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Levonorgestrel 0,03 mg

SDK: QLDB- 588 - 17
(Theo CV 16264/QLD-DK, ngay 18/9/2019,
VIV duy tri hiéu lwc gidy dang ky lwu hanh)

Levonorgestrel theo tiéu chudn Duoc dién Anh Quéc

Cho 1 vién nén bao phim

- Levonorgestrel: 0,03 mg

- Ta dugc: Lactose, Avicel, Magnesi stearat, Povidon K30, Sodium starch glycolat,
Polyethylen glycol 6000, Hydroxypropyl methy! cellulose, Bot talc: vira d0 01 vién,

v

Levonorgestrel |a mét chdt progestogen téng hgp dan xuét tif nortestosteron.
Thudc c6 tac dung va cach dung ciing gidng nhu da mo ta véi cac Progestogen néi
chung, nhung la thudc tc ché phéng noan manh han Norethisteron. V&i ndi mac ti
cung, thudc 1am bién déi giai doan tang sinh do Estrogen sang giai doan ché tiét.
Thudc lam tang than nhiét, tao nén nhing thay d6i mé hoc & I6p biéu mé &m dao,
lam thut gian ca tron tir cung, kich thich phat trién mé nang tuyén vii va tic ché tuyén
yén. Cling nhu cac Progestogen khac, Levonorgestrel c6 nhiéu tac dung chuyén hoa;
thudc co thé lam gidm lugng Lipoprotein ty trong cao (HDL) trong mau.

Levonorgestrel thudng dung dé tranh thai. Tac dung trénh thai cia Levonorgestrel
¢6 thé giai thich nhu sau: Thudc lam thay déi dich nhay c6 tli cung, tao nén mét hang
rao ngdn can sy di chuyén clia tinh triing vao tlf cung. Qud trinh 1am t8 clia tring bi
ngédn can do nhitng bién ddi vé cdu trdc cla ndi mac ti cung. C6 bang ching goi y
rang chiic ndng clia hoang thé bi gidm cling déng gop mat phan vao tac dung tranh
thai. Duing tranh thai, Levonorgestrel dugc st dung dudi dang vién tranh thai uéng
chi c6 Progestogen hodc phdi hgp vdi Estrogen trong vién tranh thai udng két hap.
Levonorgestrel ciing dugc dung dudi dang thudc tranh thai tac dung dai ngay bang
cach dat dudi da hoac dat vao trong ti cung.

oACTi

Sau khi uéng Levonorgestrel hap thu nhanh chéng va hoan toan & dudng tiéu hda
va khéng bi chuyén héa budc ddu § gan. Sinh kha dung cda Levonorgestrel hau nhu
bang 100%. Trong huyét thanh, Levonorgestrel lién két véi globulin gan hormon
sinh duc (SHBG) va véi albumin. Con dudng chuyén héa quan trong nhét ctia
levonorgestrel a khir oxy, tiép sau Ia lién hgp. Téc d6 thanh thai thudc cé thé khac
nhau nhiéu |4n gila cac c4 thé; nlta ddi thai trir clia thudc & trang thai 6n dinh xap xi
36 +13 gi¢’. Levonorgestrel va cac chat chuyén héa bai tiét qua nudc tiéu va phan.

Nong do levonorgestrel trong huyét thanh ¢6 thé Gc ché phéng noan la 0,2
microgam/lit. Khi uéng, néng dd dinh trong huyét thanh xuat hién sau 1,1 0,4 gio.
Uéng 30 microgam Levonorgestrel ¢6 ndng dé dinh la 0,9 + 0,7 microgam/Iit. Cac
chét gdy cdm ting Enzym & microsom gan nhu Rifampicin, Phenytoin c6 thé lam tang
t6c do chuyén hoa clia hgp chdt udng tranh thai 6 ca Estrogen va Progestogen, do
dd6 nong do diéu tri trong mau ctia nhiing hgp chit nay bi giam.

