Prescription enly.
Compesition: Each lim—goaled tablel contains 2 mg of
Cypmlemﬂe acelale and 0,035 mg of ethinylesiradiol.

| G indlzatien, Dosage, L
tion and olher Aead the leaflet
Dosage form: Tablet. Presentation: Box of 1 blister
% 21 fablets, Shelf-life; 36 months.
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Storage: Slore below 30°C, prolect from lighl.

Read the package leallet before use,

Keep out of the reach and sighl ol children,
Manufactured by: LABORATORIOS LEON FARMA 5.4,
Add.: Pdligens Industrial Mavatejera Cfla Vallina s/n
2400, Villaquilambre, LEON, Spain.
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d{nh. chiéng chi dinh, éu ding, cdch dung vh cée

théng tin khae: Xem 13 hudng din 53 dung. Dang bao

ohi: Vién nén bag phim. Bang géi: Hp 1 vl x 21 vidn.
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Cymroterens acetate 2 ma - Etinvlesivadiol 0,035 mo

Han ding: 35 thing. Bde quin: Dudi 369G, 1ranh anh sdng,
5414 5X, NSX, HD: Xem Balch No., Mfg, Date, Exp. Date.
Eroc kf hudng d3n s dung trude khi ding.

DA ngoai m lay tré em,

KNha san xudt: LABORATORIOS LEON FARMA, 5.4,

Bla chi: Poligono Industrial Navatejera Gila Valting sin
24008, Villaquilambre, LEOH, TAy Ban Nha.
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Rx Thudc ban theo don

DANIELE

Cyproteron acetat 2mg & ethinylestradiol 0.036mg

THANH PHAN

M3Bi vién nén baoc phim c6 chia:

Hoat chéat: Cyproteron acetat 2mg, ethinylestradiol 0,035mg

Ta dwoe: Lactose monohydrat, Poviden K25, Carboxymethyl Starch loai A, anhydrous colloidal silicon oxid,
colloidal aluminum oxid, magié stearat, opadry |l yellow.

DANG BAO CHE: Vién nén bao phim hinh trén, mau vang.

DUQ'C LIFC HQC

Cyproteron acetat 1a thudc khang androgen. Budng trirng san xuét ra androgen {(hormon sinh duc nam),
hormon nay dwoc chuyén ddi thanh estrogen (hormen sinh duc ni¥). Androgen kich thich si phat trién cla
I6ng trén mat va co thé, tang tiét b nhon. Tang tiét ba nhon 1am 16 chan 16ng trén da s& b bit kin dan dén
xuét hién mun trirng ca. Cyproteron acetat lam gidm lwong androgen san xuét béi budng tring va hoat déng
trong co thé.

Ethinylestradiol 1a mét estrogen (hormon sinh duc ni¥) c6 thé két hop tac dung VO’N’C roteron acetat.
Ethinylestradiol 1&m tang tac dung khang gonadatropin bang cach diéu chinh st tong ha&pa,gfobulm gén
két v&i hormon gigi tinh (SHBG) trong huyét tweng. Do d6, néd ¢é tac dung gidm lwong androgen dang tu do
va dang sinh hoc c6 trong tudn hoan

Thuée cé tac dung trong te thube tranh thai dedng ubng, bing cach (re ché suw rung trieng, day haa lap té
bao niém mac ¢b tir cung lam tinh tring khang thé di qua dwoc va ngan can sw lam ta cia trieng.

DUQ'C BONG HQOC

Ethinylestradiol

Hap thu: Ding dwéng udng thube dwoc hép thu nhanh chéng va hoan toan. Sau khi ding lidu 30ug, néng
dé dinh trong huyét thanh dat dugc 100 pg/ml dat dwgce 1-2 gi¢ sau khi udng. Sinh kha dung khoang 45%.
Udng thudce cling thivc an lam gidm sinh kha dung cda thudc. The tich phan bd 5L/ kg.

Ph&n bé: Thubc gén vao albumin huyét twong vdi ty |1& cao (98%). Thé tich phan bé vao khoang 2,8-8,6 Ifkg.
Chuyén hoéa: Ethylestradiol dwoc chuyén hoa & ca rudt non va gan. Ethylestradiol direre chuyén hoa nguyén
phat bang cach hydroxyl hda vong thom va cac chat chuyén hoéa da dang cla qua trinh hydroxyl hoa va
methyl hda dwoc hinh thanh, cac chét nay & dang tu do hodc gén két véi cac gbe gluconid va sulphat. Ty &
thanh thai chuyén hoa cla ethylestradiol vao khodng Sml/ phut/kg.

Thai tree: Ethinylestradiol thai trir dwéi dang chuyén hoa. Cac chat chuyén héa clia Ethinylestradiol dwoc bai
tiet vao nuore tiéu va dich mat ty 18 4:6. Thavi gian bai tiét cla cac chat chuyén hoa khoang 24 gig. Thoi gian
ban thai khoang 1 gidr va 20 gid, chia lam 2 pha.

Trang thai 6n dinh: Dat duge & nlra sau clia chu ky didu tri khi ndng @6 thube dat duoc gap dsi so véi khi
dung liéu don.

