SEIBBRESLES
SIS ERIEERE hEHIE
IFEKIRIMEE SSFR 15 RS2 HE

-
A

«
e




&

J%1

b8 001

01 XXRREFENXNX e /
X X &R pR S 7L ME [ 4R X 004
B XA X R R IBN o

02 sAEHRY X3 X7 X XA XX ke (G 3= * 007
JEx
=i 008
i 014
- 022 i}‘

§ &5fEEE %X
X475 e
TIX 036

XX ELXT
39 it v
NXES 08
X 055
= 063
X1 071
=K A
XX 086

03 FeEXXEmMrERERK I CEREXENX X EiEEX
04 XX {E5E

.\
XN 1 ! VDN EDGUEE 11 512 B B 55 R X X XY R A+ 1 B XU R T P B T 616 1 P X P T T X251 1+
1 1 (E2E1E DI ‘4; XIS BT 251 AR L B 25 16 18- 15 X 1 B 1B 1S X X 25 16 12

: .




5 7

(X1 (X B 1 X D 2 BR X R X £+ e 16 R X HX i B E X EEX X EX B X EEX
08 TR 10 e 1 R 1 X X DX DX 47 4 5 s SR DX 55 (X1 DX DX [X) 45 DX+ 78 X0 e e X0 FE 4 25 21148 X 4
PEXT XNRMFRHXERXFAFEXERZZRGBEX BN EXEXFREBRX &
iR B O 18 X1 22 (X o0 38 % 7 D X e e X D 8 X o X (X 7 o 8 28 X B B B 4R - DX e e X )
IR X g [ o ] e - B [ s 152 0 [ [ ok £ g 8 (X 188 e 2= X+ B DX DX 15 B 4 X
905 0 1 78 X -

§5 YB3 (X 3 D B 12 ] [ nep 8 3 32 e ] [ 338 8 ] (X 0 28 v X [X] e e e 5 D) b X0 S8 B
[X1 i <) 358 30k D (X [X] 4 Pk 3 2 e 3 42 R X1+ X DX A 22 [X) & e -1 e X (X X D (X 7 e 95 R
2 (X1 A ] (X X1 28 42 e ] 0 (X 45k 9 o Bt 4 e - 8 P 8 25 D X RS DXV A 4 30 DX 47 4 Rl gk 32 -+ e
WREE 4 1Y X P88 -+ RO o X (X Jo 2 A s Bk X)X =7 D288 [ 829 £ 2 i D 48 4B 4 X e s - X
[X1 D R [0 (X 52 bk [X] 7 st 5 495 ] D) 5% 4 e (] 2 Bk ) 12 (X 18 [X] 20 (X e R X 4 g P (X 3R -

B v (X 25 e 8 R SR PR 1R 1 X DX ) e (XD e X1 DX U 30 (X D A 8 ) 3 X (X D Bk e 888 X)
72 Il o) 2 X X BB e 4 e e B R X 5 M BRI SR IE R X B R R E X L
(XK i 22 B i R+ X 3 g0 2 L ) o D P 8 X X4 L X (X 9 428 80 s 1 X (X SR BR 37 1 X
XizX @ U XFEERRT BIEES R EX X E 1

gl X o8 T m D X £ D X+ P 18 X (X ¥ B 3 3 X iz i B - X X R B 2 B 33 58
(X1 e o ] (X1 42 145 (X1 ] 422 1 4k 8 S (X1 + 3% B 2 i X+ (X1 [X) 55 o7 B8 2% DX 3 35 7 (I BB 4y B o
$0 1) 50 8 - B i B ) 6 s O BB R 3 11 3R+ X (X DX i1 X [X] (X1 i (X (X (X sz 415 X 28 (X]

(X1 42 [ v ] 7 338 28 e ) (X X] DX +-322 B+ 3R [ B (X 25 X0 5 (X0 -3 (X 98 X D [XI BR X) R 4™



1248 (XL e X1 (X 58 75 8 PR 4 R ok D 3 DX R X R i X e W X R 2 s 4 D) -8 D T X D)
B+

$8 (X 52 s 0= (X 4 o Bk s D DX g ) 52 35 X1+ ] D (X 3 D 4 e -3 368 X)o7 34 ¢ 4 DX X
R DX X1 4 e X1 4 (X1 el (X X] s 178 e 1 (X B 44 (X1 I (X1 D (X 49 P e g Bk (X1 52 X X1 )

P 422 [X) 0 5 () 7 8 D) 5 ) 5 i 122 S 1 (X1 T L DX

XIS D D DT 1 1 1 2 o [ B T X DX DX 1 1 B 1y [T A 11 3+ 1 17—+ B DI+ #E -1 12

B+ E I B &Y N B R &

i el (X [X] ] Pk ke g ) 32 o e v 6 D (X 88

BREEREREKX



T

01 XX RBREEN X




[X1[X] &z BR 28 2 M [ 458 [

XX XutizXpEEXXERRENDLEREEE 2019 1B
2,116.9 BHINNX XX 2021 183 4,752.6 IR XX
1R1E 2 iEX#X 3,371.5 EEGUR X FIX] 2024 1 X {E X X %
yEE2EER X I DEEIR M 3674.6 3248 MKIXIX 3R 9.2%+
DX X DX X X R X Bl X X X 8B XU S (X i X X (B X
X -

F 2019-2024 1EpEENX X EHREMLEEEE

4752.6 4037.8
33715 3674.6
3019.5
B I I I
2019 2020 2021 2022 2023 2024
KIINIEIRIDT-2024 fi5 18/ T X 28 217 X DT 1587 ¥ DH- DA 1 X T -2024 P38 (8 T X RIIR BIT D0 D55 2 T

P& X X 2R R X U X 227548 ik XU XU X X B X 5k X 52
BN EAEFR XX 2 EZE--2024 1% 1 XX 10 XEE#XX
XIPafE X X 25 R 22 19 Bl X R R R & X B i X X kg X (& 8R
33.4 FXAEEAN X EE X Bl X i R (X [X26.4 XA NXEFRNX
[X119.3 #& X=X

