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Cide i dargre: Lactose monohydrate, tink Bt khoai thy, Microcrystalline cellulose
(E460), Povidone K 25 (E1HM), Tale (E533b) Crospovidane (E1202),

Magnesium siearate (E572)
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Vién ném o6 madu triing den tring ngd, ron, bé mit phing, vé canh vii mismit
dispe ddnh diu bing chit "B” & mit bén vi o démg kink T mm
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Ciach dumg

g durimeg g,

{Hlfﬂu '

Cih thet bir ddu whog vién nén vio bl cir ngy ndo cia chu oy kink nguvée.

Ligu ding cia Visanne 4 mdt vidn mdi ngay md kbing cin bit ky giai doan nghi

ndo, it nhit a wlog cing mét 1 mii ngiy véi mit heomg chit ng khi cin

thiét. € thé wing thude cimg hodlc khing cing thire &n. Phii wing lidn tyc cic

1.'i.-|‘.|1thai! ké chiy miu &m dao hay khdng. Khi uong hét mit vi, nén bt diu ngay

vi tiep theo khdng co thix gian nghi gidn doan,

Xir by khi quén liew {

Higu qud cia Visanne o thé bj giam trong ineimg hop bb 1 vién nén, ndo mirs

vivhodic tiéu chity (néu xiy m trong ving 3-4 gid sau khi uwdng vién nén). Trong

truimg hop mi4 hode nhiéw vién by bo K, ngudi phy ol chi cin wing mét vién

nién, ngay khi nhe ra, vi sau 86 s tidp tuc wing vidn thubc vio ngiy him ss

theo lich trinh binh thiimg. Nén sdag bi vién thude khéng dge hip thu do non

mvira hobe tiéu chiy.

Thing tin bi sung vé cdc qudn ché bink nhin ddc bigr

Tiré ent v thank thidu nién

Visanne khdng dwpee chi djnh & tré em cha of kinh nguyél.

Tinh an todn v hifu qui cia Visanne duge chimg minh trong nghidn cing khing

#6d chimg 12 thing trén 111 nir thanh thidu nién (12 < 18 wii) duge chin dodn

xic dinh Ipc ndi mac nir cung hope nghi ngd vé lim sing (xem phbn Cinh bdo vi

thiin trong vii Duge hoc)

Khiéng c chi dinh i dyng Visanne phii hop trong quiin thé bénh nhin c2o wdi

Bgnh mhan suy gan

Chéng chi dinh ding Visanne & bénh nhin hign tai hay tién six bj binh gan niing

(xem Chilng chi dinh).

Bink mhdn sy thin '

Khdng cé di Thdu cho thly cdn phai didu chink Liéu & bénh nhin suy thin,

Chbng chi djnh il e el o
phir ede ché phdm chi 6 progestogen khic, khing nén sir dyung Visanne khi

b bt Ky tinb trgngg ndo duge 1 ki diedd diy. Bt ki deh trang néo xish hign

trong qué trink sir dyng Visanne, phdi ngumg didu trj ngay lip tirc.

» Bénh 1§ thuyén the buyét khdi tinh mach tién wrién

b Hign o6 hodic tién sir ob bénh ddng mach vi bénh tim mych, {vi dy nbw nhdi

mdu cor tim, tai bién mach mdu ndo, bénh tim thidu mdu opc bé)

» Dii thio duimg co bidn chimg mach nuiu

B Hign 6 hodc tién sir bj bénh gan ndng, vii chire niing gan chum tro lai bish

- Hiln c6 hode tidn sir bj u gan (Leh tink hode ¢ tinh)

i D biét hodic nghi g bj cdc logi ung thu phy thudc hormone: sinh dyc
b Chy mdu fim dao chura dwge chdn dodn

B Qui méln véri hogt chit hoge bit ki th duoc ndo

i 4 i ’
Trurdre: khi bt diu diéu irj blng Visanne, phai logi trir tinh trang mang thai {xem
Py i e thai va cho con bad).

Nén dimg cic bidn phip trinh thai bing hormone trrde ki bt diu dséu iy v
Visanne. Néu ciin phai trinh thai, nén sir dyng cée bidn phip trinh thai khing co
bormone (vi di nhur pharomg phip mang ngin).

