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Sadapron 100

Allopurinol 100mg

Remedica Ltd
Aharnon Street Limassol Industrial Estate
3056, Limassol — Cyprus

Sadapron 100

05 vi X 10 vién nén
995 sikém o disits - Alnpurimnl 120mg
Chi dinh, liéu dung, chdng chi dinh : Xem ti hudng din s’ dung truiic khi ding .
DE xa tam tay tré em,
Céc thong tin khic dé nghi xem trong t huding din sif dyng kém theo.
58 15, ngdy san xudt, hgn ding xem Lot No., Mfg., Date, Exp., Date trén hop thudc.
Han diing: Ngay 01 clla thang hét han
Bao quan dudi 30PC. Trénh dnh sing va 49 3m.
S8 dang ky -
San xust tai: Remedica Ltd., CH. Sip
DK

MO-24852
»

Rx - PRESCRIPFTION DRUS 05 BLISTERS X 10 TABLETS

Sadapron 100

Allopurinol 100mg

Remedica Ltd
Aharnon Street Limassol Industrial Estate
3056, Limassol — Cyprus

Sadapron 100

Allopurinol 100mg
50 tablets

Sadapron 100

05 blisters X 10 tablets

Each capsule contains : Allopurinol 100mg.
d indication : See enclosed insert before use.

Keep out of the reach of children.

Read enclose leafiet carefully before use
Store below 30°C. Protect from Eght and moisture.
Visa :
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Date: 15.09.2014
Pambos Paviou Ltd

E-mail: ppavioul@cytanet.com.cy

N



&
N

RS




BSIA

O\
/v o1

SRSIA

JBSIA

snudA) -950¢ ‘|ossewr]
BAlY |RIASNpU| jossewl]
12045 uoureyy

snidAD -950E ._ommm,.::
e3UY [eUISNPU| jossew]
13315 uouieyy

‘«..— I..va‘gg
Bwoo} 1ouundoyy

P¥] @opaway
Bwpo| joupndoyy

00} uoidepes

‘esiA

Lot No.
Exp. Date:

001 uoidepes

eS|

snidAS -960¢ jossewr)
eady |e1JISnpu} josseu|

srud4) ~950€ ‘jossew]
ey |eIsnpu| jossewr
1934)§ vouieyy
P¥] 2opaway
Bwoo| joupndoyy
001 uoidepes

‘esip

snudAd -950¢€ ‘jossew]
€31y [BLISNPU| (OSSR
133115 uouleyy
P¥] eotpausy
Bwoo| jounndoyy
001 uoidepes

‘es|A

Lot No.:
Exp. Date:

STIUAS - 950 Tossewry

ealy |elisnpu) jossew|

199415 Uouieyy
P11 ed1paway

192415 UowIERYY
P¥] wofpaway

Bwop} jounndoyy
00} uoidepeg

BwqQ| joupndoly
00} uoidepes

‘es|A
snudA?) =950€ ‘|ossewy

eSIA
snudAD -950¢ fossewr]

ealy |ejIsnpul jossew
19811S Uoweyy

eauy [RlISNPUY| jossew]
193115 UOUIRYY

Lot No.:
Exp. Date:

P¥] edtpaway

e Buigoouundopy |

P¥] edpaway
L Buwgoljouundopy |

00} uoidepesg

‘esIp

001 uoidepes

esIA

snudA) ~950¢ ‘jossew)
BalY |RLISNPU jOSSRUWI
192415 Uoweyy

snidA) ~9§0€ ‘|ossewn
ealy [eLISNpU| jossewr

Py eatpaway

pELT VI VE T
P¥] wopaway

Bwo} touundojly
001 uoidepeg

v v v (v (v (v (v

Bwpo| joulndojy

es|A
snidAY ~950¢ ‘Jossew

waly [@|Isnpuj jossew]

