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Rx Thube bin theo don
Ferinject

50 mg sit/ml dung dich tiém truyén

1. TEN THUOC
Ferinject.

2. THANH PHAN
Mobi ml dung dich chira 50 mg sit dudi dang sit carboxymaltose.
M&i lo 2 ml chira 100 mg sit dudi dang sit carboxymaltose.
MBoi lo 10 ml chira 500 mg sit dudi dang sit carboxymaltose.
Ferinject dwoc cung cip nhw mot san pham khong dextran.

Vé danh muc ta dwoc diy do, xem phan 6.1.

3. DANG BAO CHE
Dung dich tiém truyén. Dung dich nuc mau nau sim, khong trong suot.

4. CACPAC TINH LAM SANG
4.1 Chi dinh diéu tri
Ferinject dugc chi dinh diéu tri thiéu sit khi cic ché phiAm sit dung duong uéng khong
c¢6 hiéu qua hodc khong thé sir dung.
Viéc chan do4n phai dya trén xét nghiém.

4.2 Liéu hrong va cich dung
Liéu luong
Xdc dinh liéu tich iy sdt
Liéu tich liy dé bd sung st st dung Ferinject duoc xac dinh dua trén thé trong cua b¢nh
nhan va ndng dd hemoglobin (Hb) va khong duoc vuot qua. Nén sit dung bang dudi day
dé xac dinh liéu tich Ly sit:

Bénh nhin c¢6 thé trong Bénh nhin c¢6 thé trong
Hb (g/dl) p

35 kg dén <70 kg =70 kg
<10 1.500 mg 2.000 mg
> 10 1.000 mg 1.500 mg

Luu v: Khong dwoc vugt qua lidu tich Lty sat 500 mg dbi véi nhitng bénh nhin c6 thé
trong <35 kg.
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Poi v6i bénh nhan thira can, moi quan hé thé trong/thé tich mau binh thudong nén duoc
gia dinh khi x4c dinh nhu ciu sit.

Poi v6i bénh nhan ¢ tri s6 Hb > 14 g/dl, nén dung liéu khéi dau 500 mg sit va cin
kiém tra cAc thong sb vé sit trudc khi dung liéu lip lai.

Sau khi bo sung sit, can hoan thanh viéc danh gia thudong xuyén dé bao dam nong do
sit duoc diéu chinh va duy tri.

Cich ding

Ferinject chi dugc dung bang duong tinh mach: bang cach tiém bolus, hoiic trong mot
dot thAm phan m4u tiém truc tiép khong pha lodng vao nhanh tinh mach ctia may tham
phan, hoic bing cach truyén.

Tiem tinh mach:

Ferinject c6 thé duoc tiém tinh mach sir dung dung dich khéng pha lodng 1én dén 1.000
mg sit. Doi vai cac lidu dén 200 mg sit, khong cé thoi gian tiém nao duoc chi dinh. Dbi
véi céc lidu 16n hon 200 mg va dén 500 mg sit, Ferinject nén duge tiém véi toc db 1én
dén 100 mg sat/phut. P6i v6i cac liéu 16n hon 500 mg va 1én dén 1.000 mg sit, Ferinject
nén dugc tiém hon 15 pht.

Truvén tinh mach:
Ferinject c6 thé dugc ding bang dudong truyén (inh mach dén mot licu don t6i da 1a
1.000 mg sit (20 ml).

Trong truomg hop truyén, Ferinject chi dwoc pha lodng trong dung dich natri chlorid
0,9% khdi lugng/thé tich (m/V) vo khuan nhr sau:
K& hoach pha loing Ferinject dé truyén tinh mach

Luwogng dung dich natri
» . chlorid 0,9% khdi Thoi gian truyén
Ferinject Sat .. n Ko o2 eR
luwgng/thé tich (m/V) vé | toi thiéu
Khuén
Khong c6 thoi gian
2-4ml 100 - 200 mg 50 ml ng oo Tl 8
truyen toi thieu
>4-10ml | >200-500 mg 100 ml 6 phut
>10-20ml | >500-1.000 mg | 250 ml 15 phut
Luruy:

1. Vi ly do dd 6n dinh, khong duoc phép pha lodng dén cic ndng do dudi 2 mg sit/ml
(khong bao gdm thé tich dung dich sit carboxymaltose).