Cyprotercn acetat

Hap thu: Sau khi udng Cyproteron acetat duoc hap thu hoan toan & khoang liéu réng. Nang @6 Cyproteron
acetat trong huyét thanh dat duoc & muirc 15ng/ml sau 1,6 gicr. Sau d6 nbéng do thude trong huyét thanh giam
theo 2 pha vai thdi gian ban thai twong tng la 0,8 gi¢ér va 2,3 ngay. D6 thanh thai toan phan duoc xac djnh la
3,6ml/phit/kg. Sinh kha dung cla thuéc dat khoang 88%.

Phéan bd: Cyproteron acetat phan Ié¢n gan vac albumin huyét twong, khodng 3,5-4% ton tai dwéi dang tw do.
Vi protein gé&n két 1a khong dac hiéu, nén sw thay ddi néng do huyét twong cuta globulin gén két hormon gidi
tinh (SHBG) khang lam anh huéng dén dwgc dong hoc clia cyproteron acetat,



Chuyén hoéa: Cyproteron acetat dwoc chuyén hoa theo hai dwong hydroxyl hda va lién hop. Chat chuyén
hoa chinh trong huyét twong |a chét giang héa 158-hydroxy. Enzyme lién quan @én chuyén héa Cyproteron
acetat 1a cytochrom P450 3A4.

Thai triv: Phan &n dueoc bai tiét dwoi dang chat chuyén hoa qua nudce tiéu va mat véi ty 1€ 3:7, mot phan
nhé thude dwoc bai tiét duwdi dang khéng dbi qua dich mat. Bai tiét qua than va mat c6 thoi gian ban thai 1a
1,9 ngay. Chét chuyén héa trong huyét thanh dwoc thai trir véi ty |8 twong tu voi thdi gian ban thai 1a 1,7
ngay.

Do thei gian ban thal kéo dai va thude dwere ding hang ngay, co sy tich Iy Cyproteron acetat trong mét chu
ky ding thube. Néng @ dinh cla thudce trong huyét tuong tang & 15ng/ml (ngay 1) |én 21ng/m! va 24ng/m!
twong tng vao cudi chu ky dung thudc thir nhat va thir 3.

Trang thai n dinh: Thubdc dat trang thai dn dinh trong sudt nlra sau cla chu ky diéu tri khi ndng d6 thubc
trong huyét thanh dat 60% liéu dung.

CHI DINH

Diéu tri mun trng ca mire do vira dén nang do nhay cdm voi androgen (c6 hodc khéngﬂd}bg tiét ba nhon)
va/hodc bénh ram léng & phu niy trong dé tudi sinh san. }. d(l

P& didu trl mun trting ¢4, chl nén st dung DANIELE khi lidu phap didu tri tai chd hodc kharg sinh toan than
khang c6 hiéu gua.

Vi DANIELE ciing ¢é tac dung tranh thai hormon, khéng nén slr dung déng théi vat cac thuée tranh thai
hormon khac.

LIEU LUONG VA CACH DUNG

Théi gian sir dung

Thévi gian dé lam gidm céc trigu chibng 1a it nhét 3 thang. Bac si can danh gia dinh ky dé quyét dinh co can

thiét tiép tuc str dung thudce khéng.

Cén udng DANIELE déu dan dé dam bao hiéu qua diéu trj va co tac dung tranh thai néu can. Phai nglring st

dung céac thude tranh thai hormon da ding trudc dé vi ¢d thé dan dén qua liéu hormon va khong cén thiét abi

v&i higu qua clia tac dung tranh thai. Viéc dung thude khong ding cach ¢o thé dan t¢i xuat huyét gitra chu ky

kinh nguyét, xuét huyét diém ho#c 1am gidm hiéu qua cla thudc tranh thai.

Céch s dung DANIELE

Uédng thudc véi nwéc theo hwéng dan trén vi thudc vac mét gior nhat dinh hang ngay. M&i ngay udng mot

vién trong 21 ngay lién tuc. Vi thudc tiép theo dwoc bat dau sau thoi gian 7 ngay ngleng udng thube, trong

thei gian ngirng udng thude hién tweng chay mau kinh nguyét sé xut hién. Kinh nguyét xuét hién trong

khodng 2-3 ngay sau khi ngirng thude va co thé sé& chwa két thuc truede khi bit dau vi thube tiép theo.

o Ddi v6i céc trudng hop khdng st dung céc thuc tranh thai hormon trde do:

Bat dau ding thude vao ngay dau tién clia chu ky kinh (ngay dau tién c6 kinh duoc tinh |4 ngay 1). Cling ¢o

thé bét dau dung thude vac ngay thiv 2-5 clia chu ky nhung trong treéng hop ndy can sir dung cac bién

phap tranh thai khac (phwong phap ngan chin) trong 7 ngay dung thude dau tién.

Dé c6 tac dung tranh thai, c&n tuan tha nhitng chi dan & trén. Trong trwérng hop khéng cé kinh nguyét trong

7 ngay ngleng thude, can kiém tra xem co thai hay khong treéc khi ding vi thube tiép theo.

