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Bottle of
R( 50 Capsules

Kelfer-500
Deferiprone
Capsules (500 mg]

PRESCRIPTION DRUG

Cipla

EEXUENEN

Kelfer-500

Each capsule conlains
Deferiprone ........ 500 mg

Approved colours used in empty capsule
Dosage: As directed by the physician
Indication, administration &
contraindications

See enclosed insert before use

Store at dry place, at temperature

not exceeding 30°C

WARNING

DO NOT USE FOR CHILDREN
BELOW SIX YEARS OF AGE
KEEP QOUT OF REACH OF
CHILDREN

BarCode

|

Hép 50 vién nang

R
Kelfer-500

Deferiprone

Vién nang (500mg|

THUOC BAN THEO DON

Cipla

Kelfer-500

Rx - Thudc ban thea don

KELFER-500 (Vién nang Deferlpron)
Bang gai: Hop 1 lp chira 50 vién nang,

M&i vién nang cé chira: Deferipron 500 mg
Chi dinh, Chéng chi dinh, LI&u dung & cach
ding:

Xem huéng din str dung trong hop.

Bao quan noi khi mat, & nhiét dd khong
qua 30°C.

Tiéu chudn: Nha san xuét.

Han ding: 36 thang k& 1 ngay san xuét
Khong dung thude qud han cho phép.

Boc ki huomg dén st dung trudre khi ding.

Céc théng lin khdc tham khao i hutmg dan

str dung kém theo
SDK, 5416 SX, NSX, HD: Xem Reg. No.;
Batch No_; Mfg & Exp. Date trén hgp thudc.

GPSXM.L. PD/4§
TCCS/In- House specification
SBK/Reg. No: xx-xion

San xuat tai An B, b Cipla Limited
D-7, MIDC, Industrial Area. Kurkumbh,
Tal: Daund Pune 413802,
Maharashtra State. India.
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Unwinding Direction

Each capsule containg - Sé la 8X /1 B. NO. NNNNN

Deferiprone ........ 500 mg 1 I
Appraved colours used In R Battle of 50 Capsules gy / MFD. DOMMMIYY

smpty capsule HO / EXP. DDIMMIYY

Dosage: As directed by the physiclan Kel'er.soo

Indlcation, administration &

contralndlcations |

Saa enclosad Inserl bafors use Deleﬂpmﬂe Eggéﬂw;lﬁmpg:tiedﬁcaﬁnn

Store at lace, st tem ture l

notr:x:,o:i?inl; ‘:é'{:' e CEQSUES 500 mg SDK/Reg. No: xx-xxxxx

WARNING San xuit tai An Do, béi Cipla Limited
DO NOT USE FOR CHILDREN Sl D-7, MIDC, Indusirial Area, Kurkumih,
BELOW SIX YEARS OF AGE Tal: Daund Pune 413802,

KEEP OUT OF REACH OF CHILDREN CIpla - Maharashtra State, India.

For CIPLA LIMITED

AGING NFVFEI NPMENT

a RAUT

by FAIRS

REGULATORY AF

027 650 -3\ 8



HUONG DAN SU DUNG

Thude nay chi ding theo don cua bac s
Doc kj huéng dan st dung trudc khi ding.
Néu can thém théng tin, xin hoi y kién bac sT.

KELFER-500
Vién nang Deferipron

Thanh phan: Mai vién nang c6 chira:

Hoat chat:  Deferipron 500 mg
Ta duoc: Tinh bot ngﬁr 17 mg
Talc tinh khiét 3 mg

DANG BAO CHE: Vién nang
QUY CACH PONG GOI: Hop 01 lo chira 50 vién nang

DUQC LUC HOQC:

Deferipron (L1) 1a mét chét tao phirc VOi sit dung dlrcmg uong thuéc nhém Hydroxypyridon.
Deferipron tao phirc hop trung tinh véi sit & pH sinh ly. Thudc c6 tac dung vén chuyén sat tir cac
protein dur trif sat- feritin va haemosiderin, tir lactoferin va transferin béo hoa sat, nhung khéng vén
chuyén sat tir haemoglobin va myoglobin. Phirc hgp cua sit tao thanh hoa tan trong nudc duge bai tiét
nhanh ra nudce tiéu, do vy giam lugng sit thira dong gay bénh trong céc co quan va mé.

Hiéu qua lam sang

Thtr 1am sang cho thiy thubc 1am sang mau da dang ké ciing nhu mat vét den & lgi trong 3-6 thang diéu
tri. M6t s6 nghién ciru cho thay & mirc lidu Deferipron ?Smg/kgfngay hoac cao hon, su bai tiét st du dé
dat cén bﬁng sat am & hau het cac bénh nhan. Feritin huyét thanh bt ddu ha xuong trong vong 3-6
thang diéu tri v&i Deferipron. Vao cudi nhimng thang thir 14-20, mirc d giam dang ké & tat ca cac bénh
nhén.

