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GUJARAT TECHNOLOGICAL UNIVERSITY

Diploma Engineering — SEMESTER - 6 (NEW) - EXAMINATION — Winter-2024

Subject Code: 4360303 Date: 25-11-2024
Sl_JbJect Name: Medical Regulatory Affairs
Time: 02:30 PM TO 05:00 PM Total Marks: 70
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Attempt all questions.
I\/_Iake Suitable assumptions wherever necessary.
Figures to the right indicate full marks.

Use qf simpI(_e calculators and non-programmable scientific calculators are permitted
English version is authentic.

List out the agencies handling regulation of medical
device according to the respective Country India,
Australia, USA.

auzd, vlizziRag, 1305t 2 2eifia Aoilafl Guszoit [Assd =2usn
524l Ao, Fauasdl Aer-AliAl A il

Draw organizational structure of CDSCO.

CDSCO-, qosAAS W] EIRL

Describe the concept of medical device safety and risk
management.

Ao(lofl BUsE HAUHAL AR S UM, AL AL WU ARt 53t

OR

Give roles and functions of regulatory agencies of
Medical device.

dlse il Fam-Astdl Sisr-=ilaii-t opfst 247 5UAL 20

What do you understand by the standard : UNI EN
ISO 90017
AR HikE: UNI EN SO 9001 £URL g AHsii €917

Define BIS. Describe Environmental Considerations
in Medical Device Regulation.
BIS A carvufid 53t dclloll Gusa@ Fran-mi wiazgla Fruguaiid
g 52
Differentiate voluntary and involuntary standards.
23 [Re9s 2 ARy HREU-AL AT dgtad UL

OR
Explain laws governing medical device and governing
bodies in india in brief.
otz dAoflofl GuscRL BTt daras Weli HuLlfRid s3dL sprerelie gsul
AR S5
Describe Critical elements for regulatory attention.
(Fraa-istdl La- WE Reias dcdidg i s

Explain labelling and technical requirements in India.
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Define CDSCO.
CDSCO - care1[3d 530,

Compare pre market and post market scenario of CE
marked medical device.
CE [Rulead asflo{l Gusziatal o1mz USEL via, o1z Usdlal 24l 4@l
5%l
Describe product registration process in India.
MLzAHL Geulea, ARl wlsanrd i 5.
OR
What do you mean by standards?
HUZBLL Hi2 AHLEL 8 2] 897
Explain the role of distributors and subsidiary bodies
in United States.
RALH2S F22UHI (A5 2 Uaisu-l zizaniicl ey[#Hsid A 53t
[llustrate process to obtain CE mark.
CE ML Haal HizAl wlsai- adi vl
Define medical device regulation.
acilo{l Guszel [ el s2i.
Enlist various bodies in European Union (EU).
1zl 4l (EU) | (Al dzaiotdl gl vam.
Enumerate regulatory requirements of different device
classes.
(AlaA Guszm o0l AAHASE]L 2UALASALBAAL 2001 570
OR
Define CE mark.
CE [zt carvailiqa s«
Draw and explain Stages of regulatory control.
[AAHASIEL [APAABLAL ABLESLDAL 2131 DLt HHMAL

Give classification of medical device as per CDSCO.
CDSCO Howo1 doiloll Gusil- ao{ls2e 24l

Describe medical device framework in India.

M1RAHL Ao{lofl GUsERL HIM LA ABiA 520

Define GHTF. Enlist member countries of GHTF.
GHTF cvlid 531 GHTF <l 1o 2l el 521,

Explain the Current trends in use of standards in

medical device regulations.
dollodl Guszo FAHIML HIRPAL GUALSLAL AAHLA AARLL UHMAL.
OR

Draw phases in life span of medical device.

As{loll GUsBLAL DAASIILHE ALLS512AL ELL,

Which  innovative platform is launched by
Government for regulatory facilitation? Describe it in
brief.

[Aanasidl »lam Hi2 12512 el 54 4dld w@esid 23 s7UHI
DALY, €97 A, S5HE Al 530

Define FDA and EMA in detail.

FDA 24 EMA alazdiz carvaifEd 53
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