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Nhan H§p Vién nang KUPDINA 100mg

Kich thudc: 5.5 x 9.5 x 2.8 (cm)

Ti 18: 100%
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[mB TA] Vign nang cing, ndp va thin nang mau vang nhat, trén cb in
Danazol 100mMg  -ur" va *onz 100", ben trong chita bt mau tring hodi hol vang.
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{TIEU CHUAN] USP 34.

[CHI BINH, LIEU LUGNG & CACH DUNG] Xin doc kj hudng ddn sif dyng.
[CHONG CHI BINH, TAC DUNG PHY] Xin doc ki hudng ddn sif dyng.
[BAD QUAN] O nhigt a9 phing khng qud 30°C.

[BONG GOI 10 Vign nang/ VI x 3 VI/ Hop.
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Danazol 100mg
30 vien nang (3 x10 vien nang)
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Danazol 100mg
30 Caps.(3x10Caps.)
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Rx: Thuéc nay chi diing theo su ké don ciia thdy thudc.

KUPDINA Vién nang citng
Danazol 100 mg

THANH PHAN

MJ4i vién nang cung chita:

DIANAZOL 1o eeeeeee e e e et eeeaesesaaseeeaseasaseee s sas e e e e e e e e e e aaae S e e EaE e e e e ba e e e e s e e e e 100 mg
Td dwoc: Lactose monohydrat, Povidon, Natri lauryl sulfat, Tinh bot natri glycolat, Magnesi
stearat, Nudc tinh khi€t

MO TA

Vién nang cifng, nip va thdn nang mau vang nhat, trén ¢6 in “UT” va “DNZ 1007, bén trong
chita bt mau tring hodc hdi vang.

DUGC LUC HOC

Danazol 13 mdt din chat tdng hgp ctia ethisteron (ethinyl testosteron). Danazol ngin cdn dan
truyén tuy€n yén-budng tritng bing cdch e ché tin hiéu ctia tuy€n yén va gonadotropin ving
dudi ddi. Danazol de ché truc tiép s tdng hdp steroid sinh duc va gin vdi receptor cta steroid
sinh duc trong t€ bao chat cda cdc m6 b&nh va do do6 thé hién hoat tinh khdng estrogen, khd
ning dong hoa va hoat tinh androgen y&u. Hoat tinh androgen phy thudc vao liéu dung. Danazol
khong 4nh hudng dén sy phdng thich binh thudng corticotrophin tif tuyén yén hay cortisol tif
tuyén thugng than.

Khi st dung thudc nay cho phu nff trén mot s& nghién ciu 14m sang, Danazol ngén cdn hormon
kich thich nang tritng (FSH) va hormon tao hoang thé (LH) va lam gidm ndng do estradiol va
progesteron trong huyét twong. Nghién cfu trén nam gidi diéu tri v6i Danazol ciing cho thdy c6
sy gidm ndng do trong huyét trong clda FSH, LH, testosteron va dihydroepitestosteron.

Trong diéu tri lac ndi mac tf cung, sy ngan chin tdng hop steroid budng tring 1am cdc md lac
ch3 bi teo lai. Khong rung tridng va vo kinh 6 thé xdy ra & hau hé&t phu nif sau 6-8 tudn diéu tri
véi Danazol. Tuy nhién, khi nghién cifu trén nam giéi diéu tri bing Danazol thi thay khong c6 su
thay ddi so lugng tinh tring.

Nghién ctfu & bénh nhin phit mach do di truyén didu tri bing Danazol, ndng dd huyét thanh ciia
chit e ché esterase 1 (C1) gdp 4,5 1dn va ndng do C4 gdp 15 lan so véi ndng do trudc khi dung
thuGe. Nghién cttu & bénh nhédn thi€u y&u t6 VIII (bénh mdu khé dong A) va bénh nhén thi€u
y&u 18 IX (bénh mdu kh6 dong B), Danazol lam ting ddng ké ndng do y&u t& VIII va yéu t5 IX
tuong @ng & cdc bénh nhan. Danazol ciing ¢6 tic dung lam ting alpha;-antitrysin & cdc bénh
nhan bi thi€u hut men nay. Con trén bénh nhdn ban xuit huyé&t do gidm tiéu cdu vo |tpn,
Danazol ciing 1am gidm déng k& IgG gdn trén bé mit ti€u cau.

DUQC PONG HQC

Sau khi u6ng, Danazol dugc hap thu qua dudng tiéu héa va chuyén héa & gan. Sy hdp thu ting
lén néu udng Danazol ciing véi thic an. Thai gian bdn hiy trong huyét tuong khodng 3-6 gid khi
diing liéu don, nhung ting 1én khodng 26 gid khi ding liéu lip lai.
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Chit chuyén héa chinh cia Danazol la Ethisteron, 2-hydroxymethylethisteron va 17-
hydroxymethylethisteron, tuy nhién cic chat chuyén héa nay khong ¢6 hoat tinh tc ché tuyén yén.
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Danazol va céc chit chuyén héa c6 thé di qua tudn hoan gan-rudt. Cdc chit chuyén héa duge bai

ti€t vao nudc tiéu va phan.

