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R<Thuéc ké don

Dung dich udng

Chi dinh:

EXO PA N®Dgng nhd giot

Sat nguyén t8 (dang phuc hop sat (Ill) hydroxyd polymaltose) 5% (50 mg/mL)

Diéu tri thi€u s3t, thi€u mau do thi€u st (c6 biéu hién thigu sat).
Diéu tri du phdng thiéu sat cho phu ni cé thai, cho con bu, tré em,thanh nién, phu n
<6 kha n3ng mang thai va ngudi 16n (nhu ngudi &n chay va ngudi cao tudi).

Liéu diing:Xem t& hudng dan st dung.

Nha san xudt :

thi xa Duy Tién, tinh Ha Nam.

Céng ty CP dugc vat tu y t&€ Ha Nam
Cum CN Hoang Déng, phuang Hoang Déng

séle:
HD:

Rx Thudc ké don

Dung dich uéng

EXOPAN®

Sat nguyén té 5% (50 mg/mL)

Dang nhé giot

Thanh phan: Méi mL chua:

Sat nguyén t6 (dang phiic hop
sat (Ill) hydroxyd polymaltose)
50 mg

Chi dinh, chéng chi dinh,
cach dung, liéu dung va cac
théng tin khac: Xem t& huéng
dan st dung

Tiéu chudn : TCCS

Rx Thuéc ké don

Dung dich uéng

EXOPAN®

Sat nguyén t6 5% (50 mg/mL)
Dang nho giot

Bao quan: Noi khd rao,
trdnh anh sang, nhiét doé
dudi 30°C

SBbK:

PE XA TAM TAY TRE EM
POC KY HUGNG DAN sU
DUNG TRUGC KHI DUNG

San xuat tai:

Céng ty CP dugc vat tu'y t&€ Ha Nam
Cum CN Hoang Doéng, phutng
Hoang Déng, thi xa Duy Tién, tinh
Ha Nam.
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Rx Thuéc ké don

Dung dich uéng

Chi dinh:

EXOPA N®Dgng nhd giot

S&t nguyén t6 (dang phuc hgp sit (lll) hydroxyd polymaltose) 5% (50 mg/mL)

Diéu tri thi€u sit, thi€u mau do thi€u st (cé bidu hién thigu st).
Diéu tri du phong thi€u sit cho phu ni ¢é thai, cho con by, tré em,thanh nién, phu ni
<6 kha ndng mang thai va nguai Ién (nhu ngudi &n chay va ngudi cao tudi).

Liéu diing: Xem t& huéng dan sir dung.

Nha san xust :

Céng ty CP dugc vat tu y t€ Ha Nam

Cum CN Hoang Béng, phudng Hoang Béng
thi xa Duy Tién, tinh Ha Nam.

S8 16:
HD:

- ™ -
¢ ké don N Sc ké
RX Thuéc ké dol Thanh phén: Méi mL chia: RXx Thuéc ké don Bao quin: Noi kho rio,
Sat nguyén t6 (dang phuic hgp tranh dnh sang, nhiét do
sat (Ill) hydroxyd polymaltose 5i 300
Dung dich uéng ) ydroxyd poly 50 m)g Dung dich uéng duéi 30°C
EXOPAN® T8 AUOC v vd 1 mL EXOPAN®
Chi dinh, chéng chi dinh, SDK:
cach dung, liéu dung va cic
thong tin khac: Xem to huéng
S&t nguyén t6 5% (50 mg/mL) | dan s dung Sat nguyén t6 5% (50 mg/mL)
Dang nhé giot Dang nhé giot . R i
DE XA TAM TAY TRE EM
DOC KY HUGNG DAN sU
Tiéu chuédn : TCCS DUNG TRUGC KHI DUNG
San xuat tai:
, Cong ty CP dugc vat tu'y t€ Ha Nam
0 0 Cum CN Hoang Boéng, phudng Hoang
Dong, thi xa Duy Tién, tin»h Ha Nam.
S816:
NSX:
) HD: ¥y
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2 A A -
Rx Thuoc ké do

A A
I'én thuoc

EXOPAN

Cic diu hiéu lvu y va khuyén cio khi ding thude \
Doc k§ hudng dan sir dung trude khi ding ‘
Dé xa tAm tay tré em

Thudc nay chi ding theo don thude

Khong duge tiém

Thinh phén cong thire thube

M&i 1 ml ¢6 chia :
Thanh phin hoat chit: Sit (duéi dang sit (111) hydroxyd polymaltose) 50 mg
Thanh phin ti duwpe: Pudng saccharose, natri methyl parahydroxybenzoat, natri propyl

parahydroxybenzoat, sodium hydroxid, huong hoa qua, nudc tinh khiét vira du 1 ml..

