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TO HUONG DAN SU DUNG THUOC

1. Tén thudc: Levonorgestrel 1,5 mg
2. Cic dau higu lvu § va khuyén cdo khi ding thude

“Dé xa tam tay tré em”

“Boc kj hueong dan sir dung trude khi dimg”

Khéng nén dung thuée qua han (c6 ghi rd trén nhan) hay khi ¢ sy nghi ngor vé chét
lrong thube.
Néu cén thém thong tin, hay hoi ¥ kién Béc st hodc Dugec si.
3.Thanh phén céng thirc thubc:
Duge chdt: Levonorgestrel 1,5mg
Thanh phén td duwgc: Lactose monohydrat, tinh bot san, Povidon K30, croscarmellose
natri, magnesi stearat, talc, hydroxypropyl methylcellulose E15 (HPMC EIS5),
polyethylen glycol 6000 (PEG 6000), titan dioxyd, ......... vira da 01 vién nén bao phim.

4. Dang bao ché :

Vién nén bao phim hinh tron, mau tréng, canh va thanh vién lanh [an.

5. Chi dinh:

Tranh thai khén cép.

6. Cach dung, liéu dung:

Dung 1 liéu duy nhét levonorgestrel 1,5 mg trong vong 72 h sau khi giao hop, ding
cang sém cang tot,

7. Chdng chi dinh:

Mang thai hodc nghi mang thai.

Chay mau am dao bat thuong khong chuén dodn dwgc nguyén nhén,

Viém téc tinh mach hodc bénh huyét khéi tic mach thé hoat dong.

Bénh gan cép tinh, u gan lanh hoic 4c tinh.

Tién str ung thu va (c6 thé dung lai sau 5 nam néu khéng c6 bang chung ctia bénh va
khong dung dugc bién phdp trdnh thai nao khac).

Vang da hodc ngira dai déing trong l4n cé thai trude.

R6i loan chuyén hoa porphyrin cap tinh.

C4 tién st tang ap lyc ndi so vo can.

Man cam véi bat ky thanh phan nao ctia thude.
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8. Cinh bdo va thin trong khi ding thudc:
Levonorgestrel phdi dugc dung than trong dbi véi ngudi dong kinh, bénh van tim,
bénh tudn hoan nio, tién st ¢6 thai ngoai tir cung, ting huyét ép, déi thao dudng, dau
nira ddu, nhiém tring khung chau, ri loan hép thu nghiém trong va bénh 14 nuéi
duong tinh (cho dén khi ndng d6 gonadotropin trong nude tiéu va huyét thanh trér vé
binh thudng).
Ngodi ra, nhitng ngudi bi lupus ban do hé théng c6 khang thé khang phospholipid
dwong tinh, da nang budng trimg hodc c¢6 tién sir vang da khi c6 thai ciing cin thén
trong.
Levonorgestrel co thé gay o dich, cho nén khi ké don levonorgestrel phai theo ddi can
than & ngudi hen suyén, phu thiing.

* Canh bdo td duoc:
Thubc nay chira td dugc lactose monohydrat, bénh nhén bi r6i loan di tmyén hiém gap
nhu khéng dung nap galactose, thiéu hut lactase hoan toan hoic kém hip thu
glucosegalactose khong nén dung thude nay
9, Sir dung thudc cho phu ni¥ ¢6 thai va cho con bi:
Phu ni¥ 6 thai: Progestin ding v&i liéu cao c6 thé gdy nam tinh héa thai nhi nit. Tuy
c6 sb liéu trén ddng vét thi nghiém, nhung trén ngudi, ding véi liu thép thi khong
phét hién c6 vén d& gi. Nhitng nghién ctru dién rong cho thdy nguy co vé khuyét tat
bim sinh khong tang & nhimg tré em c6 me ding thudc tranh thai trude khi mang thai.
Phu ni¥ cho con bii: Khong anh hudng dén thdi ky cho con b,
Tuy nhién, Levonorgestrel bai tiét vao sita me nén cho con b trude khi ubng thude.
10. Anh hwéng ciia thude 1én kha ning li xe, van hanh miy méc:
Chua c6 nghién ciru nao vé anh hudng cua thude 1én kha nang l4i xe, van hanh may
maoc.
11. Twong tic, twong Ky ciia thudc:

