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Rx- Thuéc nay chi diing theo don ciia bic sp

DUINUM ® 50 mg
Vién nén

Clomifen citrat

THANH PHAN
M&i vién nén DUINUM® 50 mg chira clomifen citrat SOmg.
Té dwoc: Citric acid, tinh bdt ngd, crospovidon, sucrose, colloidal silicon dioxid va magnesi

stearat.

DUQC LUC HQC

Clomifen 1a mdt hop chét triarylethylen phi steroid c6 tinh chat khéng oestrogen duge dung
dé diéu tri vo sinh nit. Thudc c6 tac dung khang estrogen I4n tac dung gidng oestrogen.
Thudc tac dung chu yéu béng cach chiém chd cua oestrogen & cac thu thé oestrogen vung
dudi ddi va lam tang bai tiét GnRH, nhung ciing c6 thé tac dong trén tuyén yén va budng
trimg bang cach lam giam hoat tinh enzyme aromatase ctia budng trimg. Do cic thu thé
estrogen ving dudi doi - tuyén yén bi thude che 1ap nén tiét gonadotropin tang, dan dén kich

thich chirc nang budng trimg.

DUQC DONG HOC
Khi udng, clomifen hdp thu nhanh & duong tiéu hoa, chuyén héa & gan, dao thai chu yéu theo
phan. Khoang 51% lidu udng duge dao thai trong vong 5 ngay. Thube van tiép tuc dao thai &

6 tuan sau khi dung, do luong thude con lai van tai luan chuyén & gan — ruét.

CHI PINH
DUINUM® 50 mg duoc dung trong diéu tri phu nit vo sinh, khong phéng noan.

LIEU LUQNG VA CACH DUNG
Thuéc ding duong udng.

Thuoc chi dung cho ngudi lon:

Khuyén céo nén bat dau véi liéu 50mg clomifen citrat mdi ngay trong 5 ngay.

Trang 1
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Véi bénh nhén trude d6 khong bi xudt huyét tir cung, diéu tri c6 thé bat dau bat cir lic nao.
Néu co xuat huyét tir cung trude khi diéu tri, hodc néu XUt huyét gdy boi progestin can diéu
tri bt ddu vao hodc khoang ngay thir 5 cuia chu ky kinh nguyét. Néu ¢o rung trimg voi mic
lidu nay, & chu ky diéu tri sau khong nén tang liéu vi khong cho hiéu qua 1dm sang cao hon.
Néu khong co trimg rung sau dot diéu tri dau tién, dot diéu tri thr hai dung liéu
100mg/ 1an/ ngay x 5 ngay. Dot diéu tri thir hai phai bat ddu cang sém cang tot vao khoang
30 ngay sau dot diéu tri thir nhat.

Khong nén tang liéu dung 1on hon 100mg/ ngay hoic kéo dai thoi gian diéu tri qua 5 ngay.
Phan 16n bénh nhan néu co dap tng véi thude s& dap img voi dot diéu tri dau tién, va co hiéu
qua tri liéu sau 3 dot diéu tri. Néu bénh nhan nao van khong co rung trimg, khong nén kéo
dai diéu tri va cin chan doan lai. ﬁ/,
Piéu tri theo chu ky kéo dai: Khong khuyén cdo. |

Chua ¢6 du dix liéu vé do an toan khidiéu tri theo chu ky kéo dai. Phan 1on bénh nhan sé rung
trimg sau dot diéu tri thir ba. Khong khuyén dung kéo dai diéu tri qua 6 chu ky kinh. bao goém

ca 3 chu kv ¢o rung trimg.

CHONG CHI DINH

Qué min véi clomifen hay voi bt ky thanh phan nao cia thude.

Phu nit ¢6 thai: Khéng dung clomifen khi nghi ngd dang mang thai. Can do than nhiét co so
déu dan trong sudt chu ky dung thube va phai ngimg thude khi nghi ngd cé thai. Néu sau khi
dung clomifen ma than nhiét la hai pha va khéng thay c6 kinh nguyét, thi can phai loai trir
kha nang c6 u nang budng trimg hodc/va ¢ thai. Dot diéu tri tiép theo phai cho cho dén khi
da c6 chuan doan chinh xac.