W o thai xdy ra & phy nit wit dyng ché phim thudc trinh thai chi chit
progestogen {vi dy ahur minipall) thi kha nfing of thai ngodi bir cung s cao hom &
ahém phig nir sie dung thude trinh thai két hop. Vi vy, @ shimg phy it cb tién st
mang thai agodl 1 cang bodc suy gidm chic ning voi timg, vige w7 dang
Visanne cin due quyét dinh chi sau khi cin nhdc cin thin nhimg 1gi ich so véi
clie nguy oo,

mm&wdﬂp&nﬁﬁhmmﬁnﬂﬂ;mnhﬂng#h
bbo diic bigt v thin trong dic bagt ddi vin vide sir dyng céc ché phim chi chira
progestogen kb cling ob gid i wong vige sir dyng Visanee mic do khdng phia
tht ¢ nhimg chnh bbo vi thin trong ndy dda dya trén shimg thir nghigm lim sing
cin Yisanne,
Méu bt ke mia trong cac tinh trang’ véu t nguy oo dupe 82 ciip dudi diy 13 hign
e I.ilul'm nén thyre hign phdn tich ki ich = mi ro cia tmg yéu 16 e
khi ki diu hoge Gép tge Visanne,
Cidc rii logn fudn hodn
Tir che nghién ciru djch 18 boc, of rét it bng chimg vé méi lidn quan gilka cic ché
phdm chi chira progestogen v ting nguy co nhid mau co tim hode thuvén tke
kbl mpch ndo. Ngay oo che 1ai bién tim mach vA no khi lién quan &én sir
gin tiing tdi, thng huyds fip v hist thode. O phy ni b ving buyét &p. nguy co 4ot
quy 6 théé ting nhe b cic thubc chi chira progestogen.
Hﬂuﬁruhi#nm-:himrﬁng-:-ﬁlme':dm gy ¢ bon mdl chil, nhmg kbing
ot § nghia thimg ké cia thuyén the buyét khdi tink mach (buyét khoi tinh mach
séiu, thuyén tiic phai) lién quan dén vife sir dyng cic ché phim chi ob progesso-
gen. Néi chung, cic yéu 18 nguy co dupe cong nhin cho thuyén tic huyét khi
tinh mpch (VTE) bao gom tsén sir ci nhin hodc tién sir gin dinh bj VTE (VTE &
anh chi em bojc cha me & 40 tali trong A& som), fudi the, béo phi, bit djag kéo
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trong mi sb tnaomg hop). Cin xem xét ngimg Visanne trong tnedmg hop ny.

Thay dii mi di xuremg (BMD) e ;
EﬂMﬁm#hﬂnﬂMh&unﬂ{l!-ﬂlﬂnﬁﬂmlzm
idu trj dln dén sy gidm sit mit 39 xomg (Bone Minera Density — BMD) &

o sing thiit lung (L2-L4). Mirc thay 304 trung binh cia mdt & xweng tir ic
ket i didu trj 1 Dac kel thise difu i 1d <1,2% trong khodng gitta -6% vi 5%
(lcheding tin ey 1C 95%: -1,70% vi -0,78%, n= 103). Do lai miit 45 xuemg vio
thii dim 6 thing s khi kit thise didu tri & nhom bénh nhin bj gidm mds 8§
xumg cho thiy o khaynh hdmg hai phyc. (Thay dd trung binh so v lac ban
diiu: -2,3% tai thi diém két thise Bibu trj i -0,6% 19 thisi didm 6 thing sau khi
kiét thite didu trj i k gilkn 9% v 6% (IC 95%: -1 200% vi 0,06%, n=6().
Gidm mdt 36 xeromg 1 ﬁng]wﬂmﬁ&nguhudﬁiﬂumnmnm
thiéw nién v diu 3§ tedi tnrimg thanh - giai dogn then gl qpai trinh phit
trién xromg. Chara bidt lidu vide gidemn mit &) xwong & nhimg ddi nagng ndy co
lam gidm khéi lagmg xuomg 160 da vl ting nguy oo gy Xuong trong cude song
sam ndy by khding. (xem mye =Bk nhdn nki khoa ™ vi " Derge Iiee hoc™)
Trén nhimg béh nhin c6 ting nguy co ladng xwong nén dinh gid cén thin nguy
0 — lyi ch trate khi bis du didu trj Visanne bii vi ndag 46 estrogen nji sinh
gikim kbdag nhiéu Lm trong qui trish dicu trj v Visanne (xem mpe Duge Ine
hec ).

Dhing Ay dhi Calcium vi Vitamin D, trang khilu phiin in hay phdn b sung. 14
mﬁmmnmmm:mammdmmmmﬁ

Ciie binh ly khdc :

Whimg bénh nkdn ¢ tién sir rim cim nén dupe theo difi cin tin v ogimg
thude ndu trhm cim wi didn véi mirc 33 nghiém mong.