Tudn hoan gan - ruét clia cac thudc trénh thai dang udng c6 thé bi &nh huéng bdi hé
vi khuan dudng rudt. Trong huyét tuong, Levonorgestrel c6 thé lién hgp véi Sulfat va
Acid Glucuronic. Nhiing dang lién hgp nay dugc bai tiét vao mat réi dén rudt, & day
chiing ¢6 thé bi vi khuan rudt thlly phén va giai phéng thudc nguyén dang, dang
nay lai dugc tai hap thu vao tudn hoan clfa. Cac thudc khang sinh Uc ché tac dung
nay clia vi khudn, két qué |a gidm néng do hormon trong huyét tuong.
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Chua c6 tai liéu nghién cttu nao.

Thuéc tranh thai (cd thé st dung dé tranh thai cho phu nit dang cho con bu).

- Dung dudng udng.

- U6ng bét dau tir ngay dau cda chu ki kinh nguyét. Ung 1 vién méi ngay vao cling
1 gi®, ubng khéng ngat quang trong suét thdi gian muon tranh thai. Thuéc nén
duoc uéng lién tuc ké ca khi c6 chdy mau hay khong. Néu c6, mét bién phép ngira
thai phu nén dugc ap dung cho dén khi uéng hét 14 vién thudc dau tién.

-Néu 16 quén udng 1 vién thi can uéng ngay vién dé khinhd ra, néu muon trén 3 gio
nén stdung 1 bién phap tranh thai phu trong 14 ngay tiép theo va van uéng tiép tuc
nhu thuong lé.

- Néu bi 6i mtfa hodc tiéu chay thi tdc dung tranh thai bi anh hudng va ciing nén ép
dung 1 bién phép tranh thai phu cho dén hét 14 ngay sau khi ngting 6i mita hodc

tiéu chay. ‘

cuey

Mang thai hodc nghi mang thai.

Chay mau am dao bat thudng khéng chan doan dugc nguyén nhan.
Viém tdc tinh mach hoac bénh huyét khéi tic mach thé hoat déng.
Bé&nh gan cap tinh, u gan lanh hodc ac tinh.

Carcinom v hoac ¢ tién sit bénh dé.

Vang da hodc ngua dai déng trong I1an ¢4 thai trugc.

Levonorgestrel phai dugc diing than trong d6i vdi ngudi dong kinh, bénh van tim,
bénh tuan hoan ndo, va véi ngusi cé ting nguy ca cd thai ngoai tf cung va bénh dai
thao duding. Levonorgestrel ¢6 thé gy ( dich, cho nén khi ké don Levonorgestrel
phai theo déi can than & ngudi hen suyén, phii thiing.
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TUONG TAC V61 CAC THUGC KI

Cac chat cdm (ng Enzym gan nhu Barbiturat, Phenytoin, Primidon, Phenobarbiton,
Rifampicin, Carbamazepin va Griseofulvin c6 thé lam gidm tac dung trénh thai cGia
Levonorgestrel. Déi v6i phu nit dang diing nhimg thuéc cdm ting Enzym gan diéu
tri dai ngay thi phai dung mét bién phdp tranh thai khac. S&r dung déng thai cac
thuéc khang sinh c6 thé lam giam tac dung cta thuéc, do can thiép vao hé vi khuén
dudng rudt.

TRUONG HOP CO THA
Thai ky mang thai

Progestogen dung vdi liéu cao cd thé gdy nam tinh hoa thai nhi ni. Tuy c6 s6 liéu
trén suc vat thi nghiém, nhung trén ngudi dung thudc vai liéu thap thi khéng phat
hién c6 van dé gi. Nhiing nghién ctu dién rdng cho thdy nguy co vé khuyét tat bam
sinh khéng ting & nhiing tré em c6 me da dung thuéc udng tranh thai trudc khi
mang thai.

Thai ky cho con bu

Thuéc tranh thai chi c6 Progestogen dung trong thai ky cho con ba khéng gay nguy
hai gi cho tré em. Néu bt dau dung 6 tuan sau khi dé thi thuéc khéng lam giam tiét
stfa nén la thudc tranh thai dugc ua thich trong thai ky cho con bu.

e

TAC DUNG DOI V61 KHA NANG LAI

Chua c6 béo cdo nghién ctu nao.