+ £
Dang bao ché

Dung dich udng.

EXOPAN la dung dich ¢6 mau ndu, mui thom, vi ngot, khong cé tiéu phén la.

Chi dinh

Thubc givp diéu trj thiéu sit tidm 4n va thiéu méau do thiéu sit (c6 biéu hién thidu sét).

Piéu tri du phong thiéu st dé dap (mg theo liéu khuyén cdo hang ngay (RDA) & phu nit ¢6 thai
va cho con bu, tré em, thanh nién, phu nit chuan bi c6 thai va ngudi 1én ( nhu ngudi an chay va

nguoi cao tuoi).

Thiéu sdt ¢6 the dan dén cac triéu chimg chung nhu: Tang mét moi, kho chiu, bon chon, dau dau,

chéan #n, suy yéu mién dich, ndi mé day, da khé, toc va méng tay dé gay.

- ~ A «
Cach duang, liéu dung
oA \
Licu dung
[Liéu dung va thoi gian diéu tri phy thude vao mire dd thiéu sat hodc theo chi dinh cua béac sy cho

tirng trudomg hop cu thé.,
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tri hemoglobin trd lai binh thudng, sau dé can tiép tuc dicu tri trong khodng vai tuan véi licu chi
dinh cho chimg thic¢u sat tiém an dé bo sung lugng sat dy (v,

Thiéu sat tiem an: Piéu tri trong khoang 1-2 thang.

|
Thiéu mdu do thiéu sat (cé biéu hign thiéu sat): Dicu tri trong khoang 3-5 thang cho dén khi gia ‘
|
|
|
|

Thiéu mau do thiéu sit Thiéu siit tidm An [‘):eu trl (;h'r p'hon‘g
o E o em Kz (Li€u khuyén cdo hang ;
(c6 bicu hién thicu sat) .
’ ngay - RDA)
Tré nho 10 - 20 giot/ngdy | 6 - 10 giot/ngay 2 - 4 giot/ngay
(dudi 1 tuéi) (25 -50 mg sflt) (15-25mg sit) (5-10mg sﬁi)
Tré em 20 - 40 giot/ngdy 10 - 20 giot/ngay 4 -6 giot/ngay
(1-12 tudi) (50 - 100 mg sit) (25 - 50 mg sit) (10 - 15 mg sét)
Tré em (>12 tudi), | 40 - 120 giot/ngay 20 - 40 giot/ngay 4 - 6 giot/ngay
nguoi lon va ba | (100 - 300 mg Sﬁt) (50 - 100 mg Sét) (10-15mg sét)
me cho con bu.
Phu nit ¢é thai 80 - 120 giot/ngay 40 giot/ngay 20 - 40 giot/ngay
(200 - 300 mg sit) (100 mg sat) (50 - 100 mg sit)
Tré sinh non 1-2 giot / kg thé trong hang ngay trong 3-5 thang
(2,5 — 5 mg sit)
MOdi | giot twong tng véi 0,050 ml ~ 2,5 mg sat. Mdi 1 ml twong tmg vai 20 giot ~ S0 mg sit.

Céich dung

Lidu dung hang ngay c6 thé duoc chia thanh cac liéu nhé hodic ding mét lan.

L4t nguoc chai thang dimg dé thube ra ngoai theo timg giot. Nhe nhang cham vao chai cho giot
roi xudng. Ping lic chai.

Nén ubng trong hodc ngay sau khi an. Exopan ¢é thé sir dung cing nudce trai ciy, nude rau hodc

thire an. D61 mau nhe khéng anh huong dén chat lugng san pham.

