (b) M Al UNTd 3, BTl 98 18 TN &I 51 T8
attained the age 18 g
TERMINATION OF PREGNANCIES qq.fw P W]ﬁ'
e Length of pregnancy does not exceed 12
weeks.
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¢ The RMP may terminate a pregnancy where if
itis more than the 12 weeks but not more than
20 weeks: - terminate only if it at least two
medical practitioners are there.

e The RMP may terminate a pregnancy of a
woman of 18 year of age or more with her
written consent

e If less than 18 year of age or is lunatic (as
defined in lunatic act 1972) with written
consent of her guardian.

. ;u@%wﬁwfﬁmm@%ﬁﬁ
|

o RUHT THERI P JHTE IR GHdT 8, AfS T§
12 wTg 9 31fie B, Afee 20 Iwrg 9 3ifdes
T8l 8 - aa dH JAT B3 od 30 HH I HH
3 fafres Bt

o IRTHYT 18 a¥ U1 IR 4P Y B Al B
THiTRT B 39! fafad Tgafa ¥ THd R
Jhdi g

o e 18 9% A HH IY Pl ¢ T UNTA ¢ (ST fob
e AR 1972 H uRyIid 8) o ST
3T &1 falRad Tgafd |

Q10) Give the role of central drugs standards control organization.

Q10) HEIT Sl AT R e 3 YfireT qant|

Ans-

The role of central drugs standards control
organization are-
Drug Regulatory Approval:
e Evaluation and approval of new drugs for
marketing in India.
e Review and approval of clinical trial protocols
for investigational drugs.

Quality Control and Assurance:

e Setting and enforcing standards for the quality
of drugs, medical devices, and cosmetics.

e Conducting inspections and quality
assessments of manufacturing facilities to
ensure compliance with Good Manufacturing
Practices (GMP).

Regulation of Clinical Trials:

e Oversight and regulation of clinical trials to
ensure the safety and ethical conduct of human
trials.

e Review and approval of applications for
conducting clinical trials on pharmaceutical
products.

Pharmacovigilance:

e Monitoring and assessment of adverse drug
reactions (ADRs) and other safety-related
issues.

e Implementation and  management  of
pharmacovigilance programs to safeguard
public health.

Import and Export Control:
e Regulation of the import and export of
pharmaceuticals, medical devices, and
cosmetics.

FENT U AT P01 T B YRASTS 8-
aﬁtrfﬁﬁﬁumsﬂlﬂﬁ

Wﬁﬁum%%ﬂ's‘amaﬁmwsﬁ?

. aﬁrﬁﬁ%ﬁm&ﬁ%iﬁﬁa%uﬂwmaﬁa
DT THIET 3R SFHE |
ToTaT AT SR STY:

o garef, ffese Iuarol SR Tied vt @Y
e & fod #He FAuila & SR an

AT

. OB fafmior gurell ©iwAd) &1 SEUTeA
& A & fore fafmfor glaurstt o1 fdemr
T[OTAT JeTh HAT|

feafea wieon o1 fafau:

. 9 G0N BT JR& SR A SR g
1 P U Aee ot AR iR
fafaA|

. BHYREHT IAME! WR Aeld ULier o
TR P [T SMaeHl BT TEiem 3R SrHe|

BB IfafoTad:
. yfdwa gar ufafsansit @EIem) SR oy JRem
Taieh gl Bt FATRET 3fR geuid|
. S WA B YR&f & e wrfeifafsea
DHTAHH] BT BT 3R Yo

3maTd 3R fFrafa Rz
- BHYgeew, ffean Susul SR died
Tt & 3maTd 3R fata o1 fafaea |
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e Inspection and clearance of imported products o IUTdI 3R R&T D! Bl STUT ﬁﬁ@ﬁ
to ensure compliance with quality and safety A & forw smfad Iaret &1 e iR
standards. et

Q11) Write the functions of blood bank.

Q11) <8 9 & P faf@u|

Ans-
Functions of blood IF b B
e Storage of blood and blood components. o 359 3R G UTH| HT HSRU|
e Patientblood grouping and compatibility testing. o UM BT JHgH 3R 3o ddr TRiequn|
e Detection and identification of atypical o UM F ARH A AR TSraIS! BT Udl T
antibodies in patient serum. 3R g BT
e Issuance of blood and blood components on . RIfFE®s & Y W 35 3R & ged! &
clinician's request. NI XGIH
e Traceability and hemovigilance. o Tdl A B &Har 3R erifaforeg|
e Proactive role in hospital transfusion committee. o 3RUA RIS it § Ifea Y|
PART-C
Answer all questions. Each question carries equal marks. 20x1= 20 marks

Multiple Choice Questions:

Q1) The Pharmacy act was came into force on 4 March
a) 1948 b) 1947 c) 1949 d) none

02) The first PCI was constituted in the year .
a) 1947 b) 1948 c) 1949 d) none

Q3) The Drugs which are imported under the names of other drugs are called as .
a) Adulterated drug b) Misbranded drug c) Spurious drug d) none

Q4) The schedule of standards for cosmetics is .
a) Schedule C b) Schedule M c) Schedule R d) Schedule S

Q5) Diacetylmorphine is also known as :
a) Ecgonine b) Cocaine c) Heroin d) none

Q6) The prevention of cruelty to animal act was passed in the year

a) 1960 b) 1961 c) 1962 d) 1965

Q7) Food safety and standards authority of established under Food Safety and Standards Act,
a) 2004 b) 2005 c) 2006 d) 2007

