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ROSINA

Thudc bdn theo don
Doc kf tit hnlng, din su tlung trmlc khi ding thu6'c
NA'u bqn ci thAm cAu hiii gi, hn1' hii btit' sl ciiu bqtn

Ndu bun g(p bdt crt nit' dqng, phu ndo, xin vui k)ng thing tin cfut bdc sT fuxic du1c sT cuu bun
Girt thu6'c' trdnh ru tim tut' trt em

l. 'l'HN'|'HUOC

Vi6n n6n bao phim Rosina 3 mg/0.03 mg

., \^'I'HANH rHAN DINH'rINu vA DINH LIJQNG

M6i vi6n n6n bao phim chrla 3 mg drospirenon vi 0,03 mg ethinylestradiol (drJdi dang rnicronized
100%).

Tii drJoc vdic6ng dung dd bidt:
M6i vien n6n bao phim chrita 48,17 mg lactose monohydrat vi 0,070 mg lecithin df u tr/dng.

Danh sdch ddy chi ciic tii ddgc, xem muc 6.1

3. DANG BAO CHE

Vi6n n6n bao phim

Vi€n n6n bao phim hai mdt l6i, trdn, rniu trdng. MQt rn{t khdc: "G63". DUdng kinh khoing 6 rnrn.

4. uAc'r'iNu r-Am sArc

4.1 Chi.linh tli6u tri

Thudc trrinh thai nQi ti& t6 dtng <ludng udng

Quydt rlinh kC dt;n Rosina n€n aludc cdn nhXc dua tr€n cdc y€u td nguy ctl hiQn hfru ctia tilng phu

nf, ddc biQr la nguy cd huy6i kh6'i IInh n.rach (VTE) vi nguy co huydt khdi tinh rnach li6n quan

rldn Rosina so vdi ciic thu6c triinh thai n6i tidt t6 phdi hdp khric (CHCs) (.rem m4t' 4.-l tti 1.1).

4.2 LiCu dtng vi c6ch ding

Cdch dDng

Dtng dddng udng.

nA uol
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Li6u dtng

Ding t'iAn nin ltuo phim kxinu nhu thA'ndo

Vi6n thu6c phrii drtoc udng hing ngiy vdo cDng thiti didm theo thf td ghi tr6n vi thudc,
vdi m6t it ch6't l6ng n6u cdn. U6hg rn6t vi6n rn6i ngiy trong 2l ngiy li6n tidp. Bdt ttdu vi thu6c
tidp theo sau khodng thdi gian 7 ngiy ngr/ng thudc, trong thdi gian niy thrldng xiy ra hinh kinh.
Vi6c hdnh kinh thrltlng xuat hi6n vio ngiy tht 2-3 sau khi u6ng vi6n thudc cudi cirng vi c6 thd
chrla cht'rn drlt hinh kinh tnldc khi bXt tldu dtng vi tidp theo.

Riit ddu ding Rosinq nhu fidndo

Truitng, h<tp truic di khing tling thu6'c ttinh thui nQi tidt t6'(tnmg thdng, tru1c):
BXt tldu udng vi6n ndn bao phim Rosina vio ngiy thrl'nh6't ctia chu k) (ngny ddu ti6n cria k),
kinh).

Truing h(,p thq'ddi til m1t biQn phdp trtinh thui n0i iAi fi'ph\'i hop (thu6'c v'iAn udns trdnh thui
ph6'i hqp (COC), ddt t'ing hodc midng ddn ngoiii du):
N6n bdt tldu udng vi€n Rosina tdt nhdt ngay sau ngdy udng vi6n thu6'c c6 hoat tinh cudi dtng cria
loai thudc trdnh thai n6i tidt td phdi hop tnlclc d5. Trong tn/dng hdp niy, kh6ng n6n b6t tlAu udng
Rosina muQn hdn ngdy tidp theo sau khoing thdi gian ngUng thudc hodc sau khi dDng h6i cric vi€n
thudc kh6ng c6 ho4t chdt cta loai thudc triinh thai tn/dc d6. Khi thay adl tU UiCn ph6p dtng vdng
trdnh thai hodc rnidng diln ngoii da, n€n bdt tldu udng Rosina t6t nht't vio ngiy ngrlng dtng bi6n
phdp trdnh thai d6, nhUng trong tnJdng hop niy khdng n6n uong vi6n Rosina mu6n hdn ngiy dtr
kidn srl dgng trd lai ciic bi6n ph6p trUdc d6.

Trurlng, h4rp thul' ddi t Uen pfuip chi ding, prog,estogen (dung, t'i/n, tiOm hoQc' cA'1'dildi du c'hi ch*u
prugeslog,en) hodc h€ giii phing pro1estogen lntng, trl cunX ( IUS)
C6 thd chuydn ctdi vao bt't crl'ngdy nio til loai thudc chi chfa progestogen (tU midng diin hoac hQ

gi:ii ph6ng progestogen trong ftir cung vio ngiy ngUng dr)ng ciic biQn phr{p niy, tt dang thu6c ti6rn
vio ngly du ki€n cho ldn ti€rn tidp theo) nhUng trong tai cl cdc tnldng hdp nly, ngtldi phg nff n6n
srJ dung th6m biQn phi{p triinh thai rio c6n trong 7 ngiy Cldu dtng thu6c.

Suu khi phd thui 3 ttuing diu
C6 thd bdt tlAu dtng thudc ngay l{p trlc (ndu phrl thai vio 3 thiing tlAu cria thai k}). Khi srl dqng

nhrl v4y, kh6ng cAn thidt dtng th€m cdc biQn phrlp triinh thai kh6c.

Suu khi sinh fufic phd thui vfut 3 thdng girtu
Ngr/tli phu n[ n6n dr/Oc tU v6'n bdt ttAu u6ng vi6n Rosina vio ngiy 2l ddn ngdy 28 sau khi sinh
hodc sau khi phri thai ndu phd thai vio 3 th6ng girla ctia thai k!. Ndu b6t tldu muQn hdn, n€n srJ

dgng th6m rnOt bi€n ph6p triinh thai rio cdn trong vdng 7 ngiy ddu. Tuy nhi€n, ndu di c6 giao
hop, cdn lo4i trtf khii ndng c6 thai tnldc khi bdt tlAu s(l dung thudc tr6nh thai dr/tlng u6'ng ho{c n€n

ddi ddn k) kinh tlAu ti6n.

Ddi vdi phu nfr dang cho con bf ; xern mgc 4.6

Xil ry liiu bi quAn

N6u qu6n u6'ng thudc dndi 12 gid, tiic dgng tr6nh thai kh6ng bi girim. N6n u6ng thudc ngay khi
nh6 ra vh udng vi6n tidp theo vio gid thridng l€.
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N6u qu6n udng thudc tr6n l2 gid, tric dung trdnh thai c6 thd gitim. ViQc xtl l! c6c li6u
thd dddc hrldng din theo hai nguy6n tdc cd biin sau:

l. kh6ng dr/Qc ngdng thudc trong thdi gian quii 7 ngiy
2. 7 ngiy li6n tgc dtng thu6'c ad aat drJqc tdc dgng r1c chd hodn toin trgc ha tl6i - tuydn yCn -

bu6ng tnlng.

C6 thd hudng d6n nhu sau trong thrlc hdnh hhng ngiy

l'udn I
NCn udng vi6n thudc bi qu6n cu6-i ctng ngay khi nhd ra, th6rn chi dtng 2 vi€n ctng hic. Sau d6
tidp tuc udng thudc vio gid thr/dng 16. Ngoii ra, n€n srl dung th6m m6t bi6n phrip triinh thai rlo
cin nhu bao cao su trongT ngiy kd tidp. Ndu c6 giao hdp trong 7 ngdy trudc d6, n6n c6n nhXc khri
ning c6 thai. Cing qu6n nhi6u hdn m6t vi6n thudc vi vi6c qu6n thu6'c cdng gAn vdi khodng thtti
gian ngr/ng thudc thrJdng 16 thi nguy co c6 thai chng cao.

Tudn 2
NCn u6ng vi6n thu6c bi qu€n cudi cing ngay khi nhd ra, thQm chi c6 thd udng 2 vi6n cing hic. Sau
tl6 tidp tuc udng thudc vio gid thrldng lQ. Ndu tl5 u6'ng thu6c thing theo lich tilnh trong 7 ngiy
tnJdc khi qudn vi6n thudc tldu ti6n, kh6ng cAn thidt srl dung kdmbiQn phrip triinh thai dr.I phdng.
Tuy nhi€n. ndu qu6n nhidu hon m6t vi€n thu6c. ngrltli ding ndn duoc khuydn ciio stl dung kdm
bi€n phdp trdnh thai d{ phdng trong 7 ngiy.

Tudn 3
C6 nguy cd gi6m khii ndng trrinh thai do s{p ddn khoring thdi gian 7 ngiy ngttng thudc. Tuy nhi€n,
th6ng qua vi6c didu chinh lich trinh dtng thudc, c6 thd ngin ngrla drloc viQc gi6m khzi ndng triinh
thai. BXng c6ch thtlc hi6n m6t trong hai lua chon drldi cl6y, kh6ng cAn phii srl dung cdc biQn phdp
trilnh thai drr phdng, ph6i drim biio ring 7 ngdy tnJdc khi qu6n vi€n thudc ddu ti6n, ngddi dDng rli
dtng thu6c rhing theo lich trinh. Ndu kh6ng thr/c hi€n dddc nhrJ v4y, ngrJdi dirng nCn theo ltu chon

/ vi srl dgng bi6n ph6p tri4nh thai drr phdng trong 7 nghy tidp theo.

l. Lilu c'h(tn /; Udng vi6n thudc bi qu6n sau ctng ngay khi nhd ra, thirn chi u6ng 2 vi6n cing hic.

