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Iron Sucrose Injection USP 20mg/ml

FEROZE

For IV use only

Size : 105 x 20 x 95 mm



FEROZE

o ) Sb 16 SX, NEX, HD xem , “Batch No", "Mfg.date”, "Exp.date” trén bao bl.

Nhan phu

Rx - Thudc ban theo don

- Tén thudc: THUOC TEM FEROZE
-SBbK:

- Thanh phdn: M3i ml cndra: S4t hydroxide trong phirc hgp véi Sucrose trong |
duong véi sit 20mg.

- Durréng dung: Tiém tirh mach

- Déng géi: Hép 5 bng x 5md

- Lidu lvgng & c4ch dlng, Chidinh, Chdng chi dinh: xin doc t& hudng din
s(r dung kém theo.

]{//02” i vy

30 quan dui 30°C. Tranh anh sang. Khéng 1am déng lanh.
4 SX: SW'SS PARENT=ZRALS PVT.LTD- An B9
- Dé xa tAm tré em. Boc k§ hwdmg din sir dung truedee khi ding.
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Composition :
Each ml contains: Mfg. Lic. No. : G/1078
Ferric Hydroxide in Comoalex with Sucrose Batch No.:SX 5182

equivalent to elemental fron .....20mg ~ Mfg- Date :01/02/2011
SrasifEatiohZUSP Exp. Date : 30/01/2013

]

Dosage: N
As directed by the physician. c
Storage : =
Store below 30°C. Protect from light. ke
Do not Freeze. I I

KEEP OUT OF REACH

OF CHILDREN

Manutactured in India by :

SWISS PARENTERALS PVT. LTD.

809, Kerala Industrial Estate, G.1.0.C Near Bavla Dist.
Ahmedabad-382 220 (Gujarat), India

FEROZE

For IV use only

For IV use only
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Iron Sucrose Injection USP 20mg/mi

FEROZE

e For IV use only
Compaosition :
Each ml contains: Mig. Lic. Na. : G'1078
Ferric Hydroxida in Complex with Sucrose  gaieh Mo, «
equivalent 1o slamantal Iran....... 20 mg Late :
Specification : USP e
Dasage : As directed by the physician.

Storage : Stora balow 30°C. Protact from light.
Min it Fravera

KEEP UT OF REACH OF CHILOREN
Manufactured i ndin by -
aw‘:ifu Mlidﬂh il’:\'l"liE—.‘-ﬁNul hwbedard 389 200 [Qrfural. liile

200% Enlarge
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Hudng din sit dung thuéc

FEROZE

THANH PHAN:
Mébi ml chifa:
Sat sucrose tuong duong nguyén 16 Sat 20 mg.
T4 duoc: Sodium Hydroxide, Nugc pha tiém.
Doc ky huang dan sir dung truge khi ding, néu can thém théng tin xin héi y kién
thay thuéc.

DUQC LY:

Phirc hop Sét hydroxide sucrose 13 nguén sit dugc sir dung trong céc trudng hop thiéu
mau do thiéu sit khi ma st ding dudng udng khong higu qua va khéng thyc té. Sit
sucrose bi phd vo céu tric theo hé théng mét ludi thanh st va sucrosc. St giai phiong
lam tang néng do sat trong huyét thanh va tao phirc hop vai hemoglobin.

DUGC PONG 110C:

Sau khi tiém tinh mach don liéu Feroze chifa 100 mg sdt & ngudi tinh nguyén khde
manh, nong dé sit I6n nhat trung binh 13 538 pmol/l, dat dugc sau khi tiém 10 phat.
The tich phan b6 & ngan trung tam tuong dng vdi thé tich huyét thanh (khodng 3 Iit).
Sat dugc tiém vao s& nhanh chéng loai khdi huyét thanh, thai gian ban théi cudi cung
khodng 6 gid. Thé tich phan bé & trang thdi can bang khoing 8 lit, cho thdy sy phan
bé sdl thdp trong dich ca thé. Do st cé dé 6n dinh thap han so vdi transferrin, nén cé
sy canh tranh trao déi sit vdi transferrin. K&t qud 1a sdt dugc van chuyén khodng 31
mg/24 gid.

Su dao thai sat & than xdy ra trong 4 gid ddu tién sau khi tiém, tuong (ng vai dudi 5%
dd thanh thai cia toan co thé. Sau 24 gid, ndéng dé sat trong huy#t thanh gidm xuéng
con bing néng dd sit trudc khi tiém va khodng 75% liéu diing cda sét bi dao thai.

CHI DINH:
Feroze dugc chi dinh dién tri thigu mdu du thi€u st cho nhitng bénh nhin sau:

e Bénh nhan suy than man tinh khéng thdm tich mdau dang ding
erythropoietin.

« Bénh nhdn suy thin man tinh khéng thdm tiach mau khong ding
erythropoietin.

* Bénh nhén suy than man tinh thim tdch mdu dang ding erythropoietin.

« Bénh nhan suy thin man tinh thdm phan phic mac dang dung erythropaietin.