CHI PINH

Lac ndi mac tit cung: Pau trong bénh lac ndi mac tif cung do sy thay ddi hormon. Danazol cling
duge sit dung dé gidm dau khi hormon da lva chon khong c6 tic dung, khong dung nap hoac
chdng chi dinh. Khong ding Danazol trong nhitng trudng hdp phai chi dinh phiu thuat,

Bénh u xo tuyén vii: Danazol c6 tic dung 1am gidm cdc khoi u, gidm dau va gidm cdc kho chiu
giy ra do u xd tuyén vi do lam thay ddi ham lugng hormon trong cd thé€. Tuy nhién, cdc triéu
chitng bénh ¢6 thé trd lai sau khi ngung dung thudc.

Chitng phix mach do di truyén: Danazol dude chi dinh ngin ngifa nhitng bénh gay ra do ching
phit mach do di truyén (3 da, bung, thanh quan) § nam va ni.

LIEU LUGNG VA CACH DUNG

Lac ngi mac ti cung: Liéu khdi ddu: 800 mg/ ngay chia ra lam 2 liéu. Pgt diéu tri nén dugc bit
ddu vao ngay ddu tién cla chu ky kinh nguyét, néu khong phdi dim bdo bénh nhin khong mang
thai khi bit diu diéu tri véi Danazol. Pgt diéu tri nén kéo dai lién tuc tit 3 dén 6 thdng hodc 9
thing n&u can. Sau khi k&t thic diéu tri, néu triéu ching tii trd lai, nén ti€p tuc véi mot dgt dicu
tri khdc.

Bénh u xo tuyén vii: 100 mg - 400 mg/ ngay chia 1am 2 liéu tuy thudc ddp Wng ciia b¢nh nhan.
Dgt diéu tri nén duge bit ddu trong thdi gian kinh nguyét, néu khong phdi ddm bdo bénh nhin
khong mang thai khi bit ddu diéu trj v6i Danazol. Trong hau hét trudng hgp, cdc cdn dau vi va
cdc khé chiu gidm ddng k€ trong thdng diu tién va h&t hdn & thang thit 2 dén thang thi 3. DGi
vdi cdc khoi u, cAn diéu tri lién tyuc tY 4 dén 6 thang.

Du phong phit mach do di truyén: Liéu diéu tri thy thudc vao tinh trang cla titng bénh nhén, nén
khdi ddu vdi liéu 200 mg, 2 hodc 3 lan mdi ngay.

CHONG CHi PINH

Xuat huy&t dudng sinh duc bat thudng.

Suy chifc nidng gan, thin, hodc tim.

Phu nit ¢6 thai va cho con bu.

THAN TRONG CHUNG

Pinh ky theo di chifc ning gan va than khi sit dung Danazol do Danazol ¢6 thé 1am tdn thydn
cdc cd quan nay. Thuc &, da gap trudng hgp u gan khi diéu tri dai han.

Danazol st dung thin trong ¢ bénh nhan ting cholesterol huyét do Danazol ¢6 thé 1am gidm
HDL, tdc nhan vin chuyén cholesterol ra khoi thanh mach va lam ting LDL c6 chic ndng mang
cholesterol dén thanh mach.

Danazol ¢6 thé ¢6 tac dung nam héa bao thai nit, do d6 trdnh ding cho phu nif ¢6 thai, va nén st
dung cédc bién phdp tranh thai khong li€n quan dé&n hormon trong thdi gian diéu tri.

Khong diing Danazol cho phu nif cho con bu. St dung thin trong & tré em va tré vi thanh nién
do thudc c6 thé giy diy thi sdm & bé trai, gdy nam hoa 3 bé gdi, va déng dau xudng sém & cd
bé trai va bé gai.

Nén dinh k¥ 3 - 4 thang kiém tra chit lugng tinh dich (do thé tich, dO nhdt, tdng sd tinh tring va
st di dong cia tinh trung) trong sudt qud trinh diéu tri vdi Danazol, dic biét doi véi tré vi thanh
nién. N&u c6 bat thudng, nén ngung diéu tri.
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THAN TRONG

Danazol nén dudc sit dung than trong & nhitng bénh nhan bi r8i loan tim mach, rdi loan chifc
ning gan va chifc ning than vi bénh cé thé bi niang 1én do  nudc; tranh st dung § bénh nhén
suy giam chic ning nang.

S dung thudc than trong ¢ bénh nhin ddi thdo dudng, bénh nhin bi bénh ting hdng cau, roi
loan lipid mdu, bénh nhan bi dau nita d4u hoic bi bénh dong kinh.

Khong nén sit dung Danazol & bénh nhan bi chdy mau sinh duc chuta dugc chin dodn, bénh nhan
ung thu phu thudc androgen.

