R THUBC BAN THEO PON

TO HUONG DAN SU DUNG THUOC

Vién nang cung
PUYOL

Thudc bin theo don
Pé xa tim tay tré em
Poc ki huong din sir dung truwée khi ding
Théng bao ngay cho bac s§ nhimng tic dung khong mong mudn khi sir dung thudc

To thong tin san phdam nay bao gom hwéng dén siv dung cho thuéc cé nhiéu ham lwong khdc
nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan, ham lrong caa thudc:

Moi vién nang cing PUYOL-100 chia:

Danazol .......ccccoovviiiiiiiiiiiiiiiei, 100 mg

Ta duoc: Cellulose vi tinh thé (avicel 101), povidon, natri starch glycolat, acid citric,

magnesi stearat.
MBJi vién nang ctimg PUYOL chira:
Danazol .......cccooovvvviiiiiiiiiiiiie 200 mg
Ta dugc: Povidon, natri starch glycolat, acid citric khan, magnesi stearat.
2. MB0 ta san pham:

PUYOL-100: Vién nang ctng s6 2, than va nidp mau vang.

PUYOL: Vién nang cting s6 1, mau xanh - xanh, bén trong ¢ chira bot thudc mau trang.
3.  Quy cach dong goi:

PUYOL-100: Hop 3 vi x 10 vién.

PUYOL: Hop 3 vi x 10 vién/ Hop 10 vi x 10 vién.
4. Thubc diung cho bénh gi?

San phim PUYOL chira thanh phan chinh ¢6 tic dung duoc 1y 1a danazol, thudc nhém

thudc goi 12 Thubc khdng gonadotropin. Danazol c6 tic dung lam giam mot sb hormon

trong co thé ctia ban.

PUYOL duoc dung dé diéu tri:

- Lac ndi mac tu cung (cdc moé6 ma binh thuong 16t trong tir cung va dugc thai ra trong chu
ky kinh nguyét cta ban phat trién bén ngoai tr cung). Ban ciing c6 thé duoc chi dinh
PUYOL trudc hodc sau khi phau thuat lac ndi mac tir cung.

- Bénh phit mach di truyén (mdt bénh di truyén gay sung phu da, phdi va hé tiéu héa).

- Chu ky kinh nguyét dau hoac chay mau nang (rong kinh).

- Bénh ¢ va giy dau nhirc nhung khong phai bénh 4c tinh. Piéu nay c6 thé lién quan dén
chu ky kinh nguy¢t ctia ban hoac do cic u nang (cuc u) ¢ vu. PUYOL duoc st dung khi
cac diéu trj khdc khong hiéu qua hodc khong thé sir dung.

- Phi dai tuyén vi (¢ ca nam gi6i va nit giéi).

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Lu6n dung thudc chinh xac nhu hudéng dan cta bac sy hodc dugc sy. Néu ban chua rd, hay

hoi lai cho chéc chén.

Cach dung:

Thudc dung duong ubng. Nudt nguyén vién véi mot ce nudc.

Trudce khi bat dau dot diéu tri, bac sy s& kiém tra xem ban c6 mang thai hay khong. Néu

ban dang trong do tudi sinh san, ban nén bat dau diéu tri vao ngay dau tién cta chu ky kinh

nguyét dé tranh phoi nhiém thuéc c¢6 thé xay ra cho thai nhi. Diing bién phdp trdnh thai
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dang tin cdy (nhu dung du cu trénh thai trong tir cung hodc phuong phap rao can ph01 hop

v6i bot hodc thach tranh thai). Khong nén dung vién tranh thai cho dén khi két thuc diéu tri.

Néu ban phai diéu tri lién tuc danazol, bac sy cia ban c6 thé diéu chinh lidu tuy theo déap

ung cua ban. Khi tinh trang cta ban dugc cai thién, bic sy c6 thé khuyén ban dung liéu

thap hon.

Néu ban cam thay tdc dung ciia thudc 1a qua yéu hodc qud manh, khéng ty ¥ thay doi liéu

dung cua ban, hay thao luan vdi bac sy.

Li¢u dung: Liéu khuyén cdo 1a 200 - 800 mg/ ngay, c6 thé chia dén 4 1in udng. Khong

dugc uong quéa 800 mg (twong duong 8 vién 100 mg hodc 4 vién 200 mg)

Lac ngi mac tir cung mirc dg nhe: Danazol 100 - 200 mg/ lan, 2 lan/ ngay lién tuc trong 3
- 6 thang, nhung ban cling c6 thé can diéu tri dén 9 thang. Néu ban bi lac ndi mac tur
cung ning hodc ban con chay mau sau 2 thang diéu tri, bic sy ¢ thé cho ban diing liéu
cao hon.

- Diéu tri truéc phau thudt ndi mac tir cung: 400 - 800 mg/ ngay chia 1am 4 1an, trong
vong 3 - 6 tuan.

- U xo vii lanh tinh: Danazol 50 - 200 mg/ 1an, 2 lan/ ngay, thay ddi lidu tiy theo dap tng,
diéu tri lién tuc trong vong 3 - 6 thang.

- Phi dai tuyén vii: Danazol 200 mg/ ngay, dung lién tuc néu sau 2 thang tinh trang cua
ban khong dugc cai thién, bic sy ¢6 thé ting liéu 1én dén 400 mg/ ngay. Thoi gian diéu
tri thuong 1a 6 thang.

- Bénh phu mach di truyen Danazol 200 mg/ 1an, 2 - 3 1an/ ngay tuy thugce vao dap tng
ctia ban. Khi dat duoc liéu phi hgp, bic sy c6 thé cho ban giam dan liéu trong khoang
thoi gian 1 - 3 thang. Néu c6 dot cip thi ting Ién liéu hang ngay dén 200 mg/ ngay.