Sau d6 tidp tuc udng thu6c vio gitl thudnS le. Phei bdt rldu dtng vi thu6c tidp theo ngay khi

kdt thric vi tlang ding, kh6ng tld c6 khoing thdi gian ngdng thu6c girta2 vi. Ngrrdi dtng kh6

c6 thd hdnh kinh nhidu cho tldn khi dtng hdt vi thudc thri'2, nhung c6 thd xudi huydt l6'rn t{rn
hodc xu6i huydt gifa k) trong nhfing ngiy ding thudc.

2. Lilu ch<tn 2; Ngrldi dtng ctng cd thd dudc khuy6n ngilng dirng thudc trong vi hi6n t4i. NCn c6

khoing thdi gian ngt/ng thu6c trong 7 ngdy, bao g6rn cri ngiy qu6n thu6c vd sau d6 tidp tqc
dtng vi thuoc tidp theo.

Ndu qu6n thudc vi sau d6 kh6ng c6 kinh nguyQt trong khodng thdi gian ngdng thu6c th6ng thrldng,

cdn c6n nhdc khi ndng c6 thai.

l,iti khq'An tntng, truitn{ fury rdi loun fiAu hiu
Trong trttdng hQp c6 rdi lo4n ti€u h6a nghi6m trong (nhrJ n6n ho{c ti6u chiy), thudc c6 thd tluOc

hdp thu kh6ng hoin todn, n6n biQn phr{p triinh thai dql phdng.

Ndu bi n6n trong vdng 3-4 gid sau khi dtng thudc, udng mQt vi6n thudc mdi (vi6n thay thd) ngay

khi c6 thd. Ndu c6 thd, n6n udng vi6n thudc mdi trong vdng l2 gid quanh gid udng thudc thddng

lQ. Ndu qud 12 gid, rip dgng chi den rong phAn qu€n thu6'c ir m4c 1.2 "Xil li'liiu b! quAn".N€u
ngrJtri ding kh6ng mudn thay ddi lich trinh dirng thudc thrJdng l€, c6 thd udng vi6n thay thd tr) rnQt

vi thudc khdc.
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Lim thA' ndo dd tri fufin kinh nsq'At
Dd tri hoan thdi gian hinh kinh. tidp tgc dtng ngay
gian ngdng thudc. Khozing thdi gian tri hoin c6 thd

vi thudc Rosina khiic rni kh6ng c6 khoi
k6o dii nhu mong mudn cho tldn khi kdt

vi thu6c thri'2. Trong thdi gian tri hoin niy, ngrJdi dtng c6 thd xut't huydt ld'm t6'm hoic xu6't
huy& gifra k},. Su dgng lai vi6n Rosina nhU binh thr/dng sau khoing thdi gian nghi kh6ng ding
thudc 7 ngiy.

Dd chuydn ngiy hinh kinh sang ngiy kh6c trong tuAn so vdi hi€n tai, c6 thd trl vA'n ngr/tti dtng rft
ngdn khoiing thdi gian ngrrng thu6c vcli sd ngiy nhu rnong rnudn. Khoiing thdi gian ngttng thudc
cirng ngdn thi nguy cd kh6ng thdy kinh cing cao vh s€ xu6't huy& ld'm t6'm hoac xu{t huydt gifa
k, khi ding vi thudc tidp theo (nhd trong tnldng hQp tr) hodn rht,i gian hinh kinh).

Oudn thd dac bi6t

Trii em vd trii ,r,i thinh niAn

ViQc sr? dung vi6n Rosina thloc chi dinh sau k! kinh nguy6t tldu ti€n. Kh6ng c6 dfl liQu v6 srt cdn
thidt phrii clidu chinh li6u.

Nxuiti cuo tudi
Kh6ng 6p dung. Kh6ng chi dinh dtng Rosina sau khi min kinh.

Sq' xiiim chtc ndn{ gun

Chdng chi tlinh dtng Rosina cho phu nfr suy gi6m chrlc nlng gan (xem mqtc 1.3 yd 5.2).

Sq' fidm chilc ndn{ thdn

Ch6'ng chi tlinh dtng Rosina cho phu nf, suy giim chrlc nlng thdn ndng hoic suy than cdp (xem

m4c 4.3 vd 5.2).

4.3 Chdng chi tllnh

Kh6ng nCn dDng thudc triinh thai nQi ti6t td phdi hop trong ciic trudng hop tlrloc liet ke drrdi tl6y.
N€n ngtng dDng thudc ngay nCu c6c d6'u hiQu niy xua't hiQn IAn ttAu trong c;uii trinh srl dung thu6t
triinh thai nQi tidt td ph6'i hop.

- Dang rndc hodc c6 nguy cd huydt khdi tinh mach (VTE)

- Hi€n tai c6 huydt khdi tinh mach (dang sil dung c6c thudc chdng {l6ng) hoac ti6n srl bi

huydt kh6'i tinh m4ch (nhrJthuy6n tXc tlnh rn4ch s6u lDVTlho4c thuy6n tXc phdi

lPEl).
- Huydt khdi tinh rnach do di truydn hodc c6 khii nlng mdc phrii nhr/ khring APC (bao

g6rn ydu td V Leiden), thidu ydu td kh6ng thrombin lII, thidu protein C, thidu protein

S

- Dai phAu ph6i nhm bdt rtQng k6o dii (xem muc 4.4)

- Nguy co huydt khdi tinh rn4ch do c6 nhi6u ydu td nguy cd (xem m1rc 1.1)

- Huy& khdi tlQng m4ch ho{c nguy cd huydt khdi d6ng rnach (AIE)
- Hi€n tai c6 huyet khdi ttQng m4ch hodc ti6n stl c6 huydt khdi dQng mach (nhu nh6i

rniiu cd tim) hoac c6 ciic ddu hi€u ti6n triQu (nhrj dau thdt ngr.rc).

- Bi dQt quy do b€nh mach m6u nio, ti6n st? bi tlQt quy ho4c c6 ddu hiQu tidn tri6u (nhrr

cdn thidu miiu nio thodng qua - TIA)
- Huy6t khdi rlQng m4ch do di truy6n ho4c c6 khi ndng mXc phii, nhu ting

homocystein mdu vi c6 khiing thd khdng phospholipid (khdng thd khdng cardiolipin,
chdt ch6ng d6ng lupus - lupus crsugulunt).

I
t
)
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Nguy cd cao huydt titrdi aqng mach do nhi6u ydu t6'nguy cd (xem muc 1.4)
ydu t6 nguy cd nghiCrn trong nhd:

- d|t th6o tludng vdi ciic triQu chrihg mach m6u
- ting huydt 6p nghi6m trong
- rdi loan lipoprotein m6u nghi6m trong

Bi b6nh gan ndng hodc c6 tidn stl b6nh gan n5ng, chrfc ning gan kh6ng trd vd binh thddng
trong thdigian dii.
Suy gi6rn chrlc ning th6n nghi6rn trong hodc suy than ca'p.

C6 khdi u hoic ti6n stl c6 kh6i u cr gan (lanh rinh hoac 6c tinh).
C6 cdc khdi u iic tinh hodc nghi ngd c6 cric khdi u iic tinh do iinh hrldng cria n6i ri6t t6'sinh
duc (nhd cd quan sinh duc hoic vri).
Ch6y mriu im tl4o kh6ng drJdc chdn do6n.

Quri min vdi hoat chdt hoac bdt cri' thinh phdn rd duoc nio drrdc li€r kc rrong muc 6.1

Quil rnAn vdi tl6u phQng hoac ddu ninh.

4.4. Crinh b6o il4c bi6t vi thSn trong khi sri dqng

Ctinh btio
Ndu c5 b6't cri' tinh tr4ng hoac y€u td nguy cd nio tlrroc cl6 c6p dr/di ct6y, cdn thaio lu6n v€ str pht
hclp khi dtng Rosina cho ngrltli phu nfl.

Trong trddng hop nang l6n hoic lAn tldu g4p cric tinh trang hay c6c y€u td nguy cd ndy, ngtldi
ding cdn dudc khuydn li6n h€ vdi b6c si atd biet c6 n€n ngrlng dtng Rosina hay kh6ng.

Trong trUdng hQp huydt khdi tinh mach hodc huydt khOi rl6ng mach di drlqc khing tlinh hodc cdn
nghi ngtl, n6n ngilng dirng thudc triinh thai nQi tidt t6'phdi hclp. Trong tnldng hop bdt dAu didu tri
vdi thu6c ch6ng tl6ng, n6n sfi dung biQn phrip tr6nh thai thay thd pht hop do khii ning gAy di t{t
thai cria ciic thu6c chdng d6ng (ciic coumarin).

Rdi bqn ttin hodn

Nguy cd truye't XnO'i tinh mqch (V'l'E)

Vi6c srl dqng ba't crl thudc tr6nh thai ncli ti& td phdi htJp (CHCI nio c0ng ddu lhrn tang nguy cd
huydt khdi tlnh rnach so v6i kh6ng sri'dung thu6c. C6c thu6t chr?a levonorgestrel, norgestimat
ho{c norethisteron c6 li6n quan nguy cd g6y truy0't ftrdi tinh m4ch th6'p nh6't. C6c thu6'c khdc
nhd Rosina ct6 thd c6 gA'p d6i nguy cd niy. Chi n6n quy6t alnn sri dgng loai thu6'c khdc ngoii
cric thu6'c c6 nguy cd huy6i kh6'i tinh mqch th6p nh61 sau khi de trao ddi vdi ngr/dri dtng dC

ngrldi phg nr? hidu rd nguy cd gAy truyet XhOi tinh mqch cria Rosina, c6c y€u t6'nguy cd hiQn
hilu c6 thC 6nh hddng nhd thdnho ddn nguy cd niy vir nguy cr/ bi huydt kh6i tinh mqch li cao
nh61 trong n5m ddu ti6n dtng thu6'c. Cfing c6 mQt s6'bing chrlng cho th6y nguy cd niy tdng
l6n khi thu6'c trr{nh thai nQi ti6't t6'ph6'i h{p drr{c dtng l4i sau thdi gian ngtng thudc til 4 tudn
trd 16n.

