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CLIMEN

Box of 1 blister suga. oated tablet
11 whit6 tablets. each lablet contains
Estradiol valerate 2mg
10 pink tablets, each l,ablet mntains
Estradiol valerate 2mg. Cyprote6ne
aetate 1mg

Stm bdil 3{).nC

lndiGtions, contraindications.

packaoe rnserl

Read €retully the package rnserl
beIore u$
Kep out of reach of children
Nol suitable for oEl conlrceptive
purpose

Manuractured by/ SX tai: Delpharm
Lille SAS, Parc d'Activites Roubaix-Est,
22 Rue de Toufflors. CS 50070.
59452 Lys-Lez-Lannoy, Phap
lmportar/ DNNK

Hop 1 vi x 21 vien n6n bao
11 vi6n tring, m6i vi6n chfa Essadiol
valerate 2mg
10 vien h6ng, m& vrOn chua Estradiol
valerate 2mg, Cyprctercne
aGtata 1mg

Bio quan A nhil d0 drrti 3{rqc

Chl dinh, cech dung, chling chi dinh.
cdc lMng trn khec: xin xom trmg td
hudng dan sri dung kem th@

Ooc kY hudno den si dvng tru0c khr
d0ng
06 thuoc trgnh xa tem tay lrd em
Kh6ng pht hop clD muc arich trdnh
thai

56 16 SX. NSX. HD XEM LOT. MFD,
EXP lr6n hop thu6c
Tr€u duen cldt luqng: TCCS

Bayer
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Bayer Pharma AG
Packaging Technology Berlin

07.0?.13
14:23J7

PApfri 83888-3 $ohr/(n-no. 81461198

GV04

tu:achNnqn.m Climen Auhehuqr'cotry VN BpH

Tarlfafu/tarl dE Fdoh.b.h V6iil
d#\l.5'
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Abzugsrichtung
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A3 Clrulia Street

OCBC Centre East, 14th Floor
Singapore 049514
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Bayer Pharma AG
Packaging Technology Berlin

07.02.13
14:23-17

81461 1 98

Kontu GVO4

B*eDhnu.gn.re Cllmen aurmadunq;contv VN BpH

fr$rMt xt 6dor FdislEh V.*on

FrbruuuC schwar/black

PANT319C
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schwarzlblack

PANT217C
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Packaging Technology Berlin
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9001A-4

Code-Nr./code-no.

Balkonfarben Version/
strip colors version

Balkenf arbe/strip colors:Toxtf arben/toxt colors:

schwarz/black

ersetzt/replaces:PZpmdr:

Mandant/client: GV04

schwarz/black

PANT877C
genehmigV
approv.:

Stoffnr./item-no.: 81477728

Bezeichnung/nam", Climgn Aufmachung/country: VN BPH

Firmfiirr{ilmfor stanzform/diecutline

Farbauszug/
color separation:

Farbauszug/
color separation:

alle Texttarbenl
all text colors:

allo Balkenfarben/
all strip colors:

Datum/
date:

.)
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Climen@
Vi6n n6n bao dulng

DC xa tim tay trd em

Dpc k! hrbng ddn sft dqtng trrfuc khi ding
ThuiSc ndy chi ding theo cton thuiic

Thinh phiin c6ng thrfrc thuiic

Thinh phAn ho4t cn6t: U5l vi€n n6n bao mdu tring chua 2.0 mgEstradiol valerare vd m5i vi0n
ndn mdu h6ng chria 2.0 mg Estradiol valerate vd I mg Cyproterone acetate.

Thirnh phAn ti duqc: Tinh bQt ng6, Povidone (K 25), magnesi stearate, Sucrose, Povidone
(K90), PEG 6000, calci carbonat, bQt talc, S6p Montanglycol, Lactose, Glycerol 85o/o, Titan
dioxid, Oxit sit hydrat, Oxit sit III.

D4ng bio chd

Vi€n ndn bao dudng

Chi tlinh
Climen clugc su dgng trong liQu ph6p cli€u tri hormon thay thii (HRT) Oe OiCu trl ciic rdi loan cira
thdi kj,min kinh, nhirng d6u hiQu thorii triiSn cta da vd duong niQu sinh dpc, tr4ng thrii trim cAm
thdi ky mdn kinh, nhiing triQu chtmg thi6u hUt sau khi ngung chiy m6u kinh. Climen con didu tri
cho ciic bQnh gdy ra cht y6u do suy giim cilc co quan sinh dpc (gi6m ning tuy6n sinh duc), sau

khi cit budng trimg hoic bu6ng trimg khdng ho4t <lQng binh thuong (suy giim chfc ning budng
trung).

DiAu tri ngln ngua chimg lo6ng xuong thdi kj,sau mdn kinh.

Di€u tri rtii loan kinh nguyQt

Di6u tri chimg mdt kinh nguy6n phrlt ho{c thf ph6t.

Cich dtrng,lidu dtrng

Dutrng dtng:
Duong u6ng

Lidu lutrng:
> Bit <l6u sir dgng Climen:

N6u ban v6n clang c6 chu k!.kinh nguyQt hdng th6ng, b4n n6n bit dAu dtng Climen vdo ngdy thft
5 crla chu ky Ngey ra m6u diu ti€n cria chu kj, kinh nguyQt tric ld ngiy thf nh6t cira chu kj,).

Nhrng bQnh nhdn bi m6t kinh hoic ra m5u kh6ng dOu c6 thC bit <Iiu diAu tri bing Climen ngay
theo chi dinh cria B6c si mi6n ld lopi trir tluo. c khi n6ng mang thai.

> Lleu lugng

U5ng vi6n thu6c mdu tring hdng ngdy trong I I ngdy <lAu sau tt6 u6ng ti6p vi6n thu6c mdu hdng
trong l0 ngdy sau. Sau 2l ngdy uting thu6c sE ngimg u6ng 7 ngiy.
> Crlch dtng
U6i vi thu5c dirng cho 21 ngdy di€u tri. NEn bit diu dirng vi thudc mdi sau khi <16 ngimg u5ng
thu6c 7 ngdy. C6 nghia ld ban bit ddu vi thu6c mdi <hing vdo ngdy bAt dAu cira c6c tuAn tru6c <16.

Nu5t vien thu6c kdm theo mQt it nudc.

N€n u6ng thu5c vdo mQt thoi <ti6m cd cllnh hdng ngdy.

> Qu€n u6ng thutic

,@

CIimen:CC DS I 6, I 107 I 5i PI l'n02
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Trong trudng ho-p quen u5ng thu6c. cAn.u6ng ngay vi€n thu6c qu€n tl6 cing s6m cdng tOt. Ntiu
nhi0u hon 24 gid, kh6ng u6ng vi6n thu6c tld qu6n. N6u qu6n u6ng thudc trong vdi ngdy, hi6n
tuo.ng ch6y m6u kinh nguydt b6t thuong c6 thii xiy ra.

