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3 KWWSV DFFRXQWYV PDLO JR WK K SULQWPHVVDJH"LG W] $VLE

DGU#IGD PRSK

30$6 $OHUW IURP 7KDLODQG UHSRUWY RI UHFDOOLQJ RI SK
TXDOLW\ GHIHFWYV

[ILU™MoP-eVcZd:7ZeTNX GSAdUG -eLOXgHSHFD ™M]k5SeQ"Xd:

ed DGU#IGD PRSK JR WK ! 2 lg:dhwg
Agf‘T’;/ Y$8 $SOHUW IURP 7KDLODQG UHSRUWYV Rl UHFDOOLQJ

KDUPDFHXWLFDO SURGXFWYV GXH WR TXDOLW\ GHIHFW"

i ]JDQDWXO ]DLQLQ ]DQDWXO ]DLQLQ#PRK JRY EQ ! DVP
DEGXOKDPLG DVPD DEGXOKDPLG#PRK JRY EQ !
UDVKLGDK UDKLP UDVKLGDK UDKLP#PRK JRY EQ !
VK\XHOLDQJ ZHH VK\XHOLDQJ ZHH#PRK JRY EQ ! HOO\
PRKDPPHG HOO\V PRKDPPHG#PRK JRY EQ !

PXQNKLRQJ FKHRQJ
PXQNKLRQJ FKHRQJ#PRK JRY EQ ! KDNLPDK NHSOL
KDNLPDK NHSOL#PRK JRY EQ! WKROVHD#JPDLO FRP
SY FHQWHU SY FHQWHU#H]HFRP FRP NK !
KNLPVHDW#\DKRR FRP FKHDSWKRQYXWK\#\DKRR FRP
KRUVUXQ#\DKRR FRP ZDVNDPWX RWVN
ZDVNDPWX RWVN#SRP JR LG ! ZDVNDPWX RWVN
ZDVNDPWXBRWVN#\DKRR FRP | PHVNRV ESRP
PHVNRV ESRP#JPDLO FRP !
WLWDQXUVMDIULGD#\DKRR FRP DVWL WUL
DVWL WUL#SRP JR LG ! HJD IHEULQD
HJD IHEULQD#SRP JR LG ! SY FHQWHU#SRP JR LG
PXKWL RND\DQL PXKWL RND \DQL#SRP JR LG ! ZDVPXW)
RQSS ZDVPXWX RQSS#SRP JR LG !
LQORUNKDP#\DKRR FRP V YRQJYLHQJVD
VBYRQJYLHQJVD#\DKRR FRP !
PDLQDQJ #\DKRR FRP
YRQIJWDNRXQH#\DKRR FRP
UDSLGDOHUWJIS#QSUD JRY P\ ]JLQWKHLQJL #JPDLO FR
WLQZZZ#JPDLO FRP U PPWKDQ
UPPWKDQ#JPDLO FRP ! NNRXWP#JPDLO FRP
MMQFLUXQD\#IGD JRY SK OODTXHUXELQ#IGD JRY SK
SRVWPDUNHWVXUYHLOODQFH
FGUUBSRVWPDUNHWVXUYHLOODQFH#IGD JRY SK !
PUDOLUDVDQ#IGD JRY SK VDRSHQD#IGD JRY SK FGU
SURGXFWYHULILFDWLRQ
FGUU SURGXFWYHULILFDWLRQ#IGD JRY SK !
MJJXWLHUUH]#IGD JRY SK ODOGGHMHVXV#IGD JRY SK
SKDUPDFRYLJLODQFH#IGD JRY SK
FJEHVWLPDGD#IGD JRY SK RFFDEULGR#IGD JRY SK
DHLJQDFLR#IGD JRY SK DQJ SHL VDQ
DQJBSHLBVDQ#KVD JRY VJ ! +6% 3URGXFW'HIHFW
+6$B3URGXFW'HIHFW#KVD JRY VJ ! FKRRQJ FKLK W]HU
KWWSV DFFRXQWY PDLO JR WK K SULQWPHVVDJH"LG W] $VLD %DQJNRN



