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1.1. EER

111 ERKOWMH - FEICH-YERAShLER

e S B9 2 B R SR - {EBE S (Drugs and Cosmetics Act 1940) [ZHE ST 5,
£7-. 1BBRICEI L TlE. GCP (Good Clinical Practice) A K A > & LT [Schedule Y] 23#i
ESNTWND,

[A{%I% 2008 FIZSE S 4v, 2014 4 12 AIZHIEEZE (The Draft Drugs and Cosmetics
Amendment Bill 2015) AAE STV B

1.1.2. BEfRH4ES

TRAEEIRBOR 2 P L T 2 OIIREF IEfEAEE (Ministry of Health and Family Welfare :
MHFW) T& %,

I OFA L, ARG K OO AR OV T MHFW OfR{)S (Director General
of Health Services : DGHS) DR TITdH 2 o= 3K JLVEE #A%E  (Central Drugs Standard
Control Organization : CDSCO) 23#H24 LT3V, Schedule Y oK FE HIGEEIE A A L T\ 5,
%I EIIL DKFRIZ OV TIZ, CDSCO O T HB#Hik T db 2 M =3 5L L UEE BRAA%  (State Drug
Standard Control Organization) 734H4 L Cu\\52%

1.13. EXKOBWE - REICH-VYBELFHRS

B OAREZIT H121E, AERREBR L BARRER (7 =—X 111 ) BDUETHY, K
TEAERROBFIZ Y > TEENENOT —Z BNER X5, {H L, Schedule Y (21 TBEIZHE
SECOIRFEFNED & 2 FFIZ OO TILE DR Y TIERW ) EHEINTEY . 2OHEITIX
AV FERNTO7 2 —AMNHRBROFEREL AWK TE 55055, 72— XMIBNTIELA
RENTEL, TO7—% ZHEERICEIMT T2 LERNH L, HiENLAGRE TICET 2
WIRIIH 3ETH 5,
BREFLICTOWVWTIE, FEEROENEALNDS 4 FERFE L-%IE, BRRRE LT
B kel ARHFENAREL 22 D5,

W 72 e & Ot
HZEIRTERF v] A9 % B P A SEE D IR

1 CDSCO 7 =7 ¥4 | http://www.cdsco.nic.in/forms/list.aspx?lid=2019&Id=1
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A ¥ ROEEGOEMII Y 72 0 RN LB R FREEIIU TO L B0,

N — L H— (HFEICHT= 0 EERE S % D 5 EHH)
MEPRAT5- 1 % — (Authorization Letter)
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TR6 Challen (FEEFD SCHA N A FE 9~ 5 SCEATEINE)
TN AE—T A )
H HIRFEREIIE  (Certification of Free Sales)
ISO GERE %%

WA OB TR O MR (LORM, BEEHEL Y
FEBEHRE Tl & 2 iR T & DHIEEE 200,

1.1.4. {HH&HIE
[ Rfiliges e

AR L CiE, BUFDSAE LIiEOBGIR H 2 b Db H 208, BUR, EIEM TR A
EHE DR RET D Z &N — R TH 520,

A ¥ RIZRIT 5 E AR 692 HHIE, 1970 4512 = 3 5L ilk& 4 #E4 (Drug Price Control
Order : DPCO) 2L ViaH LITen, WIEER T, +o2hismsgnd 5 &l Sz =3
m IS R HI N DR SIS Z L7 o7, LY L, 2013 4F 5 HITHEER SNT-HEIRD T C,
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2

o712 L. AR BLHISMT I 2i D EFE S Ok & BEHL ke S 4v, BLlRY R CTd 5 EFRESE
mnfifif% 5 (National Pharmaceutical Pricing Authority : NPPA) (21X, BEARZMAS LA 23 e
NG AEITN AT DHERB 52 ST b,