F 2024 1 1 XX 10 XIPEENX X RE X BEEREENXEX TOP10

334
26.4
19.3 17.9 17.8 16.8
I I I I 13.7 12.4 12.3 11.7
P S I N - A - .
R A G S -
@4’ 7

KIDIDTLI 3+ I+ X 15 8 X B 55542025 B 18BN 28 X T 7 U



PR & R X X SRR E ES 1R X

JORE -1 I

HIEXXFREENXX license-out EXFENX X SN Ek R X ZEEEE-58 2024 1255
BEDR IR IR D BRIR-HFRMR | E-HBR0R 1/ SRR X BRIR 1 38 37 & A X X ME 5B 53.2% 1

[ 2024 BB 1E D8R DA 21 [X] (X4 BEn i B D < D<) s sk (X PR R (X [

FamfEE
R RRR
23.40% izl
R0/ 148
6.40% 6.40% m 0114
RO /111880

17.00% 10.60% BATR NI
30%
2-l<l L,

m ETRIND

DIBIT DI+ D8 DB IR LT 5+ 2 XN I +-2025 BRI NI ZE L B 7 D+

XraERX X NewCo ZEXPE X EE thifs TR X 1 FRiRIE R IErERanR || X pEEs1-2024 12
X 2025 n:B X FRE XX NewCo XX # e XX B FmbamR 1/11 Xt 44.4%+

[ 2024-2025 FEEERRIERX X NewCo X [X$3R [XI X 2 [XI [X] [X] i B i 8 FoR 335 B

11.10%

22.20% P& MR ES
BRIF IR XIFE
B H 1980
11.10%
BRI 1/115EY
44.40%
11.10% Rl 1380

KIXTDILIDT 28I E9 B DB D 1578 I DB D5 5542025 A5 1/B X 3 2 D TR F DI



5O/ ERIHE

FBEENXNX License-out 25X XA 25 6k 12 X 1R Bk XM X +-2024 mRpEEEK X
license-out 25 XX 19 B DS 4k 38T X 8 DX D-HX DX X 44 X 12 DX X 25 X 44 DX VR XA R
&#X 18.6%+9.7%4EX 9.7%% X @1

'g 2024 iEpREENX X license-out TEXX XEHXEX RIZE

1.60% 1.60% 3.20%

1.60%
1.60%
2.40%
3.20%
X 18.60%
4.00%
4.80% 0.70%
7.30%
- 7.30%
8.10% &
8.10%‘30 4
EAENNXKX XXX XX FFXXIEXX
X R n MZEXHNXKX EEIENXX
Bk B XM X X BEE N NMEENX XX HEXNXNXX
REXNXHIXX m AN XIEX X = 22HIXHNXX
m XXX XX m HUENXENX X n 2EXXXIEXKX
XXX XX m EER IR XX

KILTDTLIDT 2+ B9+ D 178 X DB D 5 2542025 S /B S Z X DT F

2024 12 7 XX 2025 122 1 XIXERX X NewCo 25X [X 32 28 7 X X [XER B X 1% & X X
XXk 62.5%+

F 2024 1% 7 [X-2025 1 1 XIXIPR{EREX X] NewCo EX XX XXX 5 X 5%k

12.50%

25.00%

TUE
m X%
Eapes

62.50%

DIBIT DT+ D8 DT-+BE DR LT - 2 XNV T 452025 BRI NI ZE LT DB 7 D+



02 HASRESD 3 X KE IR =






| B35 BT UBR PR Uk 25

Federal Decree-Law no. (32) of 2021 on commercial companies
Federal Law No. 14 of 1995 (Medicine Importation Law)

Federal Law No. (8) of 2019 on Medical Products, Pharmacy
Profession and Pharmaceutical Establishments and its amendments

(such as Cabinet Resolution No. (90) of 2021 Concerning the Executive ‘

Y V VY

Regulations of Federal Law No. (8) of 2019)

sImETee/ XX X

&\ e

BN X183 218X X X 2 X R X ELX X X X B K 2 1E K X A X
100%% X 4& e

()
| =, RIS

I BR A8 (X Ik B P DA R AF (X1 88 A M 0 45/ 4 3R ety 2B R X
Xl e+t 5 X2 7 SRR SR A X

O\~

X8 X 78 r X 4 g Rl XX 2 86 X RS X 1F #B gaRm 1R X X BE R BRI
il

X X B # X Guidelines for Conducting Clinical Trials with
Investigational Products and Medical DevicesX{E#F X & X X
BNXX ¥ DOH Guidelines for Conducting Clinical Trials with
Investigational Products and Medical Device[X# X i A81E & X 1R
XXX

RXZREFX XXX X4 FamE X

DX DX 59 X DX s ks Bet 47 15 X DX DX st s B8 DXV 288 DX X 97 T 28 [
IR0 BRI g X X X X B8 4 22 159 85 [X 8

T XX 21 ik i DX) 2k DX DX 58 1 X s B8 XD X0 5t = 0X) 46 i X [X] e+~
XFederal Law No. (8) of 2019 on Medical Products, Pharmacy
Profession and Pharmaceutical Establishments[X/{& Rk X
X X Guidelines for Conducting Clinical Trials with
Investigational Products and Medical Devices(2017)[X 57 X #[X
48 DR DX 547 B it i B B DX DX X1 DX 21 DX 6k 12 P e X [X) 5 R B IR+
YRAZ B Y -5 X 48 X5t A <7 AT X DK 78 X X 21 otk R i DX R XX
BN IEmET AT IR IS T E B X s = IR X X &

9



n

X ki EBE4EFXeCTD

Xz 8 X e XFERLE RS MAH DEBA 2 3 X B8 PR 38 S PR XN EE X X I
EaY X iR DX it 2 8 KX 7 X dmm (XU X X 4B X X8R X DX B MAH
XIZIEmR S

e

B wymn

XX XXX XX Ministry of Health & Prevention[X¥ Tt X &
XXX X cGMP EEEED3EX GCIGulf Cooperation CouncilX]
XX EEX XX ELNXPENXY 6 BRERRNXE WHO 25

X foise X X -7 57 (X PR R DX 4R 8 DX [X) 2 ik s X 46k [X) 3 5 R 2
mEEX

& e "

da 493 / AN 283 X X A X AR (X B X)X X Ministry of Health &
Prevention X X EEXPermit to Import Medicines[X
MAH 17882+ 1 BR [X] X i 28 b ki 173 13 X = BR X X I 28 B )1 R 43k

() #z% -

=, .

