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Thanh phén:

a. Hoat chat
Maltofer® Fol chifa S&t du6i dang Phitc hap Sat (11l)-Hy-
droxid Polymaltose va acid folic.

b. Ta dugc
Chocolate essence, vanilin, talc, polyethylen glycol
6%00. natri cyclamat, cocoa, dexirate, cellulose vi tinh
thé.

D%ng bao ché va ham Iuo‘nrg hoat chat méi vién:

M&i vién nén nhai Maltofer® Fol chiia Phic hop Sat
(I1)-Hydroxide Polymaltase 357 mg tutong (ing vdi S&t (Ill)
100mg va acid folic 0,35mg

Chi dinh:

Diéu tri va phong ngifa thidu sit ma khéng cé thiéu méau
(thiéu sAt tigm g‘l} va thiéu mau thiéu st (co bidu hién
thiu sét) ciing nhu c&u tang acid folic trong thai gian mang
thai va thoi ki nuéi con bu.

Liéu lugng / cach dung:
éﬁu ding va thdi gian diéu tri phu thude va mic dé thiéu
L.

— Biéu hién thiu sat: 1 vién nén nhai, 2-3 [an mdi ngay
cho dén khi tri s6 haemoglobin trd lai binh thudng. Sau
d6 nén tiép tuc didu tri 1 vién nén nhai m&i ngay it nhat
cho dén cudi thai ky.

— Thidu sét tiém &n va du phong thiéu sét va acid folic:
1 vién nén nhai méi ngay

Maltofer® Fol nén udng truc tigp trong bifa &n hodc ngay
sau bita dn. C6 thé nudt dugc, khong cén nhai.

Chéng chi dinh:

Tién s qua m&n hoac khéng dung nap véi hoat chat hodc
vdi cac ta dudc. Thira sét (vi du bénh nhidm séc 6 sat,
nhi@m hemosiderin), rdi loan chuy&n hoa st (thifu mau
do ngd doc chi, thiéu mé&u do mat st dung mft yéu t6 cua
sét hodc do bénh thiéu méu viing bién), thigu mau bat ky
ma khong do thigu sat (nhu thiSu mau tan mau hodc thiéu
mau nguyén hding cau khéng 16 do thiéu vitamin B12).

Canh bao va bién phap phong ngtra
Bénh nhan nén xét nghiém mau dé danh gia viéc thigu hut
st va mifc 6 nghiém trong cta thigu hut sét

Can thén trong & nhitng bénh nhan dugc truyén mau lap
dilap lai, vi c6 mét ng:%n cung cép st qua hdng cau, cé
thé dan dén tinh trang thira sat. Trong trsdng hop thidu
méu do nhidm khuan hodc bénh &c tinh, lugng st thay thé
dudc du trlt trong hé vong ndi mé, tir d6 s&t dugc huy dong
va sif dung chi sau khi diéu tri dugc bénh chinh.

Doc ki hudng dén st dung trude khi ding. Néu can thém
théng tin, xin héi ¢ kién bac si.

Tuong tac

Dén nay chua c6 tuang tac nao dudc ghi nhan. Vi sét 6
dang phifc hop nén kha ¢d thé xdy ra tuang tac vé ion vdi
céc thanh phan cia thie an (phytin, oxalate, tannin v.v...)
va vdi viéc dung dong théi vdi cac thudc khac (tetracyclin,
thuéic khang acid).

Nghién clfu & chuét cang tréng, phéi hop phifc hop sét (111)
hydroxid polymaltose vdi tetracyclin, nhom hydroxid, acetyl-
salicylat, sulfasalazin, calci carbonat, calci acetat, calci-
phosphat (k&t hop véi vitamin D3), bromazepam, magnesi
aspartat, Dpenicillinamin, methyldopa, paracetamol va au-
ranofin da khdng thé hién bt ky su tudng tac nao.

