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BK-1

Tén thubc

BK-1

Céc dau hiéu lwu ¥ va khuyén cao khi ding thuéc
Pé xa tam tay tré em

Poc ky hudng dan st dung trudce khi dung
Thanh phéan cong thire thudc

Thanh phan hoat chat:
LevOnTrgestiel s aismimiasnaisimi
Thanh phén ta duogc:

Anhydrous lactose, maize starch, talc, colloidal silicon
dioxide, magnesium stearate.

Dang bao ché

Vién nén.

Vién nén tron mau tring, hai mit bang, mot mat khac s
“1.5", mot mat tron.

Chi dinh

Tranh thai khdn cép, ding trong vong 72 gity sau khi giao
hop khong ding bhién phap tranh thai hodc bién phap tranh
thai d& dung khéng dat hiéu qua.

Céch dung, liéu ding

Cach dung .

BK-1 dugc dung bang dwdng udng.

Liéu dung

Udng 1 vién cang sém cang tat, tét nhat la trong vong 12
gi&, va khéng tré hon 72 gi& sau khi giao hop khéng ding
bién phap tranh thai.

Néu nén trong vong 3 gi¢r sau khi ufng, can udng bl vién
khéac ngay.

C6 thé ding BK-1 vao bét ky thoi gian nao cla chu ky kinh,
trir khi bi tré kinh.

Sau khi ding thuéc tranh thai khan cdp, nén ding céc
phuong phap tranh thai mang chan (nhu bao cao su) cho
dén chu ky kinh tiép theo. Khéng chéng chi dinh dung BK-1
trong thoi gian dang cac loai thude tranh thai théng thudng
khéac c6 chira hormon.

Phu nir khi da dung thuGc cam (rng enzym trong vong 4 tudn
trwgc do can sir dung bién phap tranh thai khén cap la bién
phap tranh thai khdng chira hormon, vi du dat vang tranh thai
trong t cung. D&i véi phu nd khong thé hoac khéng sin
sang dat vong tranh thai trong W cung co thé udng lieu gdp
doi levonorgestrel (nghta la 3000 microgam trong vong 72
gior sau khi giao hgp khéng an toan) (Xem phén tuong tac
thudc).

Tré em: Khdng khuyén ding BK-1 cho tré em vi chua ¢é dir
liBu vé tinh an toan va hiéu qua cho tré em duwdi 16 tudi.
Chdng chi dinh

Qua mén vai levonorgestrel hoAc bat civ thanh phan nao clia
thudc.

Suy gan nang.

Mang thai hoac nghi ngdr mang thai.

Chay mau am dao bat thuong khong chan doan dugc
nguyén nhan. )

Viém tac finh mach hodc bénh huyét khéi tac mach thé hoat
dang.

Bénh gan cap tinh, u gan lanh hoac ac tinh.

Tién str ung thu vi. .

Vang da hodc nglra dai dang trong lan co thai trudec.

Rdi loan chuyén héa porphyrin cép tinh.

Co tién sir tang ap luc ndi so v can.

Canh bao va than trong khi ding thuéc

Tranh thai khdn cdp 1& mdt bién phép tranh thai bj dong, chi
ding cho nhirng “tinh trang khan cép”. Khéng ding bién
phap nay thay cho cac phuong phap tranh thai théng thudng
khaec.

wvinnes Ll TG

Tranh thai khan c¢dp khéng ngan chan duoc sw mang thai
trong moi tinh huéng. Van cé thé mang thai néu khéng cé sw
chac chan vé thoi diém giao hop khéng ding bién phap trdnh
thai, hoac néu nguti phy nir da giao hgp khiang dung hién
phap tranh thai trwdc do qua 72 gio trong cung mat ky kinh.
Vi vay, ding BK-1 sau lan giao hgp thir hai co thé khong
hiéu qua. NEu tré kinh hon 5 ngay, xuét huyét bét thudng
gitra chu ky kinh hodc nghi ngdr mang thai hay bat ky nghi
ngai nao khac, can phai tham kham dé loai trir khad nang
mang thai.

NEu mang thai xay ra sau khi dung BK-1, can xem xét kha
nang thai ngoai tir cung, dac biét véi nhimg ngudi co biéu
hién dau bung/ vung chau hodc tram cam, nhing nguoi co
tien sl thai ngoai t& cung, phau thuédt ng dan tring, bénh
viém vung chau.