- Diéu tri rong kinh do réi loan chirc nang: Liéu hang ngay 200 mg/ ngdy trong thoi gian
ngén. Sau 3 thang, bic sy s€ kiém tra lai tinh trang cua ban.

Tré em: Khong khuyén cdo sir dung.

Nguwoi cao tudi: Khong khuyén cdo sir dung.

Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Man cam véi danazol hodc véi bat ky thanh phan nao ciia thude.

- Pang mang thai, c6 thé s& mang thai hodc nghi rang ban dang mang thai hodc dang cho
con bu.

- C6 bénh vé gan, than hodc tim ning.

- Mot thanh vién cta gia dinh ban bj rdi loan chuyén héa porphyrin.

- Bidong mau tuan hoan hodc ¢6 tién str gap phai nhitng bién cd do dong mau (bénh huyét
khoi).

- C6 mot loai khéi u (duogc goi 1a u phu thugc androgen) bi anh hudng boi céc steroid.

- Chay mau am dao bét thuong chua x4c dinh dugc nguyén nhan.

Khong dung thudc néu ban gap phai bét ky truong hop nao ¢ trén. Tham khao ¥ kién cua

bac sy néu ban chua chic chan.

Téc dung khéng mong mudn

Nhu céc thude khdc, PUYOL c6 thé giy tic dung khong mong mudn, nhung khong phai ai

cling gap phai.

Ngung ding thuéc va lién hé trung tam y té gan nhdt néu ban gdp cdc phdn g sau:

- Ban c6 cédc triéu chtrng phu mach nhu ban da, méan do, phu (mi mat, mat, moi, miéng va
1udi), khé thd hodc khé nudt. Pay 1a cac tridu chimg ctia phan tng qud man.

- Ban da, c6 thé nang va kem sOt va/ hoac phu mat.

- Ting ap lyc dich thé xung quanh ndo, c6 thé gdy thay d6i thi lyc nhur nhin mo.

- Teé hoac yéu mat hodc cac chi, day co thé 1a nhiing dAu hiéu coa dot quy.

- Té/ dau tay hodc chn, c6 thé do cuc mau dong trong tuan hoan.
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- Dau hodc that nguc, ham hodc tay, day co thé 12 dau hiéu ctia mot con dau tim.

- Giam s lugng té bao bach cau (mét loai té bao gitp khang nhiém trung). Piéu nay c6
thé duogc thdy qua cdc xét nghiém mau hoac ban ¢ thé thay cdc nhiém trung nhu dau
hong, loét miéng hoic sét xay ra thuong xuyén hon.

- Thay d6i giong néi nhu khan giong hodc dau hong, ram 16ng & mit hodc co thé, phat
trién co hodc am vat (mot phan ctia co quan sinh duc n@r) to ra.

- Céc van dé vé gan c6 thé giy vang da hodc phén trang ctia mét, nude tiéu sim mau, phan
xdm (bénh vang da), cdc khbi u khong phai ung thu va ung thu va cic nang chira day
mau trong gan.

- Tbn thuong gan c6 thé giy dau gan hodc suy gan c6 thé gy sung bung, mét phuong
huéng va 1d 13n.

- Céc nang chira ddy méu trong lach, c6 thé bi v& va gdy chay mau.

- Viém tuy gy dau bung kem mét moi.

- Céc con co giat (dong kinh) c6 thé nang 1én néu ban bi cac con co giat hoac ban c6 thé bi
dong kinh néu ban c6 san cac nguy co.

Day 1a nhiing tic dung khéng mong mudn nghiém trong. Ban c6 thé can duoc theo dai chit

ché boi béc sy diéu tri.

Cdc tdc dung khéng mong muén khdc:

Téang can, mun trimg cd, rung toc (twong ty nhu chimg hoi dau ¢ nam gidi).

R&i loan thi lyc, c6 thé biéu hién boi nhin md, khé tap trung va deo kinh 4p trong.

Thay d6i kinh nguyét nhu kinh nguyét khong déu, kinh thua hodc v6 kinh. Kinh nguyét cia

ban thudng sé& trd lai binh thuong trong vong 60 - 90 ngay sau diéu tri, tuy nhién, déi khi

ban ciing ¢6 thé bi vo kinh kéo dai.

Ban ciing c6 thé bi do bung, am dao khd hodc kich tng, giam kich thudc vi va giam sb

luong tinh triing & nam giGi trong qua trinh diéu tri.

Choang vang, cam giic xoay vong (chong mat).

Pau dau, c¢6 thé ning (dau nira dau).

Kh6 chiu (budn non).

Thay d6i mau da (sic td), bong troc, da d6, bAm tim bat thuong hodc chay mau dudi da tao

céc ndt mau tim.

Pau lung, dau tay va chan, chudt rat co bap ning, run hoic co gidt co, dau hodc sung co

hodc khop.

Nhip tim nhanh hogc bét thuong.

Tang huyét 4p, hodc néu ban di bi ting huyét 4p, thudc c6 thé khién tinh trang bénh ning

thém.

Néu ban bi déi thao duong, mirc duong mau ctia ban c6 thé bi anh huong. Ngay ca khi ban

khong bi dai thao duong, ban c6 thé bi ha duong mau.

Mét moi, thay ddi tinh tinh.

Thay d6i ham muén tinh duc.

Tang cam giac thém n, lo ling, bon chon, trAm cam.

Khé thé, phit hodc viém phdi (viém phdi ké).

Dau ngyc hoac da day.

Tich nudc hodc day bung, doi khi c6 thé gdy cam gidc nglra ran hodc t& ¢ ban tay, doi khi

duoc goi 1a hoi chung ong co tay.

Tdc dung khéng mong mudn hiém gdp:

Nhay cam anh sang.

Mot s tac dung khong _mong mudn hiém gap co thé xay ra khi ding thudc kéo dai. Néu

ban bi phu mach di truyén, ban c6 thé bi di tiéu ra m4u.

