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Oral use - Diing theo duong ung

15 ml

Rx
Ferlatum Oral solution

| Manufactured by (San xuét b&i):
| ITALFARMACO S,

San Rafael, 3 Polngono Ind. De Alcobendas, (SPAGNA)-Sp,

PHARMA S.p.A
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Rx Thu6c bén theo don _ )
HUGNG DAN SUDUNG DUNG DICH UONG
FERLATUM '
THANH PHAN: Mai lo chia:
Hoat chat: St proteinsuccinylate ................ 800mg
(tuong duong 40 mg Fe?t)
Td duoce: Sorbitol 70%, propylene glycol, muéi methyl-p-hydroxybenzoate natri, muo6i propyl-p-
hydroxybenzoate natri, huong morella, natri saccharin, nuéc tinh khiét.

CAC PAC TINH DUGC LUC HOC

Ferlatum thuéc nhém thudc chéng thi€u mau cé chita ion sat dé diéu tri thi€u sat.

Thuéc ¢ chira phitc hop sat-protem trong d6 chita 5%+0,2% Fe®*. Nh& vao dic tinh tan, Sat
protemsuccmylatc bi két tua trong moi trudng acid da day nén nguyén tlr sit dugc dam bao. Sau
dé két tia tan trd lai trong moi trudng pH kiém & t4 trang d€ sit dugc hap thu vao niém mac
ruét con nhitng phén tir protein duge tiéu héa bdi men protease cua dich tuy.

CAC PAC TINH DUOC PONG HOC

Khéng thé thuc hién nhitng nghién cttu dugc dong hoc théng thudng déi véi nhimg phic hop
clia sat boi vi véi phic hop Sét proteinsuccinylate, phan tir protein bi tiéu héa bai dich da day
va st duoc hdp thu mot luong cin thiét cho co thé. Trong diéu kién binh thudng, viéc mét st
rét it khi xay ra. Phén 16n sit dugc ddo thai qua kinh nguyét va moét luong nho duge dao théi
qua mét, mo héi va da chét.

CHI PINH
Diéu tri tinh trang thi€u hut sét va thi€u mdu do thi€u sét va thi€u sat th phit & ngudi truong
thanh trong cac truong hop méit mdu man tinh, phu nit mang thai va cho con W

LIEU LUONG VA CACH DUNG

Ngudi 16n: 1-2 lo/nghy (tuong duong 40-80mg st (Fe)/ngly), hodc theo su hudng din clia bic si diéu
tr1, 10t nkat la udng thudc trudc bita an.

Tré em: 1,5ml/kg/ngay (twong duong 4mg sdt/kg/ngay), hodc theo sy huéng din cla béc si diéu tri, 16t
nhat la uéng thu6c trude bira an.

Thuéc duge uéng nguyén lo hoac pha loang véi mét lugng nude loc vira phai.

Sau khi mé nép lg, thudc phai duge bao quan & nhiét do dudi 25°C va sir dung trong vong 24 gid.

Thei gian diéu tri: diéu tri lién tuc cho dén khi trit lugng st trong co thé trd lai mic binh thudng
(thuong la 2-3 thdng).

Liéu 167 da trong ngay: Nhing nghién cifu 1am sang vé hiéu qua va tinh dung nap ctia thuéc da duoc
tién hanh véi nhimg liéu nhu trén (ngudi 16n: 80mg sét/ngdy, tré em: 4mg sdt/kg/ngay). Chua cé s6
li¢u vé hiéu qua lam sang va tinh dung nap cla thuée déi véi liéu 16n hon.

CHONG CHI PINH

Qud mén v&i bt cif thanh phdn ndo cla thud.

Bénh nhan bi hoi ching t€ bao nhiém sét, bénh nhan bi ching nhiém sic (6 sit.

Bénh nhan thi€u méu tan huyét hay thi€u mdu bét san, thi€u méu do r6i loan hap thu sit (thi€u mau do
mit chic nang sit dung sét).

Bénh nhan bi viém tuy va xo gan thi phat do nhiém sic 16 sét.



TAC DUNG KHONG MONG MUON (ADR)
R6i loan tiéu héa nhu tiéu chay, tdo bén, bubn non va dau thugng vi rdt hi€m khi xdy ra, hay xay ra hon
& lidu cao nhat. Nhitng tdc dung phu nay s& gidm ddn khi gidm liéu va ngung diéu tri.
Nhimg ché phdm sét c6 thé gay d6i mau phan thanh den hoac x4m dam.
Théong bdo cho bdc st nhitng téc dung khong mong mudn gap phdi khi sit dung thuéc.

