
Thdnh phin hogt chiit : Levonorgestrel .

Thdnh phiin td duqc: Cellulose vi
croscarmellose, magnesi stearat.
DANG BAO cHt

0,75mg
tinh the, lactose monohydrat, poloxamer 188, natri

Vi€n n6n.

ia ia aqns nao chii: Yi€nn6n miu t1ing, hinh trdn, hai mft ldi, khic cht < c > d m6t mat vi khic
si5n2>dmAtcdnl4i.
CIIiDINH
Vi6n nin levonorgestrel 0,75mg li thu6c trfurh thai khdn c6p, c6 th6 duo. c ding trong vdng 72 gid

sau khi giao hqp kh6ng dtng bi€n ph6p trriLnh thai hoac biQn ph6p fienh thai da dung kh6ng tl4t

hi6u oui.
r-iEu otnc, cAcH DtrNG
Lidu dilng
Trdnh thai bnng c6ch u6ng ca hai vi€n ctng mQt hic. ,
Ci hai vi6n .ren duo. 

" 
uting cing ltc ciurg sdm cing t6t (trong vdng 12 gid diu) sau khi giao hqp

kh6ng dtng biQn ph6p tr6nh thai vir kh6ng muQn hon 72 gid.
Niiu 6'i n6n-trong vdng ba gid sau khi ui5ng thu6c, cdn phAi ui5ng th&n 2 vi€n nta.
Nhtng phg nt cAn tr6nh thai khin cSLp mi dd dung thu6c cal ynC enzym trong 4 tudn gAn ddy,

rre, s,i aU"g biQn ph6p tni.nh thai khan cAp kh6ng chua nQi tiiit tti (vi dU: dat vdng ttinh thai trong

tu cung). D-6i voi ptry nt kh6ng th6 ho4c kh6ng mu6n d{t vdng hrinh thai trong tu cung thi c6 thc

dung lidu g6p d6i levonorgestrel, tuc llr 4 vi6n n6n levonorgestrel 0,75mg'

C6 66 u6;gvicn n6n levonorgestrel 0,75mg viro b6t k! ngiry nAo cta chu kj, kinh nguyQt n6u kinh

nsuv6t trudc tl6 binh thudns.
SI"'m a*g thu5c trrtu:h th'ai khan cip, cic biQn phdp trrinh thai tai ch5 khric (nhu dtng bao cao

;, ;; "6;-";g, "t 
di aiOt tinh truns;#p am dao) n6n duo. c st dsng cho dtin k! kinh nguvQt titip

rheo. iG6ng co ch6ng chi dinh tiiip tpc dirng biQn phrip trd,nh thai nQi tidt hang ngiy sau khi u6ng

vi€n n6n levonorgestrel 0,75mg.
Trd em vd thanh thiiu niAn
Vi€n n6n levonorgestrel 0,75mg kh6ng pht hqp d6i v<yi trd em vi 1ia tu6i ti6n day thi.

C6ch ding
Thu6c dtng theo dudng u6ng.
CIIoNG CHiDINH
M6n cim v<ri levonorgestrel hodc v<ri b6t k,. thanh phin ui duo. c nio cta thu6c'

CANH BAO VA TII4N TRQNG KHI DUNG TIIUOC
ftr"a" ,nanf, thai khAnc6p chi c6 thti duo.c srl dgng trong trudng hgp "khan c6p". N6 kt6ng thti

thay th6 cho c6c biQn phrip triinh thai th6ng thudng.

Thu6c tr:imh thai khdn c6p kh6ng ngin chln duoc hoi'n tohn khd nlng mang thai.

