


Affder Ui

RORB-0C




TR, SFY e Sfimes

TRVl AT T, (3 AFOR @, AR, 871 NP Afwes
T3 (13 JFH-SF-34w, (@25 B, Tyt Gior G SRR
(G=TERIaT) |, 8FY =P Sfamaa
SO SR, SAAIGEF, 87Y &¥IPT Sfme
13 e 2R, TorifoE, 894 P Sifved
2FH @O, T ARGERF | 89 e Sfmes
T IFTOAT IR, ST SGRATT, ST 2T (e
OISRl WL, ST4 TGRURF, ST P A WaT
(13 FINF TP, TP ARDER, 874 P S wes

A FRAPIOT 87 2P AL FHFS @ FIHIRNGA |

AP SRR, 030



T. (3 Ao @I

ToelfanETe, T @fS B, T Giot FCEE SR ToelfanEe, e e ARG, T

(@fetasT) , mory




NIRRT
SRRLILI R
ISR IEIRI
B0 e e
RSN
oG
o
RN =



7Y ¢ AR F19 T, TYERT KO @Y P AN FEP 2038-203¢ NLIRE AT F@w Al
Aforame A GF RS 20T | 92 SFHAIT 2030 SRd @R SIS SRR CTodHe RO FE F93 | 9
i afetame TRl SR AfodieTer, TRl ¢ TaRmRel fNForea AMHIR Tt 2o [fey Sxamyre
FRAFT IR BT P LTI FAPC 8 TS TP (AT TN AL LI LRI I 0 0T SN ST
R | STY AT ST @ T TGV 8 I g 87K, S, (e fTersst, MeGitiebarem 8 (ferrioe
FCAGI GF TRGIR '@ TR widt T e wiRkg A T GaR Tg CRR RO S{me @0 SR | 5511
BTG AZPTR GHPS 6 AN B "8FY 8 TGP WZT-200’ LA© RGN G YN FIGH WS (I
20z | WHO Maturity level-3 listed Authority RT3 S@9e 26R &) « SV @0t et 363 A0R |

(AT A1 TR G o5 8 NPTrs SF<E TereTers! 8 A 31 o Face 41gy @ #IF-[ I J@oreTed
T (RS TOPRHIF 8q«F Tror oIl (National List of Essential Medicines) RERPWMEFICER F16r
T T AR AR TS ©F (6 B FHS TRCR | $9¢ qR (e T2 srmif-a@ifa SR
sfeR=Tel, 720l ¢ TIRMTS! FF5® TS « M TSR TG ([@C FHF COIPFO ST G I 1esret
20T (NSW)' @M 5] 41 ZCACE | JRECHH TONC ST 8 WSRO deofba ofss moer 8v¢ 7@
FACR | 7S SRR (WG el A e el for zrem @i B, A (eea widtafoss Tiace @ S A |

BTG P WM Fe Ao Frew AR @ KR (o Fieem egfoe Fmr g | Koy seiwem wa
ffire qrereTeFe SCeR WA AT, T, (D6, AT-EGEOC, FCORFe, PRICT 87y Teome, e/
TR SPICH N W [l SR Y[ ARTR AW TNTe 756 FIHTA PRGN WRFEFSOCT (-0 47
TR | @ TG SR TR it @ Sfimes [{ifeq R sitawes 3T ameeiy seeeaive s/ ¢ o
@ fdifare Il 7, ©2F emeaiat siFsne sifFs!, ey (&=t Fieas B, Terra Sacys i, Hibee
1o, ©TW YR ST TP el RACR- AN AP GATICA SAFICI JCT S [T e |

AT ST 20%8-203¢ YR @ SFICF A FE T4 P SAAS FHFO| ¢ FAERR SR S
SRISIL

@@, @t (FTRAE (i)
it creenfes 2
fAeMEEfT (gen2e RN, wEifE)






TSI

FNIAGTSRT JIECHCR FRIUER S (F), S¢(T) € Su(S) (A T JRATHH TIFE FIEFA YR AW e
TR FICE 2 S2pToqm | TS AYERT AW &= AT oy, fFarem ¢ FEFa @3¢ | iy, fFarem e
FEFT @Y TeAm, Srwife, F@if, ey, fieae ude 8904 [@ifes ar9ed fAFoe Fa13 @94 T SIfved «F 24w
TS | @ O Y A TRY IS S S 89y iRt FeUrEa off FiRHAT (retad @9y A
e FIe FC AR, A F0d Y #AfeE1 DGDA @#fs FFF (Functional) kgl Rewa qgfs = w7 | ate
IRFCACH TATTS @74 8 SIFOICAR (AT '8 WEHIN6F ST 2RI I #I1T |

TR O ANSTR SR [fhe TH0e IR F93 [(fon (@RI WGH FHITH TSl 8 GIRMRe! S
AT AP MHFHOFACR Ty = SIHFR SN R I AR | S P AT oo Ix@d S Fae
G Terolty I-ATelire ©2F SRR SSLTy 74 &+ Siimed dfoqed e aforan e @ AT | @]
RIAIRFOR 0%8-303¢ T TR FTY P TS O FAFLA eiforane o ¢ M T4 2R, 4T 719
GF IR IS 75 FAFCTH S eFIS efSanee TBYe: Tl X |

AR T© [P eyl Sugfig srepiReeR s sfimess siwten Afifhe afsfrre Ifa sz |
TRRGER NEMER b T Siefaeel @ SR AT AT AT FHFS] 8 FAo[AIW ¢ 1T Fes
AT 0 SIPTCR | @ ARSI 2038-203¢ NLIRCRR AT , e Fer, o6 TRt S, QFGErer e
GBI @14, FATSHT TG TG, O eYfea 929, @ AW AT Sifere A=y, Aae! ¢ fwias
TR R ST ARRPFAT FRTHC O <R AR | NN 2T @ T *14i=1 2ir=iif* S=peia (s elre f[feg
S G ARSTRACT AT FT TR |

@Y PN AW G S efSTan PIC! I ARE" Tng™, A= @ AT 7 FHeegm G REE
20O A | Y TRHT AL TR (R WIoA FAMR | AfSTame 2orrw @ &0 M sTerafrer, Ao Mo @
SR e GF G TRIAARDIE A &S e Fows! A TR | AN (F S0RIFS Be “Afeeio 2T
S T SR e AT TR | ST @ (FI ST ANCAGAT @ 2R (5T S Il F(F SRS A 8 I
SPTIIR OFTIT A2 |

T, (I3 AFOF R






-4 (-
&4 e e dl[dar ][5 @ DI 038-303¢
Afoeia
N e t
S | 03
3 |89y e Sfimata AGef @ 2w 0d
© | 89¢ 8 PG LA - 039 od
8 | 8Ty NPT SV SweT ST o
8.5 |84 e SAMECEE NS ¢ TS G S=yif oR
8.3 [2038-203¢ AT G AT 09
8.9 |EICES S A= 09
8.8 |« Iy Awe Rfacay 09
8.¢ | &Y PN AMECT FHT© G eif¥rel T o8
¢ | eFd epieT sfmetas S 08
v | Fifbees st ot
q | euy e Sfimete Frare a=er afg 04
v | eF epieT sfimen S Koy AZeE o 04
5 |2038-303¢ L IFF €I P SV [feq Cwra Sifers ey ob
5.5 |99 Triwea Il SE @ i ob
5. |frcTE @3y Termees el ob
5.0 |afrenE A ob
5.8 |THEE FCGE THRCIGACT WSS AT THroel ob
5.¢ | WHO Maturity Level 3 (ML3) hYo)
5.¢.> |[National Regulatory Szstem (NRS) »
5.¢.x |Registration and Marketing Authorization (MA) R
5.¢.9 |Pharmacovigilance (VL) TR&® S R
5.¢.8 |Market Surveillance and Control (MC) 38
5.¢.¢ |Licensing Premises (LI) 38
5.¢.Y |Regulatory Inspection (RI) o8
5.¢.9 |Laboratory Access and Testing (LA) N(q
5.¢.r |Clinical Trial's Oversight (CT) bY¢e
5.¢.> |NRA Lot Release (LR) o9
5.8 | 39y famge g WS *fe=meae Sbr
5.9 | Bl RN SY e+ PT SIMETRRT (AI15 fFIcasT ST goe Sor
By | ISt fCeIReR @fErg=H awiw ¢ 31 fazge St
5.5 | @ifeT I Fvewcs Tree TG @ Aree @R =1t gom b




—_—Z [
dl[dd 4[5 @/’T [ 3038-303¢ et e e

g

= i l
5.50 |87 oM SfH&ET Antimicrobial Resistance TREE TGN )
S0 |2038-203¢ FERRE B P WHeT Fe ~IfpiTe oy Ruxa wfea R0
8 | 9FY 2P Sfimed FEF 2038-203¢ Y 7 TS TS 30
%5 | 8Fq TR @Bt iRy Q9
DR [GE 03¢ ST LU AMEST FEF TPFO (T OGS (B Gt TR TR 38
3 | 8FY AP SRMETER WO AR TS 38
5.3 |205b-205 TS 2038-203¢ WL I-F T ! G TR FAACAT P ARPRG 38
3R] [05b-2055 TG 2038-203¢ I T&T K@ “AfATFS FICE AR @
5.0 | 205b-2056 TO 038-303¢ WY BT A4 TS ST EEFIA FRAAR TR PR (GF T Afvier) [ ¢
3.8 |gri IG, WGEEE (16 ¢ (VRIZT (6 MERFS AT K790 2038-203¢ WL I W
3.€ | 20502055 O 038-03¢ AL T 7E ACIIFO AT P AR Y
Y | 205b-2055 F(E 2038-203¢ T I=F #HE AET AMCIT OHTTF AR WY
saq |20OY-R05 T 2038-20%¢ =g qe oS < 8 e e gt (G5 =rREbaite @ffe extd TR R9
O AARPRI

S [205b-2055 O 2038-203¢ WY ITF A48 T FCGF RCA0A 39 AE T = ¢ Reeet @7 priarFre ~forae| 4
2038-303¢ ¢ I%CF @TY T Ty W CPP (Certificate of Pharmaceutical Product), efe 2™ R4

o3 Form-10 A, GMP (Good Manufacturing Practices) 50, FSC (Free Sale Certificate) €% AR
.50 | DGDA Alert Notice b
30 | O Sk IR SRR AR e A o
58 | 8T NPT ST WS STV Sae SRGN 9o
8. | AT elf¥fERe TR 2038-203¢ wo
38.% | fRTAr aiférre FfET: 2038-203¢ N
58.9 | Assembly of the Members of the South East Asia Regulatory Network (SEARN) e
3¢ | 3Ty eI YA 2038-03¢ WY IR ACEH obr
T T WM 2038-3¢ LRI 0G0 85
S |G oMt FRfGwe 8%
Su.Y | SBIGIET Gt MRGIPR @@ fRfvew By (ADLRS) 89
Sv.2 [ADLRS Fiosafs @R MRS R G T2 AR 41 AR 88
.o | FHfGrEs s 8¢
S8 | Sfern fife wiesl (9 =) 8¢
do.¢ | ZTHACTE @GR @ complain box 8¢

NURCEN DTS 8Y




—r > _ -
et epr e dl[da “[5 @,IT [ 2038-303¢

= fees i
Sv.q | ZeAices fox 8Y
v |89y @R fifey 3G 8Y
s |89y fmae FffG 8Y
323 [Adverse Drug Reaction Committee (ADRAC) 89
3.9 | &3y frge Shfba Gfazee 719 S 89
S | o egfes R 8t
s | ofREr Afwgar 8br
o |FEEmE e TR e IRy AL 85
B | TRIR 85




—_—Z [
dl[dd® 4[5 @/’T [ 3038-30%¢ et e e

o2

B e e
F. | OFd NPT SfveER [foy FRGER SEWIeRR AT WIRERIT 2TaEe R Sree@ive s ¢o
TS | ST AR FRLAA GATT TG 2[FF SNV Gy LTS Frovsriaifin/w2ifer ¢o
TN | TAmER ey 2B SEenRS SRtE @ SETmE ey Ararer el e ¢o
F.9 (BTG (INN) SIFFES #tnd TA1 AT 8 REIReR &y ARSI Forer=iaif @S
T8 | T AR SFy T TIZEH TNF G R SEr@iv @S
T |SUCETTIRE 894 TAMT FABEIH M SSY G &) ATASTH Y Florere@lfin @>
TN |G MR & TSI Faeriaiiv/ o @
T4 |0 Teoifve @ 3y fRifEs eifeiee Sutiie SRt A 3541 3o MEiRe/ = fae sifte Akge 8ated

TG eI TG RO o1 S0 &y e e €
T | Sy TR WINCE ARTS SIHINET/ 2R TCERRT-GF FHEFs SCAeTd &) ARSI Foie@im @R
T |SOCETRE 94 S FIREPT TR (ICE ARG Foreriaim @x

P00 |SOCETERIRE @4 BAMA FREP «F NHET “F8+/ZMeea Mhre Armemz Sl @9
3.5 | 8RR @EGTERTTR T AIEI Frrer@lt ()
FIR | FrE 0T, 7T TR AGHIT TFRATTS @ (WCCT [CSREPT AW S Gy SATAGA Foer=iaifn @8
T |ANITS S ZACCT /T ZTOE ST G 2RISR FroIerei@iin @8
T8 | ARG FIHINF/ 2T S QG & ATAEGAR Flersiaii 8
FTIC [SNITS GHLF FA Yo Fo et/ Fefeiaees o srae=y srerm@iv ee
IO | ST/ AE /2 9k @ SR S rErea R @ Sl /ot ce
TN [T ST/ AR /2 S A FIBET IR G ARG 1 @ Floreroraifn ee
T | TR/ ARCE /T S (TF AT SCHAMCA Gl G Foreroia@iinn/ o=l ee
o5 | ST/ AR /T SR TS @A -0 T[T 2T 8 ROIaer &=y Srarea e/ <2 ee
FR0 | ST/ AFE /2L 7Y TAT AR AV TG G Gy AT 1% '8 Frovero@ifn @Y
F.2 | TR/ /2 @Y TeAM R TR G S 36 8 Feeodii @Y
IR | T/ SARE T/ 8T TAM TR T L M &y TG Floeroia@iiv/ =i @Y
RO | ST/ ARE T /2 874 TeoA e SR GRS TRV & ACAEA Foersiaiiv @Y
T8 | ST/ AR /TR S TAMFRT ATSBIC N ARSI & AT Froveriaiv eq
IR | TR/ /2 8T AW ARG M ARIE Gy ARG Florer=iaifv €9
TR |@fesniis eard @RI SIemes o=y STareR 6 ¢ Frereraifn/ o2 @9
TR | T @NeIRE 374 TAWH AR B[ & TG 6 8 Frorer=iaifn e
TRy | @NenilT S Sre @O @7 T [ 8 Resaeer &y ey Freer@i/ s ('3
T |@fenils ST (TS AN AR & AT Floreriaiivn/ s eV
F.00 |@Ne AT S9¢ TAMT TAEEI M TSY G & ATAGIT (% '8 Froreri@ifis &V
F.0) | fireonRie SaK B ARG TR & ARG 7 8 Fover=@iiv ¢V




—r> _ -
et eppr e dl[da “[5 @«T [ 2038-203¢

QRN

ey R i
F.0% |@fiesnfie eay Seoma TIREToR Nl TR qCNMCTa &) IS Froeriaifn/ oy ey
F00 |@NeANRE G4 T SR G TN G TGN Frovero@iivn s
F.08 |@femids Gay TeAmaaat 2SSt AN ARSI & AEET FeEeav /ot &S
Foe |@WeRE 83y TeAme FZEER NP RS G A Sreerai €S
F.0V | @fireanfs FIENE AW FFEPe ST WIRTE Ay S/ st es
F.09 |@Ne e Svq MR Sqemeas e Ararea Sl es
F.ob | @9y R G ArAEAR e Yo
F.05 | TG Y5 AR /G /2T /NS 8 AN /2N Grot AR @ G ST Foveei@™ | Yo
$.80 | LA EANRE /SRS /2T r=ifesnfe ¢ ITMHNE /20 Grot AREPT TR G G Ly Fean | vo
F.8) |G ABFRT IR /AR /2T /RIS /2RI Gl SR A G AT <SSl AN
F.83 | fEei3 3T 7M3F-205¢ (TONTF @t [Torze ¢ @R TqmEme 8 REEE*TH &= AEe=E FrEaim AN
.89 | Application checklist for permission for Manufacture & import of Medical devices YR
.88 | Criteria for CRO/Clinical Trial Centre YO
$.8¢ |Document required for conducting clinical trial IV
$.8Y | Required information for Clinical Trial Protocol Application L8
.84 | Document required for conducting clinical trial LY
T8y | A0 v+ 1 e effsfem R = bq
.85 |OIFPM W3UFSR (AEF]) fReenfbe waw Lbr

. | e e SmerT eI g (& (OAGe) s

A | S AP SRV FAFSICAR NI, SRR W @ A3y q©

q. | SR FAESA Sl aq

6. |t w2y g featRier St

b | TR SR ST (SR R

R |IERES SFte SIfesT (ST e

&. | ASSIGNED CODE AGAINST THERAPEUTIC CLASS OF DRUG by

A, | Sy P Sfmece oy SdGe fdifte e b




%

y

®
o %o
7 66°%% ¢ee%% % ¢

»

.




