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TAI THANH PHO
HE CHi MINH

TO HUONG DAN SU DUNG THUOC

TEN THUOC
NORGESTACE 1.5

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tAm tay tré em.
Doc k§ huéng dan st dung truée khi diing.

THANH PHAN CONG THUC THUOC

MS&i vién nén bao phim chira:

Thanh phén hoat chit

Levonorgestrel ................ 1,5 mg

Thanh phén ti dwoc

Lactose, maize starch, povidone (PVPK-30), colloidal anhydrous silica, magnesium stearate,
macrogols 400 (polyethylene glycol 400), hypromellose (HPMC E-15), titanium dioxide,
purified talc.

oy

DANG BAO CHE,
- Dang bao ché: Vién nén bao phim.
- MO ta: Vién nén bao phim mau tring, trdn, hai mat tron, 1i.

CHI PINH
Trénh thai khan cip trong vong 72 gid sau khi quan hé tinh dyc khong dugce bao vé hoidc phuong
phép trédnh thai khéc thét bai.

CACH DUNG, LIEU DUNG
Cach diung
Dung dudng ut‘mg‘
L Liéu ding
Nén ubng mot vién cang s6m cang tét, tit nhét 1 trong vong 12 gio va khong mudn hon 72 gid
sau khi giao hgp khéng duoc bio vé.
Néu bi non trong vong ba gid sau khi ubng thudc, nén ubng mdt vién khic ngay 14p tirc.
Phy nir da sir dung thudc cam tmg enzyme trong 4 tudn qua va cin tranh thai khén cép nén sir

dyng thuc (ranh thai khén cip khong phéi ndi tiét t6 (trénh thai khan cép), vi du Cu-IUD hoiic
uéng mét lidu gip doi levonorgestrel (tiic 14 udng clng ldc 2 vién) nhimg phy nit khong thé holdc
kh6ng mudn sir dyng Cu-IUD.

NORGESTACE 1.5 ¢6 thé dugc sir dung bét it lic no trong chu ky kinh nguyét trir khi qué han
chay méu kinh nguyét.

Sau khi sir dung bién phap trdnh thai khin cép, nén sir dung phwong phép bao vé tai chd (vi du:
bao cao su, thude diét tinh trung co hoanh, cdc nguyét san) cho dén khi bét diu ky kinh nguyét
tiep theo. Viéc st dung levonorgestrel khéng chong chi dinh viée tiép tuc trénh thai ni tiét td
hang ngiy.

Bénh nhén nhi:

Khéng sir dung NORGESTACE 1.5 trénh thai khén cAp cho (ré em trong do tudi ddy thi,

R




https://trungtamthuoc.com/

—

Phy nit khi da diing thudc cam tmg enzym trong vong 4 tuén truée d6 can st dung bién phép
tranh thai khén cép 12 bién phép tranh thai khong chira hormon, vi dy dit vong tranh thai trong tir
cung. D6i véi phy nir khong thé holic khong sin sang dit von g trénh thai trong tir cung c6 thé
ubng lidu gép ddi levonorgestrel (nghia 1a 3000 microgam trong vong 72 gid sau khi giao hop
khéng an toan) (xem phin Tuong tic thudc).

CHONG CHI PINH ,
Man c&m véi hoat chét hogc bat ky t4 duoc nao cla thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trénh thai khén cép 13 mot phuong phép khong nén ding thuémg xuyén. N6 khéng nén thay thé
phuong phdp tranh thai hang ngay.

Trénh thai khin cip khong ngin ngira mang thai trong moi trudng hop. Néu c6 su khéng chic
chén v& thoi gian giao hop khong duoc bao vé hoic néu ngudi phy nit da giao hop khong duoc
béo v§ sém hon 72 gid trong cliing mt chu ky kinh nguyét, viéc thu thai c6 thé xay ra. Do d6,
diéu trj bing levonorgestrel sau giao hop thi hai c6 thé khéng hidu qua trong viéc ngira thai. Néu
chu ky kinh nguyét bi tré qud 5 ngay hodc chay méu bit thuon g Xay ra vao ngay du kién cia ky
kinh nguyét hodc nghi ngd mang thai vi bét ky Iy do ndo khéc, nén loai trir kha ning mang thai.
Néu mang thai x4y ra sau khi diing levonorgestrel, nén xem xét kha niing mang thai ngoai
ti cung. Nguy co thai ngodi tir cung c6 kha ning thdp, vi levonorgestrel ngin ngira ryng tring
va thy tinh. Mang thai ngodi tir cung c6 thé tip tuc, mic dd x4y ra chay mau tir cung. Do dé6,
levonorgestrel khéng dugc khuyén cdo cho nhitng bénh nhén c6 nguy co mang thai ngodi tir
cung (tién sir viém bing quang hofc thai ngoai tir cung).

