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Pharmaceuticals
WHO-GMP

Pé xa tam ta& tré em
Doc ki huéng dan siv dung truéce khi dang
Khong duge tiém

THANH PHAN CONG THU'C THUOC: Mbi 10 ml sird chira:

Thanh ph?m hoat chit:

1 Ca)3 51 D1 ) O SR, 100 mg

(dudi dang Iron (1I1) hydroxide polymaltose complex 34%)

Thanh phan ta dwoc:

Duong trang, sorbitol 70%. methyl paraben. propyl paraben. ethanol 96%. huong vanilla (dang
bot), nude tinh khiét.

DANG BAO CHE: Sird

Chit long sanh, déng nhat, mau niu, mui vanilla, vi ngot. khéng ¢é tia, vt la hodic vang mébe.
CHI PINH:

Diéu trj thiéu sit khong thiéu méu va thiéu mau do thiéu sit. Su thiéu hut sit va mire do thiéu

GE\!T\C»\L Js con

sit phai duge chan doan va xac nhan bing cic x¢ét nghiém thich hop.

CACH DUNG, LIEU DUNG:

Cich dung: Dung duong uéng. Udng trong hodic ngay sau khi an. Co thé ding 1 1n hodc chia
nhiéu lan trong ngay.

Liéu dung:

Piéu tri thiéu mau do thiéu siit

Tré em (tor 1 — 12 tudi): 100 mg (1 f)ng)fngéiy.

Tré vi thanh nién tir 12 tudi trd 1én va ngudi 1ém: 100 — 300 mg/ngay (1 — 3 dng/ngay).

Diéu tri thiéu sit khong thi¢u mdu

Tré vi thanh nién tir 12 tudi trér 1én va ngudi 1om: 100 mg (1 éng)/ngay.

Liéu luong va thoi gian didu tri phu thude vao mirc d6 thiéu st. Trong thiéu mau do thiéu st,
viéc diéu tri kéo dai trung binh 1a 3-5 thang cho dén khi ndng do hemoglobin tr lai binh thudng.
Sau d6, tiép tuc didu tri véi liéu luong nhu mé ta cho didu tri thiéu sat khong thiéu méau trong
vai tudn dé bd sung lirong dur triv sit. D1 véi didu tri thiéu sit khéng thidu mau, diéu tri kéo dai
khoang 1-2 thang.

Quén ding thude: Néu bénh nhan quén ding thude, hdy bo qua liéu bi quén. Ding lidu ké tiép
theo ké hoach binh thuomg. Khong nén gép doi lidu dung dé bu cho liéu bi quén.

CHONG CHI PINH:

- Da biét qua man hay khong dung nap vdi bat ky thanh phan nao cua thude.

- Tinh trang du thta sét trong co thé (qua tai sit, tich tu hemosiderin).

- Ri loan str dung sit (nhu thiéu mau do nhiém doc chi, thiéu méu nguyén hdng cau, bénh

thalassemia).
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- Thiéu méu khéng do thiéu sat (nhu thiéu mau tén huyét. thiéu mau nguyén héng cau khéng 16

do thiéu vitamin B12).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Nén diéu tri thiéu mau dudi sy gidm sat y té.

- Can xem xét lai viéc diéu tri néu két qua diéu tri (ting hemoglobin khoang 2 - 3 g/dl sau 3
tuan) khong dat duge.

- Can than trong & nhimg bénh nhan dwoc truyén mau nhiéu lan, vi hong cdu ciing co chira chat
sit ¢6 thé gay ra tinh trang qua tai sit.

- Tinh trang phan sdm mau ¢ thé xay ra trong qua winh diéu trj voi Sat (III) hydroxyd
polymaltose, nhung diéu nay khéng quan trong vé mat 1am sang.

- Nhiém khuén hodc khéi u ¢6 thé gay thiéu mau. Phan tich loi ich/nguy co duoc chi dinh va
chi str dung sit dudmg udng sau khi diéu tri bénh chinh.

Thuéc nay cé chita:

- Methyl paraben va propyl paraben, c6 thé gay phan tmg di tmg (c6 thé phan tmg mudn).

- Pudng tring (sucrose) va sorbitol. Bénh nhén cé vin dé vé di truyén hiém gip khéng dung

nap fructose, kém hép thu glucose-galactose hodc thiéu hut sucrase-isomaltase khéng nén ding

thude nay.

Thube nay ¢é chira lugng nho ethanol (rugu), it hon 100 mg trong 10 ml sir6.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Kha nang sinh sin

Céc nghién ctru vé anh huong cua sit polymaltose 1én kha néng sinh san tién hanh trén dong

vat khong cho thdy anh huong nao trén kha ning sinh san hodc giai doan phat trién phéi sém.