Thay doi trong cdc xét nghiém mdu:

Trong subt qua trinh diéu tri voi PUYOL, néu ban dugc xét nghiém méu, bac sy c6 thé thay:
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10.

11.

- Thay d6i s6 lugng té bao hong cau hoic tiéu cau trong mau cuia ban. Ban ciing c6 thé
thdy ban bi chdy mau hodc bam tim d& dang hon hodc khéng rd nguyén nhan.

- Tang mat $6 loai té bao bach cAu.

- Tang mirc enzym cho thiy c6 ton thuong co (creatin phosphokinase).

- Thay doi muc chat béo (lipid) trong mau ctia ban.

- Tang mot s6 enzym gan (duoc dung dé kiém tra chirc nang gan).

PUYOL ciing c6 thé anh huong dén két qua ciia mot s0 xét nghiém chirc nang tuyén gidp

va xét nghiém dic hiéu cho hoat dong lién quan san xuat té bao hong cau.

Nhiing thay d6i nay thuong khoéng gy ra tridu ching va trd lai binh thuong khi ngimg

thudc.

Thuoc cé thé gdy ra cdc tdc dung khong mong muon khdc, thong bdo ngay cho bdc sy néu

gdp phdi nhiing tdc dung khong mong muén sau khi sir dung thuoc.

Nén tranh dung nhirng thudc hoiic thue phim gi khi dang sir dung thudc nay?

Thong bdo cho bac s§ hodc dugc sy cua ban vé tat ca céc loai thudc ma ban dang sir dung
hodc su dung gén day, bao gém ca céc thude ké don hodc khong ké don, cac vitamin hoac
thudc tir duoc ligu.

Thong bdo cho bdc sv hodc dirge s¥ néu ban dang sir dung cdc thudce sau:

Cdc steroid: Nhu testosteron, estrogen, progesteron (bao gdm vién udng hodc liéu phdp
thay thé hormon hay con goi HRT).

Cdc statin: Nhu simvastatin, atorvastatin va lovastatin. Danazol c¢6 thé lam ting nguy co
yéu co hodc hiy co nhanh.

Danazol cé thé lam tang tac dung ciia cdc thudce sau:

Thudc chdng co giat nhu carbamazepin, phenytoin, phenobarbital.

Thudc khang dong nhu warfarin, liéu ding ctia ban c6 thé can duoc diéu chinh.

Thubc gdy me.

Cic thubc dugc dung dé chdng thai ghép trong ghép co quan nhu cyclosporin hodc
tacrolimus. Danazol c6 thé 1am ting néng d6 nhing thudc nay trong mau ctia ban va 6 thé
gdy ton thuong cho than ctia ban.

Alpha calcidol (mét dang vitamin D) dugc st dung khi thiéu hut vitamin D va cdc bénh ma
khong du calci trong mau.

Danazol c6 thé lam giam tdc dung cua cdc thudc sau:

Thudc diéu trj dai thao duong bao g6m insulin.

Thubc diéu tri ting huyet ap.

Thubc diéu tri dau nira dau.

Néu ban gdp bat ky truong hop nao 6 trén (hodc ban khéng chdc chan), hay thdo ludn véi
bdc sy trudc khi uong thuoc.

Sir dung PUYOL véi thirc dn - d6 ubng:

Khong nén udng thudc cling vai bita an ¢ nhidu md.

Khong udng rugu trong qua trinh diéu tri. Udng ruou trong khi uéng PUYOL c6 thé khién
ban cam thay khé chiu va khé tho.

C?}n 1am gi khi mét 1an quén khong dung thuéc? ) )
Néu ban quén khong dung 1 liéu, uong licu tiép theo nhu lich trinh cli. Khong uong gap doi
lidu.

Néu ban muén ngirng thude

Tiép tuc str dung thudc cho dén khi bac sy bao ban ngimg. Khong duoc tu § nging thude.
Néu ban ngung thudc, tinh trang cda ban c6 thé s& trd nén toi t& hon. Ludn lam theo chi dan
cua béc sy.

Néu ban c6 thic mic gi khi sir dung thudc nay, hdy lién hé véi bac sy hodc dugc s3.

Can bao quan thuoc nay nhu thé nao?
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12.

13.

14.

Giir thudc trong bao bi gbc ctia nha san xuét, day kin.

Pé thudc noi kho rao, tranh dnh sang, nhiét d6 khong qua 30°C, va ngoai tim vdi cla tré
em.

Khong sir dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhiing diu hi¢u va tri¢u ching khi ding thudc qua liéu
Diing thudc chinh xac nhu huéng din cua béc sy. Neu ban dung qua lidu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tim y té gan nhat.

Cén phai lam gi khi dung thudc qua lidu khuyén cao

Ngung dung thudc va lién lac ngay véi bac sy hodc trung tam y té gan nhat. Mang theo
vién thudc cling v6i bao bi dé bac sy biét ban di ubng thude gi va c6 bién phap xir 1y kip
thoi.

Nhiing diéu cin than trong khi ding thudc nay

Truée khi ding thuoc niy, thong bdo cho bdc sy néu ban dang c¢é cdc vin dé vé sirc khoe
sau day:

Ban timg udng PUYOL hoic céc thudc twong ty va gip phai céc tic dung khong mong
mubn nhu tich nudc, thay doi giong néi, ram 16ng & mit hodc phit trién co.

Ban ¢6 céc van dé vé gan hoac than.

Ban bi ting huyét 4p hodc bénh vé tim.

Ban bi dai thdo dudng (dudng méu cao).

Ban c6 cdc van dé vé méu bao gom ting sd luong té bao hong cau lam mdu tré nén dic hon
(da hong cau).

Ban bi co giét (dong kinh).

Ban c6 cdc van dé vé chuyén héa chit béo (rdi loan lipid).

Ban tung bi cuc méau dong.

