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TO HUGNG DAN SU DUNG THUOC

TEN THUOC: MEO-NORGESTREL
CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Dé xa tam tay tré em
Doc kj hudng dan si dung truée khi ding.
Khéng ding qud liéu chi dinh
THANH PHAN CONG THUC THUOC
M&bi vién nén MEO-NORGESTREL ¢6 chia:
Thanh phan hoat chat: Levonorgestrel .........ccoc00000 1.5 mg
Thanh phan ta dugc: Lactose, Amidon, PVP K30, Magnesi stearate.
DANG BAO CHE:
Vién nén.
Vién nén hinh try det, mau tring, mot mit c6 mot vach ngang, thanh va canh vién lanh lin.

Luu y: Khong duge bé dbi vién thude khi sir dung.

CHI PINH:
MEO-NORGESTREL dugc sir dung dé trénh thai khén cép trong vong 72 gi sau giao hop khong
dugc bao v¢, khong dung bién phap ngira thai trong khi giao hop hodc bién phéap ngira thai di diing
khong an toan.
LIEU DUNG VA CACH DUNG:
~ Ubng | vién MEO-NORGESTREL, cang som cang tét trong 12 gié diu va khong dé mugn
hon 72 gi¢ sau khi xay ra cudc giao hop khong an toan.
—  Néu bj nén trong vong 3 gid sau khi udng thudc, cin phai udng thém 1 vién nira.
— MEO-NORGESTREL c6 thé dugc sir dung vao bét ky thoi diém nao trong chu ky kinh
nguyét trir trudong hop chdm kinh.
~ Toi da khong diing qua 4 vién trong mét chu ky kinh nguyét
— Sau khi sir dung MEO-NORGESTREL, ban cén phai sir dung bao cao su hodc mang chén
diét tinh tring dé tranh thai trong cac lan giao hop sau d6 cho tdi khi hanh kinh béi vi
levonorgestrel khéng c6 tac dung tranh thai cho nhimg lan giao hop sau.
— Phu nir khi da ding thubc cam img enzym trong vong 4 tudn truée d6 cin sir
dung bién phap tranh thai khan cép 1a bién phdp tranh thai khong chira hormon,
vi du dat vong tranh thai trong tir cung. D6i v6i phu nir khong thé hoic khong sin
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sang dit vong tranh thai trong tir cung c6 thé udng liéu gip doi levonorgestrel
(nghia la 3000 microgam trong vong 72 gio sau khi giao hgp khéng an toan)
(xem phan Tuong tac thudc).
Thudc nay chi diing cho phu nir trén 16 tudi.
CHONG CHI DPINH:
—  Min cam véi bat ky thanh phan nao cia thube.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Ngira thai khan cép 1a mot phuong phap it ding, khéng nén dung thay thé phuong phép ngira thai
thong thudng.
- Ngra thai khén cap khong gilip ngira thai trong moi truomg hgp. Néu khong chéc chén vé thoi gian
cuia cude giao hgp khong bao vé hodc néu ngudi phu nir da ¢6 quan hé tinh duc khong an toan lau
hon 72 gi& trude d6 trong cing chu ky kinh nguyét, sy thy thai c6 thé xay ra. Do d6, diéu trj bing
levonorgestrel sau lan quan hé thir hai c6 thé khong ¢6 hiéu qua trong viéc ngéin ngira mang thai.
Néu ky kinh cubi bj tré qua 5 ngay, hay kinh nguyét nhiéu hofic it hon binh thudang thi ban cin dugc
bac si kiém tra xem ban ¢6 thai hay chua.
- Néu c6 thai xay ra sau khi diéu trj bing levonorgestrel, nén can nhéc kha ning cé thai ngodi tir
cung. Nguy co tuyét dbi cua thai ngoai tir cung c6 thé thap, vi levonorgestrel ngidn ngua su rung
trimg va thu tinh. Thai ngoai ti cung ¢6 thé van dién ra, bat ké vige xudt huyét tir cung. Do do,
levonorgestrel khéng duge khuyén céo cho nhém g bénh nhan ¢6 nguy co mang thai ngoai tir cung
(tién sir viém budng trimg hodc thai ngodi tir cung).
- Khong nén dung levonorgestrel & nhitng bénh nhén bj suy gan ning.
- Céc hoi chimg kém hdp thu trdm trong, nhu bénh Crohn, c6 thé lam giam hiéu qua cua
levonorgestrel.
- Céc dir ligu c6 giGi han va khong ¢6 két luan déu goi ¥ vé khé niing giam hi¢u qua cua phuong
phap ngtra thai khén cdp ti 1¢ thugn véi viée tang trong luong co thé hodc chi sb khéi co thé (BMI).
O tat ca phy nif, tranh thai khin cép nén dugce thyc hién cang sém cang tot sau khi giao hgp khéng
dugc béo vé, bat ké trong lugng co thé ciia ngudi phy nit hay BMI.
- Levonorgestrel khéng hi¢u qua nhu phuong phép ngtra thai thong thuéng va chi ph hop nhu mdt
bién phap khin cap. Sau khi udng levonorgestrel, giai doan kinh nguyét thudng 1a binh thudng va
Xay ra vao ngay du kién, d6i khi xay ra sém hon hodic muén hon dur kién trudc vai ngay. Phu nir nén

