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Iron 100 mg

Folic acid 0.35 mg
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(D 10 bilisters x 10 chewable tablets

(as iron (Ill) hydroxide polymaltose complex 34%)

Composition
Iron

Mecefer

100 mg

Folic acid

(as iron (Ill) hydroxide polymaltose complex 34%)

0.35mg

Excipients: g.s. 1 tablet

Manufacturer’s specification.
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To hwéng din siv dung thube

MECEFER

Vién nén nhai
Dé xa tam tay tré em. i

Poc ki hwéng din st dung truée khi ding.

THANH PHAN

i Thanh phin dwge chit: St (III) 100 mg (dudi dang phire hop sét (I11) hydroxyd
polymaltose 34%), acid folic 0,35 mg.

- Thanh phz“m ta dwoe: Manitol, cellulose vi tinh thé 102, natri saccharin, talc, PEG
6000, bot huong dau. ’

DANG BAO CHE, MO TA SAN PHAM
Vién nén nhai.
Vién nén hinh caplet, mau ndu dém tréng, huong ddu, hai mét 16i, canh va thanh vién lanh

lan.

CHI PINH
Diéu tri va du phong thiéu sit khong kém thiéu mau va thiéu mau thiéu sit cing ting nhu
cAu acid folic khi mang thai va cho con bu. Sy thiéu hut va mirc d9 thiéu sat phai dugc chin

doén va xac dinh bang cac xét nghiém.

LIEU DUNG, CACH DUNG

Liéu ding

Diéu tri thiéu mdu thiéu sdt, ting nhu cau acid folic:

2 - 3 vién nén nhai/ngay.

Sau khi gi4 tri hemoglobin trd vé mirc binh thuong: 1 vién nén nhai moi ngay, it nhét cho
dén cudi thai ky, dé bd sung lugng sat du trit.

Diéu tri va dw phong thiéu sit khong kem thiéu mdu véi nhu cau ting acid folic:

] vién nén nhai mdi ngay. ‘

Tré em va thanh thiéu nién

Khong c6 dit liéu vé viée sir dung thudc & tré em va thanh thiéu nién dudi 12 tudi va do d6
viée st dung khong dugc khuyén cdo.

Cach dung

Liéu hang ngay c6 thé dugc chia thanh cic liéu don hodc ding tit ca trong mét lan.

Nén dung thudc trong hodc ngay sau bita an, cé thé nhai hodc nudt ca vién.

Trang 1/6
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CHONG CHI PINH

- Quéd mén hodc khong dung nap vé6i hoat chit hodc bat ky ta dugc no cia thude.

- Thira sit (vi du bénh nhidm sic t6 sat, nhiém hemosiderin).

- R&i loan chuyén hoa sit (thiéu méu do ngd doc chi, thiéu mau nguyén hong cau,
thalassemia).

- Bénh nhan thiéu méau khong phai do thiéu sat (vi du: thiéu méu tan huyét hodc thiéu mau

hdng cAu khdng 16 do thiéu vitamin B12).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Bénh thiéu méau phai diéu tri dudi sw gidm sty té.

Néu diéu tri khong thanh céng (hemoglobin ting khoang 2 - 3 g/dL sau 3 tudn), viéc diéu tri
nén duoc xem xét lai.

Mecefer chira acid folic va do d6 c6 thé che d4u tinh trang thiéu vitamin B12. D;:) nguy co
roi loan than kinh khong hoi phuc, nén loai trir kha nang thiéu vitamin B12 trude khi bat dau
diéu tri & bénh nhéan thiéu méau.

Phan sim mau c6 thé xay ra trong qua trinh didu tri bang Mecefer, nhung diéu nay khong ¢
y nghia [dm sang.

Can thén trong & nhitng bénh nhan dugc truyén mau nhiéu lan, vi hdng ciu cung cung cip
sit, c6 thé dn dén tinh trang qué tai sit.

Nhiém trang hodc khéi u ciing 6 thé gy thiéu mau. Vi st duong ubng chi c6 thé duge st
dung sau khi diéu tri bénh chinh do d¢ can phai phén tich loi ich/nguy co.

