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THONG TIN SAN PHAM

boc ki hudng dan st dung trudece khi diing

1. Tén san pham: BELARA vién nén bao phim.

2. Tén hoat chat va ham lwong: 0,03mg ethinylestradiol va 2mg
chlormadinon acetat(tucrn%du'cng 1,71mg chlormadinon)/vién.

3. Chidinh: Thu8c ndi tiét t& dung tranh thai.

Khi sif dung Belara nén can nhac cac yéu té nguy co hién cé & titng phu nir, dac biét la
nguy cd huyét khéi tinh mach (VTE) va so sanh nguy co huyét khéi tinh mach khi dung
Belara v&i nguy co clia cac thudc néi tiét t6 dung tranh thai dang két hop khac.

4. Ligu dung & cédch diung: Dung hang ngay vao cung th&i diém, theo huéng
mi tén, trong 21 ngay lién ti€p, sau d6 ngung thudc 7 ngay. Sau 7 ngay ngun
thudc, dung vi ti€p theo vao ngay thi* 8 ngay ca khi vin con hanh kinh. sNéu
trird khéng dung thuéc tranh thai néi tiét, bt d3u udng vién dau tién vao
ngay 1 ctia chu ky. Bat dau vao ngay thir 2 - 5 ctia chu ky: can thém bién phap
tranh thai co hoc trong 7 ngay dau. N&u chu ky kinh nguyét di bat dau hon 5
ngay trudc do: nén doi chu ky tiép theo. «Déi tir thudc trdnh thai ndi tiét phdi
hop khdc sang Belara: bit dau Belara vao ngay ti€p theo sau khoang thai gian
ngung thudc hodc sau khoang thei gian dung vién gia duwoc. «Déi tir thudc

trdnh thai chi chira progestogen: bit dau Belara ngay sau ngay ngirn thudc va
thém bién phap tranh thai co hoc trong 7 ngay dau. «Ddi ﬁ(‘r dang thudc tiém
hodc cdy dudi da: bit d3u Belara vao ngay g& bd que cay hodc vao ngay tiém
thuéc du kién

va dung thém bién phap tranh thai co hoc trong 7 ngay dau.

*Sau sdy thai/phd thai trong 3 théng déu thai ky: dung Belara ngay sau say
thai/pha thai trong 3 thang dau thai ky. *Sau sinh conzgg %dg thai/phd thai
trong 3 thdng gila thai ky: néu khéng cho con ba, dung thudc tir ngay 21-28