—r> _ -
et epr e dl[da® 4[5 @ DI s038-203¢

S | i

Y 8 IR Fee THAER A ERT [0 TR @94 2T Sfgme (AT 894, Spife, (it ferest, [VD 72 894
TRETE ISR A S oot FEo0F | WPrrg, M ¢ SR evy Sevime, smmif, aeif, K, e qi
& @fes 9z Fifve a1 @ eSSt T o157 | 894 ¢ TG @ T, Semife, 7eif, e, wegs, 2@,
o, faeael @ N fARECe’ STy The Drugs Act-1940 @3 The Drugs (Control) Ordinance-1982 (F A9 ¢ S (AT
B NIZTAR ICH AR ([0 B0 NN TPl ARET AT ‘S S FAAGIN SN2, 2029 LR T4 =X |

BFY HPT AN ST FRIGTPTIR I~ B4 T SRR T 25 FR 6 S , ST BS Gy 11K
2 @ TR, Y54 8 NI 97 G TR eI 8 TR, ST @ GCHHT &AW @ T, SHLR T (WEael 8 31y 7w
AW, SFCLR JIBTET S (TS TR AR G IFET e e , ST WA CFCE ZCTD A , A F© o G7
8 ST IO QT2 W s 37Y FLIT Ty @™, Certificate of Pharmaceutical Product (CPP), Free Sale Certificate
(FSC) 8 Good Manufacturing Practice (GMP) AERFFE M oy LTASA FoSTo@, AHARE ACEs , (976 I 7 hifrs
TR [FEAT, TR S, (AP AR B MSEm, writfefemm Torv seve 03 efsramalt 2o ST TR |

BY P AR WIRNg, RIS FRIH ToRel ¢ TRRMIRSR A « Sfwed T Mas «g I, TR 2y
T SIS LTASTA Aely 8T 8 SO (W TeoAwe, Srwifey, 1R @ Irereresael, T-o[rweprz [fey e @ sfimex
TR FABCL LG O FHCE AP SROFAR AT @ Aferaney AP Tyl 52 27 |

3 | 8T T SRR Aol @ aAfeDs

FILSTSH LA FAFIEF WG 8 AR T THAER Y G [0 A 874 2P SEME (AT 894 GRS
IR 8 fREew R srolw ef oD | 89q e fsved [ 83y w13, @3¢ Afs 8 FKSIEa Me-Foer e e
PR B foTEel TR 73w FABG AT FC AP |

S5 T JRFACH T2 FATS! S 217 WS Y 8 TepreyT fagel Ngelees @3t ey e Zeng sfaw fipifte
20O | S5 AT AG ¢ ARRIT S THNTCA ST B4 P Gf6 weml sfawes Remd AFho =1e 07 | 70 2050
N BTG M SAfTWEAE AW TS T 27 |

TR, 7Y P AR A4 R FREMR FEF (GF]) ROTT Fo@e | 394 P SRS A4 FRER
87 B, LA, BIFE SRS @R (@@ ¢ fom iy «1 9ifw u8 6 @@ ¢ v & Ry Fifem aarg | 839 =i
SMER ANGOIPE T Glof FCGIE FRCEAGAT, TR, BIFT IR GTGE G (GRBR AR ar, B w1y 72t g (6f5e
FRCAGA ICACE | GRS @ I ¢ Aoy e u2ft e g (6552 st gt faaaf® afemd aews |

© | 8T 8 FIACALI A2 - 0393

8 2T SAfWed &SP (AT The Drugs Act- 1940 €92 S5b- AT The Drugs (Control) Ordinance 2GR ITHITT SqCKA
oA, W1 ferel, SFT fdel, S aempR [k aw frae e sieifee | Shfie sigamee e serefs @3k ey T
SFCLR TN, TYRH, Te1-(SETeT @A A Tl G JLaArsitai S ATASTNTS! (AT (A7 | S[2 87K @ FCAGIA
T TA | AT, TG, F-RG, TGS, e, ey (o398 e fT@eeis ST The Drugs Act- 1940 @92 The Drug
(Control) Ordinance- 1982 IESEHT LA 87K 8 FCABGIN A2, 1S 092 GIHIA 039 NI SO FRIAWK APT T «IR
3> TR WA AT 7 368 CTUHT, 209 AZAG (HHH NFH SFIMS T | IRFACACTR SO FIAW APF© IR S &S
GG BTY 8 FCAGHA W2 | G4 @ FAN LI A2, 039 ¢ 385 T4r7, voft 471 @3 ¥ owhm wtarz | T Wzt
ey faeE Srareary MeomiR e sREFCH Srere Far e

8FY 8 FACAGI A2H-00 FFAE SFY FHFS Srayeary [amw ot

) T, (ST GFY T, g, [, [RoweoTe opie Sty S04 I RFD o I0a A4F JAIFR SO 394 TGgo
TN IFS FOF FPRGTICF TR (Cognizable) €3 S-SINFCAMT (Non-bailable) I EII SRS ST ST 58
(517 ) ITEF T FRIVS S T o (F) 715 BI6T e o14r ToF wies {41 T4 2030% |

<) ) =gy Y T 35 WHO prequalified drug regulatory authority &G 3 FIo NS &f WHO-4AS B 27T GIroEd

TSy, Waﬁﬁﬁ@ Tapfererte1 QT oy f[EzPTR SIE0 S@9e 4l FAACR | T, WHO Maturity Level-3
/WHO prequalified drug regulatory authority 20T % PO ANST ARG T € JREATCACT Terifre ofahg eI F2T1 AT @3z

(MT*F EPI Programme ¥ OJIF0T JJARF 1 NS |




—_—Z [
dl[dds 4[5 @/’T [ 3038-303¢ et e e

%) WHO &7 TC© &= ¢o o1 (TP gy =7 WFGIibs @t s eee | Gifoaeaiits @i I¢ e
FIRA RS 3T WEPRR ©f frgeem @i [iRge ot /11 gt o weore g Ry @ifaiGe @fesssm
ARSTRAR FCFy GBI O AR R @7 TR G e @Eore st @mfe e arete Giiftaitcs
e SR =ife @iy STy S0 2R0CE |

) Sy oot g™ BT 0 [fSq 40 G THIFIRT (NfGra1 f&127 @X=: Cardiac Stent, Heart Valve, Intraocular
Lens 971" J92© 206% W ALTETR TR FOC ST AN | "jﬁ@?ﬁﬂﬂ e (A2 Regulatory Authority SFCKT A
et foeiEs famae F0% | IR T WE0A e Told Tuye T4l F0AE |

) SMECS ERIA AR TRAT AfSfae e Aoz | O AMECS AT A AR 899 s T=ifmree
R TG SO MO S5 oY SR Gy ePTas Sl S IR R 041 =2030% |

b) fdifee o o SfE Yo7 (1 894 8 @Y Cofaa PILNE Ry Fa0e1 % IR0 PRAMS W[ NP R 7T B3] WS
SR SIS L T ZRACE |

®) WY ¢ 4IFT (O O ¢SGR FAFS] FHCE Rgo Tl Z0ACR | GFY sAfaferelsl SSwICer o S0 @R Sne
ARGERT ST AR OHAE FAFOR T ol AR FACO 2 |

) “TIRGET AfACTE” |, “T=QE AACS”, “feGaer MiAes”, “ciferee e, “mifebs Mo, “amy o=5” r
ST Ry =g febTeeT, AR, auREafes, GRS Frors 28T u% @b a7 ore , RReabs, @R,
frRcilte, FNRIEITT I GTaiZr 7 & 7 AHET© TAM eBeFe T3y, AR FNHSHHFR (erert ¥ AfRae
3R RN A T effer @t afstary, fFammy, =164 219 A1 TG0 SN A0L G SALF TAW AZEM, @TEGH , T
AR @ e, o Sqeave 8 fAfRerz @ 9 894 IR SN FIHME SEWifd NOC W TREE Fler 374 2
MR QU P& AR |

FACNOF

3TY @ FACAHGI T2, 039 €T (br) YRIT FACABIN T Al IR ¢ T 03-0¢ (AR FACAGI] G T2, ey,
oo, W form@el, S, FeE [aew [eifre @e aere | ol ve(9) 4R [KEH 2Efta b a7 St
SRR (RICY *ETTe 737] A= U 1 2R | Qv (3) AR FACGI 97 [ ezl e [eifis [e@el weaee |

BT 8 TICAGI NEH-2039 TR FACAGH T7IFS Braracary <zt ot

F) FABGI GTRCY AN TP THES | 7961, (ST, AT FANGI] AILEE T B IO, [ FEF-3o157 @
ferer feferer, (o ITeraia, RGN, JUCRAFR VN LeR GioeTord 8 20O I | O} FCAGH-GF I (Quality),
Rl (Safety) 9k ISR (Efficacy) FHRE#ET @EEE*T @Ww, TAMIT Good Manufacturing Practices (GMP)
Compliance (2fS#FTR) , FACNHI] “fted “Arfafsiaar / et/ wowa afsfaar K=o, e 3 SHrRIEr *Mew agel
2T Cosmotovigilance TSI TS ARG 1 272 @Gl | O T+, (TG, WFIH FHCA DI (WG FCHT TG 20
R R4 @S 1 20T |

) Wﬁ?ﬁm TfFe ﬁﬂw SISiEf @@‘T'T LDEIE)) 3?_[1' QSR India, Thailand, Singapore, Indonesia, Malaysia, Japan,
Phillipines, USA, Canada 12 {07 2 et @uteTnar ST 89y 8 (fereet Tz fares st st faas s
ATF | S5 A TS (¥ OIS Gl ST d580 @ FANGH HIF F0A Drug & Cosmetics Act 1940 (Amendments) 47
AT PGP form@el e PR |

) USFDA, EU, ASEAN 12 SI[@%16F MG N[ TR TIFE NG 8T &¥P7 S HeFd A4 FREICIE National Drug
Control Laboratory (NDCL) OF TE S0 (S0 RS AfG® 2T 2fF ([@RECToor= 3 ol [ 3 Laboratory Complex ©<9
fSsfitom 507 ADB @3 o ferew WS wotm s egfoa Fi@w vemwe aeaeg | @ft 9 20 QAT 9 430K 89,
SIFP, (NG fCeRERT, TG, F© ARCTE Toxiin sefu@rr A7 Ffr 2 207 GR QT SR e
e (AR R SR AfSEER T G IS At sEifere 7w | e S 994, (ouE ¢ RNt @ny
FANTGFCCRT ] i A1 |

8 | \IFY eI YWETIAT G FIIICHIR

8.5 | 9T TN VIR A '8 FAAS GdCed =i
(F) 2050 T SFY P MLACS AN TH© T T AT FRIARBES 8 BF & 2RBETF G 27 JGepiR sl
€0 G FAGFAS3 (G G w90 S TS T 2 |



—r> _ -
et epr e dl[da® “[5 @W [ 2038-203¢

(¥) S0/0b-/2059 T AY KAV AGORIT T[T TAPBHOOs e AR TF FIOCATS TEoe b (Gt (G5 raeasar)
M YOG GFEPTR 8T LHPT SMETER TR FIICACS TS 4T 2 |
(o) G (GBR TTREAGRICE MR FCGE THRCEDATS FARCIR (A6 2059 AT &7 Lo&d GFIC=R Y WAS b & 7o

AV e F 2 |
(9) 205 AT BTY AP NMEER &= o Q0o e & » & Sfofie TR, ou sfibFeTR wie (6 23y &
I 38 A2 |

(&) TS ST P AW ARASE SIS 920 B I AT (AEEENHFR 4 7%) |
T FHA© IATS], FAGMAT 8 ¥ “Ad O et

ThiE | v e TEAF MR TR FHT© 0 TRAT | *7 *7
o ST @ife LY 598 NN
0% 37 ey Qe se Yo
09 oF ceifey 558 380 8
08 8¢ ifel ( 7rera ) 588 5D 9
ot 8¢ ifer (ST @TFR) 83 o »

e Q0 880 Qb0

8.2 | 038-303¢ INCH GHICE ATAIHIS3

G oS ACATHS HoTale] TR FHFO]-FHOIACA WLy FH1R] (o 2, FIer [ @ sifoRerel i 4% | @ Sfemecss
QLT SCATENS € X[yem sjRee ow et

F) W0/05/2038 SIFTY 0¢ TF TR ARBET AW AR 2WF T =7 |

) 03/05/203¢ TITA 3 TF AL AR THAARIBIETE AW ATARTS LW FT 2T |

) 08/08/203¢ TIfHTA 03 TF TR ARGIAFF ToAGEF 210 “ITAHRS LW FT 2T |

¥) 28/0@/203¢ ST 03 G TAARBERE “IfAbERE “Ith beifo wifg &wie 41 =7 |

8) b/0/03¢ SR o T T FEFACE THN HZFIR! AW ATAHNS W= F4T 27 |

) 08/0b/203¢ ST 04 & ST AT ST TGRURF 0 “ITAIRs &AW« F4[ = |

8.9 | SR ST aI=el

F) 03/50/2038 SIfCL TR (3 TR, ARBEF, @4 P WS, BIF |

%) 28/09/203¢ ST T (I3 AFFa S, 2RBETF (53 W), ST« T SV, T |

) ©3/53/2038 SIfRCL GHIK I3 (AT =, A6 JHrFRE SN FRATHF FATEG, @74 M WS, BIT
) ©3/33/2038 SIfTY THR T =, THA FEHE, AL SRR, SI4 P WS, G |

8) 59/33/203¢ SIfRTY THR (MIECH FF, THN HFIA, (Tl FIAET, STY ¥, 22 |

8.8 | ¥ N v YRR

TR [ 9w wifzw zwiE GEI9 C3 SR S
(55b3-203¢) (55Yb-203¢)
TAAIOETE, ST M SMST | ST TERE, GG U SHWed



—_—Z [
dl[dd 4[5 @/’T [ 3038-303¢ et e e

8.¢ | T &P SN FAIS ST AR S

ST RSl i T Ko Gl (et wrifEfs qer TEe HREAAN TG HRAPNOR @ S e FHAeSr e
IR, S, (IR, AR, AT, A2+, Frete@, A, T8H, (VRS ISR, (TN, FH, 23R,
%, S, eRifrenea, e Sike Sfr@rs, (&1, JiferT, FHer, TeE , NERERI, B, Sredr T8’ f[feq o eiférmre
2179 AR | 39 fAitg FRERfere Gaeeiess faRifsl ©Itq cGMP Concept SPREEE @74 TRAMWCH “IRWHT HCH TS (IR Y
BTG PPTC I AR T TN G A0 e AfSDITT TS (FRIFTFIZT ARTAT if*rre e FT 2002
OFR @ FEFE PG GRS ACACE |