N6u neuoi phu nir kh6ng chic chin ud thoi diiim giao hgp kh6ng dtng biQn ph6p tranh thai nio,

ho4c n-6u giao hqp kh6ng dung biQn phrlp trrffi thai nio cla xiy ra hon 72 gid trong ctng mQt chu

ki kinh niuyqt, ttri 
"iq"itU 

tt ui cO tfre ah xdy ra. Trinh thai beng vi€n n6n levonorgestrel 0,75mg

sC kh6ng higu qua trong trudng hqp niy. Ni5u k) kinh cu6i bi chim qu6 5 ngiiy, ho4c xdy ra dirng

thdi di6; nhmg nhi6u hon ho{c it hon binh thutmg, ho{c nghi ngd c6 thai thi c6n duo. c ki6m tra

xem c6 thai hay kh6ng.
Ni5u vin c6 thai dr) tle sri d\mg vi€n n6n levonorgestrel 0,75mg thi n&r xern x6t khi nlng mang thai

ngoii hr cung (thai nhi ph6t tri6n d mOt noi khdc, kh6ng phdi d trong tt cung nhu binh thuong).

Nluy co maig thai ngoai to cung c6 khi ndng thap, vi levonorgestrel ngdn can qu.i trinh rung
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(ViAn nin levonorgestrel 0,75mg)

Dd xa tin tay trd em
D7c ki httong ddn sr2 dqng tru6c khi ding

TEANH PHAN C6XC rrfC THU6C
M6i vifu nen c6 chria:
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tnmg vA thu tinh. Mang thai ngoiri tu cung c6 thd xAy ra mdc dtr <lang chAy o d6, n6n th6n

trpng khi dtng levonorgestrel cho nhtng bQnh nhdn c6 nguy co m (nhu

vitm vdi tnmg ho{c tiAn sri mang thai ngoi'i tu cung).
Vi6n nen levonorgestrel 0,75mg kh6ng duo. c khuy6n c6o d nhtng
nghiOm tgng.
Tinh trang k6m h6p thu nghiEm trong (nhu bQnh Crohn), c6 th6 lem
vi6n nen levonorgistrel oismg. Phfnt mic c6c bQnh niry n€n d6n

viOc dtng thutic tranh thai khAn cAp.

1Ve tan

ihai crla
van ve

Sau khi dtng vi6n n6n levonorgestrel 0,75mg, kinh nguyQt thudng xdy ra dring C'I tli6m vi binh

thudng. Tuy nhi6n, mQt sii hi6m truong hqp, kinh nguyQt c6 th6 xudt hi€n scvrn hon hodc chdm hon

vdi ngdy. Khuydn c6o bQnh nhdn n6n di khem sau khi dtng thu6c dii tninh thai mQt c6ch hiQu qui.
N6u mQt phu nt di dtng vi€n n6n levonorgestrel 0,75mg do ntrAm t5n trong viQc u6ng thu6c trinh
thai nQi ti6t hang ngAy vi kh6ng xdy ra hi6n tugng ra m6u trong thoi gian 7 ngiry ti6p theo thi CiII'I

duo. c kiiSm tra xem c6 thai hay kh6ng.
tranh dtng thu6c l{p l4i trong ctng mQt chu h}, kinh nguyQt do dE bi roi lo4n chu k} kinh nguyQt.

Dlra tr6n c6c dt liQu han cfl vir kh6ng thuy6t phgc, nguoi. ta cho rnng hiQy qy cria vi€n n6n

levonorgestrel 0,75mg co th6 giam khi t"ng,t q"g l"qng co thi! ho{c ting chi sO t<tr6i co ttro 6U9.
f6t ca p-hu ntr n€n dring thu6c-tranh thai khan cAp. ceng s6m cirng t6t sau khi giao hqp kh6ng dtng
biQn ptulp tranh thai nao, t6t tcti trgng luolg co th6 hoec chi s6 SI\4t.

