
UNIVERSI TY OF THE PUNJ AB
aaaaaaaaaa"""""t""a

Fourth Prof. N2015 ; i
o

Examination: Doctor of Pharmacv (Pharm.D.) i..1:l,.oi::'.':;:;:'.:;:;::'. i

Subject: Pharmaceutics-Wll (Pharmaceutical Quality Controll TIME ALLOWED: 3 hrs'

PAPER: 5 MAX' MARKS: 1o!

Note: Attempt any five questions. Support your answer with appropriate diagram/sketch.

Question 1.

A. What is meant by disintegration? Why disintegration test is important for quality

control of solid dosage form? Describe apparatus and method used for disintegration

testing o[' compressed tablets. ( I 0)

B. Name fbur comnronly reported methods for testing flow properties of powders. Define

compressibility index and Hausner ratio. (10)

Question 2.

A. Write down the narnes of various types of USP dissotution apparatus and give detail

description of different parts of any one (10)

B. Describe the assay of ibuprofen tablets (5)

C. How will you assure the content unitbrmity in the given sample of hard gelatin capsules?('5)

Question 3.

A. Describe tests used in quality control of phaimaceutical syrup (8)

B. Enlist various official books used for Quality Control of Pharmaceuticats in Pakistan.

What is the role of quality assurance department of a phannaceutical industry (4+8)

Question 4.

A. Define Liquefaction time and melting range in respect to quality control of suppositories.

Write a note on different methodsiapparatus used for determination of Liquefaction time

of suppositories. (8)

B. Write note on .(4+4+4)

i. Role of extraction during alkaloidal assay

ii. Friability Test in tablets

iii. Hardness test for tablets

Question 5.

Define StatisticalQuality Controland describes various controlcharts for variables. (10

Explain the limits of alkalinity in different types of glass used in pharmaceuticals, and

rnethods for determination of alkalinity of glass (06)

Write a note on filtration assembly and membrane filter used in sterility testing (04)

Question 6.

A. Why toxicity testing of pharmaceuticals is important? Describe the toxicity testing of

plastic containers. (06)

B. Describe the testirrg of media to be used
; important. (06)

for sterility testing, why this testing is

C. How you will perflorm sterility test solid dosage

of results. (08)

form, also describe the interpretation

Qucstion 7.

A. What are biological assays? Discuss the official methods used for the quality control

of Vitarnin D? ( l0)

B. Discr"rss the determination of Alkaloidal drug contents in Pharmaceuticals with

reference to Qrrality control?( I 0)

A.

B.

C.
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Question l.
A. Enlist the quality c.ontroltests performed for suppositories. Also explain the

disintegration test for suppositories. (10)

B. Describe the procedure for weight variation test of compressed tablets. (05)

C. Name four commonly used methods for testing flow properties of powders and also

define compressibility index and Hausner ratio. (0f)

Quesrion 2.

A. Det'ine dissolution and disintegration? Why these tests are performed for solid dosage

forms and also describe apparatus and method used for the disintegration testing of
compressed tablets. ( l0)

B. Tabulate the acceptance criterion for dissolution testing of uncoated tablets? (03)

C, Describe various official apparatuses used for the dissolution testing of tablets. (07)

Question 3.

A. What is importance of toxicity testing in pharmaceuticals? Why we perform toxicity

testing of plastic containers. (10)

B. Ddscribe biological assays? Provide the official methods used for the quality control

of Vitamin D? (10).

Question 4.

A. Write down the quality control tests applied to different types of glass and explain

quality control test for Type II glass. (10)

ll. Define initial, maximum temperature and response in pyrogentesting. Provide

interpretation of results for in-vivo pyrogen test. (10)

Qucstion 5.

A. What antirnicrobial precautions have to be taken into consideration during sterility
testing. (06)

B. Name two major methods of sterility testing. How you will carry out sterility testing

Question 6.

A. Define StatisticalQuatity Control and give different control charts for variables. (10)

B. Write a note on any two of the followings: (5 each)

A. Leakers test

B. Method of alcohol determination in gelanicals

C. Atkatoidal drug assay

D. Determination of total solids

Question 7.