Sir dung thude cho phu nir ¢6 thai

Cac dir liéu 1am sang trén phy nir co thai cho thay khéng c6 tac dung khéng mong mudén nao

dbi vai phu nit mang thai hodc thai nhi hodc tré so sinh. Khong ¢6 dir liéu nghién ctu dich (€

hoc. Céc thir nghi¢m trén dong vét cho 1]15:)/ khdng ¢ ddc tinh sinh san. Tuy nhién, can than

trong d6i v&i phu nit mang thai. Dé dé phong, chi nén sir dung Sat (I11) hydroxyd polymaltose

sau khi tham khao y kién bac si.

Str dung thuée cho phu nir cho con ba

Chua 5 luong sét tir sat polymaltose ¢6 qua sita me hay khong. Stra me c6 chira sit lién két véi

lactoferrin. Dé dé phong. chi nén sir dung Sét (111) hydroxyd polymaltose sau khi tham khao y

kién bac s¥.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua ¢6 nghién et nao duge tién hanh. Tuy nhién, St (111) hydroxyd polymaltose dudmg nhu

khong anh huéng dén kha ning 14i xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Tuong tic thude:

Tuong téc cta phic hop sit (111) hydroxyd polymaltose véi tetracyclin hodc nhém hydroxide

dugc nghién ctru trong ba nghién ctiu trén nguoi (thiét ké chéo, 22 bénh nhan mdi nghién ctru).

Khéng c6 su giam dang ké trong viée hip thu tetracyclin. Nong d6 cé hidu qua cta tetracyclin

huyét tuong khong bi giam. Su hép thu sét tir phirc hgp sét (I1T) hydroxyd polymaltose khong

bi giam bai nhém hydroxide va tetracyclin. Do dé, phire hop sat (I11) hydroxyd polymaltose ¢6

thé duge sir dung déng thavi véi tetracyelin hodc cac hop chét phenolic khac va ciing nh v

nhém hydroxide.

Céc nghién ciru ¢ chudt lang vaéi tetracyelin. nhém hydroxide, acetylsalicylate, sulfasalazine,

calcium carbonate, calcium acetate, calcium phosphate két hgp véi vitamin D3, bromazepam,
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magnesium aspartate, D-penicillamine, methyldopa, acetaminophen va auranofin cho thy
khong 6 s twong téc vai phire hop st (111) hydroxyd polymaltose.

Tuong tu nhu véy. khong c6 su tuong tac giita phirc hop sat (111) hydroxyd polymaltose véi
céc thanh phan dinh dudng nhu phytic acid. oxalic acid. tannin. sodium alginate, cholin va
mudi cholin, vitamin A, vitamin D3 va vitamin E, diu ddu nanh va bot dau nanh da dugc ghi
nhén trong cac nghién ctru in vitro. Nhimng két qua nay chi ra rang phire hop sét (11]) hydroxyd
polymaltose cé thé duoc uéng trong hoic ngay sau khi an.

Xét nghiém hemoceult (chon loc Hb) dé phat hién mau én trong phan khong bi anh hudng, vi
vy khong can gian doan viée dung thuéc.

Viée sir dung dOng thoi cée ché pham sit duong tiém va Sét (I11) hydroxyd polymaltose khéng
dugc chi dinh vi sur hdp thu cua ché pham séit duong ubng s& bi irc ché va chi nén str dung cac
ché pham sit dudng tiém néu lidu phap dudmg uéng khong phit hop.

Tuong ky thubc:

Do khéng ¢6 cac nghién ciru vé tinh tuong ky cia thuéc, khong tron 14n thude nay véi cac thude

khac.

TAC DUNG KHONG MONG MUON CUA THUOC: —
Téan suét cic phan ung phu duge mo ta: Rar thiong gdp (ADR > 1/10), Thieong gap (1/100 < Eﬁ"‘a‘q*f
ADR < 1/10), It gap (1/1000 < ADR < 1/100), Hiém gdp (ADR < 1/1000). [@'}
Su an toan va kha ning c}ung nap cua Iron (]II') hydroxide polymaltose complex da du’qrt‘ dén]} ;P\E
gid trong mot phan tich tong hop tir 24 cong bo hoac bao cao thir nghiém 14m sang trén 1ong so ‘E’ijfj
1473 bénh nhén. Cac tac dung phy chinh duoc bao cdo trong céc nghiém ciru nay xay ra & 4 hé =
co quan (xem bén dudi). ;@

Céc tac dung phu thudong gip nhét 13 phan sdm mau nhung khéng c6 y nghia trén 1am sang va
thuong khong dugc béo céo.