Trong sd nhfrng phu nfr kh6ng sr/ dung thudc tr6nh thai nQi tidt td phdi hgp vi kh6ng c6 thai thi c6
khodng 2/10.000 ngrJdi bi huydt khdi tlnh rnach trong thdi gian rnQt ndrn. Tuy nhi6n, tr6n b6't cr1

ngudi phu nrJ nio, t! lQ nny c6 thd ting 16n r6't nhi6u, phu thuQc vio cdc ydu td nguy cd rnir hg c6
(xem dr/di dAy).

\

j
v
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- Ti6n srl dau nfia tlAu vdi c6c triQu chfng thdn kinh khu tni.
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Udc tinh' trong sd 10.000 phg nf, sr/ dung mQr rhudc tr6nh thai n6i tidt tdphdi hop
drospirenon c6 til 9- l2 ngddi bi huydt khdi tinh mach trong rn6t ndm, so vdi khoing 6
dung thu6c triinh thai n6i tidt td ph6'i hop c6 chfa levonorgestrel.

Trong ci hai tntdng hop niy, sd ngrrdi bi huy6t khdi tinh mach trong nirn th6'p hdn so vdi sd nguiri
dU kidn trong thili gian mang thai hodc giai doan sau sinh.

Huy6i kh6i tinh rnach c6 thti gdy trl vong rr€n l-27c sd tnltlng hop.

,,-0.. 
jU ntr/di g{p bi6h c6'huy€'t kh6i tinh mqch tr6n f 0.000 phu nrl trong I nim

I
a

Non-CHC user (2 eventsl levorcr8estrekontaining Cl-lc (5'7
events)

orospirenoe rontainhg CHC (C 12
events)

Rai nidrn khi, huydt khdi tluoc b6o c6o tr6n ngddi dtng thudc trdnh thai n6i ti6i t6'phdi hop xu6'r
hi6n d c6c mach rndu kh6c nhd dQng rnach vi tinh rnach gan, mac treo, thQn hodc vOng mac.

YGu t0'nguy co cho huv6i kh6i tinh mach
Nguy cd bidn chfng huydt khdi tinh rn4ch tr6n ngr-{di dDng thudc trdnh thai nQi ti6i td phdi hQp cti
thd tdng 16n d6ng kd 6 nhfng phu nfr c6 th6m c6c ydu td nguy cc, khiic, dac bi6t khi c6 ddng thiti
nhidu y6'u td nguy cd (xem bdng dfii dAl').

Ch6'ng chi dlnh dtng Rosina n6-u ngt/tli phu n[ c6 nhidu ydu td nguy cd dAn tl6n nguy cd cao huydt
kh6'i tinh nach (xem m4rc 4.-1). N6u ngr/di phu nfl c6 nhi6u hon rn6t ydu td nguy cd, nguy co huydt
kh6'i c6 thd ldn hon tdng nguy cd tr} ci4c ydu td ddn l€ - trong tnJttng hQp niy cAn cAn nhdc nguy co
truydt t<hOi tinh rnach tdng thtl. Kh6ng n€n kd ddn thu6'c tr6nh thai nQi tidt td phdi hop ndu lcri ich
ctia thudc thdp hdn nguy cd (xem m4t' 4.j).

BA t6 crl cfia kh6i tinh ch

I Tdn sut't niy duoc trdc tinh til tdng sd c6c dfr liQu nghi€n c['u tlich te hoc, sit clung nguy cd trtdng tldi chr-r

ciic thudc khdc nhau so vtii ciic thudc tr:inh thai nQi tidt tdphrii hop c6 chri'a levonorgestrel.

)

Y6u td nsuy cd Nh6n x6t
86o phi (chi sd khdi co thd (BMl)
vr/dt qu6 30 kg/m2)

Nguy cd tdng l6n khi chi sd nVtt tang.

Dac biet nh6't thidt c6n nhdc ndu cing t6n tai ciic ydu

td nguy cd kh6c.
n6't dQng k6o dii, dai phAu, bdt cf
ph6u thuit nio o phdn chdn hodc

Trong cdc tnJtlng hcJp niy. c6 thd khuy6n ngilng dtng
thudc (trong trutlng hop md chri tl6ng, ngilne thudc

6n9

t2
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xrldng ch6u, ph6u thu{t thAn kinh
hodc cht'n thuong nang

Ghi chil: bdt dQng tam thtli bao g6m

cii di chuydn blng cltldng hing
kh6ng l6u hdn 4 gid cDng li m6t y6u

td nguy cd cho huydt kh6'i tlnh mach,

ddc bi€t trdn phu nrJ cd ciic ydu t6'

nguy cd khdc.

trrJdc it nhdt 4tudn) vi khOrg a@
tudn sau khi di lai dudc hoan toin. NCn sfl dung \
phrJdng ph6p tr6nh thai khdc dd trrinh mang thai ngoii
! mudn.

NCn cin nhdc dDng thudc chdng tl6ng ndu tn/dc d6
chr/a ngifng dr)ng Rosina.

C6 tidn srl gia dinh (anh chi ern ruQt

ho4c bd m9 bi huy6i khdi ttnh mach,

dac bi€t 6 dO tudi ffdng tl6'i sdm nhrJ

rudc 50 tudi).

Ndu nghi ngd c6 ydu td di truy6n, ngr/di phu nil n6n
tham kheto f kidn ctla c6c chuy6n gia tn-ldc khi quy€i
dinh srl dung b6't crl thudc triinh thai n6i tidr t6'ph6'i
hdp nio.

C6c tinh tr4ng y khoa khi{c li6n c;uan

ttdn huydt khdi tlnh rnach

Ung thtl, lupus ban tt6 h0 thdng, hQichrlng tAng ure

huy€i tan huydt. vi6rn ru6t man tinh (b6nh Crohn's
hodc vi6rn lo6t tlai trdng) vd b€nh td bio hlnh lidrn.

I uol tanP Dac bi6t tr6n 35 tudi
1
+l

Kh6ng c6 srl d6ng thu{n v€ vai trd cria suy tlnh mach v) vi6m tdc tr-nh mach n6ng vd vi6c khdi
phdt hay tidn tridn ctia huydt kh6i tr-nh rn4ch.

Phai luu ! tinh tr4ng tdng nguy co huydt khdi d phu nfr clang mang thai vd ttac bi€t giai do4n 6 tuAn
sau khi sinh (thing tin vi " Khd ndng sinh sdn, thiti lq' mung thui v,ii cho con bil" xem muc 1.6).

Nhrine tri6u chfne cria huv6't khdi tinh mach (huydt kh0-i tinh mach s6u vi thuy6n tdc phdi)
Trong trt/dng hgp cd triQu chrlng sau, ngUdi phu nfr cdn drlgc td v6'n dd drJgc chim s6c y td khdn
c6'p vi phrii th6ng biio vtli nhdn vi6n y te vd vi€c dang ding thudc triinh thai n6i tidt t6 dang phdi
hOp.

Ciic tri6u chri'ng ctia huy6i khdi tinh rnach s6u (DVT) c6 thd bao g6m:

- sdng m6t b6n chdn vd/ho4c bin chAn ho4c dgc theo tlnh rnach chdn:

- clau nhrfc hodc clau d chAn chi c6 thd cirn nhQn duQc khi drlng hoac di b0.

- cirn gi6c n6ng ting l6n o b6n ch6n bi 6nh hrrdngl da clii ho4c rndt rndu cr chdn

HQi chrlng thuy6n tdc phdi (PE) c6 thd bao g6m:

- kh6 thc, hoac thd nhanh khdi phdt tlQt ngQt kh6ng r5 nguy€n nh6n;

- ho dQt ngQt c6 thd c6 kdm theo ra m6u:

- dau ngr.lc n{ng;
- cho6ng viing hodc ch6ng m4t;

- nhip tim nhanh ho4c bdt thddng.

MQt sdtri6u chri'ng (nht/'hut hcri','ho') kh6ng dac hi€u vi c6 thd bi nhArn l6n vdi c6c bQnh phd

bi6n vd it nghi6rn trong hdn (nhrr nhi6m trtrng dtldng h6 hfp).

C6c ddu hi€u tdc rnach kh6c c6 thd bao g6m: clau rlQt ngQt, sr/ng vi tldi miu xanh nh9 o rldu chi.

Ndu cric triQu chf'ng thuy6n tdc xdy ra d rnXt, c6 thd bidu hi€n til nhin md kh6ng rlau tidn tridn tldn

m{t thi h/c. D6i khi mdt thi hJc c6 thd xua't hien ngay lQp tri'c.

\

Nguy crl huydt Xhdi dQng mqch (Af'E)
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C6c nghiCn cfu dich tC aa cni ra mdi li6n c;uan gifra viQc stir dung thudc trrinh thai n6i
hop vdi vi€c gia ting nguy co huydt khdi ttOng rnach (nh6i m6u cd tim) hoic nguy cd tai bi
mach miiu n6o (nhd cdn thidu mi{u nio thoiing qua, tl6t quy). Bidn cd huy€i khdi tl6ng rnach c6

thtj g6y ttl vong.

