trungtamthuoc.com

o o3l

82

9
q D=
c@ 3
el m

P
>Zla o
O'tl= (X
==
O B -]
U |8
o& '3

—

il

T
-

Diecut'outline is symbolic only! For technical design reter to the below mantioned PZ'pmdr!

Bayer Pharma AG - Packagi

PZipmadr.

ng Technology Berlin

83909088

GV04 (Delpharm)

Stottnr. feem-na:

Mandard/clisnt

8378A-3
23

Bezsichnungname. FB-Androcur S0MG TAB 5x10 Aufmachungioountry: MY-SGABPH

Code-Nr /jcode-no.:

Tt UG ko s TR

stangfanm/secutiing schvwarz/dlack PANT4E3C

ale Fabpryal (oiirs
wanriormgecine  sorwarstisce PANTAAOC




|
-

trungtamthuoc.com

= 7.3 ;'.':“:...'. =83l Asia) e
Strest

OCBC Centre East, 14 Floor
Singagore 049514

[—
i
i

Dimcu] Guthem i syenbolie only! For lechniil ditegn reber 10 T Beitrm fanliorad PT podr!

Bayer Pharma AG - Packaging Technotogy Berlin

(22 AL — . Exftwiwmns L1 —
[P TR R T .

e Mardarthent

AR RS B LR A

[ T T e LT e
TR e SCTARILDREE

i alawd dan

P PG

e r———— Mandy Eharde SRR T e

WA T

2

F %



trungtamthuoc.com

R. Prescription Medicine
(’;{ ~ Androcur®
BAYER Cyproterone acatate 50 mg
Thanh phin
Hogt chit
M&i hdp chira 50 vién nén mau trang, mdi vién nédn chda 50 mg cyproterone acetale.
T4 duge

Laciose monahydrate, tinh bt ngd, povidone 25000, colloidal sikcon dioxide, magnesium stearate
M ta sén phidm

Cic viin nén mau frang dén hol vang nhat. mot mat chia rénh, mat con lal dép ndi chix “BV" trong
hinh lyc gidc. Vién dugc chia thanh 2 phiin bang nhau.

Chi gjnh

O nam giérl:

Gigm ham mudn trong truémg hop sai lac vé tinh duc.

Thube khang androgen trong didu trj ung thar tidn st tuydn khdng thé phiu thudt duoc

O phy nir:

Nhiing dadu hidu ndng cla ching nam hda, thi du rdm ldng nhidu, ryng 14c nhidu phy thude
androgen, c4c dang nang cla myn trirmg ca vahodc tang tét b nhdm,

Libu lwgmg va cich ding

Cach dung

Butrng udng —
Lidu lgng didu tr

Uéng thude wii nurde sau bira @n Lidu 38l da hang ngay 14 300mg

Lidu ding & nam gidi

L»am Nam muon frang tniong nop

Thiing thiréng bist ddu didu tri Androcur 50 mg x 1 vidn x 2 Iin/ngdy. Khi cn. c6 Ihé 18ng liku &4
Evihuzﬂnr'ngty.hu#!m:aiﬁvrgﬁrumiNwm.mﬁlmmmm
mudn, nén cb glng duy trl hidu qué @y tr vl ibu thép nhat cd thé. Thudng ding 172 vién x 2 Bn
ngdy |4 di, Khi xic 1ap duoc liBu duy 1l hay khi ngung Gdu tr, khong nén gdm libu 64t ngdl, ma
phai gidm tir tir.

Nén gidm by hding ngdy khodng 1 vién, hay tht hon 172 vign, vl cach khodng val tusn 1§,

Dé &n dinh hidu qud Sy i, cin phal ding Androcur rong mdt thai glan dai, ndu cb thé di -

34ng thiri voi nhirng bién phap vé tam ly liéu phap mv:?s_ou:pnr.gs;m
] 83 Chu e

44 If| k1ang androgen treng ung th it tiyén khong the phan thud OCBC Centrs East, 1

2 vién Androcur 50 mg/ ln x 2 lin 3&n 3 ldn m&i ngdy (=200 - 300 mg), Singapore 049!
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Khéng niin ngung Sbu tri hode gidm lidu khi di cii thign hodc thuyén pidm binh.

