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T& hwéng din sir dung

FERROUS SOHA 800

Dé xa tam tay tré em

Doc kj hwong din sie dung trwée khi ding

Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phan ing cé hai gip phai khi si: dung
thuéc

Khong dwoc tiem

1. THANH PHAN CONG THU'C THUOC

Mai 15 ml chira:

Thanh phén hoeat chit: Sét protein succinylat..............ooooiiiiiiininn. 800 mg
(Twong duong 40 mg Fe®")

Thanh phin ti dwpe: Sorbitol solution (sorbitol 70%), propylene glycol, saccharin

sodium, methylparaben, propylparaben, ethanol 96%, huong dua, nude tinh khiét.

2. DANG BAO CHE

Dung dich uéng.

MO TA

Dung dich léng sanh mau dé dén nau, mui thom.
3. CHi DINH

Didu tri cic tinh trang thiéu sit va thiéu mau do thiéu sit & nguoi 16n va tré em do kém
hép thu sat, do mat mau mén tinh ho#ic khi ¢ nhu cau st ting cao nhu mang thai hodc
cho con bu.

4. CACH DUNG, LIEU DUNG

Cdch diing

Ding duong udng. C6 thé udng truc tiép hoidc pha lodng véi nudc.

Liéu dang

Nguoi l6m:1-2 éng/ngdy (twong dwong voi 40 — 80 mg Fe’'/ngay), nén dung thude trude
bira an.

Tré em: 1,5 ml/kg/ngay (twong dwong véi 4 mg Fe¥'/kg/ngay), hodc theo sy hudng dan
ctia béc si diéu tri, chia 2 lan, nén dung thudc trudce bira an.

Thoi eian diéu tri: nén diéu tri lién tuc cho dén khi nf')ng do sit trong co thé trér lai muc
binh thuong.
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5. CHONG CHI PINH

- Quéa man voi hoat chét hodc bat ky thanh phan té dugce nao.

Bénh hemosiderosis va bénh hemochromatosis (qua tai sit).

Thiéu mau khong lién quan dén thiéu sit nhu thiéu mau bat san, thiéu méu tan huyét
va thiéu mau nguyén hdng cau sat.

- Viém tuy va xo gan do nhiém sic t5 sit mo.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Truomg hop thiéu sét hogc thidu mau, nguyén nhan phai dugc xac dinh trude khi bt dau
diéu tri va phai c6 sur gidm sat cta béc si.

Cén than trong khi ding thudc cho nhitng bénh nhén khéng dung nap protein sita, vi c6
thé gip phéan g di tmg.

Cianh bao ta dugc

Thubc nay co chira 525 mg sorbitol trong mdi éng 15 ml. Céc bénh nhan c6 vén dé di
truyén hiém gap vé khong dung nap fructose khong nén ding thudc nay. Sorbitol cé thé
gdy kho chiu ¢ duong tiéu hda va ¢ tac dung nhudn trang nhe.

Thudc nay cé chira methylparaben, propylparaben do d6 co thé gdy cac phan (mg di ing
(c6 thé xay ra cham).

Thubc nay cé chira 450 mg propylene glycol trong mdi ong 15 ml. Néu tré dudi 4 tuan
tdi, hoi ¥ kién bac sT hode duge si trude khi cho tré ding thude, nhat 1a khi tré dugc cho

dung cac thudc khéc c6 chira propylene glycol hay alcol. 7580
Thudc nay ¢6 chira dudi 1 mmol (23 mg) natri trong méi éng 15 ml, vé co ban duge xem 56;
nhu ‘khéng chira natri’ co F
Thudc nay ¢6 chira mdt luong nhé ethanol (alcol), dudi 100 mg trong mdi ong (chira 100 Slé?{:
mg ethanol 96%) P
7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU il

