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APURIC®
1f:*’f';}?wﬂl\ Allopurinol
(oL ;‘Eﬂ.
; Thute b4n tﬁaq&\m
N[ 5 xa’fé‘m tay tré em
ﬁ‘oeh nudnu “dAn sir dung trude khi ding
Théng bdo ngay cho béc sy hodc dugc sy nhifng tac dung khéng mong mudn gap phai khi sir
dung thubc.
PHAN I. HUGNG DAN S DUNG THUGC CHO NGUGI BENH
1. THANH PHAN, HAM LUGNG CUA THUGC:
APURIC 100: M&i vién nén chia:
Hoat chét: Allopurinol.............................. 100 mg
T4 dugc: Lactose monohydrat, tinh bt ngd, povidon K30, magnesi stearat.
APURIC 200: M&i vién nén chiia:
Hoat chat: Allopurinol.............................. 200 mg
T4 dugc: Lactose monohydrat, tinh bt ngd, povidon K30, magnesi stearat.
2. MO TA SAN PHAM:
APURIC 100: Vién nén, hinh tron, mau trdng, hai mét vién tron va 16i, canh va thanh vién lanh 14n.
APURIC 200: Vién nén, hinh tron, mau trang, hai mt vién tron va 16i, canh va thanh vién lanh 13n.
3. QUY CACH PONG 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 chiia hoat chat allopurinol (thudc nhdm thubc dc ché enzym).
APURIC dugc dung trong diéu tri dai han phong ngiia bénh git va c6 thé dugc dung trong cac tinh
trang khéc lién quan dén viéc du acid uric trong cd thé, bao gbm soi than va céc loai bénh than
khéc.
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
Cach ding: Thubc dung dudng udng. Nén nudt nguyén vién thudc v6i mdt ly nubc. Ban nén udng
thudc sau bda #n, udng nhiéu nudc (2-3 Iit mt ngay) trong khi ban dang diing thubc nay.
Liéu ding:
—  Ngudi I6n (bao gbm cd nguoi gia):
Liéu kh&i ddu: 100-200 mg/ngay.
Khi ban bit ddu diéu tri, bac sy co thé ké toa mdt loai thubc chéng viem hay colchicin cho mot
thang hodc hon, dé ngin ngita cac dot cdp clia viem khép do git.
Liéu allopurinol c6 thé dugc diéu chinh tiy thudc vao mic dd nghiém trong clia bénh. Liéu duy tri
la:
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+ Bénh nhe, 100-200 mg/ngay
+ Bénh via dén ning, 300-600 mg/ngay
+ Bénh ndang, 700-900 mg/ngay.
Bic sy c6 thé thay ddi liéu ding cla ban néu ban c6 suy gidm chiic ning than va gan, dic biét
néu ban 13 ngudi cao tudi.
Néu liéu hang ngay vugt qua 300 mg/ngay va ban gép tic dung phu trén dudng tiéu héa nhu budn
ndn hodc ndn, bac sy c6 thé chia liéu allopurinol 1am nhiu 14n dé gidm nhiing téc dung phu nay.
Néu ban c6 vdn dé vé than nghiém trong:
+ C6 thé ban dugc yéu cdu dung it hon 100 mg/ngay.
+ Hodc c6 thé ban dugc yéu cdu ding 100 mg/ngdy trong khodng thdi gian dai hon 1 ngay.
N€u ban phéi chay than 2-3 Idn/tudn, bac sj c6 thé k& lidu 300-400 mg cho ban ding ngay sau
khi chay than.
— Tré em (dudi 15 tu6i): 100-400 mg/ngay.
Diéu trj c6 thé bit ddu ciing v6i mot loai thuSc chdng viém hay colchicin, va lidu dugc didu chinh
et néu ban cd suy giam chiic ndng gan va than, hoic chia liéu dé gidm téc dung phy trén dudng tidu
héa, nhu ddi véi ngudi In & trén.
—  Néu ban ngung ding APURIC:
Ban nén ti€p tyc ding thudc nhu bac sy da hudng din. Khdng ngung ding thudc ma khdng bio
trubc vdi bac sy.
6. KHI NAO KHONG NEN DUNG THUGC NAY:
Khéng ding APURIC néu ban:
- Dj ing (qué man) véi allopurinol hoZc bat ky thanh phdn nao clia thudc.
