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SAFOLI

St (Il1) hydroxyd polymaltose (50 mg sat nguyén t6) va acid folic 0,35 mg/vién
Docky hudng dan st dung trudc khi diing
Néu cdn thém thong tin xin héi y kién bdc si, duotcsi.

TO HUGNG DAN SU DUNG

THANH PHAN: Méi vién nang mém chita:

Hoat chit:

Sat (I11) hydroxyd polymaltose.............. 166,67 mg
(Tuong duong véi 50 mg sét nguyén to)

Acid folic. .035mg

Td duroc: Déu déu nanh, dau co, sap ong trang, lecithin, aerosil, simethicon, gelatin, glycerin, sorbitol, vanillin,
chocolate brownht, titanium dioxid, natri methylparaben, natri nudc tinh khiét.

DANG BAO CHE: Vién nang mém

QUY CACH DONG GOI

Hop 1vix 15 vién nang mém.

Hop 2 vix 15 vién nang mém.

Hop 4 vi x 15 vién nang mém.

DACTINH DUGCLLC HOC

Sdt (1) hydroxyd polymaltose (IPC):

S4t [3 thanh phan c3u tao nén phén ti hemoglobin. IPC cdu tao gom nhiéu phan tif polymaltose bao quanh 16i
st (111) hydroxyd béng lién két theo cdu tric tuong tu nhu ferritin - mot dang du trif sét cia co thé vi thé IPC co
trong Iuang phan tir16n khoang 52300 dalton.

Su khuéch tan cia né qua mang niém mac it hon dang mudi sét (11) khoang 40 13n. Khi & liéu cao, sat ton tai &
trang thai ion dé gdy ra céc phan ting phu ¢6 hai nhu rdi ioan dutng rudt, ngd doc sat, bién mau men rang. IPC
khac biét vdi dang sét (II) sulfat nhés ¢6 d6 an toan va doc tinh thip do khdng ¢ ion it tu do. Dang sét khong
ion héa cia IPC lam giam kich dng da day, gidp bénh nhan dung nap tot hon khi diéu tri cac triéu chiing thiéu
méu do thiéu sit trong thai gian dai. Hiéu qua cia IPC trong phong ngifa va diéu tri chiing thiéu mau do thiéu
$3t da duoc ching minh trong céc thi nghiém 1am sang. Tri s6 hemoglobin tang nhanh hon khi ding IPC so véi
cécmudi sét thong thudng. Khi dung IPC da thay tri s6 hemoglobin tang tdi 0,8 mg/dl mdi tudn. Thém vao d6 c
surtang nhanh hon hematocrit, khai luong té bao trung binh, sat huyét thanh va feritin.

Acid folic:

Acid folic Ia vitamin nhom B. Trong co thé acid folic duoc khi thanh tetrahydrofolat Ia coenzym ctia nhiéu qud
trinh chuyén héa trong d6 ¢ tong hap cac nucleotid cé nhan purin hodc pyrimidin; do vay anh hung [én su ting
hop ADN. Acid folic cing tham gia vao mét s6 chuyén hoa bién d6i acid amin. Acid folic 2 yéu t6 khong thé thiéu
duoc cho tong hop nucleoprotein va tao hong cdu binh thuang. Thiéu acid folic gay thiéu mau nquyén hong ciu
khdng 16 ging nhy thiéu mau do thiéu vitamin 8 ..

DACTINH DUOCDONG HOC

Sdt (I11) hydroxyd polymaltose (IPC):

Vigchap thu cta ion st (11l) tir phic hop sat (Ill) hydroxyd polymaltose la mot qua trinh sinh Iy. Khi phuic hp IPC
iép xtic vai A vi tri gén két vdi sit trén bé mat niém mac, nd s& gidi phong cacion sat (Ill) va dugc van chuyén
chtr d6ng vao trong t&'bao niém mac nhir mét protein mang va sau 6 fién két véf ferritin hay transferrin. Cic
protein mang bao gém mucin, integrin va mobilferrin. St duoc gidi phong ti cac protein mang va dudc dy tri
& cac t€ bao niém mac & dang ferritin hoac duoc mang bdi cac protein mang vao mau va tai d6 dugc gidi phong
dé két hop vdi transferin.

Sinh kha dung ctia IPC khi udng khang bi anh hudng béi céc thanh phan clia thiic an nhracid phytic, acid oxalic,
tannin, natri alginat, mudi cholin, vitamin A, D,, €, dau dau tuong va bot mi. Sat trong phiic hap IPC di vao huyét
thanh nhds cc protein mang ndi sinh, vai thai gian ban thai khoang 90 phiit, rdi di vao hé ludi ndi mac cia gan
hay két hap vdi transferrin, apoferritin, vao tly xuong hay lich dé tao hang cau. Khi sat di qua hang rao nhung
mao rudt, no gan két vdi transferrin, mi phan t transferrin ¢ thé gan vi 2 nguyén tif sit. Binh thuong khodng
20-45% cacvi tri duoc gan két. Cac thu thé dac hiéu ca mang té bao nhén ra transferrin, cho phép phiic hop nay
divao té bao va gidi phong sét vao té bao chat.