sau sinh, khéng can thém bién Ehép tranh thai co hoc; néu bat dau sau ngay
28, can thém bién phép tranh thai co hoc trong 7 ngay diu; néu d3 quan hé,
can loai trir kha nang cd thai holic doi chu ky tiép theo. «Dung thudc khéng
thudmng xuyén: Néu guén 1 vién nhu’ng da ué’ng :a_!i trong véng 12 gi¢ thi van
ti€p tuc ding thudc nhu binh thuwémng. Néu qud 12 gier méi dung lai, phai uéng
ngay vién cudi ciing bi quén, tham chi u6ni2 vién cung lac, céc vién khac dun
nhu thuing 18, cdn dung bién phdp tranh thai co hoc (bao cao su) tron §
ngay tiép theo. «Khi bi non hodc tiéu chdy: Néu nén trong vong 4 gi&r sau udng
thudc hodc tiéu chdy nang tién trién, thudc c6 thé khéng hap thu hoan toan,
tac dung tranh thai khéng dugc dam bdo. Thyc hién theo chi din & muc
“dung thudc khong thuong xuyén”. «Tr hodn kinh nguyét: bd qua 7 ngay
ngung thudc, dung ti€p ngay vi Belara khac. C6 thé kéo dai theo y mudn dén
khi két thuc vi thir 2. Co thé gép xudt huyét I&m tdm hoic xuit huyét ngoai chu
ky. *Doi kinh nguyét sang ngay khac trong tuln: cé thé rit nié'm khoang thei
ian ngung thudc v&i s& ngay mong mudn; c6 thé khang thy kinh, xudt huyét
am tdm hodc xudt huy8t ngoaichuky.
5. Tac dung khéng mong mudn: +Phé bién: xudt huyét ngoai chu ky, xuat
huyét I8m tdm (thudng giam khi tiép tuc dung Belara), dau déu, kho chiu viing
nguc. *Man cdm; tdm trang chan nan, cing thing; chong mit, dau nira dau;
rdi loan thj giac; viém két mac, khong dung nap kinh ap trong; mat thinh luc
dot ngot, U tai; tang huyét ap, ha huyét dp, ngirng tuan hoan, suy finh mach,
huyét khéi dong mach hodc tinh mach; budn nén; nén; dau bung, day bung,
tiéu chdy; mun trirng ca; rdi loan sic t8, ndm da, rung téc, da khd; meé day,
cham, ban do, ngira, bénh viy nén tram trong hon, "héi chirng ngudi s6i”;
bénh héng ban nit; cam gidc ndng ng; dau lung, réi loan co; ting tiét dich am
dao, dau bung kinh, vé kinh; dau bung dudi; tur tiét sira, u soi tuyén v, nhiém
Candida am dao; vi to, viém am hd am dao, rong kinh, héi chirng tién kinh
nguyét; dé bi kich thich, mét méi, phi, ting can, tang tiét md hoi; chan &n;
thay déi lipid mau bao gom téngtriglycerid mau.
6. Chéng chi dijnh: *Dai thido dudng mat kiém soat; Tang huyét ap khéng
kiém soat, huyét 4p thuéng xuyén > 140/90 mmHg; *Huyét khdi tinh mach
hodc tién sir huyét khéi :Tnﬁ mach; *Huyét khéi tinh mach do di truyén hodc
méc phai nhur kich hoat d& khang protein C, bao gdm yéu t8 V Leiden, thiéu
hyt yéu t8 khang thrombin 1II, tﬁié’u hut protein C, thiéu hyt protein S; dai
Ehéu c6 thoi gian bat déng kéo dai; «Huyét khdi dong mach, tién sir huyét
héi dong mach hodc cé tién triéu; eNguy co huyét khdi dong mach; bénh
mach n3o — dét quy, tién sir dot quy hodic c6 tién triéu; huyét khdi dong mach
do di truyén hoic mic phai nhu ting homocystein mau va khang thé khang
ﬁhos holipid; tién str dau nira dau vai triéu chimg than kinh khu trd; nguy co
uyét khdi ddng mach do cé nhiéu yéu té nguy co hodc cd mét trong cac yéu
t8 nguy co nghiém trong: déi thao dudng cé triéu chimg trén mach mau, ting
huyét ap ndng, rdi loan lipoprotein mau ndng; *Viém gan, vang da, rdi loan
chirc nang gan; *Ng(ra toan than, & mat, dic biét trong [3n mang thai hodc
digu tri bang estrogen trudc do; *Hbi chirng Dubin-lohnson, héi chirng Rotor,
r8i loan tiét mat; eTién sir hodc dang c6 khdi u & gan;*Pau dir doi viing
thugng vi, phi dai gan hodc ¢é triéu chimg xudt huyét 8 bung; *Lan dau mic
hodc tai phat con réi loan chuyén héa porphyrin; eDang cd hodc tign sir khéiu
ac tinh nhay cam vdi hormon nhu ung thu vii hodc ung thu tir cung; *R8i loan