@ | TG T NI TG

ST IR AL (T 974 4151 Rgee =0hz | I8 (AeeT :¢d 6 01T 934 egeaiar efov™ o 8¢ 500 @G 5™
374 8 YT JIHIE Codl B | GRGT (T 268 6 T3 8 dyuv F aRrE™s w3k ¢8 B @fesnfis s 88 6 z&e @7y
ST efoBT et St SRy AR §7Y Teoimey a0 ATF | G 03¢ 8 (AT 2,50 95 6 TZemar
FICHTR M (@ T4 TAC | ARGNS G ST ePIPT MR ST FE@ S F1 2813

BTG T ST FITAT T AFg AL |

WRGTGT SIfeTHIPS AR Pre-registration ST AT 8 feeEe |

BT/ ST/ 2 dE/ @fNeoiiie eated @fErntas fAfte T Arw 8 [esEd |

SR 374 AT Sy AR N SIS/ TRISTEG /W 52, TRARETHF v 27 |

T/ AFETE/ T/ @eoniiT STy BAWH FREIE AV TS /TG &AW |

e Teolifire SICERE @94 8 (et [GORrR ol M 8 fH4ReR MRP Certificate 21/ foz@el St
AfRPS AR OI(G Mt ffire fNeas I715 31w e |

BY TAMCT ffSIe SmIfAFS SIHTET/ATCHER ICHRRT-Ga FHHT S |

b, SEWICET 894 8 (e fTeRrR @Ern«e e |

5. SmIfed fAfe 9 «@eeR ST0HT 20T /(TN TS AW |

S0, SFAINFS FOMT/AEOFO© FL QG W |

8. SRWIfFS SRR LB Yo I fvdraret/~[evsfndaret |

3. B (IR / T/ WE s/ 2=/ @ifrei) 2Rl @ EEE=a S ST |

>0, TOT 3¢ TAWH IR TJFAY G T |

8. GFCL (NGFAMT, AT ICH R @ Kearo Sme |

se. ITE MEFAET 874 ToAM AREHAT NPT TR AW 29I |

SY. ST TAM ARA NI ARTS/ ST T 2GS/ S G TGN |

9. ST FIGTE AW JFERT AW |

Sbr. @3¢ I8 ffi@ CPP, FSC 8 GMP W 3¢ |

3. T LRI IR/ LW/ TSI/ @ISR G *EE™ &l @ FI=- |

0. TYA ARFR ICAANRT/ WRTIT/ TS/ @ NeFIfE Gt TREE e 8 TR |

35, WG FS™ FRGT ARGE |

22, FHFSfETm eE® FRET ARGE |

9. @04 Clinical trial ARBEFR & Contract Research Organization (CRO) @R (TG AW |

38, AFONIRIHIRAET @t eSSty BRI ST ASw “AfGeT=T 7 |

3¢, ST YPAT 8 ARTEAT FCEN, FroAT qaR 89Y AT e fafire i |

Y. IERGTOFS FICLH N AGIRET & fafre == ¢ Reeaeer ffire @ated TA1 Srer @ A= (27 |

9. &Y 2 FEFAVA [ 07 Gl (F6, WIGERO (F16 8 (VAL (FC6 VAT W |

Q. 2 THNFRT ARG ST AR AN gore /Ao w41, @EEE< ARk 3fre /e wr |

5. I SO Source Validation T |

©o. Vaccine- €9 Lot release 797 Wi |

0. Test analysis, Research/J&s =R/ [T 20T 874 @ SICLF FIGE STAIT NOC &AM |

0. (T SPal ATRTeTs 894/ Fah/ (e feorRe™ Emergency Use Authorizaion &7 |

¢ R ®6 LYy

L




ST T ST

Y | PifSrEe w15t
foue @ e

FASH (Vision): e, S @ Tl 3¢ ffoe w41 |
TS (Mission): TP fFo@s g Afod™ Tr4es e, FEea @ N-570 8¢ FZerTerel fMioeaas; MW ¢ A

T/ qTF F40

.z _ -
dl[dad® 4[5 @W [ 3038-303¢

Afo2Ps CRPTRR (AT G/ (e4W TR, e R @@ 1 FERPTR):

G BIFTICRR NLT ARy o 3+ / fF @7

B A (G) |
@:TF Gt =T sl ’ (BIPT &Il (WS (TS $9DE00005b- 90 G
3¢ % TI15 IR (FTT3 H-5599-005¢-003)
S, | oy ami SR S, G iR | = SR AEA-2006 G [ -b (o (F-9
8 (5F (TR SAAT) SR iR SR St

3. | SN Tod IR Feitaw ffire ewm | RfvcmeR fer fadifes =zt |
eRE FHRE 8 SAWe (SRS,
BT, WFEE, @NeARE ¢ 74ET)

©. | (o ¢ TR ST AFCHA AICT QM | SI( TAVIAT 2SI | TP FTIZEA 1 AAEGTHIE-d ,00 ,000/-(AF T5F) ,

- ARG o ,000/-( AL TER) + I

8. | (o ¢ SR 3 AFSHA TR NI | | BFY GAVASA A SD | FoI-AAGEIE #AZCTH 3¢ ,000/- (AT TS

¢. | T TTAAr, AEE, @A 8 | STy TR @SB | AREEEE AREE wo ,000/- (Ta T&R) + o516
T @TY T AR W |

b, | T, AR, @NeNRE 8 T | 39¢ TAMARET ef SV | 37Y =AM I F Soooo/- (WX FEH) + SIIG
B BAW FZEP TR

q. | 8mxm @ SeEmME  (Introduced | 8FY TAMSRT AfSYIN | TIET TR 1% ¢ 000/ (S5 &) + G
Medicines)

b, | o  8WE @Bt e | 8Fd Seome afev | @i IR F @ 000/- (415 T@®)+ o516
(Unintroduced Medicines)

5. | M@ F-@fEgam T AR ¢ | 39 SeAmwsAr efedE | @ SR 5 9w ¢ 000/~ (5115 =IER)+ 16
fRCarTeR &y e cwet

0. | G, FI67 8 I SLAW FT BT TAVMSAT 2f 6D | INN 2ITva & =F 3¢ ,000/- (AR RIER)+ 15

3. | 8T ATSIACR  FRENA AGT AV | 3¢ GAMSAT ef 6y | BP/USP  MA & & ,000/-(A6  TER)+SIG

TR/ ATEGH eI T/ /2 e @04 T oo /-+S76
5. | ITCA LoAT P e 8Fq  wrmiteRe e | fF fNdifie =l
TeAmEIT afed
S0, | WCHOL SCARIRCET eMia BFY  EWITERE 8 | SRS (2fS “tha &) S0 ,000/- +O71B
T afeda
8. | pfefelfes SeAmT= &= SIeme B TAMFIAT efSD | ITN SRR, T (@Ifils @94 000/~ +S7I6
5¢. | FTRETR NIl TR AT Y ST efov | fF fdifae = |
M. | BFY TAMH FREIR Wl kST | 394 SeAmwwar efepe | fr fdifers =z |
5. | GMP 5% e 34 TemAar effopr | f fdifes =af |
S, | @94 I FREP @Wi (Form-10A) 34 TmAar effopr | f fdifes =af |
5. | v @ay 391 &y CPP/FSC QW | 394 SeAWMwaAr fSp | (F) «rieetinifess;
Jo. | P BFY R@EE W@ FICH/ACC | ST [P S | ARG 00,000/~ (R TF) +OFB
TG *I5 G #AIZET eI
2. | LA vy KGR =3e™/ et Tt/ | 894 JPTaT 3 | T9- AEEGTHIE 3,00 ,000/-(GF 7TF)+15
G ISR *I9f G SR TR
2. | ~AEFRT 87 Ry (i) SBE™ emim | @4 o1 (4) T, SREE, @Nesifs, IR 9

T4 o ,000/- (N TGR)+ 16




Gz
dl[dd 4[5 @/’T [ 3038-303¢

BFY T WS

@R SIS NC ARy R 0 / F a7

fpferyIeT BrameT @3 AGRReT A e

G B Afae () |
<« ATt a ; (BI=PT &Il (MG (TG $9DE00005b 9O U]
3¢ % OFIG ZITHR (FIB8 3-3599-005¢-095Y)
Q0. | ARSE 8¢ Ry (fCralr) AZEm™ 7" | 894 [=p1ar T fdifers =zf |
38. | @79/ @ferse feers/ VD Reagent | @3¢ SAAIEES = s =7t |
SR & erRfE @fEregHe (@)
SR |
J¢. | @79/ @ferwe feerzs/ VD Reagent ST AR T = fodifas =7t |
S G T GCEH e
Qu. | SFq/tafer feE/IVD  Reagent | 834 SEMITERE | S (feerel/mEHFET =T 2¢oo/-,
Wi @G = afso T FEHF Wo® GEIFR G deoo/-5T)
T, W,  @feonfiws  fieTer s
GPRGT GFE & 000/-5F , TERH
FICHHER TP PR > ,000/-5T |
9. | MY GO FGINE SMHIE JHEE0d | S TAMa_ 2o | (SHTerfiFs (i «eer foeraa &= fF Svoo/-
v 2w B, (e @R e & fF-q00/-519 |
. | ot =e  Sq/wfeE  fCoiR/IVD | 834 SImifaeRe SRR /2T /NS fRE AT/ 2R
Reagent SsWIfer 2w ewia (T YR & S ,¢o0/-51F) (T GFIFR R
Gy Q00/-BIFl (3 (@ SFI5 &TAE) |
3. | TR GO FHNE WA NG | ST oA Aoy | FRE™ F Yo ,000/- BIF+ G
o7 e
©o. | WWIfFS @Y, FICEH IHWE, R | I AMITFRS ¢ @7 | FREF fF W ¢ooo/- GIFT + 56
GG /TafeteT fe1231/ IVD Reagent | SeAmrIar afodis
HOJRI 7lq &niq
©). | FEMIET @R SrifFe= TT/8TY  TAMIIAN | 3Fd/TfCrEA o wnmifte @fEegeE @i
afes R fF I/M ¢ ,000/-(4A6 TER) G+ 516
3. | @FTeE fReroe Seme 8¢ TR AfoR | @ 7 @ [eitae f=F ¢o ,000/- BT + ©IG
0O, | ST FICHRRIE S BT AAVIFRSE 8 89 | @RFTEG* TR fF Y0 ,000/- BIFT + S5
AW
©8. | fefFrm @6 SmemRee=e  (CRO- | f@f=ret s | i fdifas =i |
Contract Research Organization) @32 | SRAIZCEHT




—r> _ -
et epI e dl[da “[5 @«T [ 2038-203¢

q | @FY T AWEET e aeim alfers
Y AT AT A WIS 8 FIEE TR & e a=res afers

TRfREES |
1
Ao |
waRETat | ¢ Torerfasreis |
¥ |
oI oY 8 TIE | SR AT /FY
3 WW/@'J&W
ST wXedr T | ] l
3 ST = S e ‘
> TNT T Gorgrem

@mmwaﬁwwmmﬁ@fmwma/ﬁmmwwﬁm—mwwammw
37y foyzger G
Y AT FEoF
37y fgae sffoa Ga=e -t
Toa 37Y g FATTR T AFE TR I
SR 7 e s S
SFLE T LR GH AT AG-FAO
SB7ITS FG 6 ENCAD o7 FAPTSGIIERY
T4 @99 YuOREa! FMG (49 DCC/ GHTFIET JK-FMB)
TSRt Gt R STeeiesar FG (ADRAC)
. ADRAC (G AR-ShI0
. (ST @Il SRR FAH IR (ST FNCFISeRy™ FNG
SO, (T ST ST ARSI TRGIE FATCE FGPeIT
8. BIEE § N0d Ao erIfae Saesme AS=e1 2 et

15. Expert Committee for Evaluation of Clinical Studz & Toxicology of Vaccines

16. Expert Committee for Evaluation of Chemistry, Manufacturing and Control of Vaccines
17. Clinical Trail Advisory Committee

18. National Advisory Committee for Evaluation of IRB/IEC

19. National Advisory Committee for Evaluation of AEC

20. Field Trial Advisory Committee
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*  Guidelines for Registration of Animal Vaccines

*  Guideline for Medical Information on Packaging Materials
*  Guideline on CTD Dossier Evaluation of Vaccines in Bangladesh (MA)



—_—Z [
dl[dd 4[5 @/’T [ 3038-303¢ et e e

*  Guideline on Emergency Use Authorization (EUA) of COVID-19 Vaccines in Bangladesh

*  Guidelines for GMP, Import, Export and Destruction of Investigational Medical Products (IMPs) for Clinical Trials
Bangladesh

*  Guidelines on Import procedures for medical products

*  Guidelines for Registration of Human Vaccines

*  Guideline on Risk Based Post Marketing Surveillance (RB PMS) of Finished Medicinal Products
*  Guidelines for Management of Complaints

*  Guidelines on Procedures and Data Requirements for Changes to Approved Vaccines

*  Guideline for Model Pharmacy

*  Guidelines for Good Manufacturing Practice

*  Pharmacy Management Guideline

*  Guideline on Dedicated and Campaign Facilty for Pharmaceuticals Production

*  DGDA RIMS Guide Applicant Quick Start Guide

*  Guideline for Contract Manufacturing (Toll Manufacturing)

*  Good Pharmacovigilence Practice Guidelines for Marketing Authorization Holders (MAHs) in Bangladesh (PV)
*  National Guideline on the Pharmacovigilance System in Bangladesh

*  Guidelines for Registration of bulk and intermediate product of medicine for export

*  Guidelines for Publication of Advertisement for Drugs

*  Guidelines for registration of bio similar products

*  Guideline on Medical Information for Summary Product Characteristics, Patient Information Leaflet, Packaging and
Labeling in Bangladesh

*  Guidelines for Reliance on other NRAs in Bangladesh

*  Guidelines for Good Clinical Practice (GCP) for Trials on Pharmaceutical Products Bangladesh
*  Guidelines for Regulatory Approvals of Stem Cell and Cell Based Products (SCCPs)

*  Guideline on Antimicrobial Consumption (AMC) Surveillance in Bangladesh

*  Guideline for appeal against regulatory decisions

*  Registration Guidelines for Medical Devices Bangladesh

*  Guideline on Recall and Rapid Alerts system for Drugs (including biological and vaccines)

*  Guideline on Good Storage and Distribution Practices for Medical Products

*  Guidelines on import procedures for Pharmaceutical Products

*  Guidelines for safe disposal for unwanted pharmaceuticals in and after emergencies

*  Guidelines to Regulate SF Medical product

*  Guideline on the Conduct of Surveys of the quality medicines

*  National Quality Asuurance Guidelines (NQAG) for Medical Products

»  National Guideline on Dispensing, Use and Disposal Management of Antimicrtobial Drugs-Bangladesh.
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Figure: Export Scenario According to Continent
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5.8 | T FCHFT BRGNP A0S W THroFaoe
S S @ Reeeer g j@? FCHT T P SYWSEE QI National Drug Control Laboratory (NDCL) €9 Drug
Testing Wing @2 Vaccine Testing Wing «< RPN THAPTE R NGITYTF TGS Froad M4y @S (ToF N0 SHro
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1. Bangladesh Accreditation Board (BAB) 49 dl«& TH*IT & - 059 8 Bangladesh Accreditation Board (BAB) 35\9:33
National Drug Control Laboratory €< Microbiology Laboratory 2054 AICT ISO/IEC 17025:2005 &Y Al Co*I e[S

TR | ARSI, TF GGG SO FBISTE WAET ISO/IEC 17025:2017 (S TS FCACE |

2. ANAB Accreditation-2018: National Drug Control Laboratory €€ Drug Wing 2018 JCsT ANSI (American National
Standards Institute) National Accreditation Board (ANAB), USA ¥J ISO/IEC 17025:2017 QGG Famae R |
RIS afe IT™ YARIRFeT W2 AFETa AL Surveillance W"ﬁ/ﬁs Test Scope €< TRAT j\% CTACR |

3. WHO Prequalification-2020: AMG-20%0 ¢ National Drug Control Laboratory- o gy Ryl W Gl (G @3 &= Pre
- Qualification W] et FACE |

