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VINAFOLIN

Ethinylestradiol 0,05 mg

CONG TY ¢6 PHAN SINH HQC DUGC PHAM BA DINH
KCN QUE VO - X,PHUONG LIEU - H.QUE VO - T.BAC NINH
OT: 0241.3034424 - FAX; 0241.3834425

2

Thinh pnln MEl vian nén ;Iml

Hop 1 vix 10 vién nén

Chi d|nh, Liéu ding, Chéng chl djnh

Ethl 5 mg vh ciéc thong tin khéc: T
TR L L C—, T Xom & hudng din s dyng thude. = j!,‘
o dule. Nt v i e, D Tiau chulin dp dyng: TCCS Sl
RXtnuge bin theo gon } '}“
3 4
VINAFOLIN <
Ethl $ =
nylestradiol 0,06 mg ,’é
BB s tiisidaivtiasrensany =
@ 8616 8X:ciinne 4
NSX:.. P
i HD:.. H;r:
\ \';
\ X

Norayno 5 ndm 7013




@)  CONGTY CO PHAN SINH HQC DUGC PHAM BA DINII
Khu CN Qué Vo — Bic Ninh. DT: 0241.3634424. Fax. 0241.3634425. Website;

LRy

nttps://vnras.com/drug/

Rx Thudc ban theo don

HUGNG DAN SU DUNG THUOC
VINAFOLIN

SINH HOC
DUQC PHAM /-

Ethinylestradiol 0.05 mg

Céng thirc: Ethinylestradiol: 0,05 mg

T4 duoc: Lactose, Avicel, Magnesi stearat,
Povidon K30, Sodium starch glycolat: vira
du 01 vién.

Ddc tinh dwoc luwc hoc:

Estrogen duoc str dung chu yéu lam
mo6t thanh phan trong thubc uéng tranh thai
va trong diéu tri thay thé hormon & phy nir
sau man kinh, va it dung hon trong nhiing
chi dinh khac. Phai ludn can nhéc giira loi
ich cua diéu tri va nguy co tac dung khong
mong mudn cua estrogen doi véi mbi
ngudi bénh. Estrogen tic dung chu yéu do
diéu chinh biéu hién ctia gen. Nhiing ndi
tiét t6 wa m& nay khuéch tén thu dong qua
mang té bao va gin vao thu thé dé chuyén
doan vao trong nhén té bao va gin vao do
dé diéu tiét phién ma cua gen dich. Tac
dung ciia cic tuong téc 1a do san pham gen
dugc tao nén hoic bi e ché tir gen phu
thuéc estrogen. Pa thdy cic thu thé
estrogen ¢ nhirng m6 phu thudc estrogen
nhu & duong sinh san nir, v, tuyén yén,
viing dudi doi, xuong, gan va cac mo khac.
Thu thé estrogen tuong tac v6i nhimg yéu
t6 diéu tiét gen dic hiéu la nhitng chudi
nucleotid duoc goi la cic yéu to dap img
vai estrogen, ¢ trong doan diéu tiét cua
gen dich. Tuong téc giita thy thé va
estrogen lam tédng hodc giam phién ma gen
diéu hoa boi noi tiét td. Ngoai cac yéu té
dap Umg véi estrogen, nhiéu gen dap tng
vGi estrogen chira nhimg yéu t6 lam trung
gian cho tic dung cla nhimng nhan t6 diéu
hoa khéc. Estrogen c6 nhiéu téc dung duge
ly gdm tdc dung lam tang estradiol huyét
twong, 1am gidm néng d6 FSH va LH, tc

Vig)

ché tiéu xwong do té bao huy xwong, lam
giam ndng d6 cholesterol toan phén va
lipoprotein ty trong thdp, 1am ting nong d6
lipoprotein ty trong cao trong huyét thanh,
bao ton chic ndng biéu md va cé tic dung
bao vé tir cung.