Hi€u qui cta vi€n n6n levonorgestrel 0,75mg k6m hon so voi ciic biQn phrip tflinh thai hang ngiy.
N6; p'hp nt dang dtng biQn p-nap t.,intr thai kirAn cAp nhi6u hon mQt lAn thi n&r cin nhic sang

phuong phrip trenh thai hing ngdy.

tn r6"ira* *rui khin c6p fiong ttruv tfr6 cho cdc biQn phdp ngdn ngira bQnh 1ny truydn qua dudng

tinh duc.
Thui5c niry c6 chta lactose. BQnh nhAn cO vAn dE di truyan hi6m gap vC kh6ng d*g.nap galactose,

thitiu hut men Lapp lactase ho4c k6m h6p thu glucose-galactose kh6n-g n6n dtng thu6c ndy.

srlnuxc rHU'6c cHo PHU Nrc-6 THAI vA cHo coN BII
Fhg n& c6 thai
vi6n n6n levonorgestrel 0,75mg kh6ng n6n dirng trong thoi kj mang thai. Thu6c ctng kh6ng g6y

say thai.
DUa tr6n si5 luqng han ch6 cia cric nghien cr?u dich t6 hoc c6 sEn trong c6c trudng hqp mang thai

tru6c d6, dU kiiln khOng c6 tic dgng phu ndo d6i voi thai nhi, nhrmg kh6ng c6 dt liQu lAm sang v€

hfu qud tiAm dn cria lidu levonorgestrel cao hon 1,5 mg'
Phg nii cho con bti
Levonorgestrel duo. c bdi ti6t qua sfra m9. C6+ t6t nfr6t aC giam khd ndng phoi nhiSm cira tr6 voi
lev-onorgistrel lir mg n€n u6ng ca 2 vi6n thui5c ngay sau khi cho con b[ vi kh6ng cho con bri it
nhAt 8 gid sau khi u6ng thu6c.
KhA nine sinh s6n
Levonorg-estrel lim tiing r6i loan kinh nguyet, c6 th6 din diin rung trung s6m hoac muQn, lim thay

aOi thol iian thu tinh. Tuy nhi6n, dt liQu vA khi ndng sinh san diri h4n kh6ng c6 sin.
Axn n[rdxc ctl rfiu6c t fx xnA xAxc Lar xB vA vAN nAxu rrlAv u6c
Kh6ng c6 nghi6n ctu ndo vd antr-truong cta thu6c l6n khi ndng l6i xe vlr vdn hAnh m6y m6c.

TIIONG TAC, TI.IONG KY CUA THUOC
Chuyln h6a cta levonorgestiel t5ng l6n kti dung ddng thoi vryi cric ch6t cim img en4ym gan, d{c

biQt ld ch6t cirn img enzym CYP3A4. Dr)ng d6ng thoi levonorgestrel voi efavirenz thm gidm n6ng

dQ levonorgestrel trong huy6t nrong (AUC) khod'ng 507o.

Tuong tu, cric ho4t ch6t sau d6y c6 th6 llm gidm n6ng dQ levonorgestrel lrong huyet tuong:

barbiturat (bao gtim ci primidon), phenytoin, carbamazepin, c6c thu6c c6 ngu6n g6c dugc li€u co

chria Hypericum perforatum, (St. John's Wort), rifampicin, ritonavir' rifababln, rifabulin.
Nhtng piU nt di dung thu6c cam rmg enzym trorg + tu,an tru6c d6, mn can trrinh thai khin c6p,

1Cn ri aUrg ttruiic trrimh thai khan 
"6p 

t t Ong chira nQi titit t6 (nhu dat vdng tni.nh thai trong tu
cung). Dung li6u g6p d6i levonorgestrel (tuc ln dtng 3000 microgam levonorgestrel trong vdng 72

gitiau f*ri-giao nqp khO"g an toln) cO ti,ii n m6t giai pnap thayth6 cho nhtng phu nt kh6ng th6
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T nSU t tric d kh6n
HQ thSng c0 quan

Rdt thulns eip et/I0) Thudng eip el/100 vh <1/10)
R6i loan hC than kinh Nhric d6u Ch6ng mit
R6i lo4n ti6u h6a Bu6n n6n

Eau bung
BOnh ti6u chdy
N6n

Chdy m6u kh6ng phu thuQc
vdo kinh nguyQt

Chfm kinh tr6n 7 ngdy
Chiy m6u b6t thuong vi l6m r5m
Ceng nguc

n6i loan h€ sinh san va tuy{in
}.u

C6c r6i lo4n toirn thdn vi tai vi
tri dirng thu6c

M6t m6i

hodc kh6ng mu6n st dgng vdng d{t tt cung. Tuy nhi6n, vi
..1vi thu6c cam tmg enzym vAn chua duoc nghi€n cuu dAy dt

€c ph6i hqp levonorgestrel li6u g6p tt6i

Levonorgestrel lam tang dQc tinh cta cyclosporin do ftc ch6 chuy6n
Tuong ky
Do kh6ng c6 cic nghidn cr?u vd tinh tugng ky cria thu6c, kh6ng
kh6c.
TAc DUNG rG6NG MoNG MUON cOATHUOc

muon nh6t li bu6n n6n.

