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Hop 6 vi x 5 vién
KT: 105 x 45 x 51 mm (Alu-PVC)

MIX-FEFO

Thanh phan: r b Chi dinh, cach diing, chéng chi
f 1 mg dinh va cac théng tin khéc:

DE XA TAM TAY TRE EM.
4h anh sang, 1 DOC KY HUONG DAN SLF DUNG
TRUGC KHI DUNG. J

Hop 6 vi x 5 vién nén nhai GMP-WHO
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Phirc hop sét (Ill) hydroxid polymaltose 333,334 mg p 1 &3
(twong duong Sét {I1l) 100 mg) x Z
Acid folic 0.35 mg ¢ — ;g
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Sé 16 SX:

NSX:
HD:

MIX-FEFO

Tiéu chudn chit firong: TCCS ) y
SPK: NG TY TNHH THUFONG MAI DUQ'C PHAM PHUC ANH
ok y Ban Bich, P Tan Thanh, Quan Tan Pha
nh

Hop 6 vi x 5 vién nén nhai GMP-WHO

VIEN NEN NHAI

MIX-FEFO ]

Phc hop sét ( 1li) hydroxid polymaltose 333,334 mg
(terong duong Sat (Ill) 100 mg)

Acid folic 0,35 mg /
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Hop 10 vi x 5 vién
KT: 105 x 45 x 86 mm (Alu-PVC)

LiIX-FEFO

75311 phdn: M wié ¥ chira Chi dinh, cach ding, chéng chi
3 (I} 1 . : dinh va cac théng tin khac
em t& hudng ddn si dung thu

DE XA TAM TAY TRE EM
Bao quan: Noi & ¥ inh ank &t 3 DOC KY HUONG DAN SU DUNG
Ly 3 30% TRUGOC KHI DUNG.

Hop 10 vi x 5 vién nén nhai GMP-WHO

VIEN NEN NHAI

MIX-F€E FO

Phirc hop sat (11l hydroxid polymaltose 333,334 mg
(twong duong Sat (Ill) 100 mg)
Acid folic 0,35 mg

PHAPHARCO
J
0O DUO
D O D
Hop 10 vi x 5 vién nén nhai GMP-WHO

VIEN NEN NHAI

MIX-FE FO

Phirc hop sat (Ill) hydroxid polymaltose 333,334 mg

(tuong duong St (i) 100 mg)

Acid folic 0,35 mg

PHAPHARCO

VIEN NEN NHAL

S6 168X
NSX.
HD

Vi: 100 x 40 mm (AIu -PVC)
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Vién nén nhai MIX-FEFO

“Poc ky hu’d’hg 't?’d}c sﬁ’ dung truée khi dimg”
“Dé xa tim tay tré em”

THANH PHAN
MBJi vién nén nhai chira:
Phtrc hop Sét (Z11) hydroxid polymaltose .......... 333,334 mg
(Twong dwong Siit (ID)......................... 100mg)
ACIATOUE 1iviiesivmmsmimmmmsmsimsssin i s 0,35 mg
T4 dugc:
Mannitol, pearlitol flash, aspartam, huong cam, colloidal silicon dioxid, polyethylen glycol 6000
....... vira du 1 vién.

DANG BAO CHE: Vién nén tron, mau néu do, canh va thanh vién lanh lan.
CHi PINH:
Vién nén nhai MIX-FEFO duoc st dung cho phu nit trude va trong qua trinh mang thai, dang cho
con bu de:
- Diu tri thiéu sit
- Du phong thiéu st va acid folic.

LIEU DUNG, CACH DUNG
Lidu dung: Liéu ding va thoi gian didu trj phy thudc vao mie do thiéu sét.
- Biu hién thiéu sit: 1 vién nén nhal/lan 2-3 1an mdi ngay cho dén khi tr sb haemoglobin tr&
lai binh thuong. Sau d6 nén tiép tuc diéu trj v6i 1 vién nén nhai/lan mdi ngay it nhét cho dén
cubi thai ky.
- Thiéu sét tiém &n va dy phong thiéu sit va acid folic: 1 vién nén nhai/ 14n/ ngay.
Cach dung: Vién nén nhai MIX-FEFO nén udng trong hodc ngay sau bita an. C6 thé nhai hozc nubt
nguyén vién.
CHONG CHi PINH

- Qué man véi bat ctr thanh phan ndo ciia thudc

- Thra sat

- Réi loan chuyén ho4 sat
- Thiéu méu khong phai do thiéu sit, acid folic nhu thiéu mau tén huyét hodc thiéu méau do

thiéu vitamin B12.