Cric y6'u t6'neuv cO cria huyet kh6'i d6ne mach
Nguy cd bidn chrlng huy6t khdi il6ng rnach hodc nguy cd tai bidn mach rn6u nio ct nhf,ng ngr/di
dtng thudc triinh thai n6i ti& t6'ph6i hop tdng l6n d nhfrng phu nfr c6 c6c ydu td nguy crl (xern

bring dr/di d6y). Chdng chi ilinh dtng Rosina ndu ngr/di <ling c6 y6u td nguy cd nghiCm trgng hoic
c6 nhi6u ydu t6 nguy cd d6n tldn ngr/di dtng c6 nguy cd cao bi huy& khdi tlQng tnach (xem muc
,'t.-l). Ndu ngt/di phu nf c6 nhi6u hdn m6t ydu td nguy cd, nguy cd bi huydt kh6'i ttQng mach s€ ldn
hcln tdng nguy cd giy ra bdi cdc ydu td nguy ccl ddn ld - trong trddng hop niy cdn c6n nhXc tldn
nguy cd tohn thd. Kh6ng ndn kC tlcln thudc trrinh thai n6i tidt t6 ph6'i hop ndu loi ich cria viQc ding
thudc th6'p hon nguy cd (.rem mUc 1.3).

Bri C6c t6' cd cria khdi ch

C6c tri6u chrine cria huv6l khdi ddns mach
Trone trudng hdp c6 tri6u chfng. neudi phu n[ cAn ddoc tu va'n t]rn kidrn srr trQ girip y td khdn cfp
vi phii th6ng biio vdi nhdn vi6n y td ring rninh dang dr)ng thu6'c triinh thai n0i tidt td phdi hq,p.

C6c tri6u chri'ng tai bidn nrach milu nio c6 rhd bao 96rn:
- dQt ngQt te hoac ydu cI rn5t, tay hodc ch6n, ddc bi€t o rnQt b6n cd thdl
- dQt ngQt tti b0 kh6 khdn, ttQt ngQt ch5ng m4t, rnii cdn bing hoac ph6i hQpl

- dQt ngQt ldn lQn, tlQt ng6t n6i chuyQn hodcnhdn thrlc kh6 khin;
- tlQt nSOt Cap kh6 khdn vd thi gi6c 6 mQt hoac cri hai b6n rndt;
- tlOt ngQt ilau ddu, dO dqi hoac k6o dii kh6ng bi6i 16 nguyen nhdn;
- m6i j thri'c ho4c ngdi c6 ho4c kh6ng kdrn theo co gif t.
Ciic triQu chri'ng t4rn thdi gQi ! cdn thidu miiu nio cUc b0 thoiing qua (TIA).

I

.\

Y6u t6'nguy cd NhOn x6t
I uol tanu

i,tjac blet tren J) tuol
Hf t thudc Ngrldi phq nfl n6n alddc tr/ vd'n kh6ng hft thudc ndu

rnudn dtng thudc tr6nh thai nQi ti& td ph6i hgp. Phu
nfr tr6n 35 tuiii ndu ti6p tgc hrit thudc n€n tillgc ttt v6'n
k! dii srr dung biQn phdp tri{nh thai kh6c.

Tdng huydt 6p

Bdo ph) (chi sd khdi co rhd (BMI)
vrJdt quii 30 kg/rn2)

Nguy cd tdng l6n ttring kd khi chi s6'BMI tang.
Dac bi6t cluan trong o nhflng phu nfr c6 th€m c6c ydu
td nguy cd khiic.

C6 ti6n s[I gia dinh (huy6i kh6i tlqng
rnach tilng xdy ra tr6n anh chi em
ru6t hodc bd rne ddc bi€t o ttO tudi
rrjdng ddi rrd nhtrdrJdi 50 tudi).

Ndu nghi ngd c6 ydu td di truydn, ngrltli phu nfr n6n
itrlQc gidi thi€u ddn chuy6n gia tld duoc tt/ vdn trt/dc
khi quydt tlinh dtng b6't crl thudc triinh thai n6i tidt td
phdi hop nio.

Dau nrta rlAu SrJ gia tdng tdn sudt hodc mrirc d6 alau nrla tlAu trong
thdi gian sff dung thu6'c trilnh thai nQi tidt td phdi hop
(c6 thti li tidn ri6u cria cdn tai bidn rn4ch rniiu ndo)
c5 thd li mQt nguyCn nhdn d6n ddn viQc ngilng dtng
thu6c ngay lflp trfc.

C6c tinh trang y khoa khilc li6n quan

tldn bidn cd Uai toi tr6n rnach miiu
Drii th6o drldng, tdng hornocystein miiu, bQnh lll van
tim vi rung nhI, r6'i loan lipoprotein m6u vd lupus ban
cl6 h€ thdne.

8119
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Cdc tri€u chrl'ng nh6i miiu cd tim c6 thd bao gdm:
- dau, kh6 chiu, cdng trfc, nang nd, cAm gidc bi sidt ch{t hoac tldy d ngr/c, cdnh tay

xr/dng rfc;

- kh6 chlu lan t6a ra sau hIng, quai him, cd hong, cdnh tay, bgng ;

- cim gidc Cldy hoi, tri€u chrl'ng kh6 ti6u hoic nghet thd :

- dd m6 trOi, bu6n n6n, n6n hodc chSng m4r;
- r{t rnQt rn6i, lo 6u hodc kh6 thd;
- nhip tirn nhanh hoic bi't thudng.

Khdi u
y6t td nguy ccl quan trong nh6't cl6'i vdi ung thu cd ttf cung li do nhi6rn virus papillorna ngudi
(HPV). Sr/ gia tlng nguy ccl ung thu cd nl cung 6 nhfrng ngrJdi dtng thudc tr6nh thai ph6i hgp
dr/dng udng (> 5 nirn) dd ddoc ghi nh6n (rong m6t sd nghi6n cri'u dich t6 hoc, nhr-tng vAn tidp tuc
cdn tranh cii vd mri'c d6 cua phrit hi€n niy do cdn bi 6nh hudng boi cdc ydu td khdc nhtt x6t
nghiCm ung thu cd tfl cung hoac hinh vi t)nh duc sft dung bi6n ph6p trilnh thai rio cdn.

MQt ph6n tich gQp tr) 54 nghiCn crlu dich tC aa ghl nh4n c6 srI gia ting nhe nguy cd tudng ddi (RR

= 1.24) ung tht/ vri drldc chdn ttoi{n tr6n nhfrng phu nfr dang dtng thudc trdnh thai phdi hdp drl,ng
u6ng. Nguy cd niy ddn m6't di sau l0 nirn ngilng dtng thudc triinh thai phdi hop dddng udng. Do
ung thrl vf hidrn e4p d phU nfr drJdi 40 tudi, sd luong gia tdng chdn tloiin ung tht/ vd d ngr/di tlang
dtng hoac gAn ttdy c6 ding thudc triinh thai phdi hdp iludng udng li nh6 so vdi toin bQ c6c nguy
ctl g6y ung thu vri. Cdc nghiCn crlu nly kh6ng cung c6'p blng chrlng vd rn6i quan hC nh6n qu6.
Phdn m6u b€nh nhin dtng thu6c triinh thai phdi hop dUdng udng drlctc ghi nhQn c6 nguy cd gia
tdng c6 thd do chdn doiin sdm ung thrl vri. tiic dgng sinh hoc cria thudc hoic kdt hdp ci hai nguy6n
nhAn. Ung thU vri d nhfrng ngudi tilng srl dgng thudc trSnh thai c6 xu hrldng it tidn tridn l6m sing
hdn so vdi ung thU vri dUQc chdn doi{n cl nhrTng ngUtli chtla tilng ding thudc.

Trong c6c trddng hop hidrn glp, cdc khdi u gan linh tinh vi thdm chi hidm gap hdn li c6c khdi u

gan 6c tinh di itrlQc ghi nh6n tr6n nhfng ngrJdi sfi dung thudc tr6nh thai ph6i hQp ilddng udng.
Trong c6c tn/dng hop tlon le, ci{c khdi u niy il6 dAn tldn xut't huydt trong d bung de doa tinh
rn4ng. N€n c6n nh5c ddn rnQt khdi u gan vd c6 chdn doiin ph6n biQt khi c6 dau dtr dQi vtng bung
tr6n, gan to hodc c6 ddu hi€u xudt huydt d bung 6 phg n[ ding ciic thudc tr6nh thai phdi hop
drldng u6ng.

C6c khdi u iic tinh c6 thd de dga tinh rnang hoac g6y trJ vong

Cdc tinh trqng khric
Thinh phdn progestogen trong Rosina ld rnQt ch6't cl6'i khilng aldosteron vdi t6c dqng gifl kali.
N6ng dQ kali thlgc hy vong li kh6ng tAng trong hAu hdt cdc tn/dng hQp. Tuy nhi6n, trong rnQt

nghi€n criru 16m sirng, tr6n mQt sd bCnh nhAn suy giiirn chrlc nlng thf n o mrlc clQ nhe vi trung b)nh

cd sf dung tl6ng thdi cdc thu6c gdy gitr kali n6ng d6 kali trong huydt thanh tlng nhe, nhrlng kh6ng
c6 j nghia, trong qu6 trinh dtng drospirenon. Do d6, khuydn c:io kidrn tra n6ng tl6 kali huy€i
thanh trong chu kj, ding thudc tldu ti6n d nhfng b6nh nhAn suy giirn chrlc ndng th4n vi trddc khi
ding thudc o benh nhdn c6 n6ng clQ kali trong huy6t thanh cao hdn gidi han binh thr/dng vi ddc

biet khi dtng rl6ng thtli vdi ciic thudc gifr kali. Xem thAm m4c 1.5.

Phu nrl c6 ting triglycerid miiu ho{c c6 ti6n st tdng triglycerid rn6u c6 thd tdng nguy cd vi6m tuy
khi ding cdc thudc triinh thai ph6'i hop dtldng udng.