D4 gidm linh trang [Ang cAc hormans sinh duc nam Mic ban déu két hop ddu bf vir céc thudc
ding vin GnRH,

Khéi ddu, vbng 2 vién Androcur 50 mg. 2 130 ngay (= 200mg) trong 5-7 ngdy. sau 86 ubng 2 vién
Androcut, 2 thni ngay, trong 3 — 4 tuldin cling voi 1 thude ddng vin GnRH wi ldu ding do nh sén
xudl khuyén cdo (xem thong tin ké toa cia dbng vin GnRH)

4 diéu i con bédc hoa & nhirng bénh nhan ddu tri véi GnRH dbng van hodc nhing bénh nhan
it b tinh hoan.

M3Ei ngdy 1-3 vién Androcur 50 mg (50 - 100 mg), ndu cin tang lén 2 vién x 3 ningay (300mg).
O phy nir:

Phy 00 tong db tubi sinh g8

Phy nir mang thai khdng dugc udng Androcur, Do 86, cin loal trir ob thai trude khi bit diu didu
tni

f phy nd tudi sinh dé, bdt ddu Gy i viio ngay Jhu tién cda chu ky kinh nguydt (= ngdy thi 1 cb
kinh}. Chi & phy nir bi v kinh mdi b thé bat diu Sidu tri theo loa ngay. Trong lredng hop, ngay
dau tién didu tri 1a ngay thir 1 cla chu ky kinh va cac khuyén cdo sau duge quan sl nhir binh
thuémg,

Udng 2 w&n Androcur S0mgingéy, 1 ngéy 1 84n ngay 10 ciia chu ky kinh nguyét (ubng 10 ngay)
Han nira. nhiimg phu ndr nay phai udng 1 thude ob progestogen va estrogen, thi du tir ngay thir 1
~ 21 cla chu ky udng 1 vién Diane 35 m&i ngay. dé tranh co thai va &a dinh chu ky kinh nguyét
Phy ndr dang didu tn kit hep theo chu ky nén ubng thubc vaio mil théi diém cd dinh trong ngdy
Sau 21 ngdy ubng thudc I 7 npdy nghi. trong thai gian ndy 88 ra kinh. Ding 4 tuln sau bt
dhu Shu tri. thi du cling vila ngity twong tu frong tudn. chu ky didu tri ké Bép duoc bt dbu. bat ké
kinh 34 ra hét hay chua

Sau khi ¢l thign vb im sang, bac sl b thé giam lidu hang npay con 1 hay % vidn Androcur 50
mg trong thdi gan 10 noay cia det dibu tri kél hop voi Diane 35. C6 thé chi cdn ding Diane
35.

Truong hop khdng re kinh

Néu trong thén gian nghi udng thude khéng ra kinh, nén ngirng wdng tubc va can loal trir khd
néng o thai trude khi tdp tue @du tr

Trurdmg hop guén wdng thude

Phy nlr dibu trj két hop theo chu ky nén udng thube vao mét thii dim cd dinh trong ngay
Néu quén u Dunﬂiquaﬂgh.ucdmung&amlm?d!ukim giam di Nén dac bt
hru y (ddc bidt vd kha nang nglra hal va hindmg din xdr tri A0) v vién bi quén) trong phan
mh;&pmﬁnpﬂmn’ulnmn Néu khdng ra kinh sau chu ky nay, cin logi thir ob tai tude
khi lidp tuc ddu b
Gu&ndngmrwuﬁ&ngiinrﬁhquhﬂuwﬂdiﬂt&ixwhwusmachudlz) Tuy
nhién khiing nén 88 § 161 nhirng vién Androcur bi quén (khang nén ting gép déi bis laé
vign thude be quén), nén tidp tuc wdng Androcut nhiu binh thuting cing voi Diane-35,

Bénh nhdn say min kinh hodd bi ¢l 1 cung

Vi nhimg bénh nhin ndy, cb thé chi ding Androcur. Tuy theo 63 nang cla trigu ching, lidu tung
binh 1& 1-1/2 vién Androcur 50mg, 1 An/ngay. frong 21 ngay, sau db L& khodng thél gian 7 ngdy
khdng whng thube.