Sat trong céc ché pham chufa sét thang thutng la ion sat l, dé gay kich tng da day. Hap thu ion sat |l 1a thu dong
va khong c6 kiém soat, ¢6 thé gdy ra qué thifa st va gay doc cho co thé. IPC it tuang tac dugc dong hoc vdi cac
chét khdc cic mudi sat thang thudng.

Acid folic

Acid folic trong tu nhién ton tai dudi dang polyglutamat vao o thé duoc thiiy phan nhd carboxypeptidase, bi
khir nhes DHF reductase & niém mac rudt va methyl hoa tao MDHF, cht nay duoc hap thu vao mau. Thudc phan
b nhanh vao cdc mé trong co thé, dich nao tiy, nhau thai va sita me. Thudc duoc tich lily chi yéu & gan va trong
dich ndo tiy. Sau do, acid folic duoc thai trif theo dudng nudc tiéu.

CHIDINH

Du phong va diéu tri thiéu st va acid folic trong thai ky mang thai khi Iuong bd sung qua thic an la khong di
trong 2 quy cudi ctia thai ky (hodc tir thang thir4).

Chi st dung chio phu nif ¢6 thai.

LIEU DUNG VA CACH DUNG

Liéu dung: 1 vién/ngay trong sudt 2 quy cudi cia thai ky (hoac tir théng thii 4).
Cach diing: Nudt ca vién thudc. Khang hut, nhai, ngam vién thudc trong miéng. Udng thudc véi mét coc nudc
16n. Udng trudc bira an hoac trong bia an.
CHONG CHi DINH

Qud tai sat, dac biét trong céc truong hop thiéu mau nhu thalassemia, thiéu mau dai ddng, thiéu mau do suy tiy.

Qua man vdi bat ky thanh phan nao clia thudc.

THAN TRONG

Cdnh bdo

Gidm nng do sat trong mau  lién quan tdi hdi chiing viém khong nhay cm véi diéu tri bd sung sat. Cac liéu
phap bd sung sit nén duac két hop vai diéu tri nguyén nhan trong pham vi 6 thé.

Do nquy cd loét miéng va d6i mau rang, khang nén nhai, hit, ngam ¢ vién thuéc trong miéng ma nén udng
nguyén ca vién thudc vai nudc.

Theo y van, su hinh thanh sic t& nu den trong niém mac dutng tiéu héa da duoc quan sat trén mot so bénh
nhan duoc b sung sit. Cac sac t8 nay ¢6 thé anh hudng téi qua trinh phau thudt tiéu héa. Do d6, nén canh béo
Vé nguy co nay vdi béc sinéu phau thuat trong thai gian diéu tri bd sung sét.

Thdn trong

Sit dung mét luong ln tra 6 thé tic ché su hap thu cia sit.

TAC DUNG KHONG MONG MUON

Lién quan téi sdt 15-D00001-2017

15-27.05.20

Céc phan (ing c6 hai cda thudc dugc phan loai theo hé co quan va tan suat gap phan ing, bao gom: rdt thung
gdp (ADR = 1/10); thutng gdp (1/100 < ADR < 1/10); it g3p (1/1000 < ADR < 1/100); hiém gdp (1/10000 <
ADR < 1/1000); rdt hiém gdp ( ADR < 1/10000), hodc khdng rd tdn sudt (khong the udc tinh duoc tir dif liéu
hién c).

3 o tén sud

Phan loai theo Thuting gép itgap Stk
hé coquan (1100<ADR<1/10) | (1/1000<ADR<1/100) |  quocruutiéuhiincé)
Hé mién dich Quéa mén, ndi mé day

Hé hé hap Phis né thanh quan

v Tio bon, tiéu chdy, ddy | Phan bit thudng, kho tiéu, | Ring doi mau®, loét
Hé tiéuhoa bung, dau bung, phan nhat | nn, viém da day miéng*, nhiém hic t6 da
mau, budn non day-rugt

Da va md dudi da Nguia, ban do, noi man

*Trong cac trudng hop ding thudc khong ding, nhai hodc gi vién thudc & trong miéng.

Bénh nhan cao tudi va bénh nhan gap van dé trong viéc nudt co thé bi ton thuong thuc quan hoac hoai ti phé
quan néu dung thudc khong ding cach.

Theo y van, sy hinh thanh séc t3 nau den trong niém mac duéing tiéu héa da dugc quan sat trén mot so bénh
nhan duoc ba sung sét. Cic sdc o néy ¢6 thé dnh huting t6i qud trinh phiu thudt tiéu héa (xem muc Than trong).

Lién quan t6i acid folic

Phsi g} theo b of gl (Khang thé .;'é':'{.'?.?.'i'.?a? :;; Yigu hién c6)

Hé mién dich Phan dng phin vé

Hé tiéu héa Roi loan tiéu hoa —
meduu’i da Phit mach, viém da di ung, ndi mé day

Théng bdo cho bdc sinhiig tdc dung khong mong mudn gap phdi khi diing thuéc.

