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THANH PHAN: ne 
He Te NE screcenee DE XA TAM TAY TRE EM. 
Valeo ee ts (tong duvema BOC KY HUONG DAN Sty DYNG 
Ta dugc . TRUGC KHI DUNG. 

Chl BINH, CACH DUNG, CHONG SDK: VD-OXXKX, 
CHI BINH VA CAC THONG 
TIN KHAC: $6 16 SX/ Batch No.: 
Xem trong té huéng dan str dung Ngay SX/ Mfg Date: 
thudéc kem theo. HD/ Exp. Date: 
BAO QUAN: 
Bao quan trong bao bi kin, tranh dm, tranh San xudt bei: 
anh sang, & nhigt 46 dudi 30°C. CONG TY CP HOA DUG VIET NAM TIEU CHUAN: TCCS $é 192, Phd Bure Giang, Q. Long Bién, TP, Ha Noi ad 

LEDERTA 
Iron (Ill) proteinsuccinylate 
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COMPOSITION 
Each 7,5 ml contains: 

Iron (lil) proteinsuccinylate 
{equivalent to 20mg Fe3+)........400 mg 
Excipients........sccses ec 

INDICATION, CONTRAINDICATIONS, KEEP OUT OF REACH OF CHILDREN. 
DOSAGE, AND OTHER INFORMATION: PLEASE READ THE LEAFLET CAREF! 
Please carefully read the instruction BEFORE USE. 
in the leaflet 

STORAGE: 
Store in a tight container, avoid moisture, Manufactured by: 
protect from light, at temperature VIETNAM CHEMICO- PHARMACEUT| 
below 30°C JOINT STOCK COMPANY 
SPECIFICATION: In house's No, 192, Duc Giang Street, Long Bien Di 

Oral solution 
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LEDERTA 

(Sdt protein succinylat 400 mg/7,5 ml) 

Dé xa tam tay tré em 

Doc kj hwéng dan sit dung truéc khi ding 

1. THANH PHAN CONG THUC THUOC 
Méi 7,5 ml dung dich chira: 

Thanh phan hoat chat: 
S&t protein succinylat............... 400mg (tuong duong 20mg Fe>*) 

Thanh phan ta dugc: 

Sorbitol 70%, propylen glycol, natri methyl-p-hydroxybenzoat (natri methylparaben), natri 

propyl-p-hydroxybenzoat (natri propylparaben), huong morella, natri saccharin, nudc tinh khiét. 

2. DANG BAO CHE 

Dung dich uéng. 

M6 ta dang bao ché: Dung dich mau nau nhat véi mui dac trung dé chiu 

3. CHi DINH 

Diéu tri tinh trang thiéu hut sat va thiéu mau do thiéu sat 6 ngudi 1én va tré em do viée cung cap 

hoac hap thu st kém. 

Thiéu sat thir phat & ngudi truéng thanh trong cac truéng hop mat mau man tinh, ho&c nhu cau 
gia tang & phu nft mang thai va cho con bu. 

4. CACH DUNG, LIEU DUNG 
Nguoi Ién: 15-30 ml/ngay (tuong duong 40 - 80 mg/ngay Fe**), hoc theo sy hudng dan cua bac 

si diéu tri, chia lam 2 1n, tét nhat 14 uéng thudc trudc bira an. 

Tré em va tré so sinh: 1,5 ml/kg/ngay (tuong duong 4 mg/kg/ngay Fe**), ho&c theo sy huéng dan 

ctia bac si diéu tri, chia lam 2 lan, t6t nhat 1a uéng thudc trudc bira an. 

Thudc duoc udng truc tiép hoc pha loaing voi mét lugng nude loc vita phai. 

Thoi gian diéu tri: diéu tri lién tuc cho dén khi trit luong st trong co thé tro lai mirc binh thudng 

(thudng 1a 2 - 3 thang). 

Liéu t6i da trong ngay: nhiing nghién ctru lam sang vé hiéu qua va tinh dung nap cua thudc da 

duoc tién hanh véi nhiing liéu nh trén (ngudi 16n: 1600 mg phic hop sat/ngay, tré em: 1,5 

ml/kg/ngay). Chua cé sé ligu vé hiéu qua lam sang va tinh dung nap cua thuée déi véi liéu 1én 

hon. 

5. CHONG CHi DINH 

Qua man véi hoat chat hoc bat ctr ta duge nao nao cla thudc. 

Cac bénh nhan qua man cam vé6i protein sita vi thudc 6 chtra casein va phan tng di img cé thé 

xay ra. 

Nhiing bénh nhan cé van dé di truyén khéng dung nap fructose khéng nén ding thudc nay vi 

thudc cé chira sorbitol. 

Bénh nhan bi héi chtmg té bao nhiém st, bénh nhan bi chimg nhiém sac 6 sat. 
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Bénh nhan thiéu mau héng cau khéng 1d bat san, thiéu mau do réi loan hap thu sat (thiéu mau do 

mat chic nang str dung sat). 

Bénh nhn bi viém tuy man hodc xo gan thir phat do nhiém sac 6 sat. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Nén xac dinh nguyén nhan gay thiéu s4t hoac thiéu mau. Bén canh diéu tri véi sat, bat dau diéu 
tri cin nguyén bénh néu c6 thé. 

Lederta 1a thuéc cé chira protein 6 dang sita, vi vay nén than trong khi ding thudéc cho nhing 

bénh nhan khéng dung nap protein dang sia, vi cd thé cé nhiing phan tmg di (mg thuéc. 

Thuéc khéng gay nguy co’ quen thudc hay 1é thudc thuéc. Tuy nhién, khong nén ding thudc qua 

6 thang trir truong hop chay mau kéo dai, rong kinh va cé thai. 