Thube duge chi dinh cho tinh trang thiéu sit xay ra trong thdi ky mang thai va cho con
bu, do d6, khéng cdn cd bién phap than trong phong ngira khi sir dung.
8. ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 bang chimg vé anh hudng cua thudc 1én kha ning 1ai xe, van hanh may moc.
9. TUONG TAC, TUONG KY CUA THUOC
9.1. Twong tac thube
Sit co thé lam giam sy hdp thu hodc sinh kha dung cua: tetracycline, quinolone,
mycophenolate mofetil, bisphosphonates, penicillamine, hormone tuyén giap, levodopa,
carbidopa, alpha -methyldopa. Do d6 nén dung sit protein succinylat it nhat 2 gi¢ sau khi
dung nhimg thudc nay.
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Sy hédp thu sét ¢o thé ting 1én do dung ddng thoi véi hon 200 mg acid ascorbic hogc giam
di do dung ddng thoi véi thude khéng acid, cholestyramine hodc thubc e ché bom
proton (omeprazole, pantoprazole, lansoprazole, v.v.).

Cloramphenicol c6 thé 1am chdm sy dap ing v6i liéu phap sat.

Céc chét c6 thé tao phitc v4i sit nhu phosphate, phytate va oxalate c¢6 chira trong cac loai
rau xanh, sita, cd phé hodic tra tc ché sy hdp thu sit. Do d6 nén dung sit protein
succinylat it nhit 2 gidr sau khi dung nhiing thirc &n va dd udng nay.

9.2. Twong ky ciia thube

Do khong ¢ céc nghién ciru vé tinh tuong ky cia thude, khong tron lan thude nay voi
cac thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Réi loan tiéu héa: Pau bung, kich img dudng tiéu hoa, budn non, téo bon hode tiéu chay,
thudng bién mat nhanh chéng sau khi giam liéu sau khi ngimg diéu tri.

Réi loan da vé mé dudi da: Phan ting di Gng.

Phan sim mau c6 thé xay ra do bai tiét sit.

11.QUA LIEU VA CACH XU TRi

Triéu chitng

Qué4 lidu bidu hién bing triéu chimng kich tng va hoai tir dudng tiéu hoéa kém theo budn
ndn va non.

Cdch xir tri

Néu qua lidu, nén tién hanh diéu tri triéu chirng va loai bo nhanh chéng ph%‘m thude chua
duge hap thu, néu thiy can thiét, tién hanh rira da day va/hoiic sir dung cac chét thai sit,
nhu deferoxamine.

12.DUQC LUC HQC

Nhom duoce Iy Sét hoa tri ba, dang udng.

Ma ATC: BO3AB

Sét Protein succinylat 12 mdt hop chét hiru co trong dé sat dugc lién két véi protein sita
succinyl héa (casein) tao thanh phirc hop protein-ferro chira 5% =+ 0,2% st hoa tri ba.

Do dac tinh hoa tan ddc trung lién quan chidt ché dén su thay ddi do pH, sit protein
succinylat c6 wu didm hon cac mudi sit khac 1a lam két tia pH axit da day, gitr cho sat
duoce bio vé trong 16i protein va giam cam giac khé chiu & da day khi uéng sét.

Su giai phong sit difn ra & té trang va dic biét 1a & hong trang, do sy ting d pH lam hoa
tan lai mudi sit va hoat dong cuia cic enzyme Luyén tuy tiéu hoa phuce hgp protein. Do do.
giai phéng sit nguyén t6 dé hp thu toan than va phan bd vao co quan du tri.
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13.DUQC PONG HQC

Khéng thé tién hanh céc nghién ciru duge dong hoc truyén thong véi cac hop chét chira
sat, vi trong truong hop sét protein succinylat, phan protein duge tiéu hoa boi dich tiéu
hoa va sit duge hip thu & sé lugng tiy thude vao nhu cdu cua co thé. Trong diéu kién
binh thuodng, rat it khi sit bi mat, hau hét sit duoc dao thai qua su mét mau kinh nguyét
va voi s6 lugng khong dang ké qua mat, md hoi va té bao da chét.

14.QUY CACH PONG GOI:

Hop 10 éng x 15 ml

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Diéu kién bdo qudn: Noi kho rdo, nhiét do dudi 30°C, tranh dnh sang.

Han dimng: 24 thang ké tir ngay san XUt.

Tiéu chudn chét lwong thube: TCCS

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Duong N1 - Khu cong nghiép Yén M¥ II, Thi trin Yén My, Huyén Yén My,
Tinh Hung Yén, Viét Nam.