THAN TRONG

B4t ¢t bénh nao ma nguyén nhan c6 thé 1a do thi€u sit hay thi€u méu do thi€u sit déu phdi duoc xéc
dinh mot céch chic chidn va diéu tri t6i cing.

Ferlatum 12 thu6c c6 chifa protein & dang sifa, vi vay nén than trong khi ding thu6c cho nhitng bénh
nhan khong dung nap protein dang sita, vi ¢6 thé c6 nhing phan tng di tng thudc. Thoi gian diéu tri
khong nén kéo dai qué 6 théng trir trudng hgp chdy méu kéo dai, rong kinh va c6 thai.

Ché phidm Ferlatum cé chia sorbitol, do d6é khéng sir dung thuc cho bénh nhan khéng dung nap
fructose do di truyén. ‘
Ferlatum c6 chita paraben (natri methyl-p-hydroxybenzoate, natri propyl-p-hydroxybenzoate) nén c6
thé gy ra nhitng phén mg di ting cham phat.

PHU NU CO THAI VA CHO CON BU
Khong ¢é canh bio dac biét nao d6i véi phu nit mang thai va cho con bi. Trén thuc &€ Ferlatum duoc
chi dinh diéu tri tinh trang thi€u st c¢6 thé xdy ra d6i véi nhitg trudng hop nay.

TAC PONG CUA THUOC KHI LAI TAU XE VA VAN HANH MAY MOC
Chua ¢6 ghi nhan vé nhimg tdc dong cla thudc 1én kha nang 14i tau xe va van hanh may méc.

TUONG TAC THUOC

Sat ¢6 thé lam r6i loan sy hdp thu cling nhu lam &nh hudng dén sinh khi dung cla tetracycline,

biphosphonate, khdng sinh quinolone, penicillamine, thyroxine, levodopa, carbodopa, alpha-

methyldopa. Nén dung Ferlatum cdch 2 gi¢ truée hodc sau khi dung nhitng thutc ké trén.

Su hdp thu st ¢6 thé tang 1én khi sir dung déng thdi Ferlatum vé6i trén 200mg acid ascorbic hay gidm

xuong khi sir dung déng thoi véi nhitng thude khéng acid.

Khi ding déng thoi chlopheniramin c6 thé 1am cham sy dép ng cla liéu phép diéu trj ding sit.

}[fh@ng.cé aéo cdo nao vé tuong tic dugc 1y khi sir dung déng thoi Ferlatum véi nhiing thu6e dgi khing
istamine H,.

Nhimg phtc hop ¢6 chita sit (nhw céc phosphate, cdc phytate va cdc oxalate) ¢ chia nhiéu loai

rau, sita, cafe va tra cé kha ning c ché sy hdp thu sit. Nén dung Ferlatum cédch 2 @iy firffdc hoic sau

khi dung nhimg thitc &n va d6 uéng ké trén.

QUA LIEU VA XU TRI

Ubng liéu cao nhimg mu6i ¢§ chifa sit ¢6 thé xay ra nhimg phén tng nhu dau thuong vi, buén non, non,
tiéu chéy, thd huyét, thudmg ket hop v6i budn ngl, xanh xao, xanh tim, sc, tham chf c6 thé hon me.

Diéu tri qué liéu bang cdch gay non ngay 1ap tic, ti€p d6, néu cdn thiét, thi phai tién hanh ria da day
déng thoi két hop nhing lieu phdp hd trg thich hgp khdc. Ngoai ra néu cdn thiét thi sit dung céc tic
nhan cé kha nang tao phiic chelat véi sit nhu desferrioxamine.

BAO QUAN
Trong bao bi kin, & nhiét d¢ duéi 30°C, trdnh 4nh sdng v 4m.

HAN DUNG: 24 thang ké tir ngdty sn xuat.

TIEU CHUAN: TCCS

HARMA



TRINH BAY: Hop 10 lo.

KHUYEN CAO

- Dé xa tAm tay cta tré em

- Doc k¥ huéng dan sir dung trude khi ding

- Thudc nay chi dung theo su ké don ctia bac sy

- Mudn biét thém thong tin xin hoi ¥ kién ctia Béac sy

Nha sdn xudt: [talfarmaco S.A. ' '
San Rafael, 3-Polig.Ind. de Alc%r das Madrid - Spain
Tel: +34 91 6572336; Fax: +34 91(6572361

Co so dong goi: CITS.R.L
Via L. Galvani 1-Burage-Molg
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