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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

SERAZXIP®

Thubc ban theo don

DPoc ki hwéng din sir dung trwrée khi dung

Dé xa tim tay tré em

Théng bdo ngay cho béc s§ hodic dwge sy nhing tic dung khong mong mudn gip phai khi sw
dung thudc

Khong ding thudc qué thoi han sir dung ghi trén nhan

Thanh phan: Céng thirc cho 1 vién: M
Raloxifen hydroclorid........................ 60 mg
TAOE VA B0 vstaidintaatinnans 1 vién.

(DC Lactose, Microcrystallin cellulose 101, Croscarmellose natri, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose 606, Povidon K64, Titan dioxid, Talc,
Polyethylen glycol 6000, Polysorbat 80, Oxyd sat vang)
Mo ta san phﬁm: Vién nén tron, bao phim mau vang, mét mat tron, mot mat cé gach ngang.
Quy cach déng goi: Hop 4 vi x vi 10 vién nén bao phim.
Thudc ding cho bénh gi:
Razxip chira raloxifen hydroclorid dung du phong va diéu tri lodng xuong & phu nir sau thoi ky
man kinh.
Nén dung thudc nay nhw thé nao va liéu lwong:
Ciéch dung: Thudc dung duong ubng. Ban ¢6 thé uong thude vao bt ky thoi gian nao trong  n
khong can quan tAm dén bita 4n, nhung udng thude cing mot thoi diém madi ngay sé gitp ban dé
Liéu dung:
Liéu khuyén cdo 1a uéng 1 vién mdi ngay.
Cén bd sung thém calci va vitamin D & phu nir c6 ché d6 an it 2 chat nay.
Nguoi cao tuéi: Khong can diéu chinh lidu.
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Nguoi suy than:

Raloxifen khéng nén sir dung & bénh nhéan suy than nang. Sir dung mdt cach than trong ¢ nhirng
bénh nhén bi suy thén vira va nhe.

Nguoi suy gan:
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Raloxifen khong nén sir dung & bénh nhéan suy gan. By
Khi nao khéng nén dung thube nay: Khong ding thudc nay néu ban: ¢
Qué man voi raloxifen hodc véi bat ky thanh phan nao cua thudc.
Phu nit & do tudi c6 kha nang mang thai. i
Di hodc dang c6 huyét khéi tac tinh mach. s
Suy gan, gdm ca & mét. 'L':"-"'q.
)

Suy than néng.
Chay mau tir cung khong rd nguyén nhan.
Ung thu ndi mac tr cung hodc ung thu va.
Téac dung khong mong mudn (ADR):
Gidng nhur tat ca céc loai thué)c: thudc nay c6 thé gdy ra tac dung phu, nhung nhiéu ngudi khong
c¢6 hoic it phan tmg phu. Mt so tac dung phu c6 thé gép nhur sau:
- Hiém: Huyét khdi tac tinh mach sdu, viém tinh mach huyét khoi nong, con bdc hoa tang nhe,
chudt rat, phu, tiéu cau giam nhe.
- R4t hiém: Phat ban, rdi loan tiéu héa, ting men gan, triéu chimg vi va chay méu tir cung.