CANH BAO, THAN TRONG KHI DUNG THUOC

B’énh nhan nén xét nghiém méu dé danh gia viéc thidu hut sét va mtc dd nghiém trong ca thiéu hut
sat.

Cén thén trong ¢ nhiing bénh nhan dugc truyen mau lip di 13p lai, vi mot ngudn cung cép st qua
hdng cdu, c6 thé ddn dén tinh trang thira sat.

Trong truorng hop thiéu mau do nhiém khuén hodc bénh 4c tinh, lugng sit thay thé dwoc dy trit trong
hé véng ndi md, tir d6 sit dugc huy dong va sir dung chi sau khi diéu tri dugc bénh chinh.

Str dung thén trong cho nhiing bénh nhén méc bénh huyét séc t6 va rdi loan tan mau.
Thiéu mau do thiéu Vitamin B12 vi acid folic trong vién nhai c¢6 thé che d4u su thiéu hut do vitamin
B12.
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PHU NU CO THAI VA CHO CON BU:

Cac nghién ciru vé sinh san & dong vat khong cho thiy bét ky nguy co nao anh hudng dén sy phét
trién ctia phoi hodc bao thai.

Céc nghién ctru duge kiém soat & phu nif ¢6 thai sau 3 thang ddu da khong cho thiy bét ky tac dung
khéng mong mudn nao trén phu nit c¢é thai hodc stc khoé thai nhi ho#c tré so sinh. Chua c6 bing
chimg vé sy nguy hai trong 3 thang d4u va khong chic c6 anh hudng xau dén thai nhi. Viéc ding
vién nén nhai MIX-FEFO khong chéc gy ra céc tic ding khong mong mubn dbi véi tré bi me.

Tuy nhién, can than trong khi ding san phim thubc nay trong sudt thai ky.

Trong khi c6 thai hodc cho con bu, chi nén dung vién nén nhai MIX-FEFO sau khi tham khao y kién
bac si hoac duogc si.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Chua cé nghién ciru
lién quan dugc thuc hién.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Dén nay chua cé tuong tac nao duge ghi nhan. Vi st & dang phirc hop nén khé c6 thé xdy ra tu:cmg
tac gifra ion v6i cac thanh phan cua thire #n (phytin, oxalat, tannin,...) va v6i viéc dung dong thoi véi
cé4c thubc khéc (tetracychn thube khang acid).

Nghién ciru & chudt cdng tring, phéi hop phirc sét (IIT) hydroxide polymaltose véi tetracychn nhoém
hydroxid, acetylsalicylat, sulfasalazin, calci carbonat, calci acetat, calciphosphat (két hop v6i Vitamin
D3), bromazepam, magnesi aspartat, D — penicillinamin, methyldopa, paracetamol va auranofin di
khong thé hién bét ky su trong tac no.

Ciing khong c6 tuong tac invitro gitta phirc sat (I1I) hydrox1de polymaltose v6i cac thanh phan thuc
phdm nhur acid phytic, acid oxalic, tannin, natri alginat, muoi cholin va cholin, vitamin A, vitamin D3
va vitamin E, ddu d4u nanh va bot dau nanh. Nhiing két qua nay cho thdy phic sat (IIT) hydroxide
polymaltose c6 thé dugc ding trong bita &n hay ngay sau an.

Tuong tac giita phirc sat (IIT) hydroxide polymaltose véi tetracyclin hogic nhom hydroxid d& dugc
quan sat trong ba nghién ctru 14m sang (thiét k& kiém tra chéo; 22 bénh nhan mdi nhém nghién ciru).

Khong thay giam dang ké su hap thu cua tetracyclin. Nong do trong huyét twong ctia tetracyclin khong
glam xubng mirc cAn thiét dé cho hidu qua. Sy hép thu tir phirc sat (IIT) hydroxide polymaltose khong
bi gidm bdi nhom hydr0x1d va tetracychn Do d6 phuce sit (III) hydroxide polymaltose c6 thé dung
cung mot thoi gian véi tetracyclin hodc véi cac hop chét phenolic khéc, cing nhw véi nhom hydroxid.

Khong chi dinh dung ddng thoi cac ché phdm sit dudng tiém v6éi MIX-FEFO vi sy hép thu cia thuoc
sit dudng udng s& bi rc ché manh va chi ding cac ché phim sit duong tiém néu ding dudng ubng
khong phu hop.