* Tuong tac:
Levonorgestrel chuyén hoa chi yéu qua CYP3A4.
Céc chat cam Ung enzym gan nhu barbiturat, phenytoin, rifampicin, carbamazepin va
griseofulvin ¢ thé lam giam téc dung cta thudc. Déi v6i phy nir dang diéu trj dai ngay
bing céc thuéc cam tng enzym gan thi phai ding mot bién phdp trénh thai khic.
Sir dung déng thoi cdc thude khéng sinh c6 thé lam giam tac dung cua levonorgestrel,

do can thiép vao hé vi khuin dudng ruét.
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Cac thude 1am tang téc dung/ doc tinh ciia: cc benzodiazepin, selegillin, voriconazol.
Levonorgestrel 1am giam tac dung/ ddc tinh ciia thudc khang vitamin K.

* Twong ky:
Do khéng c6 cac nghién ciru vé tinh twong ky ctia thude, khong tron 1an thudc nay véi
cac thude khac.
12. Tac dung khong mong mudn ciia thudc:
Kinh nguyét khéng déu thwong gip & ngudi ding thudc tranh thai progestin duy nhét.
Thwong gap, ADR>1/100
Thén kinh: Nhire dau, trAm cam, hoa mat chon g mat
Noi tiét: Phu, dau vi
Tiéu héa: Budn nén
Tiét niéu-sinh duc: ra mau (chdy méu thuong xuyén kéo dai va ra mau it), vo kinh.
It gdp, 1/1000 < ADR < 1/100
Toan than: Thay ddi cAn ning
Than kinh: Gidm duc tinh
Noi tiét: R4m 16ng, ra md hoi, hoi
Hudng din cdch xik tri ADR
ADR thudng gip nhit trong liéu phap levonorgestrel 1a ri loan kinh nguyét (khoang
5%). Tiép tuc diing thudc thi réi loan kinh nguyét giam. Chay méu 4m dao thét thudng
khi sir dung levonorgestrel co thé che lap nhiing triéu chimg cua ung thu cd tir cung
hodc ung thu ndi mac tir cung, do do can phai kham dinh ky (6 — 12 thang) kham phu
khoa dé loa trir ung thw. Chira ngoai tir cung xay ra nhidu hon & nhimg phu nir dung
thudc tranh thai udng chi cé progestin. Nguy co ndy cé thé ting khi st dung
levonorgestrel dai ngay va thudng ¢ nhitng ngudi ting cén. O nhitng phu nit dang
ding levonorgestrel ma cé thai hogc thdy dau ving bung dudéi thi thdy thudc can canh
gidc v& khé ning ¢6 thai ngoai tir cung. Bt ky ngudi bénh nao thay dau ving bung
du6i déu phai tham kham dé loai trir c6 thai ngoai tr cung. Ngudi ta thay khi dung
levonorgestrel hogc thude trédnh thai udng nguy co bi bénh huyét khéi tic mach téng.
O ngudi dung thude, nguy co d6 ting khoéng 4 14n so v6i nguoi khong dung thude.
Khi ngudi dung thudc bj viém tic tinh mach hodc bénh huyét khéi tdc mach, phai
ngimg thude.
O nhitng phu nit phai & trang thai bat dong kéo dai do phéu thuat hodc do cdc bénh

khéc ciing phai ngimg thude. Néu mét thi gidc mot phin hoac hoan toan, dan dén hodc
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dot ngdt, hogc xuat hién 161 mét, nhin d6i, phu gai thi, nhirc ddu dir doi phai ngimg
thude ngay tirc khéc.
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng phin éeng cé hai gap phai khi sie
dung thuic.
13. Qua liéu va cach xir tri:

¥ Qud liéu:
Chua ¢6 thong bao nao cho thiy ding qué nhiéu thude tranh thai duong udng gay tic
dung x4u nghiém trong. Do d6 néi chung khong cin phai didu tri khi dung qua lidu.
Tuy vdy, néu qua liéu dugc phét hién sém trong vong 1 gio va véi liéu 16n t6i mirc ma
théy nén xir tri thi c6 thé rira da day, hodc ding 1 lidu ipecacuanha thich hop.

