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Maltofer® Fol

Thanh phan:

a. Hoat chat
Maltofer® Fol chita St dudi dang Phiic hop Sat (111)-Hy-
droxid Polymaltose va acid folic.

b. Ta duoc
Chocolate essence, vanilin, talc, polyethylen glycol
60500, natri cyclamat, cocoa, dextrate, cellulose vi tinh
the.

Dang bao ché va ham lwgng hoat chat méi vién:

MGi vién nén nhai Maltofer® Fol chita Phiic hop Sét
(Il)-Hydroxide Polymaltese 357 mg tuong ting vai Sat (I11)
100mg va acid folic 0,35mg

Chi dinh: |

Diéu tri va phong ngura thiéu sat ma khéng cd thiéu mau
(thiéu s&t tiém an) va thiéu mau thiéu sat (c6 biéu hién |
thiéu sat) ciing nhu cau tang acid folic trong thdi gian mang
thai va thdi ki nuéi con bu.

Liéu lgng / cach dung:

Lié'éu dung va thoi gian diéu tri phu thudc va mic do thiéu
sat.
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Liéu lvgng / cach dt‘ln‘?\:
Liééu dung va thdi gian digu tri phu thudc va mic do thiéu
sat.

— Biéu hién thiéu st: 1 vién nén nhai, 2-3 I1an mdi ngay
cho dén khi tri s6 haemoglobin trd lai binh thudng. Sau
do nén tiép tuc diéu tri 1 vién nén nhai mbi ngay it nhéat
cho dén cudi thai ky.

— Thiéu s&t tiém &n va du phong thiéu sét va acid folic:
1 vién nén nhai mdi ngay

Maltofer® Fol nén uéng truc tiép trong bita &n hodc ngay
sau bita n. C6 thé nudt dudc, khong can nhai.

Chdng chi dinh:

Tién st qua man hoac khong dung nap vdi hoat chat hoac
véi cac ta dugc. Thira sét (vi du bénh nhiém sic t6 sit,
nhi@m hemosiderin), réi loan chuyén hda st (thiéu mau
do'ngd déc chi, thiéu méu do mét st dung mét yéu t6 cua
sdt hodc do bénh thiéu mau viing bién), thiéu mau bét ky
ma khong do thiéu s&t (nhu thi€u mau tan mau hoéc thiéu
mé&u nguyén hong cau khdng 16 do thiéu vitamin B12).

Canh bao va bién phap phong ngira
Bénh nhan nén xét nghiém mau dé danh gia viéc thiéu hut
st va miic do nghiém trong ca thidu hut sét.

Can than trong & nhitng bénh nhan dudc truyén mau lap
di lap lai, vi co6 mot nguon cung cép sat qua hdng cau, co
thé dan dén tinh trang thira sat. Trong trudng hap thiéu
mé&u do nhi@m khudn hodc bénh &c tinh, lugng sat thay thé
dugc du trif trong hé vang ndi mé, tir d6 st dugc huy dong
va st dung chi sau khi diéu tri dude bénh chinh.

Doc k§ hudng dén st dung trudc khi dung. Néu can thém
théng tin, xin héi y kién bac si.

Twong tac
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thong tin, xin hoi y kién bac si.

Tuong tac

Dén nay chua c6 tuong tac nao dugc ghi nhan. Vi st 6
dang phuc hop nén kho c6 thé xay ra tuong tac vé ion véi
céac thanh phan cda thiic dn (phytin, oxalate, tannin v.v...)
va vdi viéc dung dong thai voi cac thude khac (tetracyclin,
thuéc khang acid).

Nghién ciu & chudt céng tréng, phéi hop phiic hop sat (11l)
hydroxid polymaltose vdi tetracyclin, nhém hydroxid, acetyl-
salicylat, sulfasalazin, calci carbonat, calci acetat, calci-
phosphat (két hop vdi vitamin D3), bromazepam, magnesi
aspartat, Dpenicillinamin, methyldopa, paracetamol va au-
ranofin da khdong thé hién bat ky su tudng tac nao.

Ciing khdng ¢ tuong téc in-vitro gilta phiic hap sét (Ill)
hydroxid polymaltose vdi cac thanh phan thuc pham, nhu
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 thay phtrc
hop sét (111) hydroxid palymaltose c6 thé dugc dung trong
blra &n hodc ngay sau an.

