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Composition. Each tablet contains: Specification; BP 2009 W
Clomifene citrateBP . ___... ........50mg Storage: Keep in a coof and dry place (
‘ Dosage: As duected by the Physician below 30°C Protect from light
Indications, Contra-indications, Precautions,
| Side effects and other information: KEEP OUT OF REACH OF CHILDREN
Please see 1he leaftel insile READ CAREFULLY THE LEAFLET BEFORE USE
| Ry Thufl g tugee g Hép 3 vi x 10 vién
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. Vién nén Clomifene Citrate 50 mg SZRE
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Bjachi: Dewan |dris Road, Zirabo, Savar, Dhaka, Bangladesh L
| Thanh phan: M&i vién nén cb chira: Bia guan: Bao quéan thudc noikhd mat du6i 30°C
Clomifene citraleBP .__.. . .. ... 50mg Tranh anh sang
Liéu lwomg: Theo chidan ca thay thudc Bé thudc xa 1adm tay {ré em
Chidjnh, chong chi djnh, khuyén céo, Doc ki huang dan si dung ivde kin ding
tac dyng ngod y va cac théng tin khac: Ngay hét han la ngay dau tién aiia thang hél han
Xan xem to hudng dan iong hop ghi kén nhan bao bi

Tieu chudn: BP 2009
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! (Vién nén clomifen citrat 50 mg)

CANHBAO DAC BIET:

Thudc nay chi sit dung theo sy ké don eila bedc 5T

Boc k5 hudng dén sit dung triede khi ding.

NEu cdn thém théng tin, xin hoi ¥ kién bdc si.

Xin thing bde cho bdc st biét cde tde dung ngoal ¥ xdy ra trong qud trink sit dung.
Dé thudc xa tdm tay tré em.

Khing ditng thudc d@ qud han sit dung.

THANH PHAN: y
M3i vién nén cé chita: ’hxﬂo g
Hoat chdr. Clomifen citrat BP........... 50 mg

Td dugc: Cellulose vi tinh thé, acid citric khan, natri starch glycolal, tale tinh ché, magnesi stearat,
silic dioxid keo.

DUGC LUC HOC:

Clomifen citrat ¢6 tdc dung didu tri cho nhitng bénh nhin khéng th€ phéng noan muén ¢é Lhai.
Clomifcn 14 mét triarylethylen khong steroid ¢ tinh chft khing estrogen dudce diing dé diéu tri vé
sinh oft. Thudc ¢6 tic dung khdng estrogen 1in tic dung gifing estrogen. Thude ¢é tdc dung chi y&u
bing cdch chi€ém chd cla estrogen & cdc thy thé & viing dudi ddi va lim ting bai i€l GnRH, nhung
cling ¢6 (hé dc dong wén tuy&n yén va én budng tning bing cdch lam gidm hoat tinh enzym
aromatase clia budng tring. Do céc thu th€ esirogen & viing dudi ddi — tuy&n yén bi thubc “che lap”
nén tiét gonadotropin ting, din d&n kich thich chifc ning budng trimg.

DUGC PONG IOC :

Thu6c hdp thu nhanh qua duéng tiéu hod, chuyén hod & gan va dio thdi chi y&u theo phin. Khodng
51% liéu uéng va 37% liéu tiém tinh mach dude dio thdi trong vong 5 ngay. Lugng dao thdi theo
nude tiéu khoing 8% va theo phin khodng 42%. Thude vin tiép tuc dugc dao thai 6 tuin sau khi
diung vi lugng thuéic con lai tham gia vio chu trinh rudt — gan.

CHI PINH:
Pidu tri ngudi bénh v sinh, khéng phéng noin.

LIEU LUUNG VA CACH DUNG:

OVUCLON duge diing duting uéng. Khéng diing qué lidu chi dinh.

Chi ¢6 cdc thdy thude ¢6 kinh nghiém vé sdn phu khoa hay ndi ti€t mdi duge s dung clomifen. Cén

chon lya ngudi bénh diing clomifen mot cdch ¢dn thin sau khi d4 thim khdm d€ ddnh gid xem c6 di

cac diéu kién sau khéng:

- (6 chie ndng gan binh thuong.