Acid folic c6 thé 1am tang chuyén ho4 ciia phenytom khién cho nong do phenytoin trong huyet thanh
giam xudng, dic biét & nhitng bénh nhan thleu acid folic. Miic du tAm quan trong nhung co ché tuong
tac nay khong 10 rang, nén dugc theo ddi cAn than phan tmg tao mau do acid folic & nhitng bénh nhéan
dung ddng thoi 2 san phim thude nay.

TAC DUNG KHONG MONG MUON
Tén sb cta tac dung khong mong mudn mé ta dudi day duge phan thanh céc mie do:

- Rét phd bién: > 1/10.
- Théng thuong: < 1/10 dén > 1/100.
- Hiém gap: < 1/100 dén > 1/1.000

Trang 2/4

e e



https://trungtamthuoc.com/

Nhing tac dung khéng mong mudn coa thuoc thuong gap nh4t khong c6 lién quan dén 1am sang, 1a
su ddi mau phéan (& 23% bénh nhan) do sit bai tiét.

Hé mién dich Rét hiém gip Phan tng di ing
R4t phé bién DPbi mau phan
R6i loan tiéu hoa Thuong gap Tiéu chay, budn non, khé tiéu
ft gap Dau bung, nén mira, tdo bon, rang d6i mau
Da v céc rdi loan mé dudi da | It gap Ngtra, phat ban
R&i loan hé than kinh ft gap Nhtrc déu

Théng bdo cho bdc st nhiing tac dung khong mong mudn gdp phdi khi sie dung thuéc.

QUA LIEU, CACH XU TRi

Qua lidu

Dén nay chua ghi nhan trueong hop qua lidu do ngd ddc hay thira sit. Néu qua lidu, khong chic 1 c6
nhiém doc hay thira sat vi phire sat (III) hydroxid polymaltose c6 ddc tinh thip (liéu LDso & chudt
nhét trang va chudt cbng tring 13 > 2.000mg Fe/ kg can ning co thé) con nhor @6 bio hoa cuia sy hép
thu sit. Khong thdy c6 truong hop tai nan ngd doc gdy tir vong nao.

Liéu acid folic qua cao co thé gdy ra nhiing thay ddi & hé than kinh trung wong (thay doi trang thai
tinh than, gidc ngl that thuong, dé bi kich thich, ting dong), budn ndn, cing bung va day hoi.

PAC TINH DUQC LUC HQC

Nhém dwge ly: Thudc chdng thiéu méu

Mai ATC: BO3ABO0S

Vién nén nhai MIX-FEFO 13 mdt ché phém két hop chira sit va acid folic dé diéu tri thiéu sat (trong
khi cho con bu)

Acid folic 1a mot vitamin quan trong cho sy phét trién clia tré chua sinh. Thiéu acid folic trong nhitng
tuan dau thai c6 thé dan dén di dang & tré.

Trong vién nén nhai MIX-FEFO, ham lugng acid folic tuén theo huéng dan ctia T8 chirc Y té thé gisi
(WHO).

S#t 1a mot thanh phan quan trong ctia haemoglobin, myoglobin va céc enzyme chira sit.

Thiéu sit dic biét hay xdy ra trong khi ¢6 thai va cho con bu, ¢6 biéu hién nhu mét moi kéo dai, gidm
tap trung chu y, cdu git, cing thang, nhtrc dAu, chén #n, d& bi stress va nhiém khuan, xanh x4o, nit
khoé miéng, da kho, téc va mong dé gay.

Trong vién nén nhai MIX-FEFO, sét & dudi dang phirc sit (IIT) hydroxid polymaltose, cac phén tir

riéng 1é dugc gan vao mét phén tir polymer carbohydrat (polymaltose). Piéu ndy ngén can sht khong
gy ra bét ky ton thuong nao & hé tiéu hod. Sw bao vé nay e ché tuong tac cua sét véi thirc &n, ngodi

ra con dam bao sinh kha dung cta sét.

Cu trirc cia phiic sat  (11I) hydroxid polymaltose twong tu nhu cua ferritn — mdt protein du trit sat
trong co th&. Do sy gidng nhau nay, sit duoc hip thu theo co ché tu nhién.

Phire sét (IIT) hydroxid polymaltose khong c6 dic tinh tién oxy hoa nhu trong truong hop mubi sit
1.