Ferinject khong duoc dung bing dudng tiém dudi da hodc tiém bip.
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4.3

4.4

Hudng din lidu dung dic biét

Liéu don t6i da duwoc dung nap
Mot liéu don Ferinject khong duoc vuot qua 1.000 mg sit (20 ml)/ngay hodc 20 mg sit
(0,4 ml)/kg thé trong. Khong tiém nhiéu hon 1.000 mg sit (20 ml) mot 14n mdi tuin,

Nhom bénh nhdn tré em
Viéc sur dung Ferinject chura dwoc nghién ciru ¢ tré em, do d6 Ferinject khong dugc
Khuyén cdo ¢ tré em dudi 14 tudi.

Bénh thdn man tinh phy thugc vao théam phdn madu

Khong duoc virgt qua mot licu don toi da hang ngay 14 200 mg sit & bénh nhan bi bénh
than man tinh phu thudc vao thim phan mau vi hién chura co6 dit liéu an toan trén bénh
nhan bi bénh thin man tinh phu thudc vao tham phan mau nhin dugc liéu don hon 200
mg sat.

Chéng chi dinh

Chébng chi dinh dung Ferinject trong cic trudmg hop sau:

e Qud man vé6i phirc hop sit catboxymaltose, vdi dung dich sét catboxymaltose hosc
voi bat ky ta dugc ndo cua thude dugc liét ké trong phan 6.1.

e Thiéu mau khong phai do thiéu sit, vi du thiéu mau héng ciu nho khic.

e (6 biing chirng vé thira st hoiic 16i loan trong viéc sir dung sit.

Cinh bao va thin trong dic biét khi sir dung

Cac ché pham sét dung duong tiém c6 thé gay ra phan img qua man bao gdm phan tng
dang phan vé, c6 thé gay tir vong (xem phin 4.8). Vi vay phai c6 sdn cic phuong tién
hoi stic tim phoi. Néu phan tng di ing hoic dau hiéu khong dung nap xay ra trong khi
tiém, phai ngirng diéu tri ngay 1ap titc. Phan g qua man ciing da duoc bao cdo sau cac
lidu trude day khong c6 bién c6 ciia bat ky phirc hop sit nao ding dudng tiém, bao gdm
sit carboxymaltose. Phai theo déi tirng bénh nhin vé céc tic dung phu trong it nhat 30
phut sau méi 1an tiém dung dich sit carboxymaltose.

O bénh nhan bi 16 loan chitc ning gan, sit ding dudng tiém chi nén sir dung sau khi
d4nh gia can than giita lgi ich va nguy co. Nén tranh dung sit dudng tiém & nhitng bénh
nhan bi 1di loan chiic ning gan trong d6 thira sit 12 mot véu t6 lam dé, dic biét 1a loan
chuyén hoéa porphyrin biéu hién da mudn. Khuyén cdo nén theo dai cin thin tinh trang
st dé tranh thira sét.
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4.5

4.6

4.7

Phai than trong khi sir dung st duong tiém trong truong hop nhiém tring cap tinh hoic
man tinh, hen, eczema hoic thé tang di irng. Khuyén cdo nén ngiing sir dung Ferinject
& nhitng bénh nhan c6 vi khuan huyét dang tién trién. O nhitng bénh nhan bi nhiém tring
man tinh, phai thuc hién danh gia giita loi ich va nguy co, c6 tinh dén su trc ché sy tao
hong cau (do nhiém tring man tinh).

Can than trong dé trdnh 1o can tinh mach khi tiém Ferinject. RO can tinh mach tai chd
tiém c6 thé dan dén kich g da va c6 kha ning kéo dai sir doi mau nau cua da tai chd
tiém. Trong truomg hop 10 can tinh mach, phai nging ti€m Ferinject ngay 1ap tic.

1 ml Ferinject khong pha loding c6 chita dén 3,5 mg (0,24 mmol) natri. Piéu nay phai
duoc tinh dén & nhirng bénh nhan theo ché do dn kiém soat natri.