_Lisuiillis

A v ROREREEEE I IABERCBN R EENLXERITOLODOATH Y [ERD 5%
R A I N—TF DT E 720, ARG OEIMLDIZ & A LIHMEENSGATH Y | FEE 100%
MNHCDEM LS ZHRETH D, BUFEEORBETIX. BREO AR IITFEAIE L CBAf
WAL, EELLEE RIS Z LIt TWnD, L L, EBRICITMEREIEL N
SN TBLT, BEOACAMLERD Z ERZ,
ERFRBEIZOWTIE, A > FTIEEE LTERENBE & 2> TWen, AADEZL &b
D HARFFE TS RE S — B 2 24T~ A > FBUMIE, 2002 12 REFIPRBR 24 %F
G & LTRSS E T O~ A 7 R Rigft 2 FH AT 72, £72. 2007 FLARE, ARFTSE M
~ A 7 RIS U CTRINBOUT & o e BUN AN 2872 i B 2 L - 2 A A ST
Do THHDOERAAIZ LY | w4 7 e {jRRAZ FHRRTSIE, SERRELZZET TEB Y, 2010
EBITE, 49 O REVEMMBRBREREDTFEL, TOMAZEITH 112 8,000 T AIZEL TW5D,
RE. HORALTT OEFEGITEEGRIATH D,

1.1.5. F@E/IL— FRUBEETT

A—J —TCHREE SN ESR ML, SMNBO A B ES [Clearing and Forwarding] (236 &4,
ZDOBIESNIS U CTHEZEF D [Stocklist (FEIEAH) | IZELE S5, Stocklist 1ZFLRED
HTTaT—ya 3Tb T, IO EEREREEICR XSS,

A EZ T REICEEL— N2 A L, il@i%% U CEHRSM & EREEICAT D,

EI L OFEITY - o> TE, MART SR =— X2 DTHLHZ Li3s & L0, ik
PhEZER SN DY,

WO FERT EAE S B 3 A4 Pharmerging #2012 4EAR ) (2012 4F)
RO THESME SR © Uk A 044 Pharmerging #2012 4ERU (2012 4F)
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121 ERBBOBMHY - MECH-YERAIILES

PRI Z B9 2 LN RS AL b RE RIS RE S LTV D,

A% 2008 I E S 4v, 2014 4 12 AZHIE#EZE (The Draft Drugs and Cosmetics
Amendment Bill 2015) 3AF STV 5HY,

o, Bz T o EEESRL, B =L —iE (Atomic Energy Act) (ZX - T
HEl S TnDS,

1.2.2. EAR¥ES

TRAEEIRBOR 2 P L T 2 OIREF IEMEAEE (Ministry of Health and Family Welfare :
MHFW) T& %,

ERREE IR ORI, MHFW OF%4E&)5 (Director General of Health Services : DGHS) OESET
123 % CDSCO KU OIS HHAT Y LT 5,

1.2.3. EE#BORY - RABICYH-YRBELFHS

W = 5 i D

A 2 RIZB W CERBEIROIRTE 21T 5 124 72> T, e 2 8 AS SR - E LB
SEERLO—EE L THREDTRICR > TOWENE I DT 52 EBLETH D, R
HINCEREER & 72 STV AR DL <IE, A ¥ FIZBWTIIHSIRSR M BIT/R > T
W, B BITERE R E WO B TR RSN TR Y, 2012 4 3 ARER TR L HA T
A B ADOBENLELRDDE, LT 41 MH TH 5D,

B& 1 WASAE AOREGEILELLSME

(1) VTS () BB TEREE  3) ity bk

(4) HIV/HBsAg/HCV Htksbzlras B (5) LB AT  F  (6) IEARRHAT > b
(7 hs—sn1 8 BRNLX 9 IVI==—1 (10) BEA

(11) DigF (12) FEEERLEY v b (13) BEARHA 7T 2 b

(14) AN AT (15) Ml E A s

(16) #EtR, MOR, AT —7FF7— (17) FEHNBHTEEEE

(18) = F—& (19 BpEfsss (20) AMEHHAEHE (21) ~Z DT —7
(22) Ik, MRy /Ny 7 (23) it (24) A AV RS

(25) LVA==2— VAT —T)VIERYE v bOfHEM E LT S5 =5 Ridke
(26) KREFZXNFa—7 Q1) A heFa—HP—2—2R