«  Chuyén tir thudc tranh thai dang hormon dudng uéng phdi hop khéc (thudc vien phdi hop, miéng dén
irdnh thai, vong 4m dao):

Bat dau ubng DANIELE 14t nhét [& vao ngay tiép theo sau khi udng vién thubc tranh thai phdi hop cé hoat

tinh cudi cung (hoac sau khi thao bd miéng dan/vang tranh thai), mudn nhét |1a vao ngay tiép theo sau thei

gian ngteng udng vién tranh thai phdi hop dinh ky (miéng dan/vang tranh thai) hosic vao sau thai gian udng

vién thudc khéng c6 hoat tinh (néu ding vi thubc udng lién tuc hang ngay).

o Chuyén tir phuong phép trénh thai bang thude chi chira progesteron (vién thudc chi chira progesteron
(POP), tiém, cdy dudi da:



Ca thé ubng DANIELE bat ctr Iic nao sau khi dirng st dung vién POP. Uéng vién DANIELE du tién vao
ngay thao bd miéng cay dwdi da hodc vao ngay phai tiem mii ké tiép néu dang str dung phweong phap tiém.
Trong moi tredng hop, nén ap dung thém cac bién phap tranh thai hd tra khéc trang vang 7 ngay dau dung
thube néu co giao hop.
o Truwong hop sy thai trong 3 théang déu tién cia thai ky:
Ubng DANIELE ngay |ap tirc trong ngay bi sdy thai, khdng can ap dung thém maot bién phap tranh thai nao
khac.
«  Sau khi sinh hodc sy thai frong 3 thang gitra ctia thai ky:
Khong diing thube & phu niv cho con b (xem muc “St dung thudc & phu ni¥ ¢d thai va cho con bi”)
Sau khi sinh hay say thai vao 3 thang gitva cia thai ki, nén bt dau udng DANIELE vao ngay thir 21-28. Néu
bét ddu ubng mudn hon théi gian trén nén dung thém cac bién phap tranh thai hd tro' khac trong vong 7 ngay
dung thube dau tién. Tuy nhién néu 34 giao hop thi nén ioai trir khd nang mang thai triwdc khi bt dau ubng
DANIELE, ho#c dgi dén khi ¢o kinh binh thuwéng tré lai moi s dung DANIELE.
e X tri khi quén thube
Néu quén thube khéng qua 12 gidy so vai gity uéng thude hang ngay thi tac dung cla thubce khang thay déi.
Tuy nhién bénh nhan nén udng vién thudc bi quén ngay khi nhé ra va ubng vién tiép thed i thuong |é.
Néu quén udng thudc qua 12 gié so v gier udng thude hang ngay thi tac dung cla thi‘I;\'c'-/t,béfﬁ'@"giém di.
XU tri vien thubc bi quén dia trén 2 nguyén tic co ban sau: Khéng duwoc ngieng thube qua 7 ngay; Nhét thiét
phai udng thudc lién tuc 7 ngay dé dat duoc sy re ché thich hop truc dwdi ddi — tuyén yén — budng tring.
Hang ngay thwe hién nhikng chi dan dwoi day:
Tuan 1
Nén udng vién thuéc bi quén ngay khi nhé ra, tham chi ngay ¢ khi phai udng 2 vién thuéc clng mét lic. Sau
dé tiép tuc udng cac vién thude khac nhuw thwéng 16, Nén sir dung bién phap bdo vé khac nhir diing bao cao
su trong 7 ngay tiép theo. Néu co6 giao hop trong 7 ngay trede dé, nén xem xét dén kha nang ¢6 thai. Cang
udng thudc khéng déu thl théi gian nghi gitra céac chu ky cang ngén lai va nguy co ¢6 thai sé tang lén,
Tuan 2
Nén udng vién thudc bi quén ngay sau khi nhé ra, tham chi néu phai ubng 2 vién cling Itic. Sau dd tiép tuc
udng cac vién khac nhw thuéng |, Trong trwdng hop da udng thude dung chi dan trong 7 ngay lién tuc trwdc
khi quén thudc thi khong can thiét phai st dung thém cac bién phap tranh thai nae khac. Néu khong diing
thuéc lién tuc ding gi¢y nhw trén hodic quén udng nhiéu hon 1 vién thude thi nén st dung cac bién phap tranh
thai khac trong vong 7 ngay.
Tudn 3
Anh huwéng cia thude tranh thai co thé gidm di do gan t&1 khodng thdi gian nghi uéng thude. Tuy nhién, cé
thé ngdn chan dwec nguy co gidm kha nang tranh thai bang cach diéu chinh lai lich uéng thudc. Khong can
phdi dung thém bién phap tranh thai nao khéac trong treéng hop nguéi ding @& ubng thube dung chi dan
trong sudt 7 ngay truede khi quén thude. Trudng hop khéng udng thude ding gior trong 7 ngay tredre khi quén
thubc, nén thie hién theo 1 trong 2 Iwva chon dwdi day déng thei ap dung thém bién phap tranh thal khac
trong 7 ngay tiép theo:

- Uéng vién thube bi quén ngay sau khi nh¢ ra, ngay ca khi phai uéng ¢ hai vién cung luc, sau 4o tiép tuc
ubng céc vién khac nhu thudng 16, B4t dau udng vi thude méi ngay khi hét vi thubc cil, c6 nghia 13 sé&
khéng co théri gian nghi giva 2 vi thude. S& khong ¢ hién tueng Kinh nguyét cho dén khi két thac vi
thude thi 2 nhwng hién tweng ra mau bat thweng hodc chay mau gitka ky co thé xuét hién trong thoi
gian uéng thuéc.