GO AT (556« NPT Sereys

Proficiency Test (PT), Inter-laboratory Testing (ILT)/ External Quality Assurance Assessment Scheme (EQAAS) by WHO,
National Drug Control Laboratory e ffeq wewifos ey <I=\‘§<1= ScHfere Proficiency Test (PT) Inter-laboratory Testing
(ILT)/External Quality Assurance Assessment Scheme (EQAAS) by WHO ¢ faRifale Srsiaize F0g UdR &1 doo (518 w* Qe
A TR T RRCR (AN TF A *0eP) |

SfI=e (G057 ffie WHO Maturity Level-3 ST & boaiq I
G2 203 National Drug Control Laboratory Vaccine Testing €< ML-3 (Maturity Level-3) S[GI(7< & Formal Assessment
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Animal Laboratory:

OJIBO (BT3B &) Animal House €9 WT{&WTW National Drug Control Laboratory €< Animal Testing Laboratory (©
OFIBOCE In Vivo (BT8R 9] Bl 41 TRCE |

National Drug Control Laboratory (8 NT%, (2T&P72 Sy« 122 21 &y (Nferaet fCoI2a #_eanal 3o F41 20 | TF
IR A, (ATSPIR Sy 22 (G567 97 bl F41 TRACZ | Medical Oxygen Test &« IR [IF[ (ST ZCACR | National
Drug Control Laboratory (NDCL) €3 Bf&fe S[eiag a1 @q04d WS Ies N1 2% 8 R{Uaeer CFia oyl e IR |
TS F(F SR I IR TGN SF Medicines (Substandard and Falsified Medicines), Medical Device) A NSFE CFCq
wrgl Bfver AR |
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CF | @ 2’ Bangladesh University of Engineering and Technology (BUET) @& 55 J5Cha efémrendicnd afmve sietorq
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1. WHO Benchmarking: €3¢ T S{RECEE T Gl ST “HRC6a! (G1eHae) @F efsfify WHO $9% sicifers
Benchmarking @ WHO GBT Assessor TR0 S* @7el 3 A |

2. WHO Expert Advisory Panel: T G7 FCHE FHRCIGAT (C=iefH9e) «F 2fsffs WHO Expert Advisory Panel for
International Pharmacopoeia and Pharmaceutical Preparations {< SW§ RO wesiies “fauec o gy gl W
wifers Riey SR ey 3@ A |

3. WHO Temporary Advisor: ¥ Q7 FCGET sREGA (AqERaeT) @ afsfafy WHO Gi Temporary Advisor 2013
ol g IRy Fed WeAlfere ey el e/ earits sreze wea Koy am Tome e w AT |

4. South East Asian Regulatory Network (SEARN): SEARN @< Working Group @< Chairman feria f&foq wTel/ saes
eifsfafg S [fSF Scientific Document/Report/Guideline/WHO TRS 25 o<1t SRWIH (04 51 |

Q %I NDCL U3 F39 SEARN @3 Working Group €3 Rapporteur RETAS WG AR F914 Sfosee! ICACE |

5.¢ WHO Maturity Level 3 (ML3):

ﬁﬁww\zﬁ%ﬁtmwﬁ’r GG TP SFY fREIwIa FEACHT ofF FRAT TG FCI A | FRAVSCT 205
National Regulatory System (NRS)

Registration and Marketing Authorization (MA)

Pharmacovigilance (VL)

Market Surveillance and Control (MC)

Licensing Premises (LI)

Regulatory Inspection (RI)

Laboratory Access and Testing (LA)
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8.  Clinical Trial’s Oversight (CT)

9. NRA Lot Release (LR)

374 e SfEMET WHO Maturity Level-3 STSCRA FCH) 2039 T WHO HZ STy B3« F2C@A (WHO, USAID, USP,
MSH) &fSSTTa ¥ @20 735 5-Year strategic plan (2016-2022), (2022-2023) &R FCACE G (3T ST S T T
TR | TF AW TP @2 5 B T @7 T fofe @ S e sfimad 5 5 Gt 10 31 23R |

eEfed AfRmers gt ST 89y g™ 7)Yy e R g g™ (WHO) Tgfs #nea & S afels wrem
JYRYASIT FEFT AFCS T(F | BTG ¥ WS WHO Maturity Level -3 STEHR FCH LATAGAR ARTHAR , @sf (SOP)
TSR 8 R FA CTSNF FIIG ARSI FF AL |

5.¢.5> National Regulatory Szstem (NRS):

34 T SMSER National Regulatory System (NRS) SN2, NPT, SFIICT, FA&GHo007, aférwe faea et ewie
A IR AN SRAIeT 8 Ry T a7 LR e Fer ea A0 |

BY T A{WEI-F 5-Year Strategic Plan (2022-2026) RIS 8 Action Plan Monitoring TG 9% & I=4 Action
Plan &R F(F P | NRS &SN SOP “R Guidelines 0OF @ SITTIHF F1& ¢ K | &ATS  Procedure for Competency
Assessment, performance evaluation, and staff appraisal SOP SPIA 3T &*PT SV RO G (ST FRPR e
FAFS FATTS SETTIRI PG g TACE | Competency Assessment SHICIT FHFSE Wl gﬁiﬁ Ty elf*rel FiGpTR
ST MO @7 T (AR | G2 RRIRFOR 0b/03/203¢ I National Regulatory Szstem (NRS) &3S SOP
(NRA-RS-029) T @R 3u/090/203¢ SIfTE Procedure for the preparation, approval, and control of Standard Operating
Procedures (NRS-RS-001) 8 Procedure for selection of external experts for different expert/ advisory/ technical committee
(NRA-RS-020) SOP fqa31% eif¥rel ewie F41 2R |

GRIGNe WHO ML3 S w0 97 &€ SAEEs 38/08/303¢ - 08/0¢ /03¢ &8 5T F*ta swowa [y e
WHO cGBT 7{%® @[l 5oig ‘X |

National Regulatory System (NRS) @< SOP Procedure for selection of external experts for different expert/advisory/technical
committee (SOP No.: NRA-RS-020) G «g f3fq External Expert Committee JM G Confidentiality Undertaking €<%
Declaration of Interest Q=% 7™g 2(ACR |

T TR (F5F (212 37 (BHB) IRFACACR FRCAORT ARACACHR SICLR (AIFICAR N[ SR FCHT NG FICEAT S G
CTCH *Io1 QUHGTH AT LR Tl AR |

@RIGIe WHO U9 FTREAMIOR 874 e SMETRR K T/ S A THTS| Jaare e SIS AT |

S, National Regulatory System (NRS) F*NG 874 M SiHWeacs FHGq 974 fFagesiar ey R afsfre sam
O (P 10 Prer e AR |

@RI ETTs P (QMS) G STy S =g

Directorate General of Drug Administration €S (FR #o MICAGCID oS (QMS) = A& T National Regulatory System
(NRS) «F S@5E 6 Meaifde 2 a1 S@eAos NTMe SEPItE 9 T SMEEd FREER @as T [NF5s F9rs @
e =y 363

F) @RI Teers HeeT (QMS) ¥ T ©GRHICT Top Management 49 &#f3for® &l 928 S@© 0 I Management
Review Meeting I S & | & Meeting ¢ @4 P SAMATE FRGER AE oS, IRARCEE Hrieae, SRS
Fefse Fonn e e azd w41 27 |

%) SeEiod RN it FRFT 9FY fREe@r kg A [ 29y kg™ (WHO) T3S @R ML-3 S e effsfs
FIRHACE TG TAFL O ARG F1 27 51 ©F A0 S & 7S Internal Audit AN F41 27 | @=GTe WHO &
SRS ST ePIPT SR A -7 TGRS IOl W"ﬁ fafiice “Strengthening and Capacity Building at DGDA
sub-offices” M AFET NSO o4y *8 6 [T 8 (& AT ST ATE FLGH T4 F47 2R | 9=GT 2fS %4
A399 Internationally Certified 2AfSHT™ TRT External Audit #4723 |

) RIS e s P16 (QMS) WHO ML-3 STeitad #C3 Quality Manual, Quality Objective and Quality Policy &7l
41, AT SOP €3 Guidelines 0O, SOP I AW FA[ 8 ACEHT FIG QMS [TANS©T FF TR | Archaival
Management Systeme G MTHFC (@ Wﬂ'ﬁ?ﬁﬂ% TR, HATEH I fEel [ 41, Employee Training SOP €3 KT

&
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TrainingPlanW@@ﬂﬂWWﬁWWWWW@WW@%WWWWW,
GRTFTE, N2 TRGE, & T B SOP, Guideline, 72 o KGR To1 gf¥mra FHER QS F41, ATOIF FAFOR
8 FHIIA Rules and Responsibility ST Job Description 2R F4T, Stakeholder (A TN4CH Customer Satisfaction Survay
OF FRGN ARBE F41 72 [og TR AREE 03 AR |

5.¢._ Registration and Marketing Authorization (MA)

TR @ MR SRRAZTET FRHATH SR S

Y P WM (EECEA @ WCHR SRS TR AR TLAMS ¢ WAIFO SfIFHH 6 ACAFTGHIET
ST T AR AL FRHGT T 0 ATF | 039-38 8 3038-3¢ IIT @RTACGH @ NF 6L ALARTE
fEBTDT EGTEGH AW € T GG FRGER S o SAg F41 2513

E;R TR WIS (eI < 4= 2039-38 W= 038-3¢ IR | @l
o) ‘i@ﬂ@r@ Tesire Sl o9 & 00 oo &
0} | FERIE Seolifrs IS (TSI JHE o2 5, »8 & 8y &
00 | MRS ICAFGHI e pfepTe (2l o & 0o 00

TIPS AT 7 20%9-38 LA 2038-3¢ T | 6

z’q{' ' T 3 . .
0> | ZNITSNR Terlifrs Sl 8 b 5
o} | WEAINIFS SFFHH o > N

RIGTG*A 2RI € IR IRE@ T OI® TS FRICYA S TP SETCAy SR ey Srare w1 2eis

»  foEffe 915 aZeenze aore war 2
1.Procedure for Good Review Practices (GrevP).
2.Procedure for the Registration of Locally Produced Active Pharmaceutical Ingredient (API).

*  3038-3¢ WA 0fB Standard Operating Procedure (SOP) S#[TE5 F4T ZCACE |

= Dossier Evaluation Report €9 Template &R F<T 2qACR |

= “Expert Committee for Evaluation of Clinical Study & Toxicology of Vaccines” 43 “Expert Committee for
Evaluation of Chemistry, Manufacturing and Control of Vaccines” S NGa0aa ol SGe 41 TRCR |

= 39 8 TGO T2 2039 T “Tod N3 ST a7, MF B2 SRARCEHT 7w, I TF CORRTRAAAS
SRIESHFACR BT ST TG FT ZRECE |

@GCEAT ¢ WCHOR LRGN FIHAT WAVAFS T+ SR M Sl 7 AL o SR-PIRE

(https://fs.dgdagov.info/home/vaccines_and_biosimilars ) e e 3T AT |

5.¢.© Pharmacovigilance (VL) k&% I3
(TR STICeR ATgY 3T &Y AR F0F) 874 8 P feaiel f[ifoe 399 oy « Sifvetsd SRt ifefEmyms e s
T equEiTe efsfar orftae, SFRE (Causality assessment) '@ &vf% G IS (Risk Minimization Activities)
ARG I ACE | §I4 8 FOCABGIN A2 209 GF Yo (AT IR TGN Gy (NSH ARCE | & FRG ARG Sy
BTG P SEMET (5) TR FRCFISEE MR (2) “@T FACHSETET ABTAIRT TF ANH 5L SRS
RTRE AR FCCL; A A 8 SRR T TGO T AHS | GGl FPAZ G AT §FY o Sfgmed F-reig
SO AT S LS T FACR | 84 &I W& WHO Uppsala Monitoring Centre (UMC) €9 S0 ©F
e sty fReTed e SR «{fvEer w6 A
F) Adverse Drug Reaction (ADR)/ Adverse Event Following Immunization (AEFI) 3R&R 8 FURTAS 797] Q=°:

AYER AN (Zrer, fFE),, 89 TeomEEIar 8 ANANISEE AfSHIT (MAH), AR (2512 (@@, Teee

@R S T (ATF 2i¥ ADR oG @zel, A61R @ (F97 FHRCTR 98] 8- A |
«  WHO-UMC fqei=« St 591 Fififrcei ¢ saifs= e |

&




—r> _ -
et epT e dl[das “[5 @«T [ 20%8-203¢

<) TSR TSR TIGIRT ARG (PVIMS / VigiFlow)
»  ICSR/ADR (S57 «ff, (RIS GfeE , Shifetew «de Sesife TIGIEeT ARGRH |
v (OO SEERPRT, G 2Rt qR fEfire [iellt ge |
) Preiere fetsa=e 8 % Syeres
v HOR, S ¢ WREITeT TIBILIT (A PPy =qre<sae |
« FPEyE AnESR, IR @ R IR ARG i FACAR AT AR |
9) ijﬁ Y ARFEA (Risk Management Plan — RMP) 251
= MAH/Importer ﬁr\?/ﬁ E¥1$© RMP I PSP (Patient Safety Plan) SFHTRIA |
= Sfelie 3 FPTETE FEET (RMMs) 2RI 8 - |
8) GVP (Good Pharmacovigilance Practices) IR 8 N5
» GOIT GVP ARTHIRT &FS, FTHL 8 IR SR |
+  MAH ¢ fofeT afesmres Py Fss SoRr q3r araresiy s=rrs! emie |
B) Pharmacovigilance Inspection / Audit
«  MAH, SAvaa a3, 2mieirer, 5 ¢ i G 1R Py Eae T “RoEe |
v SR R 28O G TRHATIETE S elfSTAIFTE AVTHA (CAPA) FCA-SN1 |
%) AEFI YR S RS (@ G150 20905 Ty
» GO AEFI G, EPI 8 DGHS—«F A NS A4 |
IR T afsfame fens [esms ¢ WHO- feanfe |
) ACHoTof qf\ﬁ 8 ITFO! BFIF (Capacity Building)
« PV T f¥mrel, ST, GINER G3R TEoTe! FICPIET SIS |
YYOR! AWEFIET, MAH, FHIOP0 ¢ Fredfiong wFe! Bgee |
) farorar SToFSl (Safety Alert) 8 i e
= P 1 3 TR fofere odel e |
v EE, GRRER 8 R o S Al &% 8 &biF |
@) COIRTR 8 ABHI(OF T
= WHO, UMC, DGHS, ICDDR,B, EPI €3 S[JI] S[@E6F PV (F5 SR A O [T 8 797 |
v R € RIS TS, FHET S AT TR SR |
) T @ feonfhe
S pV AT, o6 [eelT, G [UolG &/, PV Newsletter & |
= ST, FICRFH, (OO RTATPTR 3 S IARASIT CHCACHHI |

Workshop on Good Pharmacovigilance Practices (GVP) Induction training for the newly joined 53 Drug
Guideline for Marketing Authorization Holders. Supers on Pharmacovigilance activities.