Théng tin thém & nhom d& tuong dac biél

Trd m va thanh nn

Androcur chi Guoc chi dinh & nhimg bénh nhin nir 35 qua tude diy thi. Kndng cd 63 héu ndo cho
théy cin thidt phai thay o liku, =

ArrecssTCDS 13 30T 105 WIVGD
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Androcur khdng Bugc khuyén co si dung & nam thanh nién va tré nho durgi 18 wbi do thidu cée
o0 biu vé an 1080 vis higu qué.

Androcur khing nén dugc s dung trude tubi diy thi bér vi cic doh hudmg bt ioi vilin con kéo dai
theo sy phét Inén clia co thé va sy bt dn Ginh chire nang cla cac truc tuyén ndi Bét khdng thé
duoc loai trd

NhOng béah nhan ¢80 tuli
Khang co 18 iéu néo cho théy sy cAn thiét phal Gidy chinh sy & nhirng bénh nhan cao tub.
Nkimg bénh nhan suy gan

wocu‘rmmowrIichéngd\im&mnumbhhvﬁgmmﬁHcMcnlngganm
trr lai nhur binh thuémg)

Nhiimg bénh nhdn suy thin
Wgﬁ&mmmﬁywdnmpwmumimmamm bénh nhdn suy than,

Chéng chi dinh
& nam giéd

> Mﬁmtﬁngdmkhwinmﬂdumémwhnﬂnuﬁnhﬁmﬁ 1B tudi (chua
walu&mmndﬂﬂuﬂcd&liﬂdnmnhi&uqﬁ. {xin xem phdn “Thang tn thém &
mmd&mmmuwmmmimmumﬁumw

L Vi chi @inh “Gidm ham mudn trong trudng hop sai lac v tinh duc”, Androcur khong dupc
Khuyén 80 aing trong cac truéng hop sau

= Bénh gan,
. Héi chimg Dubin-Johnson, héi chirng Rotor.
+  THin sir hay hin tai dang bj u gan.
« Tién sir hay heén 18l Sang bj u mang ndo.
» Nhing bénh lém hao mén sdc khia.
« Tram cém man tinh nang
. Tm&cdﬂhﬂvﬁngﬁdcquihimhhw&uhﬁmnmm.
. Dii thio duirng ndng véi nhing thay 81 & mach mau.
«  Thitu mau hing chu hinh likm.
Man cam viri bt ky thanh phin ndo cia thudc

> Vi chi @inh “Thudc khang mm&umwmﬂnlmmﬂnmmiwh
thudt”, Androcur khéng durge a0 diing trong cac tnrdmg hap sau:

+ Bénhgan

. Héi chimg Dubin-Johnson, hol chdng Rotor.

. Tih'lﬂ'.lhlyh!ﬂtalhlugm{d\lkhinhﬁﬂguqmnhtmgpﬂiﬂdoﬂc#ﬂ

. Tﬂns&hayhmuidmgnumm.

. umnuuanmunmmnmumnnguwmmummumﬂﬂﬂnwnm-gml
phiu thudt).

«  Trim cam mdn tinh néng

. mlqwnguvwhlnhmnhmqﬂﬂﬂ nghén mach

. MBn cam voi bt ky thanh phin ndo cla thudc.

& phy nir:

AndrocutiCODS 137307 10 VNG
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« Chua qua tubi 88y thi ((dn xem phdn “Théng tin thém & nhom 64 wong déc biét” rong
mye “Ligu luong va Cach sir dyng”)

+  Phu nd cob thal.

«  Phund cho con bi.

+ Bénh gan,

+ Hd chimg Dubin-Johnsan, hix chirng Rotor.

+  Tin sir ving da vi ngia kéo dai trong Ian mang thai trudc 45,

+  Tibn s nhidm Herpes trang thai ky.

«  Tebn s hay hedn La dang bj u gan

« TWén sir hay hadn tai dang bj u mang nio

+ Nhing bdnh lam hao mon sbc khoe.

»  Trim cém mén tinh ning

« Dang co nguy co hinh thanh huyét khi nghén mach

- D thao dudng nang varl nhirng thay ddi & mach mau

«»  Thidu mau hdng cu hinh Bém,

s+ Miin cam viri bt ky thanh phiin ndo cda thude,

mer.aumwhgmaomtydmmuumm&&wﬂmumhaa,dnmﬁmwa&n
nhirng thang tin vé& chdng chi dinh co trong budng dan s dung thube Diane 35, 1a thude ding
kam won Andorcur.