Céc tac dung phy phd bién khac 1a ri loan tiéu héa (budn non, o bon, tiéu chay va dau bung).
Réi loan tiéu hoa

Rét thudng gip: phan sAm mau*.

Thuong gap: tiéu chay, budn non, dau bung (bao gém: dau bung, kho tiéu, kho chiu vung thugng

vi, chudng bung). tdo bon.

it gap: non (bao gdm: ndn, tré), déi mau ring, viém da day.

Réi loan chirc nang da va md dudi da

It gap: ngtra, phét ban (bao edm: phat ban, phat ban dang dat, phat ban dang mun nudc)**, may
day**, ban do**.

Réi loan hé than kinh

it gap: dau déu.

Réi loan co xuong, mé lién két va xuong

Hiém gip: co thit co (bao gbm: co co khéng tu ch, run), dau co.

* Phan sAm mau duge bao cdo vai tan sudt thép & phén tich tong hop, nhung thudng 1a tac dung
lién quan dén thude phd bién khi st dung sét dang duong ubng. Do d6, phan sim mau duge
phan vao nhdm tac dung khong mong muén rat thudmng gap.

** Cac trudmg hop tir bdo cdo sau Iuu hanh tu phét, ti 1¢ uce tinh < 1/491 bénh nhan (gioi han
trén cua khoang tin cdy 95%).

Thong bao ngay cho bdc st hodc duge st khi gdp cdc tde dung khéng mong mudn nhe trén khi sir
dung thuoc hodc bdo cdo cde phan 1ng ¢d hai cia thuéc vé Trung tam Qudc gia vé Théng tin
thuée va Theo doi phan img c6 hai ciia thude (ADR). Dia chi: 13 - 15 Lé Thinh Tong, Hoan
Kiém, Ha Npi. Diénthogi: 0243 9335 618; Fax: 0243 9335 642; Email: di pveenter@gmail com.
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QUA LIEU VA CACH XU TRi:

Triéu chung:

Trong trudng hop qué liéu, tinh trang ngd ddc hodic qué tai sat 1a khong dang ké do doe tinh
thdp cua phirc hop Iron (111) hydroxide polymaltose (¢ chudt nhét hodic chudt lang lidu gay chét
50% (LDsg) > 2000 mg Fe/kg trong luong co thé) va do bao hoa du kién ctia sy hip thu sit 1a
kho xay ra. Chua c¢6 truong hop nao bi ngd doc ngau nhién gy tir vong,

Cach xir tri:

Tich cuc theo doi dé co bién phap xir tri kip thoi.

DUQC LUC HOQC:

Nhom duoc ly: Sat (I11), cac ché pham udng.

Ma ATC: BO3ABOS

Co ché tdc dung:

L&i hydroxide sét da nhan trong Iron (I11) hydroxide polymaltose complex (IPC) dugc bao boc
bén ngoai boi cac phan tir polymaltose lién két khong cong hoa tri, dAn dén khdi luong phan tir
trung binh khoang 50 kDa. Lo hydroxide sit da nhan trong IPC ¢é céu tric tuong tu protein
dur trir sat sinh 1y ferritin. IPC 1a mét phire hop 6n dinh va khéng giai phéng luong lén sét trong
diéu kién sinh ly. Nho kich thude cua né, ti 1é khuéch tan qua niém mac cua IPC it hon khoang
40 1an so voi mudi sit dé tan trong nude nhét, ton tai dudi dang phire hop hexaquoferrous trong
dung dich nudc. Sit duoc hép thu trong rudt theo co ché tich cue tr IPC.

Duoe lire hoc

Chit sit hip thu duoc gin két vé6i ferritin va duoc sir dung cho su téng hop Hb trong tiy xuong
hodc du trir lién két voi ferritin, cha yéu & gan.

Hiéu qua lam sang: _

Hiéu qua cua Iron (I1I) hydroxide polymaltose complex so voi gia duge hodc thude doi chung
vai cée cong thac sit khace (rén nong do hemoglebin binh thuong hoa v tic dung bd sung st
da duge nghién ciu trong nhiéu thir nhiém 1am sang trén ca tré so sinh. ré em va tré vi thanh
nién t&i ngudi 16n. Ca hai dang 1PC ran va 1dng déu duoge ding trong cac nghién ctra nay. Muc
tiéu chinh cta viée b sung sit bing duong udng 1a duy tri du trir sit trong co thé trong mirce
gi6i han binh thuéng (ngan ngira thidu sat, vi du trong trudng hep tang nhu cau), bd sung du
trir sat hoac diéu chinh tinh trang thiéu mau do thiéu sit hién co.