chuyén héa lipid ndng; *Viém tuy hodc cé tién st viém tuy, néu cd két hop véi
tang triglycerid mau; Triéu chirng dau nira d3u hoic ting tan sudt xudt hién
con dau dau dir doi; #Tién sir dau nira dau véi tridu chimg than kinh khu trg;
*R&i loan cdm thy cdp tinh nhu r8i loan thi gidc hoic thinh giac; *R&i loan van
ddng; *Tang s& con dong kinh; *Tram cAm ning; *X&p xo tai thodi héa trong
nhitng [an mang thai trudc do; V6 kinh khéng rd nguyén nhan; «Tang san ndi
mac tir cung; *Chay mau bd phan sinh duc khéng ré nguyén nhan; *Néu cé
mot yéu td nguy co nghiém trong hodc nhiéu yéu t& nguy co huyét khéi
déng/tinhmach; *M3n cadm véi thanh phin thudc.
7. Canh béo: Hat thudc lam tin nguy co tac dung phu nghiém trong trén tim
mach. Phu ni¥ >35 tudi cé hat thude nén sir dung bién phap tranh thai khac.
S(r dung thudc tranh thai ndi tiét phdi ho'p cé lién quan v&i ting nguy co' nhoi
mau co tim, huyét khéi, dét quy hodc khéi u & gan. *Néu cdc Eé_u té nguy co
duwdi ddy tdng nding hodc xudt hién Idn déu, nén tham khdo y kién bdc si- Béo
phi; bat dong kéo dai, dai phau hodc phau thuat & chan hoic khung chau,
phiu thuat than kinh hodic chdn thuong Ién; tién sir gia dinh huy&t kh&i; ung
thu, lupus ban dé hé théng, hdi chirng tan huyét uré huyét, viém rudt man
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tinh, hdng cau hinh ligm; 16n tudi; ting huyét dp; dau nira du; dai thio dudng;
tang homocystein mau; bénh van tim, rung nhi; réi loan lipoprotein mau; »sNéu cé
cdc triéu ching sau, cdn chdm séc y té ngay va b ho bac si: sung mdt bén chan
va/hodc ban chan hodc doc theo tinh mach chan; dau hodc cing cirng & chan; chan
€6 cdm gidc &m hon, tr& nén dé hodc d6i mau; ddt ngdt they nggn khéng r& nguyén
nhén hodc thé gdp; ddt ngdt ho, ho ra méu; dau buét & ngyc; chéng mit, chodng
vang ndng; nhip tim nhanh hodc bat thurémng; dot ngdt té hodc yéu co & mit, canh
tay hoic chén, dic biét & cung mdt bén co thé; dét ngdt di lai khé khin, chéng
mgt, mat kha n3ng gilr thing bdng, phdi hop dong tac; dot ngdt Iu 13n, néi hodc
hiéu kho; ddt ngdt nhin khd & mdt hodc ca hai mat; dau diu d6t ngdt, dau diu
ndng hodc kéo dai khdng ré nguvén nhan; mat nhan thire hodic ngt, cé ddng kinh
hodc khdng; dau, khé chju, cam gidc bi chén ép, tirc nguc, cdm gidc cing tirc &
canh tay hodc dudi xwong (rc; khé chiu lan tda & lung, ham, hong, cinh tay va
bung; cdm gidc no ddy, khé tiéu, nghet thd; todt md héi, budn ndn, nén hoic
chéng mit; mét mai, lo ldng; *NEu nghi ngér hodic khing dinh cé huyét khéi, cin
ngirng dung Belara. sNéu dau bung dir déi khéng ty khai, can ngirng thudc va xem
xét kha ndng gan to hodc céc dau hiéu xuat huyét & byng lién quan dén khdi u tai
gan. *Néu ting huyét ap c6 y nghia 1am sang, nén ngirng thudc va didu tri ting
huyét ép, c6 thé dung Belara ngay khi huyét ap trér vé binh thuémg. «Phy nif c6
tién sir herpes sinh duc, ¢6 thé tai phat. eNguy co viém tuy ting & phy nit ¢é tién
str téing triglycerid mau hodc tién s(r gia dinh tang triglycerid mau. *R&i loan chirc
nang gan cdp tinh hodc man tinh, tai phat vang da & mat di tirng xudt hién trong
thai ky hodc khi sir dung hormon sinh dyc trude ddy, can ngirng thudc cho dén khi
chirc nang gan tr& vé binh thudng. *Theo d&i chit bénh nhan ddi thdo duwong vi
thudc c6 thé anh huding dén sy dé khang insulin ngoai vi hoic kha ning dung nap
glucose. *Phy ni¥ ¢ khuynh huéng ndm da nén trdnh tiép xdc véi anh nding mat
tréri *Khdng dung cho ngudi khdng dung nap galactose, thifu hut men Lapp
lactase, kém hap thu glucose-galactose,