Co ché tic dung

Trong phtic sét (III) hydroxid polymaltose, sét (IIT) hydroxid dugc bao boc bén ngoai boi cac phan
tir polymaltose khong lién két cong hoa tri, két qua la téng phan tir lugng trung binh khoang 50 kDa.
S#t cua phire sat (IIT) hydroxid polymaltose ¢6 cdu tric tuwong ty ferritin trong co the Phurc st (I1I)
hydroxid polymaltose 1& mdt phirc 6n dinh va khong gidi phong mét luong 16n sit trong diéu kién
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sinh ly. Nh¢ kich thuée nay, mirc d6 lan truy?;n phuc §ét (III) hydroxid polymaltose qua ni€ém mac
thap hon khoang 40 lan so v&i phirc hexaquo-sat (IT). St tir phirc sat (III) hydroxid polymaltose duge
14y trong rudt thong qua co ché véan chuyén tich cuc.

Acid folic (folat) thude nhom vitamin B, tiér} than ciia tetrahydrofolat, la mot coenzym cho cac qua
trinh trao doi chat khdc nhau nhu sinh tong hop purin va thymidilat, rat can cho tong hop
nucleoprotein va duy tri sy tao hong cau binh thuong.

Diic tinh dwoc lyc hoc

Sét hép thu gin v6i trqnsferrin va duge ding dé tdng hop Hb trong tuy xwong hodc duoc dy trit chi
yéu & gan, tai d6 sat gan voi ferritin.

Diic tinh dwoc dong hoc

Hép thu va phin bo:

Céc nghién ctru v6i chét danh d’éu MIX-FEFO cho thAy su hép thu, tuc ty 18 sét’ dwa vao haemoglobin,
ty 18 nghich véi lieu. Luong hap thu sit phy thude vao muc d6 thiéu sat (thi€u cang 16n thi hap thu
cang cao).

MIX-FEFO duge hép thu & rudt non, chii yéu & t4 trang va hdng trang. .

Acid folic hdp thu chi yéu & rudt non, ddc biét 1a & té trang va hdng trang. Nong @ dinh (Cmax)
duoc trong vong 30 — 60 phit. V6i liéu 350pg (microgram), 6 th8 du doan hép thu khoang 80%. \
Chuyén hod: :
Acid,folig dugc chgyén hod ¢ rudt, gan va mot s6 noi khac. Sau d6 folat duge gén vao protein
chuyén dé€ phan phoi di moi co quan. ;
Thai triv: Luong sit khong duge hép thu s& duge dao thai qua phan. Acid folic dao thai chi yéu qua
than va cling

Di li¢u tién lim sang:

Trong céc n,ghién ctru trén dong vat & chudt nhét tring va chudt cbng tring, udng MIX-FEFO t6i lidu
2.000 mg sat/ kg thé trong cling khong xéac dinh duge LDso.

Nghién ciru & c}}u(f)t céng tréng cho thiy su hép thu ctia phitc sét (IIT) hydroxid polymaltose danh diu
1a khong thay d6i ddng ke khi co mét cua acetylsalicylat, nhom hydroxid, sulfasalazin, calci carbonat,
calci acetat, calci phosphat (két hop v6i vitamin D3), bromazepam, magnesi aspartat, D — penicillin,
methyldopa, paracetamol va auranofin.

QUY CACH PONG GOI:
Hop 6 vi x 5 vién nén nhai, kém t& hudng d?u} stir dung.
Hop 10 vi x 5 vién nén nhai, kém t& huéng dan sir dung

PIU KIEN BAO QUAN, HAN DUNG & TIEU CHUAN THANH PHAM
Han dung: 36 thang k& tir ngdy san xuét
Pidu kién bao quan: Noi khé réo, tranh 4nh sang, nhiét do khong qua 30°C
Tiéu chuan thanh phdm: TCCS

TEN, PIA CHI CUA CO SO NHA SAN XUAT, CO SO DANG KY
Co 56 sin xufit: CONG TY CO PHAN DUGC VA VAT TU' Y TE BINH THUAN
192 Nguyén Hoi, Phuong Phu Trinh, TP. Phan Thiét, Tinh Binh Thuan.

Co s¢ ding ky: CONG TY TNHH THUONG MAI DUQC PHAM PHUC ANH
726, Lily Ban Bich, Phudng T4n Thanh, Quén Téan Pha, TP. Hbd Chi Minh.
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