Cing khdng cé tuang tac in-vitro gilta phitc hop sét (Ill)
hydroxid polymaltose vdi c4c thanh phan thuc pham, nhy
vdi acid phytic, acid oxalic, tanin, natri alginat, mudi cholin
va cholin, vitamin A, vitamin D3 va vitamin E, dau dau
nanh va bt dau nanh. Nhitng két qua nay cho thdy phitc
hap sét (I1i) hydroxid polymaltose c6 thé dude ding trong
bita &n hodc ngay sau én.

Tudng tac gilia phifc hop sat (IIl) hydroxid polymaltose vdi
tetracyclin hodc nhom hydroxid da dudc quan sat trong ba
nghién cdu 1am sang (thiét ké kiém tra chéo; 22 bénh nhan
mdi nhom nghién ciu). Khong thdy giam dang ké su hép
thu cua tetracyclin. Nong d trong huyét titdng cla tetra-
cyclin khang gidm xuéng dudi mc can thiét 68 cho hiéu
qua. Su hdp thu sat tif phirc hop s&t (IIl) hydroxid polymal-
tose khéng bi gidm béi nhom hydroxid va tetracyclin. Do
do phitc hgp sét (Ill) hydroxid polymaltose co thé dugc
ding clng mat thdi gian véi tetracyclin hodc véi cac hap
chét phenolic khag, ciing nhu véi nhom hydroxid.

Khéng chi dinh diing dBing thai cAc ché phdm s&t dudng
tiém véi Maltofer® Fol vi su hdp thu cla thudc sat dudn
ubing sé bi (e ché manh va chi ding cac ché pham sat
duding tiém néu dung duding uéng khong phi hap.

Acid folic cd thé 1am tang su chuyén hoa cla phenytoin
khién cho néing dd gidm phenytoin trong huyét thanh giam
xudng, dac biét & ¢ nhiing bénh nhan thigu acid folic.
Bénh nhan dung phenytoin hodc cac thudc ching dong
kinh / chdng co giat khac nén tham khao ¥ kién bac sitrude
khi uéng @ sung acid folic.

Cé thédy dung dong thoi cloramphenicol va acid folic ¢
bénh nhan thiéu hut acid folic c6 thé dan dén su ddi khang
cua cac dap (ng tao mau do acid folic. Mé&c dau tam quan
trong v& cd ché cla tudng tac nay 1a khéng rd rang, nén
durdc theo dbi can than phén (ng tao mé&u do acid folic &
bénh nhén ding ca hai san pham thudc ding dong thai.




Phu nir mang thai, thai ki nu6i con bu
https:/trung@ae hghién cituive sinh san 6 dong vat khdng cho thay bat
ky nguy co nao anh hudng dén su phat trién phdi hodc
phat trién ctia bao thai.
Céc nghién cttu duoc kiém soat é phu nif ¢6 thai sau ba
thang dau da khong cho thdy bat ky tac dung khéng
mong mudn nao trén phu nit mang thai hoac dén stic
khée cuia thai nhi hodc tré so sinh. Chua cd bang chiing
vé su' nguy hai trong ba thang dau va khong chac c6 anh
hudng x4u dén thai nhi. Viéc diing vién nén nhai Maltofer®
Fol khdng chéc gay ra cac tac dung khdng mong mudén
dai vai tré b me.
Tuy nhién, can than trong khi diing san pham thudc nay
trong sudt thai ky.
Trong khi c6 thai hodc cho con bd, chi nén dung vién nén
nhai Maltofer® Fol sau khi tham khao ¥ kién bac si hoac
dugc si.

Anh huéng t6i kha nang lai xe va van hanh may moc
Chuza c6 nghién ctiu lién quan dugc thuc hién. Chua chic
Maltofer® Fol c6 bt ky anh hudng nao t6i kha nang l4i xe
va van hanh may mac.

Tac dung khdng mong muén

Tan sd cua hiéu (ing khdng mong mudn mé ta dudi day
dudc phan thanh theo cac miic do nhu sau: rét phé bién
(>1/10), théng thuding (<1/10 dén >1/100) hodc hiém gép
(<1/100 dén >1/1.000). Nhitng phan (ing ¢6 hai cua thudc
thudng gap nhat khdng c6 lién quan t6i lam sang, 1a su doi
mau phan (8 23% s6 bénh nhan) do sat bai tiét.