Ngudi ¢6 bénh gan hoac tién sir bénh gan.

Adenoma tuyén yén, ting prolactin huyét.

U nang budng trang (trr budng tring da nang).

Chay may tu cung khong binh thudng (can phai loai trir nguy co ¢o ton thuong ung thu).

THAN TRONG

Cdnh bao:

Chung: Nong do oestrogen ndi sinh dat (danh gia qua phét té bao am dao, sinh thiét mang
trong da con, dinh lugng oestrogen nudc tiéu hodc gdy chay mau mang trong da con voi
progesterone) s& cho két qua chuin doan ding cho viéc diéu tri bang
DUINUM® 50 mg.
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Ndng dd estrogen thap, tuy khong thuan loi nhung vén c6 thé co két qua diéu tri tot.
DUINUM® 50 mg khong ¢6 tac dung trong céc truomg hop rdi loan tién phat chirc nang tuyén
yén hodc budng trimg, cac trudng hop bi cac bénh gay loan nang budng trimg nhu bénh
tuyén giap hay tuyén thuong than, cc truong hgp réi loan ndi tiét to chét Prolactin.
DUINUM" 50 mg khong phai la su lua chon diéu tri dau tién cho cac bénh nhéan vo sinh do
v6 kinh, cac truong hop man kinh sém do tang nong ¢ FSH trong mau.

Héi chitng kich thich buong tritng qud mirc. DA thay xay ra hoi chimg tang kich thich budng
trung qua muic (OHSS) ¢ bénh nhan diéu trj vdi clomifen theo chu ky sur dung thudc hoac khi
dung phéi hop véi gonadotrophin. Mot sé triéu ching kém theo nhu: tran mang ngoai tim,
phil toan than, tran dich mang phéi, dau bung cép, phu phdi , suy than, huyét khdi tinh mach
sdu, suy hd hap cdp, xuit huyét budng trimg va xodn éng dan tring. Trong trudng hop ¢6 thy
thai, cac triéu chung c6 thé tién trién nhanh thanh ning. Dung liéu Ihép ¢o tac dung cé thé
han ché duge nhitng nguy co gia tang kich thude budng tring bét thudng. Hudng dan cho
bénh nhén théng bao cho bac si biét bat ky mot triéu chimg nao xay ra nhu dau bung, dau
vung khung xuong chdu, tang can, dﬁy bung hodc khdé chiu sau khi diung thuéc. Khi bénh
nhén than phién dau bung hoac dau ving khung xuong chau, day bung hodc kho chju ¢ bung
sau khi dung clomifen thi cn tién hanh lam cac xét nghiém vi ¢6 thé ¢6 u nang budng trimg
hodc do cac nguyén nhén khac. Pap (g qua mirc véi lidu diéu tri binh thuong da thiy & mot
vai bénh nhan véi hoi chimg da u nang budng trimg kém theo nhay cam khong binh thuong
voi gonadotrophin, Truong hop budng tring gia tang kich thude bat thuong thi cén ngung
dung clomifen cho t6i khi budng trimg tro lai kich thude nhu luc chua dung thude. Su hinh
thanh u nang va su gia tang kich thudc budng trimg do clomifen thuong cé xu hudng hoi
phuc tir vai ngay dén vai tuan sau khi két thuc viée diéu tri. Khuyén cao giam liéu vivhoac
khoang thoi gian diéu tri o dot diéu trj ké tiép.

Cdc triéu chirng thi gidc: D61 khi ¢6 loan thi gidc nhu nhin mo. Khi téc dung phu nay xay ra
cdn ngung diéu tri, tién hanh kiém tra mat bénh nhéan va danh gia lai.

Than trong: ?/

C6 thai do diéu tri clomifen thuong ¢ nhiéu kha nang da thai.

Tang kha nang mang thai ngoai tr cung.

Thén trong khi sir dung clomifen ¢ cac bénh nhan ¢6 u xo tir cung do kha nang lam tang kich
thudce u xo.

Ung thu budng trimg: khong nén dung Duinum lau hon thoi gian khuyén cdo do cé thé lam

tang nguy co ung thu budng trimg.
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ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khi dung thudc c6 thé bi nhin mo, hoa mit, chong mat. Do dé khong nén lai xe hoac van

hanh may moc khi dang dung thude.