- C6 thé ngivng udng vi thube hién tai. Nghl ubng thude 7 ngay tinh ca ngay quén ubng thudc, sau dé tiép
tuc uéng vi thudc mai.

Néu quén uéng thudc va sau d6 khéng cé kinh nguyét trong khedng théi gian ngng udng thude thl phai
can nhéc tdi nguy co ¢é thé co thai.

Réi loan tiéu hoa:



Trong trirérng hep réi loan tiéu héa naing, sy hap thu thudc sé& kém di, do vay nén st dung bién phap tranh
thai khac trong théi gian nay.

Néu bi nén hodc di ngoai sau khi udng thudc 3-4 gid, nén sk dung thém mét bién phap tranh thai khéng
hormon khac {khéng sl dung bién phap do nhiét dé) trong thdi gian bj rdi loan tiéu hoa va trong vong 7 ngay
sau da, Néu trong 7 ngay do vi thude hét nén ding luén vi thude tiép theo ma khang ¢6 thdi gian nghl thude.
Trong treéng hop nay, kinh nguyét s& khdng cé cho d@én sau khi udng hét vi thubc tiép theo. Néu trong thoi
gian nghi thudc sau vi tiép theo ma khéng ¢6é kinh nguyét bénh nhan nén ¢an nhic dén kha nang c6 thai. Nén
ap dung bién phap tranh thai khac néu rdi loan tiéu héa kéo dat.

Tri hodn hodc thay ddi chu ky kinh

Mubn trl hodn chu ky kinh, udng vi thudc ké tiép ma khong ca thai gian nghi thude. Théi gian tri hodn cé thé
kéo dai dén cudi chu ky sau. Trong thoi gian nay ¢b thé xdy ra xuat huyét diém hoic xuét huyét gita chu ky.
Dé thay dai ngay co kinh so v&i chu ky trede, bénh nhan cé thé rut ngén ngay nghi thudg thec y mudn. Thai
gian nghi cang ngén, thdi gian dé c6 kinh sé& dai ra, s& cé nguy co cac b xuét huyét di c xuAt huyét
gilra chu ky,

CHONG CHi BINH

Chéng chi dinh s dung thude trong cac tredng hop sau:

- 80 dung ddng thei vai cac thude tranh thai hormon khac.

- Bang 6 hay ¢ tién s huyét khéi tinh mach (huyét khdi tinh mach sau, thuyén tic phdi)

- Dang c6 ho3c co tién st huyét khdi dong mach (nhw nhdi mau co tim) hodc ¢é triéu chirng bao tredc (Vi
du: dau that ngLre, con thiéu mau néo cuc bé thoang qua)

- Dang c6 hay ca tién sl tai bién mach mau néo

- Céyéu td nguy co ndng hodc cé nhidu yéu té nguy co gay huyét khéi tinh mach hodc dong mach nhu:
¢ Bénh dai thao dwdng véi triéu chirng mach mau
s Tang huyét ap nang
o R&i loan lipoprotein mau néng.
Yéu td di truyén hodc méc phai huyét khdl dong mach ho#c tinh mach bao gbm khang protein C hoat
hod, thiéu hut antithrombin [lI, thiéu hut Protein C, thiéu hut Protein S, tdng homacystein mau va khang
thé khang phospholipid (khang thé khang cardiolipin, chét chéng déng lupus).

- Rbiloan tim mach, bénh tim mach, bénh van tim, loan nhip tim.

- Réiloan nhan cau

- Viém tuy néng co tang triglycerid trong mau

- C6 mé&c hoac nghi ngd méc bénh ung the ¢a lién quan dén hormon sinh duc estrogen (ung thw v hodc
cac ¢ guan sinh duc)

- Hién tai hodc co tién st mac bénh gan, déng th&i cac théng sb danh gia chire ndng chua tré lai binh
thwéng

- Chay mau am dao béat thwong

- 8uy than ndng hodc suy than

- Tién sk dau nlra dau (Migrain) v&i cac triéu chirng lién quan 6én than kinh trung wong.

- Phu ni¥ ¢¢ thai va cho con bu

- Man cadm voi bat ky thanh phan nao cla thude

CANH BAO VA THAN TRONG

DANIELE chtra progesteron cyproteron acetat va estrogen ethinylestradiol va dwoe st dung trong 21 ngay
trong mét chu ky kinh nguyét. DANIELE c6 thanh phan tweng tw véi thube tranh thai phéi hop deong ubng
(COQC).

Thei gian str dung

Thei gian dé lam gidm céc triéu chirng |a it nhat 3 thang. Bac si can danh gia dinh ky dé& quyét dinh c6 can
thiét tiép tuc sl dung thube khéng.



Néu c6 bét ky triéu chirng hodc yéu td nguy co nao duwoc dé cap bén duwdi, can xem xét can than loi ich cla
viéc st dung DANIELE so v&i nguy co trén tikng ca thé va thao luan vdi ngudi slr dung truede khi sl dung
DANIELE. Néu bién cé tién trién, nang thém hodc 1an dau xuét hién bat ky cac trigu chibng hodc yéu td nguy
co nao, ngudi st dung thude nén dén kham dé bac st quyét dinh tiép tuc hay ngirng s dung DANIELE,

Réi loan tuan hoan

- Sir dung DANIELE lam t&ng nguy co huyét khdi tinh mach (VTE) so v&i viéc khong st dung thudc nay.
Nguy co VTE tang cao nhét trong ndm dau tién phu n(r bit dau dung DANIELE hodc s dung lai hodc
chuyén dbi thude sau khi tam nglrng s@ dung thudce trong it nhat 01 thang. Td vong c6 thé xdy ra & 1-2
% sb tréing hep bi huyét khéi tinh mach.

