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HUGONG DAN SUDUNG

TEN THUOC
R FERLATUM®
4 » “
CANH BAO Phai x4c dinh nguyén nhin gly thiéu sit hofic thiéu méu; cung véi ligu phdp sit, bénh nhin
Doc kj hirdng diin si dung trande khi dimg. clin durge didu trj cdc nguyén nhin gdy ra nhimg tinh trang ndy, néy c6.
Dé xa tim tay tré em. CAn thin trong khi ding thudc cho nhitng bénh nhén khdng dung nap protein stra, vi ho cé

Thing bdo ngay che bic si hodc dwpc si nhitmg tdc dung khing mong mubn glp phii
khi sit dung thuic.

Thubc niy chi ding theo dem thubc.

Léc kj trwdc khi ding,
THANH PHAN CONG THUC THUOC

I lo dom lidu 15 ml chira:

Thanh phan hoat chd

Slt\ protein succinylat ... . 800mg (twongduong véi 40 mg Fe')
Thanh phan té dic: Sorbitol E420, propylen glycol, natri methyl para-hydroxybenzoat,
natn propyl para-hydroxybenzoat, bwong morella, natri saccharin, nuée tinh khiét
DANG BAO CHE
Dung dich u&ng.
:;E;LATUM‘ I dung djch c6 mau nfu nhat, trong subt c6 miii thom dé chju déng trong

a.

QUY CACH PONG GOI
Mot hop chira 10 lo bing polyethylen don liéu 15 ml, mbi lo dom lidu chira 800 mg sit
protein succinylat.
DUQC LYC HQC
Nhém diéu trj duge hoc: ché phim chéng thiéu méu sit +3 8¢ diéu tr thiéu sit.
Mi ATC: B03AB09

Hoat chit cia Ferlatum 14 st protein succinylat.

FERLATUM® 1 thudc trong d6 sit dugc gin két véi protein sita succinyl héa dé tao thanh
phirc hop sit-protein véi ham lugng sit hoa trj ba 5,0% + 0,2%.

Do dic tinh hoa tan dic biét, nén sit protein succinylat két tia trong da day, va gitr dugc sy
gin két cia sit voi phirc hop ndy.

Sau d6 sit protein succinylat hda tan tr lai trong méi truomg pH kiém cia té tring, vi vy
cho phép sit dwge hap thu béi chit nhiy cia rudt, trong khi thinh phin protein ctia phin tir
ndy dwrgc tiéu hoa bai protease cila tyy.

DUQC PONG HOC

Khéng thé tién hinh cic nghién ciru duoe ddng hoc truyén théng véi cic hop chét chira sit,
vi trong trudmg hop sit protein succinylat, phén protein dwgc tiéu héa béi céc chat dich tiu
hoa va sit dugc hap thu & s lugng phy thudc vao nhu ciu cia co thé. Trong diéu ki¢n binh
thuimg,rﬁlitsilbil.ni!-Hiuhé(sixduocdﬁothéiquasumitméukinhnguyétvévéisé
lugng khdng déng ke qua mét, mo hoi va té bao da chét

CHI PINH, LIEU LUQNG, CACH DUNG, CHONG CHi PINH
Chi djnh
Dicu trj cic tinh trang thiu hyt sit tuyét dbi holic twong d6i: thiéu mau do thiéu st tiém an
hodic ¢6 biéu hién, thiéu mau & tré em va twéi trudng thanh, thiéu méu thir phat do chiy méu
man tinh, phu nir mang thai ho¥c cho con bi.

Liéu lrgng

Ngudi lém:  1-2 lo/ngy (twong duong véi 40-80 mg Fe*'/ngay), holic theo quyét dinh cia
béc si, chia lam 2 lén, tot nhit 13 udng thudc trudc bira in.

1,5 mlkg/ngiy (twong duwong véi Fe** 4 mg/kg/ngay), hoic theo quyét dinh
ciaa béc si, chia lam 2 lin, tbt nhét 12 ubng thudc trudc bira &n.
Thdi gian diéu tri- Nén diéu tri lién tyc cho dén khi nbng 43 sit trong co thé trér lai mirc binh
thuréng (thong thuong tir 2-3 thang).
Liéu t6i da hang ngay: Céc thir nghiém da dugc tién hanh d¢ danh gis hiéu qué va kha ning
dung nap ciia thubc & ngudi dya trén viée ding cic liu néu trén (Ngudi l6n: 1600 mg/ngdy
(twong duong 80mg sit/ngdy), tré em: 1,5 mlkg/ngay (twong dwong 4 mg sit’kg/ngdy);
Hién khéng c6 thong tin vé viéc sir dyng thude véi liéu cao hom so véi liéu duge khuyén céo,
Céch dung
Cé thé ding lugng thube chira trong lo don liéu nhw dang c6 sin hodc pha lodng trong nuéc.
Chéng chi djnh
Qué mén véi hoat chit hodc bét ky t duge ndo cia thubc. Nhiém hemosiderin va bénh
nhiém sic t6 sét mb. Thiéu mau bét sin, thiéu méu tan méu hofic thicu mu nguyén bao
(sir dung sét gidm). Viém tyy man tinh hoic xo gan thir phét do bénh nhiém sic t6 sit md.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Cén béo quan thubc xa tim nhin v tam tay cia tré em.

