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Thubc bdn theo don

ESLADY

Dang bao ché: Vién nén bao phim

Thanh phin: M3i vién nén bao phim c6 chira:
Dydrogesteron: .....csssvssi 10,0 mg
Té dugc: Lactose monohydrat, microcrystalline
cellulose, sodium lauryl sulfat, povidon, magnesi
stearat, aerosil, HPMC 606, eudragit E100, talc, titan
dioxid, PEG 6000 vira du 1 vién.

Dugec lye hoe

Dydrogesteron ¢o cdu tric progestin twong ty
progesteron

Dydrogesteron khong c6 tic dung cia androgen va
estrogen, khong irc ché sy rung trimg.

Dugc dgng hoc

- Hdp thu: Dydrogesteron hap thu nhanh, gia trj Tpax
clia dydrogesteron va chét chuyén héa chinh cua né,
20 — dihydrodydrogesteron (DHD), dao ddng giira 0,5
va 2,5 gid.

- Chuyén héa: Dydrogesteron dugc chuyén héa hoan

HUONG DAN SU DUNG

Dé xa tim tay tré em

Poc kj hudng dén sir dung truwdc khi ding
Néu céin thém thong tin xin héi y kién bdc si
Thudc nay chi diing theo don ciia bdc si

- Réi loan kinh nguyét (nhu rong kinh): udng 1
vién/lan x 2 14n/ngay, tir ngay 5 — 25 ciia chu ky kinh

- Lac ndi mac tir cung: ubng 1 vién/lan x 2 -3
1an/ngdy, tir ngdy 5 — 25 ciia chu ky kinh hofic ubng
lién tuc

- Bao vé ndi mac tir cung trong li¢u phép thay thé
hormon th&i ky méan kinh (HRT): uéng 1 vién/lan x 1
— 2 lan/ngay trong chu ky

- Doa say thai: ubng ngay 4 vién cho liéu khoi dau,
sau d6 udng 1 vién mdi 8 tiéng cho dén khi triéu
chung thuyén giam

- Say thai lién tiép do thiéu hut progesteron: udng 1
vién/lan x 2 lan/ngdy cho dén khi thy thai, tiép tuc
uéng t6i tudn 20 cia thai ky, c6 thé giam lidu din dén.
- Vo sinh do suy hoang thé: udng 1 vién/lan x 2
1an/ngay, bét dAu tir nira sau chu ky kinh dén ngay dau
tién cta chu ky tiép theo. Nén duy tri diéu trj trong it
nhét 3 chu ky lién tiép.

toan. Chét chuyén héa chinh cia dydrogesteron la
DHD. Sau khi ung, ndng d6 DHD trong huyét twong

Chong chi dinh =

cao hon dang ké so vé&i chit me. Ti 1¢ AUC va Cpy
ctia DHD va dydrogesteon tuong tng 12 40 va 25

- Thai trir: Dydrogesteron dugc thai trir qua nude tiéu
dudi dang lién hop véi acid glucuronic. Thoi gian ban
thai ciia dydrogesteron va DHD lan lugt 12 5 — 7 gidr
va 14 — 17 gi¢r va duge dao thai hoan toan trong 72
gio.

Chi dinh: Diéu trj c4c trudng hop thiéu progesteron
bao gbm:

- Réi loan kinh nguyét (nhur rong kinh)

- Lac ndi mac tir cung

- Bao vé ndi mac tir cung trong lidu phép thay thé
hormon th&i ky mén kinh (HRT)

- Doa sy thai, say thai lién tiép dugc x4c dinh do
thiéu progesteron

- V6 sinh do suy hoang thé

Liéu dung va cich diing

- Thubc ding theo dudng udng, cé thé ubng trong
ho#c xa bira an.

- Nghi ngd hojc x4c dinh c6 khdi u lién quan --a‘é;',‘f;f-l‘--'-

progesteron , . PR
- Chay méau 4m dao khong rd nguyén nhin ! ' .I
- Tic mach huyét khdi, nghén mach e i
- Bénh gan hoic suy gan ning

- Ung thu va S]]

- Test thir thai

- Qua mn vé&i cac thanh phan ciia thude

- Khéng diing cho tré em dudi 18 tudi

Téc dyng khéng mong mudn

- Thudng gip (= 1/100, < 1/10): Pau dAu, budn nén,
rbi loan kinh nguyét (chdy mau tir cung, rong kinh,
mét kinh, théng kinh va kinh nguyét khong déu), dau,
mém vi

- it gap (= 171000, < 1/100): tram cam, chéng mit,
ndn, bét thuong chirc ning gan (vang da, mét moi, khé
&, dau bung dudi), viém da dj img (phat ban, ngira, ndi
mén), ting cin
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- Hiém gip (= 1/10 000, < 1/1000): budn ngt, phi
mach, phi, gia ting kich thuéc khéi u phu thuge
progestogen, thiéu mau tan huyét