Hi0n tuorrg ra m6u cua-chu kj,kinh nguyQt thuong xiy ra trong 7 ngdy ngtmg u6ng thu6c, c6 thd
mQt vdi ngdy sau khi u6ng vi6n thuoc cudi cirng.

Th6ng tin th6m vd cfc nh6m aiii tugng tl{c biQt

> T16 em vd trd vithdnh ni6n

Climen khdng cluo-c chi clinh cho tre em vd tre vithdnh ni€n.

> BOnh nhdn cao tu6i
Kh6ng c6 dir liQu cho th6y cin diAu chinh lidu o'bQnh nhAn cao tu6i. O nhirng php nir ttr 65 tuOi
tro' lOn xin xem mpc "CAnh biio vd thdn trong khi dung thudc".
> BCnh nhdn suy gan

Chua c6 nghidn ctru ri€ng cho bQnh nh6n suy gan. Chdng chi tlinh dtng Climen 6'nhirng php nii
bi suy gan nlng (xem mr;c Chiing chi dinh).

> BQnh nh6n suy th4n

Chua c6 nghi€n cuu ri6ng cho. bQnh nhdn suy thdn. Dir liqu hign c6 kh6ng go. i y ddn su cAn thiiit
phai cli6u chinh li€u 6'nh6m cl6i tuo.ng ndy.

Chiing chi tlinh
Kh6ng n6n b6t ddu su dgng liQu phiip hormon thay tha5 n6u ban dang hoic cl6 timg mic cdc tinh
trang li€t k€ du6'i cldy. Truong ho-p ciic hiQn tuo.ng ndy xu6t hi€n khi clang s& dpng HRT, ban phei /7'7'.
ngirng u6ng thu6c ngay l{p tric. /LU-
- Khi c6 thai hopc tlang cho con bri 1 "''
- Chny m6u Am dao kh6ng rd nguy6n nhdn;

- Ung thu v[ ho{c nghi bi ung thu vri;
- C6 hoac bi nghi c6 c6c kh6i u li€n quan cl6n hormon sinh dgc;

- Da b! hay clang bi u gan (ldnh tinh hodc 6c tinh) holc c6c bQnh vd gan trim trgng kh6c;

- Bi clau tim/ clQt quy trong tho'i gian gAn d6y;

- Da ho4c clang m6c chimg ngh€n mach huy6t kh6i (d4ng milu cgc) trong m4ch miiu o chAn
(ngh6n m4ch huytit ttrOi sau; holc 6'ptr6i (sU tic m4ch ph6i);

!'- Nguy co cao mdc huy€t kh6i dQng mpch hoflc tinh m4ch.

- C6 triglycerides trong mriu (mQt d4ng c6 md trong m6u <l6c biQt);

- MAn cim v6'i b6t cU'thdnh phAn ndo cira thu5c

Cinh b6o vi thfln trgng khi dirng thuiic

Climen kh6ng ph6i ld thu5c ngua thai.

Trong nhfrng trudng ho. p dtng Climen, ph6i thgc hi6n tr6nh thai <luo. c bing c6c phuong phrlp

khdng dilng hormon (trir phuo'ng ph6p tfnh vdng kinh vd do nhiQt dQ). Trong trudng hgp nghi ngo
c6 thai, phdi ngtrng ui5ng thu6c ngay l4p tric cho <t6n khi nguy co c6 thai cluo. c lo4i b6.

Truo'c khi bit clAu sir dqng li6u ph6p, cAn cdn nhic cric didu ki6n vd nguy co'dugc liet kO du6i tlAy

di5 quyiit clinh v€ lqi ich cfrng nhu nii ro khi cliAu tri cho bQnh nhdn.

Khi clang di6u tri blng liQu ph6p ndy, cin ngung thuiic ngay lip ttfrc n6u phSt hiQn ch6ng chi
<linh ho{c khi xu6t hiQn c6c tinh tr4ng du6'i <l6y:

- Xu6t hi€n ldn dAu ti6n dau nira dAu ho4c thinh thoing hay thudng xuy€n clau cliu trAm trgng
hoflc c6c triQu chimg khric b6o trudc nguy co tic m4ch ndo.

- SU t6i ph6t cua bQnh vdng da t6c mflt ho4c ngfa do tic mdt xu6t hien lAn <liu ti€n khi dang
mang thai ho{c s[r dung cilc Steroid sinh dpc tru6'c dAy.

- C6 triQu chimg ho4c nghi vAn tic m4ch.

2
C I imen/CC DS I 6/ I 107 I 5i P I Vn02
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Trong trudng hop c6c nguy co ndy xu6t hiQn lAn dAu ho6c t6i xu6t hi6n, cin thuc hi6n ph6n tfchloi ich cfrng nhu nguy co'cua liOu phrip ndy d6ng thoi can nhic khi n6ng ngtrng su dung IiQu ph6phormon thav thti.

cin c6n nhic toi kha ning ting cQng hop nguy co huy6t kh6i d nhfrng phu n[ c6 cl6ng thoi nhi6u
ytiu t6 nguy co ho{c c6 .not.v6, t6,riuy'".o? ir,i. oo "ir;.;iA, ndy s6 nghi€m trong hcrn nhi6u
:-hl 96lg chi tlon giin ld- t6ng cta cric y6u td nguy co.'Kf,6ng rtp dlrng trg tigu thay thii hormon
(HRT) cho nhirng truong ho. p nguy co vugt trqiiqi ich.
NghEn mach hu],6t kh6i
Cric nghiOn cuu dlch te 

-nog 
cho th6y ring HRT c6 thd li€n quan <l6n su ring nguy co ph6t tri6n

bQnh huytit"tic tinh msch (vrE), viie nhu tic tchoi tinn nra.i ;ili;r. ,i;;;;T;hd tt;;;;
can 

1.hic.:ar,:h.qrglfta nguy co- vd loi fch cua viQc dtng thu6c vd tu v6n cho bQnh ilr; rg;;
co rti ro tdc khdi tinh mach khi srlr dung HRT o phu nir.
N.hin chung. 

.qhhg y6u to nii ro d6i v6i huy6t khoi tinh mach c6 th6 duoc nh6n bi6t bao g6m tidn

lu^id .nhir; 
tiin,s^u gia clinh (xiy ra huyet knOi tinh mach o nhirng lSuoi c6 quan hQ trgJtiep khi

tu6i cdn tr6 co th€ chi ra khuynh huong di try€n) vd b€nh b6o philrAm trgng. Nguy .o irry6itt Oi

1,."1.ry:h ting theo tudi. Khong c6 sg nh6t trf vA vai tro c6 th6 c6 cfia gi6n iint .acf, trong huyr5t
kh6itinh m4ch.