- Hién dang bj hodc vila mdi bj dgt gat cap.
7. TAC DUNG KHONG MONG MUON:
Ngung diing thudc va bdo ngay cho bac sy, néu ban gadp bét ky nhifng diéu sau day:
MOt phan (ng phu trén da (c6 thé kém theo sbt, sung hach, dau khdp, troc da bt thudng hodc
chdy mau, cdc bénh vé thdn hodc ngét xiu dot ngdt).
- Thudng gdp (4nh hudng it hon 1 trong 10 ngudi nhung nhiéu hon 1 trong 100 ngudi):
+ Phét ban
- Hiém gdp (dnh hudng it hon 1 trong 1000 ngudi):
+ S0t va dn lanh, nhic d4u, dau co (céc tridu ching giéng nhu cim) va thudng cam thdy mét.
+ Bi€n ddi bat ky vé da, vi dy nhu viém loét & miéng, hong, mii, bd phén sinh duc va viém két
mac (mt do va sung), myn nudc hodc bong da lan rong.
+ Phan (ing qua min nghiém trong bao gém sdt, phét ban, dau khép, va nhiing bat thuding trong
xét nghiém mdu va chic ning gan (dy cd thé |4 ddu higu cla rdi loan madn cdm da cd quan).
- Phén ung dj ung (dnh hudng it hon 1 trong 10000 ngudi):
+ Phét ban da, bong da, béng nuc hodc dau mdi va miéng.
+ Sung mat, tay, mdi, IuGi hodc hong.
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+ Kh6 nuét hodc khé thé.
+ R4t hiém khi c6 nhiing ddu higu dot nhién khd khé, rung hodc cam gidc bop chit va
dé ép I6ng nguc.
Ngung ding thudc va bdo cho bac sy cang sém cang 161:
It gap, (Anh hudng it hon 1 trong 100 ngudi nhung nhiéu hon 1 trong 1000 ngudi):
+ Bubn nén, ndn (rat hi€m gdp, c6 thé co mau) va tiéu chdy
+ Triéu chling cla phan (ng dj ¢ng bao gdém ndi m4n ngla
+ Ting két qua clia cac xét nghiém chic ndng gan
- Hiém gdp, (dnh hudng it han 1 trong 1000 ngudi nhung nhiéu hdn 1 trong 10000 ngudi):
+ Dau khép hodc sung dau & viing ben, néch hodc ¢
+ Vang da (da bj vang v mit cd mau tring)
+ C6 thé &nh hubng dén chic ndng gan hojc than.
+ Hinh thanh sbi & duding tiét niéu, cac triéu ching c6 thé bao gdm c6 mau trong nudc tidu va
dau & ving bung, hdng, hodc ben.
e - Rat hiém gap, (dnh hudng it han 1 trong 10000 ngudi):
Thdn nhiét cao
C6 mau trong nudc tiéu
Thay d6i théi quen di tiéu binh thudng clia ban, hodc di tiéu c6 mui hoi bat thudng
Néng d chat béo cao trong mau
Cam gidc khong dugc khoe
Suy nhugc, t& citng, ding khdng viing, mat khd ndng ci dong ca bap (liét) hoic mat y thic,
cadm gidc rdn rdn nhu kién bo.
Co giat, ngét xiu hoZc trdm cam
Nhiic ddu, chéng mat, bubn ngll ho¥c loan thi
Pau ngyc, huyét 4p cao hodc mach chdm
U dich ddn dén sung (phll) d4c biét & mit cd chan
V6 sinh & nam hodc mét khd ning duy tri sy cuong ciing hodc xuat tinh trong khi ng (mdng
tinh).
Phi dai vi, 6 nam gidi cling nhu nii gidi
Thay d6i vj gi4c, viém trong miéng
yc thily tinh thé (m& mét) va céc van dé khdc vé tdm nhin
Nhot (u nhd mau dd mém trén da)
Rung téc hodc ddi mau téc
Cam gidc khat nubc, mét mdi va syt can (c6 thé 12 trigu ching clia bénh tidu dudng); Bic sy
c6 thé do néng do dudng trong mdu ctia ban néu diéu nay xay ra.
Pau co
+ Sung hach, thudng hét khi ngitng diéu tri allopurinol.
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D6i khi ban c6 thé cdm thdy bj bénh, nhung diéu nay thuding c6 thé tranh dugc bing cdch dung
allopurinol sau bila &n. Hay bo véi bac sy néu van dé nay dai dang.