Néu ban gap bat ky tac dung phu nao ké ca nhirng tac dung phu chua liét ké nhu trén, nhat 1a
¢6 nhitng d4u hiéu cta phan ung di tmg nhu phat ban da, sung mit, moi, ludi hodc hong hodc
kho tha, kho nubt phai thong bao ngay cho bac s¥.
Nén tranh dung nhimg thudc hoic thwe phim gi khi dang sir dung thudc nay:
Trude khi dung thude nay, cho béac sy cua ban biét tit ca cac loai thuc khac ma ban dd hoac
dang dung, bao gém ca thudc ké don va khong ké don, thude tir dugc liéu hodc thuc pham chirc
nang, dac biét la cac thudc:
- Thudc chéng déng mau nhu warfarin, coumarin.
- Cholestyramin. M
- Estrogen (vién udng) hoic liéu phap thay thé hormon.
Danh séch nay khong day du cac loai thubc khac c6 thé twong tac voi raloxifen. Hay cho bac sy
cua ban biét vé tat ca céac loai thuoc ban dang sir dung. Pung ding mdt thudéc méi ma khong néi
véi béac s§ cua ban.
Cén lam gi khi mt lan quén khéong ding thudc:
Ubng liéu’bi quén ngay ltc nhé ra. Néu liéu d6 gan véi 1an dung thude ti?:p theo, bo qua liéu bj
quén va tiep tuc uong thuoc theo ding thoi gian qui dinh. Khong dung 2 liéu cung luc.
Cin bdo quén thudc nay nhwr thé nao:
Dé & nhiét d6 dudi 300C, tranh 4m va 4nh sang.
Nhimg dau hiéu va triéu chig khi dung thudc qua lidu:
Néu ban uéng nhiéu thudc raloxifen hon mic qui dinh ban c6 thé bi chudt rat & chan va chéng mat.
Cin phii lam gi khi dung thuéc qua liéu khuyén cdo:
Goi cho bac sy ctia ban hodc dén ngay co s& y té gan nhat.
Nhimg diéu cin thin trong khi ding thubc nay:
Cic tinh trang cin thin trong:
Trude khi dung thude nay, ban hay cho béc sy biét néu ban c6 bat ky tinh trang nao dudi day:
- Néu ban chwa dén thoi ky man kinh.
- Ban dang bj tinh trang nghén mach huyét khéi hay c6 tién sir réi loan nghén mach huyét khéi
hodc co nguy co gia taing bénh nghén mach huyét khoi.
- Ban ¢6 vén dé vé tim, nhét 1 dang bi suy tim sung huyét.
- Néu ban c6 bénh gan hodéc than.
- Néu ban dang bi bénh ung thu vu.
- Ban dang bi chay mau 4m dao chura duoc chan doan.
- Ban khong dung nap dudng lactose hodc mét s loai duomg khac (vi thanh phén t4 duoc cua
thudc nay cé lactose co6 thé gdy bat 1gi cho ban).
Cic khuyén cdo ding thude cho phu nir ¢6 thai va cho con b:
Khéng dung thudc nay cho phu nit c6 thai, phu nir du dinh c6 thai hoéc phu nir dang cho con ba.
Téc djng ciia thude dén kha ning lii xe va vin hanh may méc:
Thude khong ¢6 hodc anh huong khéng dang ké dén kha nang lai xe va sir dung may moc.
Khi nao cin tham vin béc sy, dugc sy:
Dang str dung loai thube khac, bao gém ca thubc ké don va khong ké don, thude tir duoc liéu
hodc thuc pham chirc nang.
Ban bi chay mau am dao.
Ban sip phai phiu thuat va nim bét dong mot thoi gian dai.
Néu can thém théng tin xin hoi ¥ kién bac sy hodc duoc s3.
Han dung ciia thude: 36 thang ké tir ngdy san xuét.

Cong ty CP Dugc phim Agimexpharm
27 Nguyen Thai Hoc, P. M¥ Binh. TP. Long Xuyén, An Giang.
San xuat tai: Chi phianh Céng ty CP Duge pham Agimexpharm -
Nhi may sian xuit Duge phiim Agimexpharm
ABGIMEXPHARM Duime Vi Trong Phung. K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang.
GMP-WHO  DT: (076.3857300 Fax: 076.3857301 i el '




Ngary xem xét sira doi, cip nhat lai ndi dung hwéng din sir dung thuéc: .../.../...

HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

Cic dac tinh dwgc lue hoc:

- Raloxifen hydroclorid 12 mét chét dong van/dbi khang estrogen khoéng steroid thudc nhém
benzothiophen tuong tur clomifen, tamoxifen.

- Raloxifen 12 mot chat diéu hoa thu thé estrogen chon loc. Raloxifen co tac dung lam giam tiéu
xuong va taing mat dé khoang trong xuong.

- Giam ndng do estrogen sau khi cit budng trimg hodc sau khi man kinh dua dén tinh trang tang
tiéu xuong va mat xuong.

- Ban déu tiéu xwong rat nhanh bai vi tang tao xwong bu trir khong du dé bu cho mét xuong do
tiéu.

- Su mat can bang gilra tiéu xuong va tao xuong lién quan dén sy mat estrogen va c6 thé do su
suy yéu tao cbt bao lién quan dén tudi hay nhimng té bao tién than cua no.

- Céc di¥ liéu 1am sang cho thdy rang raloxifen c6 tac dung gidng estrogen trén sy chuyén héa
xuong (ting mét do khoang trong xuong BMD) va trén chuyén hoa lipid (giam ndéng do
cholesterol toan phan va LDL).

- Raloxifen c6 tac dung chi van estrogen trén bién dudng xwong va lipoprotein, d6i khang trén
nédi mac tir cung va tuyén vi.