11F1 DUNG VA CACHI SU DUNG:
Thuéc nay chi ding theo su ké don ciia thay thuéc.
Liéu diing cda Feroze dugc thé hién bdi mg sdt. Méi ml chifa 20 mg sit.
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Hau hét cac bénh nhin suy than man tinh téng liéu tich lay 13 1.000 mg séit, dugc
ding lién tiép dé dat dudc ddp (ng hemoglobin thuan lgi va du trd sit dugc bd
sung (ferritin, TSAT). Bénh nhan thdm tich mdu cé thé can tiép tuc diéu tri vdi
Feroze hodc cac ché phdm chifa sdt tiém tinh mach khac & liéu thdp hon nhdm duy
tri mic hemoglobin va lugng dif trir sit trong gidi han cho phép.

Cach diing: Feroze chi dugc dung tiém tinh mach bang cich tiém cham hoac tiém
truyén.

Liéu dé nghi cho ngudi ln

Bénh nhan suy than tham tach mau (HDD-CKD): Feroze (100 mg sét) co thé diing
tiém tinh mach cham dudi dang khong pha loang tir 2-5 phit hodc dudi dang dich
truyén chda 100 mg sit pha loang t8i da trong 100 mL dung dich NaCl 0,9% trong
it nhat 15 pht tiép sau méi chu ky tham tach cho téng liéu tich lay 1.000 mg.
Bénh nhan suy thdn man khéng tham tich (NDD-CKD): Feroze dugc dung vdi
tong liéu tich lay la 1.000 mg trong chu ky 14 ngay bang cach tiém tinh mach
cham 200 mg dudi dang khong pha lodng trong vong 2-5 phut 8 5 lan khdc nhau
trong vong 14 ngay. Dung dudi dang dich truyén cla Feroze chda 500 mg pha
lodng trong t6i da 250 ml dung dich NaCl 0,9% trong vong 3,5-4 gi & ngay thu
nhat va ngay thd 14 han ché&, ha huyét 4p da xdy ra trén 2 trong 30 bénh nhan.
Bénh nhan suy thian man thim phan phtic mac (PDD-CKD): Feroze dugc dung vdi
t6ng liéu tich lay 1.000 mg chia lam 3 liéu tiém truyén tinh mach cham trong chu
ky 28 ngay: 2 liéu, méi liéu 300 mg tiém truyén tinh mach trong 1,5 gi¢ cach nhau
14 ngay, 11 ngay tiép theo, tiém truyén tinh mach 1 liéu 400 mg trong vong 2,5
gidl. Liéu dung cua Feroze nén dugc pha loing t6i da v6i 250 ml dung dich NaCl
0,9%.

CHONG CHI P|NH:
Chéng chi dinh dung Sat Sucrose & bénh nhan thia sdt, bénh nhan bi qua man vdéi
cac thube chda sat hoac bl ou 14 duve nao wia thude va & bénh nhan thiéu méu
ma khong phai do thiéu Sat.

CANH BAO:

Phin itng qua man da ditge ban cdo vdi thude St dung duong tiém.

Thén trong thong thuding: Bdi vi su dao thdi cla Sat trong co thé han ché va nguy
hiém néu lugng st trong md du, nén ngitng diing st néu c6 sy hién dién nguy co
mé du sit. Bénh nhin dung S3t Sucrose tiém phdi theo déi dinh ky cac thong sd
huyét hoc va hematin (hemoglobin, hematocrit, ferritin huyét thanh va transferrin
bao hda). Nén ngiing diéu tri sit cho bénh nhan c6 nguy co thifa sit. Gid trj
transferrin bao haa tang nhanh chéng sau khi tiém tinh mach St sucrose; vi thé,
gid tri sat huyét thanh c6 thé tin cay dat dugc sau khi tiém tinh mach 48 gid.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:
Sir dung cho phu nit cé thai:
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Nghién ciu quai thai hoc dugc thuc hién trén chudt & liéu [én dén 13 mg
sdt/kg/ngay tiém tinh mach (khodng 0,5 lan liéu dé nghi cao nhat cho ngudi dya
trén dién tich bé mat co thé) va & thé liéu lén dén 13 mg sdt/kg/ngay tiém tinh
mach (khodng 0,5 lan liéu dé nghi cao nhat cho ngudi dya trén dién tich bé mat co
thé) cho thdy khéng 6 bang ching vé gidm kha nang sinh sdn hoac gy hai hoac
gay hai dén bao thai do Feroze, Tuy nhién khéng cé nghién ciu ddy du va dugc
kiém sodt 1ot & phu nir mang thai. Béi vi nghién ctu vé khad nang sinh san trén
dong vat khéng ludn du dodn ding dadp dng & ngudi, thudc nay chi nén ding cho
phu nit co thai khi that sy can thiét.