TUONG TAC THUGC
Lién quan téi sdt
Phdi hop khong duac khuyén cdo:
- Sit (céc dang mui) duang tiém: Ngat xiu hodc séc do gidi phong nhanh chong sat tir dang phic hop va bao
hoa transferrin.
Phdi hap nén duoc cdn nhdc:
« Acid acetohydroxamic: Giam hap thu ¢ hai thudc do hinh thanh phc chelat vdi ion sit.
Phdi hap cdn than trong khi si dung:
« Céc biphosphonat: Giam hap thu cac biphosphonat khi diing kém vdi cac mudi sit dung duéng uong. Ding cc
mudisat cich xa thoi gian ding cac biphosphonat (ti ti thiéu 30 phiit cho dén trén 2 gic, néu ¢d thé, phu thudc
vao tifng loai biphosphonat).
.+ Calci: Giam hap thu cac musi sét dung dung udng. Ding céc mudi sét xa bila n va khong dung cing caldi.
- Céc cydlin (duong udng): Giam hap thu cac cyclin duing udng (do hinh thanh phc hop). Diing cac mudi sit
cach xa thai gian diing cac cyclin (trén 2 gt néu 6 thé).
- Entacapon: Giam hap thu entacapon do hinh thanh phuc chelat giita hai chat. Dung cac mudi sat cach xa thoi
gian ding entacapon (trén 2 gid;, néu co theé).
+ Cac khang sinh fluoroguinolon, hormon tuyén giap, levodopa/carbidopa, penicillamin, kém: Giam hap thu cdc
thudc nay. Diing ca mudi sat cach xa this gian diing céc thude nay (trén 2 gid, néu ¢6 the).
« Methyldopa: Giam hp thu methyldopa (do hinh thanh phiic hop). Diing céc mudi sit cach xa thai gian ding
methyldopa (trén 2 gid, néu c6 thé).
+ Céc dang mudi, oxyd va hydroxid ca magnesi, nham va caldi (ding tai chd dudng tiéu héa): Giam hap thu cc
mudi sit. Diing cic mugi sat cich xa thi gian diing cac thudc nay (trén 2 gid, néu co thé).
« Cholestyramin: Giam hp thu cdc mudi sit. Diing cd mudi sit cach xa ths gian ding cholestyramin (trudc 1-2
it hodc sau 4 gio).
Lién quan tdi acid folic:
- Phenobarbital, primidon, phenytoin, fosphenytoin: Gidm néng dé trong huyét tuong cda cac thudc chong co
giat do tang chuyén ha cac thudc nay qua gan, trong dé acid folic la mot co chat két hop. Giam sat trén lam sang
va theo dai nong do cta cac thudc chdng co gidt trong huyét tuong va hiéu chinh liéu cac thudc nay néu cin
thiét, trong suét thai gian b6 sung acid folic va sau khi ngiig thudc.
DUNG CHO PHU NI CO THAI VA CHO CON BU
Phu nit cé thai:
Cic ché pham bd sung st duoc biét 1a an toan va o lgi cho ca me va tré.
Phu nit cho con bii:
Kha nang di qua sifa me ctia mudi sat hién chua dugc dénh gid. Tuy nhién, do ban chat dudi dang phan ty, co thé
st dung thudc nay trén phu ni cho con bd.
TACDONG LEN KHA NANG LA XE VA DIEU KHIEN MAY MOC
Chia ghi nhan dugc bio cdo phan g bt Igi vé anh hudng ciia thudc Ién khd nang di xe va diéu khién may méc.
QUALIEY
Cic truang hop qua liéu musi sat da duoc bio cdo, dac biét trén tré em, do vo tinh udng phdi mét lugng lon
thudc. Cac triéu chiing qua liéu bao gom: dau hiéu kich ung, hoai ti niém mac tiéu ha gay dau bung, nn, tiéu
chay ramau, kem theo s6c do suy thn cap, suy giam chic nang gan, <o giat, hén mé.
Viéc diéu tri qua liéu nén dugc bat ddu sém nhdt co thé bang cach thuc hién riia da day véi dung dich natri
bicarbonat 1%.
Tuy thudc vao ndng do sét trong mau, viéc stf dung mdt tac nhan tao phic ¢4 thé dugc khuyén cdo, cu thé Ia
deferoxamin. Néu can thiét, xin tham khdo thém o thong tin san pham cda thudc nay.

BAO QUAN:
Bao quan trong bao bi kin, trdnh dnh sing mat trdi tryc tiép, nhiét dd dudi 30°C

HAN DUNG: 24 thang ké tif ngay san xudt.
Ngay xem xét sifa d6i, cap nhat lai noi dung huéng dén sit dung thudc: 19/09/2017.
DETHUGCTRANH XA TAM TAY TRE EM.

NHA SAN XUAT NHA PHAN PHOI
gaoMinh
cPCAHN
CONG TY CG PHAN DUGC PHAM CPC1 HANOI CONG TY O PHAN DUGC PHAM BAO MINH

Cum cang nghiép Ha Binh Phuong, Thuang Tin, Ha Noi 27A1KDTM Dai Kim - Dinh Cong, Hoang Mai, Ha Noi



