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APURIC®

s Allopurinol
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Bicﬁ hmjhg dﬁg sit dung trude khi ding
Thﬁ?g bgmawaho bac sy hodc dwgc sy nhifng tdc dung khéng mong mudn gap phai khi sir
dung thudc.

PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

1. THANH PHAN, HAM LUGNG CUA THUOC:

APURIC 100: M&i vién nén chda:

Hoat chat: Allopurinol............cccovveeveen.n 100 mg

Td dugc: Lactose monohydrat, tinh bot ngd, povidon K30, magnesi stearat.

APURIC 200: M&i vién nén chda:

Hoat chat: Allopurinol.............cocovevun.... 200 mg

T dugc: Lactose monohydrat, tinh bt ngd, povidon K30, magnesi stearat.

2. MO TA SAN PHAM:

APURIC 100: Vién nén, hinh tron, mau trdng, hai mit vién tron va 16i, canh va thanh vién lanh I3n.

APURIC 200: Vién nén, hinh tron, mau trdng, hai mat vién tron va 16i, canh va thanh vién lanh I3n.

3. QUY CACH DONG GOI:

APURIC 100: Hop 2 vi x 10 vién nén.

APURIC 200: Hop 2 vi x 10 vién nén.

4. THUGC DUNG CHO BENH Gi:
APURIC chia hoat chat allopurinol (thugc nhém thudc tc ché enzym).
APURIC dugc dung trong diéu tri dai han phong ngtia bénh gat va c6 thé duoc dung trong cac tinh
trang khdc lién quan dén viéc du acid uric trong co thé, bao gém sdi than va cac loai bénh than
khéc.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Céch ding: Thudc dung dudng udng. Nén nudt nguyén vién thube véi mot ly nue. Ban nén udng
thudc sau bifa @n, udng nhiéu nuc (2-3 lit mot ngay) trong khi ban dang dung thudc nay.
Liéu diing:

—  Ngudi I6n (bao gém cd ngudi gid):
Liu khoi ddu: 100-200 mg/ngay.
Khi ban bit ddu diéu tri, bac sy c6 thé ké toa mdt loai thudc chdng viém hay colchicin cho mot
thdng hodc hon, d& ngdn ngira cac dgt cdp clia viém khdp do gut.
Liéu allopurinol c6 thé dugc diéu chinh tly thudc vao mic dd nghiém trong clia bénh. Liéu duy tri
la:
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+ Bénh nhe, 100-200 mg/ngay
+ Bénh viia dén ning, 300-600 mg/ngay
+ Bénh ndng, 700-900 mg/ngay.
Bac sy c6 thé thay ddi liéu dung clia ban néu ban c6 suy gidm chiic ning than va gan, dic biét
néu ban 1a ngudi cao tudi.
NEu liéu hang ngay vugt qua 300 mg/ngay va ban gdp téc dung phu trén dudng tiéu héa nhu budn
ndn hoic nén, bac sy co thé chia liéu allopurinol lam nhiéu Idn dé gidm nhiing tdc dung phu nay.
Néu ban c6 van dé vé than nghiém trong:
+ C6 thé ban dugc yéu cdu dung it hon 100 mg/ngay.
+ Hodic c6 thé ban dugc yéu cdu dung 100 mg/ngay trong khodng thdi gian dai hon 1 ngay.
Néu ban phai chay thdn 2-3 lan/tuin, bic sj co thé ké liéu 300-400 mg cho ban dung ngay sau
khi chay than.
Tré em (dudi 15 tudi): 100-400 mg/ngay.
Diéu trj c6 thé bt d4u cling v6i mdt loai thudc chdng vidm hay colchicin, va liu dugc didu chinh
néu ban cd suy giam chic ndng gan va than, hoic chia liéu dé gidm tdc dung phu trén dudng tidu
héa, nhu déi véi ngudi I6n & trén.
Néu ban ngung dung APURIC:
Ban nén tiép tuc dung thudc nhu bac sy dd hubng din. Khong ngung ding thuc ma khong bdo
truéc v6i bac sy.
. KHI NAO KHONG NEN DUNG THUGC NAY:
Khong dung APURIC néu ban:
- Dj (ing (qua man) véi allopurinol hodc bat ky thanh ph4n nao cla thudc.
- Hién dang bj hodc vita méi bj dgt gut cap.
. TAC DUNG KHONG MONG MUON:
Ngung ding thudc va bao ngay cho bac sy, néu ban gap bat ky nhifng diéu sau day:
Mot phan Gng phu trén da (c6 thé kém theo sét, sung hach, dau khép, tréc da bat thudng hodc
chdy méu, cac bénh vé than hodc ngdt xiu dot ngot).
- Thudng gdp (dnh hudng it hon 1 trong 10 ngudi nhung nhiéu hon 1 trong 100 ngudi):
+ Phat ban
- Hiém gdp (dnh huéng it hon 1 trong 1000 nguoi):
+ SOt va 6n lanh, nhiic d4u, dau co (céc tridu chiing giéng nhu cim) va thudng cdm thdy mét.
+ Bi€n ddi bat ky vé da, vi du nhu viém loét & miéng, hong, mii, bd phan sinh duc va viém két
mac (mat do va sung), mun nuéc hodc bong da lan rong.
+ Phan Ging qud man nghiém trong bao gdm s6t, phat ban, dau khGp, va nhiing bét thudng trong
xét nghiém mau va chic ning gan (day c6 thé 1a ddu hiéu cla réi loan man cam da co quan).
- Phén ting di ting (d4nh hudng it hon 1 trong 10000 nguoi):
+ Phat ban da, bong da, béng nuéc hodc dau mdi va miéng.
+ Sung mat, tay, mdi, IuGi hodc hong.
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+ Kho nudt hodc kho tho.
+ R4t hiém khi ¢6 nhiing ddu hiéu dot nhién khd khé, rung hodc cdm gidc bop chdt va
de ép 16ng nguyc.
Ngung diing thudc va bdo cho béac sy cang sém cang tét:
It gdp, (4nh hudng it hon 1 trong 100 ngudi nhung nhiéu hon 1 trong 1000 nguoi):
+ Bubn noén, ndn (rat hi€m gip, c6 thé c6 mau) va tiéu chay
+ Triéu chiing clia phan (ng dj ting bao gdm ndi m4n ngtia
+ Tang két qua clia cac xét nghiém chiic ning gan
- Hiém gdp, (dnh hudng it hon 1 trong 1000 ngudi nhung nhiéu han 1 trong 10000 nguoi):
+ Dau khép hodc sung dau & viing ben, nach hodc cd
+ Vang da (da bj vang va mat c6 mau tring)
+ C6 thé anh hubng d&n chic ning gan hoic than.
+ Hinh thanh sbi & dubng tiét niéu, céc triéu chiing c6 thé bao gdém c6 méu trong nudc tidu va
dau ¢ vung bung, hong, hodc ben.
- R4t hiém gdp, (dnh hudng it hon 1 trong 10000 ngudi):
Théan nhiét cao
C6 méu trong nudc tiéu
Thay déi théi quen di tiéu binh thudng clia ban, hodc di tiéu c6 mui hoi bat thudng
Nong do chat béo cao trong mau
Cam gidc khong dugc khoe
Suy nhugc, té ciing, ding khdng viing, mat kha ning cir dong co bip (liét) hoic mat y thic,
cam gidc ran rdn nhu kién bo.
Co git, ngat xiu hodc trdm cam
Nhiic ddu, ch6ng mit, budn ngll hodc loan thi
Pau nguc, huy&t 4p cao hoic mach chim
U dich ddn dén sung (phi) ddc biét 6 mdt ca chan
V6 sinh 6 nam hodc mat kha ning duy tri su cuong ciing hodc xudt tinh trong khi ngli (mong
tinh).
Phi dai vi, 6 nam gi6i cling nhu nii gi6i
Thay ddi vi gi4c, viém trong miéng
Duc thly tinh thé (md mit) va céc van dé khac vé tdm nhin
Nhot (u nhd mau dé mém trén da)
Rung t6c hodc ddi mau toc
Cam gidc khat nudc, mét mdi va sut can (c6 thé 1 trigu chiing cla bénh tiéu dudng); Bac sy
c6 thé do ndng do dudng trong méu clia ban néu diéu nay xay ra.
Pau co
+ Sung hach, thudng hét khi ngiing diéu tri allopurinol.
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Poi khi ban c6 thé cdm thdy bj bénh, nhung diéu nay thudng c6 thé tranh dugc bing céch dung
allopurinol sau biia &n. Hay bdo v6i bac sy néu van dé nay dai ding.

Thinh tho&ng, allopurinol ¢ thé &nh hudng d&n méu hodc hé bach huyét. Cac téc dung nay
thudng xay ra ¢ nhitng ngudi c6 bénh gan hoic than. Hay bdo v6i bac sy cang sém cang tot néu
ban nhdn thdy rdng ban bj bdm tim d& hon so v6i binh thudng, hodc néu ban bi dau hong hoic
cac ddu hiéu khac clia nhiém khuan.

. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:

Tham véan y kién béac sy hodc dugc sy trude khi ding APURIC néu ban dang ding:

6-mercaptopurin (dugc dung diéu tri ung thu mau).

Azathioprin, cyclosporin (dugc diung dé Gc ché hé mi&n dich). Lwu y, tic dung phu clia
cyclosporin c6 thé thudng xay ra hon.

Vidarabin (dugc dung diéu tri mun rop). Luu y, tic dung phu clia vidarabin c6 thé thudng xay ra
hon. Than trong ddc biét néu xay ra.

Céc thudc nhém salicylat (dugc ding gidm dau, ha s6t va viém nhu aspirin)

Probenecid (dugc dung diéu tri bénh gut)

Clorpropamid (dugc dung diéu tri bénh tiéu dudng). Gidm lidu clorpropamid c6 thé can thiét, dic
biét ¢ nhitng bénh nhan bj suy gidm chiic ning than.

