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Té hudng dén sir dung thube GMP-WHO

Dung dich ubng
FEROMAL
Dé xa tam tay tré em
Doc ky huong dén sir dung trudc khi ding
Khéng duoc tiem

L.THANH PHAN CONG THUC THUOC

Thanh phdn hoat chit:

Sit nguyén t6 (dudi dang phic hop sit (II1) hydroxyd polymaltose).......ooweevuees: 2% kl/tt
(100mg/5ml)

Thénh phan td duge: Sucrose, Dung dich sorbitol, Methyl paraben, Propyl paraben, Huong
caramel, Propylen glycol, Nudc tinh khiét.

2. DANG BAO CHE
Dung dich ubng.
M6 ta dang béo ché: Dung dich mau nau, vi ngot, huwong caramel.

3. CHi BPINH
Pidu tri thiéu sit khong kém theo thiéu méu va thiéu sét cé kém theo thiéu mau.
Su thiéu hut sit va muc do thiéu hut st phai duge x4c nhan v& mat chin dodn va bing cic xét

nghiém thich hop.
4. CACH DUNG, L1EU DUNG
Liéu ding
Li¢u hang ngay tinh theo mg sat nguyén to
Thiu sit c6 thiéu mau | Thiéu sit khong thiéu miu
Tré 0-1 tudi 25-50mg 15-25mg
Tré em 1-12 tudi 50-100mg 25-50mg
Tré tir 12 tudi tré 1én, ngudi lén | 100-300mg 50-100mg
15mg 25mg 50mg | 100mg 200mg | 300mg
S6  ong |- - - 1 6ng 2 ong 3 ong
Sml
SO ml | - - 2,5ml 5ml 10ml 15ml
dung dich
ubng B

- Tham khao céc dang bao ché phit hop khac

Cich dung

Dung dudng udng, nén ubng trong hogic ngay sau bita an. Lidu hang ngay cb thé duoc chia
thanh céc liéu nho hodc ubng mot lidu duy nhét.

Thoi gian didu tri
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Liéu lugng va thoi gian diéu trj phu thude vao mirc do thiéu sét. Trong trudng hop thiéu sit kém
thiéu mau, viéc didu tri mét trung binh 3-5 thing cho dén khi mirc hemoglobin tr& vé binh
thudng, Sau dé tiép tuc dicu i voi lidu luong thich hop cho tinh trang thiéu sit ma khéng bi
thidu mau dé& bd sung lugng sht du trit. Diéu tri thiéu sit ma khong gly thiéu mau mét khoang
1-2 thang.

5. CHONG CHi PINH

« Qua man hogc khdng dung nap vai phire hgp sét (11T) hydroxyd polymaltose hoac bt ky thanh
phéin ndo cia thude.

« Tinh trang qué tai st (vi dy: bénh i sit mo di truy&n, bénh hemosiderosis)

« Rbi loan sir dung sét (thiéu méu do nhiém ddc chi, thiéu méu nguyén hdng ciu, thalassemia)

o T4t ca céc bénh thiéu mau khong do thiéu skt (vi du thiéu mau tin huyét hodc thifu mau
nguyén hong ciu khdng 16 do thiéu vitamin B12).

6. CANH BAO VA THAN TRQONG KHI DUNG THUOC

Bénh thiéu méau phai ludn dugc didu tri duéi sy gidm sat y té.

Néu didu tri khong thanh cong (tang hemoglobin khoang 2-3 g/dl sau 3 tudn), viéc diéu tri nén
duge xem xét lai.

Cln than trong & nhitng bénh nhén dugc truyén méu nhiéu lan, sir dung t& bao hdng clu dé cung
chp sét, vi ¢6 thé din dén tinh trang qué tai sit.

Phén sAm mau co thé xay ra trong qua trinh diéu tri véi dung dich ubng Feromal, nhung khong
c6 ¥ nghia 1am sang

Nhi3m trung hoac khdi u c6 the gay thidu mau. Vi sit ubng chi c6 thé dugc sir dyung sau khi diéu
tri bénh can nguyén nén cAn phai phén tich loi ich/nguy co

Canh bao ti duge
o Sorbitol: Bénh nhén c6 céc di truyén hiém gap v& vAn d& khong dung nap fructose khong nén
dung thude nay

e Sucrose: Nhiing bénh nhin ¢6 vén d di truyén hiém giip vé khong dung nap fructose, kém hép
thu glucose galactose hodc thiéu sucrose-isomaltase khong nén dung thudc nay. Sucrose cO thé
gay hai cho rang.

e Methy! paraben va Propyl paraben: cO thé gy ra cac phan tng di ing (c6 thé xay ra chim).

7. SUDUNG THUOC CHO PHY NU CO THAI VA CHO CON BU

Phu nit ¢6 thai

Dit liéu 14m sang tir phy nit mang thai sit dung thudc cho théy khong c6 téc dung phu nao dbi véi
thai ky hodc stre khoe cua thai nhi hodc tré so sinh. Kinh nghiém tir cé4c nghién ciru dich té hoc
khong c6 sin. Cac nghién ciru trén dong vat cho thdy khong c6 dfc tinh sinh san. Tuy nhién, cén
than trong khi sir dung trong thoi ky mang thai. Pé phong ngira, Feromal chi nén duge sir dung
sau khi tham khao ¥ kién bac sf.