10.

11

Khong nén ding levonorgestrel cho nguti suy chic nang
gan nang.

O nguoi cd hoi chimg suy gidm hdp thu n&ng, nhu trong
bénh Crohn, hiéu qua ctia BK-1 cé thé giam.

Sau khi ding BK-1, da s& trwedng hop kinh nguyét van binh
thuong va ding ky. Mot vai truong hop co kinh sém hon
ho&c tré hon vai ngay. BAc sT nén tur van cho nhitng ngueéi
da dung BK-1 vé viéc ap dung mdt bién phap tranh thai
thueng xuyén phi hgp. Néu da ding thudc tranh thai khan
cdp trong khi van uéng vién thudc tranh thai thudng xuyén
khac co chira hormon ma khong thay kinh vao thoi gian dang
uéng vién khéng hoat chét, thi can phai thdm kham dé loai
trir kha nang mang thai.

Khéng nén ding BK-1 v&i ligu I&p lai trong clng mot chu ky
kinh, vi co thé gay rdi loan kinh nguyét.

Hiéu qua cla BK-1 khong cao bang cac bién phap tranh thai
thueng xuyén khac, va chi thich hgp cho muc dich tranh thai
khén cép. Véi nhitng phu ntr co khuynh hudng ding bién
phap tranh thai khdn cdp, can khuyén ho st dung nhirng
bién phap tranh thai dai han.

S&r dung bién phap tranh thai khan cap khéng thay thé cho
nhirng bién phap phong ngira khac nhdm ngin ngira cac
bénh lay truyén qua dudng tinh duc.

BK-1 c6 chira ta duoc lactose. Khéng nén dung thudc nay
cho bénh nhan cé cac van dé vé di truyén hiém gap khdng
dung nap galactose, thiéu hut enzym lactase toan phan hay
kém hap thu glucose-galactose.

Sir dung thudc cho phu niv c6 thai va cho con bu

Thoi ky mang thai

Knéng dung levonorgestrel cho phu nir mang thai. Thudc
cing khang lam say thai. Theo dii liéu han ché cha nhitng
nghién ctru dich té hoc, néu van cé thai thi thudc khong gay
bét ky tac dung khéng mong muén nao cho thai nhi, nhung
khéng c6 dit liéu an toan |1am sang vé nhitng hau qua tiém
an khi dung liéu I&n hon 1,5 mg levonorgestrel.

Thaoi ky cho con bu

Levonorgestrel duoc bai tiét vao sita me. Bé giam
nhiém cho tré d6i voi levonorgestrel, ngudi me nén
thube ngay sau khi cho con bi va tranh cho bé b it n
gi® sau khi uéng thudc.

Kha nang sinh san

Levonorgestrel lam tdng kha ndng réi loan chu ky k
nguyét, ¢ thé dan dén tring rung som hodc mudn homs
Nhirng thay ddi nay co thé dan dén thay déi ngay sinh san,
tuy nhién khéng cé sb liéu vé kha ndng sinh san trong dai
han.

Anh hwéng cua thubc 18n kha nang lai xe, van hanh may
méc

Khéng cé nghién ciru vé anh hwdng trén kha nang lai xe va
van hanh may méc duoc thuc hién. Tuy nhién, BK-1 co thé
gay ra cac tac dung khdng mong mudn trén hé than kinh nhu
dau dau, chong mat. B&nh nhan bj céc tac dung nay khi ding
BK-1 khéng nén |&i xe va van hanh may méc.

Twong tac, twong ky cta thubc

Twong tdc cua thuée

Chuyén hoa cua levonorgestrel tang Ién khi sir dung déng
théri levonargestrel voi cac thudec cam (ng enzym gan, hau
hét la cac thubc cam (ng enzym CYP3A4, Bbdng thoi sir
dung efavirenz vé&i levonorgestrel, lam giam ndng dé
levonorgestrel trong huyét twong khoang 50%.

Cac thudc khac nghi ngd ¢ kha nang lam giam néng do clia
levonorgestrel thong lw trong huyét tuong gom céc din chat
barbiturate (ké ca primidone), phenytoin, carbamazepine, cac
thudc cd nguon goc duoc liéu cd Hypericum perforatum (St.
John Wart), rifampicin, ritonavir, rifabutin va griseofulvin.