Cinh bao va thin trong

Gan

£14 cb b&o cao trudmg hop bl 8¢ tinh e tdp trén gan bao gdm: vang da, viém gan va suy gan &
Y cao ¢ truing hep tir vong do ding lidu 100

g
2
2
§

béo cdo tir vong & & bénh nhdn nam ung thy bidu
quan dén lidy sir dung va thutrng xudl hidgn mé&t val
g 8 danh gia ehde ndng gan trudc khi bt ddu didu
u chirng hay déu hidu cd goi y dén nhidm d0c gan. Néu
khéng dinh 14 co nhidm d4c gan, nén ngimg s0 dung Androcur, ngoal tn trudmg hgp nhidm éc
gan do cac nguyén nhdn khac nhu bénh di can, trong nhimg tredmg hop ndy nén tidp tuc sir
dyng cyproterone acetate sau khi 43 can nhéc gilra loi ich va nguy co

O nnGng tredng hop it hidm: u lanh clha gan va cae khdi u ac tinh & gan, cd thé gay ra xult
huyét trong & bung cd thé nguy hiém tinh mang sau khi ding Androcur. Do db, néu khé chiu
nhidu trong & bung, gan 1o hode xudt hign chdy mau trang & bung thi nén xem xét khi ndng cb
khéi u & gan biing cac chin doan phén biét.

U mang nio

B4 ghi nhiin sy xust hién u mang ndo (Mot hay nhidy khbi u) B&n quan dén viée s dung 18y
dai (nam) cyproterone acetate vl lidu 25 mgingay hay libu cac hon Néu bénh nhan dibu tri
véi Androcur dugc chiin dodn u mang ndo, thi phdi ngimg didu tn (xem phan ‘Chéng chi
dinh’)

Cic tnrémg hop tic mach do huydt khéi

Tac mach do huyét kb cOng 68 dugc bao cdo & nhing bénh nhan s dung Androcur, mac
du méi quan hé nhin qud chua duge xdc 1dp. Nhimg binh nhan trudc d6 oo tAc mach do
huydt khil the do huyét khdi & ddng mach hodc finh mach (nhur huyét khéi tinh mach
sdu, the mach phdi. nhdi mau co tim) hay tién s b cac con tal bidn mach mau ndo, nhing
khdi u ac tinh glal doan tén tridn Lam ting nguy co b nhimg tic mach do huyét khi

i
£
5
:
2§

-

AnaroewrTCDS 121 507 1087 Vg
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Thiéu mau

Bérh thidu mau 43 dugc bdo cdo trong quéd trinh didu trf Androcur. B&i vy cac sb luong té
mhhnﬁhchmtmnnmm:wnmmmﬁum. g -
Tiéu duwérng

Cén theo dai nghigm ngdt cac bénh nhdn b) 44l théo duong. vl cac thube chira bénk tidu duéng
dudng ubng va Insulin o thé thay dbi trong qua trinh didy tr] bang Androcur (Xem thém phin
ching chi dinh).

Kho the

Co thé xudt hién cam glac khé thé & nhirng bénh nhin s dyng lidu cao Androcur

Chire ndng cla vé tuyén thuong thin

Trong qué trinh ddu 1, theo goi y cia dir ligu lidn lam sang chire niing va fuyén thugng thin cin
duge kidm tra thuirng xuydn, vi tac dung giding corticoid cla Androcur & lidu cao cd thé gy Uc
ché. (Xam phan dir liéu an 10an tién Iam sang).

Cic trwrirng hop khac

Trong phdin ehi dinh “Lém gidm ham mudn trong tneémg hop sai lac tinh dpc”, the dyng lam gidgm
ham mubn tinh duc cda Androcur od thé bj gidm & do tic dng cla rugu.

Didu trf két hop

Néu trong qua trinh dWbu 1) & phy nd. xudt hidn xuit huyét chdm giol wéc uling thubde khing nén
gidn doan.