Cac dac tinh dwge dong hoc: =

Ciéc dic tinh dwoc lre hoc, dwge dong hoc: M

9
Thirc an khong anh huong dén hap thu raloxifen. :9?\}9«
" Hép thu qua dudng tiéu héa 60%. Chz“:it béo lam tang hép thu: Cmax 28%, AUC 16%. 3,;{*;,(
- Thé tich phan phoi: 2348 I/kg. 95% gan vai albumin, al acid-glycoprotein. SHA]
- Thoi gian ban thai: 27 gid. Thoi gian dat ndng do toi da: 6 gio. 'HARM

- Chuyén héa & gan, khong qua Cyt P450.

o
- Thai trir qua phan. B
Chi dinh, liéu dung, cich diing, chéng chi dinh:
Chi dinh:

Du phong va diéu tri loang xuong & phy nit sau thoi ky méan kinh 4
Liéu dung va cich dung: {
Céch ding: Thudc dung dudng udng.
Li¢u dung:

Liéu khuyen cao la uong 1 vién mdi ngay, c6 thé ubng vao bt & the
khong can quan tim dén bira an. Thudc nay duge dung dai han.

Cén b sung thém calci va vitamin D & phu nir ¢6 ché d6 an it 2 chét nay.
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Ngueoi cao tudi: Khong can diéu chinh liéu. F TRUGNG PHONG |3,
Ngueoi suy than: ({H é } (H?{"
Raloxifen khong nén sir dung & bénh nhan suy than nang. St dung mdt cach than rong o n '.
bénh nhén bi suy thdn vira va nhe.

Nguoi suy gan : |
Raloxifen khong nén sir dung ¢ bénh nhén suy gan. A
Chéng chi dinh:

- Quéa mAn véi raloxifen hodc v6i bét ky thanh phin nao ciia thudc.
- Phu nit & d6 tudi c6 kha ning mang thai.

- PB4 hoac dang cé huyét khéi tic tinh mach.

- Suy gan, gbm ca i mat.

- Suy thén nang.




- Chay mau tir cung khong rd nguyén nhan.
- Ung thu ndi mac tir cung hoéc ung thu vu.
Cac truong hop than trong khi dung thude:

Cic tinh trang can than trong:

- Tranh dung raloxifen cho phu nir bi tinh trang nghén mach huyét khdi hay c6 tién sir rdi loan
nghé&n mach huyét khoi.

- Cén ngung str dung it nhat 72 gio trude nhimg giai doan bat dong kéo dai nhu phuc héi sau mo.

- Thén trong cho nhimg phu nir bi suy tim sung huyét, ngudi c6 nguy co gia ting bénh nghén
mach huyét khai.

- Can than trong d6i v6i ngudi suy gan va thén nang. ‘ M

- Khdéng nén dung cho phu nit ¢6 chay mau am dao chua dugce chan doan.

- Khong dung cho nam gigi va phu nir cho con bu.

- Thuée nay chira lactose: Bénh nhéan c6 van dé di truyén hiém gip vé khong dung nap galactose,
thiéu enzym Lapp lactase hodc kém hap thu glucose-galactose khong nén dung thube nay.

Cic khuyén cdo dung thude cho phu nir ¢é thai va cho con bu:

Khoéng dung thube nay cho phu nir ¢ thai, phu nir du dinh c6 thai hoac phu nir dang cho con bu.

Téc dong ciia thude dén kha niing ldi xe va vin hanh may méc:

Thudc khong c6 hodc anh hudng khong dang ké dén kha nang l4i xe va sir dung may méc.

Twong tdc cia thude véi cac thude khac va cdc loai twong tac khéc:
- Theo d&i thoi gian prothrombin khi ding véi warfarin, coumarin vi raloxifen c6 thé lam giam

hi¢u qua chong dong cta warfarin. Bénh nhan dang sir dung warfarin nén duoc theo dai khi bat
déu diéu tri bang raloxifen.

- Khéng nén dung ddng thoi voi cholestyramin do cholestyramin 1am giam su hép thu toan than
cua raloxifen.

- Chua c6 kinh nghiém dung vai céc estrogen dudng toan than.

T4c dung khong mong muédn:
- Hiém: Huyét khc‘?i t:—if: tinh mach siu, viém tinh mach huyét khdi néng, con béc hoa ting nhe,

chudt rat, phu, tiéu cau giam nhe.

- Rat hiém: Phat ban, rdi loan tiéu hoa, tang men gan, triéu chirng vi va chay mau tir cung.

Qua liéu va cach xir tri:
Trong mt sb thir nghiém 1am sang, liéu raloxifen cho udng hang ngay 1én dén 600 mg trong 8 tudn
va 120 mg trong 3 nam. Khong c6 truong hop qua liéu da duge bdo céo trong céc thir nghiém 1am
sang.
O ngudi 16n, chudt rat & chan va chéng mat da duoc bao cdo & nhimg bénh nhén uéng hon 120
mg véi mot liéu duy nhét.

Trudng hop qua liéu cao nhét vao khoang 1,5 gram. Khéng ¢6 trudmg hop tir vong lién quan dén
qué liéu da duoc béo céo.

Khéng c6 thude giai doc dic hidu cho raloxifen hydrochlorid. skt