A. What quality control tests are performed for syrups? (12)

B. What is role of Long Term Stability and Acoelerared Stability Studies during drug

development? (8)
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Question l.
A. Describe the apparatus and method

( ls)
B. Define Liquefaction time and

suppositories.(5)

Question 2.

melting range with regard to the quality control of

A' Provide detail about various parts of oflicial apparatus used for the disintegration testing' of tablets- Also describe how the disintegration of enteric coated tablets is performed?.' (ts)
B' Name various official apparatuses used for the dissolution testing of solid dosage forms

and also provide their pharmaceutical applications. (5)

Question 3.

A. Define dissolution. Describe methods for the dissolution testing of compressed
tablets. (10)

B' Provide names of various compendial and non compendial quality control tests for
capsules and tablets. Explain friability test in detail:(10)

Qucstion 4.

A. Why quality testing of glass is important in Pharmaceuticals? Write down procedure
I'or testing of-Type I glass. (10)

ll- What is irnportance of pyrogen testing in Phannaceuticals? Name two types of
pyrogens tests and shortly describe the principal involved in these two methods. (10)

Qucstion 5.

t. Yn* ged]a is tested before sterility testing and why it is irnportant to do. (6)
B. Describe in detail the rocedure of sterility testing on semi-solid dosage forms in

accordance with interpretation of results.(14)

Question 6.

Write a note on the followings: (5 each)
A. Loss on drying
B. Ash test

C. Precautions in distillation rnethod of alcohol determination
D. Particle size determination in ointments

Question 7.

A. Enlist different quality control tests for Elixers. Explain in detail various apparatuses
used for viscosity detennination of syrups. (12)

B How the in'vitro evaluation of sustained release dosage forms is performed? (g)

NorE: Attempt any FIVE questions. Att euestions carry equal marks.

used f or t he di si nt egrat i On t est i ng Of supposi t ori es.
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Question I

A. Give nat.les of various comperrdial and non cornperrdial quality control tests-for tablets ancl

capsules. Describe in detail nrethocl and apparatus of disintegration test for compressed

tablets. ( l2)

B. Differentiate between biological and chemical assay. Explairr with examples. (5)

C. Tabulate tfte acceptapce criterion for dissolution test of uncoated tablets? (03)

Questi<rn 2. ' 
'

A. Narne cliff'erent quality control tests perforrnecl for syrups. Describe diffurent apparatuses Jped

forthedeterrninationtfviscosityofnonnewtonionliqrrids.(l0)

B. What are IPQC testes for tablets? Describe principle, apparatus and procedure and for the

fiiability of compressed tablets. (10)

Question 3.

A. Define quality, why quality in needed in pharmaceutical prodtrcts? Describe tlre corrcept of

pharmaceuticaI quality rllarragemerlt. ( I0)

B. Defipe analysis ancl assay. Write clorvn procedure for content Lrnifbrmity of tablets ( I 0)

Questiorr 4.

A. Name the quality coutrol tests appliecl to different types of glass, Write quality control test tbr

Type ll glais. (lb)

B. What a;e pyrogerrs? Wlry their testing is irnportant in pharmaceLrticals? Describe in-vivcr

testirrg of PYrogens' ( l0)

Question 5.
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A. Write a rlote oll any two of the tbllowirrgs

i. Leakers test

ii. Determirration of total solids

iii. Method of alcohol deternrination in gelanicals

iv. Alkalodal drug AssaY

B. Describe rnethod for the assay of insrrlin. ( I 0)

Question 6

A. Det'i1e euality Control Clrarts. Cive the classification of QLrality Control Charts. (8)

B. Describe process conrpatibility inclex. (12)

Question 7

A. Nanre rliffercnt test lbr the quality control of suppositories. Explain iir detail

disinte-arration test ol strppositories. ( I 2)

B. What is p6arrnacopoeia? What type of infbrrnation is given irt appendices ald

niorrographs'? (8)

( 5e10h)    |
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B. What is Assay? Narne clitfelent techniques fbr the assay of plrarmaceutical ntaterials;

Differ.erltirrtebetweerll)erCentagepurityanclcol]telrtunifbrnritytest.(8)

Question 2. 
,

A. Narne different quality control tests perfbrnred for suppositories. Describe in detail

disintegration test of suppositolies' ( l0)

B. What is lpeC stands fbr give its inrportarrce irr the quality co-ntrol of tablets? Describe

prilciple, apparatus and proieclLrre and ior the disintegration test of uncoated tablets. ( l0)

Question 3. ,

A. Write a note on breaking and liquefaction test of srrppositories (12)

B. Differentiate between cCMP, qLrality control and quality assLrrance. (8)

Question 4.