- Tan sb xuat hién VTE & phu ni s dung DANIELE I&n hon tir 1,5 dén 2 1an so v&i phy nir st dung cac
thuéc tranh thai phdi hop dwdng ubng chira levonorgestrel va cé thé twong dwong vé’ﬁ\; Tla cac
thudc tranh thai phdi hop dwdng udng chira desogestrel/ gestoden/ drospirenon.

Nhitng phu ni¥ st dung DANIELE c6 thé bao gém cac bénh nhan vén da tdng nguy co bénh tim mach

nhuw lién quan dén hoi chirng budng tring da nang.

- S dung thubc tranh thai hormon c6 lién quan dén tang nguy co thuyén tic huyét khdi ddng mach {nhéi
mau co tim, con thiéu mau nio cuc bd thoang qua).

- Bién cb huyét khdi da duwoc bao céo & tinh mach hodc ddng mach & gan, mac treo rudt, than, nao hay
vBng mac & phu nl st dung thudc tranh thai dang hormone nhung rat hiém gap.

- Triéu chirng huyét khéi tinh mach ho#c ddng mach hodc tai bién mach mau néo cé thé bao gdm: dau va/
ho#c swng bat thuong & mot chan; dau nguc nang dat ngdt, dau tda ra canh tay trai hodc khéng: khé the
dét ngdét; ho ot ngdt; dau dau kéo dai, nang hodc bat thueérng; mat thi lvc hoan toan hodc mat phén daaot
ngbt; chirng nhin déi; ndi [4p hodc méat ngdn nglr; chéng mat; dat quy, kém hodc khéng kém con co giat
cuc bd; yéu hoac té liét mdt bén hodc mbt phén co thé dot ngdt, rd rang; rdi loan van dang; hai chirng
bung "cap".

- Nguy co thuyén tdc huyét khdi tinh mach tang véi:

»  Tudi ting

= HUt thude (hat thudc cang nhiéu, tudi cang cao thi nguy co cang 1én, d3c biét véi phy nip trén 35
tudi). Phu niy trén 35 tudi nén dwoc khuyén cao khang hat thude néu ho mudn st dung DANIELE.

= C6 tién st gia dinh (Vi du thuyén tic huyét khéi tinh mach & anh chi em ruét hodc cha me & do tudt
tong ddi tré). Néu nghi nger cb yéu t6 di truyén badm sinh, phu ni¥ nén xin y kién bac si chuyén khaa
trwwdre khi quyét dinh st dung thudc tranh thai horman.

» B4t dang kéo dai, phau thuét Ién, phau thuat & chan, hosic chan thwong nang, trong cac trudng hop
nay nén ngung st dung thudc (tredce it nhét 4 tuan trong tredng hop phau thuat theo chuong trinh)
va khéng slr dung tiép trong vong hai tudn sau khi van déng lai duoc hoan toan. Nén can nhic st
dung liéu phap chdng huyét khéi néu khang nglrng st dung DANIELE trweére phiu thuét.

= Béo phi {chi 6 khdi co thé trén 30 kg/m?).

- Nguy co bién chirng thuyén tic huyét khdi dong mach hodc tai bién mach mau néo ting voi:

»  Tuditing

«  HUGt thube (hut thude cang nhiéu, tudi cang cao thi nguy co cang lén, dac biét véi phu nte trén 35
tudi), Phy nib trén 35 tudi nén dwoc khuyén cao khang hat thudc néu ho mudn sik dung DANIELE.

» Rdiloan lipoprotein mau

»  Béo phi (Chi s6 khéi co thé trén 30 kg/m?)

= Tang huyét &p

=  Pau nira dau

=  Bénh van tim

=  Rung nhi

= o tién sl gia dinh (Vi dy thuyén tdc huyét khéi tinh mach & anh chi em ruét hodc cha me & dé tudi
trong déi tré). Néu nghi ngd co yéu td di truyén bam sinh, phy nik nén xin y kién bac s7 chuyén khoa
treee khi quyét dinh sl dung thudc tranh thai hormon.



- Céac bénh lién quan dén bién cd bat lgi rén tuan hoan, bac gébm dai thao dwéng, lupus ban dé hé théng,
héi chirng uré huyét tan mau, bénh viém ruét man tinh {(nhw bénh Crohn hodc viém loét rudt két) va bénh
hdng cau hinh liém.

- Céan chi y vé tng nguy co huyét khdi & thei ky sinh dé,

Can nglrng str dung DANIELE ngay trong treéng hop dau nlra dau xuat hién nhiéu hon hodc nang hon
trang qua trinh st dung DANIELE (do day c6 thé la du hiéu béo treédc bién cd mach mau nao).