- C6 lugng estrogen ndi sinh binh thudng (d4nh gid qua phi€n d6 4m dao, sinh thi€t niém mac t&
cung, dinh Iugng estrogen trong nude t€u vi trong huy&t thanh, ddp dng chiy mdu vdi
progesteron). Ndng db ostrogen thip, tuy khong thuin ldi nhung vin ¢6 thé ¢6 két qua didu ur (61,

- Khang bi r8i loan tién phdt chifc ning lyén yén hodc budng ring (clomilen khong cé 1dc dung
trong trudng hdp d6), khdng bi cdc bénh gy loan chic ning budng tritng nhu bénh tuyé&n gidp hay
tuyén thugng than (clomifcn khéng thé thay the tri liéu thich hgp cho cde bénh nay).

Liéu b4t ddu chia clomifen 12 50mg/ngay trong 5 ngdy, tr ngdy thi 5 ciia chu ky kinh nguyét. Can

theo d&i giai doan hoing th€ d& xdc dinh xem ¢6 phéng nodn hay khéng.

Néu sau dgt didu trj ddu tién ma khong thiy ¢6 phéng nodn thi ¢é thé bdt ddu dot didu tri the hai vdi

liu 100 mg/ngay, trong 5 ngay. Khodng cich gitta hai dgt diéu i 1a 30 ngay, Chi ting liéu clomifen

-——



& ngudi bénh khong ¢6 dip @ng vdi dgt didu tri thi nh41, Khéng duge tiang lidu hoge ting thdi gian (i
ligu qui 150 mg/ngay trong 5 ngay. Khong duge diéu o qud 3 dot ma cin chin dodn lai § cde ngudi
hénh khong cd ddp dng vai i liéu.

CHONG CHI PINH

Khong diing cho bénh nhin qui min vdi Clomifen citrat hay b4t cit thanh phin ndo ciia thudc,

Khong diing clomifen khi mang thai hoac nghi ngd dang mang thai. Can do thin nhigt co sd déu diin
trong suft cdc chu ki ding thudc va phdi ngirng diing thudc khi nghi ngd cd thai, N&u sau khi diing
clomifen ma thin nhiét 13 hai pha va thiy c6 kinh nguyét thi cAn phai loai trir khd ning cé v nang
bubng tritng hodc/va cé thai. Pot didu tri tép theo phai dgi cho d€n khi dd cé chdn dodn chinh xdc,
Bénh gan hay cé tién sit bénh gan.
Adenoma yé&n yén, taing prolactin huyét,

U nang budng wiing (rit budng tring da nang). :
Chédy mdu tlf cung khéng binh thudng (cdn phai loai triY nguy cd cé t6n thdng ung th). %4{1' %
KHUYEN CAO VA THAN TRONG
Thim khim biing sidu 4m, dinh ludng hormon trude va twong khi didu tri rdt cdn thift, thim chi bit
budc. Tri liéu bang clomiten (dic biét 1A khi phdi hgp v§i gonadotrophin) chi duge ti€n hinh tai cde
trung tim chuyén khoa.
Tri ligu phii phai dude theo dbi chit chg va chi duge bt ddu vao ngay thit 5 elia chu k¥ kinh nguyét
tr nhién hodc phéng nodn nhin tao.

Biéu trj biing clomifen tudn theo quy ludt tic dung gidm din: Khd niing thu thai s& gidm di sau s§ dgt
didu tri. N&u sau 3 1an cd ddp Wng phdng noin vdi clomifen md vin khong thu thai thi khong nén tép
tue didu tri bing clomifen nita.

“ang liéu s& lAm ting kich thich budng tritng vA ting cdc tdc dung ngoai §.
Cén thin trong khi si dung clomifen citrat ciing vdi dd udng ¢6 c6n va thufc ching trim cdm.
Cén phdi thdng bao cho ngudi bénh biét vé& cic réi loan thi gidc ¢ thé xdy ra (nhin md, diém 18i..)
khi ding clomifen, 1im dnh hudng dén khd ning ki xe vi vin hinh mdy mde, nhit 1a § mbi trudng
¢6 dd chi€u sing thay ddi.