Nii chung, Visanne dwdmg nbar khiag dnh lsémg dén buyds dp & phi nir b buyét
iip binh thwdmg.
Tuynhim.ﬁumgmﬁupmneﬁmmlsmmgvhui!‘pmdihnmg
khi sir dyng Visanne, nén ngimg Visanne v didu i ting huyét dp.

Clin ngimg Visanne khi o6 tii phit ving da & mit vihosc ngia mi hidn nrmg
ndy xiry m liin du tién trong qud trinh mang thai hoge dot sir dyng inade 46 cia
cac steroid sinh dyuc.

Visanne cb thé o6 mid the dyng nh tritn khdng insalin ngogi vi vi dung nap
glucose. Phy nit miic bénh &1 thio . dac bigt [ nhimg ngwdi oo idn sir dii
thiio dutmg thai k¥, nén dupe theo dii cin thin trong khi ding Visanne.

Sam da d4i khi ob thé xdy ra, dic bigt 1 & nhimg phu it c6 Gén s sam da thai
kv. Phy nit et xu huedmg sam da nén winh tép wic vid inh ning mdt i holc
beirc xa tia gyre tim khi dang ding Visanne,

Nang budng trimg kéo dal (thmg dupe goi 14 u nang budng rimg chiing nang) cb
thé iy ra trong khi sir dyng Visanne. Hiu bt cde nang nky kbilng cé mifu
chimp, miic 0 mdt 56 oo 1hé kém theo dau vimg chiu, .

Laciose 3

M vién Visanne chita 62 Emg laciose nmm{hy&lﬂ.ﬂ&ndnnhtiﬂidiﬁu niy
khi sir dyng Visanne & nbimg bénh nhin cé vin dé vé di uu,huﬁ:‘mqp
galactose, bénh nhiin ob sy thidu byt Lapp lactase hode chimg kém hip thu
gluscose-gnlactose & nhimg bénh nhin iin kiéng khing ob lactose.

Thiim kivdm y 1é

Truiw khi bt diu hode thi sir dyng Visanne, ciin baét 1odn b bénh sir vil cin
khim sire khide vi khdm phy khoa theo djnk bardmg bin cic chéng chi djnh {xem
Chéng chi dinh) vil cdc cinh bio (xem Cinh béo dic bidt vi thin trong khi sir
dung) v nhilng thim khim niy ciin 13én hinh djnh ky trong qui trinh sit dygng
Visanne, Thn sult vi tish chit cia nhimg dinh gid nay nén duge diéu chinh phi
horp véri timg < thé nguivi phy nit nhumg nédi chang nén bao glm lién quan dic
bt dlén haryée dip, vil, el oo quan vitng byng v ving chiu, vi ciing nén hao glm

té bio ¢ 1y cung.

Tuumg the vir cic thule khic v cic dgug twomg tic khée

Laru §; Clin tham khdo thing tin ké dom cia cic thede ding cing dé xée dinh

nhilmg tromg tic thudc oo khi ning xiy ra.

Tic dyny cia logi thuie khdc trén Visanne

Progestins bao gdm dienogest dige chuyén héa chi ydu biri b thing cytochrome

P450 3A4 (CYPIA4) ndm ch & niém mac rudt vi trong gan. Do 46, che thude giy

cim img hodc ire ché CYPIA4 ob thé dnb haimg dén chuyén hda thube

prageslogen.

Ting thanh thi che hormone sinh dye do cim (mg enzyme o6 thé lim gidm higu

qui didus trj cia Visanne v ob thé gily ma ciic thc dyng khéng mong mudn vi dg

nhur nhimg thay déi trong kifu chiy méu tir cung.

Gidim thanh thii cae hormane sinb dyc do i ché erzyme cd thé lam thng nire 85

tiép xise von dienogest vi cb thé gy ra che the dyng khdng mong mudn.

B Cide chdr Idm siwg tharh thil hormane sink dyc fgidm hify qud bl sgr odm

g emzymnel, v e

Phenytoin, barbiturate, primidone, carbamazepine, rifampicin, va ciling o6 thé vii

oxcarbazeping, iopimmate, felbamate, griscofulvin,

Syt cam img enzyme ob thé quan st tdy sau mdt vii ngdy dibu tri. Sy cam img

enzyme thi da thrdmg dege quan sdi thiy irong mii vii nakn. Swu khi ks

hﬁ:qdﬁrﬁdihui.uc&mmmaﬁﬂf tye duy e trong kboding 4
(i

Tic ding cim chit cim tmg CYP 3A4 rifampicin duge nghién cins trén nguwii
miin kinh khic manh, Diing chung rifampicin véi vién chira estradiol valerate/
dienogest diin tini giim ding ké néng 4§ & trang thii hing djnh va ndag 46 1dn
thiin cia di . Nimng 4 toan thin cia dienogest vi estradiol & trang thdi
hdng dink, do bii AUC (0-24h), gidm tuong img khoang 83% vi 44%.