Twong tic véi cic thude khic va cic dang twong tic khic

Ciing nhur véi tit ca cac ché pham sit ding dudng tiém, si hap thu sit dung dudng uéng
bi giam khi sit dung dong thoi. Do dé, néu can dén, khong nén bét du liéu phap sit
dudng udng trong vong 5 ngay sau 1an tiém Ferinject cudi cung,

Phu nif ¢6 thai va cho con ba

Phu nit ¢ thai

Dit liéu 1am sang con han ché vé viéc sit dung Ferinject & phu nit mang thai. Can danh
gid can than giita loi ich va nguy co trude khi sir dung trong thai ky, dic biét 1a trong 3
thang dau cua thai ky.

Dit liéu tién 14m sang cho thiy sit duoc phong thich tir Ferinject c6 thé di qua nhau thai
v6i s6 lwong han ché, c6 kiém soat. Viée diéu tri dong vat mang thai bang Ferinject &
cac liéu khong gay doc cho me dan dén khong c6 tic dung phu nao ddi véi phoi hoic
thai.

Phu nit cho con bt

Céc nghién ciru 1am sang cho thy sw truyén sit tir Ferinject qua sira me khong dang ké
(< 1%). Duya trén dit liéu han ché & phu nit cho con bu, khong chéc 13 Ferinject dai dién
cho mot nguy co dbi véi tré bi me.

Kha néng sinh san

Chura c6 dir liéu vé anh huong cua Ferinject dén kha ning sinh san ¢ ngudi. Kha ning
sinh san khong bi anh hudng sau khi diéu tri bing Ferinject trong cac nghién ctru ¢ dong
vat (xem phan 5.3).

Tac dong trén khi ning ldi xe va vin hinh miy méc
Chua co dir licéu.
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4.8 Tic dung khong mong mudn

Phan trg phu cua thuéc (ADR) dugc bdo cdo tir cac thir nghiém 1am sang duge tom tit

trong bang dudéi day.

L £ e s Hi¢m gip
Nhom hé co Ruat thuomg | Thwong giap It gap & 1/10.000,
quan gip =1/10) | =1/100, < 1/10) | (= 1/1.000, < 1/100) < 1/1.000)
Roi loan hé — — Qu4 man Phan (g
mién dich dang phan

Ve

Roi loan hé - Nhirc dau, chéng | Di cam, loan vi gidc | —
than kinh mait
Roi loan tim - - Nhip tim nhanh -
Roi loan mach | — Ting huyét ap Ha huyét ap, do -

birng mat
Roi loan hd — — Kho the —
hap, nguc va
trung thit
Roi loan tibu | — Bu6n nén Némn, kho tiéu, dau | —
héa bung, tao bon, ticu

chay
Roiloan dava |- — Ngtra, noi mé day, |-
mé dwéi da ban dé, ban'
Roiloan hé co |- — Pau co, dau lung, —
Xwong va mo dau khép, co thét co
lién két
Roiloan toan | — Phan g tai chd | Sot, mét moi, dau Rét run,
thin va tinh tiém? nguc, phil ngoai khé chiu

trang tai chd
tiém

bién, dau, ¢n lanh

Xét nghiém

Téang alanine
aminotransferase

Tang aspartate
aminostransferase,
tang gamma-
glutamyltransferase,
tdng lactate
dechydrogenase trong
mau, ting
phosphatase kiém
trong mau
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i R P . . - L Hiém gap
Nhom hé co Rat thwong | Thuwong gap It gap > 1/10.000,
quan gap =1/10) | =1/100,<1/10) | (= 1/1.000, < 1/100) <1/1.000)
Roi loan — Giam phosphat | — -
chuyén héa va huyét
dinh dudng

1 Bao gdm cac thuat ngft wu tién sau: ban (tan suat ADR theo timg truong hop dugc xac dinh 14
it gap), phat ban do da, phat ban toan than, ban dat, ban dat san, ban ngura (tit ca cac ADR theo
tirng truong hop cé tan suat dugc xac dinh 1a hiém gip).

2 Bao gém cac thuat ngit wu tién sau: noéng, dau, bam tim, da d6i mau, thoat mach, kich tmg,
phan tmg tai chd tiém truyén (tat ca cac ADR theo timg trrong hop ¢o tan suat dugc x4c dinh la
it gap) va di cam tai chd tiém truyén (tit ca cac ADR theo timg triromg hop c6 tin suat duge xac
dinh 1a hiém gap).