Phu nr st dung DANIELE nén lién h& véi bac sT ndu xudt hién cac triéu chirng cb thé lién quan dén huyét
khéi. Nén &p dung bién phap tranh thai phil hop vi nguy co gay quai thal khi st dung liéu phap chéng huyét
khéi (Cac coumarin).
Cac khéi u
Yéu td nguy co quan trong nhat doi voi ung thu ¢b ti cung 1a nhiém HPV kéo dai. Mot s6 nghién ctru dich té
hoc dé cho thay rang s dung thudc tranh thai phdi hep kéo dai cé thé lam ting nguy co r}ng‘a, tyy hhién van
cdn nhitng tranh c&i vé s tham gia clia cac yéu td khac nhu tinh trang cda ¢ t cung va'€ac hanh vi tinh
duc bao gém ca viéc siv dung cac bién phap phdng ngira mang thai khac.
Mét phan tich gap tir 54 nghién cwru dich t& hoc cho thay nguy ce ung thw va & phu niv dang sl dung COC
cao hon mot chit so v&i nhikng phu n@ khéng st dung COC {RR=1.24). Ty |& 86 phu ni dwoc chan doan 14
¢é nguy co cao hon nay dan dan thap di sau 10 nam ngirng udng thude. Do ung thw va hiém géip & phu niv
du6i 40 tudi nén sb phu nr d& slr dung hay dang st dung COC dwec chan doan ung thw vit & mc thap
trong tong s6 cac nguyén nhan gay nén ung thw va. Cac nghién clru nay khéng dua ra nguyén nhén gay nén
cac nguy co d6. Nguyén nhan co thé [a do cac phu ni¥ nay di kham nhigu hon trong théi gian dung thude, do
tac dung sinh hoc clia COC hodc do s két hop cha ca hai nguyén nhan, Ung thw vi & nhitng ngudi stk
dung thudc ¢6 chidu huwdng dwoe chan dodn sém hon trede Khi cé nhikng trigu ching tién trién trén lam
sang so v&i nhirng phy ni khéng bao gi& st dung.

Ung thu vi hiém g3p & phu ni¥ duwdi 40 tudi cho dii ¢é dung hodc khang diing COC. S4 lwong lon nhirng

nguwdi bi ung thw vi so véi 56 phu nik dang ding COC cho thay nguy co gy ung thu wi 1a thap.

Yéu td nguy co quan trong nhat gay ung thw vi trén nhitng phy né st dung COC 1a dd tudi dirng udng

thude, tudi dirng thudc cang cao nguy co ung thw va ciing tang lén. Thei gian diing thuédce it quan trong, nguy

¢co nay sé dan dan mét di trong thai gian 10 ndm ding thude, sau khi dirng thudc nguy co nay sé khéng con.

Hiém trwérng hop u gan lanh tinh va cuc ky hiém treong hep u gan ac tinh dwoc bao cao khi s dung COC.

Nhitng u nay co thé gay ra chady mau bén trong. Théng bao ngay cho bac s§ cla ban biét néu xuat hién

nhirng con dau di» déi & phé&n bung dwsi, gan to ra hay cé dau higu xuat huyét nai trong qua trinh st dung

CQOcC.

Cac tinh trang Khac

Nhirng phu nit ho#c trong gia dinh cé tién sl ting triglycerid mau ¢6 nguy co bi viém tuy cao hon khi st

dung COC.

Mac di tang huyét &p nhe da dugc bac cao & nhixng phu nl¥ dung COC nhwng tinh trang nay hiém gép trén

l&m sang. Tuy nhién, néu trong qua trinh st dung COC bénh nhan lién tuc ¢6 du hiéu lam sang cla tang

huyét ap thi hay théng bao cho bac s§ dé ngirng siv dung va diéu tr] ting huyét ap. Khi cac théng sb da tré

vé binh thurdrng, bac s ¢6 thé can nhic viéc tai sl dung COC.

Nhitng tinh trang sau day d& dwoc bao cao & phu ni® mang thai cling nhw nhirng nguwdi si» dung COC,

nhwng chua cé két luan vé& mai lien quan cia nhitng tinh trang nay véi viéc st dung COC, gdm c6: bénh

vang da kém ngira ¢é hodc khéng c¢6 lién quan dén (r mat, séi mat, rdi loan chuyén héa porphyrin, lupus ban
dé toan than, héi ching uré huyét cao, chirng mua giat Sydenham, bénh Herpes thai ky, xo cilrng tai kém
theo mét kha ndng thinh giac.

& nhirng phu ni* mac phu mach di truyén, estrogen ngoai sinh ¢6 thé 1am xuat hién hoac lam nang hon cac

triéu chirng clia bénh phil mach.

Mac du COC ¢b thé cé anh hwdng trén sw khang lai insulin ngoai vi va dung nap glucose, nhung khéng cé

bé&ng chirng cho thay sw cén thiét phai thay doi phwong phap didu tri & nhivng bénh nhan tiéu dwéng co st



dung liéu thap COC (¢t chira < 0,05mg ethinylestradiol). Tuy nhién nhitrng phuy ni bi bénh tiéu duéng thi can

theo dbi chat ché khi st dung COC.

Bénh Crohn va viém loét dai trang cling c¢ lién quan dén st dung COC.

Chirng nam da cé thé xuét hién, déc biét v&i nhirng phu nir co tién st nam da trong th&i gian mang thai. Phy

nl ¢é xu hweéng bi ndm da nén tranh xa anh ndng mat trévi hodc tia e tim trong théi gian st dung COC.