&
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Workshop on National non-EPI Vaccine Safety Surveillance Rally on World Patient Safety Day, 2024
Strategy-2024 & National Strategy for integrating
post-vaccination vigilance

5.¢.8 Market Surveillance and Control (MC)

JRATACH ST 2T Sewa (fefefy) evy, Srahm, IAFIGS , FADCF, TC ARG 3 FREe 7Y (@R A(T)
feeTa Fe ez | [y Y WY TR Aerem T JfeH e G ¢ FHRE FF & 77 (ob) B FRHE
e AR T WL A ST 8 FHET (MC) G Trow T | &y «a M AfSenst 8 Fege (MC) et

TR STCHT S Teamle R e ey fSafiresieg sikimer s BiewT o0 e g eaem s oF
2L SIS AT FCH PR |

TP ASHI @ FCGET (MC) T Fidaw-

TP, (TG S WA 8FY TS (@ (I S arel ¢ frifg

= OfFAT 2tala e SR (B2 SCLT e N TR T RO Sd ST Tl R T (@2 (ARG
S (RB-PMS) U< NSO 8T 8 SFFCAI T @I

s ORI, S | (ST ST TG, GG AW 8 FS A 20O AOTRICER Y AR A2TTS 55 a2

+ B394 ¢ SNYF PR TS [REIfT ©2y @lbfa 0 1w, o1 @ ebeleTe S onEfe

= 374 8 ST IIGNE A @ T FrfTT SwRfe

+ TORCAD A SRS AR AT @94 [, ool @ egm IR [ o

5.¢.¢ Licensing Premises (LI)

Licensing Premises (LI) ¥*F ADLRS (Automated Drug Licensing and Renewal Szstem) €& <G 712G 2GR 1120
BT G FRET I 8 TR I AICF | GIPT SHIS FACALI 2T 2020 PG sl Iame A1618 B AILG SACF
THCACHH BT G T[FFFIR AR @ 8 T 6 | GRIGIS #E G T[S H( Foro/AMer=1 Prafe o=t
R SFETIZ FICEA SR @RI 0 AP |

5.¢.Y Regulatory Inspection (RI)

3T T WA Regulatory Inspection (RI) @5 IS GxP (Good Practice) AW | 2fGaaT 2[R 8 AR IR,
T e @Y FRice elfsfB 41t wems Wi fafoesad ¢ fgd AIdTe TRITs! S |

AT FRGCTT ST AR GMP (Good Manufacturing Practice), GSDP (Good Storage and Distribution Practice) "R&®
s onRfe ¢ ARTeng /e | [{s 28/08/203¢ ©Ifitd 87¢ 2P SRMATTT AT FCF @ SHHNIEI
TEHARGES MR ToHferg Siehm Seomaaar efedmetea e « s o Ry o sy =7 | % sor frae
(TSIF WHO Maturity Level-3 in terms of Vaccine Ead SI0R] SO SAVBRT &fo8Metsitd WHO TRS-1044
Annex-2 & TG AT AN FAAE [FEeFacer R Qo oge T4 27 | 894 P SfiveEs afire
A FRECE ¥ RO @ I8 WE P (@R (FAE T haent &y (Srat fEfexm), GRpt e
FESHEERT 71y (Srefm fofee) aar GPRt =R TritTebaer & (Srehm fefexm) sfavfa Far =37 | 03¢ AR
S Good Storage and Distribution Practices (GSDP) @ “f{&ge Sreer @1 (eet ¢ fCea AT s sieeteia s/

N
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v e e dl[dP ZS (AU s028-203¢
D
«zrel @ feferfey AfmM*FWa Technical knowledge, skills and professional competence ﬁ TR ACH 39 FCEm-s Trma
2038 2f[Fel T SCATE Tl FACR | AR NG Al A = &=, Jfefefes Fnrm “afs, sieefos
QO G G R A GF (WHO) RRHTRTRR T v Sl W6 SRR | 03¢ AT S 2T Simed
@IS I foEel @ ST o TR A ANG & @R AR SR Sreeay Sapeife w6 S0z | GxP fofes sifawda,
I T TS TS| I G #AfHPTa wre! TacTa NLyey fEfafty moea @ay Ris wme Sy, T @3

I AF© TR T REPTOIE e 0 TR |

5.¢.4 Laboratory Access and Testing (LA)

GAE R TR G Sample Tested Sample | Standard | Sub-Standard
Received
1 Vaccine (Lot Release+PMS) 296 220 220 -
Generic (INN, Govt. Procurement & Other) 1247 1022 1022 -
Traditional {PMS, Pre-Registration (Unani, 660 512 477 35
Ayurvedic, Herbal & Homeo)}
4 Medical Device (Govt. Procurement) 142 142 142 -
Post Marketing Surveillance {(PMS) Generic} 2124 908 894 14
6 CID 111 78 43 35
Total 4580 2882 2798 84

5.¢.t Clinical Trial's Oversight (CT)

3TY 8 TG A2 00 G L YT (NOIF 4, SIFO e (et ferzem & gl G, fafeee e, e
BRI, SR R, AC-r=rfoRiE R Ae-23Resem SBife sAfbeme e MR TS0 Seams AT
PR TS WCAMS Good Clinical Practice (GCP) MREEN WA g A 7Ry I Ao WEGIfod A« IR 4o
AR TP TR AL IECR | @ FTCFT FAFIE FAE Y € FEFTOE ARGETR T 374 P SV
Clinical Trial's Oversight (CT) fEoI5T% & 303 Ao | (o=t TFRSTE G send ARGETR &5 g 03¢ 8 2o &
SIS CRO (Contract Research Organization) IRICR GR G 0¢ 71%% 380 6 T GreT &ATO o AW FAT 2CACR |

SI. No Contract Research Organization (CRO) Name & address

1. M/S Clinical Research Organization Ltd.

Address: Road-14(New), House-8/3, Dhanmondi.

Clinical Site: Farabi General Hospital

E-mail: uddinhelal1970@gmail.com

2. M/S. Khwaja Yunus Ali Medical College & Hospital, Bio-Research Services
Address: Enayetpur, P.S- Enayetpur Sharif, Upazilla- Chowhali, Dist- Sirajgong.
Clinical Site: M/s . Khwaja Yunus Ali Medical College & Hospital

E-mail: info@kyamch.org

3. Eminence Associates for Social Development

Address: 3/6 Asad Avenue, Mohammadpur, Dhaka-1207

Clinical site: Care Hospital Diagnostic (Pvt) Ltd.

Email:ceo@eminence-bd.org

a8 M/S ESKEGEN Limited (CRO)

Address: House No: 66, Road: 08, Block: C, Niketon, Gulshan-1, Dhaka- 1212.
Clinical site: Dhaka Central International Medical College Hospital.

E-mail: info@eskegen.com

3 Bangladesh Clinical Trail Limited (BCTL)

Address: Unique Heights (Level-8), 117, Kazi Nazrul Islam Avenue, Ramna, Dhaka-1217.
Clinical site: icddrb, B, 68 Shaheed Tajuddin Ahmed Sarani, Mohakhali, Dhaka.
E-mail: info@bdclinicaltrials.com / razzaq@jmigroup-bd.com

6. CRO DMC (Clinical Trial Center/ Contract Research Organization, Dhaka Medical College)
Address: Old Building, DMCH, Shahbag, Dhaka.

Clinical site: DMC, Old Building, DMCH, Shahbag, Dhaka-1000.

E-mail: mahfuzdmc55@gmail.com
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SI. No Contract Research Organization (CRO) Name & address
e M/S. Novas Clinical Research Sevices Ltd. (NCRSL) (FIET & MR G5 F71© FAT ACACR)

Address: 1/1/B, Paribagh, Dhaka-1000.

Clinical site: Novus Clinical Research Services Ltd. (NCRSL) 1/1/B, Paribag, Dhaka-1000.

E-mail: dka@bpl.net.drk E-mail:info@novuscro.net

8. M/S. Child Health Research Foundation (CHRF)

Address: SEL Huq Dkypark, 23/2 Khilji Road, Block-B, (Mirpur Road), Mahammodpur, Dhaka-1207.
Clinical site: Child Health Research Foundation (CHRF), SEL Huq Dkypark, 23/2 Khilji Road, Block-B, (Mirpur
Road), Mahammodpur, Dhaka-1207.

E-mail: shruty@chrfbd.org

9. International Centre for  Diarrhoeal Disease Research, Bangladesh (icddr,b).
Address: 68 Shaheed Tajuddin Ahmed Soroni, Mohakhali, Dhaka-1212.

Clinical site: : Matlab, Mirpur, Kamlapur, etc.

E-mail: info@icddrb.org

10. Institute for developing Science and Health Initiatives (ideSHi)

Address: Office- House 48, Block B, Road 9, Bashundhara, Dhaka-1229. Analytical facility — 9 Mohakhali C/A
(Amtoli),Hosaf High Tower, National Bank Building ,8" floor ,Dhaka- 1212 ,Bangladesh.

Clinical site- Farabi General Hospital Road-14(New), House- 8/3, Dhanmondi.

E-mail: info@ideshi.org

11. M/S Bangladesh Medical University

Address: Bangladesh Medical University (BMU), Shahabag, Dhaka-1000.

Hospital Facility: Bangladesh Medical University (BMU), Shahabag, Dhaka-1000.

E-mail: bmu.ac.bd

12. M/S Projahnmo Research Foundation

Address: Flat- 5D, House no-37, Road no-27, Block-A, Banani, Dhaka-1213

Clinical site: M/S Projahnmo Research Foundation, Floor 6&7, House 97A, Road-25A,

Block-A, Banani, Dhaka and Centre for Woman and Child Health (CWCH), Ashulia, Dhaka-1349
E-mail:sahmed@prfbd.org

13. M/S Dev Care Foundation.

Address: 1501/B, O.R Nizam Road, Mehedibag, Chattogram, Bangladesh.

Hospital Facility: Max Hospital Ltd. 35/36, Mehedibag, Chattogram, Bangladesh.

Clinical site: 1 st Floor at 1501/B, O.R. Nizam Road Mehedibag, Chattogram

E-mail: devcarefoundation.org

14. | Filaria and General Hospital.

Address: Kalma-1, South Zinzira, P.O-Dairy Firm, Savar, Dhaka-1341.
Clinical site: Filaria and General Hospital.

E-mail: iacib1995@gmail.com

15. The Leprosy Mission Intemational-Bangladesh.

Address: House no-488A, Road no-32, Mohakhali New DOHS, Dhaka
Clinical site: Leprosy Mission Hospital, Nilphamari.

E-mail: info@tlmbangladesh.org

16. Advance Bioresearch Solution-BD.

Address: Mukto Bangla Shopping Complex, 7ft Floor, No-120, Mazar Main Road-1, Mirpur, Dhaka
E-mail:nazrulislammd?71 @gmail.com

17. M/S AMZ Hospital Ltd.

Address: Cha-80/3, Sadhinota Swaroni, Uttar Badda,Dhaka, Bangaldesh
Clinical site: Cha-80/3, Sadhinota Swaroni, Uttar Badda,Dhaka, Bangaldesh
E-mail:info@amzhospitalbd.com

18. Clinical Studies and Research Outreach
Address:Department of pathology, Faculty of Veterinary Science, Bangladesh Agricultural University,
Mymensingh.

19. M/s Chattogram Veterinary and Animal Sciences University

Address: Khulshi, Chattogram-4225, Bangladesh.
Clinical site: M/s Chattogram Veterinary and Animal Sciences University, Khulshi,

Chattogram-4225, Bangladesh

E-mail: registrar@cvasu.ac.bd
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SI. No Contract Research Organization (CRO) Name & address

20. | M/S Nexus Research Organization.

Address: 56/Kha, Jail Road, Mymensingh, Bangladesh.

Clinical site: M/S Nexus Research Organization, 56/kha, jali Road, Mymenshingh, Bangladesh.

E-mail: nexusresearchorgnizationtd@gmail.com

21. | M/S Probe International Clinical Research Ltd.

Address: Plotno 12, Road no 1, Block F, Janata Co operative Society, Ring Road, Dhaka- 1207 Bangladesh.
Clinical site: MH Samorita Hospital and Medical College 117 Love Road Dhaka-1208

E-mail: admin@probecro.com, Web: www.probehealth.org

22. M/S Biomedical Research and Innovation Center (BRIC)

Address: Military Institute of Science and Technology (MIST), Mirpur Cantonment, Dhaka-1216, Bangladesh.
E-mail: office@hq.mist.ac.bd, Website: www.mist.ac.bd

23. Kapling Medical Research Organization

Address:189/A, Tejgaon Industrial Area Dhaka-1208, Bangladesh.

Clinical site: SB Specialized Hospital.

E-mail: kakonpoly@gmail.com

5.¢.5 NRA Lot Release (LR)

IR W fFeacer cwea =16 e wyen wwgeld s SEREr | WHO-9 pigsfres G a1 oyl fazmce ok
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5. &Y fogEe g wws *fE=iaaer

ST AP VST FAFC Y 8 FEFA O ARG 0T b Ol (¥ ey e sawibg forfiel 7oy zcaeg, < w3fe
R BHIfEHAET IR @ (e fGe2a 1 43 & 7o TR | IRIGT « SAWERR bATTR O SR O fersfiel 4
TRCR | ST AT € IS @’ &7 oe 6 (o5 SR TG 5] S Sovle a2 F41 TACR | 20 ofB (A
S SR S TR |

5.9 B3 REMIWCH 974 e SRWEER (A5 e = groies

R (I KA 5651 F9F (QARDF) 7O de TP 03¢ 13 O o 394 P AN AF0T T
*ESF W@ TOF AT, TIFE ST FCofT FACATHI ATRCFES IS5 ST T SR e Sifees (7o)
GF Gy G0 S T LS AW A |

TIFT fAIR™Ca S PT SMETER (AAG fEFItast SiesT Qrotaa «I0sy 7S 38 Taar 2038 3 sifird Feres e 394
SERURICE VR T4 7 | SB35 F900 &0 SFer F dfspiie @ ¢ Sfafos @ jJee, IRT 1 ¢
(P-5TT (AT IR NS W (R | TRINER (@RS ¢ [fRArende was Rarr Seeed [N evd
R TR S TSR (ST FE5 Y72 BIICEIeR g e AT TR T=EAST GFfs I I-W (03 G ST groe
T4 I |

89y, PG, @ fTorR 8 SIEbR/MeGHae AfAers Tonfi semif ¢ FeifF @ fdrs a3 s
ST @ IR FCAT BRI @9 e 9g! “Afvd;

»  JCORTIG, PRICEE, WFN (substandard), SINWIE i @ W9y, 894 P SfweEd Seame FfsEeE /
Misdeclaration W (FF €34, AL, (I G127 € TILIGET/ MOGE MfACEET S5iW St (@I Sy

r T G S S AV FHHCP FREAMIST @A @R Bangladesh Single Window (BSW) Bt 311t s1raca
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5.5 (TP fCoRER @GTR* &dwiv 8 = foages

(T G & R ¢ ey (e fGerest e s =ity 93¢ oMW Sfimes 9@ Registration
Guidelines for Medical Devices Bangladesh #I2T12F 2vae T4l AR | TS MNIGRA SPiaesdd (e TerAifne ¢
SAIFS EHIT TORER @G e S 2002 | G 03¢ e Trmifags soco B A FIo7 @fewE TeRem
S € srob B, C 8 D FICW @ity [CoReR @fEea= ene F6 AR | (TR G9CeR IFTe 0o Heayie
12T elifed ey SifeFe Gk (e Berlifre (b=t feeiZeT A Yoa1 o FE=e 0 (e J06R | T Gepaiel S
O T (NG I8 #AThR | URIGTe iR T ([fo 4R (et o2 @9 Heart @3 ring, Pacemaker,
Tc4 1, Heart Valves, Hearing aids 3= Si1ey (631 fCOIE0R 1 SR J007 | Ar2feF x99y 8 ARAd
e M@ % Heart @3 ring, Pacemaker, Heart Valves, Neurosergical Device 7R Sy« fCS20= 15 A4S
(TSR AT AINET (@0 TN S G G5 reraee S 10+ 41 20A0F | OF [rees FGT JATEEHCT S0y (@
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5.5 8FKT AT 92 Nivow Tea FIEH 8 Trea @R =19t goiw

B @i 92d NFveats Ny Rega Iwee Tie FICHT JRGEAIF #CH (T T (SR W08 FICOT g F40
TR | T FCAPTR HTGRG FHOPT F$F ATMDITS =7 | IRETACHE FICE JIGATCE THO FACEH #CHT TSI AT
FICHEN/ T (AEFT *I9f QST (FIF T Gl AR AT F1 0% T |