Phu nir khi da dang thude cam Gng enzym trong vong 4 tuan
trwée do, can sir dung bhién phap tranh thai khan cép la hién
phép tranh thai khong chira hormon (vi du dat vong tranh thai
trong tr cung). DGi voi phu nir khdng thé hoac khéng san
sang dat vong tranh thai trong tl cung, cé thé uéng liéu gap
ddi levonorgestrel (nghia la 3000 microgam trong vong 72
gitr sau khi giao hop khoéng an toan). Tuy nhién, viéc phéi
hop litu gap doéi levonorgestrel va chét cam kng enzym chua
duwge nghién clru day du.

Levonorgestrel lam tdng nguy co nhiém doc cyclosporine do
trc ché chuyén hoa chéat nay.

Twong ky cia thudc

Do khong co cac nghién ctu vé tinh tuong ky cla thudc,
khéng trén 1&n thudc nay véi cac thudc khac.
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Tac dung khéng mong mudn clia thudc

Rat thudng gap (ADR = 1/10), thudong gap (1/100 < ADR <
1/10), it gap (1/1000 < ADR < 1/100), hiém gé&p (1/10.000 <
ADR < 1/1000), rat hiém gap (ADR < 1/10.000), chua ro tan
suat (khang thé uéc tinh tir cac dir liéu co san).

Thén kinh

RA&t thuong gap: Pau dau.

Thudng gap: Chong mat.

Tiéu héa

Rét thudng gap: Budn nén, dau bung dudi.

Thutng gap: Tiéu chay, non.

RAt hiEm gap: Bau bung.

Sinh sén va va

Rat thuong gap: Chay mau khdng lién quan dén kinh nguyét (co
thé xay ra réi loan kinh nguyét tam thei, nhung hau hét phu
nir sé c6 kinh trong vong 5 — 7 ngay so vai ngay du kién).
Thuong gap: Tré kinh hon 7 ngay (néu tré kinh qua 5 ngay,
can phai loai trir kha nang mang thai xay ra), kinh nguyét
khong déu, dau vu.

Rat hiém gdp: Bau ving chau, dau bung kinh.

Da va mo dwdéi da

R4t hiém gap: Phét ban, ndi may day, ngda.

Céc réi loan chung va tinh trang tai ché ding thude

R&t thutng gdp: Mét moi.

Rat hiém gdp: Phu mat.

Huwéng dan cdch xur tri ADR

ADR thuérng gdp nhat trong liéu phap levonorgestrel la roi
loan kinh nguyét (khodng 5%). Tiép tuc dung thudc thi rdi
loan kinh nguyét giam. Chay mau am dao that thudng khi sir
dung levonorgestrel cé thé che Iap nhirng triéu ching cla
ung thur c8 tr cung hodc ung thu ndi mac tr cung, do do can
phai dinh ky (6 — 12 thang) kham phu khoa dé loai trlr ung
thu. Chira ngoai t0r cung xay ra nhiéu hon & nhiing phu ni¥
diing thude tranh thai uéng chi cé progestin. Nguy co nay cé
thé tang lén khi st dung levonorgestrel dai ngay va thwong &
nhiimg ngudi ting can. @ nhing phu n dang ding
levonorgestrel ma co thai hoac thdy dau bung ving dudi thi
thay thufc can canh giac v kha nang co thai ngoai tir cung.
Bét ky ngwoi bénh nao thdy dau bung ving duwdi déu phai
tham kham dé loai trir c6 thai ngodi tr cung. Nguwdi ta thay
khi diing levonorgestrel hodc thudc tranh thai uéng nguy co
bi bénh huyét khdi tac mach tang. O ngudi ding thude, nguy
co do tang khoang 4 1an so v&i ngudi khong dung thude. Khi
ngudi ding thude bi viém tic tinh mach hoac bénh huyét
kh6i thc mach, phai ngirng thude. O nhitng phu nir phai &
trang thai bat déng kéo dai do phau thuat hoac do cac bénh
khac ciing phai ngling thuéc. NEu mat thi gidc mot phan
hodc hoan toan, dan dan hoac doét ngdt, hodc xuét hign I6i
mét, nhin dai, phu gai thj, nhirc dau dir doi phai nglitng thude
ngay tic khac.