Nhitng phu nr mac ching ram I6ng ¢b triéu chieng xuét hién ting dan 1&n thi can tién hanh chuan doan phan

biét d& xac dinh r& nguyén nhan gay bénh (cé khdi u ting san xuat androgen, thiéu enzym tuyén thuong

than)

Ly do dirng thudc ngay 1ap tlrc bao gém:

- Xay ra lan dau tién hodc bénh dau nira d&du nang thém (migrain) hoic dau dau nang.

- D6t nhién méat kha nang nhin, kha nang nghe hoac noi.

- DAu hiéu khdi phat clia bénh nghén timh mach huyét khéi (dau hodc sung phéng chan, dau khi thé hodc
ho khéng rd nguyén nhan), ¢cam giac dau va khd chiu & nguec.

- & tudn trede khi phdu thuat 16n (phau thuat viing bung, phdu thuat & chan, cac tri liéuy khoa déi véi
chirng gian tinh mach hodc bat déng kéo dai, sau tai nan hoic phau thuat. Khéng dL‘md i uég/ﬂ‘é lai sau
3ty o BBing bivk B, frong trudng hop phi thustkhdnclp, bian phap phorig Hle huydtkhé
thirérng dwoc ap dung |a tiém heparin dwéi da.

- Kh&i phat vang da, viém gan, nglva toan bd co thé.

- Tang cac con dong kinh co giat

- Tang huyét ap

- Kh&i phat trdm cdm nang

- Bau bung trén ndng hoéc gan to

- €4 thai la Iy do dirng thubc ngay lap tire bdi vi mét sé didu tra cho thay ding thudc tranh thai dwéng
udng trong giai doan dau thai ky ¢6 thé 1am tang nhe nguy co 1am thai nhi bj di tat. Cac diéu tra khac
khéng cho thay két qua twong tw.

TWONG TAC VOI CAC THUOC KHAC, CAC DANG TUWONG TAC KHAC

Cac twong tac thude l1am tang thai trir cdc hormon sinh duc ¢6 thé gay ra chay mau gitra chu ky va cé thé
lam mét tac dung cla thudc tranh thai. Mét sé thubc gay cdm ¢ng men gan nhw: phenobarbital, primideon,
phenytoin, oxcarbamazepin, carbamazepin, griseofulvin, rifampicin, rifabutin va méot sb thudc khang virut
(nelfinavir, nevirapin, efavirenz) c6 thé Iam mét hiéu qua cia thudc,

Phu nt¥ dang dling thudc gay cam &rng men gan nén ap dung thém mot bién phap tranh thai khac.

Diing chung v&i thube felbamat cé thé lam gidm ndng dd ethinylestradiol trong huyét twong (nghién civu in-
vivo).

Dung khang sinh ¢é thé 1am gidm hiéu qua cda cac thudce tranh thai cé thé 1a do anh hwdng thay ddi dén hé
vi khudn dwong rubt.

Phu ni¥ diing cac thudc gay cdm (rng men hodc khang sinh phd réng trong thevi gian ng&n nén dung thém
mot bién phap tranh thai khéng hormon khéac trong 14 ngay sau d6. Néu trong 14 ngay dé vi thuéc hét nén
bat dau vi thude ké tiép ma khéng c6 thdi gian nghf thude. Trong tredng hop nay, co thé s& khéng ¢o kinh
nguyét sau khi udng hét vi thudc thiy hai, néu khéng c6 kinh nguyét trong théi gian nght thude sau vi the hai
nén kiém tra xem co thai hay khéng trieére khi bat dau vi thubc ké tiép.

Dung déng théi voi tetracyclin ¢ thé 1am gidm tac dung cla thude tranh thai. Khi ding clng véi cac thube
thudc nhém nay nén ap dung thém maot bién phéap tranh thai khac. Dung déng thdi véi Rifampicin, ¢anh bao
nay nén duwoc ap dung trong vong 4 tuén sau khi dirng thudc, tham chi trong treerng hop chi diéu tri trong
théi gian ngén.

Liéu dung cla cac thudc udng diéu tri tiéu dweng, insulin {do dnh hwéng dén kha ning dung nap glucose),
thudc chdng dong, thudc didu tri déng kinh va corticosteroid c6 thé phai thay dai.

Thude 1am ting tac dung clia benzodiazepin.



Khéng ding dong thei vei cac ché pham tir thao duwrge St John's (Hypericum perforatum) vi co thé lam mét
tac dung cla thubc tranh thai do anh hwdng Gén enzym chuyén hoa thudc, Chay mau gitra chu ky va cé thai
ngoai y mubn 85 duec bao cao. Tac dung nay cé thé kéo dai dén 2 tuan sau khi dirng diéu trj véi ché pham
St John's.

PHU N’ CO THAI VA CHO CON BU

Phai th® thal ireée khi dung thudc.

Nghién ciru trén dong vat cho thay lién quan dén su chuyén gidi tinh nir 36i véi thai nhi nam khs dung
cyproteron acetat trong giai doan tac phdi tai thevi didm béat ky tao cor quan sinh duc. Mac du két qua cia tho
nghiém nay cé thé khéng lién quan dén ngudi, nén can nhic khi ding cho phu nir sau ngay thir 45 cla thal
ky co thé gay ra nir hoa ddi véi thai nhi nam. Chéng chi dinh dung thudc trén phu nir mang thai, vi vay phai
loai trir trvéng horp dang mang thai tredc khi dong thuée.