8. Thén trong: Cdc trudrng hop cin gidm sdt y té ddc biét: ddng kinh; xo cirng bi rai
rac; udn van; dau nitra dau; hen phé& quan; suy tim, suy than; mua gidt nhe; dai
thdo dudng; bénh Iy gan; rdi loan lipoprotein mau; bénh t mién; béo phi; ting
huy#&t dp; lac ndi mac tlr cung; gidn tinh mach; viém tinh mach; réi loan déngmau;
bénh tuyén vi; u co tlr cung; herpes sinh dyc; trdm cam; viém rudt man. tinh.
*Khdm Idm sana/tw vdn: Trude khi bdt dau dung Belara, xem xét toan bd tién s
bénh, tién st gia dinh, loai trir kha ning mang thai. Khdm 1am sang: do/huy&t 4
kiém tra nguc, bung, co quan sinh dyc trong va ngoai, cic xét nghiém;can thi
Can kham lam sang thudéing xuyén do cdc chdng chi dinh hodc yéu 8 n o ot
thé xudt hién trong th&i gian d3u dung thudc. Luu y nguy co huy&t khéi'da ty

mach, triéu chirng huyét khéi déng/tinh mach, cac yéu té nguy co di biét, mhi
vidc ciin lam khi nghi ng& c6 huyét khéi. ThuSc khéng bao vé khéi bénh Taytfuyén
qua duing tinh dyc. *Gidm hiéu qud: Quén udng thudc, ndn hodc réi loan tieu
héa, diing ddng thoi dai ngay véi mét sé thudc, cac tinh trang réi loan chuyéf héa
hiém gip c6 thé lam gidm hiéu qua tranh thai. *Xudt huyét I6m tamyxudt huyét
ngodi chu ky: Céc thudc tranh thai ndi tiét déu cé thé gdy chay mau am dao bat
thuéng (xuat huyét 1am tam, xuat huyét ngoai chu ky) dic biét trong mét vai chu
ky dau. Néu xuat huyét dai déng hodc xdy ra khi chu ky truée dé binh thuong, nén
thdm kham dé loai trir c6 thai hodc rdi loan co quan. Ra mdu giira ky cé thé la dau
hiéu gidm hiéu qua. V4 kinh: Doi khi, dic biét trong mot vai thang d3u, cd thé
khéng thay kinh, ddy khéng phai 12 ddu hiéu thudc gidm tac dung. Néu diing thudc
thuérng xuyén, ngung thugc khdng qua 7 ngay, khéng diung ddng thoi védi thubc
khac, khéng bi ndn hodc tiéu chdy ma khéng thay kinh, nguéi diung khéng cé kha
nang cé thai, cé thé tiép tuc dung Belara. Néu d3 dung Belara khéng dung hudng
dan trude khi vo kinh lan dau hodc vé kinh trong 2 chu ky lién tiép, phai loai trir
kha ndng mang thai trudre khi ti€p tuc diing thudc.

9. Phy ni¥ mang thai va cho con bu: *Thdi kv mang thai: Khong ding B
thai ky, trudc khi dung phai loai trir khd ning cé thai. Trong khi dlugg.
phat hién c6 thai, phai ngirng thudc ngay. Khdng cé bang chirng vé Kl
quadi thai hodc ddc tinh Ién thai nhi khi dung estrogen két hop proge
vdi lidu trong ty Belara. Khéng c6 dif liéu 1dm sang cho thdy bat cir di
trén thai nhi clia chlormadinon acetat. *Th&i kv cho con bi: Khong,
trong theri ky cho con bu. -
10. Twong tac thude: * Gidm ndng dd ethinylestradiol huyét thamx
tdng nhu déng da day rudt (metoclopramid), 1am gidm hap thu (than
gay cam (rng enzym microsom gan: rifampicin, rifabutin, barbiturat,
ddéng kinh (carbamazepin, phenytoin, topiramat), griseofulvi
primidon, modafinil, thudc rc ché protease (ritonavir), c& thanh John; mot sé
khang sinh (ampicillin, tetracyclin). Khi didu tri véi cac thudc nay, diung thém bién
phdp trdnh thai co hoc va trong 7 ngay sau dd. Vi cac hoat chat lam giam néng dé
ethinylestradiol huyét thanh do gdy cdm (ng enzym microsom gan, can dung
thém bién phap tranh thai co hoc t&i 28 ngay sau khi ngirng didu tri. =Lam ting
nbng dd ethinylestradiol huyét thanh: acid ascorbic, paracetamol; atorvastatin;
thuéc khang ndm nhém imidazol (fluconazol), indinavir, troleandomycin.
«Ethinylestradiol 1am tdng néng dd huyét thanh cla: diazepam, ciclosporin,
theophylin, prednisolon; *Ethinylestradiol Iam gidm ndng dd huyét thanh cda:
clofibrat, paracetamol, morphin, lorazepam. Tac dung ctia insulin va thudc tri dai
thdo dudng duéng udng co thé thay déi do thudc anh hudng lén sy dung nap
glucose. *Cac xét nghiém: thudc cé thé anh hudng mdt s xét nghiém chirc nang
gan, thugng than, tuyén gidp, ndng dd huyét tuong cic protein (SHBG,
lipoprotein), chuyén hda carbohydrat, déng r? va tidu fibrin.
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