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FACULTY OF SCIENCE & TECHNOLOGY
M.Phamacy.f_'.-('li?irst Yéar) (Sec'(;;ld Sgrinéster)__:E@.MINATI.ON“ ;
HAZARDS AND SAFETY MANAGEMENT

Paper MQA 201 T

(Wednescf_laj-r; 18-06-2@5) | | g Time 200 p-Im. ._tt;S...OO p._z_z;.-.".
Time—3 Hours.-__.‘“. ._ ; .Maxzfr__?'z.ﬁm Maz_j?;_'s';%
N.B. .:— _{ij, ':.All quéétions_ai*é compuisd.ry.
g '{lii) _Aﬁs..\.ver to the point only.
(_iz:_z:)’ Figu_rgg to the _rigilt ST full marks o
.1. _Sdlve the. .follo.wing qﬁ’éstions - k. ) - 10x2=20 |
(@)  Enlist souréés of cl__le'r.nical h_a_g.z'érds‘
(b) HOWH.__E;.EC.’IC{EHT%S. at workplace can bé_-'é;voided ?
(o) | Whét arg.-_i':ac.iioisotopés: based:ﬁaz.ards ?
Ed) . Define BCD andCOD | |

P.T.O.

X%OY42C252X940Y42C2£2X940 Y4ZC2EZX940Y42C2E2



WT | (2  PPM—08—2025

(e  Quote types of ﬁre’ -éxtinguisﬁérs,
H Write about hazards pf bfganic syn_the_s_is._.
gy What are Lambustzb]egases _‘?"_._(_?_r-ive_.ex‘a.mpl_eé. " '
(B "Sgggéét'Wa?-'-s‘-'il"td}pitiggté'fche@@l | s
(D) What a;tg'_"--%n.ultiph;;sét reacti.qﬁé_ .‘?
{,}) Enli'sf.'fegulé}tidﬁs goye_z_*;ﬁhg che__mical hazards.
2 S{zlveany two _._.o_'f Lhe foilowmg P : ! : 9% 10=20
_‘(fi_}-". DISCLISS in dgt'.__gail.' abouﬁ. Prehzmnary .Hazards Analys_is_‘ (PHA).
-'.(5} _i}iécuss m:f.détail haza;rds based on air and water.
© Wmtem .detai._l _a}:'a:'c.}ut seif-_pi;tjtective ,rriéasure_s against workplace hazards.
3. | Selvg.._azi;y seven,off.the fqﬂoﬁng £ o | - o Tx5=38
la}  What 1s critical training er risk _ménagement ?
(bl ______sz‘it'.,e in Cl_&éil abo_._u.t: hfactory aet a‘md. rules
{c) Write a note .o.n'.:’li..‘herma}:_hazard.s__;- : |
" .(d} | W;ite abaﬁt"iﬁanagerﬁen{: of oxygen displacing gases and toxic gases.

{ex.- Write about p_rqblems a_ssoéiated with natural resources.
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() Write about rolé. of '-i:ti:*oduc_e_r'é,. consumers and'.'éécompqs'é:ré.‘m t-he
ecosyst‘em’. . | .. . -
@ What is c’fiﬁcal haZard 'mall_"aéémeﬁt System 7o
(h)  Discuss in detsil about mechanical éﬁd'chezﬁiﬁaﬁ exp}{)'s.iﬁns.

@ Discuss in detail minéral resources.
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PPM——20—2025

FACULTY OF SCIENCE AND TECHNOLOGY

M. Pharm (Fn'st Year) (Second Semester) EXAMINATION

J UNE 2025 -
PHARMACEUTICAL VALIDATION

_ Paper MQA202T

(Friday, 20-06-2025) | ; e Time : 2.00 p.m. ‘o 5.00 p.m.
Time—3 Hours N | : Ma_qczmum Mafk3—7 5 .
N.B. :— All questions are compulsory. -

i,

@
(10)

Answer the followin_g' Ques_tions ! | 10x2=20
(1)  Define calibration and validati;n. i
(2)  Enlist various parameters of HPLC. |
{3} Writé a note'o.n Re-qualiﬁcatio:i-.'.. |
4 - ﬁeﬁne _IPR
__,(5)- Give. 'tiie differen:(.:e betw‘éezi calibrétilon and. 'v'é.lidation.
| (6) _Wme a ahort note on patent mfrmgement
N Wnte a short note on SAT
__ __{8.). What is ICH 7 lee its functmn
, .Deﬁne OQ and PQ

Define 'revahdatmn. lee'.the types of validation.

PTO.
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Z Solve any fwo of the follbwiﬁg EoOW | - 2x10=20
(1) Define process .vélidati_q;};': Explain the process validation of capsules.
(2}  Describe the inethod__ vahdatmn _ﬁéfameter's' for a new analytical method
as perICH gi}éde'iihes. - N |
(3) Dgﬁﬁe qualiﬁéétion. Expiain different phases of qualification process
of anal},ftik:al equipzﬁént. |
3. Soli;e any __s_e#én of.t_hé followmg.. - B ¢ a 75285
m Y_Vha‘s is FAT .‘? Wr_ité- its i.rnporiance.
2y | Wha’_s._ ié C}P and bow is 1t carried _ﬁ_oﬁt ?
@ Write a b;i_ef note on 21 CFR Part-IT.
(f_i)_.-'-_""ﬁ’rite a note on_'x}é'lidation master plan.
(5) Hp}v.i Indian. péﬁent 15 .ﬁeid ? Writé detailed .procedu_re.
@) - Write a note on Media Fill validation.
_(f"f)'“'. Hoyvi'%ill you_.' qu.aiify\.(.iis's.dlution téét apparatus ? Explain.
(3) .Write a._deja'f.a.iled not‘e-. .on co;n_pﬁter sys_tem validation.