Tuong tac gitta phifc hap sat (I11) hydroxid polymaltose véi
tetracyclin hodac nhém hydroxid da dugc quan sat trong ba
nghién ciu 1am sang (thiét ké kiém tra chéo; 22 bénh nhan
mdi nhém nghién cliu). Khong thdy giam dang ké su hdp
thu cua tetracyclin. Nong do trong huyét tuang cda tetra-
cyclin khong giam xuéng dudi mic can thiét dé cho hiéu
qua. Su hdp thu st tir phirc hop s&t (I11) hydroxid polymal-
tose khéng bi giam béi nhém hydroxid va tetracyclin. Do
dé6 phic hop sét (1ll) hydroxid polymaltose cé thé dudc
dung cung mét thdi gian vdi tetracyclin hodc véi cac hop
chét phenolic khac, ciing nhu véi nhom hydroxid.

Khéng chi dinh dung ddng thdi cac ché pham sét dudng
tiém véi Maltofer® Fol vi su hdp thu cta thudc s&t dudn
udng sé bi tc ché manh va chi diing céc ché phdm sat
duding tiém néu dung %ﬂng uéng khong phii hop.

Acid folic c6 thé lam tang su chuyén héa cia phenytoin
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2(IdCy Jco 4 VOTroxXid dd auoC due c JIIU Dd
nghién clfu lam sang (thiét ké kiém tra chéo; 22 bénh nhan
m&i nhdém nghién ctiu). Khong thdy giam dang ké su hdp
thu cua tetracyclin. Nong dé trong huyét tuang cua tetra-
cyclin khdng giam xudng dudi mic can thiét dé cho hiéu
qua. Su hdp thu sat tir phiic hap sat (Il1) hydroxid polymal-
tose khéng bi giam bdi nhém hydroxid va tetracyclin. Do
d6 phic hop sét (Ill) hydroxid polymaltose cé thé dudc
dung cung mét thai gian vdi tetracyclin hodc véi cac hgp
chat phenolic khéc, cling nhu' véi nhém hydroxid.

Khéng chi dinh diing ddng thdi cac ché pham sat duding
tiém véi Maltofer® Fol vi su hdp thu cta thudc sat dudn
udng sé bi tic ché manh va chi dung céc ché phdm sat

dudng tiém néu dung dudng udng khong phu hop.

Acid folic c6 thé lam tang su' chuyén héa clia phenytoin

khién cho ndng d6 gidm phenytoin trong huyét thanh giam

xubng, dac biét 1a ¢ nhiing bénh nhan thi€u acid folic.

Bénh nhan dung phenytoin hodc céc thubc chong dong

kinh / chdng co giat khi%nén tham khao y kién bac si trudc
f

khi uéng b sung acid folic.

Coé thdy dung dong thoi cloramphenicol va acid folic
bénh nhan thiéu hut acid folic cd thé dan dén su d6i khang
cla céc dap (ing tao méu do acid folic. Mac dau tdm quan
trong va co ché cua tuong tac nay la khong rd rang, nén
duoc theo ddi can than phan (ing tao méu do acid folic
bénh nhén diing ca hai san phdm thudc ding dong thdi.
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Phu nir mang thai, thai ki nudi con bu

Céc nghién cliu vé sinh san 6 dong vat khong cho thay bat
ky nguy co nao anh hudng dén su phat trién phdi hodc
phat trién cua bao thai.

Céc nghién cltu dugc kiém soat & phu nir ¢6 thai sau ba
thang dau da khong cho thdy bat ky tdc dung khdng
mong mudn nao trén phu nit mang thai hodc dén stic
khde clia thai nhi hoéc tré so sinh. Chua cé bang chiing
v& su' nguy hai trong ba thang dau va khong chac co anh
hudng x4u dén thai nhi. Viéc duing vién nén nhai Maltofer®
Fol khdng chac gay ra céc tac dung khéng mong muén
dadi vai tré bl me.

Tuy nhién, can thén trong khi dung san pham thudc nay
trong sudt thai ky.

Trong khi ¢ thai hodc cho con bu, chi nén dung vién nén
nhai Maltofer® Fol sau khi tham kh&o y kién bac si hoac
duac si.