A v 3
Chong chi dinh
Quéa man véi bt ky thanh phan nao cua thuoc. |
Thiéu mau khong do thiéu sat (thiéu mau tan huyét, roi loan tao hong cau, gidm san tay xuwong).

Thira sat.

Ciinh bdo va thin trong khi dung thude

Ding qua liéu cac thude chira sat co thé gay ngd doc din dén tir vong & tré dudi 6 tudi. Mic du
Exopan la khéa an toan vi sat (I1I) hydroxyd polymaltose ¢6 LDS50 rét cao, nhung phai dé thube
ngodi tm tay tré em. Néu 1& ding qué liéu, goi béc s hodc trung tdm chbng doc ngay lap tie.
Céc thube chia sit, ké ca sat (111) hydroxyd polymaltose, co thé gay phan (g di (mg hodc phan
vé. Néu ¢6 phan tmg di (g, phai ngimg ding LExopan ngay va ap dung bién phéap cf\p ciru.

Khong nén ding qua liéu chi dinh. Viée diéu tri thi€u mau phai theo su hudng dan va theo doi
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cta bac si. Doi khi ¢6 kho chiu ¢ duong tiéu hoa (nhu budn nén), ¢ thé l[am giam thiéu bang

cach udng thube trong bita an. Céc thude chira sat ¢6 thé gy tao bon hay tidu chay. .
Thin trong khi ding cho ngudi ¢6 co dia di (mg, suy gan hay suy thén. |
Thén trong khi dung cho ngudi nghién rugu va nguoi bi bénh dudng tiéu héa nhu loét duong
tiéu hoa, viém rudt két.

Ché pham ¢6 chira duong saccharose, than trong véi bénh nhan ¢é cdc di truyén hiém gip vé vén

dé khong dung nap fructose, kém hap thu glucose-galactose.
S dyng cho phu nir ¢é thai va cho con bu
San pham dugce chi dinh dung cho phu nir ¢6 thai va cho con bt trong cac trudmg hop ¢6 nguy co

thiéu sat.

Anh hudong ciia thuoe 1én kha ning l1ii xe, vin hanh may méc

Thuoc khéng anh hudng dén kha nang lai xe va van hanh may maoc.

. - A
Twong tace, twong ky cua thuoc

Nghién ctru trén chudt tuong tdc véi tetracyclin, nhom hydroxyd, acetylsalicylate, sulfasalazine, P
calci carbonate, calci acetate, canxi photphat k&t hop véi vitamin D3, bromazepam, 1
magie aspartate, D-penicillinamine, methyldopa, paracetamol khéng dugc tim thiy. _(‘)NE‘E
Tuong tu nhu thé, khéng ¢6 tuong tac gitra phirc hop st (I111) hydroxyd polymaltose véi céc ﬁqvf
thanh phan nhu acid phytic, acid oxalic, tannin, natri alginat, cholin va mudi, vitamin A, vitamin -
D3, vitamin E, dau ddu nanh, bdt ddu nanh. C6 thé su dung ché pham ngay sau khi an. E“-ﬁl

Tuong tac gitta sat (I11) hydroxyd polymaltose véi tetracyclin hodc nhom hydroxyd dugc nghién
ciru trén 3 nghién ciru & ngudi (thiét ké chéo, 22 bénh nhan mdi nghién ctru). Khong ¢o6 sy giam
dang ké trong viéc hip thu tetracyclin. Nong do cua tetracyclin trong huyét tuong khong ting
qué hidu qua diéu tri. Sy hip thu sit tir phirc hop sat (I11) hydroxyd polymaltose khong bi giam
khi st dung cing tetracyclin hodc nhém hydroxyd. Do dé phirc hop sit (I1I) hydroxyd
polymaltose ¢6 thé sir dung cting tetracyclin hogc nhém hydroxyd.