di kham dé bt dau hoic 4p dung mét phuong phép tranh thai dinh ky.
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- Trudng hop van tiép tuc ding cac phuong phép tranh thai thuong xuyén c6 chira hormon, vi dy
vién udng tranh thai, ma khéng thay c¢6 kinh vile: khoang thoi gian udng cac vién khang hoat chét thi
can xac dinh xem c6 thai hay khong.

- Nhirng phuy nir sir dung phuong phép ngira thai khan cdp 1ap lai nén cén nhéc sir dung phuong
phép tranh thai dai han.

- Str dung bién phép tranh thai khan cip khong thay thé céc bién phap dé phong can thiét dbi véi cac
bénh lay truyén qua duong tinh duc.

Canh bdo ta duwgc:

Lactose monohydrate: san phim nay chira lactose monohydrate. Bénh nhan ¢6 cic vén dé di truyén
hiém gap khong dung nap galactose, thiéu hut Lactase Lapp hodic kém hép thu glucose-galactose
khong nén dung thude nay.

Tinh bjt mi: Thubc ndy chi chira ham lugng rit thip gluten (tir tinh bt my), mdi vién chira khong
qud 40,0 ppm gluten. Thude rét it ¢6 kha nang gdy ra vén dé néu ban bj bénh celiac. Bénh nhan dj
img lda mi (khdc véi bénh celiac) khong nén diing thuc nay.

SU DUNG CHO NGUOI MANG THAI VA CHO CON BU:

Phy nix cé thai:

Levonorgestrel khong dung dugc cho phy nit ¢6 thai. N6 s& gian doan viée c6 thai. Trong trudmg
hop tiép tyc ¢6 thai, dir liéu dich (& hoc gidi han chi ra khong ¢6 tdc dung phu trén thai nhi nhung
khéng c6 dir liéu 1am sang khi ding liéu 16n hon 1,5 mg.

Phu nir cho con bu:

Levonorgestrel dugc bai tiét vao sira me. Viéc tiép xic cua thai nhi véi levonorgestrel ¢6 thé giam
néu ngudi me cho con bi udng thube ngay sau khi cho con bi va trénh cho con ba sau khi uéng
levonorgestrel.
Kha nang sinh san:

Levonorgestrel lam tang r6i loan chu ky din dén c6 thé rung trimg sém hon hodc mudn hon. Mic
du khong ¢6 s6 lidu vé kha nang sinh san trong dai han, sau khi udng levonorgestrel kha nang sinh
san nhanh chéng tré vé binh thuong, do dé bién phap tranh thai thuong xuyén nén duge tiép tuc va
bét ddu ngay sau khi c6 thé sau khi ubng levonorgestrel.

ANH HUOGNG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Levonorgestrel khong anh hudng téi kha nang l4i xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

— Chuyén héa ctia levonorgestrel ting lén khi sir dung ddng thoi levonorgestrel véi cac thube
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gdly cam (mg enzym gan, hau hét 1a thubc gdy cam (mg enzyme CYP3A4. Péng thoi sur
dung efavirenz véi levonorgestrel lam giam nong do levonorgestrel trong huyét tuong
khoang 50%.

—  Céc thude khéc nghi nges ¢6 kha ning lam giam nong do levonorgestrel twong ty trong huyét
tuong goém cdc din chét barbiturat (bao gdm ca primidon), phenytoin, carbamazepin, céc
thude ¢6 ngudn gée duge liéu co Hypericum perforatum (St.John’s Wort), rifampicin,
ritonavir, rifabutin va griseofulvin. Phy nir khi da dung thuéc cam (mg enzym trong vong 4
tudn truée d6, can sir dung bi¢n phép trénh thai khén cdp 1a bidn phap trénh thai khong chira
hormon (vi du dt vong tranh thai trong tr cung). Ddi véi phy nir khong thé hoac khong sin
sang dat vong tranh thai trong tir cung, ¢6 thé udng liéu gap doi levonorgestrel (nghia la
3000 microgam trong vong 72 gi¢ sau khi giao hgp) khong an toan). Tuy nhién, viéc phoi
hop liéu gép dbi levonorgestrel va chét cam tmg enzym chua duge nghién ciru day du.