Trudc day, estrogen lién hg
nhiing thudc thudng duge ding nhit dbi
véi nhimg rdi loan thoi ky man kinh va
litu ding 625 microgam hang ngay da c6
hiéu qua trén da s phu nir (mac dit mot s6
ngudi bénh cin dung lidu 1250
microgam/ngay). Estrogen li8n hop va
Fthinvlestradiol ¢6 hidu luc khi nfng khéc
nhau rat nhiéu: 625 microgam estrogen
lién hop thuong chi tuong duong vé mit
hoat luc véi 5 - 10 microgam
Ethinylestradiol. Nguoc lai, phan I6n thudc
udng tranh thai két hop thong dung hién
nay str dung rdi ngay 20 - 35 microgam
Ethinylestradiol, liéu estrogen diing trong
liéu phép thay thé hormon sau man kinh
thdp hon nhiéu so véi liéu dung uéng dé
tranh thu thai. Vi nhitng tic dung khong
mong mudn cua estrogen phu thudc vao
lidu, ty & xay ra va mirc do nghi€ém trong
cia nhitng tac dung khéng mong muén khi
dung thube ubng iranh thai l6n hom so véi
khi 4p dung liéu phép thay thé hormon.
Ddc tinh dwgc dong hoc:

Kha dung sinh hoc (udng): 51 £ 9%.
Bai tiét qua nuéc tiéu: 1 - 5%. Gén v6i
huyét tuong: 95 - 98%. D thanh thai: 5,4
+ 2,1 mlphat'.kg". Thé tich phan b6: 3,5
+ 1,0 lit/kg. Nira doi: 10 £ 6 gio.

Ethinylestradiol cé hi€u qua khi duing
mot minh hodc két hop v6i mot progestin
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trong thubc udng tranh thai. Kha dung sinh
hoc khi ubng dic biét cao do c6 nhom
ethinyl & vi tri C17, diéu ndy Gc ché
chuyén héa lan dau & gan. Ethinylestradiol
dugc chuyén héa qua qud trinh 2 -
hydroxyl héa va tao nén 2 va 3 - methyl
ester twong ung sau d6. Ethinylestradiol
dugc thanh thai chdm va nira doi thai trir
da duoc mot s cong trinh thong béo la 13
- 27 gio.

Chi dinh:

Chi dinh chinh:

Diéu tri thay thé hormon & nit man
kinh (diéu tri roi loan van mach vira va
nang, du phong loang xuong do mén kinh)
va & nir giam néng tuyén sinh duc.

Liéu legng — cdch ding:

Ethinylestradiol dugc dung ubng.
Liéu luong Ethinylestradiol dugc xéc dinh
cho timg ngudi tuy theo bénh trang, dung
nap va dédp tmg cla ngudi bénh. Dé gidm
thiéu nguy co vé Tac dung khong mong
mudn, nén dung liéu thap nhat c6 hiéu qua.
Diéu tri réi loan vdn mach tir vira dén
nang do man kinh:

Liéu Ethinylestradiol thudmg diing 12
0,02 - 0,05 mg mdi ngdy, cho theo chu ky;
tuy vay, mot sé ngudi bénh déap g tot voi
lidu thdp 0,02 mg cir hai ngay mét lan.
Trong thoi ky ddu man kinh & phu nir con
kinh nguyét liéu hiéu qua 1a 0,05 mg méi
ngay mdt lan, trong 21 ngay lién tuc, tiép
theo 7 ngay khong dung thudc. Trong thoi
ky cubi man kinh, ché do tri liéu ciing
gibng nhu trong thdi ky déu man kinh,
dung liéu Ethinylestradiol 0,02 mg méi
ngdy trong mot s it chu ky déu, sau d6 co
thé tang liéu t6i 0,05 mg mdi ngay trong
nhitng chu ky tiép sau. O ngudi bénh c6
nhitng triéu chiing nidng hon (vi du, sau

Sois

phu thut cit hai budng
ding liéu ban dau 0,05
ngay; sau khi c6 cai thién
(thudng trong vong vai tuén), cd the g
litu xubng 0,05 mg mdi ngay. Sau d6 hiéu
chinh liu tuy theo kha ning dung nap va
dap img diéu tri clia ngudi bénh, dung liéu
duy tri c6 hiéu qua thip nhét c6 thé dugc.
Diéu tri thay thé trong giam ndng tuyén
sinh duc nit:

Lidu Ethinylestradiol thuong dung |ié
0,05 mg, 3 lan mf‘-i__ngéy._ wong 2 wan diu
cta mdt chu ky kinh nguyét iy f.i'.-u;'{'.'-'t, t;f'p
sau d6 dung progesteron trong nira cudi
cua chu ky nay. Tiép tuc cdc chu ky nay
trong 3 - 6 thang, tiép theo sau 1a 2 thang
khong udng thudc dé xdc dinh xem ngudi
phu nir c6 thé duy tri chu ky kinh nguyét
khi khong ding hormon. Néu ngudi phu
nit khong c¢6 kinh trong thoi gian 2 théng
khong dung thude, c6 thé diéu trj thém mét
s6 dot véi Ethinylestradiol - progesteron.
Chong chi dinh:

Khong dung Ethinylestradiol cho nhimg
ngudi bénh mang thai hodc nghi mang thai
vi uong gy nguy hai nghiém ooy doi véi
ihai; cO hodc nghi ¢6 u piu thuge esirogei;
¢6 hodc nghi c6 carcinom vi; chay mdu 4m
dao bét thuomg chua rd nguyén nhan; viém
tinh mach huyét khdi, huyét khéi hoic rbi
loan huyét khdi nghén mach két hop voéi
viéc sir dung estrogen trudc day.

Canh bdo va than trong khi s dung
thubc:

Phai thdm khdm va héi k¥ bénh sir
ngudi bénh trudc khi ké don
Ethinylestradiol va chi y dic biét dén
huyét 4p, vii, cAc co quan & bung va tiéu
khung. Nhu thudng 1€, thube noi tiét td nit
khong ducc ké don gué ! nadm ma ithong
tham kham lai ngudi bénh.
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Nir c¢6 rdi loan chirc ndng tim hodc
than, déng kinh, dau ntra dau, hen hogc u
X0 tir cung, doi hoi phai theo ddi cén than
khi diing thudc vi cac bénh nay c6 thé ning
1én.

Nguy co bénh huyét khéi nghén
mach do dung Ethinylestradiol ting theo
tudi va hit thude 14. Do dé, nit trén 35 tudi
khi dung thudc phai dugc khuyén bo hit
thude I4.

Phai dinh luong néng dd glucose,
triglycerid trong méu, liic dau va dinh ky,
d6i v6i ngudi bénh c6 khuynh huéng bi dai
thao duong hodc tang triglycerid huyét.
Twong tdc voi cdc thuéc khdc va cdc dang
twong tdc khdc:

Paracetamol dugc thanh thai ra ngoai
co thé nhanh hon & phu nir uéng thudc noi
tiét t6 nir va tac dung giam dau c6 thé
giam. Paracetamol con lam tang héap thu
Ethinylestradiol tir ruft khoang 20%.

Ethinylestradiol c¢6 thé lam
nhiém sic t& & mit do minocyclin gay nén.

tang

Ethinylestradiol c¢6 thé lam ting tac
dung va doc tinh cua zidovudin.

Estrogen dbi khi c6 thé lam giam
mdt cach di thuong tic dung cua
imipramin, nhung dong thoi lai gdy doc do
imipramin.

Rifampin lam giam hoat tinh gay
dong duc cia estrogen khi ding dong thoi,
do gdy cam umg enzym tiéu thé gan, dan
dén tang chuyén héa estrogen.

Ethinylestradiol ¢6 thé lam ting tac
dung chbng viém cia hydrocortison, do
lam giam chuyén héa corticosteroid & gan
va/hodc lam thay di su gan corticosteroid
vao protein huyét thanh.

Estrogen c6 thé lam giam tic dung
cuia thudc uéng chdng dong mau.

SINE HOIC
DUOK. PHAW /

Trwong hop cd thai va cho c 1BA NINK

Thoi ky mang thai

Estrogen c6 thé gay quél tha?r?g iem
trong khi dung cho ngudi mang thai. Tang
nguy co di dang lfvn sinn 44 avge théng
béo gbm khuyét tat vé tim mach vé c4c chi,
sau khi dung hormon sinh duc. Khong
dung Ethinylestradiol cho ngu®i mang thai
Thoi ky cho con bu

Estrogen phdn bd vao sita me. Vi
estrogen c6 thé gy tac dung khéng mo
mubn nghiém trong & tré nho bu me, p
can nhic xem nén ngimg cho con bd hotic
ngimg dung thuéc, cé tinh dén tim qu
trong cua thubc ddi v6i me. Khi me cho
con bui ding estrogen, lugng va chat ciia
stra giam di.