Ban bi dau nira dau.

Ban sip diéu tri loai bo khdi u.

Ban c6 thé bi ung thu va.

Ban bi bénh c6 thé ning thém khi tich nudc.

Phdu thudt hodc xét nghiém:

Néu ban chuan bi dugc tién hanh phiu thuat, hiy thong béo cho bdc sy rang ban dang uéng
danazol vi thudc nay co thé 1am ting tac dung cia mot sb thudc gy mé.

Néu ban duoc yéu cau 1am xét nghiém, hdy thong bdo cho bac sy vi danazol c6 thé anh
huong dén mot sb xét nghiém hormon sinh duc nam (testosteron), chit béo (cdc lipid),
duong va protein huyét tuong.

Néu ban udéng PUYOL trén 6 thdng, bac sy sé cho ban siéu am dé kiém tra gan cta ban.
Bic sy c¢6 thé can 1ay mau dinh ky dé kiém tra mdu cta ban va xac dinh gan va tuyén gidp
ctia ban van hoat dong binh thudng.

Néu ban chuédn bi duoc xét nghiém mdu, hiy théng bdo cho bic sy cua ban rang ban dang
ubng danazol.

Néu ban gdp phdi cdc truong hop trén (hodc néu ban khong chdc chan), hay thdo ludn véi
bdc sy ciia ban trude khi diing thuoc.

Ding thuéc cho tré em

Khong khuyén cdo ding thude cho tré em.

Ding thuoc cho nguwoi cao tuéi

Khong khuyén cdo ding thudc cho ngudi cao tudi.

Phu nit mang thai hodc cho con bi

Phuy nit mang thai:

Khong diing thudc néu ban dang mang thai, nghi rang ban dang mang thai hodc c6 y dinh
mang thai. Danazol ¢6 thé gdy hai cho con ban. Néu ban dang trong do tudi sinh san, ban
phai diing cdc bién phap tranh thai dang tin cdy trong subt qua trinh diéu tri, khong ding
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15.

16.

vién tranh thai. Néu ban nghi ban c6 thé dang mang thai, ngung dung thudc va thong bio
ngay cho béac sy.

Phu nit dang trong thoi ky cho con bii:

Khong diing thube néu ban dang cho con bi. Danazol ¢6 thé vao co thé con ban thong qua
stta. Néu ban dang c6 du dinh cho con b, hay thao ludn véi bac sy.

Tham khdo ¥ kién bdc sy hodc dwge sy trude khi uéng bat ky thuée gi néu ban dang mang
thai hodc dang cho con bi.

Ldi xe va vdan hanh mdy moc

Chua 16 anh huong cia PUYOL ddi véi kha ning l4i xe va van hanh may méc ctia ban.
Tuy nhién, mét sb tic dung khong mong mudn nhur chéng mit, cam gidc xoay vong va thay
d6i thi luc doi khi c6 thé xay ra. Néu gap phai, ban khong nén 14i xe hodc van hanh may
moc.

Khi nao cin tham vén bac s§, duoc sj.

Can lién lac ngay vdi béc sy hodc trung tm y té gan nhét khi diing thudc qu4 liéu chi dinh.
Thong thudng, bao gid ciing phai hoi ¥ kién béac sy hodc duogc sy trude lic ding bat ky
thudc nao khi mang thai hodc cho con bu.

Thong bdo ngay cho béc sy hodc duoc sy nhing tic dung khong mong mudn gip phai khi
sir dung thudc.

Néu can thém théng tin xin hoi ¥ kién bic s§ hodc duoc sy.

Han ding ciia thude: 36 thang ké tir ngay san xuit.

6/12

TOA129EBB



PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1.

PAC TiNH DUQC LUC HOC:

Nhém dwore Iy: Céc thude khéng gonadotropin va cic chat twong tu.

Ma ATC: GO3XAOLI.

Danazol 1a mot dan chat tong hop cua ethinyl testosteron.

Danazol e ché truc tuyén yén - budng trimg nén ngin can tuyen yén va ving dudi doi tiét
gonadotropin. Thudc trc ché tong hop cic steroid gidi tinh va gin vao céc thy thé steroid
gioi tinh trong bao tuong cua mo dich, dan t6i tac dung khing estrogen, tdc dung dong héa
va androgen yéu. Thudc mang dic tinh chuyén héa va androgen yéu nhung khong co tac
dung estrogen va progestogen. Hoat tinh androgen lién quan dén lidu. Ngoai ra, danazol
con lam giam nhiéu nong do IgG, IgM, IgA ciing nhu phospholipid va khang thé ty mién
IgG ¢ nhimng bénh nhan viém ndi mac tr cung co tang khang thé ty mién. Danazol khong
tic ché ' tuyén yén giai phong corticotropin va tuyén thuong than giai phong cortisol.

Mot sb nghién ctru cho thdy & phu nit, danazol tc ché bai tiét FSH va LH gitra chu ky va
giam nong d¢ estradiol, progesteron trong huyet tuong. Tuy nhién, & mdt sO nghién ctru
khic khong thay thay ddi hodc thay doi rat it nong do trong huyét tuong cua FSH, LH,
estradiol, progesteron va prolactin sau khi dung danazol. O nam gi6i diéu tri bang danazol
cho thdy c6 giam ndng d6 FSH, LH, testosteron va dihydroepiandrosteron.

Trong diéu trj bénh ndi mac tir cung, danazol trc ché budng trimg tao steroid, do d6 lam teo
md ndi mac tir cung binh thudng va lac chd. Khong phéng nodn va tiép theo 12 vo kinh xuét
hién khi diéu tri dwoc khoang 6 - 8 tuan. Danazol con 1am giam ty 1& phét trién nhu mo vi
bat thuong.

Nhitng bénh nhan bi phtt mach di truyén diéu tri bang danazol cho thdy nong do chat tic
ché esterase bo thé C1 trong huyét thanh ting 4,5 1an va thanh phan bd thé C4 ting 15 lan
so voi trude khi diéu tri.