Lederta c6é chtra sorbitol. Vi vay khong nén ding thudéc nay cho nhting bénh nhan bi bénh di 

truyén hiém gap 1a khong dung nap fructose. 

Lederta c6 chtta paraben (muéi natri methyl para-hydroxybenzoat, mudi natri propyl para- 

hydroxybenzoat), chat c6 thé gay phan tg qua man cham. 

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Khéng cé cdc khuyén cdo dic biét khi str dung cho phy ni mang thai va cho con bu. Lederta 

duge chi dinh dic biét d6i vi cdc tinh trang thiéu sat xay ra trong khi mang thai va cho con bi . 

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Chua c6 ghi nhan vé nhitng tac dong cia thuéc 1én kha nang lai xe va van hanh may moc. 

9. TUONG TAC, TUONG KY CUA THUOC 

Tuong tac thudc 

St cé thé lam giam su hap ho&c sinh kha dung cua tetracyclin, biphosphonat, khang sinh 

quinolon, penicillamin, thyroxin, levodopa, carbodopa, alpha-methyldopa. Nén uéng Lederta 

cach 2 gid trude hoac sau khi ding cac thuse trén. 

Viéc hap thu sat c6 thé tang lén khi ding déng thoi Lederta véi trén 200mg acid ascorbic hoac 
giam xudng khi diing d6ng thoi voi nhimg thuéc khang acid. Chloramphenicol c6 thé 1am cham 

dap img véi ché d6 diéu tri véi sat. 

Khong cd tuong tac dugc bao cdo khi ding ding thdi véi cdc thudc chen thu thé H2. 

Cc chat tao phire véi sat (nhu phosphat, phylat va oxalat) c6 trong rau qua va sita, ca phé va tra 

ngan can hap thu sat. Nén ding Lederta cach 2 gid truéc hodc sau khi diing cc thuc pham nay. 

Nhiing phire hgp cé chtra sit (nhu cdc phosphat, cdc phylat va cdc oxalat) c6 chia trong nhiéu 

loai rau, stta, cafe va tra cé kha nang tre ché su hap thu sat. Nén ding Lederta cach 2 gid trudc 
hoac sau khi ding nhtng thie an va dé udng ké trén. 

Twong ky cia thuéec 

Do khong cé cdc nghién ctru vé tinh tuong ky ctia thuéc, khong tron lin thuéc nay véi cdc thude 
khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

R6i loan tiéu hda nhu tiéu chay, tao bon, budn nén va dau thugng vi rat hiém khi xay ra, hay xay 

ra hon 6 liéu cao nhat. Nhiing tac dung phy nay sé giam dan khi giam liéu va ngung diéu tri. 

C6 thé gay cdc phan tmg di (mg: rdéi loan da va m6 dusi da. 

Cac ché pham chira sat cé thé lam phan cé mau den hodc x4m den.
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Théng bao ngay cho bac sf hodc dugc sf nhitng phan tng cé hai gép phai khi stv dung thuéc 

11. QUA LIEU VA CACH XU TRi 
Trong trudéng hop qua liéu cae mudi cé chita s&t, bénh nhan cé thé than phién bj dau thuong vi, 

budn nén, ndn, tiéu chay, thd huyét, thudng di kém véi buén ngu, xanh xao, xanh tim, sdc, tham 

chi cé thé hén mé. 

Diéu tri qua liéu bang cach gay nén ngay lap titc, tiép do, néu can thiét phai tién hanh rtra da day 

déng thdi két hop nhimng liéu phap hé tro thich hop khac. Ngoai ra, nén ding mot chat cé kha 
nang tao phirc chelat voi sat nhu desferrioxamin. 

12. BAC TINH DUOC LUC HOC 

Nhém dugc ly: Thuéc diéu tri thiéu mau chita sat héa tri ba dé diéu tri thiéu mau do thiéu sat 

Ma ATC: B03AB09 

Co ché téc dung: 

Thuéc cé6 chia phitc hop s&t — protein, thu duge tir qua trinh succinyl héa protein sta, trong dé 

chira 5% + 0,2% Fe**. Nho vao dac tinh héda tan, sat protein succinylat bi két tua trong mdi 

trudng acid da day van gitt két ndi voi ion sat. Sau do két tua tan tro lai trong méi truong pH 

kiém 6 ta trang dé s&t dugc h4p thu vao niém mac ruét, trong khi nhéing phan protein ctia phan tir 

dugc tiéu héa béi men protease cua dich tuy. 

13. BAC TINH DUOC DONG HOC 

Khong thé thc hién nhimg nghién ctru duge dong hoc thong thudng déi véi nhimg phirc 

ctia sat béi vi trong truong hop cia phire hgp sat protein succinylate, phan tir protein bi ci i 

boi dich da day va sat duge hap thu tiy thudc nhu cau co thé. Trong diéu kién binh thud 

luong sat mat di la rat gidi han. Phan l6n s&t duge dao thai qua kinh nguyét va mét luong 

duoc dao thai qua mat, mé hdi va da chét. 

14. QUY CACH DONG GOI 

H6p 20 goi x 7,5 ml 

H6p 20 éng nhua bé x 7,5 ml 

15. DIEU KIEN BAO QUAN 

Bao quan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét d6 dudéi 30°C 

16. HAN DUNG CUA THUOC 

24 thang ké tir ngay san xuat. 

17. TEU CHUAN CHAT LUQNG CUA THUOC 

Tiéu chuan co sé. 

18. TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

CONG TY CO PHAN HOA DUGC VIET NAM 

S6 192, Dire Giang, quan Long Bién, thanh phé Ha N6i, Viét Nam 