- Levonorgestrel c6 thé lam tang ddc tinh cia cyclosporin do Grc ché chuyén héa cyclosporin.

Tuwong ky: Do khong ¢6 céc nghién ciru vé tinh twong ky cta thudc, khong tron 13n thube nay

v6i céc thude khac.

TAC DUNG KHONG MONG MUON (ADR):
Téc dung phy thong thudng nhat duge béo céo 1a budn non.

Phin loai theo hé théng co quan Tén suit phin éng phu
Rit thong thwing (> 1/10) Thong thwong
(>1/100 dén <1/10)
Réi loan thin kinh Pau dau Chong mat
Cic rdi loan da day — rugt Budn nén la chay
DPau bung Non
Réi loan ving va va hé théng| Chay mau khong lién quan t6i| Cham kinh hon 7 ngay**
sinh san kinh nguyét* Kinh nguyét bat thuong
Ciéng nguc
Réi loan chung Mét moi

*: Kinh nguyét ¢6 thé tam thoi bi xdo tron, nhung hau hét phu nit s& ¢6 chu ky kinh nguyét tiép theo
trong vong 5 - 7 ngay ké tir ngay du kién.
**: Néu ky kinh nguyét tiép theo tr& hon 5 ngay, nén loai trir kha ndng mang thai.

Sau khi luu hanh trén thi truong, cac phan timg phu sau déy da dwoe bdo cdo:
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Rt hiém (<1/10,000)
Céc roi logn tiéu héa: dau bung
Cac roi loan ¢ da va mé diwdi da: ban da, mé day, ngira.
Roi loan hé thong sinh sdn va tuyén vii: dau chau hong, réi loan kinh nguyeét.
Roi logn chung: phii mit

Théong bdo ngay cho bdc st hodc dugc si nhitng phan ikng cé hai gdp phii khi siv dung thuéc.
Huwéng din cach xir tri ADR:
Téc dyung khong mong muén thudng gip nhat trong lidu phap levonorgestrel la rbi loan kinh nguyét
(khoang 5%). Tiép tuc dung thudc thi réi loan kinh nguyét giam. Chay mau am dao thét thuong khi
sir dung levonorgestrel c6 thé che lap nhiing tri¢u ching cia ung thu ¢b tir cung hodc ung thu noi
mac tr cung, do d6 can phai dinh ky (6 - 12 thang) kham phy khoa dé loai trir ung thu. Chira ngoai
tir cung xay ra nhiéu hon & nhitng phu nit ding thude tranh thai uéng chi ¢6 progestogel. Nguy co
ndy c6 thé ting lén khi sir dung levonorgestrel dai ngay va thudng & nhitng ngudi ting can. O
nhimg phu nir dang dung levonorgestrel ma c6 thai hoge kéu dau viing bung duéi thi thay thudc cin
canh gidc vé kha néing c6 thai ngoai tir cung. Bat ky nguoi bénh nao kéu dau ving bung dudi déu
phai tham khém dé loai trir ¢6 thai ngoai tir cung. Nguoi ta thdy khi diing levonorgestrel hoiic thude
tranh thai udng nguy c6 bj bénh huyét khdi tic mach tang. O ngudi ding thuéc, nguy ¢6 dé tang
khoang 4 lan so v6i ngudi khéng ding thuée. Khi ngudi dung thube bi viém tic tinh mach hodc
bénh huyét khi thc mach, phai ngimg thude. O nhig phy nir phai & trang théi bét dong kéo dai do
phdu thujt hofic do céc bénh khéc ciing phai ngimg thube. Néu mét thi gide mot phin hodc hoan
toan, dan dan hogic ddt ngdt. hogc xudt hi¢n 18i mat, nhin déi, phu gai thi, nhic diu dir déi phai
ngirng thubc ngay tirc khic.
QUA LIEU VA CACH XU TRi:
Khéng c6 béo cdo nao vé céc tac dung bat lgi trAm trong gdp phai khi sir dung mot liéu Ién thude
tranh thai udng. Qué lidu ¢6 thé gdy budn non, ra mau. Khong c6 thube giai doc chuyén biét, chi
diéu tr triéu chimg.
NHOM DUQC LY:
Nhom duge Iy: thube hormon va chét didu chinh chire nang sinh san, thudc tranh thai khan cép
Ma ATC: GO3ADO1

QUY CACH PONG GOI: Vi | vién, hop 1 vi.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUOQNG THUOC
Bao quan: Noi kho, nhiét d¢ khong qua 30°C, tranh anh séng.

Han ding: 36 thang ké tir ngay san xudt.
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Cb phan Dugc phim Truong Tho

CHi nhéanh cong ty ¢d phén dugc phdm Truéng Tho, Lo M, Duong N3, Khu
a xa, Nam Dinh
Dién thoai: 0288.3670733/ 024.37666912