.50 3T T WHSEH Antimicrobial Resistance S ST

ORI @RTOI™T (AMR) , Il ATLETS FAREM (Superbug) FITH “fibe , TSN ST &) IF TGS (AHTF T |
O DI (IR 89 2P KMET (DGDA) TR2PTIRT S G ACHe! el S0 b0 | T 0 Ty @ s Seed (et
oy IBAAGE Tea 3-RFS (self-medication) FNCAR FCH 2T SR G2 A FCIF JRBAR G FoATZ @1 |
RACAC SIFBICIBRT TAbZ J2R AR (Fg @6 MIATF 2T 874 8 FADGIT W2F-0%9 (Drug and
Cosmetics Act-2023) | 92 I 03¢ AET FICHHE AT ACANS T G2 038 A 837 A6 (ATF O IR SF 2T |
B SRR T 4 20 APOTS Bfeeiaa @i e =rer @it Tt spiftanibs e Farse oimwa 71 | <gaba soe
AT ST TAGIRIA R AR GF T 918 TCATD FCACR | AZCAT JRARN OGP RGN 74, A6 038 (A
A6 03¢ 8, FF ARPIFET *MCF! —ROTT (TH13T (F6F A (TIee SAeqw 2fibifere =7 |

= TR RS (PG =Sl SISt e [ies vty (e [ifeq gt wiciPr [eta @as st @ w41 =31 |

= IAFTS FHP GIRANE (I6 *R,9¢ %00 BT QNI WA T 2 |

» oSl ACRT U SfeqEs World AMR Awareness Week- 2025 ©oF1C#) (A0 fAfSq 3ITH Sb-28 ORA 03¢
FASRIA (B 2906 T Fi 41 &, @ SRR 2w {71 38,0 ,200 BT |

W FqG IR AT T B ICATTRT WRGA TR A Gegy THE G F9Y P AN s gae

AT |

BT @, World Health Organization (WHO)-4g Fifeifa sr=cafrer "Support DGDA Initiatives for Antimicrobial Resistance

(AMR) Policy development on reducing the irrational use of antimicrobials, AMC Surveillance, and Awareness in Bangladesh"

G SR GTY T ML TEOS| JCS YT G &7 FCACR, AR WL ST 208

»  Policy Brief &/ : 374 NP Sfiwed, W2CHNE (IEDCR) @R AT SAlema AN @SE AETACHT
ORI S IR R ST €39 (consumption and resistance pattern) JREE G0 @@"ﬁ Policy Brief
24BS A |

»  TrOl ST feae: SmfesRrafaET gt fersmte, aaeR e =i agemE Saix wrei i sl-reaem:
(National Guideline) &5 @ eae 341 |

s R A OGSl (TR SR 31t @SS B SRR TSNS ST SIS | AT (S, R @ @)
TomIe froge v |

= &ffrFe I Antimicrobial Use/consumption Data TR e A FREG (@rwiifag Sfmsions elffre emie
40

 SRCCSIRRT R & (epTiEer Trer srfaaite e wwr ffve wwcs [ffews (BeDs) e @i st
CCSICH T @ elfRFel 2w |

= T BF (FIOIF 3©T: Task force to monitor Antimicrobial consumption/Use in Bangladesh' € ST SIS B4 |
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3. FFY eI SAVET F$S 038-203¢ Y IR TS T

TRE = R xR (1)
) ST TR TS & o
N TeAifrs @aed GG AN Jifoet >0
© BT TAMASIA AfSHITFT AR AR 1w 08
33.5 7Y TRt fSBieaR ~ferReyiee
Types of No. of Production Functional Production Marketing Suspend Non-
products Units Held-up Functional
Allopathic 323 251 08 62 02
Unani 286 254 - 30 02
Ayurvedic 208 166 5 36 01
Homoeopathic 71 54 - 17 -
Herbal 47 44 = 3 -
Total : 935 768 13 150 05
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9.50 | DGDA Alert Notice:
@z{ﬁf Nogclzr(;a te Source Subject Manufacturer Alc)tg;;:y
S o¢.ob.2038 | WHO ™ =gy G (WHO) e @fer# (el @& | Aurobindo FTY T
Medical | ©/30%8 @ @3 ¥ 7ToF FAE @, FFUNE @relF | Pharma G@WWW
product | @=T5 ©/2038 @ ¥ TG FeF FACE @, FEnTS | Limited, PRICER F=T
alert No | wfvafge  1sii@ 534 (& Oxymorphone | Hyderabad-500 TS TS T
3/2024 | Hydrochloride 40mg 3 @3 AT5 T3 (falsified) | 038, India. Bl ‘Wa
feeita *Mie @ =R Oxymorphone siew MWW
Hydrochloride 40mg T @346 WRIR (At S vt e 5 T
I PofeerT s =1 | @9fl =T fRvse 41 =0T .
«qts  Oxymorphone Hydrochloride @3 #Iffats AT 56
Metonitazene *IS3T AR ¢ 0 9%y 31g (WHO) & &Y AT (AT
Finnish Medicines Agency (FIMEA) ®IfNGR | [SEISRISIE AT
Metonitazene €5 *f&=et A2FraHHoS HUy REEINEEIEN
SPIRT BY TF @A g S IR (R GR
G (TS @Pod “I*E '8 GORTGIS SIS T T |
Oxymorphone Hydrochloride 40 mg «¥
AWM G AEFFETE AUROLIFE PHARMA
LLC T©& 36 s (falsified) @R S
Hydrochloride 40 mg «q TeoMasRS @R
JeFETesE AUROLIFE PHARMA LLC %
I 75 (falsified) GR Sna s Teolfre =
e {5 R0z |
2. %0.50.20%8 | WHO ™ =gy G (WHO) =ife @iewy= (@rei® @15 | Dow Europe Excipient 5
Medical | 8/20%8 @ @ WX OF FACR (@, AR q&ca | GmbH and The | IFF ¢ s
product | DOW USP/EP PROPYLENE GLYCOL @7 few5 | Dow Chemical | 1 o=r fifow
alertNo | qji5 1 <1 (Sl R e @esz | «@fFficas | Company UGS SRR SR
42024 | s 9e® & DOW USP/EP PROPYLENE ;’_“‘T Al
GLYCOL (S Ethylene Glycol Seeewamy @ il % %” N j«
OIS AT (P& REE =t | Ethylene Glycol e SN
T = Gy IO @ LTS (50 LTINS | Ty SRR & o
@, @fge 038 @ DOW USP/EP PROPYLENE 874 oM ST
GLYCOL @ #nf6 v %=1 1 coue Rend R AT
AP ST SMSAT AR N0 [ wrgy STy 0T 2T 4 2 |
(WHO) IS (2ol =115 5/2038 i Fcafes |
©. | 29.33.2038 | WHO BFY AHPT SMESET WP RIET e FIFOMA | AstaZanica Srafie IMFINZI
Medical | GG TR @, 7 919y G (WHO) F7=7{fs (f&=1e1 (durvalumab)
product | (2TCIF @6 0¢/2038 4 €3 W TeF FAT @, injection 5 Fy1THa
alert No | S[csiferatr, (<RIH G3R SACH RIS A2Z (53T (0T SIS SUSE G
5/2024 IMFINZI (durvalumab) injection 500mg/10ml 4 m@
&5 > T (falsified) RN *Me 1 200= | G T G
Durvalumab G355 TN SHFGIE 1 =ty AT e 4T 2 |

fTtA @fe%a Non-Small Cell Lung Cancer
(NSCLC) fofeem &5 wge =1 IMFINZI
(durvalumab) injection 500mg/10ml 49 &F©
TeoMasE AstraZeneca ©% b6 7391 (falsified)
= ffbe e S (falsified) IMFINZI
(durvalumab) IFRIF @ANWT T BIFSTR @
G 19 Z0O A1 |
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BY P AqMeST
@iﬁ? Nogizr(;a te Source Subject Manufacturer AIc)tg)Szy
5. | Sr.09.202 | WHO o =gy kY (WHO) ife fSHr# (@reid @6 | Mundupharama | Sw@Efe =1 <G
¢ Medical | od/203¢ 9 €% WG ToF FCR @, JRGREE &3 | A/S ST ALS 10T o
product | sffgfie IEE =TS  OXYCONTIN 80mg T I AT
alert No | (Oxycodone hydrochloride) @3 «&fG J® =1 VAR RS
01/2025 | (falsified) RRGTA *I& 41 0= | OXYCONTIN WWWEE?
80mg (Oxycodone hydrochloride) 49 &F© B e
TeAmsE @fepi MUNDIPHARMA I WHO (& e e
RS FAR | (AFIICS SNt OXYCONTIN I
80mg (Oxycodone hydrochloride) “MfG(s g3g &=t SR A |
(falsified) 47 2AC® | OXYCONTIN (Oxycodone
hydrochloride) 936 GifN-Fieafbs eftewe ar sraif
QF SIF AR fofre a3z =3 |
2. | ¥.08.203¢ | WHO G NN (O (DIZ) §RY, JREREnced | Maxheal Srfke At W=
Medical | #FRCIGRCS T4 (falsified) *WfBGa T “47% 41 =7 | Pharmaceuticals | TPSET e
product | @  mMBrs  OXYCONTIN  (Oxycodone | (India) Limited. | IS0 T T &
alert No | hydrochloride) @3 #fRJT® nitazene compound I T T
02/2025 | sinear a1 a1 €5 e Feglb iare | o T e e
(falsified) *Mf> GoRTEE R Joia TH (e =T SN e
: ) e e e
FE 9 T @R TrEie
IHST AR (AF
e AR ww
e SRAENTE
S{Ee T |
©. | 0.0€.203¢ | WHO ™ =gy G (WHO) =2ife @iewT= (2§ @G | AstraZeneca s Ama w3
Medical | 0}/203¢ 9 92 I ASF A @, TP G T4 YIORET e
product | SfEFI eeTed TS HEALMOXY (Amoxicillin) MR T T T
alert No | Capsules 500mg TS “twd 791 51 (08) & Iy T T T
03/2025 QX T/ 9

e I = | 99 HEALMOXY (Amoxicillin)
Capsules 500mg 97 T RURCT AT (R &
FIPFTACS e Afew AW (Amoxicillin)
AN TR 7 qRR FICF YT 7591 A TAM S
IR R (1T REAF O SPreriosle F16 0 |
Amoxicillin @ SpfeIts a [feg TEa=
R ey 9me =1 T 8 JRIR
SfeRrem @ Rem 3@ owed k@ a1 &
(uvlnerable) SR & A1FY iﬁ? o TS A |

St B
e o e
T o IR TERS
WIS G2 (AT
s a_R W
ENCEIRC I e D]
_fES T 2T |
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BiE) Y, | RN | U N A | FNeen | fefen | Ige (Tl | I93 _S
Q005 GF | WG Pracen | Praicre® | YT | wifiger TREFS) ffeg
Faas | fifes | Ryt eTe | Raem ¢ | R 006 | FHGCE
R w2 s frag azeem | Pt IR | @Ry ISRkl
TRRACR | SR FR TRYT Rm | SR e
Gy TR UES) T I
SR BISEG “Afae
RAT
N 3 © 8 4 v q 2 5 S0
37y So (W*N) obr o} (v¥) & RIS - BIE} G T 3T P | TR
g (SB) oo &fifes (5/-) B | wfqmerEE
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T A |

38 | \3TY T HEASTIR W7 T SFae ST
8. (AT 2iffrFe T3 038-303¢

ey SRHRATIT
= IRISIEIE] LG ST T/
R Ao IR
S Project Appraisal Formulation and G ARTET @ T 23-09-038 (O o
' Approval (23rd Batch) GG (gFafifE) ob-ob-2038
Y ERI IR ERT ewi dfserfs | 9rgy e r o, 71y 8
2. (Fiforem BIoH) IR I 2RFgar | AR I THATH, AT 59-30-3038 0%
Q038-20%¢ JRBIRICAS FICFy I
i q A< 8 3
o | Public Procuremer.lt Management GO AT @ TR o7 S o8
(15th Batch, Evening Course) GG (gFafifE)
8. Residue Control in Milk 12;{ ’ e, 2D-35-2038 04
- = @9y g Iffe 5-53-2038 o-
€. | Patent Law e Fier D) R Sk NN ot
FeP WCAIfers 33-3038
eI NEeeTCa PraftT
. | EMS o= o ¢-03-303¢
0 S fTwe e Gt R . 0@-0-0% o
o ARFHA 8 T 29-03-303¢ TS 4-
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Capacity Building Training on
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Database Apphc.atlon PR 1T, AT T
SY. | Development using Oracle TR B3804 | 39-08-30%¢ o
with Database Administration R
X Government Office JIECH FTH R 20-08-303¢ (© N
. o
A Management with Google and | e, 2 Grea, 00-08-303¢
Enhancing Digital
St. | Government & Economy R, T FIT | 09 (31®) e it oG
(EDGE) @5 989X Digital
Capacity Building Training on | IR SITG
« RQ-0€-0C AO
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BT T S
8.3 | RTvTe &f*rFe FMETl: 2038-203¢
[y SRARREAFIA PP/
= ez T 8 TSI oy T AT @
. 9th GMP Conference Russia Ministry of CPTIR IR ZE(
33-39 7, 3038 | Industry and P AfBIETT,
Trade of Russia 8T eI ST, BT

2. First Annual Meeting of WHO | Rio-de-Janeiro, | National Institute | (s ¢ ST S22

Global Network of Quality Brazil for Quality FRBIE ABETE,
Control ~ Laboratories  for | .o srFrE, 3038 | Control in Health, &I 2P Sfe, BT
Pharmaceuticals (WHO- GNP) Brazil
o. | AMR Policy Making Course Canada Global  Strategy | @1.4ax.=fT ZAFHT
09-3% S(JRE, 2038 | Lab TSR “RBEE,
3 e AW, GIFT

8. 58" Expert Committee Meeting Geneva, World Health | ©I. (W3 TP & ¥ @
on Specifications for Switzerland Organization @ff5 B,
Pharmaceutical 09-3) SCTRA, 2038 | (WHO) TP FCGIT TIRCIBA
Preparations(ECSPP) &I P STE, TR

¢. | 19thInternational Conference of | New Delhi, India | World Health | (f&q (@A F&0 GI:
Drug Regulatory Authorities | 8-St STFIRA, 0%8 | Organization Afm - T - 7
(ICDRA) (WHO) TR,

BT T WIWET, DI
OIS A
BT PP WIWET, DI
NESERIEe
3 NPT M, GIFT

. Factory  Visit/Pre ~ Shipment | Hyderabad, India | S.S. Scientific | ZNEE AHCAE
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8.9 Assembly of the Members of the South East Asia Regulatory Network (SEARN)
Assembly of the Members of the South East Asia Regulatory Network (SEARN)
Date: 01 to 04 July 2024, Venue: Dhaka, Bangladesh

Theme: Safe medicines during pregnancy

1. Introduction: The South-East Asia Regulatory Network (SEARN) is a volunteer association of the National Regulatory
Authorities of the countries in the WHO South-East Asia region: Bangladesh, Bhutan, the Democratic People's Republic of
Korea, India, Indonesia, Maldives, Myanmar, Nepal, Sri Lanka, Thailand and Timor-Leste. The Vision of SEARN is to support
timely access to affordable medical products of assured quality, safety and efficacy in all countries of the South-East Asia region
and beyond. The Mission of SEARN is to develop and strengthen regulatory collaboration, convergence and reliance in the
South-East Asia region over shared regulatory issues and challenges that will build trust and capacity, and will enable National
Regulatory Authorities (NRAs) to fulfil their mandates and better safeguard public health.

The objectives of SEARN includes

a. Information sharing: Create an enabling environment to enhance communication and information sharing on regulatory
policies, guidelines, standards, procedures, outputs and regulated products and entities between NRAs in the region.

b. Systems strengthening: Facilitate and support regulatory capacity development to enhance regulatory skills and
competencies and strengthen regulatory systems in the region.

c. Convergence: Promote convergence and alignment of regulatory approaches and requirements based on international
standards and good regulatory practices.

d. Collaboration: Identify and develop potential work sharing and reliance processes to help address common work areas and
optimize use of existing regulatory capacities and expertise available in the region.