Chu phu nt, vi€c chiy m6u cria chu lc)

y kh6ng.
kinh

c6c thu6c

NEu thai ha
C6c t6c dgng kh6ng mong muiin sau diy ctng di dugc b6o ciio sau khi ltru hanh thu6c:
ROi loan ti6u h6a
RAt hi6m (<1/10.000): Dau bung.
niii loqn da vd m6 &tdi da
R6t hi6m (<l/10.000): phrit ban. mdy day, ngria.
Rdi loan h0 sinh sdn vd uvAn vi
*At ni6. (<l/10.000): aau rut g chdu, dau bung kinh.
Cdc riii loqn todn thdn vd tqi vi tri ditng thui5c

PIt tri6m (<l/10.000): Pht m4t.
B6o c6o cic tic dgng kh6ng mong mu5n
Th6ng b6o ngay cho b6c s! ho{c dugc si khi gdp c6c.tric dpng kh6ng mong mu6n nhu tr6n khi sri
dung thu6c ho{c b6o c6o,cric phin img. c6 h4i cria thu6c v6 Trung tdm Th6ng tin thu6c vir Theo d5i
phan ung c6 hai cta thui5c (ADR) Qu6c Gia. Dla chi: 13 - 15 Le Th6.nh T6ng - Hoan Ki6m - Hn
NQi. DiQn thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

euA LrEU vA cAcsxrlrni
Kh6ng co b6o c6o nio v6 c6c tic dung kh6ng mong mu6n nghitm trong sau khi st dung mQt liCu

l6n thui5c tninh thai u6ng. Dirng qu6 Idu c6 th6 gdy budn n6n vi r6i loqn chdy mriu. Kh6ng c6

thu6c gini tlQc tl4c hiQu, chi diAu tri tri6u chimg.
D+C TiNH DI,qC LI/C HQC
Nh6m duqc li,: Hormon sinh duc vd di6u hda hQ sinh duc, thu6c tlinh thai khdn cdp.

Md ATC: G03AD01
Co ch5 tic dgng:
Co chii t6c dt'"g chinh x6c cua levonorgestrel vAn chua du-o. c bitit.
O [Au khuytin ciio, levonorgestrel duo. c cho li co t6c dgng cht yiiu bdng c6ch ngdn ngta qui trinh
rgng tnmg vi ng6n ngr;ra sU thg tinh n6u grao hqp xdy ra d giai tlo4n :ip tU"g tnmg (khi mn khn
ndng thp tinh ld cao nh6g. Thu6c kh6ng c6 hiQu quA n6u tnmg da l}m t6.
HiQu qud vd an todn ldm sdng
MQt nghi€n ctiu lflm sing tru6c dAy cho thAy uiing 2 vi€n levonorgestrel 750 microgam (trong
vdng _D grd) ngen ch{n duo. c khoang 85% truong hqp mang thai. Thoi gian tu khi giao hqp d6n
ttri tit aAu dring thuiic cang l6u thi hi€u qui cua thuiic cang ginm (95% trong vdng 24 gid, 85%
trong vdng 24 - 48 gid, 58% trong vdng 48 - 72 glb).
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Theo m6t nghiOn cr?u ldm sang kh5c, u6ng hai vi6n levonorgestrel 750 microgram (trong vdng 72
gid sau khi giao hqp kh6ng dtng biQn phrip tr6nh thai) ngdn chdn dugc khodng 84% trudng hqp
mang thai. Kh6ng c6 sU khAc bi6t vd {'16 mang thai phu thuQc vio viQc phu nir thu6c
vdo ngdy thri ba hay thri tu sau khi giao hqp kh6ng dtng biQn phAp tranJr
K6t qud crla ba nghi0n cr?u v?r phan tich t6ng hqp cta WHO duoc t6m tdt

