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Genestron

LEVONORGESTR 0.75mg

VIEN NEN BAO PHIM

Huéng déan str dung thude

Poc k§ t& hudng din nay trude khi diing thude. Hudng din nay bao gém nhitng théng tin
quan trong vé su diéu tri ciia ban. Trong trudng hgp cé bat k¥ sit nghi ngd nao hoidc néu ban
khéng chic chin vé bt et diéu gi, hiy héi bdc s§ hodic duge sy. Giit lai téf huéng din nay,
ban c6 thé doc lai khi cdn

THANH PHAN M&i vién chira levonorgestrel 0,75 mg. T4 dugce: Natri croscarmellose, povidon,
talc, magnesi stearat, lactose monohydrat, tinh b6t bip, hypromellose 2910, macrogol 6000, talc,
FD&C Yellow No. 6 Aluminum lake, FD&C Blue No. 2 Aluminum lake, white polymer coat

PHAN LOAIDUQC LY - TRILIEU

Hormon ding dudng todn thin

%
DUQC LY )

Duge Iuc hoe

Co ché hoat dong ciia thude tranh thai khin cép van chira duge 16 x4c dinh 13 rang, tuy nhién
c4c nha khoa hoc cho réng sur trc ché hoc lam chém qua trinh rung trimg 1a co ché tac dong
chinh.

C6 thé thudc ngin can qué trinh thu thai bing cach thay dbi su di chuyén cua tinh tring
va'hodc trimg. Cling ¢6 thé thudc ngin can sy lam td cua trimg do lam thay ddi ndi mac tir
cung, tuy nhién thudc tranh thai khan cip khong c¢6 tac dung khi qud trinh 1am 4 cua trimg da
Xdy ra tir trudc.

Levonorgestrel 1a mgt Progestogen téng hop dan xuét tir Nortestosteron. Thude ¢6 tc dung
va cach diing ciing giéng nhu di mb ta véi cac Progesteron néi chung, nhung la thude (rc ché
phéng nofn manh hon Norethisteron. Vi ndi mac tir cung, thudc lam bién doi giai doan tang
sinh do Estrogen sang giai doan urc ché. Thudc 1am tang thin nhiét, tao nén nhitng thay dm
md hoc ¢ lap b:eu mo 4m dao, lam gin co tron tr cung, kich thich phat trién md nang tuyén
vii va e ché tuyén yén.

Téc dung tranh thai ctia Levonorgestrel c6 thé duge gidi thich nhu sau: Thudc 1am thay dbi
dich nhay cua tir cung, tao nén hang rao ngin can su di chuyén cna tinh trang vao cd tir cung.
Qua trinh lam td cua trimg ciing bi ngin can bdi nhitmg bién ddi vé cu tric ndi mac tr cung
ndy. C6 bang chimng cho ring chirc ning ctia hoang thé bi gidm ciing gop mot phin vao tac
dung trinh thai. e

Duge ding hoc



Sau khi udng 1 liéu 0,75g Levonorgestrel & 16 phy nir khde manh tinh nguyén, céc chi s6 vé
duge dong hoc thu dirge nhur sau:

Cmax Tmax Do thanhthai Thé tich phanbd Thoi gian ban thai

AUC
S6 ngudi (ng/mL) (gid) (L/gid) (L) (Gio)
(ng/mL/gid)
16 141477 1.6+0.7 7.7x27 260.0 244 +£53 123.1 +50.1

Hip thu: Tai lidu da chi ra ring Levonorgestrel hip thu nhanh chéng va hoan toin qua dudmng
tiéu héa v6i kha dung sinh hoc gan 100%.

Phin bé: Levonorgestrel gén két cao véi Protein huyét tirong. Khoang 50% gén véi Albumin
va 47% gin véi hormon sinh duc tao thanh Globulin (SHBG).

Ckuyén hoa : Levonorgestrel khong bi chuyén héa lin dau & gan. Cac chit chuyén héa chinh
1a 3a, Sb- va 3a, Sa-tetrahydrolevonorgestrel va 16b-hydroxynorgestrel. Nong do céc chét
chuyén héa trong huyét tuong nay chiém khoang 10% so véi chit gbe. Cac chét chuyén hoa
bi Hydroxyd héa & vi tri 2a va 16b. Mot lugng nho céc chit chuyén héa co mit trong huyét
turong & dang mudi lién hop sulfate glucuronid. g

Thai trie: Thoi gian ban thai sau khi udng 1 liéu dw;lfhét 0.75 mg levonorgestrel khoang 24
gid. Levonorgestrel trai qua Hydroxyd hoa va sau d6 két hop thanh mudi sulfate va
glucuronid. N6 khong tham gia vao chu trinh gan rudt. Levonorgestrel va cac chét chuyén
hoa ctia nd thai trir chi yéu qua nude tiéu, 1 phan nhé qua phan.

CHI PINH

Tranh thai khin cp: ngiva thai sau khi quan hé tinh duc khéng duge bdo vé trénh thai, hoic khi
biét hoic nghi ngd phuong phdp ngita thai dugce diing da that bai.

CHONG CHI DINH: Trong cdc trudng hdp sau:
- Pi bi€t hodc nghi ngd cé thai.
- Tién st min cdm v&i levonorgestrel hodc cdc hormon khéc.
- Chiy mdu im dao bi't thudng chua dugc chin dodn.

LIEU VA CACH DUNG Ubng 1 vién cing sdm cang 16t trong vong 72 gid sau khi quan hé tinh
duc, thich hgp nhat rong vong 12- 24 gid vi hiéu qua clia thudc gidm theo thdi gian. Vién thi 2
phdi udng 12 gi¥ sau khi uéng vién thif nhat.