Levonorgestrel khdng dwoc khuyén cdo & nhitng bénh nhén bj réi loan chirc ning gan ning.

Céc h¢i chitng kém hs’ip thu nghiém trong, nhu bénh Crohn, ¢6 thé lam gidm hiéu qua ciia
levonorgestrel.

Thudc nay c6 chira lactose monohydrate. Bénh nhan c6 vén d& di truyén hiém géip v& dung nap
galactose, thiéu huyt lactase hogic kém hép thu glucose-galactose khon g nén ding thude niy.

Sau khi uéng NORGESTACE 1.5, chu ky kinh nguygt thurong 1a binh thudng va xay ra vio ngiy
du kién, d6i khi c6 thé xdy ra sém hon hodc mun hon dy kién mot vai ngly. Phy nif nén duwoc
chi dinh bit diu hoic ap dyng mdt E’hu(mg phép tranh thai hing ngay. Néu khéng xay ra chay
mdu trong thoi gian khéng ding thudc sau khi st dung levonorgestrel sau khi tranh thai ni tiét
t6 hing ngay, nén loai trit kha ndng mang thai.

Khong nén ding thude lip di 1p lai trong mt chu ky kinh nguyét vi kha ning 1im réi loan chu
ky kinh nguyét.

Dit liéu han ché vd khéng c6 két lusn cho thdy ring c6 thé 1am gidm hiéu qui cua
NORGESTACE 1.5 khi trong luong co thé tang hofic chi s6 khéi co thé (BMI). O tht ca phu nr,
nén tranh thai khén cép cing s6m cing tot sau khi giao hop khéng dugc bao vé, bat ké trong
lugng co the cita ngudi phu nir hay BMI. '

Levonorgestrel khéng hi¢u qua nhu bi¢n phdp tranh thai théng thuéng va chi phit hop nhu mét
bién phdp khén cdp. Phy nit ding trinh thai khin cAp 14p di lap lai nén xem x¢t céc bién phap
tranh thai 1au dai.

Sir dyng bién phép trdnh thai khin cAp khong thay thé céc bién phdp phong ngira cn thiét chéng
lai cdc bénh lay truyén qua dwdng tinh duc.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir mang thai

Khong nén ding Levonorgestrel cho phu nit ¢6 thai. N6 khong c6 tdc dung phé thai. Trong
trudng hop tiép tuc mang thai, dit Lidu dich t& hoc han ché cho thdy khéng c6 tic dung phu dbi
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v6i thai nhi nhung khong c6 dir li¢u Iam sang v& hau qué tidm 4n néu diing lidu 16n hon 1.5 mg
levonorgestrel.

Phy nit cho con bi

Levonorgestrel dugc tiét vio sira me. Kha ning phoi nhiém cda tré so sinh véi levonorgestrel ¢
thé giam néu ngudi phu nir cho con bi ubng thude ngay sau khi cho con bu vi tranh cho con bi
it nhat 8 gi sau khi ding levonorgestrel.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bang chimg ve€ anh hudng cia thudc 1én kha nang 14i xe, van hanh médy méc.
Khéng c6 nghién ciru vé 4nh hudng dén kha nang lai xe va sir dung may méc d4 dugc thuc hién.

TUONG TAC, TUONG KY CUA THUOC

1. Tuong tdc cia thuée

Chuyén héa ciia levonorgestrel tang 1én khi sir dung ddng thoi levonorgestrel véi céc thude gdy
cim mg enzym gan, hau hét 12 thudc gdy cam (g enzym CYP3A4, Déng thoi sir dyung
efavirenz véi levonorgestrel 13m giam néng do levonorgestrel trong huyét tuong khodng 50%.
Céc thudc khéc nghi ngd c6 kha ning 1am giam ndng d6 levonorgestrel tuong tu trong huyét
twong gdm céc din chit barbiturat (bao gdm c4 primidon), phenytoin, carbamazepin, céc thudc
¢6 ngudn gbe duoc lidu cé Hypericum perforatum (St. John’s Wort), rifampicin, ritonavir,
rifabutin va griseofulvin, Phy nit khi da ding thudc cam (mg enzyn trong vong 4 tudn trude do,
can st dung bién phap trénh thai khén cp 13 bién phdp trdnh thai khéng chira hormon (vi du dt
vong tranh thai trong tir cung). Di véi phu nit khéng thé hoic khong sin sang ddt vong tranh
thai trong tit cung, c6 thé ubng lidu gép dbi levonorgestrel (nghia 1a 3000 microgam trong vong
72 gid' sau khi giao hop) khong an toan). Tuy nhién, viéc phéi hop lidu gép doi levonorgestrel vi
chat cam (mg enzym chua dugc nghién ciu déy du.

Thudc c6 chira levonorgestrel c6 thé Iam ting nguy co nhiém doc cyclosporin do c6 thé e ché
chuyén héa cyclosporin.