Nguy co huytit kh6i tinh m4ch c6 thd tam thdi ting khibi b6t cl6ng trong thoi gian ddi, phfiu thu6t
sau ch6n thuong hodc phiu thu6t chon loc l6n, ho[c ch6n thuo:rg i*. pfru thuSc vdo Uan .fr6t.ru , ..
ttmg trudng ho-p vd thoi gian b6t dQng, cAn ph6i xem xdt drin viQi t4m thoi ngirng ding HRT. ,//1 ,
Thuydn tic hu),6t kh6i ddng mach ,/"::l-
Hai thri nghiQm l6m sdng lon da dugc ti6n hdnh khi k6t ho. p equine estrogen li6n hgp (CEE:
conjugated equine estrogens) vd medroxyprogestogen acetate (MPA), loai hormon duoc sri dung
trong li€u ph6p hormon thay th6 cho th6y nguy co b€nh mach vdnh (CHD: coronary heart
disease) c6 thr5 tlng nhe trong ndm ddu ti€n su dgng. Mgt tht nghiQm ldm sdng vdi CEE rlon
thuAn cho th6y c6 khi ning giim ti le.CHD 6'phu nfi trong d0 tudi tn 50-59 vd hoan todn kh6ng
c6 lo. i ich <l6i voi todn bQ nh6m ddn s6 tham gia nghiOn cr?u. Trong hai tht nghi€m l6m sing l6n
v6'i CEE don tri hoac k6t ho-p v6'i MPA, ktit qui phq cho th6y c6 sg ting nguy co dQt quy tt 30%
d€n 40%. Nhirng ph6t hiQn ndy hiQn chua xiic tlinh ch6c chin ld c6 th,5 md rQng 6p dung cho c6c
s6n phdm hormon thay th€ (HRT: Hormone Replacement Therapy) kh6c hogc 6p dgng cho ciic
duong dirng kh6c ngodi dudng u5ng c[ra ctng lo4i hormone niy hay kh6ng. C6c b6nh cria trii mdt

Estrogen duo. c cho ld ldm tdng nguy co hinh thdnh s6i m{t. MQt s6 php nir c6 khi ndng mic ciic
benh vd trii mAt trong thd'i gian su dqng liQu ph6p Estrogen.

Chimg m6t tri nhd

Crlc thu lghiem l6m sdng v6'i liAu ding c6 chfa CEE cho thSy r6t it IOra ndng ldm tlng nguy co
m6t tri n6u bit diu srlr dpng liQu ph6p hormon ndy d nhirng php nir tr€n 65 tudi. Trong mQt s6

nghidn cr?u khric cho th6y nguy co ndy c6 th€ gi6m ntiu di6u tri duoc Uit Oiu trong giai do4n <liu
cua thoi ky me.n kinh. Nguo'i ta chua x6c rlinh tlu-o. c ring nhirng ph6t hiQn niy c6 tuong tu nhu d6i
v6i c6c chd phdm thay th€ hormone kh6c hay kh6ng.

Khd ndng sinlt ung thu:
Ung thu v[
Theo d6i cric nghiCn cftu vd tri€u chimg tr6n l6m sdng cho th6y nguy co ung thu vri clugc chAn

doiin xiic dlnh tdng l6n o mfc cl6 vua phni <I6i.v6i nhirng phu nir dd su dgng liQu ph6p thay th6
hormone trong vdi ndm. Sg ph6t hiQn ndy c6 thd ld do duo-c chdn dorln s6m hon, do tilc dqng thfc
dAy sg ph6t trir5n cua c6c khOi u c6 sin, ho{c do c6 hai. Drinh gi6 t6ng qu6t mOi tien hQ vA nguy co
d6i v6i nhirng trudng ho-p ung thu vri dugc chin cloiin trong,hon 50 nghi€n cuu dich tE hgc phin
l6n c6c nghiCn cftu dugc ghi nh4n d tir y€u td nguy co tir I d6n 2.

C6c nguy co' c6 li6n quan t5ng theo thd'i gian di6u tri vd c6 the thdp hon ho4c kh6ng tdng n6u didiu

trl bing ciic sdrn phdm chi chr?a estrogen.
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Hai thli nghi€m ng6u nhi6n aoi voi cEE tlon thuin hoflc k6t ho.'p l6n vdi MpA cho th6y nguy cotuong tmg ld 0,77 (95o/.o!r; 0,59-r.0r) hoac r,24.(956/o cl; r,0r- 1,54) sau 6 n6m sf dgng ri€uphrip hormone thay.th6. Nguoi ta cfing kh6ng uitSi ticu n6'co dring r,ii .*.iJpna.,rr""v'ilrA
hormone khric hay kh6ng.
Nguo'i ta cfrng quan siil th6y nguy co'ung thu v[ duoc ch6n do6n tlng l6n tuo.ng tu trong m6t s6trudng hgp nhu: qu6 trinh min kinh tu nhi6n di6n ra ch6m, ,5rg ,uou, ho6c beo [hi.
Su trng l6n ndy m6t ai trong mQt vdi nrm sau khi ngrmg su dung HRT.
LiQu ph6p hormon thay thif ldm trng m0t d0 c0a hinh 6nh chpp tia X quang tuy5n v[. Trong mQt
vdi truong hop, didu ndy c6 th6 ldm anh hucrng d6n su phrlt hiin ung rhu v[ tt hinh anh chup tia
Xquang.