!t
o

!{4glaPh6n tich g6p ba nghi€n criru cria WHO (Von Hertzen v?r cQng su va
S ,2010

* Tj 16 c6 thai du dorfur neu kh6ng sti dung th tninh thai : 89/o

C6 nhtng dft liQu han ch6 vd kh6ng thuy6t phuc vA anh hudng cta tdng trong lu<ng co th6 hoac
tdng chi s6 BMI <l6i voi hi6u qud ctia liQu phrlp tr6nh thai. Ba nghi6n cuu cria WHO kh6ng cho
th6y xu hu6ng gidm hi6u qui khi tiing trong luqng co thiS hodc BMI (Bang 2), trong khi hai nghi€n
cr?u kh6c (Creinin vi c6ng su, 2006 vit Glasier vd {ng sU, 2010) cho th6y giam hi6u qud khi tdng
trgng lugng co thd hodc BMI (Bang 3).
Ci hai phAn tich t6ng hqp ddu lo4i tru viOc sri dgng muQn hon 72 gid sau khi giao hgp kh6ng dring
biQn ph6p tninh thai (vi du: sri dung levonorgestrel ngoii nhen) hoac d nhtng phu nir giao hqp
kh6ng dirng bi6n phrip tr6nh thai.
Bine 2: Phan tich g6p ba nghiCn cr?u cria WHO (Von Hertzen vir cQng su, 1998 vit 2002: Dada vi

n 2010

BA 3: Phin tich cac 6n criu crla Creinin vir su, 2006 vd Glasier vd ,2010

Trong pham vi li khuy€n crio, levonorgestrel kh6ng inh hudng tl6ng kO cac yeu d6ng
m6u, chuy6n h6a lipid vd carbohydrat.
Trd em vit thanh thidu niAn
M61 nghi€n criu hdi criu cho th6y 7/305 phq nir dugc dtmg thu6c tr6nh thai khan cip c6 chta
levonorgestrel di mang thai, dan d6n ty lQ sai s6t chung lit 2,3%.

98 {0 20@;
OIJOC PHAM

SJY

Lidu levonorgestrel Thiri gian ilidu tri (nghy) ri,le m\d\tYIE'
tluoc ngil\frde-

t ll9/b&6

=4,tM.
I nedy (S 24 eid) 95% 

-Y '=46,4y
2 neiry e 24 sid -< 48 sid) 85% 1,2%
3 ngAy (> 48 sid -< 72 sid) 58%

Von
Hertzeq
1998

0,75 mg(hai lidu c6ch
nhau 12 gid)

Tat ca ciic trudng hoD 8s% 1,lyo
1,5 mg (liAu duy nhAt) 1-3 ngdy 84% 1,3404Von

Hertzen,
2002

0,75 mg (hai li6u crich
nhau 12 gid) 1-3 ngdy

1,5 mg (1i6u duy nhAt) 1-3 ngiy 96,1% o,400
0,75 mg (hai 1i6u cdch
nhau 12 gid) 1-3 ngiy 0,32%

Phan tich g6p ba nghiCn cr?u cua
wHo 1,01%

Cin ning thAp
hcrn binh thuimg

0-18,5

Cin n{ng binh
thuimg
18,5-25

Thtra cAn

25-30
86o phi

230

N t6ng 600 3952 1051

N mang thai 11 39 3

Tf lQ mang thai 1,83% 0,99% 0,s7% 1,17%
Mric d6 tin cdy 0,92-3,26% 0,70-135% 0,2t-1,24% 0,24-3,39%