Aa A7 188 /411 3 3 DX 5% (X X 0% DX ok B R 4372 X 198 Py gk B X1 DX DX 45
L B0 o 26 X0 8 et 23 X 7 2% X 858 (X 88 ek B /R X BT~ X (X 1 X

R DX 51837 i I 35 e [X) T4 DX 88 2 i 199 9/ A R 4537 21 AR X)
X EE--15 35 (X 2R sz A 22 SR ZA HF X

JjEr XIXIXEHX

5

P

B Ra D= DX Sa R X 937 ki om X D& D AE S X
o NZIKXNX 0 X X @R TTE R
o XIXItEZ A XI5 003 B DX 2 BT IXI DX DX AR SCCs I
M EERNIERFXEEZN U i as M= EXIBCRsX
o XIXEXERY EXNXG

> sz .

s (AR X e [ 8 X X 0 A X AP 3R I AR O X XXt

10



oge  HRDINIXI X HFIX

> PRI Ik

® UAE Federal Decree Law 32/ 2021 on Commercial Companies (UAE CCL)
® UAE Cabinet Decision 77/2022

> XRARBRXIAFHE

m EXIEEBXNXLLCK
o XIEXZE 2 th=+X% 50 kXX #4558 5% X X X b1 £ 8535 1k 84 )
o RSy XX F iR 1% 8K iy

m AEREXEREXXIPISCK

m XsEX#HBENXNXPrISCK

o fFER(NIMRIERIX X HrsE XInE X B AR XX o 8 X X X - 8 8 (X e 5 DX e X X
¥ EME

XIX#HIXAEXXSPCX

DEAE X IVCX]

XIXXEEREKXIGPCX

XX EEBENX X LPCK

> BB XIEEX TSR

1. @XXEy X

m EXUEREAB X DO R 1R R A8 S Al DX DX DE5 28 X 183 X1 X1 X1 8 DX DX DX R 4R DX %)
X1 X195 S ket ) X ) DX 81 2 (X1 e R < D DX 88 DX DX (X [X] g2 4 4 DX DX DX B o
R IR RE]

m ASREXIEHAR IX{A DX A5 B DX 2 AS (X B35 55 Adg: X] DX 88 4 X PR A AR X X
o BT XEmK
- iBEBY XXX 3-11 #iERX
o EREDIRRIERE I 8 X P 22 A X X IR S S R PR 22 1 (X

2. 1BEH

mOEHNENXNXEENXEREEX
o MRS
- BB
- KX
« XK EEmeEg
R XIS D X1 A I X AT R BB X = X I U X R 2 4 BB X 2 IS B 8 2R 48
XEks U D17 4R BE R Ra ety LS X X ¥R A S X X B A DA e VR X B B 1B 28

11



XXk
3. HEBEXTHXERE

m SEXIXURERDIE XN KK R X U +IRBRig A1 i 55 X E B 2RI X X W

o REEE D PR XX g X As X X R R (X4~ X 88 7r s (X i =) R 2815 A X A XIEB I
2NN =

mERMNKT R XNXIRXE

m IS0 S0 5 AT DX ARG 3 MhAa X S8 U D U X 358 DX IS B e X DX A

4, EEEY ER

m REEBXNXBEY IRRREBXNXEREE B EXEEE BN N EX X EE
XX XA DX B 493 DX AR X PR30 2 -tk 1 (X g 4% U X1 89 DX B i )
ONBEXT EXBRENRERY BER

> BEXIXIXIX X X9

(X182 X X dardy B 1) [X] o X] 5 B Al X 2159 288 X] ] A L0 8 s e X) DX 73R X)

DX e (X 7 Bk 21 ] DX 28 (X e D] ) g 6 [X] 1 s D B R X
%ﬁ&%%%&%%&%muXﬁ&@ﬁ%&ﬁ%&%gﬁﬁ%XMXEXX%X
4. BRI A 40X gD D DX X DA 2 4k X DX el DX X e

5. ARD DX (X e X X X D i st ESG-H{XI X i} +—DE Z X X AR AT B sk X 2
6. AEXXNX X EIkREE S 1R X 18R S ARhE

i o

9 RX RS

> PETIgRMEE Ik

® the New UAE Federal Penal Code

> FERX R

1. X%

n XARK%

R

n EREX N (X
2. Nk

m XXX XE (ADA)

12



mEXEXEXXHEXDFADX
m EXYIXCEERERNXESCDX

> XX EeifEzE

m ASDEADDAEL ) 2128 X # X X 8 X DXAT 4R D DI D D 2R B 48 X e SR 37 e X
#4948 D 3% 18 DX EL DX 2 18 A5 X X2 17 (X1 B 88 XA -+ X1 35 18 &= X X XIR9 I
ANEES L

> URIELESE

m [RE(X] [XIe5 R0 D+ s (XX XIS DX DX D B9 DA B 474 2 X e D 2 B
XA XX X 89 DX DX [X] 95 28 PR 4 PR #1F [ A= I 3R PR 3 22 i X] [X| 22 X

AR DD Xtk B R 7 ) D) 25 (X1 535 6 (X1 e £ D152 5 DX R 4% e X0 80 DA 47 X1 XU 7 B
REFENXEE 500 BEIRNXBIT TR

> XUEEE X HEER R megs DI [

1. HEE

W FEERER X4 O 2R X 28 e g X AR DX 4 [X) B i 1 DX R D A - DU S22 S (X DX g D
gea D IR o X1 X1 8 X DX DX i e s DX X X k| X 1 2 E XU A VR X X A T 8
7 ERAX

2. EHXK

B N RESHENHRNENX IR R RIS B
m EREHNEUNNIEX REERE 5 w@i)BR—+IEY N X

> BEiganE DR X DX %G

L RO DX AR X DA (X R 44517 Bl I [ gk 425 7/ 38 [X) 5 s 125 (X (X 4 XU # (X 58 i A7
2. By XX S O X X X it 7 s - (X1 (X)X X 2 4 8 /R B 2 Ry Bk g v 3+
AR SR IR PR RINN