Khi sir dung két hop véri Diane-35, cén chd y dac bigt dén th ci cac dir libu likn quan trong thdng
tin ké toa cla thube

Tuong tac vl cac thube khic vi cic dang twong tac khac

Mac di nhirng nghién ciru vé trong tac trén lam sing chura duge tidn hinh, nhung cyprolerone
acetate dugc chuyén hod nhir CYPIA4, do 86 céc thudc nhu ketoconazole, iraconarole,
clotrimazole, ritonavir v cde chit o ché CYPIAL khde s U ehéd chuydn hod cla cyproterone
acetate, M3t khic, céc chlt gy tao CYP3A4 nhu rifampicin, phenyloin va céc sén phdm chira St
John's worl co thé giry gidm ndng 80 cyproterone acetate.

Theo cac nghién ciru v dc chéd 1rén in vitro, su e ché enzyme cytochrome P450 CYP2C8, 2C9,
2C19, 3A4, vé 206 co thé xiy ra khi sir dyng libu cao cyproterone acetate. & mic 100 mg x 3 n/
rgay

Khi sir dung cac chilt Gc ché HMGCaA (nhy statin) - 18 cac chdt duoc chuyén hoa budc ddu nhiy
CYP 3A4, ddng thirl wai libu cao cyproterone acetate oo thé lam Lang nguy co bénh co phiy thudc
statin hoac bnh ly glal oo van, vi cac thude nay of cing més con dudmg chuydn hod

Sir dyng & phy nir c6 thal va cho con bi

Khing ding Androcur cha phy nir cd thai va cho con bi.

Tac dung trén kha nng 14 xe va vin hinh may méc

Androcws 50 mg cb thé gdy mét mdi, gidm sdc sdng va gidm kha ning tp trung
Tac dyng khéng mong mudn

Béi voi nam gigi

Cée phan (ng bt Iol (ADRs) hay gap & cac bénh nhan sir dung Androcur 1 gidm ham mubdn sinh
due, rdi loan chire nang curong cing, ddo Ibn qua trinh tao tinh tring.

AndrocanCEDS 127007 1091 w3
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Phén ang bt lon nghidm trong nhit & cdc bénh nhdn sir dung Androcur la cac doc tinh 84i voi
mndmg.-nm&munmaﬂa&:w»ﬂhmﬂmﬁmuuﬂcmmnm

Béng céc téc dung ngopd y

Tén sult ciia céc bdo cho phidn (ng bt It cia Androcur duoc 16m tht & bang dudi diy. Tan sult
duoc x4¢ dinh 18 rit thudomg gap (= 1/10), thudng gap (= 1/100 va < 1/10), it gdp (= 171000 va <
17100), hidm (= 1110000 vA < 1/1000) vé rit hidm (< 1/10000),

'SOC | Rétmuonggep | Thuonggep | figdp | Hémoglp | Réthiémgep | Khong bidt
MedADR ,
Khé  w Khdi u gan U  méng
lanh  tinh, lanh linh v 8¢ | nao!' v
ac  tinh, tinh *
khiing xéc
dinh
Cac bl Thidu
ban v mib’
mau vii hé
tach huyét
RS loan Phén ung
he  midn qua
dich
R&  loan Tang cén
chuyén hodc  gidm
hod va can
dinh
duling
R&  loan Gam ham mubn  Trém cdm,
tAm thdn  tinh duc (0 nam  Bda  chdn
gion), rdi loan  (thoang qua)
chirc nang
cuyong cung (&
nam gidi) ,
Réi  loan | Céc d8¢ tinh Tée mach
mach mau ob voi do  huyét
bao khéi
vang  da,
vidm gan va
suy gan
R&  loan Kho thés *)
hé ha hip,
ibng
frung
R&  logn Xudl huydt
hé by hoa trong &
| bung *)

AndpcanCCDS 121307 10P) ¥AG3 n
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SOC Rétthuémg gdp | Thutnggdp | hgdp  Hiémosp | Réthiémgdp | Khong biét
MedADR ' |
R&  losn Cac dic tinh
gan mat ddi voi
bao
vang da,
viém gan va
| suy gan * ,
R&I  logn | ' Ban db
da va 1
chirc duti ‘
| da
| R& loan ‘ Ledng
| e xurong xwong
| va cac md
| fién két ! . |
R8I logn | Bdo mguoc qud To wvi (& | [ :
hé ginh | trinh sinh tnh namj |
| san v ‘
tuyén vii '
Réi  logn Mét  mdi
tbng Irang con be hia
vh cac tinh vamd hai
trang khac