B> Cihe chir e i harcimg ke mharn b o aharh thd e hormane sinh duc,
vi ey
Khi dimg théri v hormone sinh dyc, nhiéu chil dc ché protease HIVHCY
v chit e ché sao chép khing phai nscleoside cb the lam ting hoje gidm
n&qdﬁmmhmiﬂm.ﬂh&dﬂyﬁiﬂym&ﬂ:ﬁmqmﬂ
mifit lim sdng troag mdt vl nimg hip.

B Cie cht lim gidm tharh thai hormome simh dyc fohadt e ché enzyme)
[Menogest 14 chit nén cia cytochrome P450 (CYP) 344,

S turomyg quan vé mit lm sing cia twong the of thi xiy m v cic thube o ché

mien cén chum bidt,

[Hing cimg v che thisde de ché manh CYPIA4 o6 th lim thng ndag 36 huydt

toromg cia diciogest.

Chit dre ché CYP3A4 trung binh v manh nb cée thisbe khing ndm nhém azole

(¥l dy fraconazale, voriconazale, Muconszole), verapamil, che macrolide (vi dy

clarithromyein, ervithromyein), diltinzem v nude ép bardi o6 thé lim ting ndng

i buyds neomg cia progestin,

Trong nghsén cirg chimg minh the $jng caa cac thede i ché CYPIAL

(ketoconazole, erythromycin) lén thudc phii bop estradiol valerate/dienogest,
8 buyét heomgg & tramg thid hing dinh cia dienogest ting. Ding cing vii

thudsc (¢ ché manh ketoconazole lim ting AUC (0-24h) & rang thiii hing dinh



Phei xem x# sy gia ting nguy o thuyén the hayét kKhdi trong giai dogn sau sink.
thﬁqﬁ&umuwhh}mnhcﬁnhhguﬂu:hhgmﬁhﬂnn&hqﬁ
khéi ding nmssch hode tinh mach hodic nghi ngd o6 nhimg hién co 8.
Céie ki w
Mt phin tich gdp tir 34 nghikn ciru dich of hoe cho théy ob tng nhe nguy e
neomg ddi (R = 1,24) cida vide chitn dodn ung thr vii & nhimg phy nir dang sir
dmph&hﬁhﬁaidm‘m:ﬁ.éﬂtﬁuﬂmnﬂ ch
estrogen-progestogen. Mguy oo nay guim i trong itheird giam 10
niim sau khi ﬂ%ﬂsmﬁmﬁqmmﬂcm,h
ung thir vii hidm glp & phy o dudd 40 i, sif ting nguy oo chin Sokn mde ung
lhu".-[mngmhhih'um;mdmgmwwggﬁnﬂyﬁxuum;ﬂvﬁwm
uhciuhu!rhmgmuvﬁ.ﬂﬁcnm&c dodim ung the wi & ngardil sir dyng

chi eb progestogen o thit od mirc & neong tr nbar o cia COCC, Tuy
nhién, 50 viri cic COC thi ché philm chi o6 progestogen o6 bing chimg dya trén
cic miu diin 58 nhd hom ohidu vi do vily 1 it thuyét phye hom. Nhimg nghién
ciru niy khiing cung cip bdng chimg m@-iqlmﬂm.l.uqni.}lihlli.lli:‘
nguy oo drge quan sit ob the la do veio chin dodn sim ung ther vi & ngwin s
digng O, hafic do che the dyng sinh boe cia cie OF hoje két hop ca bal. Che
g mg&uﬁdmcﬂnﬁnbﬂm%ﬂqmﬁyﬂmhﬁg
i1 tidm trign 1im sng bon so vii che toomg bop ung thir dege chiln dodn & ngwin
chara bao gl sl dung. e
Trong nhimg trardmg hop hidm gip nhe u gan inb tish, v hidm hon néa 14w gan
& tinh 4 duge bio cho & nhimg ngiedi ding céc thinh phis hormon nhar thinh
philn trong Visanne. Trong mdt s6 traimg hop ci bidt, nhimg khii u ndy din dén
adthwﬂmﬁwudﬁhllnhmﬂ:-ﬂhthﬁumnéﬂﬂqurumtéi
trong chiin dodn phin biét khi of daw ning & ving bung erén, gan to bode ob cac
diin higw xuilt huyét trong & byng xdy ra @ phy nif dang ding Visanne.
Nhiimg thay dii tromg chiy miu kink nguyés _
Ditu tri Visannc inh hieimg dén kidu chiy miu kinh nguyét & da s cic phy nit
{mem Tic dyng kbiing mong muon),
Cihady muibis midmge o i creng

mig i cung. vi dy nhir pho ol oé lae nidi mac trong co tir cung (hinh cor

tir cung) holic u xo tir cung, o6 thé trim khi sir Visanne, Néu
chdy mdu afing v lin tye theo then gian, of thé din dén thifu mius (mic &8 ning

