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Rx'n-luﬁc BAN THEO BON "WHO"

Doc ki hudng dédn si dung trude khi ding
Néu cdn thém théng tin xin hdi y kién thdy thude
Chi diing thuéc nay theo s ké dan ciia théy thuéc

PAOLUCCI

(Vién nang ciing Deferipron 500 mg)

THANH PHAN

Mdbi vign nang cdng chida:

BTN o ne s sonsnannsan nants 500 mg

Té duge: Tinh bdt ngd, magnesi stearat... vifa dd 1 vién.
PAC TINH DUQC LUC HOC:

Hoat chit cia vién nang cing PAOLUCC I deferipron (3-hydroxy-1, 2-dimethyipyridin-d-one), mdt phdi t hai chng lidn kéy
tao phidc chelat wii sat theo tl 1& phin td 3:1.

Cac nghién cu lam sang da ching minh rang deferipron ¢ hiku qué trong thic ddy sy thal trir cda sat d liéu 25 mg/ kg x 3 len/ ngay,
do 46 cé thé ngdn chin sy tich lay sit (duge ddnh gid bing ferritin huyst thanh) & nhing bénh nhin thalassemia cin truyén miu
thuding xuyén. Tuy nhién, lidu phdp tao chelat c6 thé khéng bio vé nhiing tén thuong co quan do sit gdy ra.

PAC TINH DUCC BONG HOC:

Hdp thu: Deferipron dugc hdp thu nhanh & phan trén duding tigu hda. Nédng d& dinh trong huyst tuong dat dugc sau 45 - 60 phiit
sau miét lidu duy nhat & bénh nhén lGc d6i. Théi gian ndy ob thé |én dén 2 git & bénh nhan 48 dn no.

Sau khi ding liéu 25 ma/ kg, néng 4 dinh cla thudc trong huyét tuong & bénh nhin no (85 umol/ ) thdp hon so vdi bénh nhin
ddi (126 pmol/ 1), mic dis khang cb su gidm hdp thu deferipron khi diing chung vdi thiic an.

Chuyén héa: Deferipron duge chuyén hda phin lén thanh mét phic hgp glucuronid. Chit chuyén héa nay khéng c6 khi ning
lién két véi sdt do sy bdt hoat nhdm 3-hydroxy clia deferipron. Méng 46 dinh trong huyét tuong cla glucuronid dat dugc 2 - 3 gidy
sau khi ding deferipron.

Thdi trir: & nguii, deferipron duge thai trir chl yéu qua than; 75 - 90% lifu udng duge phat hign trong nudc tifu trong 24 gt
diu tién, dudi dang deferipron ty do, dang chuyén héa glucuronid va dang phic sit - deferipron. Thudc cling dugc dao thai
qua phin. Thi gian ban thai cda thube 14 2 - 3 gid,

CHI BINH:
Deferipron dugc chi dinh @€ didu trj finh trang du thifa sit trong co thé chd yéu & bénh nhén thalassemia ma lidu phip
deferoxamin bj chéng chi dinh hodc khong 0.

CHONG CHI DINH:

Bé&nh nhin man cdm wdi bt ki thanh phdn nao cda thudce,

Bang bi hodc cé tién sir gidm bach cu trung tinh.

Tibn s mait bach cdu hat.

Phuy nif cé thai hodc cho con ba.

Do chua rd co ché géy ra gidm bach cdu trung tinh cla deferipron, khéng nén diing deferipron vdi cac thubc cé kha ndng
gdy gidm bach ciu trung tinh hodc mat bach cdu hat.

LUU ¥ DAC BIET VA THAN TRONG KHI SU DUNG:

Gidm bach cdu trung tinh/ mdt bach cdu hat:

Deferipron da dugc chiing minh la gy ra gidm bach cu trung tinh, bao gdm ca mét bach cdu hat, 58 lugng bach cau trung tinh
cla biénh nhan cin duoe theo déi mdi tuin.

Trong céc thi nghiém l4m sang, hing tudn theo di s& lugng bach ciu trung tinh ¢ hidu qua 18t trong vide xdc dinh cic trudmg hop
gidm bach cu trung tinh va méit bach cdu hat. Gidm bach ciu trung tinh, mdt bach cdu hat s& khdi néu ngung diing thude.
Méu bénh nhan bi nhiém tring khi dang ding deferipron, nén nglng diéu tri va thee dbi 54 lugng bach cdu trung tinh
thuémg xuyén hon. Bénh nhin cén duge tu vidn phdl bdo cdo ngay cho bac 51 clia ho bt ki tridu chidng nhiém tring nao
nhur s6t, dau hong, va cic triku chimg gidng nhu cdm.

Néng 38 Zn* huyét tuong:

Theo dbi ndng dd Zn™* huyét tuong va khuyén cdo bd sung trong truémg hop thidu hyt.