"xmm-{ﬂn;emdm'_
) Dé bidt théém thdng tin xom phén cic than trong va canh bao khi sir dyng

1 Mbi Iién quan nhdn qué do Androcur chua duoc xac dinh

Ma ta céc tée dung ngogi y chon Ipe theo dbi tuong

O bénh nhan nam, didu tri vl Androgen Bm gidm ham mudn va kha nang tinh dyc, lam (o ché
chirc néng tuybn sinh dyc. Nhimg thay d6i ndy sé dgc hai phyc ki khi ngimg thude.

Sau khi didu tn vai tuln, Androgen (rc ché si 130 tinh tring - giy ra do tic d¢ng khang androgen
ﬂu;:mw Sy tao tinh tring s& duge héi phuc ddn val thang sy khi ngirng
thuds.

O bénh nhan nam, Androcur cb thé gay ra chimg 1o vo (thinh thedng ob cdm gisc dau khi sbr véo
mm}.mmmmﬂnﬂmmmamm&

Tueng ty nhu khi @éu tr khang androgen khac, ténh nhan nam gidm androgen ldu dai khi ding
Androcur co thé din ¥ ching lodng xuong.

B4 bao céo tuding hop u mang ndo cé lign quan dén e dung ldu dAi (vai ndm) Androcut virl mie
lifu 25 mg hodc cao hon (xem myc “Chéng chi dinh® va “Thin trong vé cdnh bdo™).

Déi véri phu nir

Cac phén Ung bat lon hay gap nhdt duoc bdo cdo & cac binh nhiin sl dyng Androcur 50mg 1
bt huyét get, tang cén va trdm cam

Cac ADRs nghiém trong nhit & cae bénh nhén s dung Androcur 50mg & ddc tinh gan. u gan
lanh tinh va dc finh co thé ddn &1 xult huyét tong & bung. va tic mach do huydt khéi Cac bao
viio wé ADRs cla Androcur S0mg duoc bao cao & béng dudi ddy dya tnin cic dO iu sau khi luu

AngrocynCCDE 1270307 149 vNY
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hanh trén thi tudmg va cac kinh nghiém tich Ky dugc cia Androcur ma thn sult c6 thé khéng xac
dinh dugc.

SOC MedDRA Tan xulit khiing duoc bikt

' Kh8i u 180 tinh, 8¢ tinh U gan lanh tinh, dc tinh *, U mang ndo® *'
jﬂﬁmnhﬁlhéngm*'mlm Phén ung qué mén

Ré&i loan chuyén héa va dinh dudng Tang cn gidn c3n

Ré& loan mach mau Tae mach do huydt khii 2 *)

| R& kean hé hap, ng nguc, trung that | Kha thd*

R loan téu hoa Xudt huyét trong & bung

RAI loan gan mat Déc tinh gan. vang da, viém gan, suy gan

Réi loan da. 1 chirc dudi da Phat ban

R4l loan hé thbng sinh sén & tuyén v e ché rung trimg, dau wvi. xull huyét chdm giot *
 Céc rbi loan khac Mg |

& Xem muc "Cnbng chi dink”
64 biét thém thang tin xem phin 4.4 cie thin trong v cénh béo khi sir dung
~I MBI quan hé ob kN quan i Androcur chra duoc xic dinh

& nir, khi dibu fri két hop géy (e ché rung tring, do 46 gy nén tinh trang w3 sinh. Khi chn
uf;wmumwmmm.dnmﬂmmmmmmmmg_

&lmmmbl'ﬂuhwumm%ﬂnhdﬂnqumﬂnn.'rﬂurlglﬁudaitmlm!
Androcur vl mic Bu 25 mg hodc cao hon

Thudt nglr MedDRA (version 8.0) dung 08 md (4 mét phén dmg ngeal y nhat dnb duoe Wl ké Cac
tridu chung va tinh trang lidn Guan khdng duoe W1 ke nhung cdng nén ghi nhd