Hé mién dich

Rat hiém gdp: phan ting di (ing

Réi loan tiéu héa

R4t phd bién: d6i mau phan

Thudng gap: tiéu chay, budn nén, khé tiéu

It gdp: dau bung, nén mira, tao bén, rdng d6i mau

Da va céc réi loan mé du'di da

It gap: ngu'a, phat ban

Réi loan hé than kinh

It gap: nhitc dau

Théng bao cho bac si nhiing tac dung khéng mong
mudén gap phai khi su’ dung thuéc.
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Qua ligu
Bén nay chya ghi nhén truéng hop qua lidu do ngd doc
ngz: Néu qué lidu, khéng chéc la ¢b nhiém doc
ay thira sét vi phiic hgp sét (Ill) hydroxid polymaltose co
déc tinh thap (&u LDso & chudt nhit tréng va chudt céing
tring 14 >2000mg Fe / kg c&n nding co thé) con nhél 6 bao
héa clia sy hdp thu s&t. Khéng thdy cé trudng hdp tai nan
ngo doc gay tu vong nao.

Ligu acid folic qué cao cé thé gay ra nhiing thay déi d hé
than kinh frung Uidng (thay déi trang thai tinh than, gidc ngu
that thuding, d& bi kich thich, tang déng), bubn nén, cang
bung va day hai.

Pic tinh
Nhém dugc Iy — tri liéu: Thude chdng thiéu mau

Ma ATC: BO3ABOS

Vién nén nhai Maltofer® Fol 1a mot ché pham két hgp chita
st va acid folic d& digu tri thiéu sAt (trong khi cho con ba).

Acid folic 12 mét vitamin quan trong cho sy phat trién cla
tré chua sinh. Thigu acid folic trong nhiing tuéin dau thai ki
cd thé dan dén di dang @ tré.

Trong vién nén nhai Maltofer® Fol, ham Iudng acid folic
tuén theo hudng dén cia T6 chirc Y té thé gidi (WHO).

Sét la mét thanh phén quan trong clia haemoglobin, myo-
globin va céc enzyme chifa sét.

Thiéu sét dac biét hay xy ra trong khi ¢6 thai va cho con
bu, co biéu hién nhu mét méi kéo dai, giam tap trung chi
¥, Cau gét, cang thing, nhifc diu, chén &n, d& b stress va
nhiém khuan, xanh xao, nit khoe miéng, da khd, toc va
mong dé gay.

Trong vién nén nhai Maltofer® Fol, st & du6i dang phifc
hdp Sé; (IN}-Hyd;nx;g Polymaltose, cac phan tuf riéng lé
dude gan vao mét phan tu Pol _me;scamcwn%_ éﬁ aly-
maltose). Diéu nay ngan can sat khong gay ra kL;Etgtn
thudng néo & hé tiéu hoa. Sy bao vé nay (e ché tuang tc
cua gé t vdi thitc n, ngoai ra con bao dam sinh kha dung
clia sat.

Céu tric cia phitc hgp Sat (Ill)-Hydroxid Polymaltose
(IPC) tufong tuf nhu cla ferritin — mét protein du trif sit co
trong tu nhién. Do sif giong nhau nay, sét dugc hép thy
theo cd ché tu nhién.

Phiic hgp S&t (IIl)-Hydroxid Polymaltose {IPU%}_ knong co
dAc tinh tign oxy héa nhif frong trudng hop mudi s&t {lﬁ.