2. Participants:

i.  Md Mozammel Hossain Khan, Joint Secretary, HSD, MoHFW, Dhaka.

ii. Md. Abdul Aziz, Deputy Secretary (WHO-1Section), HSD, MoHFW, Dhaka.
iii. Mohammad Nayeem Golder, Deputy Director, DGDA, Dhaka

Special Invitees:

i.  Dr. Md. Harun-Or-Rashid, Deputy Chief, NDCL, DGDA, Dhaka.

ii. Dr. ATM Golam Kibria Khan, Assistant Director, DGDA, Dhaka.

Observers:

1. Md. Tanvir Ahmed, Assistant Director, DGDA, Dhaka.

ii. Md. Mohid Islam, Assistant Director, DGDA, Dhaka.

3. The Program: Chair: Major General Muhammad Yousuf, DG, DGDA (Bangladesh)

1.Members: Mr Md Mohammad Mozammel Hossain Khan (Bangladesh), Mr Md Abdul Aziz (Bangladesh), Mr Mohammad
Nayeem Golder (Bangladesh), Ms Gym Bidha (Bhutan), Mr. Jigme Dorji (Bhutan), Dr. Rajeev Singh Raghuvanshi (India, Chair
of Working group 3 Vigilance), Dr Manish Kapoor (India), Dra. Togi Junice Hutadjulu (Indonesia), Mrs. Nunning Lestin Bintari
(Indonesia, Chair of Working group 5 Medical Devices), Ms. Aishath Mohamed (Maldives), Mr. Mohamed Fazeen (Maldives),
Mr. Narayan Prasad Dhakal (Nepal), Mr Pan Bahadur Kshetry (Nepal), Dr Ananda Wijewickrama (Sri Lanka), Ms Deepika
Bulathsinghala (Sri Lanka), Dr. Tharnkamol Chanprapaph (Thailand), Mrs. Sirinmas Katchamart (Thailand), Mr Delfim Costa
Xavier Ferreira (Timor-Leste), Dr Jimmi Bruno de Oliveira (Timor-Leste).
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SEARN Secretariat: Dr Anil Chawla, Mrs. Naina Sethi, Dr Adrien Inoubli

Other participants: Dr Md. Harun-Or-Rashid (Chair of Working group 1 Quality), Dra. Tri Asti Isnariani (Chair of Working
group 2 Regulatory Strengthening), Mr A.T.M. Golam Kibria Khan (Chair of Working group 4 Information Sharing), Mr Md
Ashraf Hossain (Bangladesh), Dr Md Akter Hossain (Bangladesh), Dr Sarwat Jahan Pia (Bangladesh), Ms Gulshan Jahan
(Bangladesh), Mr Shaikat Kumar Kar (Bangladesh), Mr Md Razibul Habib (Bangladesh), Ms S M Sabrina Yesmin (Bangladesh),
Mr Md. Mohid Islam (Bangladesh), Mr MD Shariful Islam (Bangladesh), Mr Mir Abdur Razzaq (Bangladesh), Mr Nahin Al
Alam (Bangladesh), Dr Hamida Begum (Bangladesh), Mr Tanvir Ahmed (Bangladesh), Mr Md Salahuddin (Bangladesh), Mr
Pravin Jagtap (India), Dr Santosh Vithalrao Indraksha (India), Mr. V. Rajappan (India), Dr Vivekanandan Kalaiselvan (India),
Mrs Indah Zulhijma Wattiheluw (Indonesia), Mrs Anggrida Saragih (Indonesia), Ms Putri Wiyana Utami (Indonesia), Ms Aishath
Jaleela (Maldives), Ms K N L Karunathilaka (Sri Lanka), Mr Kritsada Limpananont (Thailand), Mr. Wittaya Prachachalern
(Thailand), Mr Wittawat Viriyabancha (Thailand), Mr Placido Bruno dos Reis Da Costa (Timor-Leste), Dr Jeremy Shonberg
(TGA), Dr Natasha Brockwell (TGA), Mr Matthew Scotney (CEPI), Mr Vivian Rakuomi (MTaPS), Mr. Mehmood Anwar
(TGA), Mr Esakky Jeyakhandan (USP), Mrs Tabassum Munira (USP), Mrs Topha Shrestha (USP), Dr Andrea Keyter (WHO),
Mrs. Chinta Abayawardana (WHO), Ms. Liyana Rakinaturia (WHO), Dr Md Khurshid Alam Hyder (WHO), Dr. Mohamed
Mahmoud Mahmoud Amine (WHO), Mr. Paritosh Chakma (WHO), Dr Samvel Azatyan (WHO), Dr Shanthi Narayan Pal
(WHO)

The Assembly were included two main sessions:

a. 1-2 July: Preparatory meeting of the Working Groups and Steering Group (the costs of physical participation will be borne
by WHO for the members of the Steering group, the Chairs of the working group, and the Rapporteurs — other participants
may attend at their own costs or virtually)

b. 3-4 July: Assembly of the Members of SEARN (the costs of physical participation will be borne by WHO for Heads of NRAs
(or a person designated) and one person designated to assist in the discussions, the members of the Steering group, and
Chairs of the working groups — other participants may attend at their own costs or virtually)

4. Bill Approved in SEARN Assembly:
A. Revised ToR:

The Assembly adopted the proposed updated terms of reference to enable participations of experts external to NRAs to support
scientific / technical recommendations from WGs, and to allow for a gradation of responses to public health emergencies, with
one clarification regarding propositions of additional experts by the secretariat and further emphasis on the rule that only SEARN
Members may participation in the adoption of decisions.

B. Framework for SEARN secretariat on the publication of SEARN outputs on the public website

The Assembly adopted the Framework for SEARN secretariat on the publication of SEARN outputs on the public website,
pending further discussion at the Assembly, with one clarification in the background regarding the needs of clarity from SEARN
Members on what would be published on the public website.

C. Discussion and adoption of the Draft SEARN Quality Policy
The Assembly adopted the Draft SEARN Quality Policy, with some corrections and further emphasis on sustainability.

&
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D. Host of the next SEARN meeting and rotation members of the Steering group

The Assembly welcomed the expression of interest from Bhutan and Nepal to host the next Assembly meeting. The Assembly of the
Members of SEARN agreed that Bhutan may host the meeting of the Assembly in 2025, and that Nepal may host the meeting of the
Assembly in 2026. As a consequence, Bhutan replaced Bangladesh in the Steering group and, as host country, became its Chair.

E. Steering group meetings during the Assembly

The Assembly agreed that at the time of the meetings of the Assembly, the meetings of the Steering group and the Assembly are
combined, considering that the same representatives participate in both meetings.
E. Approval of the outputs from the working groups
= WGI: all outputs adopted
=  WGQG2: all outputs adopted
= WGS3: all outputs adopted
=  WGH4: all outputs adopted
*  Declaration of the SEARN members
*  Guidelines to SEARN members on information sharing
»  Confidential Disclosure agreement template
=  WGS5: all outputs adopted. The Assembly highlighted the importance of carefully considering the best means to establish
MoUs in the region to facilitate information sharing between SEARN Members.
= Secretariat to circulate draft minutes of this week:
»  Working groups
*  Steering group
*  Assembly
= Adopted the outputs of the 2022-2023 workplan in line with the discussions
*  To be published once the minutes are adopted

= Declaration of the Members of SEARN on information sharing and new work plan to be published on the website
5. Learning from SEARN:

a) Capacity Building: To facilitate and support regulatory capacity development to enhance regulatory skills and competencies
and strengthen regulatory systems in the region. Pilot the development of the preferred domains from each dimension of the draft
Global competency framework: Meta-Competencies (Collaboration), Core-Competencies (regulatory framework, policies, and
process), Role-specific competencies for reviewers (Product quality), inspectors (Regulatory decision-making), laboratory
analysts (Laboratory systems and equipment), vigilance personnel (Post-market surveillance)

b) Information Sharing: SEARN is dedicated to information sharing, and especially to create an enabling environment to
enhance communication and information sharing on regulatory policies, guidelines, standards, procedures, outputs and regulated
products and entities between NRAs in the region.

¢) Reliance: Facilitate reliance in the SEARN region to understand how reliance is used in the region and better define the needs
and to build convergence on criteria for identifying a reference regulatory authority. SEARN supporting the development of
reliance in the same functions where it is currently used especially Marketing Authorizations, Vigilance, Regulatory Inspections,
and Laboratory Testing. The current use of reliance in lot release but a significant interest was also expressed in developing
reliance for regulatory system.

d) Sustainability: How to ensure sufficient and sustainable resources among the SEARN network and carry out the intended
activities included in its work plan.

e) Reference Standard: Drafting a strategy to facilitate the identification needed and sharing of reference material/chemical
reference standard in the region

f) Laboratory QMS: A variety of tools is available to support laboratories in improving and demonstrating their quality. These
include WHO pre-qualification, accreditation according to ISO 17025, WHO-NNB Network and WHO assessment as per GBT.
Participation, implementation and information sharing in relation to these tools can contribute to improve the performances of

laboratory testing in the region and facilitate reliance.
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f) Laboratory QMS: A variety of tools is available to support laboratories in improving and demonstrating their quality. These
include WHO pre-qualification, accreditation according to ISO 17025, WHO-NNB Network and WHO assessment as per GBT.
Participation, implementation and information sharing in relation to these tools can contribute to improve the performances of
laboratory testing in the region and facilitate reliance.

g) Increase Reporting: How to draft a strategy to stimulate reporting in the region, including technical solutions. This work shall
be embedded in the scope and objectives of WG3, which include all medical products that are in the scope of SEARN and also
consider substandard and falsified products. While there are specificities to the different types of reports, it is expected that this
strategy may address many of the common challenges and solutions.

h) Regulatory Intelligence: How to develop a regional approach to regulatory intelligence in time of public health emergency
to support NRAs. WHO South-East Asia Regional office shared its experience of the type of information which has proven
helpful in time of public health emergencies.

et

Meeling of the Assembly of the Members of the
S0k Ej- Tsle=Teq Catesy N ;

6. DGDA Achievement from SEARN:

* Positive attention and good remarks from the member countries of SEARN.

* DGDA Shown potentiality in working group 1 (Quality) and working group 4 (Information Sharing)
* Laboratory access department of DGDA drawn attention for training hub of other SEARN members.
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.89 Application checklist for permission for Manufacture & Import of Medical Devices

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.

15. Short description of the Manufacturing process.

16. Procedure for sterilization.



—rz _ -
e e e dl[da® 4[5 @,’T [ 3038-303¢

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.

.88 Criteria for CRO/Clinical Trial Centre:

1. CRO Profile to be submitted.
. Organogram .
. CV of Researchers and members .
. Job Description.
. Whether every person involved in the clinical trial has each got GCP training.
. Clinical trial site master file.
. Whether the Clinical Trial Center/CRO has Bio-analytical Lab
a. If not, have they got any contract with any Bio-analytical/analytical Lab having Biological Sample
Analytical Facility.
b. Biological Sample storage & Carrying facility.
c. Whether the Analytical Laboratory got any accreditation.
8. Whether any chief investigator designated or contracted to the CRO or Clinical Trial Center.
9. Whether the CRO got IRB/IEC
a. Structure of IRB/IEC
b. Whether IRB/IEC registered from BMRC or approved by Law/Authority
10. Storage Facility of IP
a. Whether Temperature Sensitive Product Storage Facility
11. SOP for Handling of IP.
12. Archive Facility
a. Is the Archive Facility has Controlled Access .
b. Is the Archive Storage Area Fire Proof & Pest Control .
13. Does the CRO/Clinical Trial Center has hospital facility.
14. Whether they have emergency handling facility such as, Intensive Care Facility in the Hospital or has contract
with any nearby intensive care unit.
15. Emergency Trolley & Ambulance Facility.
16. Quality Management Systems.

~N N L B W

%.8¢ Document required for conducting clinical trial:
1. Detailed description of Clinical Research Protocol Checklist (According to Annexure-I)
2. Ethical Clearance for conducting Clinical Trial from IRB/IEC
3. Investigator Brochure (IB)
4. Informed Consent Form (ICF)
5. Signed agreement between Sponsor/ CRO//Trial center/ Principal investigator (PI)
6. CV of PI and associates
7. GMP certificate of Investigational Product
8. Certificate of Analysis of Investigational Product
9
1

. Detailed funding of the trials

0. Case Record Form (CRF)
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11. SOPs of different activities
12. GCP training certificate of PI and team members

%.8% Required information for Clinical Trial Protocol Application:

1. General information

1.1 Name and address of the sponsor and monitor (if other than the sponsor).

1.2 Name and title of the person(s) authorized to sign the protocol and the protocol amendment(s) for the
Sponsor.

1.3 Name, title, address and telephone number(s) of the sponsor's medical expert (or dentist when appropriate)
for the trial.

1.4 Name Protocol title, protocol identifying number and date. Any amendment(s) should also bear the
amendment number(s) and date(s).

1.5 Name and title of the investigator(s) who is (are) responsible for conducting the trial, and the address and
telephone number(s) of the trial site(s).

1.6 Name, title, address and telephone number(s) of the qualified physician (or dentist, if applicable), who is
responsible for all trial-site related medical (or dental) decisions (if other than investigator).

1.7 Name(s) and address (es) of the clinical laboratory (ies) and other medical and/or technical department(s)
and/or institutions involved in the trial.

2. Background Information

2.1 Name and description of the investigational product(s).

2.2 A summary of findings from nonclinical studies that potentially have clinical significance and from clinical
trials that is relevant to the trial.

2.3 Summary of the known and potential risks and benefits, if any, to human participants 2.4 Description of
and justification for the route of administration, dosage, dosage regimen, and treatment period(s).

2.5 A statement that the trial will be conducted in compliance with the protocol, GCP and the applicable
regulatory requirement(s).

2.6 Description of the population to be studied.

2.7 References to literature and data that are relevant to the trial and that provide background for the trial.

3. Trial Objectives and Purpose
A detailed description of the objectives and the purpose of the trial.

4. Trial Design

The scientific integrity of the trial and the credibility of the data from the trial depend substantially on the trial

design. A description of the trial design should include:

4.1 A specific statement of the primary endpoints and the secondary endpoints, if any, to be measured during
the trial.

4.2 A description of the type/design of trial to be conducted (e.g. double-blind, placebo- controlled, parallel
design) and a schematic diagram of trial design, procedures and stages. 4.3 A description of the measures
taken to minimize/avoid bias, including:

(a) Randomization.

(b) Blinding.

4.4 A description of the trial treatment(s) and the dosage and dosage regimen of the investigational product(s).
Also include a description of the dosage form, packaging, and labeling of the investigational product(s).

4.5 The expected duration of participant participation, and a description of the sequence and duration of all
trial periods, including follow-up, if any.

4.6 A description of the "stopping rules" or "discontinuation criteria" for individual participants, parts of the
trial and entire trial.

4.7 Accountability procedures for the investigational product(s), including the placebo(s) and comparator(s),
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4.8 Maintenance of trial treatment randomization codes and procedures for breaking code. 4.9 The
identification of any data to be recorded directly on the CRFs (i.e. no prior written or electronic record of
data), and to be considered to be source data.

5. Selection and Withdrawal of Participants

5.1 Participant inclusion criteria.

5.2 Participant Exclusion Criteria.

5.3 Participant withdrawal criteria (i.e. terminating investigational product treatment/trial treatment) and
procedures specifying:
(a) When and how to withdraw participants from the trial/investigational product treatment.
(b) The type and timing of the data to be collected for withdrawn participants.
(c) Whether and how participants are to be replaced.
(d) The follow-up for participants withdrawn from Investigational product treatment/trial treatment.

6. Treatment of Participants
6.1 The treatment(s) to be administered, including the name(s) of all the product(s), and dose(s), the dosing
schedule(s), the route/mode(s) of administration, and the treatment period (s), including the follow-up
period(s) for participants for each investigational product treatment/trial treatment group/arm of the trial.
6.2 Medication(s)/treatment(s) permitted (including rescue medication) and not permitted before and/or during
the trial.
6.3 Procedures for monitoring participant compliance.

7. Assessment of Efficacy
7.1 Specification of the efficacy parameters.
7.2 Methods and timing for assessing, recording, and analyzing of efficacy parameters.