Q8) Food and adulteration act, was passed in

a) 1953 b) 1954 c) 1955 d) 1956

Q9) The price fixed by the government for a new drug under paragraph 5, is known as

a) Retail Price b) Maximum Retail Price c) Both (a) & (b) d) None
Q10) The first national list of essential medicines of India was prepared and released in

a) 1994 b) 1995 c) 1996 d) 1998

Q11) means scientific discipline that compares the therapeutic value of one pharmaceutical
drug or drug therapy to another

a) Pharmacoeconomic b) Pharmacodynamic
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¢) Pharmacokinetics d) Pharmacovigilance

Q12) The rules of human conduct binding to all person in state or nation is called (Ethics/Law).

Q13) If the pharmacist is making an attempt to capture the business of fellow pharmacist is said to
be (Cut-throat competition/ clandestine arrangement)

Q14) A 12 weeks pregnancy can be terminated with the consent of (2RMPS/ 3RMPS).
Q15) is any distinctive word, phrase, logo, symbol, design, picture, styling or a combination of one
or more of these elements.

a) Patents b) Trademark c) Copyright d) None

Q16) Ministry of health and family welfare has notified the "New Drugs and Clinical Trials" Rule, 2018 ob
a) 23 March 2019 b) 24 March 2019 c) 25 March 2019 d) 26 March 2019

Q17) The blood bank unit shall have a minimum requirement floor area of
a) 10m? b) 50 m? ) 100 m? d) none

Q18) is a state of the art technology for safe disposal of medical waste
a) Plasma Pyrolysis b) Inertization

¢) Incineration d) Microwave irradiation

Q19) The disaster management act was passed in

a) 2003 b) 2005 02008 d) 2009
Q20) Medical devices involving low risk levels are categorized under ;
a) Class A b) Class B c) Class C d) Class D
Tt ueil & IR <. YAD UY TH 3P BT 8| 20x1= 20 3P

§g fawedia us:

Q1) BT Sifefaw 4 A DI AN g3 T

Q) 1947 §h 1948

h 1949 h PIs g
02)Ug@TPCIay__ H Tifad foar mar ui

Q) 1947 dl) 1948

h 1949 8 PIg ol

Q3) STl <A1y 31 Gar3it & ATH F 3MTd BI Sl §, 3= CaASIGI
a) forerrarct <ar b) T 7S dTeft gar

) TgfaE ar BEIEE]

Q4) Uied gTe & e A Y Syt @
) S ¥t oft) SR TR
) SR 3R S g T

Q5)SHuRegTHfthA®d S EgH R I @l
Q) RN &) BB
M BRI ) BIS Tol

Q6) TR Fxal fHarur Sifdfoy ad T urfed foram mmam ol
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Q) 1960 a1 1961

) 1962 3 1965

Q7) T YR&M 3R AF® ST & dgd R @l YRET 3R TS IR,

¥) 2004 1) 2005

) 2006 31) 2007

Q8) W< Ud fArerrae sifafras uiikd favar man

Q) 1953 dh 1954

) 1955 31 1956

g)ﬁ?ﬂﬁS%ﬂBﬁWH%W%ﬁwwmmﬁﬂémaﬁ F TY H ST ST
|

Q) Gax] e ) SffIHay Gar1 e

+h g (@ 3R @ SN PIS el

Q10) HRd B 3= garall P ugelt AP 7 3R R &R B E o

Q) 1994 dh 1995

) 1996 31 1998

%?iﬂ‘r %wwf%waﬂﬁmﬁﬁwuﬂnﬁqﬁwwm@w%ﬁrmq@aﬂm

Dl
U) BTHIBISHIHIHD aﬂ)uﬂnmmm
A CACARRI e 3 BB AT

Q12)§wmﬂgﬁaﬁm$%ﬂmwﬁmaﬁw$ﬁnﬁaﬁ_ﬁﬁwmﬁw
EIcIEd

Q13) Ife wHiRRe Irft BHiRRE & TaUTg TR Heall B &1 UIR FR 8T8 <l 30 (TATHIE
T IR HET Tl ©)

Q14) 12 TS Pt THIARIT DI (2RMPS/ 3RMPS) &1 gl I THIE a1 ST Feha g |

%15) Dis (AR s, IR, A, Ul FSoiTe, o, et a1 399 9 U 1 31fees ddl o1 T
|

) Ue ) dsuTh

3 BrdRrge E)EIERE]

Q16) WY 3R URGR HedT BT F "3 AT iR Aare wieor 94, 2018 & g far g

Q) 23 A 2019 & 24 9f 2019

I 25 A 2019 2N 26 A 2019

Q17) &S & G BT gAdH aTH B &F_ ghll

a) 10m? b) 50 m?

M 100 o HeR ) IS ol

Q18) faferen wak & JRferd Fueq & forw te sy daite §
¥) WTSHT URRIfeIfR ) STSIHT

M) HIHIHT ) HISehIdd fafmum
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Q19) 3TUal UeeA Sifafaw o urid foram mar

Q) 2003 d1) 2005

) 2008 3 2009

Q20) HH SIRAH TR a1d fafered IueHRuT Bl & il arffera foar mar B
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