Nhleu 'bénh nhén dat dugc ndng do feritin trong huyét thanh duéi 2000ng/ml trong 12-18 thang mac du
van tiép tuc truyén mau. Nhimg nguol ban dau ¢6 mirc feritin huyét thanh dudi 2000ng/ml co thé duy
tri duge mirc nay. Tuy nhten diéu tri tAn cong v6i lidu cao hon co thé ha xuong mirc thap hon. Bénh
nhan thalassemia khéng truyen méu nhung van « sit (do hap thu sit qua nhiéu & dudng tiéu hoa) thiy
c6 su giam nhanh feritin huyét thanh ciing nhur ham lugng sét trong gan.

DUQC DPONG HQC

Nghién ctru trén bénh nhan lac bung doi cho thay Deferipron dugc hap thu nhanh & da day, va thiy cé
trong mau trong vong it phat. Thirc &n va cac yeu t6 khac nhu thudc cé thé lam cham sy hép thu tir da
day va thoi gian ban huy tir 1-32 phat. Nong dé ti da trong huyét thanh dat dugc trong vong 0,2-2 gid
sau khi udng.

Nhirng noi chira st duge loai béng Deferipron chua duge xac dinh day da, nhung vai bang chimg cho
thay sat khoi lwong phan tir thap ¢6 qué nhiéu trong transferin bo hoa sat, diy nhu mét noi tich ty chi
yeu sat can phai loai. Nghién ciru trén nguoi va dong vat cho thay gan 1a mdt noi chi yéu khac ¢6 giam
st khi dung Deferipron dai ngay. Cudi ciing, tt ca cac khoang ctia co thé c¢6 chira sét thira s& giam bét
di.

Deferipron duoc chuyén hoa thanh mét glucuronid két hop va duoc loai khoi mau qua than véi thoi
gian ban huy tir 47-134 phat. Deferipron duogc bai tiét ra nude tiéu dudi dang két hop glucuronid, dang
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khong bi bién déi va dang lién két véi sat. Su bai tiét cua Deferipron qua nudc tiéu tang khi liéu
Deferipron tang, No ciing lién quan dén luong sat dua vao co thé bénh nhan va s6 1an dung thudc.

Chua tim thdy Deferipron hoic dang glucuronid cua né trong phén cta bénh nhan. Sy thay doi ¢ tirng
ngudi twong quan téi ty 18 hip thu, chuyén héa va thanh thai. Phirc hop Deferipron- sat cd 1& dugc loai
ra cham hon riéng Deferipron.

CHI DINH:
Kelfer duoc chi dinh trong diéu tri tinh trang thira sit trong co thé chi yéu & bénh nhan Thalassemia.

LIEU DUNG VA (‘ACH DUNG: Dung duong udng

Nguoi lon & tre em: Liéu Kelfer tt nhat dé dat dugc mét can béng sat 1a 75mg/kg/ ngay chla liéu lam
2-4 14n. Vi | sb bénh nhan, lidu thdp hon 50mg/kg/ngay c6 thé du trong khi d6 véi mot s6 bénh nhan
khac thi lidu cé thé tang dén 100mg/kg/ngay.

CHONG CHI PINH: Qua mén v6i Deferipron
Khong dung cho tré em dudi 2 tudi va phu nir c6 thai

KHUYEN CAO VA THAN TRONG:
Thén trong khi dung Kelfer cho bénh nhan c6 ndng do feritin huyét thanh < 1000ng/ml.

TUONG TAC THUOC:

Vitamin C: & bénh nhan ¢6 thira st, cho ubng dbng thoi véi Vitamin C 6 thé 1am tang bai tiét phirc
sit. Khong nén dung Vitamin C cho dén khi didu trj Kelfer dugc 1-2 tudn. Vi bénh nhan ¢6 thira sét
ndng dang diéu tri phdi hop Kelfer véi vitamin C ¢6 thé xay ra giam chirc ning tim c6 thé hdi phuc.
Nhirng bénh nhan nhu vay nén dugc theo doi.

Phu nir ¢6 thai: Khuyén cao khong nén diing Deferipron cho phu nir co thai.

Ba me nudi con bu: chua rd Deferipron ¢6 bai tiét vao sira me khong, trong trudng hop can phai sir
dung, ¢an can nhéc lgi ich mang lai cho ngudi me so véi nguy co cd thé xay ra cho tré em bu sira.

Tré em: khong ¢6 bing chimg lam sang vé ding Kelfer cho tré em dudi 2 tudi. Do vay, khong khuyén
dung thudc nay cho tré em dudi 2 tudi.