Thinh thoéng, allopurinol c6 thé &nh hubng d&n mau hofc h& bach huyét Cic tdc dung nay
thung xdy ra @ nhilng ngudi cé bénh gan hoic than. Hay bdo v6i bac sy cang sdm cang t6t néu
ban nhén thdy ring ban bj bdm tim d& hon so v6i binh thubng, hodc néu ban bi dau hong hodc
cac diu hiéu khdc clia nhiém khudn.

8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:
Tham van y kign bac sy hodc dugc sy trudc khi ding APURIC néu ban dang diing:

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

Azathioprin, cyclosporin (dugc ding dé (c ché h& mién dich). Lw ¥, tic dung phy clia
cyclosporin ¢ thé thudng xay ra hon.

Vidarabin (dugc dung diéu tri mun rdp). Luu y, tic dung phu clia vidarabin c6 thé thudng xdy 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 gat)

Clorpropamid (dugc dung diéu tri bénh ti€u dudng). Gidm lidu clorpropamid c6 thé cdn thiét, dic
biét & nhiing bénh nhén bj suy gidm chiic ning than.

Warfarin, phenprocoumon, acenocoumarol (dugc dung lam lodng mau). Bac sy sé theo doi gia tri
déng mdu cla ban thudng xuy&n hon va néu cén thiét, gidm liu cla nhiing thudc nay.

Phenytoin (dugc ding diéu tri dong kinh)

Theophylin (dugc dung diéu tri bénh hen suy@n va céc bénh hd hdp khac). Bic sy sé do néng
dd theophylin trong méu, dac biét khi bat ddu diéu tri v6i allopurinol, hoZc sau khi thay déi liéu.
Ampicilin hodc amoxicilin (dugc dung diu tri nhim khudn). B&nh nhdn cdn ding khang sinh
khac néu cé thé, do cdc phan (ng di (ng c6 nhiéu khd ning xay ra.

Céc thudc diéu tri khdi u dc tinh, nhu:

Cyclophosphamid

+ Doxorubicin

+ Bleomycin

+ Procarbazin

+ Mecloroethamin

Béc sy s& theo ddi cong thic mdu cla ban thudng xuyén.

Didanosin (dugc dung diéu tri nhiém HIV)

- Captopril (dugc dung diéu tri ting huyét 4p)

-+

9, ciu LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC:
N&u ban quén dung thudc, ding né ngay khi ban nhd. N&u thai gian gén t6i liéu k& tiép, thi hay bd
qua lidu bj quén va dung liéu ké tiép theo k& hoach binh thudng. Khong nén gdp doi liéu ding.

10. CAN BAO QUAN THUGC NAY NHU THE NAO:

0 nhigt d§ dudi 30°C, noi khé réo, trénh dnh séng.

1. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:
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~ Céc triéu chitng c6 thé xdy ra khi qua liéu bao gdm budn ndn, nén, tiéu chdy, chéng mat.
12. CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO:
Néu ban ding APURIC qua liéu khuy&n cédo thi ban cdn phai:
- Théng bdo ngay cho bac sy hodc dén bénh vién gdn nhat.
- Nh6 mang theo nhan thuéc ho3c lugng thuc con lai d& béc s§ biét thuéc ma ban da ding.
13. NHONG PIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Théng bdo véi bac s§ trude khi ding thudc nay néu ban:
~ Bj b&nh gan ho3c bénh than. Bic s§ c6 thé ké& cho ban liéu th&p hon hoic yéu cdu ban ding
thudc it thubng xuyén hon mdi ngdy. Ho vén theo ddi ban chit ché hon.
~ Bi bénh tim ho3c ting huy8t dp.
- Pang bi dot gat cip.
Thubc nay co chira lactose. Néu ban da biét ring ban khéng dung nap mét vai loai dudng thi
hdy théng bdo cho bac sy trudc khi sir dung thudc nay.
Thai ky mang thai va cho con bii: N&u ban dang mang thai, du dinh c6 thai hodc dang cho con
- bii, hdy hoéi y ki€n bac sy hodc dugc sy dé dugc tu van trude khi ding thudc.
Anh hudng ciia thudc ddi vdi cong viéc: Thudc nay c6 thé gay chéng mit, budn ngl, médt phéi
hgp dong tdc. Néu ban bj anh hudng, khdng lai xe, vin hanh mdy méc hoic tham gia vao cic
hoat ddng nguy hiém.
14, KHI NAO CAN THAM VAN BAC SY, pugc sY:
Trong trudng hop qué liéu hodc tic dung khéng mong mudn.
Khi dang dung thudc khdc hodc mot loai thyc phdm.
N&u cdn thém théng tin xin hoi y ki€n bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang k& tir ngdy san xudt. Khong ding thudc khi qua han ding.
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PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN B0 Y TE

1. DUQC LYC HOC:

Nhém dugc Iy: Thude dc ché téng hop acid uric.

Ma ATC: MO4AAQ1

Allopurinol 12 mdt chédt (ic ché enzym xanthin-oxidase. Allopurinol va chdt chuyén héa chinh clia né
Ia oxipurinol 1am gidm néng df acid uric trong huy&t tuong va nudc ti€u bing cdch dc ché enzym
xanthin oxidase, enzym x(c tdc qua trinh oxy h6a clia hypoxanthin thanh xanthin va xanthin thanh
acid uric. Ngoai syf (fic ché qua trinh dj hoa purin trong mdt s6 b&nh nhan nhung khéng phai tat ca
bénh nhan ting uric mau, qud trinh sinh t8ng hop purin bi y&u di théng qua sy dc ché phin hdi
enzym hypoxanthin-guanin phosphoribosyltransferase. Cic chat chuyén héa khac clia allopurinol bao
gbm allopurinol-ribosid va oxipurinol-7 ribosid.

. DUGC BONG HOC:

Hap thu: Allopurinol ¢6 hoat tinh khi ding dudng ubng va dugc hdp thu nhanh qua duing tiéu hoa
trén. Cdc nghién ciiu da phét hién allopurinol trong mau 30-60 phit sau khi ding thudc. Udc tinh
sinh khd dung thay d6i tir 67% dén 90%. Néng db dinh trong huyét tuong clia allopurinol thutng
dat khodng 1,5 gid sau khi uéng allopurinol, nhung gidm nhanh chéng va h&u nhu khong thé phat
hién dugc sau 6 gio. Néng dd dinh cha oxipurinol thuding dat sau 3-5 git sau khi ung allopurinol va
dugc duy tri 1au hon,

Phan bo" Allopurinol gin két khong déng ké véi cdc protein huyét tuong va do d6 sy thay ddi trong
viéc gin két protein khong lam thay d6i ddng k€ su thanh thai. Thé tich phan bé cla allopurinol 14
khodng 1,6 lit/kg, cho thdy sy hdp thu tuong d6i rong rdi boi cac md. Néng do & md cha allopurinol
chua dugc bdo cdo & ngudi, nhung ¢6 kha nadng allopurinol va oxipurinol s& hién dién & ndng dd cao
nhdt trong gan va niém mac rudt, noi enzym xanthin oxidase hoat dgng manh.