Nhiém HIV hedc bénh nhin tén thuong bénh hit mién dich.

Khéng cé thng tin vé viée st dung clia deferipron trén bénh nhan HIV dugng tinh hodc bénh nhin tSn thuong hé mién dich.
Nhu d3 biét deferipron ¢4 th€ din dén gidm bach cdu trung tinh va mat bach cdu hat, nén & nhiing bénh nhin bi tén thuong
hé mién dich khong nén sir dyung thude khi bdt déu, trirkhi lgi ich lén hon nguy co.

Suy than, suy gan v xogan;

Khang cé thing tin vé vigc sir dyng clia deferipron & bénh nhin suy thin hedc suy gan. Vi deferipron duge thai trir chi yéu
gua than, nén nd cd nguy cd gia ting cic bién ching & bénh nhan suy chic ning than, Tuong ty, deferipron dugc chuyén héa
trong gan nén cdn thin trong & nhiing bénh nhan rdi loan chie ndng gan. Chidc ndng gan, than cidn duge theo dbl &
nhimg bé&nh nhin trén trong qua trinh diéu tri deferipron. N&u cé sy gia ting lién tyc alanin aminotransferase (ALT)
trong huyét thanh, nén xem xét ngiing s dung deferipron,

¢ nhitng bénh nhan thalassemia cé mdi lién quan gilia xo gan va sdt qua t3i va/ hodic viém gan C. Phai dam biao ring phic hgp
chelat sit & bénh nhan viém gan C 13 t8i vu. B8 vdi bénh nhin ndy khuyén cdo nén cdn than theo d&i méd hoc gan.
Surddi méu clia nudc tidu:

Bénh nhan nén dugc théng béo rdng nudc tidu cda hg cé th ddi mau & mau ndu do sy bai tiét clia phic hop sit - deferipron.
Qud liéu man tink vd rdi logn thédn kinh:

R&i loan thin kinh 3 dugc quan sat thay & tré em dugc didu tri vai lidu gip 2,5 - 3 13n 30 vdi lifu khuyén co trong nhidu ndm.
Khang khuydn cio sir dyng lidu trén 100 mg/ kg ngdy.

©é xa tim tay tré em.

U DYNG CHO PHU NT CO THAI VA CHO CON BU:

Phis nir cd that:

Khéng cb théng tin diy 90 vé viéc sif dyng deferipron & phy nir mang thai. Cac nghién ciu trén déing vit da chio thiy ddc tinh
trén hé sinh sdn. Cac nguy co tiém 3n d8i vdi con ngudd chua duge biét.
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Phu nii c6 khi nding sinh d& phii dugc tu vin 88 trdnh mang thai do tic dung gay ung thuva gay quéi thai cia thudc. Nhing phy nd
nay dugc khuyén nén ding bién phép tranh thal va ngung deferipron ngay néu ho cé thai hodc dy dinh mang thai.

Phu nireho con ba:

Chua rd vé khi ndng bai tiét qua siia me cda deferipron. Khéng sif dyng deferipron che phuy nir cho con b, Méu vide didu tri
14 bit budc, phai ngung cho con b,

TAC DUNG KHONG MONG MUGN (ADR):

Tic dung khéng mong mudn nghiém trong nhit trén lam sang cia deferipron 3 mat bach ciu hat vdi ty 1@ gdp khodng 1,1%
(bach cdu trung tinh < 0,5 x 10% L) va khodng 4,9% (bach cdu trung tinh < 1,5x 105/ L)

Tiéu chiy, hiu hét 13 nhe va thodng qua, 83 dugc bio céo & nhitng bénh nhan dugc diéu tr bing deferipron.

Cae tdc dyung kh mong mudn trén hé tiéu hoa nhut ndn, budn ndn, dau bung, tidu chay... thudng gap IGc bat diu didu tri
va thuing bién mat trong vong mdt vai tudn ma khéng cdn ngung diéu tri.

D3 c6 bao cio bénh khdp, bao gém tif dau nhe & mét hodc nhiéu khdp dén viém khép <6 tran dich va cb anh hudng dén
van ddng & cde bénh nhan diéu trj bang deferipron. Bénh khdp nhe ndi chung thudng thodng qua.

©3 c6 bao cio ting men gan & nhiing bénh nhin udng deferipron. Da s& thuting thodng qua va c6 thé trd vé binh thuting
ma khéng cdn ngung hodc gidm liéu deferipron.

¢f mét 6 it bénh nhan, mét lugng nhé kém trong huyét thanh cé thé lién két véi deferipron. C6 thé udng bé sung kém dé
gilt ndng A kém & muc binh thudng.

Deferipron con ¢ thé gy nhudm mau nudc tidu.