Luu y: ADR = Phan tng phu cta thube.

Phan tmg phu cta thudc dugc bao cdo thudng gip nhat 13 budn non, xay ra ¢ 3,1% bénh
nhin.

Tdc dung khong mong mudn tir béo cdo hdu mai tw phét

La mot phan trong viéc theo d6i hau méi 1ién tyc cta Ferinject, cac phan tmg phu nghiém
trong sau day da duoc quan sat thiy:

Bdo cdo hdu mdi te phdit

Nhom hé co quan Thuit ngit uu tién®

R6i loan hé than kinh Mat v thitc va chong mit

R6i loan tAm than Lo du

R6i loan tim mach Ngat, tién ngat

R6i loan da va md dudi da Phu mach, viém da, xanh xao va phu mét
Roi loan ho hap, nguc va trung that Co thit phé quan

1. Tan suit khdng 15.

4.9 Qui lidu
Str dung Ferinject vdi s6 lugng vuot qua lugng can thiét dé diéu chinh thiéu sit tai thoi
diém str dung c6 thé din dén tich ty sit & cAc noi du trit, cudi ciing din dén chitng nhiém
haemosiderin. Viéc theo ddi cac thong s6 vé sat nhu ferritin huyét thanh va do bao hoa
transferrin (TSAT) c6 thé hd tro trong viéc nhan biét sy tich tu sit. Néu sy tich tu sit
Xay ra, diéu tri theo thye hanh y khoa chuan, vi dy xem xét st dung mot chét chelat hoa
sat.
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5. CACPAC TINH DUQC LY
5.1 Cac dic tinh dwgc lue hoc
Nhom duge Iy tri licu: Ché phim sdt héa tri ba, diung dudng tiém
Mi ATC: BO3ACO1

Co ché téc dung

Dung dich tiém truyén Ferinject 14 mot dung dich keo ciia sit carboxymaltose, chira sét
& trang thai sit on dinh dudi dang phirc hop sit khong dextran, bao gdbm mot 15i sit
hydroxide da nhin véi mot phéi tir (ligand) carbohydrate. Do sy 0n dinh cao cua phirc
hop, chi c6 mdt s6 lwong rat nhd sét gin két yéu (con goi 1a sit khong on dinh hoic sét
tu do). Cau tric cia 16i st carboxymaltose twong ty nhu cia ferritin 1a protein dw trix
sit sinh 1¥. Phitc hop duoc thiét ké theo cach c6 kiém sodt dé cung cap sét co thé sir
dung cho protein van chuyén sit (transferrin) va protein di trit (ferritin) trong co thé.

Chup cit 16p phat positron (PET) cho thiy viéc sir dung 59Fe cua hong ciu ti sit
carboxymaltose c6 danh dau phéng xa trong khoang tir 91% dén 99% & nhitng bénh
nhan thiéu sit va 61% dén 84% ¢ nhitng bénh nhan bi thiéu mau thin vao lac 24 ngay
sau khi tiém liéu thubc. Piéu tri bing Ferinject & bénh nhin thiéu mau do thiéu sit din
dén ting 15 rét s6 lwong hong cau ludi, cho thiy ting sir trudng thanh cua cdc té bao tién
than hong cau vi sit tré nén c6 sin. Nong do ferritin trong huyét thanh ting 1én dén mirc
binh thudng di xac nhan viéc bo sung dir trit sit.

Céc nghién ctru 1am sang di cho thay 1a dip g huyét hoc va sw lam day duir trit sdt
nhanh hon sau khi tiém tinh mach sit carboxymaltose so v&i cac thudc so sanh ding
dudng ubng.

Hiéu qua va dp an toan lam sang

Céc nghién ctru v& hiéu qua 1am sang da duoc tién hanh trén nhiéu bénh nguyén dai dién
cho cac bénh tir trwéc co thé dan dén thicu sit tic 1a cac bénh c6 ting tinh trang viém
c6 thé 1am giam hap thu sit, ciing nhu cic chi dinh d6i véi mat sit lugng 16n khong thé
bu qua ché do in hoic dung sit dudong udng. Mot ban tom tit ngin vé cac nghién ctru
chinh di duoc néu dudi day.