Phoi hop ché pham sit dudng tiém va ché pham sat duong uong khong duge khuyén cao, vi lam

giam sy hap thu cia ché pham sat duong uoéng. Chi nén sir dung céc ché pham sét duong tiém ‘

néu str dung dudng uong khdng hiéu qua. {

Tdce dyng khong mong muon ciia thuoe
Nhiing thudt ngir sau day duge ding dé phan loai cac phan (g bat loi dua trén (an suat:

Rét thuong gip: >1/10;
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Thuong gap: >1/100 va < 1/10;

[t gap: >1/1000 va < 1/100;

Hiém gap: >1/10000 va <1/1000;

Rét hiém gap: <1/10000;

Khong da bing chimg dé két ludn

HE thong mién dich

Rat hiém: Phan img di g

Roi logn tiéu héa:

Rét thuong gap: Ddi mau phan

Thuong gap: Tiéu chay, budn nén, khé tiéu
it gap: Pau bung, nén mira, tdo bén, déi mau rang
Roi logn chive ning da va mé duwdi da

it gap: Ngira, ndi mén

Rbi loan hé thin kinh

it gap: Pau dau

Cich xir tri Ikhi giip phéi tdce dung khong mong muon cuia thuoc:
Théng bdo ngay cho bac sy hodc duge sy khi gép phai céc tac dung khong mong mudn cua

thudc.

Qua lidu va cdAch xiv tri

Chura ¢6 truong hgp nao ding Exopan qua lidu duge bao cdo. Exopan ndi chung la an toan.

Céc nghién ciru so sanh giira sat (I1) sulfat va sit (111) hydroxyd polymaltose trén chudt cling xac
dinh duge LDS0 cua sit (I1) sulfat 1a 350 mg/kg, nhung khéng thdy c6 méc bénh hay chét ¢
nhom dong sét (111) hydroxyd polymaltose v&i cac lidu tén 1000 mg/kg. Su hip thu sét cia sit
(1II) hydroxyd polymaltose it hon nhung sit (I1I) hydroxyd polymaltose c6 do dung nap véi
dudng tiéu hoa 6t hon, cting véi do an toan cua sat (I11) hydroxyd polymaltose cao hon, ¢6 thé
¢ y nghia quan trong lam giam nguy co qua lidu sat. Mac du sét (111) hydroxyd polymaltose an
toan hon céc mudi sit (I11) vo co, van c6 thé xay ra qué lidu nhung hiém gap. Tridu chimg qué
lidu sét bao gdm mét moi, budn nén, ndn, dau ving bung, phan nhu hic in, mach nhanh va yéu,

sot, hdn mé, co gidt va tir vong. Céan cap ciru ngay ncu bi qua licu sat.

Die tinh dwge lwe hoe
Phire hop sét (I11) hydroxyd polymaltose.

Nhom dwge ly: Vitamin va khodng chat/ thuoce tri thieu mau.
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Ma ATC: BO3ABOS

Céc mudi sit, bao gdm ca sét (I11) hydroxyd polymaltose, ¢ vai tro quan trong trong viée diéu
tri ctng nhu du phong thiéu mau do thiéu sit. C6 thé dy triv sil & dang ferritin va hemosiderin dé
tao hemoglobin. Nhan sé (I11) hydroxyd cua st (1) hydroxyd polymaltose dugc bao quanh boi
nhiéu phan tr 16n ¢6 phéan t lugng khoang 52300 dalton, 16n dén mie ma sy khuéch tén cua né
qua mang niém mac it hon dang mudi sit (11) khoang 40 lan. Sit trong nhan sit (111) hydroxyd
polymaltose duge lién két theo céu triic twong tu nhu ferritin. S&t (I11) hydroxyd polymaltose
khdc biét vai dang st (II) sulfat nho ¢6 dd an toan cao va ddc tinh thﬁp do khoéng cé ion St tyr
do. Sat (111) hydroxyd polymaltose la phirc hop cta st (I11) hydroxyd két hop vai polymaltose.
Dang sat khong ion héa cua né gitp da day it bi kich tng hon so véi céc loai mudi sét thong
thuomg, gitp bénh nhan dung nap t&t hon, mét diém rit quan trong trong diéu tri dai han chimg
thiéu mau thiéu sét bang cac ché phim chira sit. Hiéu qua cua sat (11I) hydroxyd polymaltose

trong phong ngtra va di€u tri ching thicu mau do thiéu sat da duge chimg minh trong cac thi

nghiém lam sang. Tri s6 hemoglobin tang nhanh hon khi ding sét (I11) hydroxyd polymaltose so
v6i cdc mudi sit thong thuong. Khi dung sit (I11) hydroxyd polymaltose da thiy tri sb |
hemoglobin ting tGi 0,8 mg/dl mdi tuan. Thém vao dé ¢6 sy tang nhanh hon hematocrit, MCV,
sat huyét thanh va ferritin.