Théing bdo cho thdy thudc cde tde dung khéng mong mudn gap phdi khi st dung thude.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 théng tin vé dnh hudng cda thudc dén kha ning 1l xe va vin hanh may mbc.

LIEU DUNG - CACH DUNG:

Deferipron th diing liéu 25 ma/ kg trong lugng ca thé, biing duding uéng, 3 lin/ ngay, nén téng liéu hing ngay 12 75 mg/ kg
trong lugng oo thé, Xemn bang liéu khuyén cdo cho trong lugng co thé dudi day.

Bdng Néu ding:

Mﬁdh;;qxnﬂtﬂéu khodng 75 mg/ kg/ ngay. Sir dung s& lugng vién & xudt trong bing sau ddy che trong lugng co thé cla
bénh nhan.

Trong lugng co thé Téng liéu Liéu lugng 56 lugng vién
(kg) (mg) {mg, 3 1&n/ ngay) (3 1&n/ ngay)

20 1500 s00 1,0

40 3000 1000 2,0

60 4500 1500 30

80 6000 2000 4,0

Khéng khuyén nghi ding liéu trén 100 mg/ kg/ ngay vi khi ning ting nguy ca tac dyng khéng mang mudn.

Hiéu qué ciia deferipron trong vigc gidm tich trif sit trong ca thé chiu dnh hudng tryc tiép boi lidu lugng thudc va midc dé
qua tai s3t. Sau khi bit ddu diéu tri, chi s6 ferritin huyét tuong (hodc bt ki chi s& bidu thi lugng sit trong ca thé) nén duge
thea déi mdi 2 - 3 thang d€ dinh gid hidu qud chelat hda khi diéu tri 1du dai trong viec ki€m soat tal sit cla co thé, Difu chinh liéu
nén duoc thay d6i theo dap ting chia timg bénh nhan va muyc tiéu didu tr (bio tén, gidm génh ndng st cothé). Ngiing deferipron
cin duge xem xét néu ferritin huydt thanh giam xudng dudi 500 pg/ L

Tréd em;

Chita 6 nhidu théng tin vé vide sirdung ciia deferipron & tré em tir 6 dén 10 tudi va khéng cb dirliéu vé viée sir dung deferipron
& tré em dudi 6 tudi,

TUONG TAC THUGC, CAC DANG TUONG TAC KHAC:

Do ca ché khéng ré ciia deferipron gdy ra gidm bach efu trung tinh, bénh nhin khédng nén dung chung vdi cic thudc dugc
bidt 1 c6 lién quan véi gidm bach ciu trung tinh hodc cé thé gay mat bach cdu hat.

Chua co bdo cio vé tuong téc gila deferipron véi cic thudc khac. Tuy nhién, do deferipron lién két véi cic cation kim loai,
nén co kha nang xdy ra tuong tic gitia deferipron vh cic thudc 6 lién quan dén cation héa tri ba nhu cac thude khang acid
gic nhém, Vi vy, khong khuyén cio udng déng théi cdc thudc khing acid g6c nhém va deferipron.

Sy an toan cla vide sirdyng ddng théi cia deferipron va vitamin C chua duge nghién ciu chinh thidc. Cin ol véo cic bdo cho
tuigng tic bt i o6 thé xdy ra gilra deferoxamin va vitamin C, than trong nén dudgc sir dung khi sif dung déng thoi deferipron
wva vitamin C.

QUA LIEU - XU TRI:.

Chua ¢é trubmg hop qui liéu cip tinh nao duge bdo céo, Tuy nhién, réi loan thin kinh (nhu triéu chiirg tiéu ndo, nhin doi, rung gidt
nhan céu, suy gidm thén kinh vin ddng, 86ng tic tay va truong I truc gidm) 43 duge quan sét thiy & tré em tinh nguyén dung hon
2,5 14n so vdi lidu t6i da dugc d& nghi 100 mg/kg/ngay trong vai ndm. Cic réi loan thén kinh giam dan sau khi ngung deferipron.
Trong truémg hop qué liu, cén theo déi chit ché 13m sang cda bénh nhan.

DONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Nai khé rdo, trinh dnh sdng, nhiét d6 khéng qua 30°C.

TIEU CHUAN CHAT LUGNG: Tiéu chudn nha sin xudt.

HAN DUNG: 36 thing ké tif ngay san xudt.

DAVIPHARM

Sdn xudt tai: CONG TY €6 PHAN DUGIC PHAM BAT VI PHU (DAVIPHARM)
L& M7A, Buting D17, Khu Céng nghiép My Phudc 1, Phuimg Thai Hoa, Thi x3 E&n Cat, Tinh Binh Duwang, Vigt Nam
Tel: 0274.3567.687 Fax: 0274.3567.688

0213.11