* Xk tri:
Khéng c6 thube gidi doc dic hiéu va didu tri 1a theo triéu ching.
14. Pac tinh dwge lyce hoc:
Nhoém tac dung duge 1y: thude tranh thai khén cép loai progestin
Ma ATC: GO3AC03, G03ADO1
Levonorgestrel 1a progestin tdng hop, thudc dan xuit 19-nortestosteron.
Véi lidu thép, tac dung tranh thai cia progestrel don thuan 1a do lam day 16p niém dich
ch tir cung, 1am cho tinh tring khéng thé xAm nhép, va ngin ngira su ting sinh cta 16p
ndi mac tir cung, lam cho trimg khong thé 1am té dugc. Hiéu qua tranh thai cta vién
trdnh thai don thudn chi ¢6 progestin thip hon so véi vién tranh thai phdi hgp estrogen
— progestin, do d6 yéu cau ngudi dung phai tuan thi cao hon, phai ding hang ngay ma
khong duge phép ngit quang.
Vi lidu cao hon, progestin ¢ tac dung trc ché sy rung trimg do lam giam dinh
hormon LH can thiét & giita chu ky kinh nguyét.
Levonorgestrel ciing dugc phdi hop véi estrogen trong li¢u phdp hormon thay thé &
phu nit mén kinh nhdm ngin ngira sy ting sinh qua mirc ndi mac tir cung do estrogen
ghy ra. Chi dinh ndy thuong dugc ap dung khi sir dung li¢u phéap hormon thay thé 1au
dai trén nhitng phu nir ¢ tir cung con nguyén ven.
15. Pic tinh dwgc dong hoc:
Sau khi udng levonorgestrel hép thu nhanh chéng va hoan toan & dudong tiéu héa va
khéng bi chuyén hoéa bude dau & gan. Sinh kha dung ctia levonorgestrel hau nhu bang
100%. Trong huyét thanh, levonorgestrel lién két véi globulin gin hormon sinh dyc

(SHBG) va véi albumin. Con duong chuyén héa quan trong nhét cia levonorgestrel 1a
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khir oxy, tiép sau 13 lién hgp. Téc d6 thanh thai thude c6 thé khac nhau nhidu 14n gitra
cdc ca thé; nira ddi thai trir thubc ¢ trang théi én dinh xép xi 36 + 13 gid.
Levonorgestrel va cdc cht chuyén héa bai tiét qua nudce tiéu va phan. Nong do
levonorgestrel trong huyét thanh c¢6 thé trc ché phong noan 1a 0,2 microgam/lit. Khi
udng, néng d6 dinh trong huyét thanh xut hién sau 1,1 + 0,4 gi®. Udng 30 microgam
levonorgestrel ¢6 ndng dd dinh 1a 0,9 = 0,7 microgam/lit. Cac chit gdy cam tng
enzym & microsom gan nhu rifampicin, phenytoin ¢6 thé 1am tang toc do chuyén hoa
ciia céc thude tranh thai, bao gdm ca estrogen va progestin, do d6 ndng do diéu tri
trong méu clia nhitng thudc nay bi giam.
Tuan hoan gan — rudt ctia cdc thudc tranh thai dang udng c6 thé bi anh hudng bdi hé vi
khudn dudng rudt. Trong huyét tirong, levonorgestrel c6 thé lién hop véi sulfat va acid
glucuronic. Nhitng dang lién hop nay dugc bai tiét vao mét r6i dén rudt, & day ching
c6 thé bj vi khudn rudt thuy phan va giai phéng thudc nguyén dang, dang nay lai duge
tai hp thu vao tudn hoan ctra. Céc thube khéng sinh trc ché téc dung nay ciia vi khudn,
két qua 1a giam ndng d¢ hormon trong huyét tuong.
Levonorgestrel ciing phan bd vao sira mg.
16. Quy cach déng géi: Hop 1 vi (PVC/ALU) x 1 vién, kém don huéng dén st dung.
17. Piéu kién bio quén, han dung, tiéu chuin chit lrgng ciia thude:

- Piéu kién bio quén: Noi khd mét, tranh dnh séng, nhiét do dudi 30°C.

- Han dung: 36 thang, k& tir ngay san xuét.

- Tiéu chudn chit lwong cia thude: BP — hién hénh
18. Tén, dia chi ciia co s¢ sdn xuét thube:

Sén xudt trén day chuyén dat tiéu chuin GMP-WHO tai :
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DPia chi: L6 E8, E9 Cum cbéng nghiép da nghé- Déng Tho, xa Pong Tho, huyén Yén
Phong, tinh Béc Ninh, Viét Nam.
bién thoai: 0222.390.3905 Fax: /

E-mail: nguoitruyenlua2@phuongdongbn.com.vn