Téc dung dbi véi kha mmg ldi xe va vin
hand mdy moce: '

Ethlnylestradiol ¢ thé lam cho ¢
cam gidc budn non, chéng mat, co ciing co
bung, ting huyét 4p, tao cuc huyét khoi
gay tac mach, khong dung nap kinh ap gidc
mac nén dung thudc sém it nhét trudc 13
gid (thodi gian ban phén hiy cia thudc) khi
lai xe hodc van hanh may méc.

S g

Tic dung khong mong mubn:

Tac dung khong mong mudn phu
thude vao liéu, thoi gian diéu tri, gi6i tinh
cia ngudi bénh va truéc hodc sau maén
kinh & nit. Vi t4c dung khong mong mudn
phu thude vao lidu, v 1€ vé mite 44 nohiém

trong ciia tdc dung khéng mong méa 2y
[6n hon khi ding thudc udng trénh thai so
v6i khi 4p dung liéu phap thay thé hormon.
Ham lugng estrogen (va progestin) trong
thudc noi tiét t6 nir d duoc giam nhiéu va
do d6 da giam manh nguy co tidc dung phu
do ubng c4c thube noi tiét t& nir hién nay.
Thwong gap, ADR >1/100
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Da day - rudt: Budn nén, chan &n, co
cling co bung, trudng bung.

Noi tiét va chuyén héa: To vi dan
ong, ting can nhanh, phu.

Khéc: Pau vii hodc 4n vao dau, to vi.

It gdp, 1/1000 < ADR < 1/100

Da day - rudt: Ia chay, nén, viém lgi.

Sinh duc - niéu: Chay méau trong khi
dung thudc, cudng kinh, v kinh, dau bung
kinh (théng kinh).

Tim mach: Tang huyét 4p, a0 cuc
huyét khéi, huyét khéi tdc mach.

Noi tiét va chuyén héa: Tang calci -
mau.

Hé than kinh trung wong: Chéng mit,
thay déi tinh duc, miia giat, nhirc dau, nhiic
nira dau.

Da: Kich tng da, ram da, sam da.

Mit: Khong dung nap kinh ap giac
mac.

Khéc: U vi.

Hiém gdp, ADR < 1/1000

Tim mach: Viém tinh mach huyét
khéi, nghén mach phéi, nhdi méau co tim,
dot quy.

Gan: Vang da 0 mat.

Hudng dén cdch xir tri ADR

Phai ngirng dung Ethinylestradiol khi
c6 bat ctr ddu hiéu nao cua huyét khdi
ngh&n mach, ting huyét ap nang, trAm cam
ndng, céc test chic ning gan bét thudong
hodc céc van dé vé thi luc (mét thi luc, mét
16i, song thi...).

Budn ndén va noén la phan tng dau
tién cua liéu phép estrogen & mdt sé phu

San xuét tai: Céng ty CP SHDP Ba Dinh

nif, nhung phan ung .\‘u
v6i thoi gian, va cd thé ' -
udng estrogen clng thuc an ngay
trude khi di ngi. Vi cing va 4n dau va phi
c6 thé xdy ra, nhung d6i khi cé thé bét khi
giam liéu.

P4i vé6i phu nit bi s6i mat hoic trong
tién str c6 huyét khdi & tinh mach séu, nén
cdy estrogen dudi da hoic qua da.

Vi ¢6 nguy co ung thu niém mac tr
cung do diung estrogen don doc, nhai dung
mét progestagen chu k¥ it ohat 12
ngay/thing, thudng dung dudng uéng, cho
tit ca cdc ngudi bénh nir con wr ¢
nguyén ven. Tuy vdy, can thiét phai thgo
doi sat tinh trang stric khoe cla tat ca gac
phu nir ding estrogen.

Quii liéu:

Qud liéu estrogen cap tinh c6 thé gay
budn ndn, va khi ngimg dung thudc cé thé
gdy chady mau & phu nit. Piéu tri triéu
ching va hd tro.

Bado qudn:

Noi kho, tranh anh séng, nhiét do
khdng qua 30°C. _
flan ding: 56 thang k& il ngay sai xual.
Qui cdch dong gdi: Hop 01 vi chira 10
vién nén va 01 don huéng dan sir dung.

Thong bdo cho Bdc sy nhitng tdc dung khong
mong muén gdp phai khi sir dung thuéc.
Poc kj hwéng dén sic dung trudc khi dimg.

Dé xa tam tay tré em.

Email: ba.ciinhnh.’@_rm di{i’-f.\."f! hoe. oo i
Website: badinhpharma.vn
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