M4c dt huydt rip tf,ng nhg di drloc ghi nh{n tr6n nhi6u phu nfl dtng ciic thu6c trdnh thai phdi hgp
dddng udng nhrlng tlng huydt dp c6 bidu hiQn tr6n 16m sing ld hidrn g4p. Trong sd nly, chi rft it
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ciic trtldng hdp phrii ngtlng ngay viQc ding thudc triinh thai phdi hop tlrrdng u6'ng. Ndu
trinh ding thudc tr6nh thai ph6i hop drrdng u6ng o nhfrng ngtldi dang ting huy& 6p trUdc d6.
tri sd huydt 6p ting li6n tuc hoic huydt iip tdng dring kd kh6ng rtrip (lng dri vdi vi6c tti6u tri ting
huydt 6p, phii ngtng dtng thudc triinh thai phdi hop dddng udng. Khi thich hdp, c6 thd dirng lai
thudc triinh thai phdi hdp thtdng udng ndu huydt r{p trd ve binh thddng khi ri/dc tli6u tri bhng cdc
thudc chdng tdng huy6t rip.

Cdc tinh trang sau tlAy cli drloc ghi nhdn xtiy ra hodc ldm xdu hdn cho thai k! vd viQc sfi dgng
thudc triinh thai ph6'i hQp dudng udng, nhung bing chrlng vd mdi li6n quan vdi vi€c srt dung thu6t
tr6nh thai phdi hclp dridng u6ng li chr/a kCt luin drJoc: vdng da vi/hodc ngrira li6n quan cldn f rn6t,
soi rndt. rdi lo4n chuydn h6a porphyrin. lupus ban tl6 hQ thdng, hQi chrlng ure m6u tan huy€i, mria
gi4t Sydenham, herpes thaiky, m6't thinh gi6c li6n quan rldn xd crlng tai.

d ph\r nf, c6 pht mach di truydn, estrogen ngoai sinh c6 thd gdy ra ho4c ldm n4ng hdn ciic triQu
chilng pht mach.

C6 thd cdn ngifng srJ dung thu6'c trdnh thai phdi hop rlrrdng udng ndu c6 rdi lo4n chfc ning gan
cd'p tinh hodc rnan tinh cho cldn khi cdc chi sd d;lnh gi6 chrlc ndng gan trd vd b)nh thudng. CAn
ngrlng dtng thudc triinh thai phdi hop dudng udng trong tnJdng hop vlng da ri'm6t t6i phdt vi/hodc
ngrla do f'mat trudc ildy {16 xudt hiQn trong c;uii trinh rnang thai hodc trong quii trinh si/ dung ciic
hormon sinh dqc trUdc d6y.

Mic di ciic thudc trdnh thai phdi hgp drJttng udng cd thd rinh hrldng tldn sr"r dd khring insulin ngoai
vi vd khi nlng dung nap glucose, kh6ng c6 bhng chrl'ng cho th6'y cdn thay thd ph6c d6 tli6u tri 116i

th6o drldng khdc khi srJ dung thudc trdnh thai phdi hop tlrrdng udng li6u thdp (chri'a < 0,05 rng
ethinylestradiol). Tuy nhi6n, phu nfl bi rl6i thrio dtldng n6n atldc theo d6i th6n trong, ddc biQt trong
thdi gian tlAu dDng thudc.

Ti6n tridn xd'u di ctia nhfrng t)nh trang nhtl trirn cim nQi sinh, co gi6t, b6nh Crohn vi vi6rn lo6t cl4i
tring dE dudc biio c6o trong qu6 tr)nh sr/ dgng thudc trdnh thai phdi hctp dtldng udng.

Niim da thinh thoiing c6 thd xudt hiQn, clic biQt o nhfing phu nff c6 ti6n srl niirn da thai k!. Nhfng
phu nfl c6 khuynh htldng bi ndm da n6n tr6nh tidp xric vdi rinh siing mdt trdi hodc tia til ngoai
trong khi dtng thudc tr6nh thai phdi hop dt/ttng udng.

M6i vien thu6c c6 chfra 48,11 mg lactose monohydrat. Ngrrdi ding n€u c6 v6'n tld vd di truydn
kh6ng dung nap galactose, thidu hut rnen Lapp-lactase ho{c h6'p thu glucose-galactose k6m thi
kh6ng n6n dtng thudc niy.
tr,t6i vien thudc c6 chrla 0,070 mg lecithin d{u tUdng. Ngrldi ding ndu qurl rnAn vdi d4u ph6ng
hodc ddu ninh thi kh6ng n6n dtng thudc niy.

X& nhiAm/ thdm khdm r kfutu
Tn/dc khi bdt dAu dtng hodc dtng trcl l4i Rosina, n€n xem x6t rlAy thi v6 ti6n sr? y khoa (bao 96rn
ci tidn stl gia tlinh) vh cdn loai trt khi ndng c6 thai. N€n do huy€i 6p vh khiim thrJc thd, ngrJdi

ding cAn dudc hddng ddn vd ciic ch6ng chi dinh (xem muc 4.-1) vd nhrlng ceinh bdo (xem mut: 4.1).
Di6u quan trong li luu ! ngrldi dtng cdc th6ng tin vd truydt kh6'i tlQng - tinh rnach, bao g6rn nguy
cd cfia Rosina, khi so siinh vdi cic thu6c triinh thai nQi tidt td phdi hdp khdc, nhfrng tri6u chrlng
cria huy€i khdi tinh rnach vi huy€i kh6'i ddng rnach, ciic ydu td nguy co di bidt vd nhfing tlidu cAn
lim trong trddng hgp nghi ngd c6 huydt kh6'i.

Ngrriii dirng cfing n6n drlQc hrldng d6n tlgc kj ttt hildng din srt dUng thudc vir tu6n thri c6c
hrldng d6n. Tdn su6't vh cdc x6t nghiQm n6n lirn n6n d1la tr€n hr/dng din thr.rc hinh di tluqc thidt
lfp vi phi hop vdi tUng phs nf.
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Phu nf, nCn drldc trr vdn ring c6c thu6c trdnh thai nQi tidt td kh6ng brio vC chong nhi6rn
(AIDS) vi ciic b6nh ldy truy6n qua drrdng sinh duc kh6c.

Gidm hiAu qud

HiQu qui ctia cdc thudc tr6nh thai nQi tidt t6'ph6'i hgp c6 thd gi6m trong c6c tn/dng hop nhrr qu€n

thudc, rdi loan ti6u h6a ho4c ding tl6ng thdi vdi cilc thu6c khi{c.

Gitim kidm xxit chu kj'
Vdi t6't ci cdc thudc trrinh thai ph6-i hop drrdng udng, chriy rndu bA't thtldng 1xu6't huy& ldrn t6'rn

hoac xudt huydt gitra k),) c6 thd xiy ra, ddc biQt trong thring tlAu dtng thudc. Tuy nhi6n, vi€c d6nh
gi6 bdt cri'tinh trang ch6y miiu b6't thrltlng nlo chi c6 j nghla sau rn6t thdi gian thich ri'ng khoing 3

chu k),.

Ndu v5n cdn cheiy mi{u bdt thr/dng hoac chiiy m6u bt't thritlng xu6't hi6n sau c6c chu ky binh
thudng, cAn xem x6t nhf,ng nguyCn nh6n khdc ngoii nguy6n nhAn nQi tidt tdvi cdn c6 c6c biQn
phrip chdn doi{n phD hop dti loai trt khdi u iic tinh vi kh6 ndng rnang thai. Nhflng nguy6n nhAn
ndy c6 thd bao 96rn cri viQc nao thai.

d rnQt sdphu nf,, kinh nguy6t c6 thd kh6ng xua't hign trong giai doan ngilng ding thudc. Ndu
thudc tr6nh thai phdi hdp drti,ng udng di dtldc ding dring theo chi d6n ghi trong muc 1.2, th) kh6ng
c6 khd ndng ngrldi phu nU niy rnang thai. Tuy nhi6n, ndu c6c thudc niy kh6ng dr/dc dtng dring
theo chi dAn tn/dc khi rnt't kinh lAn tlAu ho4c ndu tt5 rndi hai k! kinh, cdn loai trir khd ndng c6 thai
trudc khi tidp tuc dr)ng thudc triinh thai phdi hop drldng u6ng.

4.5 Tr/dng tdc vdi cdc thu6'c khr{c vi c6c dqng tr/dng tr{c khdc

Anh huinx cilu ctic thudc khic kn ktsinu
Tr/dng tdc c6 thd xudt hiQn vdi ciic thu6'c gdy cim rlng enzym rnicrosorn gan c6 thd lam tdng thanh
thiii ciic nQi tiSt td sinh dgc c6 thtl dAn tldn chiy miiu gifla k!, vi/ho4c m6't t6c dgng trdnh thai.

Xrt Ii
Cim rlng enzym c6 thd ghi nhfln drlgc sau vii ngdy didu tri. Cirn fng enzyrn tdi tla thrldng quan

srit thi'y trong vdng vii tuAn. Sau khi ngrlng ttidu tri blng thu6c, c6m fng enzyrn c6 thd duy tri
trong khoing 4 tuAn.

Di6u tri ng6n han
Nhf,ng phu nfi clang tli6u tri ngXn han bXng ciic thudc gdy cirn f'ng enzyrn nOn tam thdi stl dung
th€rn rn6t bi6n ph6p rio ch5n ho{c rn6t phddng ph6p tr6nh thai bd sung kh6c. Phdong phiip rio
ch6n cAn dUoc sri dung trong sudt thtli gian ding cl6ng thdi vdi ciic thudc gAy ciirn fng enzym vi
28 ngdy sau khi ngUng ding thudc. Ndu v6n cdn dtng thudc tli6u tri sau khi dtng vi6n cudi cing
trong vi thudc trdnh thai, vi thudc triinh thai tidp theo n6n dddc b6t cldu dtrng ngay sau il6 mi
kh6ng c6 khoing thdi gian ngrlng thudc.

Didu tri dli han

Ndu thudc dtng tt6ng thdi vAn cdn khi dtng hdt vi6n n6n Rosina trong vi, n6n bdt rlAu dtng vi tidp

theo rni kh6ng c6 khoiing thdi gian ngrlng thudc nhd thddng lQ.

Nhfrne tddne t6c dddi ddy di dUdc ehi nhdn trong y vdn.