4 nghién ctru pha 3 da duogc tién hanh vé than hoc. G mot nhém bénh nhan bi bénh thin
man tinh trudc khi thim phin mau (1VIT04004), diéu tri 1-3 lidu sit carboxymaltose
(hon 2-4 tudn) d4 cho thay c6 hidu qua hon viéc diéu tri bing sit dung duong udng 3
lan/ngay (TID) trong 8 tuan trén tit ca cac tidu chi danh gia chinh va tiéu chi phy vé
hiéu qua duoc xép hang va ty 18 cac doi twong dat dwoc s ting Hb > 1 g/dl 6 nhém
dung sit carboxymaltose cao hon c6 ¥ nghia thong ké (p < 0,001) (60,4%) so véi nhom
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dung sit sulphate (34,7%). Trong mot nghién ciru mé rdong dai han 44 tuan doi véi
nghién ctru nay (1VIT05003), hidu qua cua viéc tiép tuc dung liéu duy tri véi sit
carboxymaltose dd duoc chitng minh bang sy thanh cong trén 14m sang (dugc dinh nghia
14 Hb > 11,0 g/dl, ferritin 100-800 ng/ml va TSAT 30-50% trong cling mét 1an thim
kham) & 51,4% bénh nhan vé tong the.

O mot nhom bénh nhan bi bénh viém rudt, di quan sat thdy sy diéu chinh thiéu mau do
thiéu sit thong qua viéc st dung sit carboxymaltose. Trong nghién ctu VIT-IV-CL-
008, dicu tri ngin han bing sit carboxymaltose (1-2 tuan) di cho thdy khong thua kém
viéc diéu tri bing sit dung duomg uong 2 1an/ngay (BID) trong 12 tuan: su ting trung
binh vé Hb tir liic ban dau dén tuan thi 12 13 3,83 g/dl & nhom ding sét carboxymaltose
va 3,75 g/dl & nhém dung sit dudng udng. Trong nghién ctru FER-IBD-07-COR, mot
phac do ding thudc don gian (dya trén Hb va thé trong) ddi véi sit catboxymaltose co
hiéu qua hon dang ké trong viéc cai thién tinh trang thiéu mau & tudn thit 12 so véi ding
Venofer theo cong thitc Ganzoni. T¥ 1¢ phan trim bénh nhan dap tng dat dugc mot mirc
ting Hb > 2 g/dl & tuln thir 12 14 66,06% & nhém ding sit carboxymaltose va 54,14%
¢ nhom dung Venofer (p = 0,008), va 83,77% bénh nhan dung sit carboxymaltose (so
vdi 75,91% bénh nhan diing Venofer) dat dugc mot mirc ting Hb > 2 g/dl hoic c¢6 nong
do Hb nidm trong gidi han binh thwong dwoc dinh nghia theo To chirc Y té thé gi6i &
tuan thir 12 (p =0,019).

Vé phu khoa, 3 nghién ctru trén nhitng bénh nhin sau khi sinh va 1 nghién ctru & nhitng
bénh nhin bi xuat huyét tir cung niing ding 1-3 liéu sit carboxymaltose di dugc so sanh
véi sit sulphate uéng 3 lan/ngdy trong 6 tudn (1VITO6011, 1VIT03001,
1VIT04002/04003) hodic 2 1an/ngay trong 12 tuin (VIT-IV-CL-009). G nghién ciru
IVIT06011 trén nhitng bénh nhin sau khi sinh, ty 1¢ bénh nhan dat duoc néng do Hb >
12 g/dl cao hon c6 y nghia thong k& (p < 0,0001) & nhom dung sit carboxymaltose
(91,4%) so véi nhom dung sit sulphate (66,7%). Trong 2 nghién ciru sau trén nhitng
bénh nhan sau khi sinh, tinh khong thua kém ciia sit carboxymaltose so vdi sit ding
dudng udng da duoc chirng minh ddi véi cc tiéu chi déanh gia chinh vé Hb: Trong
nghién ctru 1VITO3001, ty 1€ cac doi tugng dat duogc su ting néng do Hb > 2,0 g/dl 1a
96,4% & nhém ding sit carboxymaltose va 94.1% & nhom dung sit sulphate. Trong
nghién ciru (VIT-IV-CL-009), thay doi trung binh vé nong do Hb tir lic ban diu dén
tudn thir 12 13 3,37 g/dl & nhém dung sit catboxymaltose va 3,29 g/dl & nhém ding sét
dudong udng. Trong nghién ciru trén bénh nhan xudt huyét tr cung ning
(1VIT04002/04003), ty 1¢ bénh nhin dat dugc mirc ting né)ng do Hb > 2.0 g/dl cao hon
c6 v nghia thong ké (p < 0,001) & nhom dung sit carboxymaltose (82,0%) so véi nhém
dung sit sulphate durong uéng (61,8%).
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5.2