> RN X

1. ESCD ZRFZATRRR! R TR Fatw e X X 2R
2. BN &rzerEsdX X iR X IRk
3. XXX Xigre s Xizga X Xy ssXIpEiE Xaa-+58 X K@ X X Ea

13



14



' P35 BT IR PR Uk 25

VVVYVYYVY

Foreign investment Law (Royal Decree No. (M/ 19))
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The Registration Rules of Pharmaceutical, Herbal and Health Product
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> the Law No 12620on Pharmaceuticals and Medical Preparations
» Regulation on the Marketing Authorisation of Medicinal Products for

Human Use;

> Regulation on ®anufacturing Plants of Medicinal Products for Human
Use;

> Regulation on Promotional Activities of Medicinal Products for Human
Use;

> Good Distribution Practices (GDP) Guideline for Medicinal Products for
Human Use;

> Regulation and Guideline on Packaging, Manuals and Tracking of
Medicinal Products for Human Use;

> Regulation on the Safety of Pharmaceuticals;

> Regulation on Clinical Trials of Medicinal Products for Human Usei

> Medical Devices Regulation#i

> the In-Vivo Medical Diagnosis Devices Regulation®jand

> the Medical Diagnostic Devices Used Outside the Body (In Vitro)
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>  Law of Practicing Pharmacy no. 127/1955
> Ministerial Resolution No. 174 of 1999 regulating the importation of
pesticides, medical food, vaccination and serums

>  Clinical Trials Law214/2020 |
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Sale of Drugs Act 1952
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> Law No. 17 of 2023 on Health

> BPOM Regulation No 8 of 2024 on Procedures for the Approval of
Clinical Trials Implementation

> BPOM Regulation No 27 of 2022 on Supervision of Drug and Food
Imports into Indonesia, as amended by BPOM Regulation No 28 of
2023

> BPOM Regulation No 2 of 2021 on Guidelines for Drug Advertising
Supervision

> BPOM Regulation No 8 of 2020 on the Supervision of Drugs and Food
Distributed Online, as amended by BPOM No 34 of 2020

> Head of BPOM Regulation No 24 of 2017 on Criteria and Procedures

for Drug Registration, as last amended by BPOM Regulation No 15 of |

2023
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o XS BRNH M AR IR X 1F ¥R B 0 s B i DX X 18 X (X i 4 (X 4
(KORKX)XZERX

o XESXBisXzIXEEFLERRIERIREXX

XX = e B Banif i ik e XX AT )11 25 RE X X X 88 OX) e DX )1 5 X 6%
FaiXiEX S X RN RFEXEXIN (XIBPOM X)X DX 1Z Fa b i
B EHF 2 (XIPPUKKX)

X DX 5 BE F i P s ok 1 v ) 4 [ e B e 525 S0F DX 37 B e ik Bk P8 PHE B
SRR 1 Bk B Mt 1 2 (X [ 18 DXBR DX BT X3 BB X HE  X 1B X WM 4 45
X

DX Z1) B i Bk 152 [ [ 2 558 8 (X 388 X R X X XU X X 8 XD DX 5 4785
X#& ORK

2023 12 7 XXX = [X#R [X] X1 X it X 58T (X X 1 a1 DX Bk B X 2a B
i st Aok X X DX 58 DX X 9B B i 4 1 8 X IR MR IZ X FR (X {E  BPOM
BN GCP &=
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@ g m XSXGRBHEEXEMK new drugld#EE R MK investigational
- new drugPd-3884 X X generic drugDdH#k 25885 X X branded
generic drugX{EEa#E XX Mist generic drugX]
XX S ks X R X 1R X 88 X X X X X HRIE X B XR S X
HANXFF B AR N R REGENX XY BENX %k GMP 8
X
m X¢RISEBZETRS ACTD
. m FElkEskE s X R DX 2 X R R ki e X X B R IX) 5 (X 5 IS X 28 P
@ 1B MAH
m XXIS s meE e DX 4R XX ek gt X X 8 21 XN DX 8 0 e MR N X 21 X
REREE et X B X 1K) ZI X R R 2 e X R B X R R 2 T 2 X X
BHERGY B8 GMP B XENXGKRX uzE+HX S X kX R F X &
XIAfF XIEg kR X X X #RERE GMP 32 7R(XI38
. XSENXIEmEEGGXEREEEMmEENX MG BN S i X RiEE G
TR RN XX 5 EsFE LX) S XX E - X EX 7k
X ZIX B RN X S X 3T R X DT iRk X S X 6%
asX
mhXEEEsERTTY ERRA X XINE YRR X <7 BRI R
/ I]-l] R
(& DS m XK GMP
B XSKXGERERXHEEZ BPOM K& XkEE=EX (a Good
Manufacturing Practice for Pharmaceuticals certiP¢ate, CPOB)
@ 18X m XS RNz X X R
m XEERXEGREE
. XSEXIRBRXINX S XX X gra kX X %R X & X R X X i G

17 B (X
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@l S4E m XXSXRE#HENXEBXEX KX G RFRERN KRS SKI 5K
- tRX1$
mEHXEGETFXX
o IR XERXHEIEX S X RIAHSE
«  HEIE BPOM X547 SKI Border
o HERIENX S X R X R X & X A X 5 3 @ 19 X 38 (Import
NotiPgation)
o BEXRY X
o REBENXKRIINXFF IR X kX %53 1F (pharmaceutical
industry business license or pharmaceutical wholesaler
business license)
- #ENKH GDP ;EX X Cara Distribusi Obat yang Baik,
CDOBWX

@ T m XSEMXXEeRTXED EiEX s ER sty KRN kEm-1-
HED M1 DR IRIX X R A 23T 0E
XS 2 X R X X R ER DX ok DA azsze X XX = DX X ok
IR GRFEERIR X X R Xtk
B MAH XIXIXI¢RIEHEX R Es K IS R X

[@J wiEXBRXX

@ 1 m X SXREERARBE X EEREN R (F B E FHRIREHX X
. 72 X DX DX o 2 D P e 82 XU DX (1 DR) P T AR R DX B DX B 5 0
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> PETIgRMEE Ik