Cric thu6'c ldm tcing, thanh thrii thudc trtinh thai phdi futp tlaitng, u6'ng, (g,itim hi€u qud ciia cdc thudc
trrinh thai phdi fup dtitng udng, tlo gdy cdm ing, enzS'm) nhu:
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Ciic barbiturat, bosentan, carbamazepin, phenytoin, prirnidon, rilarnpicin vi c6c thu6c
ritonavir, nev
topirarnat vi ,

perforulum).

irapin, efavirenz vh cfrng c6 thd xety ra vdi felbarnat, griseofulvin,
cdc thudc c6 chft'a thinh phA n thio dtldc li cri Sl. John's Wort (Hyperit.urn

Ctic thu6'c lim thul' ddi thunh thtii ctiu thu6'c. trdnh thui ph6'i furp duirng u6'ng:
Khi dtng cl6ng thdi vdi c6c thudc tr6nh thai phdi hop tlrrdng udng, nhidu sr.r kdt hop cria c6c thu6c
r1'c chd protease HIV vi c6c thu6c rlc chd enzym sao ch6p ngddc khdng phiii ln nucleosid. bao g6m
k€t hgp vdi c6c thudc f'c chC'HCV c6 thd lirn tdng hodc giiirn n6ng ttQ cdc estrogen hodc progestin
trong huy€-t trJdng. T6c dgng 16 rlng cria c6c thay ddi nay c6 thd bidu hi6n tr6n 16rn sing trong mQt
sd tnrdng hop.

Do t16 n€n tham kh6o th6ng tin k6 clon cria ciic thudc khring HIV/HCV dtng d6ng thdi dd x6c dinh
trJdng t6c ti6m ting vi b6't crl khuydn cilo nio li6n quan. Ndu c6 b6't ky nghi ngd nio, n6n sfi dung
th€rn phr/dng phdp triinh thai rio chfn d nhfrng phu nfr dang clidu ri bing ciic thudc f'c chd
protease hodc c6c thudc (lc chdenzym sao ch6p ngrJdc kh6ng ph6i nucleosid.

Cric chdt chuydn h6a chinh cta drospirenon trong huydt trrong ngr/tli dddc h)nh thinh mi kh6ng c6
sU tharn gia cria h6 cytochrorn P450. Do tl6, ciic thudc r1c chd hQ enzym niy kh6ng dnh hr/dng cl€n
srt' chuydn h6a cria drospirenon.

Anh huong crja Rosina tldn c6c thu6c khdc
Cr{c thu6c trrinh thai dr/dng udng c6 thd rinh hUdng ddn chuydn h6a cria m6t sd thudc khdc. Theo
tl6, n6ng dQ trong huydt trrong vh trong rn6 cria cdc thudc niy c6 thd ting l6n (nhr/ ciclosporin)
hodc giirn rli (nhrI larnotrigin).

Dr,Ia tr6n c6c nghi€n cf'u rifc ch€ in titru vi c6c nghiCn crlu tddng l6c in t,it'o tr6n nhfrng ngutli phq
nfl tinh nguyQn, sfi dgng omeprazol, simvastatin vi midazolarn nhr/ c6c co chdt tldnh ddu, kh6ng
th6'y c6 ttrdng t6c cria drospirenon 6 li6u 3 mg tldn quri trinh chuydn h6a cria ciic thudc kh6c.

Cdc dane tudng tdc khdc
TrCn b€nh nh6n kh6ng bi suy giim chrlc ndng than, sfi dqng tl6ng thdi drospirenon vi cdc thudc fc
chd rne n chuydn hodc cilc thudc chdng vi€m kh6ng steroid dn kh6ng cho thd'y inh huclng c6 !
nghia tldn n6ng tlQ kali huydt thanh. Tuy nhi€n, vi6c dtng tl6ng thdi Rosina vdi cilc thudc tldi
kh6ng aldosteron hodc cdc thudc loi tidu gifr kali chr/a dr/oc nghi6n cfu. Trong trUdng hdp ndy,
nCn xdt nghiern n6ng dQ kali huydt thanh trong chu k!, dtng thu6c dAu ti6n. Xem thAm mut'1.4.

Ghi chil: N€n tham kh6o th6ng tin k6 ddn cria c6c thudc ding tl6ng thdi dd x6c dinh khri ndng

tUdng tiic.

Ciic x6t nghi€m
Si/ dgng cdc thudc triinh thai steroid c6 thd 6nh htrdng cldn kCt quri rnQt sd x6t nghiCm, bao 96m
ciic th6ng sd sinh h6a ctia gan, tuydn gidp, tuydn thudng than vi chti'c ndng th4n, n6ng d0 c6c

protein mang trong huydt tuclng, nhrl globulin gdn corticosteroid vi cdc phdn doan

lipid/lipoprotein, ciic th6ng sd cria qu6 trinh chuydn h6a carbohydrat vi ciic th6ng sd d6ng m6u,
ti€u fibrin. Ciic thay adi nhin chung v6n nirn trong gi6i han b)nh thrrdng.
Drospirenon lim tlng ho4t tinh renin huy6i tUdng vi aldosteron huydt trrong do tric dgng kh6ng
mineralocorticoid nhg ctia thudc.

)

4.6 Khri ndng sinh sin, thdi ki, mang thai vh thdi k) cho con bf
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Thdi k! mang thai
Kh6ng chi dinh dtng Rosina rrong rhdi kj, mang thai.

N€u c6 thai trong khi dang dtng Rosina, ngilng dtng thudc ngay.
cho th6'y thudc kh6ng ldm ting nguy cd di r6t bdm sinh d ciic tr6
phdi hop ttddng udng tnldc khi c6 rhai cfrng nhrr kh6ng giy di t6t
phdi hc.rp dUdng u6ng v6 tinh drloc ding rrong rhdi k) c6 rhai.

Ciic nghiCn cri'u dich t6
c6 rne dE ding thu6'c triinh
thai nhi khi ciic thu6c triinh thai

Ciic nghi6n crlu tr6n tlOng vdt di cho lh{y cdc tdc dung kh6ng rnong mudn trong thdi ki, urang thai
vi cho con bri (xem mut'5.-3). DrIa vlo ciic dfr lieu tr€n d6ng v{t niy, kh6ng loai tril tiic dqng
kh6ng mong rnudn do hoat tinh n6i tidt td cria thu6c. Tuy nhi6n. kinh nghiCm phd bidn khi srl dung
c6c thu6c tr6nh thai phdi hop drJdng udng trong thai k! kh6ng cung ct'p bing chrl'ng vd rdc dung
kh6ng rnong mu6n thuc td tr6n ngUdi.

C6c df li6u s{n c6 li6n quan cldn vi6c sil dung drospirenon/ ethinylestradiol trong thtti k}, mang
thai cdn rdt h4n chd tld cho ph6p kdt luAn drospirenon/ ethinylestradiol kh6ng iinh hrtctng ddn thdi
kj, mang thai, srlc kh6e ctia thai nhi hay ctia trd scl sinh. Cho cldn nay, chua c6 ciic dfl li€u dich tE

hgc li6n quan.

NCn cAn nhdc tl6n khii ndng tdng nguy cd huydt khdi tinh mach trong giai doan sau sinh khi b6t
tlAu ding Rosina tr6lai (xem muc 1.2 td 1.1).

Thdi k!, cho con bf
Cdc thu6c tr6nh thai phdi hop dtrdng udng c6 thd anh hddng tldn qu6 trinh cho con bri do thudc lirn
thay tldi chdt lrrong vi thlnh phdn sfra me. Do d6, nhin chung kh6ng khuydn ciio sfl dgng ciic
thudc triinh thai phdi hop drrdng udng cho ddn khi ngUdi me di cai sfa hoin toin cho con. M6t
luong nh6 thudc tr6nh thai steroid vi/hodc cdc chdt chuydn h6a cria n6 c6 thd bdi ti€i vio sfla me
trong <;u6 trinh dtng thudc. Lr/Qng thudc niy c5 thd zinh hr/dng cl6n trd bf sfla me.

4.7 Anh hr/ilng tr6n khri ning l6i xe vlr v6n hirnh mriy mric

Chr/a c6 c6c nghi6n crlu vd iinh hrldng cria thu6c tr6n khi ndng l6i xe vi v{n hinh mdy m6c drlgc

th\Jc hien

4.8 'I'ric dgng kh6ng mong mu6'n

Vd c6c tdc dung kh6ng mong rnudn nghi€rn trong tr€n ngUtti ding thu6c trilnh thai phdi hop drrdng

udng xem muc 4.4.