Chuyén hda va théi tru:

Khodng 20% allopurinol h&p thu dugc dao thdi qua phdn trong 48-72 gig. Thai trir allopurinol chil
yéu do chuyén hda thanh oxipurinol bdi enzym xanthin oxidase va aldehyd oxidase, nhd hon 10%
lugng thudc khong chuyén hoa dugc bai tiét trong nuGc tiéu. Allopurinol ¢6 thdi gian ban thai trong
huy€t tuong khodng 1-2 gid.

Oxipurinol 12 mot chat (¢ ché enzym xanthin oxidase kém han allopurinol, nhung thdi gian bén thai
trong huyét tuong clia oxipurinol & dai hon. Udc tinh khodng 13-30 gid & nguoi. Do d6 tc ché cé
hiéu qud enzym xanthin oxidase dugc duy tri trong médt khodng thdi gian 24 gid voi mot liéu don
hing ngay clia allopurinol. Bénh nhén c6 chic ning thdn binh thudng sé ddn dan tich Idy oxipurinol
cho dén khi néng do oxipurinol trong huyét tuong dat trang théi 6n dinh. Nhitng bénh nhén nay,
dung 300 mg allopurinol mdi ngay sé c6 ndng do oxipurinol trong huyét tuong 1a 5-10 mg/lit.
Oxipurinol dugc thi trir khong ddi trong nuéc ti€u, nhung cd thdi gian ban thai dai vi nd trai qua tai
hdp thu & ong than. Thoi gian ban thdi tir 13,6 dén 29 gid. Sy khac bigt I6n trong nhiing gid tri
nay c6 thé do sy bién ddi trong thiét k& nghién ciu va/hodc do thanh thdi creatinin & céc bénh

nhan.
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Bénh nhdn suy thdn: DY thanh thai allopurinol va oxipurinol s& gidm déng k€ & nhitng bénh nhan
¢ chic ndng than kém dan dé&n ndng d trong huyét tuong cao hon trong diéu tri man tinh. Bénh
nhan suy than c6 do thanh thdi creatinin tir 10 dén 20 ml/phit, néng dd oxipurinol trong huyét
tuong khoéng 30 mg/lit sau khi diéu trj kéo dai véi 300 mg allopurinol mdi ngay. Khodng ndng do
ndy co thé dat dugc bing liéu 600 mg/ngay & nhiing ngudi co chilc ndng thdn binh thudng. Do do,
cdn phai gidm liéu allopurinol & bénh nhin suy thén.
B&nh nhdn cao tudi: Béng hoc clia thudic khdng cd khd ndng dugc thay ddi khac hon 1a do suy gidm
chiic nang than.

3. CHI DINH:
- Nguoi I6n:

+ Tdt cd cdc dang tang uric mau khong thé kiém sodt dugc bing ché do dn bao gdm ting uric
mdu thil cdp c6 ngubn gdc khdc nhau va nhitng bién ching 1Am sang clia cic tinh trang
tang uric mdu, ddc biét triéu chitng clia bénh gut, bénh thin c6 urat va d€ hoa tan va phong
ngua soi acid uric.

e + Diéu trj soi calci oxalat hdn hop tai phat déng thoi véi diéu trj ting uric méau, khi ché do in
udng va cac bién phap diéu trj tuong tu khéng thanh céng.
— Tré em va thiéu nién:

+ Tang uric mau thi cip cd ngudn gbc khdc nhau

+ Bén than cd acid uric trong khi diéu trj ung thu bach céu

+ RGi loan thi€u hut emzym di truyén, hdi chitng Lesch-Nyhan (thi€u hut mt phdn hodc toan bd