Ta dwoge:

Thubc nay c6 chira duéi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu
“khong chira natri”.

Thudc nay ¢6 chira manitol c6 thé cho tac dung nhuan truong nhe.

SU'DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai

Dit liéu 14m sang tir phu nir mang thai bi phoi nhiém cho thdy khong c6 tac dung phu nao
d6i véi thai ky hodc strc khée cia thai nhi hodc tré so sinh. Khéng c6 kinh nghiém tir cac
nghién ciru dich t& hoc. Cc nghién ctru trén dong vét khong cho thdy bt ky doc tinh sinh
san nao. CAn than trong khi st dung san pham nay trong thai ky. Nhu mét bién phap phong
ngtra, Mecefer chi nén duoc dung sau khi tham khao y kién béc si.

Cho con bu
Hién chua rd sit tir phirc hop st (IIT) hydroxyd polymaltose c6 di vao sita me¢ hay khong.
Sita me tu nhién chira sét lién két v6i lactoferrin. Nhu mot bién phap phong ngira, Mecefer
chi nén duoc sur dung trong thoi gian cho con bt sau khi tham khao y kién bac si.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c¢6 nghién ctru lién quan duge thye hién. Tuy nhién, Mecefer kho co thé anh huong

dén khé ning lai xe va vdn hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thude

Su tuong tac cta phire hop st (IT1) hydroxyd polymaltose (IPC) v6i tetracyclin hodc nhom
hydroxyd da dugc kiém tra trong ba nghién ctru trén nguoi. Khong cé sy giam ding ké vé
su hiip thu cia tetracyclin dugc ghi nhéan. Nong d9 tetracyclin trong huyét twong khong g'iém
xubng duéi ndng do tre ché tdi thiéu cin thiét dé kim khuén. Sy hép thu sat tir IPC khong bi
gidm bai nhdém hydroxyd va tetracyclin. Do do, IPC cling ¢o thé duoc stir dung dong thoi véi
tetracyclin hodc cac hop chét phenolic khac ciing nhu nhém hydroxyd.

Céc nghién ctru trén chudt véi tetracyclin, nhom hydroxyd, acetyl salicylat, sulfasalazin,
calci cacbonat, calci acetat, calci photphat két hop v6i vitamin D3, bromazepam, magnesi
aspartat, D-penicillinamin, methyldopa, acetaminophen va auranofin cho thdy khong c6
tuong tac voi phire hop st (I1I) hydroxyd polymaltose.

Ciing khéng c6 sy twong tac gilta phirc hop sit (1) hydroxyd polymaltose va cac thanh phin
thyc pham nhu acid phytic, acid oxalic, tannin, natri alginat, mudi cholin va cholin, vitamin
A, vitamin D3 va vitamin E, dau dau nanh va bdt ddu nanh dugc tim théy trong cac nghién
ctu in vitro. Nhimg két qua niy cho thdy c6 thé ubng phirc hop sit (III) hydroxyd
polymaltose trong hodc ngay sau khi dn.

Xét nghiém huyét hoc (chon loc d6i véi Hb) dé phat hién méu 4n trong phan khong anh
huéng. Do d6, khong cén phai gian doan diéu tri.

Khoéng dugc chi dinh str dung ddng thoi cac ché phdm sit qua duong tiém truyén va Mecefer
vi né can tré su hap thu cia ché pham sit qua duong udng.

Acid folic ¢6 thé 1am tang chuyén hoéa phenytoin, din dén ndng do phenytoin trong huyét
thanh giam, dc biét & nhitng bénh nhan thiéu acid folic. Mot s6 bénh nhén 6 thé bi tang tAn
suét cac con ddng kinh. Bénh nhan dung phenytoin hodc thudc chéng dong kinh/chdng co
gidt khac nén tham khéao y kién bac si trude khi bd sung acid folic.