Théng bdo cho bdc sy tdc dung khong mong mudn

gdp phii trong khi sir dung thuic

Thén trong
- Trong trudng hop bénh nhan c6 tién sir vé rdi loan
cam, khi dung
dydrogesteron can dugc theo ddi can trong. Néu bénh
tai dién hodc trAm trong hon trong khi diéu trj véi
dydrogesteron can cén nhic ngirng diéu tri
- Thuéc c6 thé 1am trdm trong thém mot sd bénh do
giit nuéc, mudi khodng (nhur hen, dong kinh, dau nira
dAu, suy tim, suy thén)
- Nén kham vii, khdm céc co quan trong khung chéu
khi bit dlu ding thudc cho chi dinh liéu phap thay thé
hormon thoi ky man kinh (HRT)
- Theo déi cin thgn bénh nhan bj tiéu duong vi
progestin lam gidm dung nap glucose.

chuyén héa porphyrin, trdm

- Cén canh gi4c vé nhimg d4u hiéu sém cua réi loan vé
tic mach huyét kh6i va ngh&n mach (nhu viém tinh
mach huyét khdi, nghén mach phdi, suy tuin hoan
ndo,
mac treo rudt). Phai ngimg thudc ngay khi nghi ngd
hoic xay ra rdi loan nao dé trong sb néi trén.

- Cén than trong v&i ngudi bénh suy gan

Thei ky mang thai

- C6 tang nguy co khuyét tat nho khi sinh & nhimng tré
ma me dung progesteron trong 4 thang dau thai ky. Da
6 béo cdo vé tat 13 tiéu thip & tré nam, nam héa nhe

tic mach vanh, huyét kh6i vong mac, huyét khdi

co quan sinh duc ngoai & tré nir khi bj phoi nhiém
trong 3 thang dau thai ky. St mo6i, h¢ vom miéng,
bénh tim bim sinh, con éng dong mach, khuyét tat
véch tAm thét, chét trong tir cung va sy thai ty nhién
da duge bao cdo trong mdt sb truong hop sau khi me
udng progesteron trong thdi ky mang thai. Liéu cao
progesteron c¢6 thé 1am giam kha ning sinh sin. Can
cé thém cac nghién ciru danh gia vigc ding
progesteron dé lam giam nguy co sinh non

- Thudng khéng ding cic progestin trong 4 thang dau
thdi ky mang thai. Pa c6 bing chimg vé tic dung c6
hai tiém tang cta cc thudc
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thai nir khi me dung céc progestin trong thoi ky mang
thai. Phi dai 4m vét d4 dugc bao cédo & mt sb it bé gai
ma ngudi me di ding medroxyprogesteron trong thoi
ky mang thai. D3 c6 ggi y thiy méi lién quan gitra sy
phoi nhiém trong tir cung véi céc hormon sinh dyc nif
va céc dj dang bAm sinh nhu cic khuyét tat tim mach
va chén tay

- Mic du viéc sir dung céc progestin dé hd trg trong
thoi ky dau mang thai khong phai c4c chi dijnh thong
thuomg. Tuy nhién, progesteron vin dugc ding trong
trudng hop phu nit bj thiéu hyt progesteron dé ngan
can say thai lién tiép, do d6 can giam sat can thén
trong qué trinh diéu trj.

Thoi ky cho con bi: Progestin bai tiét qua sira, tac
dung cuia progestin dén tré bu me chua duge xac dinh.
Khong nén dung progestin trong thoi ky cho con bi.
Ngudi ldi xe va van hanh may mée: Pugc ding
Tuong tc thude:

- Céc thudc gdy cam (ng enzym (nhu carbamazepin,
griseofulvin, phenobatbital, phenytoin, va rifampicin)
lam giam hiéu lyc ciia cac progestin.

- Sir dung progestin anh hudng dén kha, ning kiém
so4t bénh tiéu duwdng, phai diéu chinh liéu* idu trj dai
thdo dudng trong thdi gian dung progestin,

- Progestin trc ché chuyén héa Ciclosporin/1am tang
ndng do ciclosporin trong mau, do d6 tafg nguy co
ngd ddc ciclosporin.

Qua liéu va xir tri: Chua c6 thong béo ndo ghi nhan
vé tac dung gy bénh do ding qua liéu. :
- Xtr ly: Khong c6 thube giai doc dic hiéu, chi dié{f
tri¢u chimg. \&
Quy céich déng gbi: Vi PVC/nhom, hop 02 vi*;q ml
vién, hdp 03 vi x 10 vién.
Han diing: 36 thang ké tir ngdy sn xuat 4
Bido qudn:

- Noi kh, tranh anh sang, nhiét d6 dudi 30°C
Tiéu chuén: Theo TCCS

Nha sin xudt: CONG TY CP DUQC TW
MEDIPLANTEX
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