ANH HUOGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Do céc triéu chitng rdi loan thi gidc ¢6 thé xdy ra nhy nhin md hodc diém t6i ngay sau khi didu tri véi
clomifen va ci khi da dirng thudc (khi s dung kéo dai), do vay cdn than trong khi vin hanh mdy
mée, thu xe trong thiti gian diéu tri hode da ngling s dung thuGe, dic biét trong diéu kién dnh sing
thay déi.

SU DUNG CHO PHU NU CO THAI VA CHO CONBU :

Thesi k3 ¢6 thai: chGng chi dinh.

Thoi k3 cho con bii: trong mdl vai uwding hap, clomifen citrat ¢6 thé 1Am gidm ti&t sita khi ding cho
ngudti me dang cho con bi. Vi the khong nén diing thudc trong thdi gian cho con bi

TUONG TAC THUGC:

Trong trudng hgp dic biét, clomifen c6 (hé ddng phdi hdp vdi HMG (human menopausal
gonadotrophin; gonadotrophin & phu nit man kinh) nhim kich thich nang nodn phét rién va véi HCG
(human chorionic gonadotrophin: gonadotrophin cia nhau thai ngudi) ¢& kich thich rung tring, Trong
dng hop nay, tde dung ngoai v ciia clomifen ting 16n ddng k€ (c6 thé gdy 1 vong): kich thich
budng triing qué mic gdy dau dén, nang chic ning cla budng tning c6 thé va giy ¢f trudng, ran
dich mang phdi, huy&t khoi, gidm protein mau, ¢6 ddc mau, nguy cd da thai & hdn 30% ngudti bénh.
TAC DUNG NGOAI Y:

T3 1& da thai sau khi giy phéng nodn bling clomifen 1a cao.

Thuirng gdp: Nhite ddu, con bdc hod, dau bung, khé chiu, budn nén, ndn, kich thich thin kinh, ma't
ngil, cudng vi, budng tritng to 1&n, khé da, téc, nhin md, chéng mit, hoa mit.



It gdp: Ting cin, mét mdi, n6i may day, viém da dj Ung, rung téc (héi phuc duge), trim cdm, chiy
mdu (f cung bat thudng, di tiéu nhidu.

Hudng diin cich xid tri ADR

Tdc dung ngoai y 6 thé xuat hién ngay cd vdi lidu thip. C6 the 1am gidm (hi€u tdc dung ngoai ¥
biing cdch ddnh gid Jim sang thit cfn thin wrude khi diéu tri, thin rong khi tinh lidu va theo doi bing
si&u 4m néu nghi ngd ¢6 u nang budng tritng.

Do tic dung ngoai § ddng k& nhdt 1a ting kich thich budng tritng, din dé€n tao thinh nang hodng
uy€n & budng tning, lam ngudi bénh bi dau nhidu trede va sau thii diém rung tritng. Cin tham khim
viing ddy chiu hay si¢u im d& xdc dinh kich thude binh thuting budng tring trude khi GEp tue didu i,
QUA LIEU:

Khéng cd bio cdo v& ddc tinh hay qud lidu cAp tinh clomifen, Cdc din higu va triéu chitng qua liéu la
do diing hon liéu khuyén dimg, gdm cé budn ndn, ndén, do birng do vin mach, nhin md, ban dd, to
bubng tring kém theo dau viing chiu hodc dau bung.

biéu tri: khi qud liéu, cdn ti€n hanh ngay cdc bién phdp diéu i tich cuc thich hgp bén canh bién
phdp gidi ddc duding liéu hod. ) ‘r". ¥
TIEU CHUAN CHAT LUGNG: BP 2009 Pt
HAN DUNG:

24 théng ké tif ngay sin xuit.

S& 16 sdn xudt (Batch No.), ngay sdn xudt (Mfe. date), han ding (Exp. date): xin xem wén nhiin vi va
nhan hop.

BAO QUAN:

Giff thudc ndi khé, mat (dudi 30°C), trinh 4nh sdng.

PONG GO1:

Hop chida 3 vi x 10 vién

Sin xuit bii;

INCEPTA PHARMACEUTICALS LTD.

Nha mdy: Dewan Idris Road, Zirabo, Savar, Bangladesh.

Try s 40, Shahid Tajuddin Ahmed Sarani, Tejgaon I/A, Dhaka-1208, Bangladesh.
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