Td huéng dan sit dung
FOGYMA
S IV
Phtic hop sét (111) hydroxyd polymaltose (50 mg sat nguyén t6)/10 ml

“Déxa tdm tay tré em”
Doc ky hudng dén st dung trudc khi ding

Thanh phan: M6i 10 ml chia:

Thanh phdn hoat chdt:

St nguyén t6 (dudi dang phtic hgp st (IIl) hydroxyd polymaltose ) ......... 50,0 mg

Thanh phdn td duotc: Saccarose, methylparaben, propylparaben, acid citric khan, huong tutti fruity, nudc tinh khiét.

Dang bao ché: Dung dich udng.

Mb ta: Dung dich mau dd tham, trong, khong cd tiéu phan la

pH:Tu5,5dén7,5

Chi dinh:

B3 sung sat cho bénh nhan c6 nguy co bj thiéu mau do thiéu sat nhu:

Phu nit mang thai.

Phu nif cho con bu.

Nguti suy dinh dung.

Ngudi bénh sau phau thudt.

Tré em thiéu mau do thiéu sat, cham Idn, coi coc.

Liéu lugng va cach dung:

Liéu diing va thdi gian diéu trj phu thudc vao muic do thiéu sat.

Liéu dung hang ngay ¢6 thé dugc chia thanh cac liéu nhd hodc diing mdt lan. Nén udng Fogyma trong hodc ngay sau khi an.

Ngudi 6n va tré em trén 12 tudi: Usng 10 ml/Ian, 2 lan/ngay.

Tré em du6i 12 tugi: Usng 10 ml/Ian, 1-21dn/ngay.

Hodc theo chi dinh clia béc i cho ting trudng hop cu thé.

Trong trudng hop thdy cd biéu hién thiéu sét r rét, can diéu trj trong khoang 3-5 thang cho dén khi gid tri hemoglobin trd lai binh thutng. Sau do
can tiép tuc diéu tri trong khong vai tudn véi liéu chi dinh cho chiing thigu sét tiém an dé b sung lugng sat dy trt.

Cch dung: 6 thé udng truc tiép, pha lodng véi nudc hodc udng nudc sau khi st dung.

Chéng chi dinh:

Qud man véi bdt ky thanh phan nao ctia thudc.

Thiéu mau khdng do thiéu sat (thiéu mau tan huyét, rdi loan tao hong cau, gidm san tly xuong).

Thira sat.

Canh bao va than trong khi dung thuéc:

Dung qud liéu cac thudc chia sat ¢ thé gay ngd doc dan dén ti vong & tré dudi 6 tudi. Méc di Fogyma I khd an toan vi phic hgp sat (111) hydroxyd
polymaltose ¢ LD50 rét cao, nhung phai dé thudc ngoai tam tay tré em. Néu 1§ dung qué liéu, goi bac s hodc trung tam chdng doc ngay lap tic.
Cacthudc chia sat, ké ca sat (111) hydroxyd polymaltose, 6 thé gy phan ting di ting hodc phan vé. Néu cd phan ting dj ting, phdi ngiing dung Fogyma
ngay va ap dung bién phép cap cGu.

Khdng nén diing qud liéu chi dinh. Viéc diéu tri thiéu mau phai theo su hudng dan va theo ddi cta béc si. Doi khi ¢d khd chiu & dudng tiéu hoa (nhu
budn nén), cd thé lam gidm thiéu béing cach uéng thudc trong bia dn. Cac thudc chia sét c6 thé gay tdo bén hay tiéu chay.

Than trong khi dung cho ngu®i c6 ca dia di ing, suy gan hay suy than.

Thén trong khi dung cho nguai nghién rugu va nguai bi bénh dutg tiéu héa nhu loét dutng tiéu hda, viém rudt két.

Sit dung thudc cho phu nii ¢6 thai va cho con bu:

San pham dugc chi dinh diing cho phu nif ¢6 thai va cho con b trong céc trudng hgp cd nguy co bi thiéu mau do thiéu sit.

Anh huéng ctia thudc 1én kh ning lai xe va van hanh may méc:

Khdng anh hudng.