2. Twong ky ciia thudc

Khong ¢6 cédc nghién ciru vé tinh twong ky cta thude, khong tron 13n thude ndy voi cée thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

H¢ théng co quan Tén suft cdc tic dyng khong mong muén

Rit thuong gip (> 1/10) Thwrdmg gip (>1/100 dén <1/10)
R6i loan hé théng thin/Pau diu Chéng mit
kinh
Roi loan da day - rujt Budn ndn - [Tiéu chay

Dau bung dudi Non
Roi loan ngye va hé théng|Chay mau khéng lién quan dén|Tr& kinh hon 7 ngay **
sinh sin kinh nguyét* Kinh nguyét khong déu

Nguc nhay cam

Réi loan chung Mét moi

* Ciic dang chiy méu ¢ thé tam thoi bj xdo tron, nhung hiu hét phu nit s¢ c6 ky kinh nguyét tiép
theo trong vong 5 - 7 ngay ké tir thoi gian dy kién.
** Neu chu ky kinh nguyét tiép theo qué 5 ngay, nén loai trir kha niing mang thai.
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Sau khi duwa thudc ra thi triuong, cdc tdc dung khong mong mudn sau ddy da dwpc bdo cdo:
RGi i'oan da day - rugt

Rit hiém (<1/10.000): Dau bung.

Réi loan da va cdc mo dudi da

Rat hiém (<1/10.000): Phét ban, n6i mé day, ngtra

R6i loan ngure va hé théng sinh sdn

Rit hiém (<1/10.000): Pau vung chu, dau bung kinh

Réi logn chung

Rét hiém (<1/10.000): Phil mit.

QUA LIEU VA CACH XU TR

Qud licu

Tac dyng khong mong 1 muén nghiém trong da khong duogc béo cdo sau khi ubng thube tranh thai
lidu 16n. Qué lidu c6 thé gay budn nén va c6 thé xay ra chay mau.

Xie tri

Khéng c6 thude giai doc dic hiéu va nén didu tr tridu chimg.

PAC TINH DUGC LUC HQOC

Nhém dugc 1y: Thude tranh thai khén cép.

Ma ATC: GO3ADO1.

Co ché hoat déng

Levonorgestrel 12 bién phdp trénh thai khan cép chi yéu bang cdch ngan chin sy rung trimg hoic
thy tinh néu giao hop d dién ra trong giai doan tru6c khi rung trimg, khi khé ning thu tinh 1a
cao nhét. Levonorgestrel khong hiéu qua khi qua trinh thy tinh da bt dau.

PAC TINH DUGC PONG HOC

Iép thu

Levonorgestrel dang dudng uéng dugc hdp thu nhanh chéng vi gén nhu hoan toan.

Sinh khé dung tuyét dbi cua levonorgestrel duge x4c dinh 1a gan nhu 100% liéu ding.

Két qua ciia m@t nghién ciru duge dong hoc duqc thye hién & 16 phuy nit khée manh cho t.hay sau
khi u{mg mdt vién NORGESTACE 1.5 ¢6 ndng d6 trong huyét thanh ti da 1 18,5 ng/ml duoc
tim thay sau 2 gio.

Phan bd

Levonorgestrel lién két voi albumin huyét thanh va globulin gén hormone sinh dyc (SHBG). Chi
c¢6 khoang 1,5% tong luogng huyét thanh c6 mit dudi dang steroid tw do, nhung 65% dugc lién
két dac trumg véi SHBG.

Khoéng 0,1% liéu diing & me c6 thé dugc truyén qua sira cho tré ba.

Chuyén héa

Su bién dbi sinh hoc theo con dudmg chuyén héa steroid, levonorgestrel dugc hydroxyl héa boi
cdc men gan chi yéu bdi CYP3A4 va cdc chit chuyén héa cia né duoc bai tiét sau khi
glucuromd héa béi enzyme glucuronidase gan.

Khéng c6 chit chuyén héa hoat dong dugc Iy dwoc biét dén.

Thai trir

Sau khi dat dugc mirc huyét thanh t6i da, ndng do levonorgestrel gidm véi thdi gian bén huy
trung binh khoang 26 gid.

Levonorgestrel khong dwgc bai tiét & dang khong dbi ma dudi dang céc chit chuyen héa. Céc
chit chuyén héa Levonorgestrel duoc bai tiét theo ty 18 biing nhau trong nude tiéu va phan.
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QUY CACH PONG GOI
Hop 16n chira 20 hép nhd, médi hop nhé chira 2 vién nén bao phim (20 x 1 x 2 vién).

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC
Bao quan: B4o quan & nhiét o dudi 300(3 Trénh &nh séng va im.

Han dung 36 théng ké tir ngay san xuAt.

Tiéu chuén: BP 2018.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
ACME FORMULATION PVT. LTD.
Dia chi: Ropar Road, Nalagarh, Distt. Solan, H.P. 174101, An Db,