Tdc dg Fisamme frém cd 3 .
e e e e ent i Wi ROt A LM Qg .com

ciia Visamne voi chuydn héa qua trung gian enzym cytochrome PA50 cia cic
thude khic.

Turomg tic thwde-thiie dn ; _

M bira &n nhitu chilt béo dugs tidu chudn hba khing lim dnh haémg #én sinh
khi dung ciia Visanne,

Cide dgng tweng tdc kivde

Vide sir dung che progesting 6 thé dnh hndmg dén kit qua xét nghiém, bao gbm
e cic thing s sinh héa ciia gan, tuyén gidp, fuyén thugmg thin va chin:

thiim, ndig & wrong hyet tromg cia {chdt mangh protein, vi di: cic thank

cika lipid / lipoprotein, cic thing s6 cia qud trinh chuyén hda carbobydrate vi cic
thing sé déng méu vi ly gidi fibrin, Noi chung, nhimg thay déd vin niim trong

pham vi gid ir] xé nghidm thfing thadimg
b kg sioh sén, phy o o P e
Pivg mi oo thai

C I A L 1 vide s dung dienogest & phiy nilr mang thai. Cée nghién el trén
dhng vit vi dir lidw tir nhimg phy i tiép xise véi dienogest trang khi mang thai
cho khéng cé nguy co dic bift trén mang thai, s phdt tridn cia phdi‘thai,

pom

quii trimhs sink s hiodc qué trinh phit rién sa khi sink & nged (em Dé By an

dovirr fién b sdmg). Tuy nhién, khdng nén ding Visanne che phy nir mang thai vi
khding b nbu cdu didu irj lpe ndi mpe bir frong khi mang thai.

Py mik cho con b )

Khéing khuyén cao diéu trj biing Visaene trong thin ki cho con bi. Cic dic tinh

hod 1§ v di¥ ligu trén ddag vit cho thiy db bal xudt trong sira me. Phai
quyét dinh ti:lwfmgdmﬂm b hdge wd'ﬁmmdﬁnhkdﬁlﬁ
fch ctia vide cho con bl 88 woi té vil Igi ich cila diéu tri 48 véi ngudi phy nit.

Khd ming sinh sdn

Dhga trém A ligu o6 shn, sy rung trimg by G ché & phiin 10m chc bénh nhdn trong
khi diéu 157 véri Visanme. Tuy nhién, Visanne khimg phii 14 mét thudc tinh thai,
Weéu cin thiét phai trinh thai, nén sit dgng phuong phip khiag o6 hormon {xem
Cimh béo diic bigt vi thin trgng khi s dyng)-




Diga trém i ligu hisbn 6, chu iy kinb nguyét v b binh thumg trong ving 2
thing saw kki ngimg dbew tr bing Visanne,

F::E: 'n]inl&nﬂininxlﬁ;:ﬂvhhhhmiymﬁcmshphi;m

r:g-:m:ﬂgummgm&;ﬂhdbieuhmmuuhmgmangdauutnuukhi
bdt diu udng Visanne, vA gidm theo thir gian diéu . Cic tac dyng khing
mong mudn sau diy &8 dupe bdo cdo & nhimg nguid ding Visanne.

Ciic v dyng khéng mong mudn dwge bio cho xuvén nhbt trong qud trinh
didu tri, duge dinh gid it nbit 13 cb thé e lién quan dén Visanne 14 nhire dhu
(50076, kkhd chiu & v (5.4%), dim mang chan nde (5,1%), va myn img b
(5,1%).

Mgodi m, phin 1om binh nhin dibu i v Visanne cb thay &b v kiku chiy miu
trong ki kinh Cie kiku chiy mbu wrong ki kinh nguyvét duoc dinb gid
mijt cich hé ﬂﬂpgnhﬂkﬂthunhnhﬁﬁmrlﬂnd:hwdmft
phuong phip dinh gid cda WHO trong gini dogn 90 ngiy dau sir dyng nja tiet.
Tromg ving %0 agiy diéulq wiri Visanne, che kigu chiby mdu sxu diy dupe ghi
nhiin (n= 200, 100%): mit kink (1,7%), chéy mbu khéng theimg suyén (27,2%),
chiy miu thisémg xuyén (13,4%), chiy miu khing déu (35,2%), chiy miu kéo
ﬁg&m). chiy miu hinh thetmg (24,2%), nghia |d khéng thuic cic log trén

(22 8%).