Tuong tac, tuong ky cda thudc:

Vi sét trong IPC & dang lién két phiic hgp nén céc tuong tac gitia ion sat véi cc thanh phan cla thic an (nhu phytin, oxalat, tannin, v.v ....) va cac
thudc udng ciing khac (tetracyclin, céc thudc khang acid) it xdy ra. Nhu cac thudc chia sét khac, IPC ciing c6 thé lam gidm hap thu cia mét s§ thudc.
IPCkhdng dugc udng trong vong 2 gid sau khi diing cac thudc sau: tetracyclin, fluoroguinolon, cloramphenicol, cimetidin, levodopa, levothyroxin,
methyldopa hay penicillamin.

(c thudic khéng acid gén két c6 thé téch ra dugc véi IPC trong khodng pH 3 dén 8, khdc véi cic mudi st vo co la gan két bén viing khong téch ra
dugc; nhung cac thudc khang acid co thé lam gidm hdp thu IPC. Khdng dugc dung thudc khang acid trong vong 2 gior sau khi dung IPC. Khdng théy
€6 tuong téc gita cac hormon va IPC (giéng nhu cac thudc chifa st thong thuang).

Tac dung khéng mong muén:

Fogyma dugc dung nap t6t, cac tac dung khéng mong mudn it gap hon so véi céc ché pham sat vo co.

(ac téc dung khong mong mudn thudng gap bao gdm: dau thugng vi, vi kim loai, budn nén hodc ndn, khd chju thugng vi, tao bén, tiéu chay, phan
den, doi khi thay ddi mau rang. Do IPC cung cdp st & dang khong ion hoa, né it gay kich ting da day hon cac mudi st vd co.

Théng bdo cho bdc si nhing tdc dung khéng mong muén gdp phdi khi ding thuéc.

Qua liéu va cach xi tri:

Chua ¢ trudng hgp nao diing Fogyma qua liéu dugc béo cdo. Fogyma ndi chung la an toan.

Céc nghién ctiu so sanh gitia st (I1) sulfat va st (Ill) hydroxyd polymaltose trén chudt cling xdc dinh dugc LD50 ctia st (II) sulfat 1a 350 mg/kg,
nhung khong thdy cd mac bénh hay chét & nhom dung IPC véi cac liéu trén 1000 mg/kg.

Sy hdp thu sat ctia IPC it hon nhung IPC ¢6 d dung nap véi dudng tiéu héa tét han, cing véi @ an toan cta IPC cao han, ¢4 thé ¢6 § nghia quan
trong lam gidm nguy co qud liéu sét. Mac du IPC an toan hon cdc mugi sat (11) vo co, van cd thé xdy ra qud liéu nhung hiém gap. Triéu chiing qud liéu
sat bao gom mét mai, budn non, non, dau viing bung, phan nhu hdc in, mach nhanh va yéu, st, hon mé, co gidt va tirvong. Can cdp clu ngay néu
bi qué liéu sat.

Cacdac tinh duocluchoc:

Nhom téc dung dugc Iy: Thudc chdng thiéu méu

Ma ATC: BO3AB04, BO3ABOS

Phiic hap Sdt (1H}) hydroxyd polymaitose (IPC):

(Cac mudi sét, bao gom ¢ IPC, c6 vai trd quan trong trong viéc diéu tri ciing nhu dy phong thiu mau do thiéu sat. Co thé dy trif sat & dang ferritin
va hemosiderin dé tao hemoglobin. Nhan st (1) hydroxyd cGa IPC dugc bao quanh béi nhiéu phan ti polymaltose tao thanh mt phan ti16n c6
phén t&lugng khoang 52300 dalton, Ién dén mitc ma sy khuyéch tan cla né qua mang niém mac it hon dang mudi sat (I1) khodng 40 lan. Sét trong
nhén IPC dugc lién két theo cdu tric tuong ty nhu ferritin. IPC khac biét véi dang sat (1) sulfat nh ¢6 do an toan cao va doc tinh thap do khdng 6
ion st ty do. IPC la phtic hgp cta sat (IIl) hydroxid két hop vdi polymaltose. Dang st khong ion hda cla né gidp da day it bi kich ting hon so véi céc
dang mudi sat thong thudng, gidp bénh nhan dung nap tt han, mot diém rdt quan trong trong diéu tri dai han chiing thiéu mau thiéu sét béng céc
ché phdm cha sat. Hiéu qua cda IPC trong phang nglra va diéu tri chiing thiéu mau do thiéu sat da dugc chiing minh trong cac thit nghiém lam
sang. Tri s6 hemoglobin tang nhanh hon khi dung IPC s véi cdc mugi sét théng thudng. Khi dung IPC da théy tri s6 hemoglobin téng t6i 0,8 mg/dl
mdi tudn. Thém vao d6 cd sy tang nhanh hon hematocrit, MCV, st huyét thanh va ferritin.

