R THUGC BAN THEO BON
D ¢

Dogc ky huong dén sir dung trugc khidung
Néu can thém thong tin xin hdi y kién thay thuac
Chi dung thuéc nay theo su ké don cia thay thuac

PAOLUCCI
(Vién nang cing Deferipron 500 mg)

THANH PHAN

MJdi vién nang ciing chira:

Deferipron ...............ooeeen. 500 mg

Ta duoc: Tinh bét ngd, magnesi stearat... vira du 1 vién.

PAC TINH DUQC LUC HQC:

Hoat chit cua vién nang ciing PAOLUCCI la deferipron (3-hydroxy-1,2-dimethylpyridin-
4-one), mot phdi tir hai cang lién két tao phirc chelat vai sét theo ti 1¢ phan tir 3:1.

Cac nghién ctru 1am sang da chiing minh rang deferipron co hi¢u qua trong thic day su thai
trir cua sat o lidu 25 mg/ kg x 3 lan/ ngay, do d6 ¢ thé ngin chin sy tich Ity sat (duoc danh
gia bang ferritin huyét thanh) & nhu:ng bénh nhan thalassemia can truyén mau thuong xuyén.
Tuy nhién, liéu phép tao chelat cd thé khong bao vé nhirng ton thuong co quan do sit gay ra.

PAC TiNH DUQC PONG HOQC:

Hdp thu: Deferipron duoc hdp thu nhanh & phan trén duong tiéu héa. Nong do dinh trong
huyét twong dat duoc sau 45 - 60 phat sau mot liéu duy nhat & bénh nhan lac d6i. Thoi gian
nay cd thé 1én dén 2 gio & bénh nhéan da an no.

Sau khi dung liéu 25 mg/ kg, nong do dinh cua thudc trong huyét twong & bénh nhan no (85
umol/ 1) thap hon so vai bénh nhan do6i (126 pmol/ 1), mac du khong cé su giam hap thu
deferipron khi dung chung véi thirc an.

Chuyén héa: Deferipron dugc chuyén hoa phan Ién thanh mot phic hop glucuronid. Chat
chuyén héa nay khong c6 kha nang lién két véi sit do sy bat hoat nhom 3-hydroxy cua
deferipron. Nong d6 dinh trong huyét twong cta glucuronid dat dugc 2 - 3 gio sau khi dung
deferipron.

Thdi trir: O nguoi, deferipron dugc thai trir chu yéu qua than; 75 - 90% liéu udng duoc phat
hién trong nuéc tiéu trong 24 gio dau tién, dudi dang deferipron tu do, dang chuyén hoa
glucuronid va dang phuc st - deferipron. ThUOC cling dugc dao thai qua phan. Thoi gian
ban thai cua thudc 1 2 - 3 gio.

CHI PINH: o , 7 ,
Deferipron duoc chi dinh dé dieu tri tinh trang du thira sat trong co the chu yeu ¢ bénh nhan
thalassemia ma li¢u phap deferoxamin bi chong chi dinh hoac khong du.

CHONG CHI PINH:

Bénh nhan méan cam viéi bét ky thanh phan nao cua thudc.

Dang bi hodc co tlen st giam bach cau trung tinh.

Tién sir mat bach cau hat.

Phu nir ¢6 thai hoac cho con ba.

Do chua 13 co ché gdy ra giam bach cau trung tinh cua deferipron, khéng nén dung
deferipron véi céc thudc c6 kha nang gay giam bach cau trung tinh hoac mat bach cau hat.

LUUY DAC BIET VA THAN TRONG KHI SU DUNG:

Giam bach cdu trung tinh/ mat bach cau hat:

Deferipron da dugc chirng minh 1a gy ra giam bach cau trung tinh, bao gém ca mat bach
cau hat. S6 luong bach ciu trung tinh cua bénh nhan cin dugc theo ddi mdi tuan.
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Trong cac thir nghiém 1am sang, hang tuan theo ddi s6 luong bach cau trung tinh c6 hiéu
qua tot trong viéc xac dinh cac truong hop giam bach cau trung tinh va mat bach cau hat.
Giam bach cau trung tinh, mat bach cau hat s& khoi néu ngung dung thuéc. Néu bénh nhan
bi nhiém triing khi dang dung deferipron, nén nging d1eu tri va theo ddi sb luong bach cau
trung tinh thuong xuyén hon. Bénh nhan Can dugc tu van pha1 bao cao ngay cho bac si cua
ho bat ky triéu ching nhidm tring nao nhu sét, dau hong, va céc triéu chimg gidng nhu cim.
Nong do Zn2* huyét twong:

Theo ddi ndng d6 Zn?* huyét twong va khuyén cdo bd sung trong truong hop thiéu hut.
Nhiém HIV hoac bénh nhan ton thwong bénh hé¢ mién dich.