8. Assessment of Safety
8.1 Specification of safety parameters.
8.2 The methods and timing for assessing, recording, analyzing safety parameters.
8.3 Procedures for eliciting reports of and for recording and reporting adverse event and intercurrent illnesses.
8.4 The type and duration of the follow-up of participants after adverse events.

9. Statistics

9.1 A description of the statistical methods to be employed, including timing of any planned interim analysis
(ses).

9.2 The number of participants planned to be enrolled. In multi centre trials, the numbers of enrolled
participants projected for each trial site should be specified. Reason for choice of sample size, including
reflections on (or calculations of) the power of the trial and clinical justification.

9.3 The level of significance to be used.

9.4 Criteria for the termination of the trial.

9.5 Procedure for accounting for missing, unused, and spurious data.

9.6 Procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the
original statistical plan should be described and justified in protocol and/or in the final report, as
appropriate).

9.7 The selection of participants to be included in the analyses (e.g. all randomized participants, all dosed
participants, all eligible participants, evaluable participants).

10. Direct Access to Source Data/Documents
The sponsor should ensure that it is specified in the protocol or other written agreement that the
investigator(s)/institution(s) will permit trial related monitoring, audits, IRB/IEC review, and regulatory
inspection(s), providing direct access to source data/documents.

11. Quality Control and Quality Assurance
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12. Ethics
Description of ethical considerations relating to the trial. (Section 1.33)

13. Data Handling and Record Keeping

14. Financing and Insurance
Financing and insurance if not addressed in a separate agreement.

15. Publication Policy
Publication policy, if not addressed in a separate agreement.

16. Supplements

(NOTE: Since the protocol and the clinical trial/study report are closely related, further relevant information
can be found in the ICH Guideline for Structure and Content of Clinical Study Reports.)

%.84 Application checklist for permission for Manufacture & Import of Medical 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.

SI. Details Comments Supporting
No Documents
1 Name, address and communication details of the Manufacturer /Agent in

) Bangladesh.

2 Authorization letter of the Authorized 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

7

8

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

Details of the Confirmatory Assessment body

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

15. | Short description of the Manufacturing process

16. | Procedure for sterilization

17. | Procedure for release of the Device in the market

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

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

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.

22.

&
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List of Essential Drugs (Allopathic)

SFY 2P e

SL No. Medicine SL No. Medicine

1 Abacavir (ABC) 45 Bisoprolol

2 Abacavir + Dolutegravir + Lamivudine 46 Bleomycin

3 Abacavir + lamivudine 47 bOPV Vaccine

4 ACD Blood Pack/Double Bag/ Triple Bag 48 Budesonide

5 Acetazolamide 49 Budesonide+formoterol
6 Acetylsalicylic acid (Aspirin) 50 Bupivacaine

7 Acyclovir 51 Bupropion

8 Albendazole 52 Calamine

9 Albumin 53 Calcium folinate (leucovorin calcium)
10 Alcohol based hand rub 54 Calcium Gluconate

11 Allopurinol 55 Capecitabine

5 Alumin%um Hydroxide + Magnesium 56 Crfirraas

Hydroxide

13 Amikacin 57 Carbetocin

14 Amiodarone 58 Carbimazole

15 Amitriptyline 59 Carboplatin

16 Amlodipine 60 Cefalexin

17 Amoxicillin 61 Cefixime

18 Amoxicillin + clavulanic acid 62 Cefradine

19 Amphotericin B 63 Ceftazidime
20 Anastrozole 64 Ceftriaxone
21 Anti-D immunoglobulin 65 Cefuroxime

22 Anti-rabies immunoglobulin 66 Chlorhexidine

23 Anti-tetanus immunoglobulin 67 Chloroquine

24 Antivenom immunoglobulin 68 Chloroxylenol

25 Artemether + Lumefantrine 69 Chlorpheniramine

26 Artesunate 70 Chlorpromazine

27 Ascorbic Acid (Vitamin C) 71 Cholecalciferol (Vitamin D3)
28 Asparaginase / Crisantaspase/ L-asparaginase 72 Cholera Fluid

29 Atenolol 73 Cholera Vaccine

30 Atomoxetine 74 Ciprofloxacin

31 Atorvastatin 75 Cisplatin

32 Atracurium 76 Clarithromycin

33 Atropine 77 Clindamycin

34 Azathioprine 78 Clofazimine

35 Azithromycin 79 Clomifene

36 Barium Sulphate (X-Ray Grade) 80 Clonazepam

37 BCG Vaccine 81 Clopidogrel

38 Beclomethasone 82 Clotrimazole

39 Bedaquiline 33 Cloxacillin
40 Benzathine benzylpenicillin 84 Coagulation Factor I[X
41 Benzyl Benzoate 85 Coagulation Factor VIII
42 Betamethasone 86 Copper-containing device
43 Bicalutamide 87 Cyclophosphamide
44 Bisacodyl 88 Cycloserine
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SL No. Medicine SL No. Medicine
89 Dactinomycin / Actinomycin D 138 Gentamicin
90 Dapsone 139 Gliclazide
91 Deferoxamine 140 Glucose
92 Delamanid 141 Glucose with sodium chloride
93 Dexamethasone 142 Glycerin/Glycerol
94 Dextran 143 Glyceryl Trinitrate (Nitroglycerin)
95 Dextrose in Water 144 Haloperidol
96 Diazepam 145 Heparin sodium
97 Diclofenac 146 Hepatitis B Vaccine
98 Digoxin 147 Human Papilloma Virus (HPV) Vaccine
99 Diphtheria antitoxin 148 Hydrochlorothiazide
100 Docetaxel 149 Hydrocortisone
101 Dolutegravir 150 Hydroxocobalamin
102 Dolutegravir + lamivudine + tenofovir 151 Hydroxychloroquine
103 Domperidone 152 Hyoscine butylbromide
104 Doxorubicin 153 Ibuprofen
105 Doxycycline 154 Ifosfamide
106 Efavirenz + lamivudine + tenofovir 155 Imatinib
107 Empagliflozin 156 Influenza vaccine (seasonal)
108 Enalapril 157 Insulin injection (soluble)
109 Enoxaparin 158 Intermediate-acting insulin
110 Ephedrine 159 Intraperitoneal dialysis solution
111 Epinephrine (adrenaline) 160 Iodine
112 Ergometrine 161 Iohexol
113 Erlotinib 162 Ipratropium bromide
114 Ethambutol + Isoniazid + Pyrazinamide + Rifampicin (4FDC) 163 Isoflurane
115 Ethinylestradiol + Levonorgestrel 164 Isoniazid + Rifapentine (3HP)
116 Ethinylestradiol + Norethisterone 165 Isoniazid
117 Ethionamide 166 Isoniazid + Rifampicin (2FDC)
118 Etonogestrel-releasing implant 167 Itraconazole
119 Etoposide 168 Ivermectin
120 Famotidine 169 Ketamine
121 Fentanyl 170 Labetalol
122 Ferrous salt 171 Lactulose
123 Ferrous salt + Folic Acid 172 Lamivudine (3TC)
124 Fexofenadine 173 Lamotrigine
125 Filgrastim 174 Letrozole
126 Flucloxacillin 175 Levodopa + carbidopa
127 Fluconazole 176 Levofloxacin
128 Fluorescein 177 Levonorgestrel
129 Fluorouracil 178 Levonorgestrel -releasing intrauterine system
130 Fluoxetine 179 Levonorgestrel-releasing implant
131 Fluphenazine 180 Levothyroxine
132 Fluticasone 181 Lidocaine
133 Folic Acid (Vitamin B9) 182 Lidocaine + Epinephrine (adrenaline)
134 Furosemide 183 Linezolid
135 Gadoterate meglumine 184 Lithium Carbonate
136 Gefitinib 185 Lopinavir + ritonavir
137 Gemcitabine 186 Losartan
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SL No. Medicine SL No. Medicine
187 Magnesium Sulphate 236 Pilocarpine
188 Mebendazole 237 Piperacillin + Tazobactam
189 Medroxyprogesterone acetate 238 Pneumococcal Vaccine
190 Melphalan 239 Poliomyelitis Vaccine
191 Mercaptopurine 240 Potassium chloride
192 Meropenem 241 Potassium Permanganate
193 Metformin 242 Povidone lodine
194 Methotrexate 243 Pralidoxime
195 Methyldopa 244 Prednisolone
196 Methylphenidate 245 Premixed insulin (30/70)
197 Methylprednisolone 246 Pretomanid
198 Metoprolol 247 Primaquine
199 Metronidazole 248 Procyclidine
200 Miconazole 249 Progesterone Only Pill (progestin)
201 Midazolam 250 Propranolol
202 Mifepristone - Misoprostol 251 Prothionamide
203 Misoprostol 252 Pyridoxine (Vitamin B6)
204 Montelukast 253 Retinol (Vitamin A)
205 Morphine 254 Rifampicin
206 Moxifloxacin 255 Rifapentine
207 MR Vaccine (Measles & Rubella) 256 Ringers lactate
208 Multiple Micronutrient Supplement 257 Risperidone
209 Naloxone 258 Rituximab -including quality-assured biosimilars
210 Natamycin 259 Rivaroxaban
211 Neostigmine 260 Salbutamol
212 Nicotine replacement therapy (NRT) 261 Salicylic acid
213 Nifedipine 262 Sertraline
214 Nitrofurantoin 263 Silver sulfadiazine
215 Nitrous Oxide 264 Sodium chloride
216 Nor-adrenaline (Norepinephrine) 265 Sodium Valproate (Valproic acid)
217 Norethisterone acetate 266 Sofosbuvir + velpatasvir
218 Nortriptyline 267 Spironolactone
219 Nystatin 268 Streptokinase
220 Olanzapine 269 Sulfamethoxazole + Trimethoprim
221 Omeprazole 270 Sulfasalazine
222 Ondansetron 271 Suxamethonium
223 Oral Rehydration Salts (ORS) 272 Tamoxifen
224 Oxaliplatin 273 TD Vaccine (Tetanus and Diphtheria)
225 Oxygen 274 Telmisartan + Amlodipine
226 Oxytocin 275 Telmisartan + Hydrochlorothiazide
227 Paclitaxel 276 Tenofovir disoproxil fumarate (TDF)
228 Paracetamol (acetaminophen) 277 Tetanus Vaccine
229 Pentavalent vaccine (DPT, HepatitisB , Hib) | 278 Tetracaine
230 Permethrin 279 Thiopental
231 Pethidine 280 Timolol
232 Phenobarbital 281 Tiotropium
233 Phenoxymethylpenicillin 282 Tramadol
234 Phenytoin 283 Tranexamic acid
235 Phytomenadione (Vitamin K) 284 Trastuzumab -including quality-assured biosimilars
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285 Tropicamide 291 Vinblastine
286 Tuberculin, purified protein derivative (PPD | 292 Vincristine
287 Typhoid Conjugate Vaccine 293 Water for Injection (sterile/pyrogen free)
288 Typhoid Conjugate Vaccine 294 Xylometazoline
289 Vecuronium 295 Zidovudine (ZDV or AZT)
290 Verapamil 296 Zinc sulfate
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List of Over-the-Counter (OTC) Drugs (Allopathic)
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Albendazole Chewable Tablet

Antacid Chewable Tablet/ Suspension
Ascorbic Acid Chewable Tablet/ Syrup
Benzyl Benzoate Lotion

Calcium Tablet

Chloramphenicol Eye/Ear Ointment/Drops
Chlorhexidine Lotion/ Cream
Chloroxylenol Lotion/ Cream
Chlorpheniramine Maleate Tablet/ Syrup

. Condoms

. Diclofenac Gel

. Dextromethorphen Syrup

. Ferrous (Sulphate, Gluconate & Fumarate) Tablet/ Capsule/ Syrup

. Gentian Violet

. Glycerin Suppository

. Low Dose Contraceptive Pills

. Mebendazole Tablet

. Metronidazole Tablet/ Suspension

. Methyl Salicylate Gel

. Milk of Magnesia Suspension

. Mouthwash Preparations

. Multivitamin Tablet/ Capsule/ Drops

. Neomycin/ Gentamycin/ Bacitracin or combination Ointment/ Cream/ Dusting Powder
. Omeprazole capsule

. Oral Rehydration Salt (ORS) (with or without glucose or flavours) Sachets
. Paracetamol/Acetaminophen Tablet/ Syrup/ Suspension/Suppository

. Permethrin Ointment/ Cream

. Potassium Permenganate Granules for Gargle

. Povidone lodine

. Promethazine Theoclate Tablet

. Ranitidin Tablet

. Riboflavine tablet

. Salbutamol Tablet

. Salicylic Acid + Benzoic Acid Ointment

. Silver Sulphadiazine Ointment

. Sunscreen Preparations

. Vitamin A Capsule

. Vitamin B Complex (individual or combinations) Tablet/ Syrup/ Drops
. Xylometazoline 0.1% Nasal Drops
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SI No. Therapeutic Class Code Number
1. Adrenergic 001
2. Adrenocortical Steroids-antagonists 002
3. Amino Acids 003
4. Anaesthetics (General) 004
5. Anaesthetics (Local) 005
6. Analgesics and Antipyretics 006
7. Antacid,Adsorbent 007
8. Anthelmintics including schistosomiasis and filaricides 008
9. Antiarrythmics 009
10. Anticancer 010
11. Anticholinergic 011
12. Anticoagulants and Fibrinolytic Drug 012
13. Anticonvulsants 013
14. Antidepressants 014
15. Antidiabetes 015
16. Antidiarrhoeal Agents 016
17. Antidotes and Heavy Metal Antagonists 017
18. Antiemetic 018
19. Antifibrillants 019
20. Antifungl Agent 020
21. Antihistamine 021
22. Antihypertensive 022
23. Anti-infective 023
24. Antimalarial Antikalazor 024
25. Antiparkinsonism 025
26. Antiplatelete 026
27. Antiprotozoal 027
28. Antipsychotic 028
29. Antiseptic and Disinfectants 029
30. Antitubercular and Antileprotic 030
31. Antitussives, Expectorants and Mucolytic 031
32. Antiviral 032
33. Blood Coagulating 033
34, Bulk pharmaceuticals (Raw materials) 034
35. Cardiac Glycosides 035
36. Cerebral Vasodilator and Drug used in stroke and Peripheral vasodialators 036
37. Cholinergic 037
38. Common Cold Preparations 038
39. Contraceptives (including devices) 039
40. Coronary Vasodilators and Antianginal drug 040
41. Diagnostic Agents, Medical Device 041
42. Diuretics 042
43. Drug used for erectile dysfunction 043
44. Drug used in Bronchial Asthma,Chronic obstructive pulmonarydisease(COPD) 044
45. DRUG used in Anemia and other Blood disorder 045
46. Drug used in Epilepsy 046
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1. Drug used in migraine 047
2. Drug used in Osteoporosis 048
3. Drug used in obstratics and Gentiourinary disease 049
4. Ear and Nose Preparations 050
5. Enzymes 051
6. Eye Preparations 052
7. Fertility Agents 053
8. Galenical preparations and Prescription chemicals 054
9. H; Receptor Blocking 055
10. Hormone 056
11. Hypnotics,Sedatives& Anxiolitic 057
12. Immune-suppressant 058
13. Kidney Dialysis Fluid 059
14. Laxatives 060
15. Lipid Lowering 061
16. Metals, Salts, Minerals and Calcium Preparations 062
17. Neuromuscular Blocking 063
18. Nonsteroidal antiinflamatory and drugs used in arthritis 064
19. Opioid Analgesics 065
20. Opioid Antagonists 066
21. Proton Pump inhibitor 067
22. Radiopharmaceuticals 068
23. Sera, Toxins, Toxoids and Vaccines 069
24, Skeleton Muscle Relaxan 070
25. Skin and Mucous Membrane Preparations 071
26. Steroidal Anti inflammatory 072
217. Throat Preparations, Mouth Washes and Gargles 073
28. Thyroid and Antithyroid 074
29. OtherClassification 075
30. Uricosuric and Anti-Gout Agents 076
31. Veterinary Drugs 077
32. Vitamins and Combinations 078
33. Water for Injection, Electrolytes, Blood Volume Restorers and Caloric Agents. 079
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