R T ——

SloGTOR R TP
FTY ST AR
894 S, TR, DIFT-5DR
www.dgda.gov.bd

T eIz AHiRE MkA-205¢ Wmmmaﬁﬁr 8 Y Qe

gﬂmmﬁmmﬁmmwwmﬁmmwmg@ 3

51 Agency Agreement-<= A

31 Free Sale Certificate (FSC)-aa =11
o  Product Dossier/Brossier

g1 TG SRR T |

ﬁmgmww«ﬁvw
51 Agency Agreement-« 3 | 5
51 Free Sale Certificate (FSC)- 33 |
o1 EC Certificate-az Rt |
g1  Product Dossier/Brossier
el @B{ﬁfﬁﬁwaﬁsﬁmwepoo/-ﬁmqﬁvmﬁmw
(BT (TS ¢ $-395¢-0000-3649)
Y exf%ﬁmwﬁmm%wm«ﬁmmﬁ
(DT (FT© & 3-3399-005¢-00d)
q1 eI s Application Checklist (Annexue-3)
pi o CUGS R FOH |
51 %ﬂmmﬁ,m@%m«ﬁmmﬂﬂﬁmwmmmwwml

B R %wwmmmﬁﬁmmwwmwmﬁs

s1  Agency Agreement-« 34 |
21 Country of Origin-«% Free Sale Certificate (FSC)-a= % |
o BU-3% @ o e, USA, Canada, Australia or Japan &% & ¥ % o Free Sale Certificate (FSC)-<# 3
s, e Aw/~wenea &= EC Certificate-4= F
¢!  Product Dossier/Brossier
Yl @ﬁﬁrﬁswmmwmoo/-wﬁm«ﬁww
(PFTITTR (T 8 3-395¢-0000-3b49)
q| ﬁ%mwﬁ@m%wm«ﬁmmzﬁ
(BT (FT© 8 3-3399-005¢-0933)
w1  ¥UEESRd JEEge Application Checklist (Annexue-3)

51 CIGS AR T |
ol BHARTE GO, IR (F m«ﬁmmaﬁﬁﬁmﬁ@mﬁﬁmwwmmu

o foeiaet AI1%E MR &Ry &P wfeEd e %5 (www.dgda.gov.bd) 4 Information Center-ai5a wrer Guidance
Documents-4 TASH! SR | ATHTEIH BTG T A |

Wm,ﬁmwm%m,%m,mﬁmﬁmmmmmm
Wm@ﬁﬁmwwwmu

+ V g3




R 201 go cftren ReRoR EReEm e e Rzaie verrss wike 2ice 28w 8

S1 SIEMS /TR & IREIC TOIeT F$% Fenifis Free Sale Certificate (FSC)-aat w72 1
R wafrs «m/venreR e EC Certificate-«@ s |

O IS An/ATR T8 IR (reet (et feeienfh qreets 2 BRIF e |

81  Detail information regarding any withdrawal/market recall initiated by the regulatory authority from the market
for any reasons in the last two years.

el TAGTRE fF e Rrsme fF 3w &Sl “tva o= (¢o ,000/- B #fTetym 5 = e
(BT (ITT § 3-93¢-0000-5bb0)

b1 el ot w a7 ve % ot Aficetees & o oo
(CTIITTE CFTE 8 3-3599-003¢-003Y)

q| WW/WWM(@@)I;‘

& o T 0 ve citre erRes RRmE=RR SR A e st wike #fos 28w ¢
S SRS AW/~MTRR T IR o F$s eniie Free Sale Certificate (FSC)-am e |

31 EU-9% @ @M o7 w1, USA, Canada, Australia or Japan <% & G @5 c7ee Free Sale Certificate (FSC)-aa
TR0 |

o1 EC Certificate-az s> 3f3 |

81 IS “W/=MeTR T 7ot (eet (Nt foeieatfh Jreraems < aid Sifea |

¢ |  Detail information regarding any withdrawal/market recall initiated by the regulatory authority from the market
for any reasons in the last two years.

b R % e Reane & 9w e wima o ¢o ,000/- B Aiffvetem B o v
(BIFIITAR (T 3 3-393¢-0000-3 Y V)

91 oS o T R @@ 3¢ % ot AR 5 o s 0t
(DI (FTE § 3-3599-003¢-00dD)

vl TS oA/ g T (7R GTF) |

vy &




Annexure-3

Application checklist for permission for Manufacture & impsf# R
devices

Complete application has to fill in clear manner. If any data is not relevant and
applicable,please enter N/A (not applicable) .
Annex details wherever required.

Sl. No Details comments Supporting
Documents
1 Name, address and communication
details of the Manufacturer /Agent in
Bangladesh
2 Authorisation letter of the Authorised
Agent
3 Name address and communication
details of the manufacturer
4 Are the products already imported in
Bangladesh, if so since when
5 Name of the product, including its

generic name, if any

6 Device class and classification
system followed. Attached conformity
assessment certificate.

7 Details of the Conformatory
Assessment body
8 Since how long the device is being

used commercially? Has clinical
evaluation and safety issues been
addressed for the device?

9 Principle use of the device

10 Is it a drug-device combination?

11 If the above is “yes”, is the drug a new
drug

12 Is it a kit comprising of more than one
device?

13 Sizes of the device

14 Is Device Master File submitted
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Short description of the Manufacturing
process

16 Procedure for sterilization

17 Procedure for release of the Device in
the market

18 Name and qualifications of technical
personnel for manufacture and quality
assurance

19 Layout plan of the premises
accompanied by the‘floor plan.

20 Details of QMS and:manual

21 Is the product tested before release, if
yes, submit details; if no, specify
criteria for release

22 Has the product been withdrawn due
to any reasons? If yes please specify.

23 Recall procedure to be followed in
case the product has to be withdrawn

24 Names of the countries where the

device is exported.
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