Kinh nguyét khong déu thuong gap & nguai dung thudc tranh thai Progestogen
duy nhat va thudng la ly do dé ngudi dung thay déi phuong phép.

Thudng gap, ADR > 1/100

Than kinh: Nhic dau, trdm cam, hoa mat chong mit.
Noi tiét: Phi, dau va.

Tiéu hoa: Budn non.

Tiét niéu - sinh duc: Ra mau (chdy mau thudng xuyén hay kéo dai, va ra mau it), vo
kinh.

It gap, 1/1000 < ADR < 1/100
Toan than: Thay déi can nang.
Than kinh: Gidm duc tinh.

Noi tiét: Ram 16ng, ra mé hdi, hoi.

e A
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HUONG DAN CACH X{

Tac dung khong mong muon thudng gap nhat trong iiéu phap Levonorgestrel ia réi
loan kinh nguyét (khoang 5%). Tiép tuc dung thudc thi réi loan kinh nguyét gidm.
Chédy mau dm dao that thudng khi st dung Levonorgestrel c6 thé che Idp nhiing
triéu chiing clia ung thu 6 tl cung hodc ung thu ndi mac ti cung, do d6 can phai
dinh ky (6- 12 thang) kham phu khoa dé loai trit ung thu. Chira ngoai td cung xay ra
nhiéu hon & nhiing phu nir dung thudc tranh thai udng chi co Progestogen. Nguy co
nay co thé tang Ién khi sir dung Levonorgestrel dai ngay va thudng & nhitng nguoi
tang can. § nhiing phu nr dang dung Levonorgestrel ma cé thai hoac kéu dau ving
bung dudi thi thiy thuéc can canh giac vé kha nang c6 thai ngoai tl cung. Bét ky
ngudi bénh nao kéu dau vung bung dudi déu phai tham kham dé loai trif ¢6 thai
ngoai tu cung. Ngudi ta thdy khi dung Levonorgestrel hodc thudc tranh thai uéng
nguy ca bj bénh huyét khéi tdc mach tang. O ngudi dung thuéc, nguy co dé ting
khodng 4 Ian so véi ngudi khong dung thudc. Khi ngudi dung thudc bi viém tac tinh
mach hodc bénh huyét khéi tic mach, phai ngling thudc. G nhiing phu nif phai &
trang thai bat dong kéo dai do phau thuat hodc do cac bénh khac cling phéi ngling
thudc. Néu mat thi gidac mat phan hodc hoan toan, dan dan hoac dot ngét, hodc xuat
hién 16i mat, nhin d6i, pht gai thi, nhuc dau dit doi phai ngiing thudc ngay tuic khac.

Chua c6 thong béo nao cho thdy diing qué liéu thudc tranh thai udng gay tac dung
xau nghiém trong. Do d6 néi chung khéng can thiét phai diéu tri khi dung qua liéu.
Tuy vay, néu qua liéu dugc phat hién sém trong vong 1 gi¢ va vdi liéu Idn téi mic ma
thay nén xu tri thi c6 thé ria da day, hoac dung mét liéu ipecacuanha thich hgp.
Khong cé thube gidi déc déc hiéu va diéu tri la theo triéu chimg.

BAO QUAN: Noi kho, tranh anh sang, nhiét do dudi 30°C
TIEU CHUAN AP DUNG: TCCS
HAN DUNG: 36 thang ké tlr ngay san xut.

QUI CACH PONG GOI: Hop 01 vi PVC/ Alu x 28 vién nén bao phim va 01 t& hudng
dan str dung.

Thong bdo cho Bac sy nhiing tac dung khéng mong mudn gap phai khi st dung
thudc.

Doc ky hudng dan stt dung trudc khi dung.

DE xa tam tay tré em.
Néu can thém thong tin xin hdi y kién bac sy.
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