C6 nhitng bdo céo cho thdy viéc sir dung dong thoi cloramphenicol va acid folic ¢6 thé mat
dap tng vai tac dung tao mau cua acid folic & bénh nhén thiéu acid folic. Miac du ¥ nghia va
co ché cua sy twong tac nay chua ro rang nhung cén theo dai c4n thin tac dung tao mau cla
acid folic & nhitng bénh nhan ding ddng thoi ca hai loai thude. ,

Twong ky

Do khong c6 cac nghién ctru vé tinh tuong ky cua thude, khong tron 14n thude ndy véi cac

thudc khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan ng c6 hai duge phdn nhém theo tAn sudt: rat thuong gip (ADR > 1/10), thuong

gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <

1/1000) va rit hiém gip (ADR < 1/10000) va khong rd tin suét.

Tinh an toan va kha ning dung nap cta phdi hop acid folic va sit (duéi dang st (III)

hydroxyd polymaltose) dwoc danh gid trong mot phén tich tdng hop gdm 24 bao cédo nghién

clru 14m sang véi tong sb 1473 bénh nhan dung thubc. Cac phan tng bét loi chinh ctia thude

duoc béo cdo trong cac nghién clru ndy xay ra & 4 nhom co quan (xem bén dudi).,

Sy ddi mau cta phan 1a mot phan (mg c6 hai cua thube khi b sung sit dudng ubng, nhung

khong duge coi 1a ¢6 ¥ nghia 1am sang va thuong khong duge bao cdo. Cac tac dung khong

mong mudn thudng gap khéc 1a rdi loan tiéu hoa (budn ndn, tao bon, tidu chay va dau bung).

Réi loan tiéu héa

- Rét thuong gdp: D6i mau phan’.

- Thuong gap: Ti€u chay, budn non, dau bung (bao gdm dau bung, khé tiéu, kh6 chiu ving
thuong vi, chuéng bung), tdo bon.

- I gdp: Non mua (bao gém ndn mura, trao ngugce), d6i mau rang, viém da day.

R&i loan chire niing ctia da va mé dwéi da

_ [t gap: Ngira, phat ban (bao gdm phét ban, pht ban dang dét, phat ban phong rop)™, noi
mé day™", ban d6™".

R&i loan hé than kinh

- It gdip: nhirc dau.

C4c bénh vé co xwdng, md lién két va xwong

- Hiém gap: Co that co (bao gém co co khong tu chu, run), dau co.

* Su d6i mau cua phan dugc bdo cdo Vi tdn suét thap hon trong phan tich tébng hop, nhung

day 1a mot tinh trang phd bién lién quan dén liéu phap sat duong ubng. Vi viy, su d6i mau

ctia phan duoc xép vao loai tic dung phu rat thuong gap. 1

** Céc bién cb xay ra tir cdc bao cdo tu phat sau khi dua thudc ra thi trudng, ty 18 ude tinh <

1/491 bénh nhén (gidi han trén 1a 95% khoang tin cdy). ‘

Thong bao cho bac si trong trwong hop co bit ky tic dung khong mong mudn nao lién

quan téi viée dung thude.

Bdo cdo cdac phan trng bét loi nghi ngo

Viéc bao cdo cac phan tmg bat loi nghi ngd sau khi sén phdm duge cip phép 1a rit quan
trong. N6 cho phép theo dai lién tuc ty 1€ loi ich/nguy co cua san phdm. Cac chuyén gia y té
bdo cdo moi tac dung phu bi nghi ngo vé Trung tdm Thong tin thubc va Theo doi phan (ing

co hai cua thude.
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QUA LIEU VA CACH XU TRi

Khi ding qué lidu, ngd ddc hoic tich tu sit kho c6 thé xay ra do phirc hop sét (I11) hydroxyd
polymaltose c6 doc tinh thip (lidu LDso & chudt nhit va chudt cbng > 2000 mg Fe/kg trong
lugng co thé) va dd bao hoa du kién cua sy hép thu sit. Chua c6 trudng hop nao bi ngd doc
do tai nan dan dén tir vong. C6 nhitng bao cdo cho thdy dung qua nhiéu acid folic c6 thé gay
ra nhiitng thay ddi trong hé than kinh trung wong (cu thé nhu thay ddi trang thai tinh than, rdi
loan gidc ngu, khé chiu va ting dong), budn nén, chudng bung va day hoi.