C6c phiin rlng c6 hai dr/6i ddy cld ddoc ghi nhf n trong qu6 trinh st? dung Rosina (3 rng/0.03 rng):

Bring drrdi ddy b6o c6o cdc phrin rfng c6 hqi theo hQ ph6n loqi c6c cd quan MedDRA
(MedDRA SOCs). 'l'dn su6't xu61 hiqn cric phin rlng c6 hai cin cf tr6n cric dfl liQu thrl nghi€m
l6m sdng.
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HQ th6'ng ph6n loqi c6c crJ

quan

't'dn su6t xudt hien cric ph6n fng c6 hqi

Thr/dng g4p
#l/100 ddn <l/10

It gap

#l/1000 tl6n <l/100

Hidm g4p

#l/10.000 ddn

<1/1000

Nhi6m trirng vir nhi6m k-f Nhi6m ndn cundidu
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sinh trtng Nhi6rn herpes

simple.r
v

R6'i lo4n hG mi6n dich Phdn rlng di rlng Hen phd qurin

R6i loqn chuydn h6a vi
dinh dddng

Tdng cirn giiic
thdrn in

R6'i loqn t6m thdn R6i loan cirn xfc TrAm cim
Cing thing
Rdi loan git'c ngri

R6'i lo4n hQ thdn kinh Dau tlAu Di cim
Ch6ne mat

R6i loqn tr6n tai vh m6

dao

Suy gi6rn thinh ldc

Rdi lo4n tr6n mft Rdi loan thigiric

Rdi loan tr6n tim Ngo4i t6rn thu
Nhip tirn nhanh

Huy€i khdi tinh
mach (VTE)

Huydt kh6i tlQng

mach (ATE)

R6'i loan hQ m4ch mriu -J 
. , ;,'

I ac macn pnol
Tdng huy& 6p
Ha huydt 6p
Dau nila dAu

Suy tlnh rnach

Vi6rn hongRdi loqn h6 h6'p,ldng ngr/c

vir trung th61
Dau bung Bu6n n6n

N6n
Vi6m d4 diy ruQt
Ti€u chriy
Tiio b6n

R6i loan da diy,
ruQt

ROi loqn ti6u h6a

Phi rn4ch
Rung t6c
Chim
Ngfa
Ban d6
Kh6 da

Tdng tidt bi nht n

Rdi loan da

H6ng ban nft
H6ng ban da d4ng

Vi€rn nang l6ng (mgn

trf'ng cii )

Rdi loqn da vh mO drfdi da

Dau cd
Dau d clAu chi

Chu6t rft

R6'i loan cd xtfdng vh mO

li6n k6t

Vie m b)ng quangR6'i loqn tr6n th{n vd ti6t
ni6u

Dau ngdc
Ngr/c to
Dau tuy6n vri
Dau bgng kinh
Bdng huydt

U vti
Xd nang vf
Chdy srla

U nang bu6ng tni'ng
N6ng brlng
Rdi loan kinh

R6i loqn hQ sinh dgc vDr vri
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a

I
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nguyQt
V6 kinh
Rong kinh
Candida 6m dao
Vi6rn 6m dao
Khi hd
Rdi loan 6m h6,6m
dao
Kh6 6rn Clao

Dau ving xt/dng
chiu
Nghi ngd x6t
nghiQm chdn tlodn
ung thtt cd tti'cung
(ricu ben Pap)

Gi6m ham mudn
tinh duc

R0-i lo4n toirn th6n vh tai
ch6

Tdng cAn PhD

Suy nhrlclc
Dau
Khiit nrrdc qu6 rnf'c

,1 i. ^.I ang tlet mo nol
Gi6rn cAn

M6 td c6c phin ri'ng c6 hai chon loc
Sr,I gia tdng nguy co huy€i kh6i rt6ng - tinh mach vd bidn cd tXc mach bao g6m nh6i rniiu cd titn,
tlQt quy, cdn thidu miiu nio thoiing qua, huydt khO-i tinh rnach vh thuy6n tXc phdi di tlt/gc ghi nh{n
d phg nr1 dr)ng ciic thudc trdnh thai nQi tidt td phdi hop tlrroc bdn luan chi ti& trong mqrc 1.1.

Dd rn6 tA cdc tlc dung kh6ng mong rnudn, tr) tl6ng nghla vh cdc bQnh li6n quan, thudt ngf,

MedDRA thich hop nhdt drroc sfl dung dd liet kC.

Cric phrin rlng c6 hai nghi€rn trong dUdi il6y ili dtldc ghi nhQn tr6n nhfing phu nf, dtng ciic thudc
tr6nh thai phdi hop dtldng udng dUdc bin lu{n tronE muc 4.1 Ctinh bdo dQc bi/t vd thQn trqtng, khi
st dung:

- Rdi loan huydt khdi tlnh mach;
- Rdi lo4n huydt khdi dOng rnach;

- Tdng huy6i rip;
- U gan;

- Sd xua't hien hoic ti€'n tridn x6-u ctia tinh trang bQnh rni chUa cd kdt lu6n 16 rdng vd srJ li6n
quan ddn viQc dtng thudc triinh thai phdi hgp drrdng udng: bQnh Crohn, vi6m lo6t d4i tring,
dQng kinh, u xd cd ttl cung, rdi lo4n chuydn h6a porphyrin, lupus ban d6 hQ thdng, herpes

thai ngh6n. rnrla gi6t Sydenham, hQi chfng ure miiu tan huy6t, ving da 11 matt

- Niim da:

- Rdi loan chf'c ning gan ct'p tinh hodc man tinh c6 thd phrii ngilng stir dung thu6c tr6nh thai

phdi hgp dddng udng cho <ldn khi c6c chi sd chrlc ning gan tro vd binh thddng.

O phu nt cd pht m4ch di truy€n, cdc estrogen ngo4i sinh c6 thd g6y ra hoic lirn n4ng th6m

c6c triQu chfng pht rn4ch.

TAn su6't chdn tlodn ung thtl vri tdng r{t nhg o nhflng ngrldi dtng thudc trdnh thai drrtlng udng. Do
ung thd vri hidm gap d phq nrr dudi 40 tudi, con sd tang niy li nh6 so vdi toin bQ nguy cd gAy ung

t
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T*tng tic
Chiy mriu gifia k) vi/ hoic vi€c tr6nh thai thdt bai c6 thd do tUdng tdc cria c6c thudc khdc (cdc
thudc gdy cirn ri'ng enzym) vdi thudc tr6nh thai dudng udng (xem mut. 1.5).

86o c6o vd ciic phrin ri'ng c6 hai nghi ngd
86o c5o v€ ciic phrin rlng c6 hai nghi ngd sau khi tlrtoc c6'p ph6p luu hanh thu6c li quan trong.
Didu nly cho ph6p tidp tuc theo d6i cin blng gitra loi ich vi nguy ccl ctia thudc. Ciic nhdn vi€n y
td duQc y6u cAu b6o c6o bdt crl phin rlng c6 hai nghi ngd nio th6ng qua hQ thdng b6o c6o qudc
gia.

4.9 Qu6li6u

Hi6n chda c6 bA't crl kinh nghi6rn nio vd viec qu6 li6u drospirenon/ ethinylestradiol. Tr6n cd sd
c6c kinh nghiCrn ptrd tridn vdi ciic thu6c tr6nh thai phdi hop ctrrdng udng, ciic triQu chrirng c6 thd
xudt hi6n trong trUdng hdp niy bao g6rn: budn n6n, n6n vi o phq nf, trdi c6 chiiy rn6u nhe d 6rn
dao. Kh6ng c6 thudc giii dQc vi xtl tri khi qud li6u ld di6u tri tri€u chrlng.

s. cAc uAc riNH DUOc Lf Hec

5.1 Cdc tl{c tinh dd{c h/c hgc

Nh6rn dtloc lj tli6u tri: C6c nQi tiSt td (hormon) sinh duc vi tli6u bidn hQ sinh duc; Cilc
progestogen vd estrogen, phdi hop cd dinh.

Ma ATC: GO3AAI2

Chi sd Pearl: vd sd th6't b4i cria phuong ph6p: 0,09 (gidi h4n tin c4y tr6n vd hai phia 95%:0,32).
Chi sd Pearl tdng thd (thdt b4i cria phrJdng ph6p + thdt bai do b€nh nhdn): 0,57 (eidi han tin cf y

tr€n vd hai phia 95%:0.90)

Co chd tric dung
Tilc dung tr6nh thai cria Rosina dr,la tr6n sU tudng tiic cria nhi6u ydu td khdc nhau, cluan trgng nhdt
li thudc fc chd sd rung tnlng vi lim thay atii nQi rnac tu cung.

Rosina li mQt thudc triinh thai phdi hdp ttddng udng vdi ethinylestradiol vd progestogen li
drospirenon. d tidu tli€u tri, drospirenon c0ng c6 hoat tinh kh6ng androgen vi khdng nhg

mineralocorticoid. Thudc kh6ng c6 hoat tinh estrogen, glucocorticoid vi khdng glucocorticoid
Di6u niy lirn cho drospirenon c6 tinh ch6t drroc lj gi6'ng vdi nQi tidt td progesteron tu nhi6n.

C6 blng chrl'ng tr) c6c nghiCn cri'u l6rn sing cho th6'y ilac tinh kh6ng mineralocorticoid nhq dAn tldn
ti{c dgng kh6ng nhe rnineralocorticoid.

5.2 C6c il4c t(nh dd0c il0ng hsc

Dntspirenon

thu vf . M6i quan hc nhdn quii vdi vi6c srl dung thu6c triinh thai phdi hop drldng udng
bidt ro. Xem muc 1.-1 r,d 4.4 dd bidt thdm th6ng tin.

Hdp thu
Drospirenon dDng dr/dng u6ng drlQc hdp thu nhanh vi gdn nhU hoin toin. Ndng clQ ho4t ch6't tdi tta
trong huydt thanh khodng 37 ngtmL tlqt tlrtoc khoing l-2 gid sau khi u6ng li€u cldn. Trong 1 chu

k) dtng thudc, n6ng atQ t6'i da cfia dropirenon trong huydt thanh 6 trang thdi dn tlinh vio khoing

,

\
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60 ng/ml tl4t tlrtoc sau khoing 7-14 gid. Sinh khri dung cua drospirenon trong khoing
U6ng thudc citng vtli thri'c In kh6ng rinh hudng tt6n sinh khri dung ctia drospirenon.

Phdn bd
Sau khi udng thudc, n6ng 116 drospirenon huydt thanh gidm theo 2 pha vcli thdi gian biin thrii pha
cudi trlong ri'ng li 1,6+0 ,7 vd 27 ,0+1,5 gid. Drospirenon gXn vdi albumin huydt thanh vi kh6ng
li6n kdt vdi globulin mang n6i ti€t td sinh duc (SHBG) hay globulin mang corticoid (CBG). Chi 3-
5% n6ng dQ hoat chdt toin phdn trong huydt thanh t6n tai dr/di dang steroid trl do. SU gia ting
SHBG gAy ra bdi ethinylestradiol kh6ng rinh hrJdng ddn srJ gdn k6i cta drospirenon vtli protein
huydt thanh. Thd tich ph6n bd bidu kidn trung binh cf a drospirenon l) 3,7 + 1,2 LkE.