Warfarin, phenprocoumon, acenocoumarol (dugc dung lam lodng mdu). Bac sy sé theo ddi gid tri
dong mdu ctia ban thudng xuyén hon va néu cén thiét, gidm liéu clia nhiing thudc nay.

Phenytoin (dugc dung diéu tri dong kinh)

Theophylin (dugc dung diéu tri b&nh hen suy@n va cac b&nh hd hap khéc). Bac sy s& do ndng
do theophylin trong méu, dic biét khi bt ddu diéu tri véi allopurinol, hodc sau khi thay ddi liéu.
Ampicilin hofc amoxicilin (dugc dung diéu tri nhifm khudn). Bénh nhan cdn dung khang sinh
khdc néu co thé, do cac phan tng di tng c6 nhiéu khd ndng xay ra.

Cac thudc diéu tri khoi u &c tinh, nhu:

+ Cyclophosphamid

+ Doxorubicin

+ Bleomycin

+ Procarbazin

+ Mecloroethamin

Béc sy sé& theo ddi cong thiic mdu cla ban thudng xuyén.
Didanosin (dugc dung diéu tri nhiém HIV)

Captopril (dugc dung diéu tri ting huyét ap)

. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

N&u ban quén dung thudc, dung nd ngay khi ban nhé. NEu thai gian gén t6i liéu k& tiép, thi hay bo
qua lidu bj quén va dung lidu k& ti&p theo k& hoach binh thudng. Khong nén gép doi liéu dung.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:

§ nhigt do dudi 30°C, noi khd rdo, tranh &nh sang.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
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Céc tridu chiing c6 thé xay ra khi qud liéu bao gém budn ndn, non, tiéu chdy, chéng mit.
12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAoO:
Néu ban diing APURIC qué liéu khuyé&n céo thi ban cin phai:
- Thong bdo ngay cho bac sy hodc dén bénh vién gin nhat.
- Nhé mang theo nhan thudc ho3c lugng thudc con lai dé bac sy biét thusc ma ban da dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Théng bao véi bac sy trude khi diing thudc nay néu ban:
— Bi bénh gan hodc bé&nh than. Bac sy c6 thé ké cho ban liéu thdp hon hodc yéu cdu ban dung
thudc it thudng xuy&n hon mdi ngay. Ho van theo ddi ban chit ché hon.
— Bi bénh tim ho3c ting huyét ap.
— Dang bj dgt gat cép.
Thudc nay cé chita lactose. Néu ban da biét rdng ban khong dung nap mot vai loai dudng thi
hay thong bdo cho béac sy trudc khi st dung thudc nay.
Thoi ky mang thai va cho con bii: Néu ban dang mang thai, dy dinh c6 thai hodc dang cho con
bd, hdy hdi y ki€n béc sy hodc dugc sy dé dugc tu van trudc khi dung thudc.
Anh hudng ciia thudc ddi vdi cong vide: Thudc nay co thé gy chong mit, bubn ngl, mat phéi
hop dong tac. N&u ban bi dnh hubng, khong l4i xe, vdn hanh mdy méc hodc tham gia vao céc
hoat dong nguy hiém.
14. KHI NAO CAN THAM VAN BAC SY, DugcC SY:
Trong truong hop qud liéu hodc tdc dung khdng mong mudn.
Khi dang dung thudc khéc hoic mot loai thuc pham.
N&u can thém thdng tin xin héi y ki€n bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang k& tii ngdy san xudt. Khong dung thudc khi qua han dung.
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PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. DUQC LUC HOC:
Nhém dugc ly: Thudc Gc ché téng hop acid uric.
Ma ATC: MO4AAO1
Allopurinol 13 mdt chat dc ché enzym xanthin-oxidase. Allopurinol va chat chuyén héa chinh clia nd
la oxipurinol 1am gidm ndng d¢ acid uric trong huy&t tuong va nuéc tiéu béng céch tc ché enzym
xanthin oxidase, enzym xic tdc qud trinh oxy héa clia hypoxanthin thanh xanthin va xanthin thanh
acid uric. Ngoai sy tc ché qua trinh dj héa purin trong mot s6 b&énh nhan nhung khong phai tat ca
bénh nhén ting uric mau, qué trinh sinh téng hop purin bi yéu di théng qua sy Gc ché phan hoi
enzym hypoxanthin-guanin phosphoribosyltransferase. Cac chat chuy&n héa khac cla allopurinol bao
gdm allopurinol-ribosid va oxipurinol-7 ribosid.