Qua liéu va cach xt tri

Khéng cé bao cdo nao vé cac tac dung khong mong mudn
nghiém trong khi stv dung mét liéu Ién thudc tranh thai nay.
Qua liu thuérng gap co thé xay ra |a budn nén, mat kinh.
Khéang co thufic giai dgc d&c higu nén chi digu tr] triéu ching.
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Pac tinh dwore Iyc hoc

Nhém duwoc ly: Hormon sinh duc va cac chat diéu chinh hé
sinh duc, thudc ngtra thai khén cap.

Ma ATC: GO3ADO1

Levonorgestrel la mét chat progestogen t6ng hop dan xuat tir
nortestosteron. Thufc cé tac dung trc ché phong noan manh
hon norethisteron. O ndi mac tir cung thudc lam bién dai giai
doan tang sinh do estrogen sang giai doan ché tiét. Thudc lam
tang than nhiét tao nén nhiing thay ddi mé hoc & l&p biéu mo
am dao, 1am gi&n co tron tl cung, kich thich phat trién mé nang
tuyén va va trc ché tuyén yén. Clng nhu cac progestogen
khac, levonorgestrel cé nhiéu tac dung chuyén hoa, thubc co
th& lam giam luong lipoprotein ty trong cao (HDL) trong mau
Levonorgestrel thudng ding dé tranh thai. Tac dung tranh
thai clia thudic cd thé giai thich nhu sau: Thudc lam thay doi
dich nhay ctia ti cung, tao nén mét hang rao ngan can sur di
chuyén cla tinh tring vao Wr cung. Qua trinh lam t& clia
triing bi ngan can do nhirng bién doi vé cdu tric clia noi mac
wr cung.

Péc tinh dworc dong hoc

Hap thu

Levonorgestrel dugc hdp thu nhanh va hoan toan gua dudng
uang.

Phédn bo

K&t qua nghién ciru vé dugc dong hoc dugc thuc hién trén
16 ngudi phu nir tinh nguyén khoe manh cho thay rang, sau
khi ugng 1 lieu duy nhat véi ham lugng 1,5 mg
levonorgestrel, nong do thudc t6i da trong huy&t thanh dat
duoc & mire 18,5 ng/ml sau 2 gio. Sau khi dat mire t6i da
trong huyét thanh, nong dd levonorgetrel giam dan voi thoi
gian ban thai trung binh khoang 26 gid-.

Sinh chuyén hoa

Levonorgestrel khéng dugc bai tiét & dang khon
ma & dang chédt chuyén héa. Cac chél chuyén,” cla
levonorgestrel duoc bai tiét qua phan va nudc tigd ey 1é
twong duong. Su bién déi sinh hoc dién ra theo ¢ (e}
da biét déi v&i su chuy@n hoa cac steroid, Ievonicr}‘},e%lr,
dwoe hydroxy hoa trong gan boi cac enzym gan G yé‘t,lﬁﬁ’
CYP3A4 va cac chat chuyén héa dugc bai tist du dang @r}
hop glucuronid bdi cac enzym glucuronid gan. T
Thai trir i‘/
Khang tim thay chat chuyén héa nao c6 hoat tinh si
Levonorgestrel gan két véi albumin huyét thanh vapiitr
globulin gan k&t hormon sinh duc (SHBG). Chi K
ndng dé huyét thanh toan phan hién dién dudidang steroid
tw do, trong khi 65% gén két chuyén biét véi SHBG.

Sinh kha dung tuyét déi cla levonorgestrel gan 100% ligu
dung.

Khoang 0,1% ligu ding dugc bai tiet vao sita me.

Quy cach déng go6i

Vi 1 vien. Hop 1 vi.

Piéu kién bao quan, han dung, tiéu chuin chéat lwong
clia thudc

bién déi

17.1. Piéu kién bao quan
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17.3. Tiéu chuan chét lwong

18.

Bao quan trong bao hi kin, noi khé, tranh anh sang. Nhiét do
khéng qué 30°C.

Han dang

24 théng ké tlr ngay san xuat.

PI310321

BP.
Tén, dia chi cla co sé san xudt thuGc
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