O nhiing bénh nhén thiéu yéu t6 VIII (hemophilia A) va thiéu yéu t6 IX (hemophilia B),
danazol 1am ting nong d6 yéu t6 VIII va yéu t6 IX. Ngoai ra, danazol con lam tang nong do
alphaj-antitrypsin ¢ nhitng bénh nhén thiéu hut yeu t6 nay.

Bénh nhan xuét huyet giam tiéu cau ty phat diéu tri bang danazol lam giam dang ké khang
thé IgG khang tiéu cau, dic biét ¢ nhitng bénh nhan di that bai véi cat lach va cac phuong
phap diéu tri khac (nhu colchicin, alcaloid dira can, corticosteroid).

PAC TiNH DUQC PONG HOQC:

Hip thu

Danazol héap thu t6t qua dudng uong O phu nir khoe manh, khi uéng liéu danazol 400 mg x
2 1an/ ngay, trong 2 ngay lién tiép, nong d6 cao nhat dat duoc trong huyét trong khoang
140 - 460 nanogam/ ml, trung binh khoang 260 nanogam/ ml, 2 gi¢ sau khi uéng lidu cudi.
Nghién ctru sinh kha dung cho thay nong d6 danazol trong huyét trong khong tang tuyén
tinh so vdi liéu uong Khi tang gap doi liéu, nong d6 danazol trong huyét tuong chi tang 35
- 40%. Udng thubc ciing véi bita an c¢6 nhiéu md (khoang 30 g md) ¢6 thé 1am ting sinh
kha dung va Cmax cao gip 3 - 4 14n so v6i udng luc déi. Tuy nhién, khi uéng thube ciing véi
blta an lam thoi gian dat Cmax cham di khoang 30 phuit.

Chuyén héa

Danazol dugc chuyén héa chu yéu & gan. Cic chit chuyén hoa chinh dugc tim thiy trong
nudée tiéu 1a 2-hydroxymethylethiesteron va ethisteron. Nhiing chét chuyén héa nay khong
c¢6 hoat tinh khang gonadotropin. Hoat tinh ciia donazol ting nhe khi dung dong thoi véi
cac chét (e ché hoat tinh cta cdc enzym chuyén héa thudce.

Khong c6 chat chuyén hoa da duoc phéan lap nio ciia danazol ¢6 hoat tinh trc ché tuyén yén
tuong tu nhu danazol.

Phan bé va thdi trir

Thong tin vé phan bd va thai trir danazol van con rat han ché.
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Céc chit chuyén hoa dugc bai tiét qua nudc tiéu va phan. Thoi gian ban thai cua danazol
khoang 3 - 6 gi¢ sau khi uong 1 liéu duy nhét, nhung ting 1én dén 26 gio néu udng lidu lap
lai. Danazol va cdc chat chuyén héa c6 thé trai qua chu trinh gan - rudt.

CHIi PINH:

- Lac ndi mac tir cung: Piéu tri gidm tri€u ching cho nhiing truong hop lac ndi mac tu
cung va/ hodc lam giam céc 6 lac chd. Danazol c6 thé két hop voi diéu tri ngoai khoa
hodc diéu tri noi tiét t6 don thuan ¢ nguoi khong dap tmg véi diéu tri khéc, hoac khong
dung nap, hodc chéng chi dinh diéu trj hormon.

- Bénh phit mach di truyén: Diéu tri dy phong céc thé phit mach di truyén & cd nam gidi va
nir gioi.

- Céc bénh 1y tuyén va lanh tinh (u xo tuyén vi lanh tinh ¢ phu nit, phi dai tuyén vii lanh
tinh & nam gio1).

- Rong kinh do ri loan chirc ning tir cung.

- Pbiéu tri lam mong ndi mac tir cung trude phﬁu thuat.

LIEU DUNG - CACH DUNG:

Cach dung:

Thudc ding duong uong

Khong nén udng thudc cling véi bira dn c6 nhiéu md. O phu nit can bit dau diéu tri tir ngay

thir nhat cta chu ky kinh nguyét, hodc khi c6 két qua xét nghiém khing dinh bénh nhén

khong c6 thai. Phu nir trong d6 tudi sinh san nén st dung bién phép tranh thai khong
hormon trong sudt qua trinh diéu tri.

Liéu hiéu qua thay doi tuy theo ting nguoi bénh, vi vay can diéu chinh liéu tily theo moi

nguoi bénh dé dat duoc licu thap nhét c6 hiéu qua.

Liéu lwong:

- Lac ngi mgc tur cung murc do nhe: Danazol 100 - 200 mg/ lan, 2 1an/ ngay lién tuc trong 3
- 6 thang, trong trudng hop can thiét c¢6 thé diéu tri toi da 9 thang. Diéu tri cho dén khi
hét chay méu kinh.

- Lac néi mac tr cung mike do trung binh va ndng: Danazol 400 mg/ 1an, 2 1an/ ngdy trong
3 - 6 thang, trong trudng hop can thiét c¢6 thé diéu trj toi da 9 thang. Co thé diéu chinh
liéu dan dan tuy theo dap tng va dung nap cta ngudi bénh.

- Diéu tri truéc nao ngi mac n cung: 400 - 800 mg/ ngdy chia 1am 4 1an, trong vong 3 - 6
tuan.

- U xo vii lanh tinh: Danazol 50 - 200 mg/ 1an, 2 1an/ ngdy, thay ddi liéu tiry theo dap tng,
diéu tri lién tuc trong vong 3 - 6 thang.

- Vii to ¢ nam gidi: Danazol 200 mg/ ngay, ding lién tuc néu sau 2 thang khong dap tmg
tang liéu 1én dén 400 mg/ ngay chia 1am 4 1an. Thiéu nién nam va nam gidi truéng thanh
liéu ban dau 400 mg/ ngay, chia lam 4 1an. Liéu t5i da 800 mg/ ngdy. Thoi gian diéu tri
thuong 1a 6 thang.