2. DUGC BONG HOC:
Hap thu: Allopurinol c¢d hoat tinh khi diing dudng udng va dugc hdp thu nhanh qua dudng tiéu héa
trén. Cac nghién ciu da phét hién allopurinol trong mdu 30-60 phut sau khi dung thudc. Uéc tinh
sinh khd dung thay ddi tir 67% dén 90%. Nong do dinh trong huyét tuong clia allopurinol thuding
dat khoang 1,5 gid sau khi ung allopurinol, nhung gidm nhanh chéng va hu nhu khong thé phat
hién dugc sau 6 gi. Nong d dinh clia oxipurinol thudng dat sau 3-5 git sau khi udng allopurinol va
dugc duy tri 1au hon.
Phén bo: Allopurinol gan két khong dédng k& véi cdc protein huyét tuong va do dé su thay déi trong
viéc gan két protein khong 1am thay déi ddng k& su thanh thdi. Thé tich phan bd cla allopurinol 1
khodng 1,6 lit’kg, cho thdy su hdp thu tuong ddi rong rdi boi cdc md. Nong do 6 mo cla allopurinol
chua dugc bdo cdo & ngudi, nhung ¢ khd nidng allopurinol va oxipurinol sé hién dién & ndng do cao
nhat trong gan va niém mac rudt, noi enzym xanthin oxidase hoat dong manh.
Chuyén hda va thai tru:
Khoadng 20% allopurinol hdp thu dugc dao thai qua phan trong 48-72 gid. Thai trir allopurinol chi
y&u do chuyén héa thanh oxipurinol b&i enzym xanthin oxidase va aldehyd oxidase, nhé hon 10%
lugng thudc khong chuy&n hoa dugc bai tiét trong nudc tiéu. Allopurinol c6 thai gian bén thai trong
huy&t tuong khoang 1-2 gid.
Oxipurinol 1a mt chat ic ché enzym xanthin oxidase kém hon allopurinol, nhung thoi gian ban thdi
trong huy&t tuong clia oxipurinol |2 dai hon. Udc tinh khodng 13-30 gi6 6 ngudi. Do d6 c ché c6
hiéu qud enzym xanthin oxidase dugc duy tri trong mot khodng thoi gian 24 gid véi mot liéu don
hang ngay cla allopurinol. B&nh nhén ¢6 chiic ning thdn binh thudng sé dan dan tich Iy oxipurinol
cho dén khi néng do oxipurinol trong huyét tuong dat trang thdi 6n dinh. Nhiing bénh nhan nay,
ding 300 mg allopurinol mdi ngay s& c6 ndng do oxipurinol trong huyét tuong 1a 5-10 mgl/lit.
Oxipurinol dugc thai trii khong déi trong nudc ti€u, nhung c6 thdi gian ban thai dai vi nd trai qua tai
hdp thu & 6ng than. Thai gian ban thai tir 13,6 dén 29 gid. Sy khac biét I6n trong nhiing gid tri
nay c6 thé do su bi&n di trong thi€t k& nghién clu va/hodc do thanh thai creatinin § cic bénh

nhan.
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Bénh nhén suy thdn: DO thanh thai allopurinol va oxipurinol s& gidm ddng k& & nhiing bénh nhan
¢6 chiic ndng than kém din dén ndng dd trong huyét tuong cao hon trong diéu tri man tinh. Bénh
nhan suy than c6 do thanh thai creatinin ti 10 dén 20 ml/phit, ndng do oxipurinol trong huyét
tuong khodng 30 mg/lit sau khi diéu tri kéo dai véi 300 mg allopurinol mdi ngay. Khodng néng do
nay c6 thé dat dugc bing liéu 600 mg/ngay & nhiing ngudi ¢ chic ning thin binh thudng. Do dé,
cin phai gidm liéu allopurinol & b&nh nhan suy than.
Bénh nhan cao tudi: Pong hoc clia thudc khong c6 khd ning dugc thay ddi khdc hon 1a do suy giam
chdc ndang théan.

3. CHi DINH:
- Ngudi Ién:

+ T4t ca cdc dang ting uric mau khong thé kiém soét duoc bing ché do &n bao gém ting uric
mau thit cdp c6 ngudn gdc khdc nhau va nhiing bign chiing I&m sang clia céc tinh trang
tang uric mdu, ddc biét triéu chdng clia bénh gat, bénh than c6 urat va dé hoa tan va phong
nglia soi acid uric.

+ Diéu tri sdi calci oxalat hdn hgp tai phat déng thoi v6i diu tri ting uric mau, khi ché do n
udng va cac bién phdp diéu tri tuong tu khéng thanh cong.

— Tré em va thiéu nién:

+ Tang uric mau thir cap c6 ngudn gdc khdc nhau

+ Bén thdn c6 acid uric trong khi diéu trj ung thu bach cau

+ ROi loan thigu hyt emzym di truyén, hdi chiing Lesch-Nyhan (thi€u hut mét phdn hoic toan bd
enzym hypoxanthin-guanin phosphoribosyl transferase) va thiu hut enzym adenin
phosphoribosyl transferase.