enzym hypoxanthin-guanin phosphoribosyl transferase) va thi€u hyt enzym adenin
phosphoribosyl transferase.
4. CACH DUNG, LIEU DUNG:
Cach diing: Thudc ding dudng ubng, c6 thé ubng thudc mdi ngdy mot 1dn. DE ting khd ning dung
nap dudng tiéu hba, nén udng thudc sau biia n. Liéu ding nén dugc chia ra néu liu hang ngay
vugt qua 300 mg va khong dung nap dudng tiéu hoa.
w Liéu ding:
Nguodi Ién:
2-10 mg/kg thé trong/ngay hoic 100-200 mg mdi ngdy trong b&nh nhe, 300-600 mg mdi ngay
trong bénh vifa d€n ning, hodc 700-900 mg mdi ngay trong bénh ndng. Allopurinol can dudc khdi
ddu & lidu thdp vi du 100 mg/ngay dé gidm nguy co phan (ing phu va chi ting liéu néu ddp Ung
urat trong huy&t thanh khong dat yéu cdu. Ngodi ra cdn than trong néu chiic néng thdn kém.
Tré em (dén 15 tubi):
10-20 mg/kg thé trong/ngay 1&n dén t6i da 12 400 mg mdi ngay dugc chia lam 3 Idn.
Hi&m khi chi dinh ding cho tré em, ngoai trif trudng hgp bénh &c tinh, ddc biét 1a bénh ung thu
bach cdu va r6i loan enzym, vi dy nhu hgi chung Lesch-Nyhan.

M2



https://trungtamthuoc.com/

Naudi gia:

Khéng co khuy&n cédo liéu lugng cy thé, nén diing liéu thdp nhat dé sin xudt urat gidm. Tham khao
liéu lugng khuy&n cdo & phdn khuy&n nghi liéu ding trong bénh thén.

Khuyén nahi liu ding trong bénh than:

Allopurinol va cdc chét chuyén héa clia né dugc thai trir qua than; do d6 suy gidm chic ning thin
co thé din dén viée tich Ity thubc va/hodc cdc chdt chuyén héa clia né. Thai gian ban thdi trong
huyét tuong c6 thé dugc kéo dai. Lich trinh sau ddy c6 thé dap ung nhu hudng din diéu chinh liéu
G bénh nhén suy thén:

D thanh thai creatinin Liéu diing

> 20 ml/phit Liéu binh thuting

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

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

Dic biét xem xét khi chiic ning than bj suy gidm, bt ddu diéu trj véi lidu t6i da 12 100 mg/ngay
va chi ting 1&n néu ty 18 ddp dng trong huy8t thanh va/hodc nubc ti€u khong dat yéu cdu. Trong
suy thdn ndng, nén ding it hon 100 mg/ngay hodc dung liéu don 100 mg trong khodng thdi gian
hon mot ngay.

N&u dang theo doi néng do oxipurinol trong huy&t tuong, néu diéu chinh liéu d& duy tri néng do
oxipurinol trong huyét tuong dudi 100 micromol/lit (15,2 microgram/ml).

Khuyén nahi liéu ding trong chay thin nhén tao:

Allopurinol va cac chat chuyén héa clia nd dugc loai bd bing cach loc mau than. N&u mot tudn yéu
cdu loc mdu 2-3 1an thi cdn c6 mdt lich trinh liéu lugng thay thé& 300-400 mg allopurinol ngay sau
mdi 14n loc mau khong c6 thdi gian chuyén tiép.

Liéu ding trong suy gan:

Nén gidm liéu & bénh nhdn suy gan. Xét nghiém chiic ning gan dinh ky dugc khuy&n cdo trong
giai doan ddu diéu tri.

Piéuy tri tinh trang ludn chuyén urat cao vi du su tao u, hoi ching Le

Nén diéu tri ting uric mdu va/hodc ting acid uric niéu hién co véi allopurinol trudc khi bat dau diéu
trj doc t& bao. Phai ddm bao di nubc dé duy tri sy Ioi tidu t6i wu va sy kiém héa clia nubc tiéu dé
lam ting do hoa tan clia urat/acid uric trong nuéc tiéu. Liu allopurinol phai & trong khodng thap
hon.

N&u bénh than c6 urat hoic bénh Iy khdc da suy gidm chic ning than, xem cdc khuyén céo liéu
dung trong bénh than.

Nhilng budic nay c6 thé 1am gidm nguy co két tha xanthin va/hodc oxipurinol lam phic tap thém
tinh trang lam sang.