Tre em:

thé bj phin (mg dj (mg.

Thudc khong gy ra nguy co nghién hodic phy thudc thude. Tuy nhién, khong nén ding hon 6
thdng, ngogi trir trong trueomg hgp chdy méu lién tyc, rong kinh hojc mang thai.

Céc lo FERLATUM® don lieu ¢4 chira sorbitol, vl vly cdc bénh nhin c6 vin dé di truyén
hiém giip vé khong dung nap fructose khong nén diing thube ndy.

Lo thube FERLATUM?® don liéu chira paraben (mudi natri cia methyl para-hydroxybenzoat;
mudi natri cia propyl para-hydroxybenzoat), do d6 c6 thé gy ra phin (mg dj (mg, thuémg’
4 dj img chdm.

Sir dyng thude cho phy nik ¢6 thai vi cho con bi.

Khéng cn c6 bi¢n phap thin trong dic bi¢t khi FERLATUM® dugc chi dinh trong céc tinh
trang thiéu hyt sit c6 thé phét sinh trong thoi ky mang thai hogc cho con bl

Téc ddng trén kha ning I4i xe va vin hinh miy mée

Hién chra c6 bing chimg vé dnh hudng cila thudc 1én kha nang i xe, vin hinh may méc.

TUONG TAC, TUONG KY CUA THUOC

Twong téc

Sit ¢6 thé 1am gidm sy hép thu hoc sinh khd dung cua: tetracyclin, bisphosphonat,
quinolon, penicillamin, thyroxin, levodopa, carbidopa, alpha-methyldopa. Do d6 nén diing
FERLATUM?® it nhét 2 gios sau khi diing nhimg thudc nay.

Sur hép thu sit c6 thé ting 1én do ding ddng thoi v6i hon 200 mg ascobic axit hofic gidm di
do ding dbng thi véi thude khéng acid. ,

Chloramphenicol ¢6 thé lam chim sy dép (mg v&i li¢u phap sat. gt o
Khong c6 twong tic thubc ndo da duge béo eéo trong qué trinh diéu trj dong thai véi thuoe
dbi khang Hs. ,

Céc chéit gin két sit (nhu phosphat, phytat va oxalat) ¢6 chira trong c4c logi rau xanh, sira,
¢ phé hofic trd irc ché sy hip thu sit. Do d6 nén ding FERLATUM? it nhat 2 gi¢r sau khi
ding nhimg thirc dn va dd ubng nay.

Twong ky :
Do khong c6 cic nghién ciru vé tinh twong ky cia thubc, khdng tron lin thudc ndy véi
céc thudc khéc.

TAC DUNG KHONG MONG MUON s

Trong trudng hqpréthiémgapvédacbiétéliéumbénbnhlnoéthébiréi loan tiéu héa
(tiéu chay, tho bén, budn ndn hoic dau ving thugng vj), nhimg tic dyng phy ndy s& gidm
din khi ngimg diéu trj hodc giam lidu. Céc sin phim chira sit c6 thé 1am cho phéin chuyén
sang mau den hodc mau x4m dam.

QUA LIEU VA XU TRi

Qué liéu mubi sit c6 thé 1am cho bénh nhan dau ving thwong vi, budn ndn, ndn, tiéu chiy,
nén ra mau (thudng di kém véi budn ngi, xanh xao, xanh tim) va sdc, thim chi c6 thé
din dén hon mé.

Cin tién hanh diéu trj cing s6m cing tt, bao gbm sir dyng thudc gy ndn, sau d6 rira da day,
néu cin, va 4p dung céc diéu trj hd try phi hop. Ciing nén xem xét kha ning diing cic thude
tac nhén chelat héa sit, nhwr deferoxamin.

CACLUUY VA KHUYEN CAO KHAC

Khong &p dung

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
m?:n ki¢n bdo quin: Bdo quin trong bao bi kin & nhiét 49 dudi 30°C. Trinh dnh sing
va am.

Han dung: 24 thing ké tir ngdy sin xudt.

Khéng ding thude sau ngdy hét han duge ghi trén bao bi. Ngay hét han 13 ngdy cubi cing
ctia thang hét han. Ngdy hét han duge xem xét 14 khi thude duge giit nguyén trong bao bi
gbc, khong bj hu hong va bio quan ding cich.

Khong nén logi bo thudc qua nude thii hodc chit thdi trong nha. Nhimg bién phép ndy sé
gitp bdo v§ moi trudmg.

Tiéu chudin chit lwgmg cia thube: TCCS

TEN VA DJA CHi NHA SAN XUAT
San xufit bai: ITALFARMACO S.A.
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