Sir dung cho phu nir cho con bui:

Feroze dugc dao thdi trong sifa cla chudt me. Thudc vin chua dugc biét lacé bai
tiét vao sifa ngudi hay khdng. Bdi vi nhiéu thudc dao thdi vao sifa ngudii, nén than
trong khi diing Feroze cho phu nit cho con b,

TAC BONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:

Trong truéing hop c6 triéu chdng chéng mat, IG lan hoac thiéu suy nghi sau khi ding
Feroze, bénh nhan khéng nén |4i xe hay vdn hanh méc cho téi khi cdc triéu ching
nay nging hin.

TAC DUNG PHUY:

Céc tac dung phu dugc bédo cdo thubing xuyén nhat cla Feroze & thd nghiém lam
sang 1a thay ddi vi gidc thodng qua, ha huyét &p, sét, run, phan dng ndi tiém va
buédn nén xdy ra 0,5 tdi 1,5% d bénh nhan. Phan ung phan vé khong nghiém trong
hiém khi xdy ra.

Thang thuding phan (ng phdn vé 1a tdc dung phu nghiém trong nhat.

Trong cdc thit nghiém ldm sang, phan tng cé hai sau ddy duge bdo cdo cé lién
quan dén sy sU dung Feroze, hay it nhat né cang 6 thé la nguyén nhan gay ra tac
dung phu dé:

R6i loan hé than kinh

Théng thuding (> 1/100, < 1/10): thay ddi vi gidc thoing qua (dac bigt vi kim loal).
It khi (> 1/1000, < 1/100); nhic diu, buén ngd.

Hiém khi (> 1/10000, < 1/1000): di cadm.

R&i loan tim mach

it khi (> 1/1000, < 1/100): ha huyél ap va truy mach; tim dap nhanh va danh
trong nguc.

Rdi loan hé hap, nguc va trung that

it khi (> 1/1000, < 1/100): co thit phé quan, khé thd.

R&i loan hé tiéu héa

it khi (> 1/1000, < 1/100): bubn nén; nén; dau bung; tiéu chay.

Roi loan da va mé dudi da

It khi (> 1/1000, < 1/100): nga; may day; ban, phat ban, ban do.

R&i loan co xuong, mé lién két va xuong

it khi (> 1/1000, < 1/100): chuét rdt, dau co.
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Réi loan théng thuong

ft khi (> 1/1000, < 1/100): sét, run, dé bimg; dau nguc. Réi loan vi tri tiém nhu 1a
viém ndi tiém, néng biing, sung.

Hiém khi (> 1/10000, < 1/1000): phan dng phan vé thiém khi dau khép); pht
ngoai bién; mét moi, suy nhugc; khé chiu.

Théng bio cho bdc si nhitng tic dung khéng mong muén gap phai khi st dung
thuéc.

TUONG TAC THUGC:
Nhu vdi tat cd cdc ch€ phdm sdt sit dung theo duding ngoai duting tiéu héa, Feroze
khong nén diing chung vé6i cac ché phdm sdt dung dudng udng vi su hap thu sit
ding dudng udng sé bi gidm. Do dé nén bdt dau liéu phdp sit dung duding udng it
nhat 5 ngay sau lan tiém cudi cling clia Feroze.

SU DUNG QUA LIEU

Liéu ctia Feroze (thudc tiém sdt sucrose) vugt qud nhu cdu cda cd thé vdi sét cé thé dan
dén sy tich liy sdt tai nhiing noi du trd sat hau qua la & dong st trong cdc mé. Kiém =+
sodt cdc théng s6 vé sit d tré so sinh nhu ferritin huyét thanh va va sy bdo hoa /(@
transferrin c6 thé hé trg trong viéc phat hién ra sy tich |Gy sét. Feroze khéng nén sut
dung cho nhing bénh nhan bi quéd liéu vdi sit va khang nén tiép tuc khi nong do
ferritin huyét thanh bang hodc vuot qua nhing hudng dan nong dé sat da duge chiing
minh. Phai rdt than trong dé trdnh xdy ra qud liéu sit & nhiing bénh nhan thiéu mau

khéng dap tng véi viéc diéu tri. \
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Triéu ching lién quan dén su qua lidu hoac truyén sit qua nhanh bao gdm gidm huyét
4p, ching khé thd, dau dau, buén nén, nan, chéng mit dau khép, cdm giac di cam
nhu ki€n bo, dau bung va dau co, pht thiing, truy tim mach. Hau hét cac triéu ching
déu dugc chta tri khdi khi truyén dich, dung thudc hydrocortisone va hogc thudc
khang histamin. Truyén vei theo khuyé&n cdo hodc & tu d0 chdm hon co thé 1am gidm
cdc triéu chitng,
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BAO QUAN: Bao quan ¢ nhiét do dudi 30°C, trdnh 4nh sang, khéng lam dong lanh.
D& xa tam tay cda tré em.
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HAN DUNG: 24 thdng ké tif ngay sdn xuat.
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PONG GOI: Hap c6 5 lo thudc tiém, 5 ml/ lo.
TIEU CHUAN CHAT LUQNG: Duoc dién My.

S&n xudt bdi;

SWISS PARENTERALS PVT. LTD
809, Kerala Industrial Estate, G.1.D.C.
382 220 (Gujarat), An Db.