T eensuouieyy
Py RoIpaway

1LAHEMOO0 L /Y000/10d

srud£) -950¢ ‘jossew
e3JY |eLISNPU| jossew!]
198118 Uouieyy
Py wopaway
Bwoo | joundoyy
00} uoidepes
‘eSIA
snid4) -9§0E ‘jossew

eduy |eUIsNPY| | n
19845 voureyy
—v—.— lu——-.ﬂ-ﬂﬂ
- Buigo}Jouundajy

v (v| (v (V] [V

srudA> —950¢ Tosseui]
234y |eLISNPU| (0SSR
193435 uouleyy
PIT Eotpautay
Bwoo} jounndojly
001 uoidepes
eSIA
snudAD ~950€ ‘|ossew]
ealy |euIsSNPU| |0ssewr)
19315 Uouieyy
PY] edpauay
Buigo ) jouundoyy.

Lot No.:
Exp. Date:

00} uoidepes
esIA
snudAD) -9§0§ ‘jossewn)
ealy |euisnpul jossewy
193415 UoWeyy
P¥] 9opRway
Buwpo| joupndoyy

v (v

001 uoidepes
RS|A
snadAD) ~950€ ‘|ossewl]
B31Y [BUISNPU| (OSSR
193415 uouIRYYy
P¥] edipaway
BwoQ} joulindo)y

BwQo} 1ounndojly

00} uoidepeg

esIA
snudA?) ~950¢€ ‘jossew

°21Y |OLASNPU| jOsSewr]
19805 Uouleyy

P¥] e2tpaway
Buip0} foutindojly

001 uoidepeg

eStA
snudA) ~950¢ ‘|ossew)
BalY |@IsNpU| jossew

ST

snudA) -950€ ‘|ossewn]
e3JY [RLISNPU) |ossewr)

100415 UowIRYY
Py eo1paway

132405 UOUIEYY
Py edpaway

BwoQ} 1ouundojy

v (v] vy vy (v

Bwg| |ouyndojy

00} uoidepeg

001 uoidepes

oS
snudAD ~9§0§ fossewr]
ealy |Rl1SNpPU] j0ssew ]
199435 UowIeyy
Py 9Ifprway

ST
snudAD) ~950¢ ‘jossew]
B3Iy [eLISNPU| jOsseWI
1231415 uouwieyy
ﬂ«.— lu_ﬂ.EOE
Bwoo| jounndolly

001 uoidepes

001 uoidepes m 00} uoidepes 00l uoidepes P m
®sIA = “ esIA e5IA
snidAD) ~960€ '|jossewn m _.m. smidA3 ~950§ ‘|ossewr] snudA) -950¢ |ossew] ..m .m
©3JY [eIISNPU| jossewr] ealy |RLISNPU| [ossewr] <% ealY [RLISNPU| (OSSR
199415 Uduleqy 199415 UouUleyy w 199435 Uouleqy
P¥T edpsway Py eopeway P¥] edpaway
Bwool _ocn___.._ao__< B Bwpo} _ocn_m_zao__,( BwoolL _och:no_i
001 uoidepes g 00} uoidepes 001 uoidepesg
BSIA BSIA S|
snidA) ~950§ f|ossewr] snudA) -g50E ossewr] W snudAD) ~950€ '|ossew
ealy |eplsnpuj |ossew easy |euisnpu| jossewr ealy |euisnpu| |OSSW
199115 UoueyY @ s 19915 UowIeyy 192415 UouIRYY P
P¥] wapaway g A m Py 9Igpaway N PY¥] e2pawsy m M
Bwgo} joupndopy .Nm _.m. 3 Bwo} joupndoyy Bwoo| joulndo)y 5 ,m
00} uoidepesg - 8 001 uoidepes 001 uoldepes
:
s =

Exp. Date}

Lot No.:

Lot No.:




Thong tin thuéc danh cho bénh nhan

SADAPRON TABLETS

THANH PHAN: Mdi vién nén chira
SADAPRON 100 TABLETS

Hoat chiit: Allopu : 100mg
Td duoc: 0’ ridon, _c«t@ge tinh bot, cellulose
microcry aﬁm, \C*u@h fe \\ natri  glycolate,

Magnesi tearate\CoiPS\ /\]IIICOH dioxid, Talc.