Ung thu bu6ng trring:
Ung thu bu6ng trfng it th6y hon ung thu vri.
MQt ph6n tfch t6ng.hqp tu 52 nghidn criu vd bQnh dich cho th6y nguy co chung duoc chuAn
do6n ld ung thu bu6ng trfng tdng nhe o nguoi sri dung HRT so.vdi phu nir chua bao gio sri
dung HRT (nghi6n ciru ti6n c[ru: RR 1,2; KTC 95% 1,15-1,26; tdt cit'circ nghien .* tai f,qp'
RR l,l4; KTC 95% 1,10-1,19). o nhfrng phu nir gAn d6y st dung HRT, nguy co ung thu
bu6ng trfng ting th6m I ft (RR 1,43; KTb'95o/o l,: t -t,SOi.
Nhirng mOi li€n h6 ndy kh6ng duoc chi ra trong tdt ca cric nghi€n criru bao g6m nhirng thu: ..
nghi€m ngau nhi6n c6 tl6i chfrng, vf du: the women's Health Initiative (wHI)
Hon nfra, chua c6 bing chring nhdt qurin vA anh huong cria thoi gian su dgng thu6c, nhung / /,/-
nguy co c6 th€ li6n quan d6n viQc su dsng ldu dii (nhiAu n6m). "//(/, 

_
Ung thu noi mac tu cung: / ,/;"
Su dgng l6u ddi Estrogen don thudn c6 th6 ldm gia ting nguy co- xudt hi€n tlng sinh nQi m4c rt
cung holc ung thu ndi mac tu cung. Cric nghi€n cuu cfrng da gq'i y ring khi <Ii6u tri kilt hgp voi
Progestogen sE ldm giim nguy co tlng sinh vdy' hodc ung thu nQi m4c tu cung.
U gan

Trong mOt sO hi6m trucrng hop, xu6t hi€n u gan ldnh tinh vd hi6m hon nfta ld u gan iic tinh cfrng
tl6 clugc b6o c6o sau khi su dung c6c ch6 phAm c6 chria ciic hormone c6 thdnh phin gi6ng v6i
thu5c su dpng trong liQu phrlp thay th6 hormone. Trong m6t vdi truong hqp ri6ng ie c6 the *ey .a
xu6t huy6t n{ng trong 6 bgng cle dop tfnh m4ng b€nh nhdn. N€n nghi d6n kh6 ning c6 kh6i u gan
bing c6c chin doiln phdn biQt trong truong hop c6 triQu chimg clau vtrng bung tr6n, gan to ho{c c6
ddu hiQu ch6y milu trong 6 bqng.

Cdc tripu chrhng khdc:
UOI li€n hQ gita vi6c su dung HRT vd bQnh tdng huy6t 6p tr€n l6m sdng chua dugc xic ctinh.
HiCn tuAng tdng nhg huyi5t ap o nhirng phq nq su dgng HRT. cfrng tl6 tlugc biio ciio. Thuong hi6m
khi c6 bi0u hiQn trOn ldm sdng. Tuy nhi€n, n6u trong mQt s6 truong hgp cric d6u higu ting huy6t
6p tr6n ldm sdng kdo ddi li€n tuc trong thdi gian sri dpng HRT, c6 thti phii ngmg su dqng thu6c.

C6c trudng ho.p c6 rdi loan chftc nlng gan kh6ng trAm trong, bao gdm ci ting bilirubin trong miiu
nhu hQi chimg Dubin- Johnson hoic hQi chrmg Rotor, cAn phii clugc theo ddi chat ch€ vd ki6m tra
chuc ndng gan cllnh kj,. Trong trud'ng hop c6c chi sd vii chric ning gan tlng l6n, n6n ngrmg st
dsng HRT.

OOi vOi nhirng nhu nt c6 chi sO triglyceride tdng d muc tlO vira phAi cAn d{c biQt theo ddi. Vigc
sri dqng HRT d6i ghirng phu nfr ndy c6 thC lam tdng th€m chi s6 Triglyceride, c6 thtl gdy n6n
nguy co'vi€m tuy cdp.

Mic dr) su dung HRT c6 th6 anh huong d6n sU kh6ng l4i insulin o ngo4i vi vd clQ dung nap
Glucose, nhin chung kh6ng cAn di€u chinh lid:u dirng cria c6c thu6c di€u tri ti6u <luong trong thoi
gian sir dgng HRT. Tuy nhi6n nhirng phg nir mic bQnh tiiSu <lud'ng cin tlugc theo d6i cin thfln
trong thoi gian srir dung HRT. MQt s6 trudng hqp nh6t <linh c6 thiS xu6t hien d6u hi€u kfch thfch
hQ estrogenic trong thdi gian st dqng HRT nhu chiy m6u tri cung b6t thuong. Chiy m6u 6m cl4o

/
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b6t thuong thuong xuy€n ho4c dai ding trong quii trinh ilii:u tri c6 thai ld m6t d6u hi€u ae aann giatinh tr4ng nQi mac tu cung.
N6u vi€c di€u tri kinh nguyQt b6t thucrng kh6ng c6 hidu qu6, cAn ph6i rip dung ciic chin <loiinthich hqp di5 loai trt ciic Ugnt .ria c6c co iuan kh7c. 

)

Kich thuoc cua tu cung c6 th6 tang l€n do t6c dpng cua Estrogen. N6u xu6t hi6n ddu hi6u ndy, n€n
ngung su dung HRT.
Ndu hi.6n tuqng lac n6i m4c tti cung xu6t hi6n tr6' lai trong thd'i gian <lidiu trf thi n6n ngmg sir
dpng HRT.

Cin theo,d6i.y tti chat ch€ (bao g6m ci tlinh k! kitim tra ndng clQ prolactin) o nhfrng b€nh nh6n bi
u ti€t prolactin

Hi6n tuong sam da thuong rdt tritim khi x6y ra, thudng gap d nhting bQnh nh6n c6 tidn su sam da
trong thai k!. Nhirng php nir c6 xu hu6ng bi sam da n6n trrinh ti6p ,.i" t*. tiiip v6i iinh siing mpt
trdi hoflc tia cuc tim trong thcri gian su dgng HRT.
Cric d6u hi€u sau cl6y cfing cld dugc b6o ciio ld c6 th€ xity.raho[c trd n6n x6u cli khi sri dung HRT.
Tuy nhi6n, n6 kh6ng cho th6y c6 su li€n quan 16 rdng d6n viQc su dpng HRT, nhirng pnu iay .in
tlugc theo ddi ch4t chE trong tho'i gian su dung HRT:
- D6ng kinh

- Circ b6nh ldnh tfnh d vf
- Hen phti quan

- Dau nua diu
- Porphyrin niQu

- Lodng xuo'ng

- Lupus ban tl6 hQ th6ng.
- Mria von nhe

O.nhirng phu nfi c6 hi€n tuqng phi mach ngo4i sinh do ditruyAn, Estrogen c6 th€ gdy rahodc ldm
trAm trong th6m c6c triQu chung pht mach.

ThIm kh6m toin thAn:

Cin h6i 16 dAy dir ti€n su b€nh tdt cria b€nh nh6n vd ti6n hdnh thlm khrim nQi khoa tru6c khi bat
cliu hoac tru6'c khi t6i su dgng liQu ph6p hormone thay th6, thuc hiQn theo <linh k! nhirng huong
din o mgc ch5ng chi tlinh vd cinh b6o. Tin su6t vd tfnh ch6t thdm kh6m ndy cdn ph6i dua vdo
nhirng kinh nghiQm thuc t6 vi 6p dsng AOi vOl ttmg trudng hgp cu th6 tuy.nhi€n phii bao gdm
thim kh6m cd tu cung, ldm t6 bdo hgc cd tri cung, khilm bung, vri vd clo huy6t ap.