Law No 40 of 2007 regarding Limited Liability Companies

® Law No 8 of 1995 regarding Capital Markets

Law No 13 of 2003 regarding ManpowerLaw No 25 of 2007 regarding
Investment

> XRARBRXIAFHE

R (X135 (X (X1 5 gk g X e B S B35 47 3 PR XA M X1 X)

1. PRBRIES
m RE/XXXEE
m BNXFF
m EXNXEE
2. lkmeEmEE
m EXEHEHEXXXENXEX

B HEES
m [XgEE

XIX Law No 25 of 2007 regarding Investment #35 [XI X X [X| 28 e L gk 355 (B 48 355 (X X
XX S UEIRY 25t R 2 g X B RHER SR E X E & As X X 1 13 X mi X

> BEXIXIXIE8 X By SR

1. XEREXNX

o MXIXAsMigRXiEEREE XS BN X EREN RS D M RERI M Fe g (5 XE: XIAs
NHEFE8EEREEBIERFNE X MREE X RN EREIRHEEN -+
XXX st BsThimee X F B8 EEES

2. EEFEHNERIR

B EEBFREEUE U EXNXEHEERREERAX XA/ &N R AT ASX-HE
ABER(S RER FR IR S5 47 ASIX 48 X RS A8 X D s B B8 L (X e X Z B PR k-5 DX gk
g N EISEPEXY NN NS sk s E g EX # XENXE X
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3. [E#E=sEX

m XSHEXIAR X X X X X 98 X 1 ik B g3 D na i v DX DX B R S B X 471 X I
A 17 [X] 02 2 18 X [X] 5 28 X i o i DX O\ DX O J K X s B (X 422 Uk e 3 D e A R B X1+
[X] 8 Uk OB 383 < 2 1% 583 [ e 55 o (X s s X1 2. 28 7 DX i A 37 BB X1 (X X189 ) D DX 28 88 [
TaNNXXE

BEXIX XXX X %

1. XS&XEPENXNXOJIKXE XENX 45/2024 F XXX I B2i% &M XX X5#
Bk X DX 1 20 X et - X DX el 0 9 D B B PRI O UK REF IS 1R (EER X B ¥ X EL X8
BXREAFXNRNXNM RN By REEHNXXE

2. XESGXRERXNXSsXNXAE SIMBARA XHXENXNXE | Xt EXE IR
FEXEREXERN XX NE-FAREN SHERX ESG wmiy XEpHeEmNX g
BN RRXXEEXEXEE U i i5EnE

9 HRX bR

>

P35 BT U PR Uk %

® Law No. 31 of 1999 on Corruption Eradication

® Law No. 150f 2002 on Money Laundering Crimes

® Law No. 30 of 2022 on the Commission for the Eradication of Criminal Acts of
Corruption

1 X 92

XX A3 X DR DKPKIX]
XIX ¥ iE8tpEEa
&L [XI PR 4 e g 4y

e PEE 5 2

o BEXXXNX®EE 12X 5 @i FXE/AE 5,000 EX 2.5 #&XS#ihs
m XEXXNX@EENTY 32X 158 FXNXeEE 1.5 $2 7.5 #ZX Siaihsh
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> XA HEER R megs DA X

X S igergt g DR D s X v X Bt A b 8 X DX gk i 28 D X X A B S D B AR B
HaX S MRS X4 Regulation 13/2016 BN XN Z XX Gz & X1 BEEE XX
I e 1% 2 X 5k $E R 22X [X]

m BEXEZENRERRNKEXN s ZEREBXT RIKEmX T

m EXEEXEEXE

m ARDEE(RIXI D B R DX DX X (X B A A DX RO DX e (X P R B X £~ B BR824
DA

Regulation 13/2016 X (XIA& [0z (X] [X]32 45k [X] X1 X125 DX 4 (X 52 B DX 88 s e AR DX A 15 [X) 37

ARIXR-H8 D D DX D55k I (X [X] Pt ety 68 X1 ) 2 3t i D o e 2 s D) o) XU s DX DX DX AR 45 R
XEUA X RIN

> PEiEERE A XX %

2014 12X 32 28R RE X E X k-8 BEIZ Mk /RE BBz EENX-HEZI XS
PR X 88 {E AT #E B B (- BE I M X EL X e P i 8 38 &80 R A ME X X i 2 89 G 1ARE
XX XX LPSKX
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Food, Drug and Cosmetic Act

Food and Drug Administration Act of 2009

Universal Health Care Act

Implementing Rules and Regulations of the Universal Health Care Act
The Rules and Regulations Implementing Republic Act No. 9711-The
Food and Drug Administration Act of 2009

Foreign Investments Act of 1991

Administrative Order No. 2020-0017

Administrative Order No. 2024 -0013 I

(- Ml (| B[ &
@ I3 (X g7 &1

N g

=B E A e i X ke X B X X ki X kg e Xig e XX 2 XXX
HEPE TSR R N B X E X °

$1;0 %88/ X X X

@M@ "

IR R 2 e B R R R #x U AR N XX B B Ex T X B X R B X X
yrEsHERER X X 21 X 2 et ER X g 4B X fa-HIX X R PR IR R 28 85 B
S oanis

XXI7RER X 78 X R R 2885 £ 08 2= X 35 R EEn5 X 25 (SIPP) X X X
R EEX X Zn A s et -HX R XX 38 A EL X 5 Fa s 88 X
S5 R+ X #47 [X /AR 3 145 /7 2 28 (X 55 0 X B AR 3L DX [X) R 45 LS
0 X)X £ B (AP1) FIIX| B8 i X B SR &L B (586 X (B R R PR i 35 0 2R
(ZSELRGE

XXX X XX FEXE Securities and Exchange
Commission (XISECX]) #~ Electronic SimpliPp&d Processing of
Application for Registration (XleSPARC[X) (1 X Z i tg X X X])
XI7R FE Lo Bk et X R A X I IR X I

AsX 5 X #XX (incorporator) X Z R B X IR 5 75 B TR T 48
ttee £ 50 SR e g - HU R AR (S X 0 1 e m i X Z R XXX R 5 X 88
X B0 Ba =& XX