Co ché téc dung:

Trong IPC, 16i st (Ill)-hydroxid da nhan dudc bao boc bén
ngodi bdi cac phén 1 polymaltose khdng lién két cong hda
tri, két qua 1 tBng phan t lugng trung binh khoang 50
kDa. L6i s&t da nhan cta IPC ¢ cdu tric fuong tu nhu
protein ferritin Iuu trit s4t sinh 1y. IPC la mét phiic hop 6n
dinh va khdng giai phong mét lugng l6n sét trong didu kién
sinh Iy, Nh kich thudc nay, nén mic do lan truyén IPC
qua mang niém mac thap hon khoéng 40 1&n so véi phic
hop hexaquo-sét (Il) [9]. Sét tir IPC dugc Idy trong rudt
thdng qua cd ché van chuyén tich cuc.

Acid folic (folat) thubc nhém vitamin B, va Ia tién than cla
tetrahydrofolat, Ia mét coenzym cho cc qué trinh trao ddi
chét khac nhau bao gbm sinh t6ng hop purin va thymidilat
clia acid nhén; rét cin cho tdng hop nucleoprotein va duy
ri suf tao hdng céu binh thuting [7].

Duoc luc hge .

Sat hap thu gan vdi transferrin va dudc diing dé tong hop
Hb trong tdy xudng hodce dude duf trif chl y&u & gan, tai dé
st gén véi ferritin,

Duoc déng hoe

Hép thu va phén bé

Cac nghién cttu véi chat danh ddu Maltofer® Fol cho thdy
suf hép thu, tre ty 18 st dua vao hemoglobin, 1& ty 1& nghich
véi ligu. Lugng hap thu sat phy thude vao mic dé thidu sat
(thiéu hut s&t cang 16 thi hdp thu cang cao). Maltofer® Fol
dugc hap thu & rudt non, chl y8u @ 14 trang va hdng trang.
Acid folic hap thu chd yéL &'Fliot fion, dae bist 13 &'t4 tréng
va hdng trang. Nong d6 cao nhét trong mau dat dugc trong
vong 30-60 phit. Véi ligu 350 ug (microgram), co thé du
dodn hép thu khodng 80%.

Chuyén hda va thi trir
Lugng sat khdng dudc hap thu sé dao thai qua phéan.

Acid folic durge chuyén héa & t& bao rudt, t& bao gan va
mét sd noi khac. Sau dé folat dugc gan vao protein van

chuyén dé phan phdi di moi ca quan. Bao thai chd yéugua_

thén va ciing qua dudng tidu hoa.

Dit liéu tién Idm sang

Trong céc nghién cifu trén dong vét ¢ chudt nht tréng va
chutt ¢dng tring, udng Maltofer® Fol t6i liBu 2000mg sét
/ kg thé trong ciing khéng xac dinh dudc LDsq.

Nghién ciu & chudt cdng tréng cho thdy su hép thu cia
phtic hop sét (I1l) hydroxid polymaltose danh ddu 12 khéng
thay d6i dang ké khi co mat acetylsalicylat, nhém hydroxid,
sulfasalazin, calci carbonat, calci acetat, calci phosphat
(K&t hgp vdi vitamin D3), bromazepam, magnesi aspartat,
Dpenicilamin, o-methyldopa, paracetamol va auranofin.
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Théng tin khac

Anh hudng t6i phuong phédp chdn dodn

Khéng ¢6 anh hudéng t6i cac thit nghiém Haemoccult® (1a
test chon loc cho hemoglobin) dé phat hién méu &n; diing
Maltofer® Fol dé didu tri sat khong can phai diing lai dé
ohat hién mau an.

Han dung: 24 thang ké tir ngay san xuét

Céc san pham thudc chi dudc st dung cho dén ngay
"EXP" ghi trén bao bi.

Huéng dan bdo quan:
Béo quan 6 nhiét d6 phong dudi 30 °C va trong bao bi gdc.

Dé thudc xa tam vdi cla tré em

Pong goi

Vinhom, mdi vi chira 10 vién nén nhai. Hop 3 vi X 10 vién
nén nhai

Chu sé hiru san pham:
Vifor (International) Inc.
Rechenstrasse 37, 9017 St.Gallen, Thuy Sy

Nha san xuét theo hop dong:
Vifor SA
Route de Moncor 10, 1752 Villars-sur-Glane, Thuy Sy