Tunng tic, tucrng ky cfra thu5c

Tuolg tic vrfi cric thuiic khric vir cric d4ng tuong tdc khic
o Ndn tham kh6o thdng tin kO clon cta cilc thutic dirng ctng di5 x6c clinh c6c tuong tiic thu5c c6

th6 xAy ra.Tuong tdc cua cdc thudc khdc lAn Climen

Tuong t6c thu6c c6 th6 xAy ra vdi nhirng thu6c g6y c6m img men microsome tdm tdng d6 thanh
thii cira ciic hormone gi6'i tfnh vd c6 th€ d6n dtin .nhirng thay d6i dir liQu vO chiy m6u tu cung
(uterine bleeding profile) vdy' hoic giam hiQu qua di6u tri.
Cdc thudc ldnt tdng do thanh thdi cila cdc hormone sinh duc (hi€u qud bi gidm bdi cdc thuiic cant

*ng men), yi du: , pheny,toin, barbiturates, primodone, carbamazepine, rifampicin, ngodi ra cdn c6
thibao 96* or"urbazepine, topiramate, felbamate, griseofulvin vd c6c thu6c c6 chria thdnh phAn

thio dugc St.John's wort.

Vi6c cAm img men c6 thi5 dugc quan srit thdy sau vdi ngdy <lidu tri
T6c dpng l6'n.nh6t cfia thu5c ndy dl5n c6c men gan. chi duo. c nhAn th6y sau vdi tuAn. Sau khi ngung
dtng ciic thu6c n6i tr€n, viQc cim (mg men c6 th6 duy tri trong kho6ng 4 tudn. Cdc thu6c cd cdc

tdc dQng khdc nhau lAn d0 thanh thai cua cdc hormon sinh duc

Khi dtng ctng v6'i c6c hormon sinh dgc, c6c thu6c uc ch6 protease HIV/ HCV vd c6c thu6c uc

ch6 sg sao chep nguo. c non-nucleoside c6 th€ gay tdng ho4c gi6m n6ng dQ huytSt tuong ctia

.-I1
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estrogen hoic progestin. Nhiing thay d6i ndy c6 tho c6 lien quan vA mat l6m sdng trong m6t s5truong hgp.

cdc thulic ldm giam d6 thanh thai cua cdc hormone gioi t{nh (cdc rhudc trc chd men)
c6c ch6t uc ch6 CYP3A4 manh vd vua nhu ld c6c itruoc ctrong n6m azole (vi dp: fluconazole,itraconazole, ketoconazole, voriconazole), 

" 
verapamil, macrolides. (vi du: clarithromycin,erlthromvcin), dittiazem vd nu6'c buoi c6 thij rdm'tang ndr; ;o h,r),6r;;;;".uu".roog"n ho{cprogestin hodc cd hai.

cric hogt ch6t phai.trdi qua quii trinh ticp hgp (vf du paracetamol
hoc cua estradiol bing kh6 n[ng ric che cantriranh cta no irrorg ti
Twong tdc voi rrou

) c6 th6 ldm tlng khi dung sinh
6p hqp trong quil trinh h5p thu.

Sfr dpng ruqu trong qu6 trinh diAu tri li6u phrlp hormone thay thii c6 thi5 din dtfn ting luorrg
estradiol tuAn hodn.

Cdc hinh thrhc trong tdc khric
X6t nghiQm cfn lAm sing:
Su dgng c6c steroid sinh duc c6 th€ 6nh hucrng tdi ket qui cta m6t vai x6t nghiQm c6n.ldm sdng
bao g6m ciic chi s6 sinh h6a vf dp chric nang gin, chric ndng tuy6n giiip, chuc nlng tuy6n thuong
th4n vd chftc ning th4n, hdm lugng cua cilc protein 1ch6t van .nryenl irong huy6t-tuong nt u.aI
globulin g6n kdt vo'i corticosteroids ve ry lQ lipid/ tipop.oiein, 

"i" ;;;,i ra 
-.1,.iv"r- 

i"a
carbonhydrate, chi s5 vC dOng miiu vd chiy m6u. Nhing tnay AOi ndy nhin ctrung nim trong giOi
han binh thudng.

Tuong ky
Khong c6

Sfr dung thuiic cho phg nii c6 thai vir cho con bf

:!l
NJ
J

Kh6ng dtng li€u ph6p thay th6 hormone cho php n[ c6 thai vd cho con bri. N6u c6 thai trong thdi
gian sri dung Climen, n€n ngung diAu tr! ngay I6p tr?c.

Nghi6n cuu dich tE tr6n diQn rQng vd sri dung hormone steroid cho thdy su rti ro kh6ng t6ng len
tl6i vdi nhirng dfa tr6 sinh ra 6 nhirng bd m9 c6 sir dpng hormone trudc khi c6 thai cffng nhu
kh6ng c6 bi6u hi6n sinh qu6i thai OOi vOi nhirng bd m9 sir dpng hormone trong thdi gian ddu cfia
thai kj,.

MQt luqng nh6 ciic hormone sinh dr.rc dugc bdi xudt vdo trong sira me.

Anh hrdmg cta thu6c l6n khi nilng ldi xe, vgn hinh m6y m6c

Chua c6 nghidn ctru vC t6c dgng cua thu5c trdn khi ning kii xe vd v4n hdnh m6y m6c clu-o. c ti6n
hdnh. Kh6ng ghi nhan inh hu6ng l6n khi ning l6i xe vd v{n hdnh m6y m6c d nhirng ngudi dirng
Climen.

Tdc dgng khdng mong m,ri5n cfra thuiic

Circtilc dpng ngo4i ), trim trong.c6 li6n quan d6n viec su dung liQu ph6p hormone thay th6 cfrng
nhu c6c triQu chrmg kh6c rlugc d€ cap trong muc "Cinh b6o vd th4n trgng khi ding thu6c"
Chc tilc dr;ng ngo4i j kh6c cfrng tlugc b6o c6o d nhting phr; nii su dpng liQu ph6p hormone thay
th6 (c6c nghiOn cuu hflu m6i), tuy nhi€n ngudita chua x6c dinh clugc ring chring c6 m6i li6n quan
v6'i Climen hay kh6ng.