Thir nghiém Idm sang trén ngueoi lon

C6 tong céng 11 thir nghiém 1am sang cd kiém soat da duoc tién hanh, st dung IPC bd sung
don ddc so véi gia duoc va/hodc sit (I1) bd sung dudng udng.

Téng cdng c6 900 bénh nhan, trong d6 khoang 500 bénh nhéan sir dung IPC bd sung don doe.
Tai thoi diém bét ddu didu tri, dan sd bénh nhéan duoe xét nghiém cho thdy khéng cé su khéc
biét nao lién quan dén huyét hoc va cac thong sb sit (hemoglobin (Hb), him luong hemoglobin
trung binh hdng ciu (MCV), ferritin huyét twong). Bé sung sét bing duong ubng voi IPC liéu
100-200 mg/ngay trong vai tudn dén 6 thang cho thiy su gia ting co lién quan vé mat 1am sang
trong céc chi sé sat va huyét hoc tai thoi diém két thue didu tri so véi lac bit ddu. Su cai thién
cac thong ) huyét hoc (Hb, MCV, serum ferritin) sau 12 tuan diéu tri voi IPC duoge so sanh
véi viée didu trj béng st sulfate.

M5t phan tich tong hop ctia 6 thir nghiém 1am sang ngdu nhién, c¢6 dinh huéng ¢ bénh nhén 1a
ngudi 16m bi thiéu méu thidu sit nghién ciru hiéu qua cnia IPC so véi sit sulfate. Téng sb bénh
nhan tham gia 1a 557, v&i 319 bénh nhén str dung IPC va 238 bénh nhan sir dung sdt sulfate.
Gié tri trung binh hemoglobin 1éng hop tai thoi diém ban dau 1a 10,35 + 0,92 g/dL (IPC) va
10,20 + 0.93 o/dL (st sulfate). Sau khoang thoi gian diéu tri trung binh tir 8 dén 13 tuan voi
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liéu twong duong, gia tri trung binh hemoglobin khi dén thac didu tri 14 12,13 + 1,19 g/dL (IPC)
va 11,94 + 1,84 g/dL (sat sulfate), p = 0.93. Vai ca hai cong thirc Sal, su gia tang hemoglobin
Iém hon sau khoang thoi gian diéu tri dai hon.

Thu nghiém lam sang trén tre em va tre vi thanh nién

Viée str dung iron (1) hydroxide polymaltose complex & tré em va tré vi thanh nién (tir 18 tudi
tr& xudng) da duge nghién ciru trong mot sd luong 1ém thir nghiém 1am sang gdm hon 1000
bénh nhén. Hiéu qua cua iron (III) hydroxide polymaltose complex so vai gia dugce hodc céc
ché pham thudc déi ching véi cong thic sit khac trong viée cai thién ndng do sit da duoc
ching minh.

DUQC DONG HOC:

Hap thu:

Céc nghién ctru vai Iron (I11) hydroxide polymaltose complex duge danh dau phéng xa cho
thay su hap thu véi ty 1& sit duoc tich hop vao hemoglobin ty 18 nghich véi liéu. Luong sét hap
thu phu thude vao muc do thiéu sét (su thiéu hut sét cang lon, su hép thu sat cang cao). Trai
nguoc véi mudi sat (I1), khong cé tac dong tiéu cuc cha thie dn 1én sinh kha dung cua sat tir
IPC: sinh kha dung cua sit tang dang ké khi dung dong thoi vai thure an da duge chi ra trong
mot nghién ctru 1am sang, trong khi 3 nghién ctru khéc cho thiy tic dong tich cuc nhung khéng
c0 anh huong lam sang déng ké.

Phin bo:

Khong xac dinh.

Chuyén héa:

Khoéng c6 thong tin.

Thai trir:

Sat khong hip thu duge thai trir qua phan.
QUY CACH DONG GOI:

- Hop 20 éng x 10 ml.

- Hop 30 dng x 10 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Bao quan: ¢ nhiét do dudi 30°C, noi kho réo, tranh anh séng,

Han ding: 36 thang ké ti ngdy san xuat. Khang dung thude khi qua han ding.

Tiéu chuin chit lwong cia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S6 27, Pudmg 3A, Khu Céng Nghi¢p Bién Hoa 11, Phuong An Binh, Tp. Bién Hoa, Tinh Déng Nai.
DT: (0251) 3992999 Fax: (0251) 3835088
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