L) | Writg__"__._'a’ short _n_o'té on process validation of coated tablets.

QW]
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FACULTY OF scIENCE__&- TECHNOLOGY._. o3 .
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AUDI’I‘S AND REGULATORY COMPLIANCE

MQA-203T _

(Monday, 23-05-_2625) . B  Time:2.00 p.ﬁ;. to 5.00 p.m.
Time—3 Hours o B g Mazximum Marks—T75

| NB — (D AEZ.Questiqn's are comp.ulsory. | |

(id) E 'Answer' _t(; the point only. |
(_i_iij Figui‘éé to the-.ﬁght _i_n_diéé.te ﬁﬁl.f};n.arks:._-_'”—"Eﬁ:-
1. | Solve the following : | ._ ' 10x2=20
| (@)  Define Audit. | .
(5) - What is quahty system approach 2
(e) Enlist four regulatory agenc1es in the world.
(@) What is CGMP 7
{e | Enl_ist objecti\fes of audit.
) E Give the 'dﬁfies and respon_s__ibi.lities of quality auditor.
(g) | Wha_t_.i's critical 'é}’stem.?
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2 )
(/) What is HVAC ?
€3] What is clean room ?
» Give adv'anfages of __.te.chnolo_g}j;.-fiansfer.'  |
2. Solve any _tw_d:..c;f th.e__.:"o.]'}”éwingm: : : | ) | 2%10=20

{a) Explam audit jaroce.sst:i.n dry production area.
&) - ¥ t*iscus_s : iﬁocess | of -'aud_it m _Iﬁicrobiolo'gi cal laboratory.
| (_c'). Tis _(_31:1.55 I—IVAC .syster.n : m ﬁharmac'eutical _inaustry.
8 Solve any severz"-':(;f. the fo']l'aﬁ*ing : g Tx5=35
(@) Explain manggéinent respbﬁsibilitieé in audit process.
(.b) __Eéé;uss rql'e -of ETP in pharmaceutical industry.

). ""’What 1s ".extern_af audit ? Discuss 'éudit qu_e_s'tionary for. solid oral

depérfment._ o
(d)  IDiscuss CGMP in -'_pharmacg_utical indgétry.
(_e)'_." | I}is;usé audit fo; Water__for injection.
3] ___Dfiécuss audit for granﬁ}ation _department.;
(g} " Discus_s éudit pro_céss for qué;lity assurance and engineering department.
" (h) Explam qualitzjf. assg;‘a’zice fzm_(_:tidn.

() - Liscuss the steps in planping and corrective actions of an audit.

]
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FACULTY OF SCIENCE & TECHNOLOGY
._ _Eharm. (F1rst Year)- (Second Sen_;gster)
EXAMINA’I‘ION JUNE, 2025--' _
PHARMACEUTICAL MANUFACTURING TECHNOLOGY :
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(Wednesday, 25-06-2025) o Time : 2.00 p.m. to 5.00 p.m.

- Time—3 Hours = . _: "1 i Mark_s—%TE

'N.B. —

@) Al questions are ébmpul_sorj};

(i) Figufes to the right i_n'd'i.cate full marks.

_'_'Answer the followi___n_g questiohs ; __ _3 10x2=20

@

®)

(¢)

2]

{e)

Give the sfinciple of asept._ié.'.j:)rocess-\- téi:ﬁnolog}f;
What .are the t'.o.cls used under PAT to qq_nffol quality ?
Enlist the :problems.éncounte_:fed. in c_o.ajti:i.ng technology.
What are the___jéiéments _of QbD _?  |

 Distinguish between SVP and LVP.
Wntethe role-_af fota graﬁulators.
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(g)  Recit2 vari_aﬁs t-ype;s"of plas__ti:c' used_j:i'jpackagj.gg;

(h) ’ Give the pnnmple of aseptzc prpriésé techgglogy.

@  Enlist the:.;iic-ensle_ _r_'éiciuired: | for API mdustry

0 _E:{;}is:i: the jmblems occurred astablet dgf_‘e_'ct in cqating technology.

Answef.;e.xny tz,qg_'-{-éf the folibﬁing ot | | 9%10=20

(a) ) Explam in ietall sterﬂg:..‘p;c;duct__g}é,r;ufacmr_ing j;,echnoibgy in view of
._..ax.'éa plannmg azl_c_l_ ."_é'hviron;ge'ﬁtal coni;rol, chgnge room, utilities,

© engireering and. maintenance.

£ 5 Dés’tribe q1,a_1t} control of packéging material and filling equipment

as well as -evaluaﬁién of stability of packaging:-méterial.

___(é)' D_i_s,éuSs m@ﬁét:tu@g.ﬂaw chaﬁrt"and IP_QI test for tablets.

Answ'_e’f any sgde?z of tbe.'.fcllowiggff" g . 7x5=35

(a;) Exp}aﬁn asepii'c' process -"technolqg'y in suspension and emulsion.

(b) Discx:ss_ QbD approéch for excipients.

__[c‘)" Desc=ibe different kinds of seal_iﬁg techniques in pharmaceutical

industry. ..

[d) Wri‘_’céf.:the pr@__c_edélre,for. (dispatching of records and scheduling.
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¢} Write in detail about Gesign space and control space in QbD principles.

®  Explain form fll seal technology TFS).

(g) Discuss in detail eqmpments s m D éi‘énteraf "rnanufact'ﬁrin g.
(k)  Bsxplain spheronizers and mam*nemers in non-sterile manufacturing
pfocess technology. o

Ly " Describe’ prbﬁ:es‘s'.-".ziutbifnéfiéh" in maﬂufactmng of sterile éemisqli&s.
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