Nén diéu chinh liéu dung biing cich theo ddi nng d urat trong huy€t thanh va ndng d§ urat/acid
uric trong nudc tiéu trong khodng thai gian thich hop.

. CHONG CHIi DINH:

Qua min véi allopurinol hodc véi bat ky thanh phén td dudc nao.
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Dot gut cép.

. LUU Y VA THAN TRONG:

Céc dgt gut cap: Khdng nén bdt ddu diu trj allopurinol cho dén khi mdt dot gat cdp tinh da hét
hén, do allopurinol ¢é thé gay thém cac dot gat cap.

Trong giai doan ddu diéu tri véi allopurinol, nhu véi cc tic nhan ting acid uric niéu cé thé gay ra
mot dot viém khép do gat cdp tinh. Vi vy nén phong bénh véi mdt tdc nhan chdng viém phi hgp
hoic colchicin trong it nhat mot thang. Cén tham khao tai lidu dé biét chi tiét vé liéu lugng thich
hgp va nhiing canh béo.

Néu céc dot gut cdp xudt hién & nhiing bénh nhén dung allopurinol, nén tiép tuc diéu tri 6 ciing liéu
trong khi cac dot git cdp dugc diéu tri bing mot thuSc chdng viém phi hgp.

Khong nén chi dinh allopurinol cho nhiing bénh nhdn diéu tri bdng azathioprin hodc 6-
mercaptopurin trir khi liéu cba céc thudc nay dugc gidm dén 1/4 cla liéu dugc ké trude do.

C4n ngung ding allopurinol ngay I4p tiic khi phat ban da hoic triéu ching khac vé nhay cdm trén
da xdy ra. Nén giam li€u 6 nhiing bénh nhé&n bi suy gan hoic suy thdn. Bénh nhan dang diéu tri
bénh ting huyét 4p hodc suy tim, ching han véi thudc Igi tiu hodc thuc dc ché ACE, co thé déng
thdi bi suy chic ndng thédn va nén st dung thén trong allopurinol ¢ d6i tugng nay.

Tang acid uric mau khéng triéu chiing thudng khong phai 12 mdt dau hiéu cho viéc ding allopurinol.
Diéu chinh lugng nudc va ché do An voi viéc kifm soat cdc nguyén nhan tiém 4n cé thé diéu chinh
tinh trang nay.

Két tia xanthin; Trong cac trudng hgp hiém, ndng do tuyét déi clia xanthin trong nuéc tiéu co thé
ting di dé két tha trong dudng tiét niéu trong diéu kién t8c do hinh thanh urat dugc ting Ién rat
nhiéu (vi du b&nh &c tinh va viéc diéu tri bénh 4c tinh, h§i ching Lesch-Nyhan). Nguy co nay cé
thé dugc gidm thiéu bing cach udng dii nuéc dé nubc ti€u dugc pha loang ti wu.

Su tic déng cua séi thdn acid uric: Diéu trj ddy di voi allopurinol sé lam tan soi thdn acid uric Idn
& viing chau, véi khd ndng diéu khién téc dong trong nigu quan.

Trong di8u tri bénh gat va séi than acid uric, lugng nudc tiéu nén dugc tao ra it nhét 2 Iit mdi ngay
va do pH trong nudc tiéu nén dugc giil trong khodng 6,4-6,8.

HG6i chiing qudé mén, héi ching Stevens-Johnson (SJS) va hoai tif biéu bi nhiém déc (TEN): Phan
(ing qud min allopurinol c6 thé biéu hién bing nhiéu cich khdc nhau, bao gdm ngoai ban dét sén,
hoi chiing qud min (con dugc goi 1a DRESS) va SJS/TEN. Nhiing phdn dng nay la chdn dodn lam
sing, va bidu hién I1am sang clia ching vin con co sd cho viéc ra quyét dinh. N&u phdn tng nay
x3y ra bdt clf lic nao trong qué trinh diéu trj, nén ngiing allopurinol ngay I&p tic. khdng nén dung
lai thuSc & nhiing b&nh nhan bi hoi chiing qud min va SJS/TEN. Corticosteroid c6 thé c6 ich trong
viéc khdc phuc cdc phén (ing qud mén trén da.

