G@fEBe R & @-y “

wfefae A
TEAT TS TS

CIRIA, G b, 039

afejeeTreal IR AP
Y @ AT Tl TGN
Jg ] [ormt
BFY HPIE-> A4t

2 8¢.00,0000,53.8%.005.33.509 SIfFY 1 85 (312 5831+/08 (F 303

MIBE]

fR¥: WHA (World Health Assembly) Resolution A67/32 SR STY 2P
SfRWRER Pre-qualification &R A6 Pharmacovigilance, Clinical Trial
932 Lot Release Indicator 93 Ik IFEIESII TN FIF ACH @ TNRFT

Function €3 S0+ |

WHA (World Health Assembly) Resolution A67/32 S+PIIt 838 ¥
wfAMYCRH Pre-qualification S&=s 438 Pharmacovigilance, Clinical Trial 432
Lot Release Indicator @ I FpIgeica 7 F17 @y fVaffe = germm
EHIEIGIR

(a) Pharmacovigilance:

(0) TR IS EIeR T Frey JHMeE FREw 932 oqomeD,
FESIR R AefReiR, Ay =R} Afme @« SFEa [
AfSf@ SMTFeR T 9T O} @R vy Rawe gt dfefan
ATRAHA @ [Adverse Drug Reaction Monitoring Cell (ADRMC)] *19<
G

() B¢ AP SfImMYR GO FINCHISGRy™ o3 A2 PR I
FAEISTE™-93 el AEAN IFN AAfBlem I @3qe 7#HE
BIFCRER (stakeholder) && 3TeAZ SFpRe I TS TE™
FRFT AfBET FHE;

(ade)
ﬂfﬂ' : I br.o0



9%

JIETITA (TS5, WSS, T W, 0D

() BT, TIFH ¢ (AT [CSIIER AN LT GRAMASIANE SIS
AFSII R ST Safety Data 432 sigfrs (g7t aifSfeam (Suspected
Adverse Drug Event) ™>I(F #3012 39 9 e aiferm ¢
©2 ToATE (27 IS 23R,

(8) e @Y, SIFLE 8 GFa fGeIsn TAm=dial, SNwi+FIa @

ARG IRE @92 goqmeey AfO9PTRE Focal Point 1R Soy&
ez #i Rt S 23,

(@) TICIBIR IYHF e 37, SHIPH ¢ GfSrea o1 TeAM=IA
ST SNV ST AerReTosIq AfeDE [ o3 @ &9 834,
I 8 (e fGe133 «F Safety 92T Efficacy-a9 S5« Jf4e Study
(Phase TV) ifswiet st gfer@me o s Ao auiq sfce #fif5w
T [ SpTite AfowipTR 2iferavd (i SfRcse 9y AF;

(L) 8TY ¥ AV APeT 7Y, ©OIIFHH 8 (NG(Pel [ToI3 TAMFBIR,
SRR ¢ JeRaresIA 4TSI Good Pharmacovigilance Practice
(GVP) Sifll Afqwedq Sl@w Afpem 303 @32 834 o wfanes
8Fd, Ty ¢ e fTores @3 fgs dfofem siwm [elb
Marketing Authorization Holder (MAH)/834 2 wfanes =k
(PR & “BIFRITIRME N SATFT IEFT 22 IR

() Rfew wweifes 2fed @+, World Heath Organization (WHO), United
States Food and Drug Administration (USFDA), United Kingdom
Medicines and Healthcare Products Regulatory Agency (UKMHRA),
Therapeutic Goods Administration (TGA) Australia, Health Canada,
European Medicines Agency (EMA) €32 =37 wigeifes i=q
AFYBIY A IAT I9F 33, GeLH @ e fTeieA @3
Safety "i@® RI@ @wRNFS SHA=/SHENG/FemeT Sgal 834 P
MR I A7 FRE | Ao (@fFe Ffod 894, fF= 8 (Jewa
fSors 834 fawmel 3% (Drug Control Committee) F$F FeHIRAALT
GGG O 1 ARE; @2

(b) IM @9 334, S ¢ (e Toizn SAm=wisl, amifasial @
s FdEw SAfFpe 9 3@ 93 Ffce L 77, O 230 AIER
AT ATOVIR FAZEM ©RA 8, ofFhm ¢ (e fuiss «s
GG/ HL AR AR Iifow/ifon e MR




I (TS5, WSS, G e, 0D 5459

(b) Clinical Trial Oversight:

() (T P 4T (@ AR PO ToF fFAere G @LAr Bio-
equivalence (BE) study @Rl f@f<yiel GRel GBI ®1=l Contract
Research Organization (CRO) “AfRGIEWE &« ICIHL  FOA®-9F
S 939 SO 3@ (RF @FUE ACIFL Clinical Trial ®I=t
Research ST Bio-equivalence (BE) study 3919 9% SIS Good
Clinical Practice (GCP) *12%el23q 2l RFS SFEIOF ATy 72F
ST R g Y I SIS =T S Ao S 23|
Clinical Trial 12T Research ®12T Bio-equivalence (BE) study #3012
TG S SR PR