(28) ALY > 7 (29) DlgS>yF (300 ATLNE (31 #HEF=2—7
(32) HEkE  (B3) KEXUIBHF 2—7 (W7H&, h7RLELLY)

(34) AV 7 4 AT = 78 (H[aIEABITE)

(35) #@IMEREOfEMLE L THATHERET 1~

(36) ANGO ¥ v I, PTCA (RREZAVEENIRIEAIN) . 7 —7 ABafli % > b

14 CDSCO 7 = 7 ¥ b http:/iwww.cdsco.nic.in/forms/list.aspx?lid=2019&Id=1
B AARE GRS (1 2 FoESaRTS & 6 (2012 4F)
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(37) DitirXyZ (38) S A ESICHERT 2 ERESENEEYE v b
(39) ®ifn Ikt BRI R (40) MEOTATF =—7 v b
(41) BRI T—T v

http://www.jetro.go.jp/world/asia/in/qa/01/04A-071108
httpcdsco.nic.inMedical_divlist%200f%20notified%20medical%20device.0001.pdf

WL O AT £ T O
B O £ TIX, EIEIRGERF AT O BTG (BLHABLE 228k N) . BLRERE ofa7E, i
mOBRERFF RIRED UG, BWIA T A & ZAOBERLETH 2,

H%x 2 HGHEFEERTOHRN

EX&-ELHERZIOT. EESO—HEL TR ZN O,

.

F4—L20B/21BIZ ES
HFEFH T ONE
HE MRS BihE A OED NO

v

M EADOEE
HRMAEENMRMEAORE

Tr—L40z LA B S ERHEE AV

—BHHE 7+ — L4 D8

A —LBIZELEA St ABER —
— 8 AT AR T — L0 0T E
Hf: &, c7 )8R eSOk
(AT BAREDIEEERE [ 2 FoEEETS & RS (2012 4)

A F e

W57 Fex OWIR & FECk

R EHOMER OO, MEORGFEELRB L THLFFANTY 5 E T2 9~12 A &2 H
T2 6~9rAHLTHERIOH D),

FHOBHZL, BIEE OBERITIE 1,500 K RL, EREESROBEICITL S EIZS X 1,000 X KL
DLEEL 725,




H%& 3 ELFHEEAMELHME - FH

No. el IR FHE
M~ | A% " - = b e
g, | | Y B 1 H

1 TH—LA0ICKD | K9~1270A | 34F | Az | 1,500 KL | 1,000 R
BERHRFEEITV, B To9M0A
FREERAEE T 7 4 — A Bl E TIzH
AL AT END EERS

2 THx—h 8I12XD | K3IMNA 3IF | — — 1 581 1,000 v —
AT A& AR (22 Fv)
BHEEEITV, 2 2 B BEMEEIT L BICD
A B AFET T +— X100 /L — (2 KoL)
L 10) RSN
5,

3 TH—h28I128D | F951H 54 | — 6,000 Lt |10 B TOREFEK
= % 1 e D L& BT — #BHE 1,500 /L — (33
wJ Kv)

11 #HUREIZ 1 RIC
SX500 /e — (7 K
JL)
K1 YROEENBMRE R EN BRI L 722 H, CDSCO NWERZRMIM A2 E L TWDERTIEZRY,
X2 EEARIERET, RO MEIC B A EERE, BRE. ZF L TERBMAR CTH B 7 —7 (BE)
. RESROBIRBEZR > TNTH, BRI LLesnb, ZOHA, MinIXBR5RO
B TH-TH 1MHE & LT1,000 FoFEECHET,
(A AAE D IRIERE [ FOERESTE & 8H (2012 4F)
W2 ESE

L OBk A FEET AL, U TFTOEHAIRET HAME RS 5,

M%x 4 HRBHRPFSE

© oo N gk wDdRE

[
o

11.
12.
13.
14.