ZEE-FBEXT SEBNXIE 2-15 WS B RS Kk Ki% 5 X 55 XEM
[ B EE I 4B AU & LU 2R 34 X S0 8T X

S PREXESBT-RX XWX XiEREE | KEXEZREXZE HXRKXMXXIEREER | XiXEZEREX RS
(https://www.phirda.com/artilce_33913.htm|?module=trackingCodeGenerator)
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2 a3t R X DX X DX 1 22 et 2 (X 38 [X) X sile T X i B X1 36 (X [X)
#8(the Investment Board, BOI)IE X X X#X t&HgEZE-+1 X2 X4
(CertiD@ate of Registration)

S ERS X IETEX Zes X 2R XX &2 @R X X 2w R XiEX
B DXy oAk R X 02 2 [X) S X 8 4 (X 891 X 5 88 s i X 72 X
smEBXInEEEEX XS HREERERBNX 1 XX #H

NEHER B FRmRERNX X ICH-GCP

S ERRRIRERISXEX ZEX X R R TR NN EX

XX

o IEREGBMBEREEHERRXENIXEEXY 1BENXEK
FEX 2B XK XERX E X iiiKRE X FRE X ENiET 15
BEAS BN EE

o RRmRERER X XiE I X EL X EE X X X B S E R e
R0 X e 35 25 X otk 189 X 28 K X X ok 15 i X 382 X Reference
Drug Regulatory Agency X RDRAXI X T4 88 B FE & (X X 74
X

. SIS AR TE EE kX SR 258 RDRA 1Z2E B XE A+
XXX &R 1% AR XIZEX]

[X| RDRA & X ¥Rl isBRIa/RE GCP XXX XEME FDA FXIX

X% GCP [X|[X[XI& %] RDRA B R IR BET SR FS & ME FDA # R

FRBTEER

X 4 2% X0 45 0BR[22 /R B e B 37 X0 02 X s B2 25 R IR g 597~ DX 0 e
#2 FDA HEIZHIIXIEF2 X LTOMK ga ks pamm s iy IR X E /18 XX
#EENFXCROK

05 s B B 21 5 DA HETZ FDA B #E [X X 92 RE X /2 X X X B8 e [X)
fainyEEE X Imported Investigational Product XIXIHEIZ A& {4
JAFENXImport LicenselX
£ EX FDA Circular No.2023-004 BRI AKX B R BER BT
RDRAXELX X & FDA-HX & EMA-+£2X] PMDA sz [XIF&{& NMPA [X]
XELX X 55
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S0 E Y X RIS Bk b b X DaEETS X 75 P 28 BT HEIE FDA JRST 1l
D3T3 =X LTO MKES DA XBHE FDA 18 X B X -1 (X 28 g MR X &L
X ekl E X K CPRIX & Z kX 1872 XIXICPN X 57

CertiD@ate of Product Registration(CPR)(ZfkI&HEZEX) X CPR &
FDA RS B aF XXX FDA X B IS ENX ZE k1 CPR
IRXNXNX FDA fERIEAEIFIEIENX MAH IERIRIBIEIZE R B
i XX ZE Y CPR

EEY X RISTEEETRS ACTD-HZMBIEY FDA #X1A ICH-CTDX
B ek X ZE X ARIX) ICH L8 (X B HEIZ X B XD 11 2 22 1o X 18 R 3BT
Mgt X e Ey XS NXICH-CTD ¥ XEX ZKENX X~ ACTD ¥
A XXEL X X X X r iR X

u
|
> #z "
|
|

AT

X &8 E ki RX Ry B E 1R +E4+HBEX-F KB K-+ 5+
XIX-HX X 78 BB 1 Z - (B X b <7 i X Bt Y2 22 X FDA 1%
X LTOXE X X ke itz X328 B X g K & ki X 2215

EWEY TO s B XXX LR X+-z11Esa XX FX
£ 252 8625 ) X X 28 (Securities and Exchange Commission,
SEC) I EBX| 152X LTOX E s 143k (X8t X 5 08 2 55 X X 28

R X1 XU R s E DXIX R MR 19 BRI R R B IE 28 Y LTOXPE X3 &
EXEXNXGENXT FXBT GMP s XXX FDA i~ GMP
EaEXEEEHXEBMEYT X ~k#X cGMP

ONG -

358 081 22 g MR U 35 DX B DX M 4 DX R D DX 4 E PR B

(2 #z =

I8 422 057 22 47 X ok M 14 19 4% 22 4 55 X X s A i PR 25 (X 3 1R X0 21 2
Xtk GMP 5575 X atn X e

+  GMPEXEBEXELYT 1BXKX

o XXNXNXiEXiEnaEENXZIEEREXNXIBXNXX

FDA 82X & X 218 Jia 3 DX ok kSRR 2 1R DX X X 358 L
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@l S4E m FEEXEEmX WHO-GDP X X MK kAHIIF8 X # X X WHO-GDP

e

@ TRK m XIXERKE /43R B e DD R Ha 19 e XU BRIR AR X HE IR FDA D537
X7EHF 2 X LTO X D13 [X] 224 XX 25 R I 087 DX X CP RIS 25
X BE XK CPNXHTFER KA IE IR IR & R

[QSBJ wiEXBRXX

@ 18 m SEEXEXEHNX#ERa Maximum Retail Price, MRP){B/1&
. DX B X 15 %8 (Maximum Wholesale Price, MWP) &l XXkl X
L e

m Zes Xtk IXIBS A X 8% 7 (List of Medicines and Corresponding
Maximum Drug Retail Price, MDRP)F8# [X & [XI X & X & X [X
MRP E[X|(Maximum Retail Price Statement)

ads  RNKNERK

> PRI Ik

® Revised Corporation Code of the Philippines, Republic Act No. 11232
® Code of Corporate Governance for Public Companies and Registered Issuers