A. FIow you will perform sterility teston serli-solicldosage form, also describe the interpretation

of results of sterility testing. (10) , '' '' '

B. What are pyrogens? Why their testing is importarrt irt plrarmaceuticals? Describe in-virtro

testirrg of pyrogens. ( l0) 
,

Questiou 5.

A. Write a note on arly two of the fbllorvings

l. Toxicity testing

ll. Particle size detennination in ointmettts

IlL Microbiological assay with exarrple

IV. Assay of insulirr

(5 each)

B. W5y quality testirrg of glass is irrportant in phartnaceuticals? I-low it is tested forType Iglass'

(10) , ,' ,

Questionl ,t,'
A. Detjle Statistical Process Quality Control (SPQC) Charts. What are different types of Qirality

Control Charts? ( l0)

B. Describe applications of Shewarts charts. ( l0)

Question 7

A. Write a note on Alkaloidal drLrg assay' ( l0)

l]. Natrte dift'erent tost pertbrrncd firr liqrricl clt-rsage

cletertttirtation ot'syrttp and elixirs. ( I 0)
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Attempt this Paper on Separate Answer Sheet provided.

Attempt anv 4 questions. Each question carrv equal marks.

Question No 2
A. Define dissolution. Enlist various oflicial apparatus for dissolution testing. Give a

general procedure for the dissolution test oi compressed tablets and how ihe results
are interpreted. (12)1 B' Name official and non-official quality control tests for tablet dosage form. Describe
the weight variation test of tablet in detail. (g)

Question No 3
A. Define "Good_Manufacturing Practice" Give its Objectives. Explain necessary

facilities for GMp. (10)
B. Differentiate between quality control and quality assurance. Enlist various official

books used for euality Control of pharmaCeutiials. (10)

Question No 4

A. What are the different types of control charts? Discuss control charts for variables
(10)

B. Explain in detail how to test the

Question No 5

i n―v市O pot cncy of a vacci ne?( 10)

A. Name various tests for parenteral preparations. Give method (all stages) and
specifications pyrogen test by rabbit. (10)

- 
B. Give precautions to be taken for sterility testing of parenteral preparations. (10)

Question No 6

i A. Define Disintegration. Discuss construction and working of Basket Rack Assembly
with diagram (10)

B. Discuss conshuction, procedure and interpretation of USP Tablet Friability Test. (10)
Question.No 7

Write a note on following test

A. Test for glass containers

B. Alcoholic content determination
C. Chemical and biological assay

D. Requirements and specification for clarity testing of large and small
parenteral

(5x4=20)

volume
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Question I

l. Specifications and

in of official compendia
A. Monograph

B. Appendix

C. General note

D. Miscellaneous test
2. Information about. the apparatus of dissolution test.is gryen in

official compendia I

A. Monograph

B. Appendix

C. General note

D. Miscellaneous test

3. Closeness of test results to obtained by an analytical procedure is:

A. Accuracy

B. Precision

C. Specificitl,

D, Sensitivity

4. Limit of detection and limit of quantification refer to which of the following
validation term

A. Accuracy

B. Precision

C. Specificity,
" D. Sensitivity

Which of follou,ing is most selective anatytical technique' A. Titrimetric analysis

B. FIPLC

C. W Spectroscopy

D. IR Spectroscopy

\\'hich of the fcrllowing is not an officiai tesr for tablets

A. Content uniformity
B. Disintegration

C. Dissolution

D. \\zeight variation

which of the ibliorving is an official in process quality control (Ipec) test

A. Content Unifonnitl
B. Disintegration

C. Dissolution
' D. Percentage purity

According to British Pharmacopoeia, the percentage difference acceptable for tablets

wei ghi ng 80 mg orl ess i s
A. ± 10. 0%
B. ± 7. 5%
C. ± 50%
D. ± 3. 0%

number of tablets are used in basket rack assembly of
d isintegration test apparatLrs

A.5
B.6
c.8
D. i0

method of content uniformity test of a dosage form is given

Of

ξ
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7.