Phy nik cho con b

Chua biét lidu sit tir phirc hop sét (111) hydroxyd polymaltose c6 di vao sita me hay khong. Sira
me chua st tw nhién trong lactoferrin. Pé phong ngira, chi nén ding Feromal trong thoi ky cho
con bt sau khi tham khao ¥ kién béc si.
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8. ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ¢6 bang ching v& anh huong ctia thude [&n kha nang l4i xe, van hanh may moc.

9, TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Tuong téc gifta phic hop sét (11T) hydroxyd polymaltose v6i tetracyclin hodc nhdm hydroxid d&
duge quan sit trong ba nghién ciru 1am sang (thiét ké kiem tra cheo; 22 bénh nhan mdi nhom
nghién cl).

Khong thiy giam dang k& su héap thu cia tetracyclin. Nbng d9 tetracyclin trong huyét tuong
khong giam xubng dudi ndng 6 trc ché tbi thidu cAn thiét cho qué trinh kim khuén. Sy hép thu
sat tir phirc hop sat (111) hydroxyd polymaltose khong bi giam boi nh6ém hydroxyd va tetracyclin.
Do d6 phic hgp sat (I11) hydroxyd polymaltose 6 thé duge ubng ddng thoi véi tetracyclin hoac
véi cée hop chét phenolic khéc, ciing ahur v6i nhom hydroxid.

Nghién ciru & chudt sir dung phéi hop phire hop ght (111) hydroxyd polymaltose voi tetracyelin,
nhdm hydroxid, acetylsalicylat, sulfasalazin, calci carbonat, calci acetat, calci phosphat (két hop
v6i vitamin D3), bromazepam, magnesi aspartat, D-penicillinamin, methyldopa, paracetamol va
auranofin cho thiy khong c6 bt ky tuong tac nao.

Ciing khong c tuong tic nao gifta phirc hop sét (111) hydroxyd polymaltose v6i céc thanh phan
thuc phém, nhu v6i acid phytic, acid oxalic, tanin, natri alginat, mubi cholin va cholin, vitamin
A, vitamin D3 va vitamin E, dAu d4u nanh va bot dau naoh trong céc nghién ctru in-vitro. Nhing
két qua nay cho thay phuc hop sat (L) hydroxyd polymaltose ¢O thé duoc dung trong bita an
hoic ngay sau &n.Xét nghidm mau An trong phan (chon loc 4bi véi Hb) dé phat hién mdu an
khong bi anh hu¢mg; do do viée didu tri khong bj gidn doan.

Viéc su dung ddng thoi cac ché phim sht qua dudng tiém truyén va Feromal khong dugc chi
dinh, vi sy hip thu cia ché phdm sit qua dudng ubng s& bi giam va chi nén sit dung c4c ché
phim sit qua duong tiém néu dudng ubng khong phu hop.

Twong ky, cua thube

Do khéng c6 céc nghién ctu v tinh tuong ky, ctia thude, khong tron &n thubc ndy véi che thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tinh an toan va kha ning dung nap dugc d4nh gia trong phén tich tong hop meta 24 bai béo va
bio cho thir nghi¢m 1am sang véi tbng sb 1473 benh nhan dung thubc. Céc phan img bét loi
chinh cua thude dugc bao cao trong chc nghién ctu ndy xay ra & 4 nhom co quan (xem bén
dudi).

Sy dbi mau ctia phén 13 tac dung phy thuong gap cua thube bbd sung st qua duong ubng, nhung
16 khong dugce coi la ¢ ¥ nghia 1am sang va thuong Kkhong duge bao cao. Céc phan tmg phy
thuong gip khac la rbi loan tiéu hoéa (buﬁn non, tao bon, tiéu chay va dau bung).
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Bang tom tit cac phan img ¢o hai duge phin nhom theo tin suit: Rét thudng gap (=1/10), Thuong
giip (<1/10 dén >1/100), ft gap (<1/100 dén >1/1.000) hodc hiém gip (<1/1.000).
Tan suat

T#c dung khong mong muon
R4t thudng gap

HEg co quan
Dbi mau phén®

Tiéu chay, budn nodn, dau byng (bao gf)m: dau bung, kho
tiéu, kho chju ving thuong vi, chuéng bung), tdo bon.

Thuong gap Tiéu héa
Non (bao gom:
da day.

Ngfra, phét ban (bao odm: phét ban, ban dang dat, ban
phdng rop)**, may day**, ban do**.

ndn mira, {rao ngugc), doi mau rang, viém

Tiéu hoa

Da va mo dudi da

E 3 Co xuong khop va

# Sy ddi mau phan duge béo cao véi tAn suét thp hon trong phan tich thng hop, nhung nhin chung
day 1a tac dung phy lién quan dén thude duge bit 6 ctia sét dudng udng. Vi vay, d6i mau phin duge
xép vao mot trong nhimg tac dung phy rit phd bién.