> XRARBRXIAFHE

m REDERERER I RIR ke D SR --DAAR B X4 sk PR ME X D D $R B PR 8 A5 X IR B i
PRE DR ERPRY B X 1= 9B TR s

ERERR X B RR k #R R X B X B X (T SR PR iE X E 2 iR 1B X E 2t

BN 218 E X 4094 ASXIR X FE 21 X AS X X 1% B P X As X X

FRASDA X 2B AS (X4 Pa 58 D 988 D DX ks X 12 e (X £ ¥ X 43R L 2B DX B D MR 22 8

85 X5 X85 X = 8 DX DX 5 16t 22 X R 45 B A s A5 X+ XA -5 R+ DX X XU R R S 37
X XD X e et 2 (X B (X PR 2 55
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m BT XIXER AT X XX XX X E 0 #e 2y 2t B e - X i X iR 2
PR 28 (X 73 8F D5 U 55 77 B BB R 18 2 B X A2 - s X+ e (X -3 0t (X 22 )
ST 1 X1 D 3 1 22 (X35 e 55 DX DX A& 37 A XX X

> BB XIEEX EFEE

B EX
o XX XIREX X Z 18 2-15 1k X X115 DX DX AR X X i 2 [X) 2 4 4 R X X
B RBR 21 X %A X +-E 7 K 5 X1 A8 X il X X X P2 #E 1K) 5000 (X8 X BB ZA
(45 DX T X 58 DX X 2 8 X 53 DXER DX 25% X 21 DX R [X] s B 58 DX X X X P2 #E X

20 EXIA8
o XIXIEHRE X XX B £ (X 15 7/ [X) 68 X B2 A it 22 (X Bl 45—+ XU 1R 3% X 2 7 38 38 HB (X
YR

o FEEgEXAE XEE X RE PR & (X 17 B L8 48 18 X DT X X 32 &3 X X6 2= e rEs X
a%wwﬁ;eqﬁ%wm@@ﬁqaﬁxa%wrwmmwx, #1+ENX7Z
REEa X B X B X #haE X 183 2 R FERE R Y 7RI X IR X B XX & X
Z\ st X Ea s X X 84 X 21 X s X e R g X RS X X I IX X Z 382 20
RIX A1 ST X -HE I X E X s X XX Bs X 54 15 L888F KSX 22X
ENXI e X B X B X Pe & 5 E RS IR
m EEX
o Uk X e X S E XIEB X188 20 (X188 DX XU (X i e 335 SR 3 Po5 BT 5 B 22 1)
B [X s B 8 X T DX 4% DX o 285 2 D4 XU 1B RS I R IR LU B P 85 X0
m EEX®

o UEHEIX Ea X SRt XIEB X188 3 & X8 8 X 28 (X 1 RS ok ER DR EE L U 2 P 5 (X
2. X#ERXKX

miEEERERAR X YE U [XEE R AR R D X Ra s X X 1B X 2 -t aRise X # X XX
155 X REEE % hETEE & A X=X E - HsE iy B8 X RN ryEs R EX XX
D X1 DX X X1 (X (X e X1 5 DX D D R 6 D DX DX /38 5 S g e = X4
XE

3. EHXmX

m XX Revised Corporation CodeX|X| #4908 X| || X & ERAE X 16 Z#5 X X f5 2 &
wERE X IZH S 15 8- HEX X PSR S E e X() FSHEFTi) KK
e D e X 28 (i) HR9E X BRI X %
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> PETIgRMEE Ik

Revised Penal Code (Title Il)
Republic Act No. 3019
Presidential Decree No. 46
Republic Act 7080

> IFERX R

X#biz# X358 (Presidential Anti-Corruption Commission)

> XX EamEzEX XX

> URIEEE

1. [R¥

IXIIXI X1 X1 X1 s ] 28 ) 2 e % [X) 25 5 0 (XA 3 DX 1% DX X X XA X035 224 R g IX
31 g [0 D<) 2 7 s X 7 2 o X152 D) 92 £ DX BR et [X) s DX s B A 8 X % A s I
X RER B DA D8 B A

BXXX XX #8 X G X 35 SR L2 R g XA X X B R s

1o DX X (X 78 4 4 1k X0 7 e 1 D) 28 DX DX R 5 4 B 3 R DX DX+ X i B R X e i (XU 22
B 9B 38R ) 2] %5 .0 ] D) 5 nee e DX I/ 4% DX e X 8 X X ke DX 3 188 DX 2
i

Fils D28 (X e e X 1R 4 s 2 T X (X D 48 8 11 s 8 ) 8 22 fel D X (X DX 4 B8 X (X1
BN B R R

gt

XIXIXIXI X DX DX D DX A #E 4R X

35 X [ X1 D55 e (X1 s A (X1 40 X2 0 4 BRIXAIT 1 220X 6 e DX AKX 51 2 D 8
IR AEEE R

MHEFXIXINNY BB AR RY (X B R R

Fis D28 X s DX 2 X1 X1 DX D DX 47 DX D 5 10 s 288 DX 7 DX —+388 X 2% sl DX DX 4748
8 2 X e (X i 13 X s ) ) ) e e 1 ) B e e 2l R X X 2

2. IpkREAPEEE

e e X D D e U P D) 7 12 [ e Ju 68 X D) 96 B e 40 2 (X 2 e (X ) 7 4] U
R 5 D e X 89 [X] 325 41 X P53 15 D Wk X (X 2 ot 22 s X3 DX 88 41 X P 2 8
X158 ) X (X1 Pt D) 1 45 P 2 e o 7 s ) 528 Il D 8 gk e v DX 85 DX DX DX 4|
X 7R B X 5 XV B B B 2R T DX B o 41| 58T
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m BEXXIEX R X X ECNE X X PR 3 5 5 8 a5 08 = et X X X X 84 PR 8 3%
XX XzX 2, fEmnKEXIEXZXPPMDXAE X mEzIX XXz XX
s XEERNEEX KX EERENX - XBEXNK 2015-0053 FIRsEX 5
XIXIDOH AO 2015-0053 X KE125 53 [X 15 [X 185 X 22 12 et gl (X 28 i [X) (X XHHXI X
X & B g3 DX DX 188 X 22 4 S 4G DX Y b =7 B (X MR R B 32 1 (X T 8 s ) 11 X 18k A2 B
BReq ZE M E XY P R a9 KB X1 X 22