PHU NU MANG THAI VA CHO CON BU

Phu nit mang thai:

Mic du chua co sb liéu vé lién quan giita thude va cdc di tat bam sinh, vi ly do an toan, chi
nén bit dau mdi dot diéu trj bang clomifen sau khi da chic chan la nguoi bénh khong mang
thai.

Phu nit cho con bu:

Khong dung clomifen cho phu nir cho con bu.

TUONG TAC THUOC

Trong truong hop dac biét, clomifen c6 thé dung phéi hgp véi HMG (human menopausal
gonadotropin; gonadotropin ¢ phu nir man kinh) nham kich thich nang noan phat trién va voi
HCG (human chorionic gonadotropin; gonadotropin cua nhau thai ngudi) dé kich thich rung
trimg. Trong truong hop nay, tac dung phu cua clomifen ting 1én dang ké (c6 thé gy tu
vong): kich thich budng tring qua muc gy dau dén, nang chirc ning cua buéng trirmg co thé
vd gdy cb trudng, tran dich mang phoi, huyét khéi, giam protein mau, c6 dic mau, va nguy

co da thai ¢ hon 30% ngudi bénh.

TAC DUNG KHONG MONG MUON

Ty 1é da thai sau khi gay phong noan bang clomifen la cao. }{1,
Thuong gap, ADR > 1/100

Toan than : Nhue dau.

Tuén hoan : Con bbc hoa.

Tiéu hoa : Pau bung kho chiu, budn ndn, ndn.

Thén kinh : Kich thich, mat ng.

Tiét niéu-sinh duc : Cuong vi, budng tring to lén.

Da : Toc kha.

Thi giac : Nhin mo.

Khac : Chong mat, hoa mat.

[t gap, 171000 < ADR < 1/100

Toan than : Tang can, mét moi.

Da : Noi mé day, viém da di img, rung toc (hoi phuc duge).

Thén kinh : Trdm cam.Tiét niéu-sinh duc : Chay mau tr cung bat thuong. di tiéu nhiéu.

Trang 4
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Huéng dén cdach xiv tri ADR

Tac dung phu c6 thé xuat hién ngay voi liéu thap. Co thé lam giam thiéu tac dung phu bang
cach danh gia 14m sang that cAn than trude khi didu tri, than trong khi tinh lidu va theo dai
bing siéu 4m néu nghi ngé cé u nang budng tring.

Do tac dung phu dang ké nhét 14 tang kich thich budng trimg, din dén tao thanh nang hoang
tuyén & budng trimg, lam ngudi bénh dau nhiéu trude va sau thoi diém rung trimg. Cén tham
kham vung dau chdu hay siéu am dé xac dinh kich thuée binh thuong budng trimg trudce khi
tiép tuc diéu tri.

Cén phai thdng bao cho nguodi bénh cac rbi loan vé thi gide c6 thé xay ra (nhin mo, diém
ti...) khi diing clomifen, khién cho sinh hoat va lam viéc kho khan, nhét 1a méi truomg 6 do
chiéu sang thay déi. Nguoi bénh co bat ky rdi loan vé thi gidc nao déu phai ngimg thude va
can duoc tham kham mat toan dién.

Thong bdo cho bdc sy cdc tdc dung khong mong mudn gap phdai khi siv dung thuéc.

QUA LIEU
Chua thdy c6 tai lidu bao cdo vé ngd doc qua liéu cdp. Dung liéu phap diéu tri hd trg thich

hop khi qua liéu clomifen.

QUI CACH DONG GOI: Hép 1vi, 3vi, 10vi x 10vién nén.
BAO QUAN: Noi khé, ¢ nhiét d6 dudi 30 °C, tranh anh séng, @ .
HAN DUNG: 24 thang ké tir ngay san xuét.

Khéng ding thuéc khi di qud han siv dung.
Poc ky huwong din siv dung trwée khi ditng.
Néu cin thém théng tin, xin héi y kién bdc s,

Trdanh xa tam tay tré em.

San xuit boi MEDOCHEMIE LTD.
I - 10 Constantinoupoleos, 3011 Lima$sol — Cong"Hoa Sip (Chau Au).
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PHO CUC TRUONG
:/@m/én Vim Chank
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