Théng bao cho bic si nhimg tac dung khdng mong mudn gdp phéi khi s¢ dung thude,

Qua lidu

Nhimg nghién ciru vé déc tinh cp sau khi khi udng mot libu duy nhilt cyproterone acetate, thanh
phén host chilt cla Androcur, da cho théy rng Androcur cb thé dugc xép vao nhom thude thyc 1

€& gd¢ tinh. Khing cb bt ky nguy co vk d0c tinh chp nao khi v tinh ding lbu gap nhidu
13n lidu khuyén céo cho ddu tri

Bjc diém duge Iy hoe
Dic diém dugc lyc hoc
Angrocur 14 mdt ché phdm harmone khang androgen.

O nam gidr, khi didu tri biing Androcur ham mudn va khd néng tinh dyc sé giam di va chire nang

mnmmmm& Nhirng thay 64i ndy & hai phyc sau khi ngung Gidu Irf. Cyproterona acetate

péy Uc canh tranh tic dung cda andiogen 1ai nhirng oo quan dich phy thubc androgen, niw

aﬁnﬂnﬁaﬂt.mﬁihkm&aawﬁngubna&awmwyénm\dmﬂm&vﬂ
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Androcur ©b 8¢ dung (c ché trung tdm. Tac dyng khing gonadotropin am
1W&ﬁnhmuhmhﬂnrﬂnnﬁbm¢rmhuﬂimw O o006 s
Tac dung khing gonadotropin cla Androcur cling duoc st dyng & két hop voi GnRH ddng van
Androcur s lam gidm mirc tang testosterons ban diu géy ra do nhém dugc chit nay
: ueiuh:ngqulnmm&y&muviim hop muc profactin ting nhe khi s dung Androcur
cao
O phy ndr, tinh trang phy thudc androgen nhur phat tridn 1ong téc bénh Iy trang chimg rém iBng,
chirng rung toc androgen, thng hoat ddng cia tuyén ba nhén gay nén mun tning cA va ching
ting tiét bd nhan sé dugc cai thibn nhir s thay thé canh tranh androgen 18l cAc co quan dich.
Cyproterone acelale giy gidm ndng 49 androgen théng qua déc tinh khang gonadotropin, va do
86 cb tac dung didu Irf.

Nhimg thay &di nay s& his phuc khi ngimg didu tri,

Khi sir dyng két hop voi Diane-35. chirc nang bubng tning bi irc ché.

Bjc diém duge dhng hoc

Hép thu

Sau khi ubng. cyprolerone scetate dugc hip thu hoan toan trén mét khodng libu ring

Sinh khié dung tuyét dbi cda Cyprolerone acetate Ia hiu nhu hoan toan (88% lidu)

Phan bd

Uéng 50 mg cyproterone acetate sé cho nbng 66 dinh trong huydt thanh i 140 nanogamimL sau
3 gie. Say d6. néng 46 b gidm dan trong khodng thon gian 24-120 g, thon gian ban hay cudi
cling t 4394128 gid. D) thanh thdi toan phiin cia cyprotorone acetate khoi huyét thanh ia
3,501,5 mLiphitkg.

Chuyén hod / Chuyén hoa sinh hoc

Cyproterone acetate dugc chuyén hoa qua nhidu con dutmg khac nhau, bao gbm cac phan dmg
hydroxy! héa va lién hop, Chit chuyén héa chinh trong huyét twong nguén & din xult 150-
hydroxy. Qua trinh chuyén hod pha 1 cla cyproterone acetale chil yéu dugc xic the nhir enzyme
cytechrome P450 CYP324.

Dao thal

Mt phan daa thai nguyén ven qua dich mat. Phdn lon libu dung dao théi qua nudre téu dudi dang
chat chuyén héa Ty 1§ &ho thai nudc téu méit 1a 3.7 Dao thai vira qua mat, vira qua nudre tidu
tiép didn voi théi gian ban thii 1 1.9 ngdy. Céac chilt chuyén hda cling @io thili khdi huydt rong
i the d6 trong tu (thdl gian bn thdl = 1,7 ngdy)

Dir Higu an toan tién 1am sang
Déc tinh todn than

Céc dr ligu tién 1am sang cho thdly Androcur khéng gy ra nguy co dic biél ndo trén ngubi dua
trén cac nghifin ciru thudng quy khi ding Béu dbc lap lai

Déc tinh trén bao thail nguy cor gy quai thal .