SADAP QN MTAﬁLE: S

Ta du’(fc
mlcrocrystallm bot natrl glycolate
Magnesi stearate, Colloidal silicon dioxid, Talc.
THUOC DUNG CHO BENH Gi
Chi dinh diéu tri chimg ting acid uric mau tién
phat va thir phat kem theo bénh gout, bénh théan
co acid uric, tai phat soi than acid uric, bénh mau
. ung thu hodc hoa tri ung thu
KHI NAO KHONG NEN DUNG THUOC
NAY
Chéng chi dinh & nhitng bénh nhan da biét qua
man v0i hoat chat hoic ta duoc cta thudc nay.
Dot cép tinh ctia bénh gout
NHUNG PIEU CAN THAN TRONG KHI
DUNG THUOC NAY
Diéu tri nén ngimg ngay lap tiuc néu co bat ky
phan mg nao ¢ da hoac cac dau hiéu khac cua
sw man cam. Khong dung lai thudc & nhiing
bénh nhan da man cam vai thude
Theo doi thuong xuyén chic nang gan, than,
mau. Giam liéu & bénh nhan suy gan hodc suy
than. Luu y nhimg bénh nhén dang diéu trj bénh
1g huyét ap, suy tim hogc dai thao duong,
Fguorl cao tudi va cling ¢o thé suy than
Dé giam nguy co ling dong xanthin & than, phai
dam bao uéng mot ngay 2-3 lit nude.
Néu trong khi diéu tri ban gap biéu hién bénh
gout tram trong hay tiép tuc diéu tri sadapron va
nén ding thém cac thuéc khang viém hoic
colchicin trong it nhat mot thang.
Anh hudng cta soi than: Piéu tri diy di bing
sadapron s€ lam tan khdi soi thén I6n c6 kha
nang anh huong dén 6ng dan tiéu.
Néu ban khong dung nap mot sé loai dudng,
hdy bao cho bac s trude khi dung thudc nay.
NEN TRANH DU_NG NHUNG THUOC
HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY
Khong ngimg thube ngay ca khi ban cam thy
do hon. Bénh cta ban ¢o thé tré ning. Khong
ubng rugu.

Dung vitamin C liéu cao c6 thé lam ting soi
than. Hay tham van bac si truéc khi dung
vitamin C.

NHUNG DAU HIEU VA TRIEU CHUNG
KHI DUNG THUOC QUA LIEU

Céc triéu chimg bao gdm budn non, tiéu chay,
non va choang vang. Nén diéu tri ho trg chung.
Bu nudce vira du dé duy tri su loi tiéu t6i uu giup
bai tiét allopurinol va cac chét chuyen héa cua
n6. Tham phan loc méu c6 thé can thiét trong
nhiing truong hop nang.

NEN DUNG THUOC NAY NHU THE NAO
VA LIEU LUQNG

Ngwoi Ién: Liéu thong thuong 1a 100-300 mg
mot 1an mdi ngay t6t nhét 1a sau bita dn v6i mot
it nuéc. Sau d6 diéu chinh liéu theo nong do
acid uric trong mau. Trong nhimg truong hop
nang litu 600-900 mg mdi ngay duoc ch1a
nhiéu lan.

Tré em: 10-20 mg/kg mdi ngay. Liéu t6i da’'400
mg. It dung cho tré em ngoai trir nhitng trudng
hop ung thu 4c tinh.

Ngwoi cao tudi: Trong truong hop chua co dir
liéu cu thé, nén sir dung liéu thap nhit lam giam
urat thoa dang.