Nhin chung, cic thay doi vé ferritin huyét thanh va TSAT da khing dinh sy bd sung
thanh cong vé du trit sit thiéu hut & nhitng bénh nhan duoc diéu tri bing sit
carboxymaltose. Pham vi myc tiéu xac dinh trudc dbi véi ferritin huyét thanh da dat
dwoc bai da s6 bénh nhan diéu tri bang sit carboxymaltose. Trong cic nghién ciru so
sanh sit carboxymaltose v6i diéu tri bing sit sulphate duong udng, sur ting ferritin huyét
thanh cao hon dang ké & tit ca cic 1an thim kham. Mirc do bdo hoa transferrin chuyén
o cﬁp dd dudi mixc 16i wu 1én dén pham vi muc ti€u dugc quéc 1é chfip nhan (20-50%)
trong vong 2 tun sau khi bt dau ding thudc sit carboxymaltose.

Str diéu chinh thiéu méu tiép tuc dugc quan st thay véi su ting Hb dén pham vi muc
tiéu trong khoang 4 tuin. O nhirng bénh nhan bj thiéu sit ma khong thiéu mau, di quan
sat thiy khong c6 surthay doi cd v nghia (ting hodc giam) vé tri s6 Hb (mic du cic thong
s6 khéc lién tuc duoc cai thién).

Nhin chung, st carboxymaltose tiép tuc cho thfiy 1a mét Iwa chon diéu tri hiéu qua doi
vdi bénh nhan bi thiéu sit trong cic nghién ctru 1am sang da hoan thanh. Thai gian diéu
tri ngén (1-2 tuan so v&i 6-12 tudn doi véi sit dung duong udng) co thé duoc xem 1a loi
thé 14m sang & cdc nhém bénh nhan dic biét cn phai diéu tri sit.

Cic dic tinh dwoce dong hoc

Phdn bo

Sau khi tiém mét liéu don sit catboxymaltose tir 100-1.000 mg sit cho bénh nhin thiéu
mau, ndng do dinh cua st trong huyét thanh trong khoang tir 37-333 mcg/ml. Thé tich
phan bb ¢ ngdn trung tAm twong Gng véi thé tich huyét tuong (khoang 3 1it).

Chup cit 16p phat positron (PET) di cho thiy **Fe tir **Fe/sit carboxymaltose duogc dinh
ddu *°Fe dugc phin bd nhanh vao gan, lach va tay xwong. Mot pha phin bo khoang 25
phut di duoc ghi nhin & gan va lach trong khi doi véi tiy xwong thi cé mot sw hip thu
nhanh chéng duoc nhin thiy trong 10 phut dau tién, tiép theo 12 mot dong chay vao thém
& toc do thap hon nhung 6n dinh. **Fe nhanh chéng dugc lay ra khéi mau va vao cudi
thdi gian quan sat (khoang 8 gioy), da s6 cac liéu d4 tiém duoc phan bd vao tiy xwong.
Su str dung *°Fe ciia hong ciu trong khoang tir 61% dén 99%. Sau 24 ngiy, bénh nhan
bi thiéu mau do thiéu sit cho thay su sit dung *Fe 12 91% dén 99% va bénh nhan thi¢u
mau thin cho thay su sit dung *Fe tir 61% dén 84%.

Thai trie

Sit tir sit carboxymaltose nhanh chéng duoc loai khoi huyét tuong; trong mot nghién
ciru thoi gian ban thai pha cudi trong khoang tir 7-12 gid va thoi gian Iwu trung binh
trong khoang tir 11-17 gidr. S thai trir sit khong dang ké.
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5.3

Cic dit liéu an toan tién Iim sang

Céc dit liéu tién 14m sang cho thay khéng c6 nguy co dic biét nao doi véi nguodi dua
trén cac nghién ctru thudng quy vé duoc 1y an toan, doc tinh khi dung 1iéu Lip lai, doc
tinh dbi vé&i sinh san va doc tinh gen.