#% Cac bikn cb xay ra tir cic bao cao tw phat sau khi dua thudc ra thi trudng, ty 1€ méc wde tinh <
1/491 bénh nban (gi6i han trén ciia khoang tin chy 95%).

Théng bdo ngay cho béc sy hodic dugc sy khi gdp phdi cdc tdc dung khong mong muén nhw trén khi
sit dung thude hodic bdo cdo phan iing c6 hai cua thudc vé Trung tdm Qudc gia vé Thong tin thudc
v Theo doi phan g ¢6 hai clia thudc. Dia chi: 13-15 Lé Thanh Tong — Hoan Kiém — Ha Ngi. Dién
thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

Co thit co (bao gdm: co co khong ty chi, run), dau co.

{1. QUA LIEU VA CACH XU TRI e
Qua lidu

Khong cé dit liéu ve si dung thubc qué liéu, khong ding qua lidu chi dinh ctia thube

Néu qua lidu, nhiém doc hay tich Iy sit 12 khong c6 kha nang vi phirc hop sét (TIT) hydroxyd
polymaltose 6 dgc tinh thip (lidu gay chét 50% (LD50) & chudt ohéit 12 > 2000 mg Fe/kg cén ndng
co thé) va do bao hoa du kién coa hép thu st. Khong thdy 6 truong hop tai nan ngd doc gy
yong nao.

Cach xir tri

Tich cuc theo ddi dé co bién phap X ri kip thori

-
=

12. DAC TINH DUQC LUC HOC

Nhém Duge Iy: Ché phidm ubng sht hoa tri 111 chéng thiéu mau

Ma ATC: BO3ABOS

Co ché:

Loi hydroxyd sét (I11) da nhan trong phure hop sét (I11) hydroxyd polymaltose dugc bao quanh bé
ngodi boi mot s6 phan 1 polymaltose khong lién két cong hoa tri, din dén tong trong lugng
phén tir trung binh khoang 50 kDa. Lot st da nhan cia phuc hop sht (11T) hydroxyd polymaltose
6 cu tric tuong tu protein ferritin dur tri st sinh 1y. Phic hop sht (11T) hydroxyd polymaltose
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12 mot phirc hop &n dinh va khong giai phong mdt lugng lon sht trong dicu kign sinh 1y. Do kich
thuée cia nd, mirc do khuéch tan qua niém mac trong phirc hop sat (111) hydroxyd polymaltose
thép hon khoang 40 lin so voi hau hét cae mubi st (1) tan trong nude, hién dién trong dung
dich nuéc dudi dang phitc hop hexaquoiron (II). g4t duge hap thu & rudt theo co ché hoat dong
ciia phire hop st (1T hydroxyd polymaltose

Duge lye hoe

g4t duwoe hap thu lién 1cét véi transferrin va duge su dung d& tbng hop Hb & tiy XUONg hoiic chi
yéu & gan, duge dur trit & dang lién két véi ferritin.

13. PAC TINH DUGQC PONG HQC

Hép thu

C4c nghién ciu v6i phic hop gt (11I) hydroxyd polymaltose duge danh dhu phong xa cho thiy
mbi twong quan tot gitfa su hép thy st va su Icét hop cua sat v6i huyét sic 1. Sy hip thu twong
463 cia sht twong quan vOi miic a0 thiéu sit (tic 1 thiéu sét cang trAm trong thi kha niing hap
thu sfit cang cao). Nguec Jai voi mubi sit (IT), ngudi ta khong quan sat {hiy tac ddng ti€u cuc cua
thitc an d6i véi sinh kha dung cua skt tir Feromal: sinh kha dyng cua sat tang dang ké khi dung
cung thirc an d& dugce thé hién trong mot nghién cru 14m sang, trong khi ba nghién ciu khéc cho
thiy xu huong tich cyc nhung khong ¢6 ¥ nghia lam sang.
Phén bd

Khong c6 thong tin.

Chuyén héa

Khong c6 thong tin.

Thai trir

St khong duoe hép thu s& duoe bai tiét qua phén.

12. QUY CACH PONG GOIL |5

Hop 2 ti nhom x 3 vi x 5 bngx 3 ml (Hap 30 bng x 5 mD). Ong nhua PVC/PE ﬁ/
Hop 1 1 x 60 ml. Lo thay tinh, néip nhya, kem cHe dong phan lieu 4

13. PIEU KIEN BAO QUAN: Noi kho, nhiét 4o duéi 30°C.

14. HAN DUNG CUA THUOC: 24 thing ké tir ngay san <uit. 3 thing sau khi mo nép (d6i voi
quy cach dong 10)

15. TIRU CHUAN CH AT LUQNG: Tiéu chuén co sO
16. TRN, DIA CHI CcUA CO SO SAN XUAT THUOC
Co so san xuat: Cong ty Cb phin Nghién ciru va sén xuit Dugc phfim Meracine

Dia chi: Duong YP6, Khu Cong nghiép vén Phong, xa Dong Phong, huyén Yén Phong, tinh Bic
Ninh, Viét Nam
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