Phu ni cho con bu: Chéng chi dinh dung thudc trén phu nir cho con bi. Cyproteron acetat oc bal liEE}/VEiO
s{ra me. Khodng 0,2% lidu dung DANIELE cla ngudi me sé duoc dua vao co thé tré qu me/tuong
g vori liéu 1Tmeglkg. 0,02% lidu dung ethinylestradiol hang ngay che ngwdi me ¢o thé ducrc a va0 co thé
tré so sinh qua bu slra me.

TAC DUNG TREN KHA NANG LAl XE VA VAN HANH MAY MOC
Khang ghi nhan thay anh hwéng cla thude trén kha nang 1al xe va van hanh may moc.

TAC DUNG KHONG MONG MUGN

Phan Ién cac tac dung ngoai ¥ trém trong do sl dung DANIELE twong tu nhu cac thude COC Khodng 10-
30% phuy nir c6 thé g&p mot sb tac dung khéng mong mudn trong vai chu ky s dung dau tien. Cac tac dung
da dugc bao cao bao gdm: dau va cang tirc v, budn nén, nén. dau Gau, thay ddi can nang. tang hoac giam
kha nang tinh duc. Nhirng tac dung khong mong muébn thudng trung binh va bién mat trong vong 2-4 thang
sau khi dung thube.

Nguy co huyét khi tang & tat ca phu ni sir dung thube DANIELE,

Céc tac dung khéng mong mudn baoc gdm:

B& phan co thé Thweng gap Khéng thwdng gap Hiémgap
(21/100) (21/1000 dén < 1/100)| (= 1/10000 dén <1/1000) |
Cac rbi 1oan v& mat Khéng dung nap véi kinh &p |
fréng ‘
“Réi loan tiéu hoa Budn nén, dau bung Nén, tiéu chay —4|l
R&i loan hé mién dich Qua man cam
R&i loan dinh dwéng | Tang can Gilk nwére Giam can
, va chuyén hoa 1
| R6Iloan he than kinh | Bau dau, trdm cam Dau nira dau, Tang nhu cau tinh duc |
. gidm nhu cadu tinh |
| duc I:
Ro6i loan hé sinh san [ Pau va cang tirc | Phi dai tuyén vi Thay dbi & am dao va vi 1
‘ va tuyén vu tuyén vi |
| Réi loan da va 16 chic NGi ban, may day | Ban @6 dang cuc, ban a6 da
I_dg’di da Lhinh ]
i Roi loan mach mau & ' to |
L i I’:\ /‘"Yﬁ&‘ ‘C;t.oNDA‘ el
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Céc bién ¢ bat loi nghiém trong sau da dwoc bao cac & phu nlv st dung DANIELE va da dwoc dé cap &

muc “Canh bao va than trong”.

Céc réi loan vé thuyén tic huyét khoi tinh mach

Céc réi loan vé thuyén téc huyét khdi déng mach

Thay dbi chu ky kinh:

1. Gidm luwgng kinh nguyét: mét sd bénh nhan mong muén gidm lugng kinh nguyét. Day cé thé Ia loi ich ddi
v&i mot sd bénh nhan co lwong kinh nguyét qua nhiéu,

2. Métkinh:

Chay méu gitra chu ky: xuat huyét diém hoac chay mau nhidu gitra chu ky cé thé xay ra trong th¥igian dung

thude, d&c biét trong vai chu ky dau tién, théng thudng sy xuat huyét nay sé tw hét. Néu hﬂ@méﬂ béat

thiedng van tiép tuc, nén tién hanh cac xét nghiém thich hop dé loai trir nguyén nhan do mat 6 CnEPC nao do

hodc do nao thai gay ra.

Tac dung trén sinh h6a méu. st dung thudc tranh thai dweng udng cd thé anh hwéng dén két qua cac xét

nghiém bao gbm cac xét nghiém sinh hoa gan, tuyén gidp, tuyén thirong than va chie néing than, ndng dé

trong huyét tong cla céc protein mang (carrier protein) va st phan chia lipid/lipoprotein, chi sé chuyén héa

carbohydrat, chi 6 mau déng-mau chay. Nhan vién phang xét nghiém can dwoe thong bao vé viéc sir dung

thudc tranh thai dirdrng udng khi ¢ yéu cau lam cac xét nghiém nay.

Théng bao cho béc sy cac tac dung khdng mong mudn gap phai khi diing thuée

QUA LIEU VA CACH XU TRI

Khéng cé anh hwéng nghiém trong khi dung qua lidu dwgc bao cao. Cac trigu chirng cd thé xay ra khi ding
thuée qua lidu bao gdm: budn nén, ndn, chay mau am dao.

Khang c6 thude gidi doc dic higu va chi diéu tri triéu ching.

Han dung: 36 thang, ké tir ngay sén xuét. Knéng dung thude qua han sir dung.

Bao quan: Duéi 30°C. Trénh anh séng.

Poéng g6i: Hop 1 vix 21 vién

DE XA TAM TAY TRE EM
BOC KY HUONG DAN SIF DUNG TRUWOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST HAY DUQC SI

Nha san xuét: LABORATORIOS LEON FARMA, S.A.
Poligone Industrial Navatejera C/ La Vallina, s/fn 24008 - Villaquilambre, Leon, Tay Ban Nha
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