Anh hudng t6i kha nang lai xe va van hanh may moc
Chua c6 nghién ctiu lién quan dudc thuc hién. Chua chic
Maltofer® Fol c6 bét ky anh hudng nao tdi kha nang lai xe
va van hanh may maoc.

A ~
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va van hanh may maoc.

Tac dung khong mong mudn

Tan s cua hiéu (ing khdng mong muén moé ta dudi day
dudc phan thanh theo cac mic do nhu sau: rat phd bién
(21/10), thong thudng (<1/10 d&n >1/100) hoic hiém gap
(<1/100 dén >1/1.000). Nhitng phan ting ¢6 hai cta thudc
thudng gap nhat khong cé lién quan t6i lam sang, la su déi
mau phan (6 23% s6 bénh nhan) do sat bai tiét.

Hé mién dich
Rat hiém gap: phan (ing di ling

Réi loan tiéu hda

R4t phé bién: d6i mau phan

Thuong gép: tiéu chay, budn nén, khé tiéu

It gap: dau bung, ndn mira, tdo bén, rang d6i mau
Da va céc réi loan mo dudi da
It gap: ngtta, phat ban

Réi loan hé than kinh
It gap: nhifc dau

Théng bao cho bac si nhiing tac dung khéng mong
muén gap phai khi st dung thuéc.
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Qua liéu

Pén nay chua ghi nhan trudng hop qua liéu do ngd doc
hoac thira:sat. Néu qué lidu, khong chic 1a c6 nhiém doc
hay thira sét vi phic hgp sét (IlN) hydroxnd polymaltose c6
déc tinh thap (liduLDsg 6 chudt nhét tring va chudt cdng
tréng 12 >2000mg Fe /kg can ndng cd thé) con nhd dd béao
hoa cua sy hap thu sét. Khong thay c6 truding hop tai nan
ngd ddc gay tu vong nao.

Ligu acid folic qua cao cé thé gay ra nhiing thay déi ¢ hé
than kinh trung uong (thay déi trang thai tinh than, gidc ngu
thét thudng, dé bi kich thich, téng déng), budn n6n cang
bung va day hai.

Pac tinh
Nhém dugc Iy — tri liéu: Thube chéng thi€u mau
Ma ATC: BOBABO5

Vién nén nhai Maltofer® Fol 1a mdt ché pham két hop chU’a
st va acid folic dé didu tri thiéu sét (trong khi cho con bu).

Acid folic la mot vitamin quan trong cho su phat trién cla
tré chua sinh. Thiéu acid folic trong nhiing tuén dau thai ki
c6 thé dan dén di dang & tré.

Trong vién nén nhai Maltofer® Fol, ham Iugng acid folic
tuan theo huéng dan cla T6 chiic Y té thé gidi (WHO).

S&t 12 mot thanh phan quan trong ctia haemoglobin, myo-
globin va céc enzyme chita sit.

— 8 A L. s " A "
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Thiéu sét déc biét hay xdy ra trong khi cé thai va cho con
b, ¢6 biéu hién nhu mét méi kéo dai, giam tap trung chi
y, Cau g&t, cang thang, nhiic dau, chan an, dé bi stress va
nhiém khuén, xanh xao, nit khée miéng, da kho, téc va
moéng dé gay.

Trong vién nén nhai Maltofer® Fol, s&t 6 dudi dang phic
hap St (II1)-Hydroxid Polymaltose, cac phén tif riéng 1é
dude gén vao mot phan 1t Polymer carbohydrate. (poly-
maltose). Digu ndy ngan can sét khong gay A
thuong nao 6 hé tiéu hoa. Su bao vé nay Uc ché tuong tac
cla sét vdi thirc an, ngoai ra con bao dam sinh kha dung
cla sat.

C4u triic cia phic hop Sét (IIl)-Hydroxid Polymaltose
(IPC) tuang tu nhu cda ferritin — mét protein dy trir sat c6
trong tu nhién. Do su giéng nhau nay, sét dudc hap thu
theo ca ché tu nhién.