Cac nghién ciru vé déc tinh trén bio thai 48 cho thy rang Androcur khong géy 18C dung quai thar
khi sir dung rong giai Soan tao cac ¢o quan rwdc khi phat tnién oo quan sinh duc ngoai. Khi sir
dung liku cao hon cyproterone acetate trong gial doan nhay caém hormon phéan bedt co quan sinh
dyc din ton ddu hiéu nir tinh hod & bao thai nam. Quan 53t trén tré so sinh nam khi diroe tidp xic
¥ai cyproterone acetate khi con trong bao thai khdng cho thily bt ky diu higu nio cia hign twong
nir tinh hod. Tuy nhign, ehdng chi dinh Androcur cho phy adr ¢ thal.

Déc tinh sinh san

Su e ché khd nang sinh san tam thoi & chudt dyc khi udng Androcur hing ngdy khiing cho thiy
A.nmnitudﬁlﬁnhtrﬂngmimﬂ-ldhﬂinﬂﬂlhdcmmw{g né :E}P*el,m
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Nhidm ade gen & kha ndng sinh ung

Nghiin ciru dau tién wé nguy co nhiém ddc gen cho thily cyproterone acetate khdng gy nhiém
8oc gen Tu'_rnh'rh.d:ﬂl&nﬂhdmﬂuhmdmmhwmmwtﬂwéd&inﬂﬁ
(v lam ting hoat ddng sira chira DNA) trén 14 bdo gan chudl va khi cing nhu trén 12 bao gan
ngmpmmw. Trén 1 bao gan ché, mize ) thay ddi DNA cla cyproterone acetale & mae cue
ky

Su hinh thanh su thay 88 chu troc DNA xudt hign khi cb tiép xie toan than va co thé co xult hén
khi s dung cyprolercne acetate & lidu khuyén cao. Trén in vivo, & chudt el hau quéd cla vise
@y tri cyproterone acetate of thé lam tang nguy co péy nén nhang thuong dn & gan. cb thé 13
tén thuong tibn ung thir. va tal 86 cac men trong 1é bao cling bf thay dbi, va nguy co tang Aot bién
&4i véi nhirng con chudt bién dbi gen o6 mang nhiing gen cia vi khudn co kha nang a0t bién.

Cac thd nghigm Bm sing va dich 18 hoc cho dén hiédn ta khidng cho thiy si dung cyproterons
scetale lam 1ang ty ¥ mic u gan & ngudi, Nhirng nghidn ciu vé nguy oo gly ung thu cla
eyproterone acelate trén loal gim nhim cling khéng phat hién ra nguy co ung thu co thé xiy ra

Tuy nhsda, cdin ghi nha rang cac harmone steroid sinh duc cd thé thie ddy qua trinh phat irién clia
cac khbi u véa cac md phy thudc hormeon

Téen lai, nhirng két qua hign co cho thay khdng co nguy oo nhidm adc gen va ung thu trén nguol
khi sir dung Androcur theo ding chi ddin, chi dinh woi kbu khuyén cao.

Cac nghién elru trén chudl v chéd v tae dung tuong tu corticoid trén fuyén thuong thin cia
Androcur khi ding liéu cao han o ihd chi ra nhirmg tac dung fuong tu trén ngudi khi ding liby
diing cao nhét (300 mgingédy).

Han dung

35 thang ké tr nghy sin xudt
Dibu kign bao quan

Béo quin & nhigl 35 dud 30°C

Quy cach dong goi
Hip 5w x 10 vidn, 50mg’ 1wién,
Dd xa tdm tay tré em
Doc ky hudmg dén siz dung trude khi ding
Néu cén thém théng tin, xin héi y kién bac sl
San xuit bai;
Bayer Weimar GmbH und Co. KG
Daobereinarstrassa 20, D-99427 Wemnar, CHLB Bic
Naay duydt néd dung tom tt sdn phém: 130772010
Androcu/CCDS12NM30710/F1 VNO3

Bayer (South katt Asiz) Pte Lid
62 Chula Streel
QCBC Centre East, 14" Floot
Singaporn 040514
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