Sinh chuydn h6a
Drospirenon tlrtoc chuydn h6a rnanh sau khi udng. Cric ch6't chuydn h6a chinh trong huy€t tUdng li
dang acid cta drospirenon, hinh thinh do rnd vbng lacton, vi 4,5-dihydro-drospirenon-3-sullat, cd

hai dang ddu tlttQc hinh thdnh rni kh6ng c6 sr,f tharn gia cria hQ enzyrn P450. MOt lrrong nh6
drospirenon drJQc chuydn h6a bdi enzym cytochrome P450 3A4 vi di drJoc chri'ng minh c6 khri
ning ri'c chdenzym niy vi cytochrorn P450 lAl. cytochrom P45O2C9 vi cytochrom P4502C19 in
vitnt.

Thai rtr
Tdc d0 thanh thiii chuydn h6a cta drospirenon trong huydt thanh li 1,5 + 0,2 rnl-/ phtit/kg.
Drospirenon chi tluoc thdi tril vdi mgt ldong rt't nh6 dudi dang kh6ng bidn tldi. Ciic chdt chuydn
h6a cria drospirenon rltroc thiii trtl qua ph6n vi nddc tidu vdi ti le kho6ng 1,2 d€n 1,4. Thdi gian
bdn thdi ctia ciic ch6't chuydn h6a qua nrJdc tidu vi ph6n li khoing 40 gid.

Trang thdi dn tlinh
Trong rnQt chu kj, ding thu6c, n6ng tlQ tdi cla cria drospirenon trong huydt thanh d trang thiii dn
dinh vio khoing 70 nglrnl, d4t drlQc sau khodng 8 ngdy dtng thu6c. Ndng dQ drospirenon huydt
thanh dr/gc tich lfry vdi h€ sd khoing bing 3 ld kdt quri cria tli lQ gifra thdi gian b6n thrii pha thii
trtl vi khodng ciich gifra c6c li€u.

Ethiq'lestrudiol

H6'p thu

Ethinylestradiol cltlgc h6'p thu nhanh vh hohn toin sau khi u6ng. Sau khi udng li6u 30 pg, n6ng d6

dinh trong huydt thanh li 100 pg/ml dat dr/oc sau l-2 gid dtng thudc. Ethinylestradiol chuydn h6a

pha rlAu manh vd c6 srJ thay atii tOn girla ciic c6 thd. Sinh khd dung tuyQt tldi khoring 45%.

Ph6n bd
Ethinylestradiol c6 thd tich ph6n Ud tridu ki6l la 5 L/kg vi khoiing 98% gdn kdt vdi protein huydt

tddng. Ethinylestradiol lim girirn tdng hop SHBG vi CBG d gan. Trong khi dtng 30 pg

ethinylestradiol, n6ng dg SHBG huy€i trlong tdng fd 70 l€n khoiing 350 nrnol/L. MQt h/gng nh6

ethinylestradiol(O,027a li6u dtng) vio stla rne.

Sinh chuydn h6a

Ethinylestradiol tlrrgc chuydn h6a hoin toin (dg thanh thdi chuydn h6a huy€t tUdng li
5 ml-/phrit/kg).

Thaii trtr
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Ethinylestradiol kh6ng tlrroc thrii trtl dudi dang kh6ng Uien afii o b6't crl ndng rlQ tldng
chAi chuydn h6a crja ethinylestradiol drldc bni ti6i vio nudc titju vi dich rn6t vdi t! lQ
gian biin thii cria c6c ch6't chuydn h6a khoiing I ngiy.

4:6.

Trang thdi dn ttinh
Trang thi{i dn dinh dat drJoc trong sudt nrla sau ctia chu k} dtng thu6c vi hC sd tich lfiy cria
ethinylestradiol trong huy6t thanh li khoring til 1,4 ddn 2,1.

ouin thd dac biat

Anh htttlng trAn ng1tiri su1' thQn
N6ng tlO drospirenon trong huy€i thanh d trang th6i dn ctinh d nhfrng phg nfr suy gi6m chfc ning
than nhq (thrinh thdi creatinin CLcr, 50-80 ml/phrit) tr/dng tU d phu nfr c6 chfc ning thdn binh
thtldng (CLcr > 80 ml-/phrit). N6ng dQ drospirenon trong huy6i thanh cao hdn trung binh 3'7Vc 6
phu nf, c6 suy giim chrlc ning th{n mrl'c d0 trung binh(Clcr, 30-50 ml-/phtit) so vdi 6 phu nf, c6
chfc nlng thdn binh thtldng. Drospirenon cfrng ttldc dung nap tdt 6 nhrlng phu nfr suy giaim chrlc
ning th{n nhe vi trung binh. Drospirenon khdng cho th6'y b6't cri'inh hrI8ng nio c6 ! nghia 16rn

sing ttdn n6ng tlQ kali huydt thanh.

Anh huitng trOn ng,uiti su) xun
O nhf,ng phq nfl suy gi6rn chrlc ning gan o mfc tlQ trung b\nh (Chiltl-Pugh B), n6ng clQ thudc trung

blnh trong huydt tuong theo thdi gian tudng t\r vdi nhfrng phg nfr c6 chrlc ning gan binh thudng.

Gi6 tri n6ng d6 dinh (C."*) thloc ghi nh6n d pha hA'p thu vi th6i tril le udng td nhau. Trong pha

phdn b6' cudi. n6ng dQ drospirenon giim khoing 1,8 ldn tr6n ngUtli tinh nguyQn c6 suy giairn chri'c

ndng gan d mrfc tlQ trung b)nh so vdi d ngr/di c6 chrlc ning gan binh thr/dng.

Trong rnQt nghidn crl'u li6u ddn, thanh thii tludng udng (CLIF) giim khoing 50% tr6n nhfrng ngUdi

t)nh nguyQn suy gi6rn chfc ndng gan d rnfc tlQ trung b)nh so vtli d nhfrng ngr/di c6 chrlc ndng gan

h)nh thr/dng. Giiim thanh thiii drospirenon ilugc ghi nhdn tr6n ngrltli tinh nguyQn c6 suy gi6m chrlc
ndng gan 6 rnf'c trung binh kh6ng din ttdn sr/ khric bi6t tlrroc bidu hi€n v6 n6ng tl6 kali huydt
thanh. Tham chi E ngrldi bQnh drii thiio drlilng vh sr? dung tl6ng thtri vdi spironolacton (hai ydu t6
c6 thd lirn bQnh nhdn ting kali mdu) ctng kh6ng ghi nh{n sd ting n6ng ttQ kali huydt thanh tr€n
rnrlc gidi han binh thddng. C6 thd k€i lu4n drospirenon tlrJdc dung nap tdt tr€n b€nh nhdn suy girim

chfc nlng gan o mfc cl6 nhe hodc trung b\nh (Child-Pugh B).

Cdc nfuim chilng tQc

Drldc dQng hoc cta drospirenon hoic ethinylestradiol vdi ddn li6u vi tla li6u tl6 c[/Qc nghiCn crlu

tr6n phg nif tre kh6e rn4nh ngrJtli ngUdi da trXng vi ngtldi Nhf t Bin. Kh6ng ghi nh{n ihJQc stl khdc

bi€t li€n quan vd mdt l6rn sing.

5.3 C6c drl liQu an toin tiCn l6m shng

Tr€n ttQng vdt thtlc nghiQrn, tdc dung cria drospirenon vi ethinylestradiol riUQc gidi h4n trong

nhffng r6c dung li6n quan tldn tiic dung dddc lli di drlQc bi6t. Oac bi€t, cdc nghiCn cfu tlQc tinh
rr6n sd sinh sdn cho th6'y tlQc tinh tr6n ph6i vi bio thai d il6ng v{t drlQc xern nhU dac hieu cho

loei. d n6ng tlQ drospirenon trong tudnhoin cao hon n6ng tlQ drospirenon vi ethinylestradiol c,

ngUdi dDng Rosina, tld ghi nh{n dUdc 6nh hrldng ttdn srJ bi€t h6a gidi tinh tr6n bio thai ctia chu6t

nhrrng kh6ng c6 6nh hddng tr6n bio thai cria khi.

6. cAc oAc'r'iNH DU0c HQC

6.1 Danh mgc t6 drfQc

i
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ViAn nhAn:

Lactose monohydrat

Tinh b6t ng6

Tinh b6t ng6 tidn gelatin h6a

Povidone K-25
Magnesi stearat

Lip buo phim:
Polyvinyl alcohol
Titan dioxid (El7l)
Talc
Macrogol3350
Lecithin (tl6u tr/dng)

6.2 'l'inh trldng ky

Kh6ng iip dung.

6.3 Han dtng

3 nirn.

6.4 'l'h{n trgng al6c bi€t trong qud trinh

86o quiin d nc,i kh6 16o, dr/di 30r'C trong bao bi gdc, trii sdng

6.5 Ngudn g6'c vi thinh phdn bao bi

2l vi6n n6n bao phim hoac 3 x 2l vi6n n6n bao phim drloc d6ng trong vi PVC/PVDC/AI
Cric vi dtldc d6ng trong trii ba ldp PET/AIu/PE. M6i tf i ba ldp chrl'a rnQt vi drloc d6ng vio hQp

carton.

6.6 'I'h{n trgng tlac biQt v6 xrl tf thudc vir c6c thao tdc khr{c

Thudc kh6ng sr? dung hodc c6c chdt thaii nCn duoc xrl lj theo quy dinh cua tlia phtldng.

7. . r0ry vA DtrA cHi ct.l NsA sAN xuAr vA cuu so utJu GIAv pHf p LUu
HANH SAN PHAM

Gedeon Richter Plc.
Gyomroi tt 19-21., Budapest, I 103, Hungary
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