Trong trudong hop qua lidu, tich cuc theo dbi dé co bién phap xr tri kip thoi.

PAC TINH DUQC LUC HQC

Nhém dwge Iy: Phtrc hop sét polymaltose va acid folic.
Mia ATC: BO3AD04.

Co ché tac dung

L.5i hydroxyd sat (III) da nhan trong IPC duge bao quanh bén ngoai boi cdc phén tir
polymaltose khong lién két cong hoa tri, dan dén tdng trong lugng phén ti trung binh khoang
50 kDa. L5i st da nhan ctia IPC ¢6 cAu triic twong tw nhu protein ferritin dy trit St sinh ly.
IPC 1a mot phire hop én dinh va khong giai phong mot lugng 16n sét trong diéu kién sinh 1y.
Nho kich thuée nay nén mirc @ khuéeh tan qua mang niém mac ctia IPC nh6 hon khoang
40 14n so v6i hdu hét cac mubi sit (1) tan trong nude (dung dich dudi dang phirc hop
hexaquiroiron (II)). St tir IPC duoc hap thu & rudt thong qua co ché van chuyén tich cuyc.
Acid folic (folat) thuc nhém vitamin B, va la tién chét cua tetrahydrofolat, 1a mot coenzym
cho cac qué trinh trao dbi chat khac nhau bao gdm sinh téng hop purin va thymidilat cta
acid nhan; rt cin cho téng hop nucleoprotein va duy tri sy tao hdng cau binh thudng.
Duge Iwe hoe

Sit hép thu lién két voi transferrin va dugce st dung dé tdng hop Hb & tiy xwong hodc duge
du trit chi yéu & gan dudi dang lién két vé6i ferritin.

PAC TINH DUQC PONG HQC

Hé‘ip thu ‘

Céac nghién ctru voi IPC duge danh dAu phong xa cho thiy mbi twong quan tt gitra su hép
thu st va sy lién két cua st voi huyét sic td. Su hép thu tuong d6i cua sit twong quan véi
murc do thiéu sit (tic 12 thiéu sit cang nhiéu thi kha niang hép thu sit cang cao). Trai ngugc
v&i mudi sit (11, ngudi ta khong tim thiy tdc dong tiéu cuc nao cta thic dn d61 vai sinh kha
dung ctia sit tir Mecefer: sinh kha dung cta sit ting dang ké khi dung dong thoi thire 4n da
duoc thé hién trong mdt nghién ctru 1dm sang, trong khi ba nghién ctiru khac cl}o thdy xu
hudng tich cuc, nhung khéng ¢6 tac dung nao c6 y nghia 1dm sang. Khodng 80% acid folic
duoc hép thu & rudt non, hip thu téi da sau 30 - 60 phut. ;
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Phén bb

Khéng c6 dir ligu.
Chuyén héa
Khoéng c6 dir ligu.
Thai trir

St khong duoc hip thu s& dugc bai tiét qua phan. Acid folic chi yéu bai tiét qua nude tidu.

QUY CACH PONG GOI
Hop 03 vi x 10 vién nén nhai.
Hop 05 vi x 10 vién nén nhai. a
Hép 10 vi x 10 vién nén nhai.

Hép 1 chai x 100 vién nén nhai.

BAO QUAN
Noi khd, khéng quéa 30°C, tranh 4nh sang.

HAN DUNG
30 thang (ké tir ngay san xuét).
06 thang k& tir ngay mé nép (dang chai).

TIEU CHUAN CHAT LUQONG

Tiéu chuin nha san xuat.

MEEN
Co s& san Xuat:
CONG TY CO PHAN MEDCEN
L6 F10, Puong s6 6, KCN Hoa Binh, Nhi Thanh, Tha Thira, Long An, Viét Nam.
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