Céc nghién ciru tién 1am sang cho thay sit phong thich tir Ferinject khong qua dugc
hang rao nhau thai va duoc bai tiét qua sita véi s6 lwgng han ché, c6 kiém soat. Trong
cac nghién ctru vé doc tinh doi vdi sinh san sit dung dong vat dugc bo sung sét, Ferinject
c6 lién quan véi cic bat thudng nho vé xuwong ¢ thai nhung chi & nhitng lidu gay doc
cho dong vat me. Trong mot nghién ciru trén chudt cong, Ferinject khong c6 anh huong
ndo trén kha ning sinh san hodc hiéu suat giao phoi. Chua c6 nghién ctru dai han nio &
dong vat dugc thyc hién dé danh gid tiém niing giy ung thu cia Ferinject. Ferinject
khong gay doc gen trong cac thir nghiém vé dot bién gen (thir nghiém trén vi khuén va
thir nghiém té bao u lympho trén chudt nhit in vitro) va ton thuong nhiém sic thé (thir
nghiém té bao lympho ngudi in vitro va thir nghiém vi nhan trén chuét nhit in vivo).
Khong quan sat thiy bang chirng vé kha ning gay di rng hoiic doc tinh mién dich.

Mot thir nghiém in vivo c6 doi chirng dd chitng minh khong cé phan ting chéo giita
Ferinject v6i khang thé khiang dextran. Khong quan sat thay s kich trng tai chd hoic
khong dung nap sau khi tiém tinh mach.

6. CAC DAC TINH CUA THUOC

6.1

6.2

6.3

Danh muc ta dugc

Natri hydroxid (dé diéu chinh pH)
Acid hydrochloric (dé diéu chinh pH)
Nudce pha tiém

Twong ky
Thubc nay khong dugc tron véi cac thude khac ngoai trir chit duge dé cap trong phan
6.6. Chura 16 kha ning tuong hop véi cac lo chira khac ngoai polyethylene va thuy tinh.

Han dung
Han ding ciia thuoc dupce dong goi dé ban:
3 nam.

Shelf life after first opening of the container:
Dung dich v6 khuan va tuan thi cac thir nghiém vé ndi doc to cua vi khuan. Theo quan
diém vi sinh vat hoc, nén diing thudc ngay sau khi mé lo.

Han diing sau khi pha lodng véi dung dich natri chlorid 0,9% khoi heong/thé tich (m/V)
Vo khudn:
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6.4

6.5

Do 6n dinh vé 1y hoéa khi dang sir dung ciia dung dich pha lodng véi natri chlorid 0.9%
khéi luwgng/thé tich (m/V) v6 khuan di dugce chirng minh trong it nhét 24 gio & 25°C.
Dung dich di pha loing nén dugc sir dung ngay. Néu khong duoc st dung ngay, thoi
gian bao quan khi dang sit dung va diéu kién bao quan trudce khi dung 1a trach nhiém
cua nguoi str dung va thuong khong 1au hon 24 gio ¢ 2-8°C, trir khi sy pha loing thuc
hién trong diéu kién vo khuan duoc kiém soat va tham dinh.

Nhiing luu ¥ dic biét khi bio quin
Giit thudc trong bao bi goc. Khong bao quan trén 30°C. Khéng dé dong lanh.

Tinh chit vi dung lweng cia bao bi déng géi
2 ml dung dich chira trong lo (thity tinh loai I) véi mit cao su bromobutyl va niip nhom,
quy cach dong goi: 1 1o

10 m1 dung dich chita trong lo (thily tinh loai I) v&i nit cao su bromobutyl va nip nhom,
quy cach dong goi: 1 1o

7. NHA SAN XUAT
Nha san xuit va dong goi: IDT Biologika GmbH

Am Pharmapark, 06861 Dessau-Roflau, Pirc

Nha xudt xuong: Vifor (International) Inc.

Rechenstrasse 37, 9014 St. Gallen, Thuy Si

NGAY DUYET LAI NOI DUNG TO HUONG DAN SU DUNG