Co quan Thdng thudng
(>1/100, <l/10)

n6t ttruung
(>1/1,000, <1/100)

Hi6m g{p
(>1/10,000,
<1/1,000)

ROi loan he miSn dich Phin ring qu6 m6n

R5i loen chuy6n hori vd
dinh du6'ng

Tdng cdn ho4c gi6m
cdn
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Co quan Th0ng thudmg

(>t/100, <1/10)
nit ttruong

(>l/1,000, <l/100)
Hi6m g{p

(>l/10,000,
<l/1,000)

ROi loan t6m thin Trang th6i trAm cam

R5i loan hQ thAn kinh Dau tliu Ch6ng mdt Dau nua diu

ROi loan thi lr,rc ROi loan thi lgc Kh6ng dung nap kinh
6p trong

R6i loan tim mach Tim dap nhanh

Roi loan h6 ti6u ho6 Dau bung, budn n6n Dingodi Chu6'ng bung, ndn
R6i loan da vd td chfc
du5'i da

Philt ban, mAn ngfa Chung ban d6 s6n
cgc, ch[mg mdy clay

Chtmg ram l6ng,
trimg cii

ROi loan co'vd kh6p Chu6t r0t
R5i loan co' quan sinh
sin vd vri

Chiy mriu tu cung vd
6m cl4o b6t thuong
(chiy mriu b6t thuong
trong thdi gian <tii:u

tri)

Dau v[, cing tuc vri V6 kinh, khf hu 6m
<lao. DiLu hi€u tuo'ng
tU hQi chrmg ti€n
kinh nguydt, cing tfc
vri

ROi loan todn thdn Chung pht MOt m6i

PhAn I6n c6c thu4t ngir thfch ho-p trong
clinh cld cluo-c li€t k€ o tr6n. MQt s6 thu4t
liQt kC cfrng cin ph6i cluo-c ghi nhdn.

O.nhirng phu nir c6 hi€n tugng phir mach ngo4i sinh do ditruydn, Estrogen c6 thiS gdy rahodc ldm
trdm trgng th6m ciic tri6u chimg pht m4ch.

Cric lieu phrip <tiAu trl bing hormone bao g6m estrogen clon thuin vd phdi hgp estrogen vd
progestin ldm tlng nhe nguy co'ung thu budng trimg trong c6c nghi€n ct?u v0 dlch tE hoc. Nguy
co ndy c6 th6 li€n quan nhii:u hon v6i vi6c su dpng lAu ddi (vdi ndm) (xem phin CAnh b6o vd
Th4n trgng dac bipt khi su dUng).

Thilng bdo cho btic si nhtrng ttic dqtng khilng mong mudn gfip phhi khi sr? dqtng thudc.

Qud tidu vdr c6ch xu trf
C6c nghiCn cuu vA <lQc tinh cdp di6n kh6ng cho th6y nguy co'gdy n€n circtilc dung ngoai li c6p
tinh khi su dpng qurl li0u di6u tri th6ng thuong hdng ngdy. Qurl li6u c6 thd gdy budn n6n vd n6n
vd chiy miiu 6m clao khi ngtrng thu6c c6 th6 xny ra d mQt s6 php nii.

E{c tinh dugc lgc hgc

Climen c6 chfa hormon estrogen Estradiol valerate, mQt tiAn ch6t cria hormon tg nhi6n trong co
th6 con ngudi l7B-estradiol. Thdnh phAn c6u t4o cria Cyproterone acetate ld mQt din xu6t
hydroxyprogesterone t6ng hqp vdi Progestogen, c6 tinh khrlng kich duc vd dic tinh kh6ng kfch t6
nam.

V6'i thdnh phdn vd co ch6 t6c dQng cria Climen, bao g6m pha Estrogen d9n thu6n srlr dr,rng trong
I I ngdy vd pha t6ng hqp Estrogen-Progestogen su dpng trong l0 ngdy titip theo ld 7 ngity nglmg
dirng thu6c, chu kj, kinh nguyQt sE duo. c thi6t lap v6'i nhirng php nfr cdn nguy€n dp con trong
trud'ng hop thudc dugc su dqng thudng xuydn.

Sg rqng trtng khdng bi ri'c ch6 trong thoi gian srlr dung Climen vd qu6 trinh sdn xudt c6c hormone
nQi sinh kh6 bi 6nh hu6'ng. Do t6c dr,rng cira c6c thdnh phAn c6 trong Climen, thuoc c6 th€ <luo. c

su dpng cho nhirng php nir tre tu6i AC OiCu chinh chu k! kinh nguyQt cfrng nhu A6i vOi nhirng phs
nir xung quanh thd'i kj, mdn kinh aC Aieu tri chung chiy miiu tir cung b6t thuong.

t

MedDRA (phi6n bin 8.0) di5 m6 ti mdt ddu hiQu nh6t
ngir tl6ng nghia hodc cilc tinh trang li€n quan chua duoc
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Trong thoi k, min kinh, sp thi6u hqt cua hormon do budng trimg s6n sinh ra c6 thi-i gdy ra c6ctriQu chtmg kh6 chiu nhu d6 b,ng m[t kdm theo m6t ngfi ,i.rrav'n,a ilfffir,r; ;;itil;h"6ttri6n cua da vd ni6m m4c (d4c biet o virng niQu sinh dp"c) c6 th€ bi 6nh huong hodn todn. Kh6ng

:l,lTln:.g^,1yyg 
tlusc nhic d6n ld nhirng triQu chung hay eap d thdi kj,man kinh 116 ld chtmg

sau that nguc- tim d4p nhanh. kh6 chiu. bon- ch6n. thi6u ndng Iugng vd. khd nang tap trung. ha!qudn, suy giim tinh dsc, dau co vd khdp. Lieu phrtp hormJn tr,ai trr6 fnnij ii,ip ngdn chdn
nhirng kh6 chiu OOi vO'i phg nii trong thdi i.i ran [inn gay ra do su thi6u hpt Estradiol.
Su dung li€u phrip hormon thay th6 v6'i Climen ldm gi6m chimg lo6ng xuong vd ldm cho chdm lai
holc ngrmg hi6n tuo-ng m6t ch6t xuong thdi ki, .uurnen kinh.
Dieu tr! l6u ddi bing liQu phiiphormon thay th6 cho thSy nguy co gdyxuong o nhirng phu nir sau
min kinh dugc gi6m.xu6ng. Nt5u ngtmg su dung liQu phip nay, r.rr6i iosrg *""ong rt gian1 t6i ti l9
tuong fuong v6i khdi lugng xuong trong thd'i.ky ngay sau mdn kinh. Khtng 

"o 
Uing chimg ndo

cho th6y li:r. plt hormon thay th6 duy iri HrOii"q;g xuong tuong cluong v6'i ti l€ trong thd'i kj,
ti6n mdn kinh.. Lieu phrlp hormon thay th6 cfing c6 nhiing antr nuong tich 