Cacdactinh dugc dong hoc:

Viéc hap thu ctia ion st (Ill) tir phic hgp sét (IIl) hydroxyd polymaltose Ia mot qua trinh sinh Iy. Khi phtic hgp IPC ti€p xtic véi cac vi tri gan két vdi
sét trén bé mt niém mac, nd sé gidi phdng cacion sat () va dugc van chuyén chd dong vao trong té bao niém mac nhi mot protein mang va sau
6 lién két vdi ferritin hay transferrin. Cac protein mang bao gém mucin, integrin va mobilferrin. S&t dugc gidi phdng tir céc protein mang va dugc
du trit & cac t€ bao niém mac & dang ferritin hodc dugc mang bdi céc protein mang vao mau va tai d6 dugc gidi phong dé két hop vi transferrin.
Sinh kha dung ctia phiic hgp IPC tuong duong véi mudi sét Il & dong vat thi nghiém va & nguai vé tong hop hemoglobin. Sinh kha dung cda IPC khi
udng khong bi anh hudng bdi cac thanh phén cta thiic an nhu acid phytic, acid oxalic, tannin, natri alginat, mudi cholin, vitamin A, D3, E, ddu dau
tuong va bot mi, khdng nhu cdc mudi sét thdng thuang. Sat trong phiic hgp IPC di vao huyét thanh nhd cac protein mang ndi sinh, véi thai gian ban
thai khodng 90 phiit, réi di vao hé ludi ndi mac ciia gan hay két hgp vdi transferrin, apofenitin, vao tly xuong hay léch @€ tao hdng cdu. Céc thudc
khang acid gan két c6 thé tach ra dugc véi IPC trong khodng pH 3 dén 8, khac véi cac mudi sat vo ca 1 gan két bén viing khong tach dugc. Khong
thdy ¢6 tuong téc giiia hormon va IPC (giéng nhu cac thudc chia st thong thuang).

Khi sét di qua hang rao nhung mao rudt, nd gan két véi transferrin, mi phan ti transferrin ¢6 thé gan vi 2 nguyén tit sat. Binh thudng khodng
20-45% cac vi trf dugc gan két. Céc thy thé dac hiéu cdia mang t€ bao nhan ra transferrin, cho phép phiic hgp nay di vao té bao va gidi phéng sét vao
té bao chat.

Sat trong céc ché phdm chia sét thong thudng la ion sét Il, d& gdy kich (ing da day. Hap thu ion sét 11 1a thu dong va khéng c6 kiém sodt, c6 thé gay
ra qua thira sét va gay doc cho co'thé. IPC c6 dd an toan tét hon va sdt & dang khdng ion héo it gay kich ing da day, va it ¢6 tuong téc dugc dong hoc
véi cdc chdt khdc nhu cdc mudi sat thong thudng.

Quy cach dong goi:

Hop 4 vi, 8 vi, 10vix 5 6ng nhya 10 ml.

Hop 11o (chai) 120 ml.

Béo quén: Bao quan trong bao bi kin, trénh m, trénh anh séng, nhiét d9 dudi 30°C

Han diing cia thuéc: 36 thang ké tir ngay sén xudt.

Tiéu chuan chat lugng: Tiéu chudn co s6

Nha sén xuat:

cpPC1HN

CONG TY €O PHAN DUGC PHAM CPC1 HA NOI
Cum Cong nghiép Ha Binh Phuong, Xa Van Binh, Huyén Thuong Tin, Thanh phd Ha Noi

17-15-131125-102277-C00270

Kich thudc: 120 x 180 mm
Thay d6i han dung theo céng vdn