Chic thay d&i vé cde kiu chéy mdu think thodng dwoc ghi nhén tir bénh nhén nha
phan tmg cb hai (xem bing phin ¢ng cf hai dudi ddv)

Bing cde plin smg of hai

Bing 1, tn sust cia cée phin img o6 hyi cia thude (ADR) phitn lag thes b co
quan MedDRA (MedDIRA, SO duge bdo cio win YVisanne duwgc 16m G irong
bang duti diy, Trong mei nhim tin s6, céc tic dung khing mong mudn duge the
haén theo thir ty tin sudt giim din.

Tin sudt duge xic dinh k thwimg gip (21 / 100 dén =<1/10) vi it glp (=1 / 1000
den <1/100), * Cde fdn 56 dwpe tinh diwg ivén diF lifu gip cria bon thir nghiém
lim sing bao gém 332 bink mhdn (100, 00%)

Bdng 1- Phin logi tdn sudt teeng S07 ciia phy ni o6 ADRs, theo MedDRA SO,
whim 2 myg Diemogest = dywa trém J&iF fiu tdmg hep ciia ban tai nghigm lim sdng
bag gém 332 bink niin

Cibe vl logn b miu Thiéu miu

vi bych byl Mo _

Cic rii logn chuyén Tingcln Gidm cin

hika vi dinh dirdmg A Tiing mgon mifng

https://trungtamthuoc.com

hogt tink khing androgen nrong dwong khodng mét phin ba hogt tinh ctia
cyproterone acetste. Dienogest lign két v cic thy thé progesterone cia tir cung
ngueéri wéri chi 1076 di lye womg 86i cia progesterone. M di i bye thdp véi che
thy thé progesterone, dicnogest b tic dyng progestogen myah in vive. Dicnogest
khding cd hogt tinh androgen, minerabocortscosd hodle glhicocorticoid ding ki in

VIVIL

D lige v highe quad:
Higu qui viegn tndi cla Visanme so véi gid dupo vé tic dyng giim dau viing chiu
ﬂﬁﬁ-ﬂnqmdéﬂli':I'H.'!lil:'l'l.'ﬂa..‘mL‘lung[Eﬁrl‘}vigihmduum]:'n,gﬁnﬂmﬁgm
i trede dibu trj 38 duge chimg minh troag mit nghién ot kéo dai 3 thing bao
glm 102 bénh nhin ding Visanne. EAPP duge do trén thang VAS (0-100 mm).
Sau 3 thing didu trj v Visanne, 43 chimg minh o6 khic bift ob § nghia théng ké
so v i durge (A= 12,3 mem, 95% CI: 6,4-18,1; p 20,0000 ) v grim dao c6 ¥
nghia lim skng o wii tnede diéu irj (gidm trung binh = 27 4 mm & 22.9).
Sau 3 thing didu i, c6 37,3% bénh nhin ding Visarne (gid dwge: 19,8%) co
gidm EAPP 16m hon bémg 507 ma khding lam ting o6 ¥ nghta viée sir dyng
thalic gidm dau diing ddag thiv; 18,6% bénh nhin dimg Visanne (gia dwge: 7,3%)
ob gidm EAPP & mise 7% trdr lém ma khing Hm ting ¢b § nghia vige s dung
gidm dau ding ding thin.
Phs gl clru med sdng sie dung shin mo cla nghién i 303 chimg gid duge
ndy cho thy tidp te e thaén daw ving chiu lidn quan dén lac vdi mac v cung
trong thén gian diéu tr lén dém 15 thing (gekm mung binh khi két thic
digwa tr = 43,2 & 21,7 mm),

Npodi ra, hidu qoi orén wrida chilmg daw wing chiju lidn qm.nnﬁn lpc it mapc B
cung &3 durge th hidn rroag msdt thir nghiém kéo dii 6 thing so sinh Visanpe v
dfin chit ddng vin GnlH leuprorelin acetate (LA) bao gdm 120 béah nhdn sit
dyng Visanne. EAPP duoc du'lp}n'l.hmi WAS (0-10 mm mqu.l.n E-ilihl}' gi.iTI
dau o6 ¢ mghia 1im sing w0 vii ban i & ¢4 hai nhém diéu i (Visanne: 47,5 +
28,8 mam, LA: 46,0 4 24,8 mm), Hidw qua khdng thua kém so v LA dya trén
dpnh bhein I‘.h.imi thizs kém dwrpe xic dijnh tnedee 1a 15 s 43 daoc Ehlfmg mirh

i =<0, 0001 ).