Khong c6 thong tin vé viéc sur dung cua deferipron trén bénh nhan HIV duorng tinh hoac
bénh nhan ton thuong hé mién dich. Nhu da biét deferipron co thé dan dén glam bach cau
trung tinh va mat bach cau hat, nén & nhiing bénh nhan bi ton thwong hé mién dich khdng
nén sir dung thudc khi bat dau, trir khi loi ich 16n hon nguy co.

Suy than, suy gan va xo gan:

Khong c6 théng tin vé viéc sir dung cua deferlpron ¢ bénh nhan suy than hogc suy gan. Vi
deferipron dugc thai trir chi yeu qua than, nén n6 co nguy co gia tang cac bién Chu:ng o
bénh nhan suy chirc nang than. Tuong tu, deferipron duoc chuyén hoa trong gan nén can
than trong ¢ nhitng bénh nhan roi loan chirc nang gan. Chirc nang gan, than can duogc theo
ddi & nhitng bénh nhan trén trong qua trinh diéu tri deferlpron Néu c6 sy gia tang lién tuc
alanin aminotransferase (ALT) trong huyet thanh, nén xem xét ngung sir dung deferlpron

O nhitng bénh nhan thalassemia co6 moi lién guan gitra xo gan va st qué tai val hoic viém
gan C. Phai dam bao rang phuc hop chelat sat ¢ bénh nhan viém gan C la t6i wu. Doi Vi
bénh nhan nay khuyén cao nén can than theo ddi md hoc gan.

Sy d61 Mau Cuia nuedc tiéu: i

Bénh nhan nén duoc thdng bao rang nudc tiéu cua ho cd thé doi mau do/ mau nau do sy bai
tiét caa phirc hop sét - deferipron.

Qua liéu mgn tinh va réi logn than kinh: ‘ ’

R&i loan than kinh dd duoc quan sat thiy & tré em duoc didu tri véi lidu gap 2,5 - 3 1an so
véi lieu khuyén céo trong nhiéu nam. Khéng khuyén céo sir dung liéu trén 100 mg/ kg/ ngay.
Pé xa tam tay tré em.

sU DUNG CHO PHY NU CcO THAI VA CHO CON BU:

Phu niz ¢6 thai:

Khéng c6 thong tin day du vé viéc str dung deferipron & phu nix mang thai. Cac nghién cau
trén dong vat da cho thay doc tinh trén hé sinh san. Cac nguy co tiém an dbi voi con ngudi
chua dugc biét.

Phu nit c6 kha nang sinh d¢é phai duoc tu van dé tranh mang thai do tac dung gay ung thu va
gay quéi thai caa thudc. Nhixng phu nir ndy nén duoc khuyén nén ding bién phap tranh thai
va ngung deferipron ngay néu ho cé thai hoic du dinh mang thai.

Phu nét cho con bu:

Chua rd vé kha ning bai tiét qua sita me cua deferipron. Khdng sir dung deferipron cho phu
nit cho con bd. Néu viéc diéu tri 1a bat bugc, phai ngung cho con bu.

TAC DUNG KHONG MONG MUON (ADR):

Tac dung khong mong mudn nghiém trong nhat trén 1am sang cua deferlpron la mét bach
cau hat vai ty 1é gap khoang 1,1% (bach cau trung tinh < 0,5 x 10% L) va khoang 4,9%
(bach cau trung tinh < 1,5 X 108/ L).

Tiéu chay, hau hét 1a nhe va thoang qua, d3 duoc béo céo & nhitng bénh nhan duoc diéu tri
bang deferipron.

Cac tac dung khong mong mudn trén hé tiéu hoa nhu: non, budn nodn, dau bung, tiéu chay. ..
thuong gap luc bat dau diéu tri va thuong bién mat trong vong mét vai tuan ma khong can
ngung diéu tri.
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Di ¢ bao cao bénh khop, bao gém tir dau nhe & mot hodc nhiéu khdp dén viém khop co
tran dich va c6 anh huong dén van dong ¢ cac bénh nhan diéu tri bang deferipron. Bénh
khdp nhe noi chung thuong thoang qua.

Da ¢6 béo céo ting men gan & nhung bénh nhan udng deferipron. Da s6 thuong thoang qua
va co the tré vé binh thudng ma khdng can ngung hoic giam liéu deferipron.