Bénh nhan suy giam chirc ndng than: Do Deferipron bai tiét chu yéu theo duomg than, nén than trong
khi dung cho nhirng bénh nhan loai nay.

Bénh nhan suy giam chire ndng gan: do thudc duoc chuyén héa & gan, nén than trong khi dung cho
bénh nhén suy gan. , .
Chu y: Su bai tiét phirc hop sat c6 thé lam nueée tiéu 6 mau do nau.

Anh huéng cia thude khi lai xe, vin hanh may: chua thiy théng bao

TAC DUNG KHONG MONG MUON:

Trén duong tiéu héa: cic tac dung khéng mong mudn thudng xay ra & dudng tiéu hoa nhu chan an,
budn nén, ndn, khé chju & dudng tiéu héa va anh hudng dén vi giac. Cac phan tng phu thudng mét di
khi tiép tuc diéu trj & hdu hét cac bénh nhan.

Bénh khop: dau cac khop da thong bdo & 10-30% bénh nhén dung Deferipron. Nhiing phéan tmg nay
thuong & dau gdi, mit ca chan, ¢ chan, khuy tay, hong va thét lung, mot vai khop nho ¢ tay va ngon
chan. Mot sé bénh nhan thdy sung c6 tran dich cac khdp. Co ché chinh xac cia bénh nhan van chua
dugc biét, nhung c6 1& n6 1a mot co ché khac vai mién dich. Nhitng bénh nhan c¢6 ndng dé feritin cao
hon va dung liéu Deferipron cao hon thudng thdy dau cac khép. Hién tuong nay cé thé lién quan t6i su
tich liiy sat trong cac khép (do qua trinh chelat hoa) dan dén phan (g viém tai khép. Tuy nhién diéu
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nay van chua dugc xé4c dinh. Néu xay ra dau céc khép, co thé phai ngung dung thudc trong mot thoi
gian ngﬁn hoéc glam lidu. Dau khop thuong hét va cé thé dung lai thuéc véi liéu thap hon. C6 thé cho
diing dong thdi vai cac thudc khang viém phi steroid nhur lbuprofen hoac diclofenac dé giam dau. Tuy
nhién & mot sb bénh nhan. dau khép o thé tai phat khi bat dau khi bat ddu ding thudc tré lai, ¢ thé do
nhiing ngudi nay khong dung nap dugc thude.

Ting bach cdu hat va gidm bach cdu frung tinh: Deferipron gdy tang bach cau hat va giam bach cau
trung tinh & mdt vai bénh nhéan (xem phan theo d&i bénh nhan)

Gidm kém: Da thdy thong bao bénh nhan bi giam lugng kém khi diéu tri dai ngay din dén bénh da &
1% bénh nhan. C6 thé diéu tri bing cung cip thém kém.

Ghi chii: théng bdo cho bdc sp nhimg téc dung khéng mong muon gap phai khi dimg thuoc.

Theo ddi bénh nhén:

Khi diéu tri vi Deferipron, tdi lhleu cén phai theo doi nhiing van de sau:

I/ Haemoglobin, téng sb bach ciu va cong thirc bach ciu, tiéu cdu, 3-4 tudn mét lan hodc khi c6 chi
dinh 1am sang.

2/ Theo di feritin huyét thanh 3-4 thang mét lan.

Chu y:

Néu tong s6 bach cau xudng dudi 3000;’mm3 hodc sb luong bach cdu trung tinh tuyét déi thap hon
1000/mm3 hodc tiéu cau dudi 100 000/mm3, can ngung sir dung thudc.

Trong truong hop bénh nhéan b tdng dau cac khop, sung hodc kho di lai va khong giam dau khi ding
cac thudc giam dau thong thuong nhu ibuprofen, diclofenac hoac bal ky mot thude khang viém phi
steroid nao khac thi cin phai ngimg diéu tri. Khong durgc dung thube néu dau khép tai phat.

Qua liéu va cach xir tri:
Chua c6 théng béo vé truong hop ngd doe do qua liéu. Tuy nhién, thudc chuyén héa & gan va thai trir
nhanh qua dudng than. Néu gap truo*ng hgp dung qua lleu, sir dung cac bién phép loai nhanh thuéc ra
khoi co thé: rira da day, tham tach va diéu tri triéu chimg bd tro)ﬁ‘y

Bao quan: Noi kho mat, ¢ nhiét do khong qua 30°C.
Han ding: 36 thang ké tir ngay san xut.

San xuét tai An D9, boi CIPLA LTD.

D-7, M.LLD.C., Industrial Area, Kurkumbh

Tal: Daund Pune 4 1}802,
Maharashtra State, An Do.

REGULATYRY AFFAIRS
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