4. CACH DUNG, LIEU DUNG:
C4ch ding: Thusc dung dudng udng, c6 thé udng thudc mdi ngdy mot 1an. D& ting kha ning dung
nap dudng tiu hoa, nén ubng thudc sau bita dn. Liéu dung nén dudc chia ra néu liu hang ngay
vuot qua 300 mg va khéng dung nap dudng tiéu hoa.
Liéu ding:
Nguoi Idn:
2-10 mg/kg thé trong/ngay hodc 100-200 mg mébi ngay trong bénh nhe, 300-600 mg mdi ngay
trong bénh viia dén n3ng, hodc 700-900 mg mbi ngay trong bénh ndng. Allopurinol can dugc khoi
ddu & liéu thap vi du 100 mg/ngay dé gidm nguy co phan (ng phu va chi ting liéu néu dép Gng
urat trong huyét thanh khong dat yéu cdu. Ngoai ra cdn than trong néu chiic nang than kém.
Tré em (dén 15 tudj):
10-20 mg/kg thé trong/ngay 1&n dén t6i da Ia 400 mg mbi ngay dugc chia lam 3 lan.
Hi€m khi chi dinh dung cho tré em, ngoai trii trusng hgp bénh &c tinh, ddc biét 1a bénh ung thu
bach c4u va r6i loan enzym, vi du nhu hi chiing Lesch-Nyhan.
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Nagudi gia:

Khéng c6 khuy&n céo liéu lugng cu thé, nén dung liéu thap nhat dé san xudt urat giam. Tham khéo
liéu lugng khuy€n cdo & phan khuy&n nghij liéu ding trong bénh than.

Khuyén nghi liéu ding trong bénh than:

Allopurinol va cdc chat chuyén héa clia né dugc thai trir qua than; do d6 suy gidm chiic ning than
c6 thé din dén viéc tich Ity thudc va/hodc cac chdt chuyén hda clia né. Thoi gian bdn thai trong
huy&t tuong 6 thé dugc kéo dai. Lich trinh sau ddy c6 thé dap ng nhu huéng din diéu chinh liéu
6 bénh nhan suy than:

Do thanh thai creatinin Liéu diing

> 20 ml/phat Liéu binh thudng

10-20 ml/phat 100-200 mg/ngay

< 10 ml/phat 100 mg/ngay hodc khodng liéu dai hon

bdc biét xem xét khi chiic nang than bj suy gidm, b3t ddu diéu tri v6i liéu t6i da 12 100 mg/ngay
va chi tdng Ién néu ty I8 dap dng trong huyét thanh va/hodc nudc tiéu khong dat yéu cdu. Trong
suy than ndng, nén dung it hon 100 mg/ngay hodc dung liéu don 100 mg trong khodng thoi gian
hon mot ngay.

Néu dang theo ddi ndng do oxipurinol trong huyét tuong, néu diéu chinh liéu dé duy tri ndng do
oxipurinol trong huyét tuong dudi 100 micromol/lit (15,2 microgram/ml).

Khuyén nghi liéu ding trong chay thdn nhén tao:

Allopurinol va cdc chat chuyén héa clia né duoc loai bd bing céch loc mau than. N&u mot tudn yéu
cdu loc mau 2-3 1an thi cdn c6 mot lich trinh liéu lugng thay thé 300-400 mg allopurinol ngay sau
moi 14n loc mau khong c6 thoi gian chuyén tiép.

Liéu dang trong suy gan:

Nén gidm liéu & bénh nhin suy gan. Xét nghiém chiic ning gan dinh ky dugc khuyén cdo trong
giai doan dau diéu tri.

Piéu tri tinh trang ludn chuyén urat cao vi du su tao u. héi ching Lesch-Nyhan:

Nén diéu tri ting uric méu va/hodc ting acid uric niéu hién co véi allopurinol trudc khi bat ddu diéu
tri doc t& bao. Phai ddm bao dii nudc dé duy tri sy loi tiéu t6i uu va sy kiém hoa clia nu6c tiéu dé
lam ting do hoa tan clia urat/acid uric trong nuéc tiéu. Liéu allopurinol phai & trong khodng thap
hon.

N&u bénh than c6 urat hoic bénh Iy khdc dd suy gidm chiic ning thin, xem cac khuyén cdo liéu
dung trong bénh than.

Nhiing budc ndy cé thé lam gidm nguy co két tha xanthin va/hodc oxipurinol [am phic tap thém
tinh trang 1dm sang.

Nén diéu chinh liéu dung bing cach theo ddi néng do urat trong huyét thanh va ndng dd urat/acid
uric trong nudc tiéu trong khodng thdi gian thich hgp.

. CHONG CHi DINH:

Qua man véi allopurinol hodc v6i bat ky thanh phén td dugc nao.

W
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Pot gat cép.

. LUU Y VA THAN TRONG:

Cdc dgt gut cdp: Khong nén bit ddu diéu tri allopurinol cho d&n khi mot dot git cdp tinh d3 hét
hén, do allopurinol c6 thé gy thém céc dot gt c4p.