9
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8.
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are dependent on the surrounding

Dynamic viscosity
Kinematic viscosity
Absolute viscosity
Relative viscosity

A. Ostwald viscometer
B. Falling ball
C. Rotational viscometer

D. All of the above

viscometer is used for NeMonian fluids

16. LAL test for pyrogen testing is a
A. Qualitative test

. B. euantitative test

C. Semi quantitative test
D. Not either quantitative or qualitative

17. :- --. 
;:,::ffi[,il,[::[1.0 

for rhe curture of anaerobic

A. Fluid thioglycollate medium
B. Agar broth rnediurn

C. Agar casein mcdium
D. Soya-bean cascin digest medium

18' In clarity test of lar^ge volume parenteral. The preparation complies with the test if the
average number of particles present in the units tested ao"J not exceed 6000cont ai ner equal  t o Or great er t han l o μm and dOes nOt  cxcecd
container equal to of greater than25

A.  300
B.  600
C, 900
D.  1000

19. Fol l owi ng Qual i t y COnt rol  t cst i s not  perf oml ed f or pl "nt eral  preparat i Ons
A. Di ss01ut i on
B.  Wei ght  vari “ i On
C.  COnt ent  uni f Orrni t y
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D. Assay of active ingredient
20. All the following statements regarding 3 sigma are true ExcEpr

A. Probability that a random varue of measurement falrs between 3 sigma
limits is 0.9973

B. Probability that a random

is 0.0027

C. Probabilify that a random

very low
D. Probability that a random

verv low

value of measurement falls outside ,3 sigma limit

value of measurement falls between 3 sigma is

value of measurement falls outside 3 sigrna is

B.
C.
D. 十韓一お

ｒ13. Whth ofぬ6盈お軌嗜t n“ aI As赫 5品温I~‐ I ‐ r
A. I dent i f l cat i On t est
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Note: Attempt any four Questions from this part

Question No 2

A. Define "Good Manufacturing Practice". Explain the difference between Quality

Control and Qualify. (10)

B. Define pharmacopoeia. Differentiate between appendices and monograph given in

phdrmacopoeia. (10)

o'"i:'"a;il:,1rr.o*.n. 
Give principle, method and specifications of LAL test. (8)

B. Write a note on the sterility testing of parenteral preparations. (12)

Question No 4

A. Q2. How Shewhart charts differ from process acceptance charts. Discuss the control

charts for attributes. (10)

B. What is monocyte activation test (l\ttAT). How it is better than LAL and animal

pyrogen testing? (1 0)

Question No 5

A, Classify physical and chemical testing of Suppositories, Explain importance and

determination of liquefaction and Melting range (melting point, melting zone) in

detail (10)

B. What are common procedures used in the pharmacopoeias for assay of active

ingredient? Differentiate between chemical and biological assay. (10)

Question No 6

A. What is dissolution? Give name of official dissolutioh test apparatus. Explain

construction and working of Dissolution Test (Apparatus D (12)

B. Expllin interpretation criteria for the dissolution of the following dosage forms (8)

- Immediate release dosage form

- Delayed release dosage forrn

Question No 7

A. Write names of compendial and non-compendial QC tests for tablet' Write a note on

weight variation test for tablets. (10)

Ei. Discuss procedure and apparatus for disintegration test of enteric coated tablets' (I0)
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Q.1. Encircle the right answer cutting and overwriting is not allowed. ( l x20=20)

Of1. Specifi cations and method

official compendia

A. Monograph

B. Appendix

C. General note

of Assay of a dosage form is given in

D. Miscellaneous test

2' Closeness of test results obtained by an analytical procedure to that of true value is:
A. Accuracy

B. Precision

C. Specificity

D. Selectivity

relei's to thc sensitivity of an analytical procedure.
A. Limit of detection

B. Limit of quantification

C. Content uniformity

D. % content

Which of the following is not an official test for tablets

A. Content uniformity
B. Disintegration

. C. Dissolution
D. Weight variation

which of the following is an official in process quality control (Ipec) test
A. Content Uniformity
B. Disintegration

C. Dissolution

D. Percentage purity

Acceptable hardness range for compressed tablet.is
A. 2-5 Kgl.m'
B. 5-10 Kg/cmz
C. 10-15Kg/cm2

D. l-20Kg/cm2
According to British Pharmacopoeia, the peroentage difference acceptable for tablets
wei ghi nЁ  250 mg or mOre i s

A. ■ 10. 0%
B. ■ 7. 5%
C. ± 5. 0%
D。 ■ 3. 0%

3.

4.

5.

6.

7.