Thiéu sét ¢6 thé dan dén cac tri¢u chirng chung nhu: Tang mét moi, kho chiu, bon chdn, dau diu,

chan an, suy yéu mién dich, ndi mé day, da kho, toc va mong tay dé gay.

Dic tinh dwge dong hoc

Viée hdp thu cta ion sit (I11) tir phire hop sét (111) hydroxyd polymaltose 1a mt qua trinh sinh ly.
Khi phire hop sit (IT1) hydroxyd polymaltose tiép xtic voi céc vi tri gin két v6i st trén bé mit
niém mac, né s& giai phong céc ion sit (111) va duoce vén chuyén chu ddng vao trong té bao niém
mac nhé mot protein mang va sau do lién két vai ferritin hay transferring. Cac protein mang bao

gom mucin, intergrin va mobilferrin. Sat duge giai phong tr cac protein mang va duoc du tri &

céc té bao niém mac ¢ dang ferritin hodc dwoc mang boi cac protein mang vao mau va tai do
duge giai phong dé két hop voi transferring. \
Sinh kha dung cua phirc hop siit (I11) hydroxyd polymaltose twong duong voi mudi sit 11 & dong
vat thi nghiém va & nguoi vé tdng hop hemoglobin. Sinh kha dyng cia sit (I11) hydroxyd |
polymaltose khi ubng khéng bi anh huong bai cac thanh phén cua thirc dn nhu acid phytic, acid J

|
oxalic, tannin, natri alginat, mudi cholin, vitamin A, D3, I, dau diu trong va bot mi, khéng nhu |
cic mudi sat thong thudng. Sat trong phirc hop sét (111) hydroxyd polymaltose di vao huyét thanh
nhd cdc protein mang ndi sinh, v&i thoi gian ban thai khoang 90 phit, rdi di vao hé luéi ndi mac

cua gan hay két hop vaéi translerring, apoferritin, vao tuy xwong hay lach dé tao hong cau. Cac
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thude khang acid gan két ¢6 thé tach ra duge véi sit (111) hydroxyd polymaltose trong khoang pH
3 dén 8, khéc véi cde mudi st vo co la gan két bén virng khong tich duge. Khong thay twong téc
gitta hormon va sat (I11) hydroxyd polymaltose (giéng nhu céc thude chira st thong thudng).

Khi sat di qua hang rao nhung mao rudt, nd gan két voi transferring, mdi phan tr transferring c6
thé gan véi 2 nguyén tr sit. Binh thuong khoang 20-45% cac vi tri duge gin két. Cac thy thé dac
hiéu ctia mang té bao nhén ra transferring, cho phép phirc hop nay di vao (€ bao va giai phong sit
vio té bao chit.

Sit trong cdc ché pham chira sét thong thuong la ion sit 11, d& gay kich tmg da day. Hap thu ion
sit 11 1a thy dong va khong ¢6 kiém sodt, ¢6 thé gdy ra qué thira sit va gdy doc cho co thé. Sét
(111) hydroxyd polymaltose ¢é dg an toan 5t hon va sit & dang khong ion hoa it gy kich ing da

day, va it ¢6 trong tac duge dong hoc véi cac chat khac nhu cde mudi sat thong thuong,

Quy cich dong goi
Hop 1 chai x 30 mL, hop | chai x 15 mL.

Pidu kién bio quin, han ding, tidu chuin chit lrong ciia thude
Bao quan

Noi khd rdo, tranh danh sang, nhiét do dudi 30 ° C.

Han diing

24 thang ké tir ngdy san xuét. 60 ngay sau mé nap.

Tiéu chuin chit luong cita thude

TCCS

Tén, dia chi co s& sin xuit
CONG TY CP DUQC VAT TU Y TE HA NAM
Cym CN Hoang Doéng, phudong Hoang Pong, thi xd Duy Tién, tinh Ha Nam