Trong giai doan ddu diéu tri vi allopurinol, nhu v6i cdc tdc nhan ting acid uric niéu cé thé gdy ra
mot dgt viém khép do gat cdp tinh. Vi vy nén phong bénh v6i mdt tdc nhan chéng viém phi hop
hodc colchicin trong it nhdt mot thang. C4n tham khao tai liéu dé bit chi tiét vé liéu lugng thich
hgp va nhiing canh béo.

Néu cdc dgt gt cdp xudt hién & nhiing bénh nhan ding allopurinol, nén tiép tuc diéu tri & clng liéu
trong khi céc dot gat cdp dugc diéu tri bAng mot thubc chng viém phu hop.

Khong nén chi dinh allopurinol cho nhiing bénh nhan diéu trj bdng azathioprin hodc 6-
mercaptopurin trii khi liéu clia cdc thudc nay dugc giam dén 1/4 cla liéu dugc ké trubc do.

Can ngung dung allopurinol ngay lap tiic khi phat ban da hodc triéu ching khdc vé nhay cam trén
da xdy ra. Nén gidm liéu & nhiing b&nh nhin bj suy gan hodc suy thin. Bénh nhan dang diéu tri
bénh tdng huyét 4p hodc suy tim, ching han véi thudc loi tiéu hodc thudc tc ché ACE, c6 thé dong
thdi bi suy chiic ning than va nén st dung than trong allopurinol ¢ déi tugng nay.

Tang acid uric mau khong triéu chiing thudng khong phai 1a mot ddu hiéu cho viéc dung allopurinol.
Piéu chinh lugng nuéc va ché do dn véi viéc kiém soat cdc nguyén nhan tiém 4n c6 thé diéu chinh
tinh trang nay.

Két tua xanthin: Trong cé4c trudng hop hi€m, ndng do tuyét doi cha xanthin trong nuéc tiéu cé thé
ting di dé két tha trong dudng tiét niéu trong diéu kién toc do hinh thanh urat dugc ting 1&n rat
nhi€u (vi du bénh ac tinh va viéc diéu tri bénh ac tinh, hgi ching Lesch-Nyhan). Nguy co nay cé
thé dugc gidm thi€u bing céch udng di nuéc dé& nudc tiéu dugc pha lodng t6i .

Su tdc déng cua séi thdn acid uric: Diéu tri ddy di véi allopurinol s€ lam tan séi thdn acid uric I6n
& viing chau, véi khd nang diéu khién téc dong trong niéu quan.

Trong diéu tri bénh git va sdi thédn acid uric, lugng nudc tiu nén dugc tao ra it nhat 2 lit mdi ngay
va do pH trong nuéc tiéu nén duoc giil trong khodng 6,4-6,8.

Hoi chiing qua mén, hoi ching Stevens-Johnson (SJS) va hoai ti biéu bi nhiém dc (TEN): Phan
iing qua man allopurinol ¢6 thé biéu hién bing nhiéu cdch khdc nhau, bao gdm ngoai ban dat san,
hoi chiing qué min (con dugc goi l1a DRESS) va SJS/TEN. Nhiing phéan Gng nay la ch&n do&n 1am
sang, va biu hién 1am sang clia ching van con co s& cho viéc ra quyét dinh. Néu phdn (ng nay
xay ra bat cd lic nao trong qua trinh diéu tri, nén ngling allopurinol ngay Iap tdc. khong nén dung
lai thudc & nhiing bénh nhan bj hdi ching qua mén va SJS/TEN. Corticosteroid ¢6 thé cé ich trong
viéc khdc phuc céc phan dng qud min trén da.