Page I of3



０
０ nunlber mesh is used in basket rack assembly of disintegration

t est  apparat us
A. 10
B. 20
C. 30
D.  40

A.
B.
C.
D.

Dissolution test represents in vivo drug
understood DroDerlv.

however far from being

Page 2 of 3

10.  1 ‐

12.

13.

14.

15.

A.
B.
( 〕

D.

WhCh Rf t噴 やI ?WⅢg i S, Ot an A: ` 寿 pprocedure
A. I dOi t i ■ cat i 6n t est
B. Content uniformity ts5t
C. Percentage purity
D. Dissolution testing

Which of the lbllowing statemen6 is False?

. A. Common variationS are those, where causes of variation cannot be
assigned

B. Special variables are those where cause can be assigned
C. Randorn variables are build_into_process
D. Special variable are 4l5e called aS common variables

Foliowing method is Nor use( 1s determine flow properties of powder
A. Angle of repose

B. Flow tlrrough cell

C. Compressibility indga

l). Shear cell methods
Following type of viscosity.is independent of the surrounding conditions

A. Dynarnic viscosity

B. Kinematic viscosity

C. Absolute viscosity
D. Relative viscosity

^

l a, sden. l al , |||い 。|
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16. , , viscometer is not used for the determination of
viscosity of Non-Newtonian fl uids

A. Ostwald viscometer

B. Spindle viscometer

C. Cone and plate viscsrnslsl
D. Rotational viscometgp

.-

healthy ruUUiit are selected. 17. At the first stage of pyrogen testitrg,)- 
A.3
B.6
c.9
D. 12

)

18. Quality control test EXCEPT. test is not performed for

parenteral preparations

A. Dissolution

B. Weight variation

C. Content uniformity
D. Assay of active ingredient

19. Mernbrane filters having a nominal pore size not gteater than 

- 

are used in

sterility testing by membrane filtration procedure.

A. 0.25 pm

B. 0.45 pm' 
C. 0.35 pm

D. 0.50 pm

20. ln clarity testing of small volume parenteral, if the number of particles of 10 pm or

greatersizeexceedS-forthecombined25ml,theprecau,tionstakenfor
the test are not sufficient.

A. 10

.8.25
c. 30

D. s0

Page 3 of3
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Question No I
A. Define Disintegration. Discuss construction and working of Basket Rack Assembly

with diagram (10)

B. Discuss ionstruction, prooedure and interpretation of USP Tablet Friability Test. (10)

Question No 2

A. Define "Good Manufacturing Practice" Give its Objectives. Explain necessary

facilities for GMP. (10)

B. Differentiatc between quality control and quality assurance. Enlist various official
books used for Quality Control of Pharmaceutichls. (10)

Question No 3

A. Define dissolution. Enlist various official apparatus for dissolution testing. Give a

general procedure for the dissolution test ofcomprossed tablets and how the results

,. frilT:ffifl;ll'l"r-"*",", quatiry control tests for tabret dosage form. Describe
the weight variation test oftablet in detai.l. (8)

Question No 4

A. Name various tests for parenteral preparations. Give method (all stages) and

specifications pyrogcn test by rabbit. (10)

B. Give precautions to be taken for sterility testing of parenteral preparations. (10)

Question No 5

A. What are the different types of control charts? Discuss control charts for variables
(10)

B. How.the in-vivo potency ofa vaccine is tested? (10)

Question No 6

A. Write a note on different apparatuses used for viscosity testing (10)

B. Give name of different test for Quality Control of suppositories. Write in detail abour

apparatus of disintegration test for suppositories. (10)

Question No 7
Write a note on following test

A. I-est for glass containers

B. Alcoholic content determination
C. Chemical and biological assay

D. Requirements and specification for clarity testing of large and small volume

. parenteral
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Q.1. Encircle the correct option.