-cuc 
dOi vO.i thi'nfr phin

cdu tao da vd_dO ddy cfia da d6ng tho'i ldm ch6m quii trinh nhin da. Hon nira, hoat tinh kh6ng kfch
t6 nam cua Cyproterone acetate c6 th6 h5 tro cho nhirng 6nh huong c6 lqi cria Climen a[i vO.i
nhirng r6i loan c6 li6n quan d6n androgen (vi dg: *1rr, ,1, titit bI nhon, rpng toc do cuong ///'.androgen). ,4 ( U-
LiQu ph6p hormon thay thti vdi Climen ldm thay AOi tl t9 Lipit, ldm cho lugng Cholesterone todri -;'-
phin vd LDl-cholesterone th6p di; ti 16 HDl-cholesterone vd Triglyceride tnig ldn. Do su thi6u
hpt cua c6c ilSc tinh androgenic, khdng c6 hoic chi c6 mdt vdi c6c 6nh hucrng qua lai cria
Cyproterone acetate l€n t6c dung chuyain ho6 cia Estrogen trong Climen. Nhirng anh'huong cta
Climen dugc phrlt hi6n chu y6u o nhiing phu nii mic chrlmg *o riru tl6ng mach do Lipoprotein.
B6n c4nh d6, hinh thr?c thay th6 Progestogen bing m6t Estrogen trong thoi gian it nh6t l0 ngdy
cua m6i chu kj, sE ldm gi6m nguy co t[ng sinh ni6m mac tft cung vir ngry 

"o 
tdn tai chung ung

thu t6 bdo tuyi5n o nhirng phu nir c6 ttr cung cdn nguy€n ,"n. Hinh thuc thay th6 Progestogen
bing m6t Estrogen ndy khdng ldm 6nh hu6ng d6n hi€u qu6 crla thdnh phAn Estiogen tluqi n6u ra
trong chi clinh.

C6c nghi€n criu quan silt vd thu nghi€m ve quyen lo-i Sric khoe Phu nfr (WHI) tl6 <lugc ti6n hdnh
v6j sU klit hqp giira Equine Estrogen ti6p hqp (CEE) vd Medroxyprogestogen acetate (MPA) cho
th6y nguy co'ung thu ruQt k6t o nhfng phu nir sau mdn kinh dd gi6m di AOi vOi nhirng ngudi su
dung li6u phiip hormon thay th6. Trong thft nghiQm cria WHI trdn m.6t ligu ph6p CEE tlon thuin
khdng cho thdy sU suy gidm nguy co ndy. Nguo'i ta chua Uitit tigu di€u ndy c6 ching v6i c6c thu5c
su dqng trong liQu phrip hormone thay th6 kh6c hay khdng.

Dic tinh duqc dQng hgc

Estrodiol volerote

H6p thu

Estradiol valerate cluqc h6p thu nhanh vd hodn todn. Ester steroid ndy dugc t6ch thdnh Estradiol
vd Acid Valeric trong qu6 trinh hdLp thu vd giai cloan cliu ti€n t4i gan. Mdt luong l6n Estradiol trdi
qua quii trinh chuy€n ho6 sau cl6 trong ctng thdi gian ndy, vi du thdnh Estrone, Estriol vd Estrone
sulfate. Chi c6 khoing 3% Estradiol trd thdnh d4ng c6 ho4t tinh sinh khi dung sau khi u6ng. Thuc
dn khdng ldm dnh hu6'ng tdi tinh sinh khi dr,rng cfra Estradiol.

Phdn b6:

N6ng tlQ t6i da cria.Estradiol trong huyiit tuong ld 30 pglml, d4t dugc trong vdng 4-9h sau khi
udng. 24h sau khi udng, ndng d0 cira Estradiol gi6m xudng con l5 pglmL.

Estradiol gin k6t v6'i Albumin vd globulin gin k6t hormone gi6i tfnh (SHBG). PhAn Estradiol
kh6ng gin ktit vdi protein trong huy6t tuong vdo khoing 1-1.5yo vd phAn Estradiol gin f6t vOi

SHBG vAo khoang 30-40%.

ThiS tich phdn b6 cta Estradiol sau khi ti6m tinh m4ch mQt lidu clcvn li vdo khoAng lLlkg.
Chuy6n ho6:

gl
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Sau khi Estradiol valerate ngoai sinh cluoc tiich ester, thudc duoc chuy6n ho6 th6ng qua con
<luong bi6n dOi sinh.hoc cria Estradiol n6i sinh. Estradiol tlugc chuy6n hoa chinn O gan, tuy nhi€n
n6 cfrng <luo-c chuy6n hoii o ciic co quan khiic ngodi gan nhu rudi, th6n, h0 *o*g-.o vd ciic co
quan mUc ti6u khric. Nhfing qu6 trinh ndy tham gia vdo vi€c hinh thdnh Estrone, Estriol,
Catecholestrogen vii Sulfate vd c6c li6n ktft glucuronide cta ciic thdnh phdn ft duoc chuy€n hoi,
cta Estrogenic hay Nonestrogenic.

Ddo thii:
T6ng lu'o.ng thanh thii trong huytit thanh cira Estradiol sau khi dtng mQt li€u tlon theo dudng tTnh
m4ch, rAt khric nhau trong khoing tu l0 diln 30ml/phtt/kg. MQt luqng ntr6t dinn cn6t cnuyen noa
cira Estradiol clugc bdi xu6t vdo trong dich m4t vi tham gia vdo vong tuAn hoin gan- ruQt. Su
chuy6n h6a cua Estradiol. o giai doan cudi cht yi5u duqc bdi ti6t thdnh dan! Sulphat va
Glucuronides trong nu6c ti6u.
Tinh bdn virne:

So vdi khi ding mQt li6u tlon duy nh6t, ndng tlQ cua Estradiol trong huy6t tuong cao hon xdp xi 2
lin khi. dung nhidu li6u li6n ti6p. Trung binh, n6ng tlQ cia Estradiol thay d6i trong khoing 30
(mric toi thi6u) vd 60 pg/ml (muc t6i da). Estrone, mgt ch6t chuy6n ho6 it cta Estradiol rlat cluoc
ndng clQ trong huy6t thanh cao.gdp 8 lAn, Estrone sulfate aat tOi n6ng dQ trong huy6t thanh cao
hon 150 lAn. Sau khi ngtmg tli€u tri Climen, ndng <tQ cria Estradiol vd Estrone trd vd nhu tru6c
khi diAu trltrong vdng 2-3 ngdy

Cyproterone acetate

Hdp thu:

Norgestrel <luqc hip thu nhanh ch6ng vd hodn todn sau khi udng. Ho4t tfnh sinh khi dgng cta
Cyproterone acetate sau khi u6ng d4t du-o. c khodn g 88% cria li6u dirng.