Alen HLA-B*5801: Alen HLA-B*5801 da dugc ching minh la c6 lién quan téi nguy co phat trién hoi
chiing qud man lién quan allopurinol va SJS/TEN. T4n sudt clia alen HLA-B*5801 khéc nhau rét I6n
gilia cdc nhém dén toc: Lén d&n 20% dan s8 ngudi Han Trung Qudc, khodng 12% dan s& Han
Quéc va 1-2% & nhiing ngudi Nhat Ban hoic gbc Chau Au. Viéc st dung cdc ki€u gen nhu mot
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cdng cu sang loc dé dua ra quyét dinh vé viéc diéu tri véi allopurinol chua dugc thanh 14p. Néu
bénh nhan 1a mgt ngudi mang alen HLA-B*5801, cdn xem xét viéc sit dung allopurinol néu nhiing
lgi ich vugt qua nguy co. Canh gidc thém véi cac ddu hiéu clia hoi chiing quia man hoic SJS/TEN
va bénh nhan cdn dugc théng bdo v& sy cén thiét phai ngling diéu tri ngay 1ap tic khi cac tridu
chiing dau tién xuat hién.
Thudc nay cé chifa lactose. Bénh nhan c6 vén dé vé di truyén hi€m gdp khéng dung nap
galactose, thi€u hut lactase Lapp hodc kém hap thu glucose-galactose khong nén diing thudc nay.
Thai ky mang thai: Khong c6 dii bang ching vé sy an toan clia allopurinol trong thdi ky mang thai
0 ngudi. Céc nghién ciiu ddc tinh sinh san trén dong vat da cho thdy cdc két qud trai ngugc nhau.
Chi dung allopurinol trong thai ky khi khong c6 gidi phdp thay th& nao an toan hon va khi ban than
ngudi me c6 bénh gdy nguy hai cho me hodc con.
Thdi ky cho con bi: Allopurinol va oxipurinol dugc bai tiét qua sita me. Néng do allopurinol 1a 1,4
mg/lit va oxipurinol 12 53,7 mg/lit da dugc tim thdy trong sita me khi ngudi me dung allopurinol 300
mg/ngdy. Tuy nhién, khdng c6 dif liéu lién quan dén nhiing dnh hubng cla allopurinol hodc cac chat
chuyén héa clia n6 trén tré ba me. C4n phai ngling cho con bi hodc ngung/tranh diéu tri allopurinol
c6 tinh dén Igi ich cho tré ba me va Igi ich clia viéc diéu trj cho ngudi me.
Anh huéng ciia thudc ddi véi cdng viéc: Do cic phan dng bat Igi nhu chong mit, budn ngli va
mét diéu hoa vin dong da dugc bdo céo & nhitng bénh nhan dung allopurinol, bénh nhan nén than
trong tru6c khi 14i xe, vdn hanh mdy mdc, lam viéc trén cao va céc hoat dong khac cho dén khi
chic chin réng allopurinol khéng anh hubng dén hiéu suat 1am viéc.
. TUGNG TAC THUGC:
6-mercaptopurin va azathioprin: Khi dung dong thoi véi allopurinol, liéu 6-mercaptopurin hoic
azathioprin nén dugc gidm dén 25% liéu binh thuong. Allopurinol 1& mgt chat ¢ ché enzym xanthin
oxidase va 1am gidm su chuyén héa clia azathioprin va 6-mercaptopurin. Nong dd trong huyét thanh
clia c4c thudc ndy cé thé dat t6i ndng do gay doc tru khi thuc hién viéc gidm liéu.
Vidarabin (Adenin arabinosid): Bing chiing cho thdy thdi gian ban thdi trong huyét tuong cla
vidarabin tang 1&n khi c6 mat allopurinol. Can than trong khi hai thudc dugc diing dong thoi.
Salicylat va cdc tic nhan ting acid uric niéu: Oxipurinol, chdt chuyén héa chinh clia allopurinol va
hoat tinh diéu tri cla nd, dugc bai tiét qua thdn tuong ty nhu véi urat. Do dé, thudc cé hoat tinh
ting acid uric niéu nhu probenecid ho3c liéu 16n salicylat c6 thé thic ddy sy bai tiét oxipurinol. Diéu
nay c6 thé lam gidm hoat tinh diéu tri clia allopurinol, nhung tdm quan trong cdn phdi dugc ddnh
gid trong tling trudng hop.
Clorpropamid: N&u allopurinol dugc dung déng thdi véi clorpropamid khi chic ndng thén kém, c6
thé c6 nguy co gia tdng hoat tinh ha dudng huyét kéo dai vi allopurinol va clorpropamid co thé canh
tranh bai tiét & dng thén.
Thubc chéng déng coumarin: D3 c6 bdo céo hiém gdp ting téc dung cla warfarin va cdc thudc
chéng dong coumarin khéc khi ding chung véi allopurinol; do do, tit ca cac bénh nhdn dung thudc
chéng dong médu phai duoc theo ddi c&n than.
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Phenytoin: Allopurinol c6 thé iic ch& qué trinh oxy héa & gan cia phenytoin nhung y nghfa lam sang
chua dugc chiing minh.

Theophylin: Uc ché sy chuyén héa clia theophylin da dugc bao cdo. Co ché clia sy tuong tic co thé
do enzym xanthin oxidase tham gia vao su chuyén héa clia theophylin & ngudi. Nén dugc theo doi
nbng do theophylin & bénh nhan bit ddu diéu tri allopurinol hodc khi ting liéu allopurinol.
Ampicilin/Amoxicilin: Sy gia tang tdn sudt phdt ban da da dugc bdo cdo 6 nhiing b&nh nhén dung
ampicilin hogc amoxicilin dong thoi véi allopurinol so v6i nhiing b&nh nhan khdng dung c& hai loai
thudc. Nguyén nhén chua rd. Tuy nhién, 6 nhiing bénh nhan dang dung allopurinol thi nén dung liéu
phap khac dé thay thé cho ampicilin hodc amoxicilin.

Cyclophosphamid, doxorubicin, bleomycin, procarbazin, mecloroethamin: Tdng cudng Gc ché tly
xuong do cyclophosphamid va céc tdc nhan gay doc t&€ bao khdc da dugc béo cdo 6 nhiing bénh
nhan mdc bénh khdi u (khac v6i bénh ung thu bach cAu), khi dung cung véi allopurinol. Tuy nhién,
allopurinol khong lam ting phdn (ng doc hai cla cdc thudc cyclophosphamid, doxorubicin,
bleomycin, procarbazin va/hodc mecloroethamin (meclorethamin hydroclorid) trong mgt nghién cdu
c6 kiém soat & bénh nhan diéu tri v6i cac thubc gy doc t& bao nay.