Ba nghién cina bao ghm 1éng cdng 252 bénh ahin &ing mdt [iu hiing ngdy 2 mg
dienogest dF chimg minh gidm ding ke cic 16n thiomg e ndi mac i cung sau b
thing diéu trj.

Mt nghién ctru ngle nhidn, mi 464, nhém song song (n = 20 &én 23 cho mdi
nbdm ligu) &5 ngheén ol the dyng duge lyc hpe clia b mic lidy dienogest (0.5,
1.0, 2.0 hagie 3.0 mg/ngiy) trong 18 da 1 72 nghy. P quan =it thly rgng mimg &
14% v 4% phy nit lin [t & cic mhém ding 0,5 mg v | mg. Khing ob sy nang
tnimg xiy ra & nhim ding 2 mg vi 3 mg. Trong nhdm ding 2 mg, sy rung trimg
il duge xic nhin & B0%, phy i rong vong 3 takn sau khi ngimg diéu trj.
Visanne chem diege thir nghidem vé hidu qui ngi thai trong cic nghién cin lém
hom.

Hidu qua ¢la Visasne 38 dwge chimg minh trong didy b e trefu chieng bién
quan Lpc ndi mgc oir cung (daw khusg xwong chiu, dau bung khi hdnh kinh v dau
khi giso hop) trong mét nghién ciba 12 thing trén 111 di taymg bénh nhin thanh
thiéu nién nir (sau khi bink kish i or 12 3éa 18 mdi).

Iwe lighe wi @ roim )
Ning & estrogen ndi sink chi bj (e ché & mire 33 trung binh trong khi didu trj
v Visanne,

Mit 33 khodng xuomg (BMD) 43 dwpe dinh gid & 21 bénh nhin nguwdn km e
vid sau 6 thng diéu trj vi mit 83 xwong trung binh khing bj gidm., Trong mi
nghién cina 12 thimg lién quan dén 103 d0i nromg thanh thiéy nién, 35 thay &di
teromeg i trang bish mds 84 xwong & xromg sbog thit leng (L2-L4) so vii mic
co bdn (baseline) 1 1,2%. Trén mit nhim nho bénh nhin gidm mdt 49 xuwong.
mijt phép do theo déi 43 diepe tién hinh rong 6 thing sau khi kit chise Jiéu trj va
chao thilw syr téimg e lai mit 49 xueomg dén mibe co bdn (haseline).

Khing co tic djng ding ké trén cic thing s0 xét nghiém tidw chain, bao gd
huryds hoc, sinh hba miw, men gan, cde lipid, vi HbALC dwpe quan sdt thily trong
khi didu trj voi Visanne 1rong khodng thir gian ln dén 13 thing (n = 168),

Tink an todn trén thank thidu nidn

Tink an iodn cha Visanme trén mit 3§ xuong disge nghbén cdha tromg mit tha
nghsém Lim shng khdng A1 chimg kéo dii 12 thang trén 111 bénh nhin tanh
thidu nién (12 b < 18 nsdd) drge chin dodn xéc diah hode o nghi ngd rén Mm
hag lac ndd mac tr cung. Thay 331 trung bink wé mft 46 xuromg that lemg (L2-L4)
g0 v Mic chira digu tr trén 103 bénk nhin 14 -1,2%. Troag phdn ahdm binh
nhiin 6 mdt &) xueng giam, do 19 mit 46 xoong 6 thing sau ki két thic didy i
cho thiy mit 49 suong Hing b -0,6%.

Dy tinh dwype djng hoc

Hip thu | :

DMenogest ding duimg wing duge hdp thy nhanh chbag vi gin nbu hokn todn,
Wing &) dinh 47 ng/ml &at dupe khodng 1.5 gir sau khi wbag lifu duy nhit. Sink
khi dung khodng 91%. Duge ddng hoc cia dienogest 14 1 1§ vii iéu ding trong
khodng liu 1-8 mg.

Phdn bi _ ’ | :
Dienogest ligén kit vii albumin hayét thanh va khing gin v globuln gin
hormone sinh dige (sex hormane binding globalin - SHBG) hofic globulin gin
conicoid (corticoid binding globulin - CBG). 10% ting a6 ki trong
hu;.-wh thanh 14 hidn dién dudi dang steroid fy do, 9075 lidn két khang dje bift vin
albumin,

Thé tich phin b bidu kién (VAF) cha dienogest 1 40 L.