- Bénh phix mach di truyén: Danazol 200 mg/ 1an, 2 - 3 1an/ ngdy tiy thudc vao dap ung
ciia bénh nhan. Khi dat dugc lidu phi hop thi giam dan lidu dén 50% hodc thip hon
trong khoang thoi gian 1 - 3 thang. Néu c6 dot cép thi tang 1én lidu hang ngay dén 200
mg/ ngay. Trong thoi gian diéu chinh liéu, phai giam sat nguoi bénh chat che.

- Dleu tri rong kinh do réi loan chire ndng: Liéu hang ngay 200 mg/ ngdy trong thoi gian
ngan. Sau 3 thang, kiém tra lai diéu tri.

Ngwoi cao tudi: Khong khuyén cdo st dung.

Tré em: Khong khuyén cdo ding thude cho tré em.

CHONG CHI PINH: ’ ‘ ,
Bénh nhan qua man vai danazol hodc voi bat ky thanh phan nao cua thudc.
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Phu nit mang thai, phy nit cho con b, bénh nhan c¢6 chdy méau 4m dao bat thudng chua xac
dinh dugc nguyén nhan.

Bénh nhan suy gan, suy than, suy tim, bénh nhan porphyrin.

Pang hodc c6 tién st bi huyét khdi hoat dong hodc huyét khdi tdc mach.

U phu thudc androgen.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Than trong khi dung thubc cho bénh nhan bénh than hodc gan, ting huyét ap hoac céc
bénh tim mach khac va bét ky tinh trang nao c6 thé trim trong thém do giir nudc ciing
nhu bénh nhan dai thao duong, da hong ciu, dong kinh, bénh nhén c6 tién sir huyét khoi
va nhimg bénh nhan timg c6 phan tmg androgen rd rét hoic dai dang véi liéu phdp
steroid sinh duc trudc d6. Piéu chinh diéu tri déng thoi, dic biét 1a & bénh nhan ting
huyét ap, dai thao duong hodc dong kinh khi bat dau hodc ngung sir dung danazol ciing
nhu trong subt qua trinh diéu tri.

Than trong khi diing thubc cho bénh nhan bi réi loan lipoprotein huyét. Danazol ¢6 thé
gdy rdi loan vé lipoprotein huyét (giam lipoprotein ty trong cao, ting lipoprotein ty trong
thap) do d6 can tinh dén ting nguy co bénh 1y vé dong mach vanh khi chi dinh diéu trj
danazol va cin nhic loi ich - nguy co.

Than trong khi diing thudc cho bénh nhan dau nira dau. _

Than trong khi dung danazol ¢ bénh nhan da duoc chan doan xac dinh hodc nghi ngo
méc bénh 4c tinh. Can loai trir ung thu biéu mo phu thuoc hormon trude khi chi dinh
diéu tri béng danazol hodc khi diéu tri béng danazol ma théy céc ndt hach & vd van con
hoic to ra. Khi ¢6 ddu hiéu nam héa can ngung diéu tri bang danazol. Trong khi cdc tic
dung androgen thuong hdi phuc, viée tiép tuc sir dung danazol khi ¢6 cdc ddu hiéu nam
héa c6 kha ning gay ra cac tac dung androgen khong hoi phuc.

Can ngung diéu tri bang danazol néu c6 bat ky tic dung khong mong mudn co y nghia
1am sang nao xay ra, nhat 1a khi ¢6 cdc bang chimg ctia phit gai thi, nhirc dau, rbi loan thi
gidc hodc cac d4u hiéu hodc triéu ching khéc cua tang ap luc ndi so, vang da hodc cac
biéu hién khdc ctia rdi loan gan, huyét khdi hodc huyét khdi tic mach co ¥ nghia.

Ngoai theo ddi 1am sang trén tat ca cdc bénh nhén, theo dbi can 1dm sang thich hop can
dugc can nhic, trong d6 c6 thé bao gém danh gia dinh ky chirc ning gan va tinh trang
huyét hoc. Khi diéu tri kéo dai (> 6 thang) hodc cac dot diéu tri lap lai, khuyén cdo siéu
am gan dinh ky 6 thang cho bénh nhan. Khi sir dung kéo dai, danazol c6 thé gy doc té
bao gan, c6 thé xuat hién cdc khdi u té bao gan lanh tinh hoic ac tinh, nhung c6 thé
khong biéu hién triéu chtng cho dén khi xuat hién céc bién chimg hodc dot cap. Nguy co
de doa tinh mang do chay mau 6 bung.

Nén khéi dau diéu tri voi danazol trong chu ky kinh nguyét. Nén dung bién phdn tranh
thai khong hormon c6 hi€u qua.

Diing liéu thap nhat c¢6 hiéu qua.

Khi diéu tri bang danazol, can xét nghiém dinh ky khoang 3 - 4 thing mét 1an vé thé tich,
do dic cua tinh dich, sb luong va kha nang chuyén dong cua tinh trung, dac biét & thanh
nién. Can theo ddi can than kha ning cuong do anh hudng ciia danazol dén hormon sinh
duc nam, anh huéng nay c6 thé khong giam di sau khi ngirng thude. Déi véi nit, thude c6
thé gy trc ché rung tring va giam ham mudn tinh duc.

Danazol c6 thé 1am tang nguy co ung thu budng trimg & bénh nhan diéu tri lac ndi mac
tr cung.

Bénh nhan diéu tri bang danazol c6 thé xuét hién céc triéu chimg gia u ndo, can duoc
kiém tra thuong xuyén, ngung thudc ngay néu c6 tridu ching va chuyén dén bic sy
chuyén khoa than kinh dé diéu trj.

biéu tri danazol cling nén than trong & nhiing nguoi da méc cdc bénh noi tiét - chuyén
héa khac nhu suy tuyén can gidp, ngudi ¢é mic calci thip trong mdu.