BMI (kg/m'z) C6n ning th6p
hon binh thuimg

0-18,5

Cin n{ng binh
thulng
18,5-25

Thira cin
2s-30

86o phi
>30

N t6ng 64 933 339 2t2
N mang thai 1 9 8 l1
Tf l0 mang thai 1,56% 0,96% 2,36% 5,19%
Mric d6 tin cAy 0,04-8,40% o,44-t,82Yo 1,024,60% 2,62-9,09%

415

*

19% t,69yo

Dada,
2010

97,4%

BMI (kg/m'z)

256
6
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T! 16 sai s6t d phu nt du6i 18 t:uiii lit 2,6% (tuc le a/153), tj lQ nny cflng tuong tu d6i vni phu nir
hr 18 tu6i trd lOn (2,0%holc 3/152).
Dac TiNH DrIoC DoNG HQC
Hip thu
Levonorgestrel duo. c hdp thu gAn nhu hoan todn trong thcri gian ngln
tuy€t d6i xep xi 100%o. Cbc nghiCn criu tr6n 16 phq nt kh6e m4nh c

dgng
trong

huy0t thanh la 18,5 nglml trong 2 gid sau khi dtng 1,5 mg levonorg
Sau khi d4t tttin n6ng dO dinh, ndng dQ levonorgestrel trong huy6t
bAn thai trung binh khoing 26 gid.
Phin b5
Levonorgestrel li6n k6t voi albumin huy6t tuong vd globulin gin k6t hormon sinh duc (SHBG).
Khoang 1,5% duoc tim thSy trong huyiit thanh duoi d4ng steroid t.u do, 65% <Iu<r. c li6n ktit tt{c biQt
vcri SHBG.
Chuy6n h6a vh bdri ti6t
Levonorgestrel duo. c bii ti6t duoi d4ng cric chat chuyen h6a cta n6 qua phdn vd nu6c ti6u voi
luqng beng nhau. Chuy6n d6i sinh hgc tuin theo con dudng chuy6n h6a tliiin hinh cta steroid.
Levonorgestrel dugc hydroxyl h6a d gan vd crlc ch6t chuy6n h6a duoc bdi ti6t duoi dang li€n hqp
glucuronid. Cdc.chdt chuy€n h6a cria levonorgestrel kh6ng c6 t6c dung duo. c l1f.

I(}roang 0,1% li6u dtng cta me duo. c bdi ti6t viro sta trong giai doan cho con bt.
Du,gc ilQng hgc & phy nir bdo phi
Nghi6n cr?u duqc dQng hgc cira Praditpan vdr c6ng su, 2017, cho thly 

"dng 
d6 levonorgestrel th6p

hon dphg nt b6o phi (BMI> 30 kglm'z) (Cmax vi AUC0-24 gid ginm khoang 50%) so vcri nhiing
nguoi c6 chi s6 kh6i co th6 binh thuong (BMI <25 kglm2). M6t nghiCn ciru khric biio crlo mric
giAm Cmax cta levonorgestrel l;ho-g 5.0% d php nil b6o phi so voi phg nft c6 chi s6 ttr5i co th6
binh thudng. Tuy nhi6n, talg g6p d6i liCu (3 mg) d phr,r nir b6o phi dudng nhu d4t dugc n6ng dQ

tuong tu nhu quan s6t thAy d phy nii c6 cAn n{ng binh thudng dring 1,5 mg levonorgestrel
(Edelman vi c6ng su. 2016). Muc dQ phn hqp ldm sang cfra nhtng dii li6u niy Ii kh6ne 16 r?rng.

irEu cuuAx 6Hir r,rfolrc cirl rHioc, rici churan nhisan xuit.
BAO QUAN: Bio qudn noi kh6 rrio, ducri 30'C. Tr6nh 6nh s6ng.

QUY CACII DONG GOI: HQp 1 vi x 2 vi6n.
H4N DUNG: 24 thhngkd tt ngdy san x'16t.
TEN, DIA CHi CUA CO 56 SAN XUAT THUOC:
LABORATORIOS LEON FARMA S.A.
Dia chi: Poligono Industrial Navatejera, C/La Vallina s/n, Villaquilambre, 24193 Leon, Spain
(TAy Ban Nha).
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