B EEREEERR RSN XEX ST TREEX X E-HX RN X 2015-0053 FR5E
X|8EXra iz a XIERES o T R EXIE XX PPMD [XHE X R8s X X iE X 2 e 28 8a
A s DX X85 32 X X 5k X 43 DX i DX A 3 8 X 5 DX i1 XU X X 2015-0053
HRIRE X 82 XEL X8R Ea X XE X 25 X3 RS XX X $a 518 [X] [X 582 % sk 34 388 D ks DX
XX

> PEiEEEEN XXX &4

B EEEAEE XX XEBXISECKIX M & M tkfE K e X B2 XA EEX UNODC XY &
iR D8A X 2 R X 3 B 1 e X e - DX 3 T X DX R e B s 8 X B 1 X X B
(X100 D) 5 PR R X ke £ X X XA AR S
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P35 BT U PR Uk %

Drug Act BE 2510 (1967) and amendment 2001
DRUGS ACT (NO. 6), B.E. 2562 (2019)

Herbal Product Act 2019 |

£1);0B788 /X XX
O

Y V VY

&/

5 m XEENXTZIREAXIForeign Business Act[X & ZI 5t 8 X & 8B
- #rR0 8 X & X DX X R R g R 28 X8R 1 2R U FEX X X 1B X X X 84 21 X
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E:., o
O

s DX 4 R i AR DR DA X g X DX X X 38 i B e 0 I
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m XURIENX EROR DX DX 2 R B8 F 47 (X1 380 DX Dk P 4t o S ik ) | R 1 R
S B 04 B BR T AR E /i BR NS 1@ ST A e 85 DX B DRI IX R
XIDIEE X 28 B8 XX 2 A AT BB IE R Y BT 1 X F5 12 1 XER 4B X 18
By RiREE RN B XNX

@ 15 X7 XEXFENX X EX R X spR X EamEgZE X X Foreign

Business Act B.E. 2542 [X|1999 X #&IE (R T2 182X

m SENXXEHEIZrRR R R DX B X 15 X X R s 0 s X R BRiETE X
i EEEEE X IRREE S X XRX Xz as s XX REX [’
XXX EXMOPH ERCIXHE/I& B X 12 =X 3% FDA XIEFXi REX
X X 25 RZ RE DX X

m EXEXNXESXZBRENX X X852 X XX F8R1X FDA 182X k&% 5
FraXEziEEEX X et X B /RIEE
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o DGRERIX AT XEL X 2R X Bk X BT -HER Bk X 1E Ma 14 g X
T

o XK B i DX XD AR N X R Bk X 7o 4 DX XM BT 47 R B 13RI U fR
Mz X X & FDA IHBERIR AR IR BT Ktk

X &3 X R Hs 2 B ps X 3R 28 X IS RIS EXACT D AR 8 X X 4R 3 %

X192 X X s5#a X 1% 43 X #8 X/ | CH-CTDI[X

"
(2 #z m
n

1 DX RXIEL DX 28 8 X113 DX 1 4 8 i DX DXHE BE X DU A9 X ok U
HEHF X DX - HI s X ¢k 47 I BB DX BHIX X 88 FDA 4 XX X84 X 2R 1%
X Xt Pk 10 D R X BB X (B8 X (R R B 4 X 53T

X114 DX % D 17 3R L2 B X 537 [X] Lk OB 1% DX 0 <R P X DX 2
#aAIXUsE—+-B.E. 25421999 M DIHEIR B FRIFT 123873 D XI5 18 0
BT R E N EERE NIE LR R
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s X IR ZE Bk X BT B X B X R B FE ZEIE %R X FDA ISHEEH
IR kDR 2B #IEZNX~ Good Manufacturing and
Distribution Practice (GMDP)

X &= X Es X ZI A1 X R e X X 3% PR 2

(2 #z =

B

BXGEXZEREX WmEgms EXNXKEFEXKXENX T
(Pharmaceutical Inspection Co-operation Scheme - PIC/S)¥ %%
BEXHEIZ GMP 5555

&\ e "

& X At X BamS DX BT A RE e 93 Bt X0 BT 8 X & X RS P ZB IR R (X
FDA M8 88 3R 8% ka1 7 & R+ T F a1 % &= X~ Good
Distribution PracticeXGDP[X

%8 X #1128 DXEams X B HE IR 28 X ik X a3 XS X R 2 P 28 s iz P
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73



AR D XX X738 X

> PETIgRMEE Ik

The Civil and Commercial Code

The Act on O#nces Concerning Limited Partnerships, Registered
Partnerships, Limited Companies, Associations, and Foundations 1956
The Public Companies Act 1992

Foreign Business Act 1999

> XRARBRXIAFHE

EreniE s XX #XEXX
AEEEEE B D R AS X
XXX a8 8E X E X 2R X
Bt (X 2] e gk R e 2 S X 47 Bk v X e ) 5 (X1 i X % VR (X

> BEXIX X ER X BTSE
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> TheLaw on Pharmacy No. 105/2016/QH13

> Decree No. 54/2017/ND-CP (on implementing the Law on Pharmacy)

» Circular No. 01/2018/TT-BYT dated 18 January 2018 on labelling and
package inserts for drugs and drug materials

> Circular No. 11/2018/TT-BYT dated 4 May 2018 on quality of drugs and
drug materials

>  Circular No. 29/2018/TT-BYT dated 29 October 2018 on clinical trials of
drugs

>  Circular No. 32/2018/TT-BYT dated 12 November 2018 on marketing

authorisation for drugs and medicinal ingredients I
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> TheDrugs and Cosmetics Act, 1940 (Drugs and Cosmetics Act)

> TheDrugs and Cosmetics Rules, 1945

> The New Drugs and Clinical Trial Rules, 2019 (New Drugs and Clinical
Trial Rules)

The Essential Commodities Act, 1955 (ECA)

The Drug (Prices Control) Order, 2013

The Drugs and Magic Remedies (Objectionable Advertisements) Act,
1954 (DMRA)

The Drugs and Magic Remedies (Objectionable Advertisements)
Rules, 1955

The Pharmacy Act, 1948

The Pharmacy Practice Regulations, 2015

The Narcotic Drugs and Psychotropic Substances Act, 1985
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The Drugs Rules, 1945
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