Phirc hop St (lll)-Hydroxid Polymaltose (IPC) khéng c6
dac tinh tién oxy hoa nhu trong trudng fmmﬁ' sﬂt'(ii'}. -

Co ché tac dung:

Trong IPC, 16i sat (1ll)-hydroxid da nhan dudc bao boc bén
ngoai bdi cac phan ti polymaltose khong lién két cong hoa
tri, k&t qua 1a téng phan tu lugng trung binh khoang 50
kDa. L6i st da nhan cua IPC ¢ cdu tric tuong tu nhu
protein ferritin [uu trit st sinh ly. IPC la mét phitc hgp 6n
dinh va khéng giai phéng mét luong |6n sét trong diéu kién
sinh ly. Nhd kich thudc nay, nén mdc do lan truyén IPC
qua-mang niém mac thap hon khodng 40 I&n so véi phiic
hop hexaquo-sat (Il) [9]. Sat tir IPC dugc I8y trong rudt
théng qua co ché van chuyén tich cuc.

Acid folic (folat) thuéc nhém vitamin B, va |a tién than cta
tetrahydrofolat, |2 mét coenzym cho céc qua trinh trao di
chét khac nhau bao gém sinh téng hop purin va thymidilat
clia acid nhan; rét can cho tng hop nucleoprotein va duy
tri su tao hong cau binh thuding [7].
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tri su' tao hong cau binh thudng [7].

Duoc lue hoc

Sét hap thu gén vdi transferrin va dudc dling dé téng ho
Hb trong tly xudng hoac mm‘ﬂl?‘ﬁ‘ﬂ’thﬁwg M —

s&t gan v6i ferritin.

Durgc dong hoc

Hép thu va phan bé

Céc nghién ctu vai chit danh ddu Maltofer® Fol cho thdy
su hép thu, tifc ty 1€ st dura vao hemoglobin, la ty & nghich
vi ligu. Lugng hap thu sét phu thude vao miic do thiéu sat
(thiéu hut s&t cang I6n thi hdp thu cang cao). Maltofer® Fol
duoc hap thu & rut non, chd yéu ¢ ta trang va hdng trang.

Acid folic hép_tm chu Yéu 0 rudt non, dac biet 1a d ta trang
va hdng trang. Nong do cao nhét trong mau dat dugc trong
vong 30-60 phut. Vi lidu 350 ug (microgram), c6 thé du
doan hép thu khoang 80%.

Chuyén héa va thai tri
Luong sat khdng dudc hap thu sé dao thai qua phan.

Acid folic dugc chuyén hoa & té bao rudt, té bao gan va
mét s6 noi khac. Sau d6 folat duigc gan vao protein vén
chuyén dé phan phdi di moi co quan. Dao thai chu yéu qua
than va cling qua dudng tiéu hoa. |

Dir ligu tién lam sang

Trong céc nghién ctiu trén ddng vat 6 chut nhét tréng va
chudt c8ng tring, udng Maltofer® Fol t6i liéu 2000 mg sét
/ kg thé trong ciing khéng xac dinh dugc LDsp.

Nghién cliu é chudt cong trdng cho thdy su hép thu cua
phc hop st (11l) hydroxid polymaltose danh déu la khong
thay d6i dang ké khi cd mat acetylsalicylat, nhém hydroxid,
sulfasalazin, calci carbonat, calci acetat, calci phosphat

(két hop vdi vitamin D3), bromazepam, magnesi aspartat,
Dpenicilamin, a-methyldopa, paracetamol va auranofin,
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Thong tin khac
Anh hudng t6i phuong phap chén dodn
Khéng c6 anh hudng t6i cac thit nghiém Haemoccult® (1a

test chon loc cho hemoglobin) dé phéat hién mau an; ding

Maltofer® Fol dé diu tri st khéng can phai dimg lai dé
phat hién mau an. |

Han dung: 24 thang ké Jtr ngay san xuét

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

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

Pé thubc xa tam vdi cla tré em

DPong goi |
Vi nhom, méi vi chifa 10 vién nén nhai. Hop 3 vi X 10 vién

nén nhali

Chii s6 hitu san phdm:
Vifor (International) Inc.
Rechenstrasse 37, 9017 St.Gallen, Thuy Sy

Nha san xuét theo hop déng:
Vifor SA ;
Route de Moncor 10, 1752 Villars-sur-Gléane, Thuy Sy