Suy than: Giam liéu. Do voi suy than nang: it
hon 100 mg mdi ngay hoac liéu don 100 mg
cach nhau lau hon mot ngay. Néu ban phai t i3]
phan 2-3 lan/tuan, ding ngay 300-400 mg/ga
sau moi lan tham phan

Khuyen cao thir nghiém dmh ky chirc na v__g ga%“ \1 A
trong giai doan dau tri liéu. )
CAN LAM GIi KHI MOT LAN QU N
KHONG DUNG THUOC

Dung lleu do ngay khi nh¢ ra. Bo qua lidu da
quén neu n6 gan nhu la thoi gian cho liéu ké
hoach tiép theo cua ban. Khong dung thude
thém dé tao nén liéu da quén '
CAN BAO QUAN THUOC NAY NHU THE ~ ;
NAO -
Bao quan ¢ nhiét do phong, tranh ém tranh anh
sang. Khong bao quan trong phong tam. Khong

bao quan trong ngin da. Mdi loai thudc co thé

c¢6 cac phuong phap bao quan khéac nhau. Doc

ky huéng dan bao quan trén bao bi, hodc hoi
duogc si. Gitr thude tranh xa tdm tay tré em va

tha nuoi.

CAC THONG TIN KHAC

Nhirng thong tin dugc cung cAp khong thé thay

thé cho 101 khuyén cia cac chuyén vién y té.
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Hay ludn tham khao y kién bac si hoac duoc si
truge khi quyét dinh ding thude.

SAN XUAT BOI:

REMEDICA LTD.

Aharnon Street Limassol Industrial Estate,
3056, Limassol — Sip.




Hoat chit: A'll/opurinol: 100mg

Td dwoc: Povidon, lactose, tinh bot, cellulose microcrystallin, tinh bdt natri  glycolate,
Magnesi stearate, Colloidal silicon dioxid, Talc.

SADAPRON 300 TABLETS

Hoat chit: Allopurinol: 300mg

Td dwoc: Povidon, lactose, tinh bot, cellulose microcrystallin, tinh bdt natri glycolate,
Magnesi stearate, Colloidal silicon dioxid, Talc. /[ ((
DUQC LUC HQC e
Allopurinol 1a mdt chét rc ché xanthin-oxydase. Allopurinol va chat chuyén héa chinh
ctia n6 oxipurinol lam giam ndng dd acid uric trong huyét trong va nude tiéu bang cach
trc ché xanthin oxydase, enzym ndy xuc tac sy oxy hoa hypoxanthm thanh xanthin va
xanthin thanh acid uric. Su sinh tong hop purin méi bi giam qua sy (rc ché phan hoi
hypoxanthin-guanin phosphoribosyltransferase. Nhimg chat chuyén hoa khac cia
allopurinol 1a allopurinol-riboside va oxipurinol-7 ribosid.

DUQC DPONG HQC

Allopurinol ¢6 hoat tinh khi uéng va duge hap thu nhanh & bo may tiéu hoa. Céc
nghién ctru da phat hién allopurinol trong mau sau khi ubng 30-60 phut. Sinh kha dung
thay doi tir 67-90%. Nong do huyét tuong dinh cua allopurinol thuong gdp khoang 1,5
gi0 sau khi udng, nhung giam nhanh va hau nhu khong con sau 6 gio. Nong do huyét
tuong dinh cua oxipurinol thuong gap khoang 3-5 gio sau khi ubng allopurinol va kéo
dai lau hon nhléu

Allopurinol gin khong dang ké vao protein huyet tuong va vi thé su thay dbi vé gin két
voi huyet twong khong lam thay dbi dang ké hé so thanh thai. Thé tich biéu kién cua su
phan phdi allopurinol khoang 1,6 I/kg cho thay su phan phoi tuong d6i manh trong mo.
Chua gap allopurinol trong m6 ngudi, nhung co thé s& c6 nong do cao nhét trong gan va
niém mac rudt trong dé hoat tinh xanthin oxidase cao. Khoang 20% allopurinol da udng
duoc thai trir trong phan. Chat chuyén héa chinh cia Allopurinol 1 oxipurinol ciing la
mdt chit (e ché xathin oxidase c6 thoi gian béan thai trong huyét trong khoang 15 gio -
hodc hon ¢ nhitng bénh nhan ¢6 chire nang than binh thuong.