Dung cung cic din chat 17a-alkyl c¢6 thé lam ting nguy co tdn thuong gan, néu sit dung dong
thdi can ki€m tra chifc nang gan trong sudt qud trinh diéu tri.

Khong nén st dung thudc & bénh nhén rdi loan huyét khdi hodc ¢6 tién sit bi bénh huyét khoi.
St dung Danazol thin trong & bénh nhan bj r&i loan chuyén héa porphyrin.

Trong trudng hgp xudt hién cdc triéu ching cda tdc dung androgen, phai ngung ding Danazol vi
cdc triéu chitng sé khong phuc héi néu ti€p tuc st dung thude.

TAC DUNG KHONG MONG MUON

Tdc dung nam héa: Mun tring cd, phi, rdm 16ng nhe, teo vi, giong trim, ting dj nhdn cuda da
va téc, ting can, hi€m gdp ching phi dai 4m vat hodc teo tinh hoan.

Tdc dung khong mong muén do gidm lugng estrogen: Viém am dao kém theo ngifa, kho, ¢6 hodc
khong chdy mdu, dé bitng, d8 md hoi, cing thing, tinh thin ba't n.

Suy gan: Do ting men gan, vd/ hodc do bénh vang da, da gip & bénh nhin si dung liéu dung
Danazol 400 mg hoic nhiéu hon mdi ngay.

Phdn ung di ing: Hi€m khi xung huyé&t mii, phat ban. e

Thén kinh trung wong: Chéng mat, nhitc ddu, roi loan gidc ngd, mét méi, rung minh. Hi€m khi i
liét nhe & chi, thay di su thém #n, va én lanh. ST
Da day-ruét: Viém da day-rudt, hi€m khi ndn mita, budn ndn, va tdo bén. | T
Co xuong: Chudt riit cd hoic co thit, cing khdp, sung khdp, dau lung, ¢, hodc chi. /

Sinh duc niéu: Tiéu tién mau.

Tdc dung khéng mong mudn trén nhip tim va huyét dp: Mot vai bénh nhan co6 thé bi ting nhip
tim va tang huy&t 4p. Tang 4p ndi so lanh tinh va rdi loan thi gidc c6 thé xay ra.

Tdc dung khéng mong mudn khdc: Tang nhu cau insulin & bénh nhan ddi thdo dudng, rung t
*Théng bdo cho bdc si cdc tdc dung khong mong mudn gdp phdi khi sit dung thuée.

TUONG TAC THUOC

Carbamazepin: Dung ddng thdi Carbamazepin véi Danazol ¢6 thé lam ting thdi gian ban thadi va
gidm do thanh thai cGia Carbamazepin, din dén ting ndng d6 Carbamazepin trong huyét tuong.
Cyclosporin: Danazol tc ch€ chuyén héa din dén lam ting ndng do Cyclosporin.

Tacrolimus: Danazol e ch€ chuyén héa dén dén lam tang ndng do thudc dc ché mién dich
Tacrolimus.

Warfarin: Danazol ¢ thé 1am tang tdc dung clia thudc chdng dong Warfarin.

Statins: Dung chung Danazol véi cdc thudc nhom statins ¢6 thé gy globin cd ni€u kich phat.
Insulin: Bénh nhén bi ti€u dudng cin phai ting liéu insulin.

Cdc xét nghiém: Didu trj bing Danazol ¢6 thé gdy dnh hudng dén cdc két qua xét nghi€ém lién
guan dén Testosteron, Androstenedion va Dehydroepiandrosteron.
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HUGNG DAN SU DUNG KHI LAI XE VA VAN HANH MAY MOC

Danazol ¢6 thé gy chéng mit, nhifc diu va mét mdi do d6 bénh nhén st dung thudc khong nén
141 xe hoac van hanh méy moc.

QUA LIEU VA XU TRI

Khi xuit hién cdc triéu ching ctia tic dung khong mong mudn thi phdi ngifng ding thudc.
Khong c6 thude gidi dic hiéu.

HAN DUNG

36 thang ké tir ngdy sdn xudt.

Khéng diing thudc qud han sit dung ghi trén hjp.
BAO QUAN

& nhiét do phong khong qud 30°C.

TIEU CHUAN

USP 34,

PONG GOI

10 Vién nang/ Vi x 3 Vi/ Hop.

Doc k§ hudng dén sit dung trudc khi ding.
Dé xa tdm tay tré em
Néu cén théng tin, xin héi § kién ciia bdc si.

S4n xudt tai .
CONG TY CO PHAN KOREA UNITED PHARM. INT’L
S5 2A, Pai 16 Ty Do, Khu cong nghiép Viét Nam — Singapore, Thuin An, Binh

Viét Nam.

Theo nhugng quyén ctia
KOREA UNITED PHARM. INC.
Nha mdy: 25-23, Nojanggongdan-gil, Jeondong-Myeon, Sejong-si, Han Qudc.
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