Chuvén hda’ Bidn 801 sink hoc

Dienogest duge chuydn héa hodn todn bii nhimg con dwimg 33 biét cia chuyén
hoa steroid, vii sy ta0 thinh che chdt chuyén hia phin 1ém 1a khing ob hoat tinh
e tiet. Dyra trdm che nghide ciu in vitro v in vive, CYPIAY 4 enzyme uhﬁri'éu
liém quan dén chuydn hia cha dienogest. Ciic chit chuyén hoa dipe bai xuit rit
nhnhﬁhg. do viry, trong huydt teomg, dienogest dang khimg d6i 1a phin chitm
el

Tic @) thanh thii khoi huydt thanh qua qui trinh chuyén hoa CUF 1i 64 mlphat
Thati trie :

Mong 48 trong buydt thanh cia dienogest gidm theo bal pha. Pha cudi cling dwee
dbe tumig b mt thivi gian bdn (ki 9-10 gib. Dienogest duge bii xuk
ddri dang cic chibt chuvién hba duge bii xudt qua nude titu vi qua phin vai me
o W kchoiing 3:1 sam khi uwhng lida 0,1 mpkg.

Thn gaan-ban thiil cia qua trink i audn chdn chuyeén hia rong medc tda 1 14
gitr. Sau khi whng. khodng %6% lidu ding dwpe thii trir rong ving 6 ngiy, phin
16m hegng ndy duge bii xukt trong ving 24 gidr dhu tidn, chi véu qua mede tiéu
Trang thai dn dimh

Dhegpe dng hoe cia dienogest khdng bj dnh simg bon ndng 89 SHBG. Sau khi
udag hing ngly ndog 46 thude ting kbodag 1,24 1dn khi dgt duge thii 4
dinh saw 4 ngky didu tri. Duge ddag hoe ca diencgest sau khi ding lisu Hp la
clia Visanne co thé duge dy dodn rir dupe ddag hoe liéu duy nhit

Dt ligu an todn fién lim sdng
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Chity mdu tiF cung bt thudmg

Ciie kit chiry mdu sau diy 43 dupe quen sit thiy: Va kinh, chay miu khéng
thurdmeg xuyén, chiy miu thuimg xuyén, chiy miu bit theomg, r huyét kéo dii
Cridm mgs dif xarerng

Trong ciru kiing 86 chimg trén 111 thanh thitu nién it (12t <18 udi)
duwpe dicu trj vii Visanne, 103 bénh nhin duge do mit 3 xwong. Khoing 72%
nhimg i tham gin nghién ciru niy o6 mit &3 xwong thit lung (L2-L4) gidm

sau 12 sl dymg (xem Canh béo vl Thiin trong khi s dyng)
Hmwb&r&!ﬁuﬁ:ﬁ-%w-ﬂm#ﬁlﬁﬁm

R e

wini Visanne 44 khing chi ra m{d nguy

Ol mghide cira S tinh clp tinh thye bi

cor the dyng cb had clip tink trong tnsimg hop ¥o ¥ mi lidu gip nhidu lin
Ilhmhﬁmgnﬂy.w&m&ﬁﬂ#ﬂh.ﬂaiﬁwt
mii ngiy (lidu cao hom 10 dén 15 1in trong Vissnne) trong 24 ruln e dyng dbu
dwpe dung ngp rir the.

Cheljctahdmyclf L S A
L il tind e dpe

Bhim dage tri: Progestogens

M ATC; GO3D

Diemogest the ddng trén ndi mpe oF cung bling cach giam sin xudl estradiol B4
:iuhﬂdudbﬁ:ﬂﬂdcmmmﬂugduunﬁdmﬂimnﬂmﬂd
v tri binh thuimg v lpc chd. Khi dwpe dimg lidn tpe, dienogest 130 ra mdt midi
trundmg i tiét giim estrogen, tng progesterone gily phin img mukng rung ban
ﬁﬁmﬁnﬁtmmmhhwmm tharomg i mac. Cic dbc
fung, mhur cic thc trén midn dich va ching o aharimeg, nhur
p&ﬁﬁﬂhﬂ?ﬁuﬁwwnﬂhm bao, o
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36 thing ké i ngiry sin xult
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thém thing tin, xin ki f kidn cia bic st
%in xudt béi: Bayer Weimar GmbH und Co. KG
Ddibereinersirasse 20, 29427 Weimar, CHLB i
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