Ciclosporin: Cac bdo cdo cho thdy ndng do trong huyét tuong clia ciclosporin ¢6 thé ting 1én trong
khi diéu trj dong thdi v6i allopurinol. N&n xem xét khd ning tdng cudng ddc tinh cla ciclosporin néu
céc loai thudc dugc ding dong thoi.

Didanosin: G ngudi tinh nguyén khde manh va bénh nhan HIV dung didanosin, gid trj Cmax va AUC
clia didanosin trong huyét tuong da ting gin gp doi khi diéu tri dong thoi allopurinol (300 mg mdi
ngdy) ma khong anh hubng dén thai gian ban thdi cudi. Dung dong thdi 2 loai thudc thudng khdng
dugc khuy&n cdo. N&u ding dong thoi khong thé trénh khoi, c6 thé gidm liéu dung didanosin, va
bénh nhan cin dugc theo doi chdt ché.

Captopril: Dung déng thoi allopurinol va captopril, cdc nguy cd phdn (ing da c6 thé ting lén, dic
biét trong trudng hgp suy thdn man tinh.

. TAC DUNG KHONG MONG MUON:

Ty |& phan ting phu cao hon ¢ ngudi bénh than va/hodc bénh gan.

Thudng gdp, 1/100 < ADR < 1/10:

Da va mo du6i da: Phat ban.

It gdp, 1/1000 < ADR < 1/100

Hé mién dich: Phan (ing qua man.

Tiéu héa: Non, budn non, tiéu chay

Gan mat: Tang khong c6 tridu chiing trong cdc xét nghiém chiic ndng gan.

Hiém gap, 1/10000 < ADR < 1/1000

Gan mat: Viéem gan (bao gdm hoai tf gan va viém gan u hat).

Théan va tiét niéu: Soi niéu

R4t hiém gdp, ADR < 1/10000

Nhi&m khudn va ky sinh trung: U nhot

1112



Mau va hé bach huyét: Mat bach cdu hat, ting bach cdu hat, thi€u mau bat san, gidm tiéu cau,
gidm bach cdu, tdng bach cdu, ting bach c4u ua eosin va gidm nguyén hdng cAu.
Hé mién dich: U lympho nguyén bao mi&n dich mau.
Chuyén hoa va dinh duBng: D4i thao duding, ting lipid mau.
Tam than: TrAm cam.
Hé than kinh: Hon mé, ligt, mat diéu hoa, bénh than kinh, di cdm, bubn ngl, dau d4u, loan vj giac.
Mat: Duc thy tinh thé, r6i loan thi gidc, thay déi diém vang.
Tai: Chéng mdt.
Tim: Dau thdt ngyc, nhip tim cham.
Mach méu: Tang huyét ap.
Tigu hoa: NGn ra mau tai phat, d6 mé hoi ddu, viém miéng, thay ddi théi quen di tiéu.
Da va m6 du6i da: Phit mach, hdng ban nhiém sdc cd dinh, rung téc, téc bi di mau.
Co xuong khép va mo lién két: Pau co
Than va tiét niéu: Tiéu ra méu, ting uré mau.
Hé sinh san va tuyén vii: V6 sinh & nam, r6i loan cuong, chiing vi to ¢ nam.
Toan than: Phit né, khd chiu toan than, suy nhugc, sot.

9. QUA LIEU VA XU TRI:
Triéu ching: Nubt phai 1én dén 22,5 g allopurinol ma khong anh hudng bat Igi da dugc bao cdo.
Cac triéu chiing va ddu higu bao gom budn ndn, ndn, tiu chdy va chong mit da dugc bdo cdo &
mot bénh nhan udng 20 g allopurinol. Hap thu luong I6n allopurinol c¢6 thé din dé&n su (ic ché dang
ké hoat tinh enzym xanthin oxidase, khéng c6 tdc dung khong mong mudn, trir khi anh hubng cla g”\
thudc dung dong thdi, ddc biét 1a v6i 6-mercaptopurin va/hodc azathioprin.
Cach xu tri Phuc hdi sau cc bién phap hd trg chung. Bl di nu6c dé duy tri lgi ti€u t6i uu tao diéu §°
kién cho su dao thai allopurinol va cac chat chuyén héa clia né. Chay than nhén tao co thé dugc &p
dung néu cin thiét.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo:
Khdng ding qua liéu chi dinh.

11. TEN, DIA CHi, BIEU TUUNG CUA CO SG SAN XUAT:

G

Pharmaceuticals

WHO GMP

CONG TY CO PHAN DUQC PHAM OPV

S6 27, budng 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh, Tp. Bién.{oa,Jiph mr@el
DT: (061) 3992999  Fax: (061) 3835088 P muo'NG PHONG
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