FIN— L H—

A== OREE7e EHFERE DR 50 L &2 —
74— 40 ¢ EIE AT BT 2 B EREE D B EE R
FHEIO A2~ 7 & E (TR6 challan)

EERIN

ENFEEFrI#E (Wholesale License)

MEEMD (1) : 77V F~AX—T 7 ()b
MEEHED (II) : B~ AF—T 7 AV

SR} RHIGEE S

WHO %A K7 A i2H->5< GMP (Good Manufacturing Practice)
iR (COPP)

BOETF IO AT e A GERE R &

REFFA[E (Establishment License)

we A WS E

FREERARAE  (Re-registration undertaking)

AIERA SR 5

(HiFr) CDSCO, Guidance Document No.IMP/REG/200711
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0. ISO BFEA & DA%, Tt x ORBIZH 28D L5 TH D™,

1.2.4. {H&HIE

FEFRESEIZ B LTl BB AT LMo I 3AEE L 72\,

BORFIC 5 0 B S 1B BABLCRIBLSE DS RIER T & 0 B 20T, EREED THAEH
A & PTET 5 = L BTl 51,

1.25. H@IL— b RUBEET

RO TREBE TIX, EREER O AR EME LA — T —0— 5O _ Lk 12E 3 5 m
DD, —H, REBERFSIEGE, EFRIEANT = — 2 M OB RIFPEZ K 2 KRB RS D
BEATIE, EEIIALBBRA SN TS,

ARLTIE, —a9is, 2R b OFEE A2 RICHAN e ((hER) ZRE L. B2
7o A O H D> HAMEE CIZELE B RD D,
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21. EER

211 EELOEH - MEICYH-YERIIDIES
EI BT A ERESITRO LBV,

- &7 (Health Law No.36/2009)
A2 RRVT OFFECHTZDH, REREE. 74 8 ARIEEICET HIRZR &b HE
LTW5%E,
c EARBE BT 5 KHiES (2010 4E55 36 . Presidential Decree No. 36/2010 on Capital
Investment)
INE DREEENG 1T 75% F TIZHIR ST D
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NA-DFC I 2000 4F & TIIIRIEE O T EBHLRE Cd o 7203, 2001 4R LARR X AR IEE & 11 BIFRIC
B D IMSTHIFRIZ 22 > T D, 2010 4ERERT TR %) 3,807 42 A L T 5%,

213, EEXROEH - REICH-YRELFHES
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22 Ministry of Heath Republic of Indonesia 2012 PHARMACEUTICAL TRADE AND INVESTMENT
28 \WWHO, Pharmaceutical Sector Country Profile Questionnaire INDONESIA

24 \World Service Group website: Indonesia - Registration of Medicines http://worldservicesgroup.com/
2 \WHO, Pharmaceutical Sector Country Profile Questionnaire INDONESIA

% http://www.pom.go.id/
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2 \WHO, Pharmaceutical Sector Country Profile Questionnaire INDONESIA
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2 \World Service Group website: Indonesia - Registration of Medicines http://worldservicesgroup.com/
% NA-FDC website: Drug Registration Procedures  http:/Awww.pom.go.id/index.php/home/brosur/
NA-FDC website: Drug Registration Procedures  http://www. pom go.id/index.php/home/brosur/
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Pacific Bridge Medical Website: Indonesia Pharmaceutical Update 2012

% WHO, Pharmaceutical Sector Country Profile Questionnaire INDONESIA

% NA-FDC website: http://www.pom.go.id/index.php/home/brosur/
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%7 pacific Bridge Medical Website: Indonesia Pharmaceutical Update 2012
3 pacific Bridge Medical Website: Indonesia Pharmaceutical Update 2012
% pacific Bridge Medical Website: Indonesia Pharmaceutical Update 2012
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0 Indonesia Pharmaceutical Market Update 2013
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2.2.4. {EHEFHIE
WHO O IZ LT, (RO DA KR SN EEEIED U 2 NI,

2.25. F@IL— FRUBEET
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49 \WHO, Pharmaceutical Country Profile: Philippines
50 http://mww.doh.gov.ph/bfad/orgchart.html

51 WHO, Pharmaceutical Country Profile: Philippines
52 Administrative Order No. 67 s. 1989
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%% Republic of Philippines Department of Health website

% Emergo website: The Philippines Medical Device Market, 2013
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% Emergo website: The Philippines Medical Device Market, 2013
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