Dé xa tam tay tré em.
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Sir dung cho phu nir ¢o thai va cho con bu

Thoi ky mang thai:

Danazol c6 thé gy hai cho thai nhi. Tac dung hormon sinh duc nam d6i véi thai nhi gy ra
cac 16i loan nhu phi dai &m vat, dinh lién moi 16n va nép gép, gay ra bd phan sinh duc nir
¢6 hinh dang giéng biu, bat thuong bd phan sinh duc ngoai, bat thuong phat trién am dao
c6 thé c6 ddi véi thai nhi gai néu ngudi me dung danazol trong qua trinh mang thai. Ngoai
ra danazol c6 the gdy say thai. Phu nit dang trong d¢ tudi sinh dé khi dugc chi dinh danazol
can dugc tu van sir dung bién phap tranh thai khong st dung hormon va canh bao nguy co
c6 hai ddi v6i thai nhi néu c6 thai trong qua trinh diéu tri. Néu vo tinh bénh nhan uong
danazol trong qua trinh mang thai, hodc c6 thai trong qua trinh diéu tri bang danazol, can
ngimg thudc va cho nguoi me biét vé nguy co c¢6 hai cho thai nhi.

Thoi ky cho con bu:

Do danazol vao dugc trong stra me va c6 nguy co gy ra nhimg phan tmg bat loi tram trong
cho tré bu sta me, do do can can nhic hodc phai dimg thudc hodc ngimg cho tré ba tiy
thudc vao mirc d6 can thiét sir dung danazol ctia ngudi me.

Anh huéng ciia thude ddi véi cong viée (nguodi van hanh may moc, dang lai tau xe, nguoi
lam viéc trén cao va céc truong hop khac)

Atorvastatin anh huong khong dang ké dén kha ning 14i xe va van hanh may méc. Tuy
nhién can than trong.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Thuéc diéu tri ddi thio duong: Tranh phéi hop vi danazol c6 thé gay deé khang insulin gay
dai thao duong. Néu can ph01 hop phai béo cho nguoi bénh biét va tu kiém tra glucose
huyét. Diéu chinh liéu thudc diéu tri dai thao dudng trong va sau khi diéu tri danazol.
Thuéc chéng co gidt: Danazol c6 thé anh huong dén ndng do trong huyét twong cua
carbamazepin va c6 thé ca dap ung ctia bénh nhin véi thude nay va véi phenytoin. Tuong
tac tuong tu cling co thé xay ra voi phenobarbital.
Thuéc khang dong dwong uong: Danazol c6 thé 1am tang tac dung cua warfarin.
Thuéc chong tang huyet dp: Do kha ning gy tich nudc, danazol c6 thé déi khang véi tac
dung cua cdc thudc chdng ting huyét ap.
Cyclosporin va tacrolimus: Danazol c¢6 thé lam ting ndng do trong huyét twong cua
cyclosporin va tacrolimus dan dén ting doc tinh trén than ctia nhitng thudc nay.
Cdc steroid: Mic du cac truong hop cu thé van chua dugc mé ta, c6 kha ning co twong tac
xdy ra gilta danazol va li€u phdp steroid sinh duc.
Piéu tri dau nira dau: Danazol c6 thé giy dau nira ddu va c6 thé 1am giam tic dung cua
thudc diéu tri tinh trang nay.
Ethyl alcohol: Khong dung nap thudc thé hién bang budn nén va khé tho di duoc béo cdo.
Alpha calcidol: Danazol c6 thé 1am ting dap tng calci huyét & bénh nhan suy tuyén cén
gidp nguyén phét, can phai giam liéu cta thudc nay.
Tuwong tdc voi cdc xét nghiém cdn lam sang: Danazol c6 thé anh hudng dén xét nghiém
dinh luong testosteron hodc protein huyét tuong.
Cdc statin: Nguy co bénh vé co va tiéu co van ting 1én khi ding dong thoi danazol véi cac
statin duoc chuyén héa béi CYP3A4 nhu simvastatin, atorvastatin va lovastatin.
Twong tdc thuoc - thire an: Thirc an lam cham dat dugc Cmax trong huyét thanh, thirc dn
c¢6 nhidu md 1am ting néng do thude trong huyét thanh.

8. TACDUNG KHONG MONG MUON:
Chua co thong tin vé ty 1¢ cdc ADR.
Huyét hoc
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Tang sb luong te bao hong ciu va tiéu cau. Co thé khoi phat bénh tang hong cau thir phat
hodc da hong cau <0 hdi phuc. Tang bach cau wa acid, giam bach cau, ban xuét huyét ¢
lach va giam tiéu cau cling da dugc ghi nhan.

Néi tiét

Téc dung androgen: Muyn trimg ca, tang cén, tang cam giac them an, da hodc téc nhon, ram
l6ng, rung toc, thay d6i giong néi c6 thé bao gébm khan giong, dau hong hodc giong néi
tram hodc bat 6n.

Céc tic dung noi tiét khac: Rdi loan kinh nguyét dang dém, thay doi thoi gian ciia chu ky
kinh nguyét hodc vo kinh.

Téc dung giam hormon estrogen nhu: Néng bimg, vd md héi, hoi hop, tinh cam thay doi
that thuong, am dao kho, ngira, néng rat hodc chay mau, giam kich thudc vi.

Mac du sy chay méu va ryng trimg theo chu ky co the tr¢ lai binh thuong trong vong 60 -
90 ngay sau khi ngimg thudc, tuy nhién c6 thé mot sé truong hop ADR khong mét di sau
ngimg thude, v6 kinh kéo dai doi khi cling duoc bdo céo.

Giam nhe su sinh tinh.