｀`
i゙ gnat ure of  Supdl ■

( 20xl =20)

l, Qt means the part of CMP concemed with

all cxcept:

a) SamPling

b) Specifications

c) Markcting

d) Documentation

1.Dis6ffin apparatus tt is:

a) Paddtc aPParatus

b) Flow through cell aPParatus

c) Basket aPParatus

d) Paddle over disc

ammaer“ 91red by

a) Acct eracy
b) Pr∝ : J On
C) SpCCi nci t y
dヽ Sel ect i vi t v

4. Ant i bi ot i cs can be t est ed:
a) Chemi ca: : y
b) Bi 。 10gi cal l y

C) Mi Crobi o! Ogi cal l y
d) A‖ oFabove

@
a) Disintegration

b) Dissolution

c) Content uniformity

d) Assay

l 面on
apparat us i s

a) 10
b) 20
c) 30
0) 40               ________

7, All statements are true about vaccines

except:

a) 1'hey are biosirnilar

b) 
'Ihey 

are homogeneous

c)They requirc extensive clinical

tesring

d) Tlre-v need sability studies

8, Whにh of t he f ol i owi ngに 3● 0節Chi l n
prOcess qual l y cont rol ( I PQC) t est

a) COntCnt  Uni f omi t y
b) Di si nt egrat i on
c) Di ssol ut i on

i    d) Percent age punt y

9. A rcfracrometer normally delermines:

a) Angle of reposc

b) Crilical angle

c) Contac! angle

d) All ofthe above

10, The rabbi t  pyrOgeFt e“ お:

a) Quant i t aJ ve
b) Semi ‐ qt l ant i t at i ve

C) Qual t aJ ve
d) Se: η l ・qual i t at i ve

I L ln the rabbit pyrogen test. any lemperature

decrease is regarded as:

a) Positive rise

b) Negative rise

c) Zero rise

d) Linear rise

12. Ceneral instructions about the apparatus

and method of Qualiry control procedure

is given in

compendia

of ot t ci al

a) Monograph

b) Appendix

c) Ceneral note
d) Miscellaneous tcst

P. T. 0.



13. Dissolution test rcprescnts in vivo drug -

bmr* a*rt"oo p[ffi;:' 
rairrom

a) Absorption

b) Elirninatiott

c) Disintegration

d) Stability

@ccntagcpurityis
officialtcst for

a) Rarv materialof active

pharmaccutical agent

b) Dosagc tbrnr of activc

phanttaceutical agcnt

cl tlothA&B
d) lt is not an ollicial test for either

raw nutgrial or dosage forrn

t5. --- glass containers are recomrnended

for parenteral preparations: :

a) Type I

b) Type II

c) Type III

d) Type IV

ffilesssignificant
factors in an analysis

a) Scatter diagram

b) Control chart

c) Flow chart

d) Parcto chart

17. For fat based suppositories disintegration

should occur in not more than :

a) l0 min

b) 20 min

c) 30 min

d) 60 min

ffiirmaltoxicityof
immunosera and vaccines, injection is usually

given to mice:

a) lntraperitonealY

b) lntravenouslY

c) lntramuscularly

d) lntracardiacallY

19.7o recovery is a detenninant of :

a) Linearitl'

b) Accuracy

c) prccision

d) Specificity

,0JE -scositl'of serni solid is usually

determined h;' emploYing:

a) Spindle viscometer

b) Cone and Plate viscometer

c) Falling ball viscometer

d) Capillqr) vascometer
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QueSt i On No 3
Ao What  are di f Ferent  of f l Ci al  apparat uses f or di ssol ut i on t est i ng gi ve names and t hei r

uses, Tabul at e cri t er i a of di ssol ut i on t est i ng o「 COmpresSed t abl et。 ( 10
Bo Nal ne of r l ci al  and non‐ Of rl ci al  qual i t y cont rol  t est S f or t abl et  dosage f orm. Expl ai n

f r i abi l i t y t est  oFt abl et  i n det al l . ( 10)

QueSt i O■ No4
A. Dei ne Di si nt egrat i on. Di scuss cOnst ruct i on and worki ng of di si nt egrat i on apparat us

f or supposi t ori es。 ( 10)
B,  E) i scuss const ruct i on, procedL3re and i nt erpret at i on of di si nt egrat i on t est /apparat us fOr

t abLt  dosage Fom. ( 10)
QueSt i On No 5

A. Wt t t e a not e on st e‖ l i t y t est  of parent eral  preparat i ons。 ( 10)

B・ W面 t e a not e on i n‐ vLro pypgen t est。 ( 10)

Q● eSt i On No 6
Wri t e a not e on f ol l o、 vi ng t cst

A. Al cohol i c cont cnt  det ermi nat i on  ( 10)
3。 Chemi cal  and bi ol ogi cal  assay wi t h c、ampl es( 10)

Qu“ t i On No 7
A. Ci ve a det ai l ed account  of st at i st i cal  qual i t y cont rol . ( 10)
Bo Wri t e a not e on di rerent  Bl ass t est s。 ( 10)
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Note: Attempt any FIVE questions. Each queetion carries equal marks.