Oxipurinol trc ché xanthine oxidase yéu hon allopurinol, nhung thoi gian ban thai huyét
twong cua oxipurinol dai hon nhiéu. tir 13-30 gio & nguoi. Vi vay, su uc ché hiéu qua
xanthin oxidase dugc duy tri trong 24 gio véi mot liéu don allopurinol. Bénh nhén c¢6
chire néng thén binh thuong thudng tich lily dan oxipurinol cho dén khi dat dugc nong do
O trang thai on dinh. Nhimng bénh nhin nhu vdy, dung 100 mg allopurinol moi ngay -
thuong c6 mot ndong do oxipurinol huyét trong 5-10 mg/1.

Dugc djng hoc ¢ bénh nhan suy thén:

Heé s6 thanh thai allopurinol va oxipurinol giam manh ¢ nhitng bénh nhén suy than dan téi

ham luong huyét twong cao hon khi diéu tri dai han. Nhimg bénh nhén suy than, trong do

tri s& thanh thai creatinin tir 10-20 ml/phut, cho thiy nong do oxipurinol huyét tuong

khoang 30 mg/l sau khi diéu tri dai han véi 100 mg allopurinol/ngay. Nong do nay c6 thé

dat dugc bang lidéu 600 mg/ngay & nhitng nguoi ¢6 chirc nang than binh thuong. Vi thé,

can phai giam liéu & nhitng bénh nhan suy than.

Duwgc dong hoc ¢ bénh nhan cao tudi:

\ (9



bong hoc thudc nay khong thay dbi khac hon vi su suy gidm churc nang than (xin doc
phan Dugc dong hoc & bénh nhan suy than.)

CHI PINH

Sadapron dugc chi dinh diéu tri chimng tang acid uric mau tién phat va thir phat kém theo
bénh gout, bénh thén c¢6 acid uric, tai phat soi than acid uric, bénh mau va ung thu hoic
héa tri ung thu

LIEU LUQNG VA CACH DUNG

Nguwoi lon: Liéu thong thuong 1a 100-300 mg mot lan m&i ngay tdt nhét 1a sau bira dn véi
mot it nuéc. Sau do diéu chinh lleu theo nong do acid uric trong mau. Trong nhitng
truong hop nang licu 600-900 mg moi ngay duoc chia ra nhiéu lan.

Tré em: 10-20 mg/kg mdi ngay. Liéu t6i da 400 mg. [t dung cho tré em ngoai trir nhitng
truong hop ung thu ac tinh.

,

Nguoi cao tudi: Trong truong hop chua c6 dit liéu cu thé, nén sir dung liéu thap nhit lam /é(&

giam urat thoa dang.

Suy thin: Giam liéu. Di voi suy than ning: it hon 100 mg mdi ngay hodc liéu don 100
mg cach nhau lau hon mot ngay. Néu ban phai tham phén 2-3 lan/tuin, dung ngay 300-
400 mg ngay sau mdi lan thim phan.

Suy gan: Nén giam liéu ¢ bénh nhan suy gan. Khuyén céo thir nghiém dinh ky chtrc nang
gan trong giai doan dau tri liéu.

Khong ngimg thude ngay ca khi ban cam thdy do hon. Bénh cta ban c6 thé try nang.
Khong udng ruou.

Dung vitamin C liéu cao ¢6 thé 1am ting soi than. Hay tham vén bac si trude khi dung
vitamin C.

CHONG CHI PINH

Chdng chi dinh & nhitg bénh nhan da biét qua man véi hoat chat hodc ta dugc cia thude
nay. Dot cip tinh ciia bénh gout.

THAN TRONG

Piéu tri nén ngimg ngay lap tirc néu c6 bit ky phan tmg nao & da hodc cac dau hiéu khéac
ctia sy man cam. Khong dung lai thudc ¢ nhitng bénh nhan da man cam véi thude

Theo doi thudng xuyén chirc ning gan, than, mau. Giam liéu & bénh nhén suy gan hodc
suy than. Luu y nhing bénh nhan dang diéu tri bénh tang huyét ap, suy tim hodc dai thao
duong, nguoi cao tudi va ciing c6 thé suy than

Pé giam nguy co lang dong xanthin ¢ than, phai dam bao uong mot ngay 2-3 lit nudc.