3 KWWSV DFFRXQWYV PDLO JR WK K SULQWPHVVDJH"LG W] $VLE

FKRRQJBFKLKBW]HU#KVD JRY VJ ! 6XQ FXLOLDQ
6XQBFXLOLDQ#KVD JRY VJ ! ILOLQD WDQ
ILOLQDBWDQ#KVD JRY VJ ! O9DUDYRRW#IGD PRSK JR W
SDWWUH\D#IGD PRSK JR WK DGU#IGD PRSK JR WK
DFF #IGD PRSK JR WK SMPRQ#IGD PRSK JR WK
DUDWUD#IGD PRSK JR WK WVQJX\HQYDQORL#JPDLO F
PDLFTOG#JPDLO FRP PLQKQJRKXRQJ#\DKRR FRP

KXRQJQW TOG KXRQJQW TOG#PRK JRY YQ !
DWIULYHUD#IGD JRY SK

]boLeWKDLODQG3O$6 WKDLODQG30$6#JPDLO FRP ! LeUZgJUc¢
NVc=eo<XgT = ZLWWD\D#IGD PRSK JR WK !

'HDU $6($1 &ROOHDJXHYV

$WWDFKHG KHUH ZLWK SOHDVH ILQG 30%$6 $OHUW IURP 7KDLC
SKDUPDFHXWLFDO SURGXFWV GXH WR TXDOLW\ GHIHFWV ZL
7+ 3 7+ 3: 7+ DQG 3: 7+

‘H KRSH WKH LQIRUPDWLRQ ZLOO EH RI VRPH XVH
%HVW UHJDUGYV

7KDL )'$

Health Produet Vigilancea Genter

Food and Orug Adminkstraton, Thailand
88/24 Tiwanaon Rd., Talad-Kwan, Masung, Monthaburi 11000
Haakh Produs Vigils Canl

« Fhome . G6-2580-T307. 7288, 7261 Fax : 66-2591-8457
URL: http./ Ahaihpee fda. maoph.goth

— 30$6B&,&/20(; B3: 7+ SGI
. %
— 30$6B*(168/,1 1B3: 7+ SGI
. %
— 30$6B0(7)521B3: 7+ SGI
. %
— 30$6B3ROLIRUPLQB3: 7+ SGI

. %

KWWSV DFFRXQWV PDLO JR WK K SULQWPHVVDJH"LG W] $VLD %DQJNRN
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A Tuan
nesw lnsnguiifuquandssengnatn léivudelyuinuninedisfudl
lom fUBBY beod MMMiiFvstuivn nivatia (Usewlng) $180 asiufl bl Fueieu beoe
W342187 CICLOMEX-20 tawneileu 2C 94/51 JuUNTSHER | 210836 uay C 220164 wukuiluunig
Aaraiinsgiaauinsguluaninueiidmunluiidonisazals (Dissolution test) lusswing
nsfnyianuasanmegeraiiowete o eudt ex sl vt Iddudunsdenifuedulae

adnslavemdninueig1IuUNITHENRING1I98NINVIBINAIALAT

JoWaTan
®. 31NN1INTIIFBUFWTBYanzilgumISueT wuinaninser CICLOMEX-20
wwuvztlou 2C 94/51 Ade1d1AYy Ao Gestodene 0.075 MG uag Ethinyl estradiol §.020 MG Ju
g1ldn1elu ULU Film-coated tablet udnlag LABORATORIOS RECALCINE S.A. &1515043534
thwseddlaeuitn Bnwadia Wsemelng) 10 weiluougn ac/oceo fagi bao 81a1s-
Alupsfiauns 1u be 109 beoe auLFay uIsEaN WALWEN NTUNHIVILAS eooo
. nguiiuguandiesngnatn nesen Aarsanudaiiviviedunsdunseadusliag
Tlésueiifimnuasnde Jaiumstiduiumsudasoudee Tlgmannmeuasnisdenduiu
lagainslavesn CICLOMEX-20 wwaneidou 2C 94/51 Jun1sudn | 210836 uaz C 220166
swaniBausingawdsiituuinde udmhenuiiiedestenelunaznisuentseve ielk
Sunswanumsaiiinay il
b.e) irsumglulseina loun lsmeruiaressnnisvia wasarsrsuae-
Jwmiannianin
o) Pharmaceutical Inspection Co-operation Scheme (PIC/S)
o.m) ASEAN Post-Marketing Alert System

o.c) WHO SSFFC Rapid Alert
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