Question No I
A. Define "Good Manufacturing Practice" Give its Objectives, Explain the requirements

of GlvlP for a layout design of a pharmaceutical industry, (10)

B. Diflerentiate between guality control and quality assurance. Enlist various official

books used for Quality Control ofPharmaceuticals. (10)

Question No 2

A. What are different official apparatuses for disolution testing give names and their

uses. Tabulate criteria of dissolution testing ofcompressed tablet. (10)

B. Name oflicial and non-official quality control tcsls for tablet dosage form. Describe

friability test oftablet in detail. (10)

Questioo No3
A. Define Disintegration, Discuss consruclion and rvorking of disintegration apparatus

for suppositories. ( l0)
B. Discuss construction. proccdure and interprctation of disintegration tesV apparatus for

tablet dosage form. ( l0)

Question No ;l

A. Write a note on sterilitl' test of parenteral preparations. ( l0)
B, Write a note on in-viro pfogen test. ( l0)

Questlon No 5

Write a note on follorving test

A. Alcoholic content determination (10)

B. Chemical and biological assay with examples ( I 0)

Question No 6

A. Give a detailed account ofptatistical guality control. (10)

B. Writc a note on different glass tesrs. (10)

Question No 7

Write a note on following test

A. Alkaloidal drug assay ( l0)
B. Requirernents and specification for clarity testing of large and small volume

parenteral ( l0)



A UiJIT/ERSITY OF THE PIINJAB \\:O,,I.IO iNFig. .

g Doctor of Pharmacy (Pharm.D.) Fourth Prof: Annual-202{ 
".Rott 

No. in words.

SuiJect: Pharmaceutics-Vl (Pharmaceutical Quality Managemen$ -1.,Paplr: 5 Part - I (Compulsory) (New Course) Time: 30 Min. Marks: 20 '.."'""'"'""'
t.,-

\ ..,..,..........,,,.,..,.

Division of marks is qiven in front of each ouestion.
This Paper will be collected back after expirv of time limit mentioned above.

.Signature of Supdt.:

Q,1, Encircle the correct option.
Ql. Weight ofthe wsier will be......--... By inarcasing th. EmPclalurc

A) Decrcased C) Ittqcascd

B) Maximun D) C.o,Er.tlt

Q2. Io Krrl fisher titrh.{ric m3thod wrlcr is qon(itatiwly mcaruod by $r*im udor . . . , . .

conditions
C) Hydrcphilic

D) Ascpaic

Q3. How nrny suppositorics slrould bc trken lo rcpcat c.ontent uniformity Est

c) 25

D) {0

g) lneior filchro ofghrg

D) lnL.l J,rfros of 8l83s

A) Hydmus

B) Anhydrous

A) l0

B) 20
. Qa. Fowrtsed glass tcst challenges lhc lcehing potcntirl of,

A) Extcrior stucturo ofglass

B) Plastic containcn

A) 5 ml of0.02N ltSOr

B) 2 ml of0,02N [I2SOr

A) Lcaching

B) Hardness

A) Inor8anic medsls

B) Mincnls

Q.9 Loss oo drying is oxpressed .s ...

A) vlv

B) v/L

A) Qurtity assuronc.

B) Qu.lity contol
Q. I I .BCG vaooin€ is the otample of:

A) Liv€ rsc[uated Yacaine

B) Killcd vaccine

l2}x1=201

C) t0 ml of0.02N tlzSOr

D) I ml of 0.02N HrSOr

C)W.tc'

D)orguicmucr

C) ml

D) m/m

C) Gmd manu8curing pcrclfuca

D) Totd qulity mrnagemcnt

C) Conjugarc v.aciro

D) subunit v.$iDe

Pagelof2 P.T.O.

Q5. According !o USP, the volume ofSulfiuic acid rcquirod to neutraliz€ lerohcd slkali in TyPo

I glass should not excoed:

Q6, Which of thc following is NOT the principlc poblom artas exies in plastlc conainers:

C) Fcnortion

D) SorDtkn

Q7. Which one of&c following not bclongs to the biologicsl ptoducts?

A) Vsccincs
C) Probiotict

B) )boo-tsmplantatior Eoduct D) Iscoms

Q.E h a[(.loidd assay, duriDg pllycrization avoid thc losr of. . ..