Néu trong khi diéu tri ban gap biéu hién bénh gout tram trong hiy tlep tuc diéu tri
sadapron va nén dung thém cac thudc khang viém hodc colchicin trong it nhat mot thang.
Anh huéng cta soi than: Bleu tri day di bang sadapron s& lam tan khéi soi than 16n ¢
kha nang anh huéng dén ong dan tiéu. ’

Néu ban khong dung nap mot sb loai duong, hiy bao cho bac si trude khi ding thude nay.
THOI KY MANG THAI

Khong c¢6 tac dung doc nao trén thai nhi. Chi dugc dung khi ¢6 chi dinh rd rang.

THOI KY CHO CON BU

Allopurinol dugc bai tiét qua sira nguoi. Dung than trong khi cho con bu.

TAC DUNG KHONG MONG MUON

Tac dung phu thuong gap nhét cua allopurinol 1 ndi méan (dat san hodc ngtra). Co thé gap
cac phan tmg qua man trim trong hon nhu ban troc vay, hoi chimg Stevens- Johnson va
hoai tir da doc. Nén ngumng allopurinol néu ndi man. Da gap sét, lanh run, giam bach cau
hodc tang bach cau, tang bach cau ua acid, dau khép va viém mach.



Rét hiém gap viém than kinh ngoai bién, rung toc, budn noén, ndn, dau bung, ti€u chay,
nhtrc dau, budn ngii va chéng miit.
Thong bdo cho bdc si nhitng tac dung phu khi diing thubc.
TUONG TAC THUOC
Nhiéu thudc twong tac voi sadapron va khong nén dung dong thoi. Tuy nhién, mot sé co
thé dung dong thoi voi su than trong dédc biét. Trong truong hop nay, bac si cua ban c6 thé
thay doi liéu hodc ap dung bién phap phong ngura. Néu ban sap dung sadapron, ban nén
bao cho bac si hodc duoc si ban c6 dang ding thude khac va nhat 1a nhing thudc sau déy
hay khong: mercaptopurin, azathloprln vidarabin, salicylat, cac thudc lam ting acid uric
niéu, chlorpropramid, cac thudc chéng déng mau, phenytoin, theophyllin, ampicillin,
amoxiclin, cyclosphosphamid, doxorubicin, procarbazin, mechloroethamin, cyclosporin,
bleomycin. ' ’
ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY
MOC
Mic du da gap cac tac dung bat lgi nhu budn ngii, chéng mat va that diéu & nhimg bénh
nhan dung sadapron, nhung bénh nhan c6 thé van thuc hién cong viéc vai sy than trong
trong khi 14i xe, van hanh may hodc tham gia vao hoat dong nguy hiém cho dén khi nao
sadapron khong con anh hudng bét loi 1én kha nang cua ho.
QUA LIEU VA XU TRI
ba gip qua heu do ¢ y hodc vo tinh 5g hodc rit hiém khi 20g allopurinol. Cac triéu
chung bao gom budn non, ticu chay, non va choang vang. Nén diéu tri hd tro chung. Bu
nudc vira du dé duy tri su loi tiéu t01 uu giup bai tiét allopurinol va cac chat chuyén héa
ctia n6. Tham phan loc méau c6 the can thiét trong nhiing truong hop nang.
BAO QUAN Bao quan dudi 30°C, tranh anh sang va am.
HAN DUNG: 5 nam ké tir ngy san xuét.
TRINH BAY:
SADAPRON 100 TABLETS: 10 vién/ vi, 5 vi/ hop.
SADAPRON 300 TABLETS: 10 vién/ vi, 3 vi/ hop.
TIEU CHUAN: BP 2017
KHUYEN CAO:

Poc kj hwéng din sir dung trweée khi ding.

Néu cdn thém thong tin, xin hoi y kién bdc si.

Dé xa tim tay tré em.

Tlmoc nay chi dung theo su ké don cua thdy thuéc.
Sdn xuit boi
REMEDICA LTD.
Aharnon Street Limassol Industrial Estate 3056, Limassol- Sip

P. TRL?’I‘S\IC f)L

Pham Fohi Vairs