() e G @ (Clinical  Trial  Protocol) @3¢ &=
SIAALR/ICIL FEAT T SCNUS 23(O 3(J | 2AGTIe FLTNE ST
AR ST 230 379 ANPH M/ FEAFCE fifweid
QINIZCS 230 G2 SO 2479 RO 23(F;

(©) AT EFOTR SIQT *IEReT ST >R w1t B eR.e. wi2: fFfare G
PPN RS 5@ e SHF &1 Good Clinical Practice (GCP)
AT T 2R azet T 23R,

(8) DU TP ZeE w_*iz [ =y emE Brfeasf
(CGMP-Current Good Manufacturing Practice) 3Gl SPRAFIT
TesAvq 09 2301 Investigational Product (IP) W20 Investigational
New Drug (IND) 9t New Chemical Entity (NCE)-a3 (P19 FYAT KA
PR g eI 9k S g0 3fce 23;

(¢) T G STl SR¥aeF RN (@ < =N 230 I 2P
SRVY/ARICIFR TE4T TF fFiaere G ey AP 9t
FASIR IF 0o ARE;

(b) ff7Ie GIRIET Sie=aRasIAMA (Participants) S8 ST N=rsiet st
HY YW G fBNpe Qe ARG o9 $9S$  Institutional
Review Board (IRB) ®I2dl Institutional Ethics Committee (IEC) 194
3f7t® 231 TF Institutional Review Board (IRB) ®I23T Institutional
Ethics Committee (IEC) 834 2P SRVIT I SIS 230 23(S;

() SACSFBOMAIE (NEHIIT 2CIF WA &) 874 AN SfAAYCIR SCH v
I IO 2@ G SLHARIAFIAT 96 200 L[S (I Al
A ¢ RO & RO (@0 (Fea 374 2T SIfANEE Seeav=
429 S 23R;

(b) f@feeriet GIRTCeT™ 319 Adverse Drug Reaction (ADR) ST #M4-eifefean
Afyefre 2@ v 9] A SAeforb ke 839 e
GfMAAIE RS R @32 =R 9] 2fFene et Faene
TR ofewe @ faeiet fane afsrm fRafre 834 o oifimes «g
5 (o 3T




Sa5b JIETITA (TS5, WSS, G e, 0D

(>) Rt vy TR T+ 2300 oY Tl G RFT o2 o=t
SIS (5T (data) @IK 2N SRR SRS owiw I AR,

OR S AP @, G (Feg [{Fiee Bife sAfipremt s [om 230
iy GIRite 2ff® (O6T (data) (SRICSs SRR &=y wrsei™R 92§ b
SIRANPIARE =1 v 0o 2111

(50) BTY AP S T TYERN WA QYA (RCH T S (@
Fr6-GI¢ f@fa<rel Ge (Fast Track Clinical Trial) SHNYH FfRC®
AR, @32

(5) 1573 G2 FAf79Ne SRS BB GIRe H2FT ATGAT IS SAA TS
e [Rifie o2y 894 o Sfimex @3 96 (o FfHce 23

(C) SR &5 RYSF= (Lot Release of Vaccine):

(F) 0 TS @ SIS 3Fe eI SiF (Human Vaccine)-99 &6
& Fad M (Lot Release Certificate) T3CIRR F$o0w A6 2309
A9 R0 23R

O *S AMF—

®) R =y ey 9 fA-rifereize v3r wifesistas AR WA
MARAIRFS SIBCER TAMFFIA (MR (Country of Origin) 16 Ry
SR fofers b fiferer w4t W3R,

(}) TRICHR T O F2RA G 92R- A Refasee < ifwe
Aafors @ e Srelie =6 fKfere staw ewi= 341 T2,

(o) o7 @, MEE TS U2 JRE TP AT Koo i
MIGIB FEACHA g Sesies o6 ffere o @ e
SIFPN ISIGTO/ARIRAR I A3(E; OF AFIO® a6 [fere Fam a2
P 23(F; 93

(}) @ TATTUS S SMIFe Ssiae o6 Rygeac @ ey
Y 63 (@IS (I CRGTHR A1 @ R[eaael 51w a2l =1 A2

(*) Research 911 Gf&eT® R &= AfS A0 ©piele srmifag oveg
a6 Y@ TR 2AG 230F 1 O EI3CHCG ST e TIeIie
AT R 2209 TS o (NOC) 474 FH0S 2301

03| YA FEITHI TAUALCH TIAPS @ AfoAq ST 7 I 0|

(18 Gy P
wfefde A (874 A*P) |

IR SR R, ToIRbTeT (Soma), I T Jellerd, (oerin, bi T I |
AT @ P!, SAoifAbieTe (SoFifba), IIETOmT I 8 a1 S, (serils,
WW eI | website: www.bgpress.gov.bd.