Qlo.The prc€ss to ensure the pn ducaion qurtity mecir thc Fquired stsndsrds is csll€d:



Q,l3-{oco.dig !o Arftbt pllattelocit dlo prlrc.d*e diftooooo rop6b for bbkt'
wcigting 250 ng or morc ir

A) i 10.0 9a

D)r7516

Q.t,llouoa,kB $?c of vi*osity b ladepcrdart of tlrs arrornrding onditim

C)AhbYtcodtY

D nddvc vboo.fY

C, lr5 mg

D) t9 E3

c, ow

Q.r2 M@trBhr6 irurod frr....

A) Pyrogro lsrt

B) L.*er E

A) Bamic visutY

B)KindicvirmitY
QlS.Ora d of &icd digitalis pordoe isl

A) 95 h8

B) 76og
Ql6.qrdity crfrd doPatltctrt focrr olt:

A) Procucma

B) 0J0 plr

QrO. Bnhcls o@d hblcar tt.ttu dli&r& irl..
A) Siffrhld h6shlitdo3

B) Shuh.d grddo juk

B) Proocst D) Tnhh9

OlT.Comol chart fd 

- 

a! usod lo rMitor ch"lrtcrisict lh't h0r! dist!fr
i,iul. _o *, t drr{ "g"*ffiir., 

nmrbc oflbwr ln a drt4 numbcr ofbrotar cg3s

C) t lCr ot|rttcdc ts
D) g..f,tyE

c)+r.0x

D)*3.0}6

B) Alrihrcg D) Ptooo&ttos

q.ti, n no*c ti*ililaor, ornry dm trHc.r ill ftora r dis,ro of:"""ntdt'3
A)3 A)3

in r box
A) VsriabhE C) chrrr.&rlnics

B)7 B)7

Q.19. Pm fu of mrutnac rad for *ctllizr{m of WGcdm h '.....
A) 0.3{ pm C) 0.'t5 Pn

D) 0.25 ra

C) Dkilbd tser

D) 0.INIIO

Page 2 ol 2



UNIVERSITY OF THE PUNJAB
Doctor of Pharmacy (Pharm.D.) Fourth Prof: AnnUal-2021

Subject: phamaceutics-Vl tphamaceuticat eualaty lllanagoment)
Paper: 5 Part - ll 1l,tew Courcel

aaaaaaaaaaaaa'aa
i RollNo. ,..........,,... i
'r r r o r r r r r r r a r a a a a a, al

Tlme: 2 Hrs. 30 Min. Marks: g0

Note: Attempt any FouR questions. Each question carries equat marks.

Q.2 a) How the Adr cofisnts rre detcrmined and what is its importarcc. (10)
b) Write note on following parameters of in vivo pyogen rcst. (10)
t) Selection and gotocol

2) l{atcrial and prcparation of sarnples

3) Interpraation of results

Q't a) what are tlre arkaloids? Explain assay of arkaloids arong with exampre. (r0)
b) Namo official and non.offcial eC tcsts for tablcr. Describe $e wcight

Yariation and hardnos test of trablet io detail, ( I 0)

Q'4 a) crassip thc grass marcriars uscd in pharmacy. Discuss thc method to determine
The alkalinity ofglass and interpretation ofresults. (tzt

b) Desoribe tlre levels of cvaluation of eulity care and facton affecting
ihe quality assurance in Industry? (0S)

Q.5 a) Definc Good Manufacturing praoticc. Give its Objcctives.

Explain necessary Facilities for GMp. (10)
b) Defrc syrups and elixirs. Discuss eC tc*s ofsyrups and elixirs in detnil. (10)

Q.6 a) What are dre microbiological assays? Discuss th hincipal and

Miorobiologied assay ofAntibiotics and Vitamin Brz? (10)

@) Define dissorution. Enrist vafious officiat appratus for dissorution Give a
Carral procedure for the dissolution of urcoa8d hbtets and how th.;

R.st|ts are intrrp,€ted. 
(10)

Q.7 Wrib Notc on (05 each)

a) Diffcrcnce bctween quality controt rnd qurtity assuranc€.

b) Alcoholic contenb dctermination.

c) Vjscomet€r uscd for semisolids

d) LAL&ft


	PharmD-4th-Prof-Paper5.pdf
	5PharmD-4Prof.pdf