O mot 30 it bénh nhan, mot luorng nho kém trong huyét thanh c6 thé lién két véi deferipron.
C6 thé udng bo sung k&m dé giir nong do kém & murc binh thuong.

Deferipron con c6 thé gay nhuém mau nu6c tiéu.

Théng bdo cho thay thuéc cdc tac dung khéng mong mudn gap phai khi siv dung thuéc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 thong tin vé anh huong cua thuoc dén kha nang lai xe va van hanh may moc.

LIEU DUNG - CACH DUNG:

Deferipron thuong ding liéu 25 mg/ kg trong luong co thé, bang duong uéng, 3 1an/ ngay,
nén tong liéu hang ngay l1a 75 mg/ kg trong luong co thé. Xem bang liéu khuyén céo cho
trong luong co thé dudi day.

Bang lieu dung:

Dé co duge mot lidu khoang 75 mg/ kg/ ngay. St dung sb lwong vién dé xuét trong bang sau
day cho trong lwong co thé cua bénh nhan.

Trong lugng co thé Tong liéu Liéu luong S6 lwgng vién
(kg) (mg) (mg, 3 lan/ ngay) (3 lan/ ngay)

20 1500 500 1,0

40 3000 1000 2,0

60 4500 1500 3,0

80 6000 2000 4,0

Khong khuyén nghi dung lidu trén 100 mg/ kg/ ngay vi kha ning ting nguy co tac dung
khéng mong muén.

Higu qua cua deferipron trong viéc giam tich tri sat trong co thé chiu anh huéng tryc tiép
bai licu lugng thuoc va mirc do qua tdi sat. Sau khi bat dau dicu tri, chi so ferritin huyét
tuong (hoac bat ky chi sb biéu thi lugng sét trong co thé) nén duoc theo doi mol 2 - 3 thang
dé déanh gid hi¢u qua chelat hoa khi dicu tri lau dai trong vi¢c Kiém soat tai sat cua co the.
biéu chinh lidu nén duoc thay d6i theo dap ung cua ting bénh nhan va muc tiu diéu tri
(bao ton, giam ‘ganh ning sat co thé). Ngung deferipron can duoc xem xét néu ferritin huyét
thanh giam xuong dudi 500 pg/ L.

Tré em: . q

Chua ¢ nhiéu thong tin vé viéc sir dung cua deferipron & tré em tir 6 dén 10 tudi va khong
c6 dir liéu vé viéc sir dung deferipron & tré em dudi 6 tudi.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Do co ché khong 10 cua deferipron gy ra giam bach cau trung tinh, bénh nhan khong nén
dung chung voi cac thudc duoc biét 1d ¢o lién quan voi giam bach cau trung tinh hodc ¢6
thé gay mat bach cau hat.

Chua c6 bao cao vé tuong tac giita deferipron véi cac thude khac. Tuy nhién, do deferipron
lién két véi cac cation kim loai, nén c6 kha nang xdy ra tuong tac gilra deferlpron va cac
thude co lién quan dén cation hoéa tri ba nhu cac thuoc khang acid goc nhém. Vi vay, khong
khuyén cao ubng dong thoi cac thude khang acid géc nhom va deferipron.
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Su an toan cua viéc su dung dong thoi cia defenpron va vitamin C chua dugc nghién ctru
chinh thtre. Can clr vao cac bao cao twong tac bat loi co thé xay ra giita deferoxamin va

vitamin C, than trong nén duogc sir dung khi sir dung dong thoi deferipron va vitamin C.

QUA LIEU - XU TRI..

Chua c6 truong hop qua lidu cép tinh nao dugc bao cdo. Tuy nhién, rbi loan than kinh (nhu
triéu chimg tiéu ndo, nhin d6i, rung gidt nhan ciu, suy giam than kinh van dong, dong tac
tay va truong luc truc giam) da duoc quan sat thdy ¢ tré em tinh nguyen dung hon 2,5 lan so
v6i lidu tdi da duoc dé nghi 100 mg/kg/ngay trong vai nam. Céc roi loan than kinh giam dan
sau khi ngung deferipron.

Trong trudng hop qua liu, can theo ddi chat ché 1am sang cta bénh nhan.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi kho réo, tranh 4nh sang, nhiét do khong qua 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai:

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x& Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687

Fax: 0274.3567.688

Tén san pham:

PAOLUCCI

M4 sb toa:

0213.T1

Kiém soat sira ddi:

- Chuyén file in theo mau Cuc QLD cap
- Stra 16i chinh ta toa md TOA266BBB

- Chuyén mé toa tir TOA266BBB sang 0213.T1 theo SOP Q.DK.1003

Ngay:

14/05/2019

Nhan vién thiét ké:
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