Chuyén héa va dinh dudng

Dé khang insulin c6 thé ting 1én ¢ bénh nhdn dai thao duong, ha dudong huyét c6 tridu
ching & bénh nhan khong bi dai thio dudng ciing dd duoc bao cdo do ting glucagon huyét
tuong, glam nhe dung nap glucose.

Bién d6i tam thoi lipoprotein, biéu hién bang ting LDL-C, giam HDL-C, anh hudng dén tat
ca céc thanh phan khéc, giam apolipoprotein Al va AIl, thudng xay ra khi diéu tri bang
danazol & nit gidi. Y nghia Iam sang cia nhing thay doi nay chua dugc thiét lap.

Cam tng aminolevulinic acid (ALA) synthetase, giam globulin gan véi tuyen giap, T4,
cling voi tang hép thu T3 nhung khong c6 rdi loan hormon kich thich tuyén gidp hodc chi
sO thyroxin ty do, cling ¢6 thé xay ra trong qué trinh diéu tri.

Tam than

Cam xiic dé thay d6i, lo ling, tAm trang chdn nan, cing thang va thay d6i ham muén tinh
duc.

Thén kinh

Chong mat, nhire dau, hoa mat, ting ap luc nodi so lanh tinh (gia u ndo) thé hién bang dau
dau, ndn hoic budn nén, rdi loan truong nhin.

Danazol ¢6 thé 1am ning thém bénh dong kinh va khoi phat tinh trang nay ¢ nhiing bénh
nhan ¢ san nguy co.

Giir nude c6 thé giai thich cho mét vai bdo cdo hdi ching dng cb tay.

Danazol ciing c6 thé giy dau nira dau.

Ho6i chiig Guillain-Barré.

Mt

R6i loan thi Iyc nhu nhin mo, khé tép trung, kho khin trong viéc deo kinh ap trong va ca
r6i loan khic xa can diéu chinh.

Tim

Tang huyet ap, tréng nguc, nhip tim nhanh.

Cic bién cb tic mach bao gom huyét khéi xoang doc, huyét khéi mach mau ndo cling nhu
huyét khdi dong mach. Nhoi méu co tim.

Mach mdu

Do bung, 1am nang thém tinh trang tang huyét ép.

Ho hap - long nguee - trung thdt

Pau kiéu mang phdi, viém phoi ké.

Tiéu hoa

Buon nén, dau thuong vi.

Gan - mat

Tang transminase huyét thanh, hiém gip vang da & mat, u tuyén té bao gan lanh tinh va
viém tuy. U méu gan va khéi u gan 4c tinh di duoc bdo cdo khi ding kéo dai.
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10.

11.

Ton thuong té bao gan, suy gan, vang da do gan, ting san thé ndt khu trd tai gan.

Da va mé dvudi da

Phit ban, c6 thé 12 ban dat sin hodc ban xuét huyét, xuat huyét, may day va cé thé kem phit
mat, sdt. Rat hiém gip phan (mg nhay cam véi 4nh sang. Viém hdng ban nut, thay dbi sic
t6 da, viém da tréc vay va hong ban da dang ciing da dugc bdo cdo.

Hong ban ¢ dinh nhiém séc.

Co - xuwong va mé lién két

Chudt rit hodc co thét co, c¢6 thé nghiém trong; dau hodc sung khdp, cung khép; dau lung.
Creatin phosphokinase ciing c6 thé ting.

Run co, rung co cuc bd, dau céac chi, dau khdp va sung khop.

Than - tiét niéu - sinh duc

Di ¢6 bao cao hiém gip tiéu ra mau khi diing kéo dai & bénh nhén bj phit mach di truyén.
Todn thin va noi ding thuée

M¢ét mai.

Huwoéng din xir tri ADR:

Danazol gy ra cic ADR vé noi tiét, cac ADR nay thuong mét di sau khi ngung thudc, tuy
nhién, c6 mot sb trudng hop tic dung androgen khong h01 phuc. Vi vay can theo doi cic
dau hiéu nam héa. Danazol c6 thé gay suy gan, do d6 can theo ddi dinh ky chirc nang gan
va transaminase ¢ nhitng bénh nhan diéu tri bang danazol. Ngoai ra c6 thé gap truong hop
r mdu cuc bd trong gan, u gan lanh tinh, ung thu té bao gan, cac ADR nay thuong khong
biéu hién triéu ching cho dén khi c¢6 cic bién chimg c6 thé gay de doa tinh mang nhu chay
mdu trong 6 bung. Vi vdy, trong truong hop diéu tri kéo dai phai theo ddi phat hién sém
Cac nguy co nay.

Nguy co gia u ndo c6 the xay ra khi dleu tri bang danazol the hién bang dau dau, non, budn
nén, réi loan thi gidc; can soi day mat, néu co phu day mat phai ngimg thudc va chuyén
ngay dén chuyén khoa than kinh d¢ diéu tri.

Néu trong qua trinh diéu tri bang danazol & bénh nhan di c6 u xo va ma khbi u to ra can
phai kiém tra dé loai trir ung thu vu.

Thuéc cé thé gay ra cdc tac dung khéng mong mudn khdc. Can theo déi chit ché va khuyén
cdo bénh nhan thong bdo cho bdc sy nhitng téc dung khéng mong muon gdp phdi khi sir
dung thuéc.

QUA LIEU VA XU TRI:

Qui liéu cip phan 16n khong gdy ra phan ng nang tic thi.

Trong truong hop qua lidu cap, can can nhic thuc hién giam hip thu thudc bang than hoat,
tiép tuc theo ddi bénh nhan phong khi c6 bat ky phan tng mudn nao xay ra.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéong dung qué liéu chi dinh.
Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét do khong qué 30°C.
Han dung ciia thudc: 36 thang ké tir ngy san xuat.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phude 1, Phuong Thoéi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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