PhAn bo:

Ndng dQ tdi da cta Cyproterone acetate trong huy6t thanh ld vdo khodng 8ng/ml vd <l4t clugc

trong vong l- 2h sau khi ding mQt li6u duy nh6t lmg Cyproterone acetate. Sau tl6 n6ng clQ ctra

Cyproterone acetate sE gi6m xudng quaZ giai tlo4n v6i thd'i gian brin huy trung binh trong vdng
0,8 h vd 2-3 ngiry.

Cyproterone acetate gin k6t v6'i albumin trong huy6t tuong. Chi khoing 3,5 - 4 %. t6ng lugng
Cyproterone acetate trong huy6t tuong kh6ng gin k6t v6i Protein. Sg gin k6t cta Cyproterone
acetate v6'i Protein trong huyi5t thanh phAn lon kh6ng x6c dinh dugc cg th6 vi chi mQt luong nho
gan ktlt vdi v6'i protein khdng bdn nhu SHBG vd CBG, cho th6y ring sy thay il6i cta SHBG
khdng ldm 6nh huong t6i cilc dic tfnh dugc clQng hgc cira Cyproterone acetate.

Chuv6n ho6 sinh hoc:

Cyproterone acetate cluo. c chuy6n hoil theo nhidu c6ch, trong d6 c6 giai clo4n khri hydro vd giai

clo4n ti6p hqp. Ch6t chuy6n hori chinh trong huy6t tuong cta ngud'i ld din xu6t l5B- hydroxy.

Ddo thii
T6ng luqng thanh thAi c0a Cyproterone acetate trong huy6t thanh ld 3,6mllphut/kg. MQt phAn cria

li6u dtrng duqc ddo thai du6'i d4ng khdng chuyi5h ho6 trong dich m{t. Phin ldn liAu dirng dugc bdi

titit o d4ng chuy6n hoii qua rluong ti6t ni6u vd m4t vditi lQ 3:7 v6'ithdi gian b6n huy ld 1,9 ngdy.

Chc chdt chuy6n ho6 trong huy6t tuong cluo. c <ldo thdi v6i thd'i gian b6n huy tuong tU ld I ,7 ngiry.

Dir liQu ttr cdc thu nghiQm phi l6m sing

o Estradiol valerate

C6c dfr liQu vA dQc tinh cua estradiol valerate hien di rd rdng. Kh6ng c6 th€m dfr liQu ndo c6 li€n
quan d6n viQc su dgng thu6c ngodi ciic thdng tin <16 dugc n6i <liin trong c6c phin kh6c.

. Cyproterone acetate

D1c tinh todn thdn

-'.ll
.J$ntt
Ingag
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Crlc nghiOn ctru thudng quy tr6n ngudi khi sft dyng li6u clQc nhic lai il6 cho th6y cyproterone
acetate kh6ng c6 nguy co'gdy dQc tinh todn thdn.

Nguy co nhidnt dQc gen, ung thtr
Nghidn cuu tr€n th6 h9 d6u ti€n tli cho th6y kh6ng c6 nguy co nhi6m dQc gen khi su dpng
cyproterone acetate. Tuy nhi6n, nhirng nghiOn cftu sAu hon cho thSy cyproterone acetate c6 th6
gAy xoin DNA (vd ldm ting hoat tl6ng sua chira cta DNA) tr6n t6 bdo gan chuQt vd khi cflng nhu
tr6n t6 bdo gan ngud'i khoe m4nh. TrOn t6 bdo gan ch6, muc d0 gay xoin DNA cua cyproterone
acetate 6'muc cyc k! th6p.

SW hinh thinh xoin DNA xu6t hien khi c6 titip xric todn thdn vi nghi ngd c6 th,5 xu6t hien khi sri
dgng cyproterone acetate o li6u khuy6n ciio. Trdn invivo,- h4u qu6.cua vigc tli6u tr! cyproterone
acetate c6 th,5 ldm tdng nguy co gdy n€n nhirng thuong tdn, c6 th6 la xu6t hi€n cric kh6i u, tdn
thuong o gan,.vh t4i il6 crlc enzyme t6 bao cfing.bi thay ddi OOI vOi chuQt c6i, vd nguy co gflp phii
hiQn tuqng bien di OOi vOi nhftng con chuQt bi6n tIOi gen c6 mang nhirng gen cria vi khu6n muc
ti6u d6i voi hi€n tuo.ng bi6n di.

Cho d6n nay citc thri nghiQm ldm sdng vd dich tE hqc cho th6y sir dr,rng Cyproterone acetate khdng
ldm tdng rj, le mic khOi u gan o. nguoi. Nhirng nghiOn ct?u vd nguy co g6y ulg thu cua
cyproterone acetate tr6n lodi g{m nh6m cfrng kh6ng ph6t hi€n ra nguy co ung thu c6 th€ xiy ra.

Tuy nhi6n, cin ghi nh6 ring c6c hormone steroid sinh dpc c6 th6 thtic tliy qu6 trinh ph6t tri6n cta t t,t
c6c kh6i u vd ciic m6 php thuQc hormon. ,4 /0_-
DQc tinh tr€n bdo thai/ ngqt co gay di tqt ffAn bdo thai 1 -/"
Sri dpng lid:u cao cyproterone acetate trong thdi kj, nhay c6m hormon bi€t h6a c6c co- quan sinh

dUc thi da d6n t6i d6u higu nir tinh hori 6' bdo thai nam. Quan s6t nhirng.trd so sinh nam di timg
duo. c ti6p xric, voi cyproterone acetate tt thd'i kj, bdo thai khdng cho th6y dAu higu nir tinh ho6.

Tuy nhi€n ch6ng chi tlinh Climen <l6i vdi phu n[ c6 thai.

T6m lai, nhirng ktit qui hien c6 cho_th6y kh6ng c6 nguy co- nhiSm dQc gen vd ung thu tr6n ngud'i

khi su dpng Climen theo dring chi din, dring chi clinh vd ching li6u khuydn cilo.
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H4n dtng

Dii:u kiQn bio quin, h4n dtng

Di6u kiQn bio quin
86o qudn thu6c o'nhigt d0 du6'i 300C

H4n dtng
36 th6ng k6 tir ngdy san xudt

Quy cich it6ng g6i

Vi 21 vi€n ndn bao c6 ghi lich u6ng. H6p 01 vi.

Ti6u chuin chdt lrgng
,l

I teu chuan co so

Hudng din sfr dr;ng/ti6u hui'

Kh6ng

Ccr sO sin xu6t
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