U6ng thudc véi mot ly nude. Udng trong céc bita dn ¢é thé gitp lam gidm buon m:m Trudng hdp
nén trong vong 1 gid sau khi udng, phdi uéng b 1 vién khic.



Phdi tuin theo cdch diéu tri, khong diing liéu 16n hdn, hay thudng xuyén hdn hoic thoi gian dai
hodn. Khong diing qua liéu chi dinh, vi cdc vién thém vao khong 1am ting hidu quai trdnh thai,
nhung c6é thé lam ting nguy cd tic dung phu.

Khéng ding qud lidu khuyén cdo.

TAC DUNG KHONG MONG MUON Mbt s3 tdc dung phu sau nay c6 thé xdy ra khong cin dén
khdm bdc si, trit khi qud khé chiu hoac kéo dai trong thdi gian diing thuéc: budn nén, dau bung,
mét, dan ddu, ¢6 kinh nhiéu va trung binh, chéng mit, nguc dau hoic nhay cim, 6i va tiéu chay.

Théng bdo cho bdc s§ nhitng tdc dung khong mong mudn gdp phdi khi sit dung thuoe.
THAN TRONG KHI SU DUNG

- Béo cho bac s¥ néu ban timg mot 14n phan tmg di tmg khi ding Levonorgestrel, nhimg
hormon khac hodic véi bét ki chat nao khée (thue phim, thubc nhudm...) hodc nhitng thubc
khac.

- Bdo cho bac s§ néu ban c6 thai hodc dang cho con b,
- Phuwong phép trdnh thai nay khong hiéu qua khi khi thue sy ¢6 thai d3 duoc chin doan.

- Khong ding thudc nay nhu mot phuong phap tranh thai théng thuéng, né chi duge ding
trong nhimg trudmg hop khén cép.

- Thude nay ¢6 thé 1am ting ngy co c6 thai ngoai u‘r&g, hoi bac s§ néu ban bi mét con dau
dir doi viing bung duéi, dé co thé 1a diu hidu cia thai ngoai tir cung.

- Thudc ndy khong bao vé chéng lai nhidm HIV hay nhimg bénh lay truyén qua dudng tinh
duc khac.

- Béo véi bac s§ néu ban co tién st hodc c6 bit ky mot trong nhimg bénh sau: xuit huyét Am
dao bét thudng chua duge chin doan, bénh gan; nhimg vén dé v& kinh nguyét; dau nira dau;
tiéu duong.

- M&dt vai phu nit co thé chay mau bét thuong sau khi udng thude ngira thai khén cép.

- Thude ngira thai khin cip khéng gdy c6 kinh ngay 1ap tic. Chu ky kinh nguyét c6 thé bit
dau mét vai ngay trude hodc sau ngay du doan, Trong trudmg hop kinh nguyét tré hon 1 tudn,
nén thir thai.

- Thudc tranh thai nay khong ngira thai duoc néu ban cé quan hé tinh duc trong nhidu ngay
hoic nhidu tudn sau diéu tri. St dung nhitg phuong phép tranh thai khéc, hormon hoic co
hoc, hoic bit ddu mét phuong phép ngira thai hdc mén thudng ding khi bat déu ciia chu k¥
ké tiép, d& ngin ngira nguy co c6 thai trong tirong lai.

PHU NU CO THAI VA CHO CON BU



Phu nif ¢6 thai: Bing chimg lam sang cho thy khong ¢ nguy co anh huéng dén su phat
trién ctia thai nhi trong trudng hop diéu tri tranh thai that bai.

Phu nit cho con bii: Mt lugng nho hormon qua dugc sira me & nhitng ba me dung thube
tranh thai chita Progestogen dé tranh thai trong thoi gian dai, gy ndng dd steroid & huyét
tirong tré cao hon ndng dd trong huyét twong me 1-6%. Khang co su thay dbi vé s6 luong,
chit lugng sira cling nhu su phat trién, sirc khoe cho em bé khi me ding Progestogen.

LAI XE VA NGUGI VAN HANH MAY MOC Thén trong d6i véi ngudi 13i xe va vén
hanh may mée vi thude ¢6 thé gay chéng mit sau udng 1-4 gid.

TUGNG TAC THUOC VA CAC TUONG TAC KHAC

Tuong tic c6 thé xdy ra vdi cdc thudc phenytoin, carbamazepin, cdc thudc barbiturat, griseofulvin,
primidona, rifampin hodc bat k¥ thudc nio khdc lim ting men gan,

QUA LIEU VA XU TRI

Khong c6 bdo cdo vé tic dung bal Idi wdm trong gip phdi khi sit dung mdt lidu I6n
Levonorgestrel. Qua lidu cé th€ giy budn ndn, mat kinh. Khéng c¢6 thude gidi doc dic hiéu, chi
di€u tri triéu ching.

BAO QUAN Gii thudc noi khé mat, trénh 4nh séng khang qua 30°C, xa tim vdi ciia tré em.

TRINH BAY Hop 1 vix 2 vién __
HAN DUNG 36 thdng k& tir ngay sdn xuét. ‘%

Khéng duge diing thudc sau khi hét han diing.

TIEU CHUAN CHAT LUGNG: Tiéu chufn cd sd

NHA SAN XUAT: Sin xust bdi: LABORATORIOS RECALCINE 8.A., No. 5670Carrascal !
Avenue, Quinta Normal, Santiago, Chile. Thong tin chi ti&t vé sin phAm xin lién hé nha phéin -.‘;'
phéi: Vimedimex Binh Duong, 18 L1-2, dudng s§ 3 VSIP 11, P. Hoa Pha, TX. Thu Diu Mét, Binh Y 4
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Duong. Dién thoai 1800-545402.
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