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An Observer-blind, Randomized, Active-controlled, Multi-centric Phase III Study in Infants and
Toddlers to assess the Immunogenicity and Safety of SITPL HEXAVALENT ( DTwp-HepB-
IPV-Hib) Vacci“ne Containing Reduced Dose IPV in comparison with SIIPL HEXASIIL.

A Randomized, Double-Blind, Placebo-controlled, Safety Tolerability and Pharmacokinetics
Study of Escalating Single Doses of VPO-227 in Healthy Volunteers. ;

“Bioequivalence clinical study of “Test product”, tablet ROSTATIN 10 mg manufactured by
Drug International Limited, Bangladesh and “Reference product”, tablet CRESTOR 10mg
manufactured by AstraZeneca, UK in healthy Bangladeshi adult volunteers.”

Tepferemyer RIS qUSRGR FRG SIS AP . T

w3 2, ST, ReMGEs Rt RgAITANLE, AT ©, FFEre A=, &, FIGEN R, FICEE S,

B 32 TT3 TS W T o, SHTeIe O SRR BC |

WWWWWWWWWWWWW!

Ve



’—‘F

T BT YoSIRE F(5a W0 AG TR (s TR ey 07T T, wor witdfws oft Clinical Trial Protocol
TS AR TG FICHT @ O &1 So-53 e oJed ceteet <war =i | e Tofey orfraresc fEeferiet Qe
USRI TS TR 5 BFPE T P | AR oot i Seoeft S0 @R

WWWWWWIWWWEWW@«& AT ©, 97, @ FEA& 2-
2 SITwR RS TS o Il

Ty Pre et R Fewe P (R =6

Decision

An Observer-blind, Randomized, Active-
controlled, Multi-centric Phase III Study
in Infants and Toddlers to assess the

Immunogenicity and Safety of SIIPL A FLTHGFCH A FATT FA1 =
! HEXAVALENT  (DTwp-HepB-IPV- i B e
Hib) Vaccine Containing Reduced Dose
I[PV in comparison with SIIPL
HEXASIIL

S| Animal study @ Effective dose Gl FHCS
2@ 3t ot Animal study ¥ @3 A TR
of SRS FAC T
31 Adverse Event 57 casualty assessment
a7 5 NRA & SRITS T30 F2 S0 Srad
FA9 WA
oI Data Safety Monitoring Board Formation
TS 2@
8| FEfeTIE G wieetazeied Enrolled Subject
43 Insurance coverage area Jeit® X |
@I IMPs rer3i® R =T S isomer ©f ensure FHH
w7 Accredited LAB @ (55 T ©f 9@ W8T
A Randomized, Double-Blind, Placebo- wifer F3CS T
controlled, Safety Tolerability and | ¥ Non-clinical study ¢® Teratogenicity study
II | Pharmacokingtics Study of Escalating | ¥R et ot GIITS TE-SAIE phase 1/
Single Doses of VPO-227 in Healthy | clinical trial design 5 |
Volunteers. a IMP A& &fSdT Nauland Laboratory
Limited, Hydrabad, India & GMP % wifRe
FACS A
w! Informed Consent PI fre® A2 T et
Principal Investigator €% Beiffers IC AR
47 203 32t 46T mention FACS T
5! phase I 9 Biological Sample test FAAGT
Bioanalytical Lab &3t Agreement FICS T,

wpa® Accreditation 32 profile &3¢ agreement
Y oI W FHCS A
Qe S AMGT oI A TS TS T

< ot o e e e ||




III

Bioequivalence clinical study of “Test
product”, tablet ROSTATIN 10 mg
manufactured by Drug International
Limited, Bangladesh and “Reference
product”, tablet CRESTOR 10mg
manufactured by AstraZeneca, UK in
healthy Bangladesh adult volunteers.”
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