Alen HLA-B*5801: Alen HLA-B*5801 da dugc ching minh 12 c6 lién quan t6i nguy co phat trién hoi
ching qud min lién quan allopurinol va SJS/TEN. Tdn sudt clia alen HLA-B*5801 khdc nhau rét I6n
gila cac nhém dan toc: L&n d&n 20% dén s8 ngudi Han Trung Qudc, khodng 12% dan s6 Han
Quic va 1-2% & nhiing ngudi Nhat Bin hoic gbc Chau Au. Vigc sl dung cdc kiéu gen nhu mot
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cong cu sang loc dé dua ra quyét dinh vé viéc didu trj véi allopurinol’ chua dugc thanh 1&p. Néu
bénh nhan 1a mdt ngudi mang alen HLA-B*5801, cdn xem xét viéc sit dyng allopurinol néu nhitng
Igi ich vugt qué nguy co. Canh gidc thém v6i cdc ddu higu cha hdi ching qua man hodc SJS/TEN
va bénh nhén cdn dugc thdng bdo vé sy cdn thiét phai ngiing diéu trj ngay Iap tic khi cac tridu
chiing d4u tién xut hién.
Thudc nay c6 chifa lactese. Bénh nhan co vén dé vé di truy8n hifm gip khong dung nap
galactose, thi€u hut lactase Lapp hodc kém hé&p thu glucose-galactose khdng nén diing thuic nay.
Thai ky mang thai: Khong c6 dii bdng chiing vé sy an toan cla allopurinol trong thdi ky mang thai
& ngudii. Cac nghién clu doc tinh sinh sdn trén dong vat da cho thdy cic k&t qua trai nguoc nhau.
Chi diing allopurinol trong thai ky khi khéng cé giadi phép thay thé nao an toan hon va khi ban thin
ngudi me c6 bénh gay nguy hai cho me hodc con.
Thai ky cho con bi: Allopurinol va oxipurinol dugc bai tiét qua sia me. Nong do allopurinol 1a 1,4
mg/lit va oxipurinol 12 53,7 mg/lit da dugc tim thdy trong stia me khi ngudi me dung allopurinol 300
mg/ngay. Tuy nhién, khdng c6 dif liéu lién quan dén nhilng anh hubng cla allopurinol hoic céc chat
chuyén héa ciia n6 trén tré ba me. C4n phai ngiing cho con ba hodic ngung/tranh diéu tri allopurinol
c6 tinh d&n Igi ich cho tré ba me va Igi ich cla viéc diéu tri cho ngudi me.
Anh huding cia thude ddi vdi cong vige: Do cic phén dng bdt Igi nhu chéng mit, bubn ngl va
mat diéu hoa van dong da dugc bdo cdo ¢ nhitng bénh nhin ding allopurinol, bénh nhdn nén thin
trong trudc khi 14i xe, vdn hanh mdy mdc, |am viéc trén cao va cic hoat dong khac cho dén khi
chic chdn rdng allopurinol khdng anh hudng dén higu sudt lam viéc.
. TUONG TAC THUGC:
6-mercaptopurin va azathioprin: Khi ding déng thoi véi allopurinol, liéu 6-mercaptopurin hodc
azathioprin nén dugc gidm d&n 25% liéu binh thudng. Allopurinol 12 mt chat ic ch& enzym xanthin
oxidase va 1am gidm sy chuyén héa cia azathioprin va 6-mercaptopurin. Néng d9 trong huyét thanh
clia cdc thudc ndy co thé dat t6i ndng dd gay doc trir khi thyc hign viéc giam liéu.
Vidarabin (Adenin arabinosid): Bing chiing cho thdy thdi gian ban thdi trong huyét tuong cla
vidarabin tdng 1&n khi c6 mat allopurinol. C4n thén trong khi hai thudc dugc dung déng thoi.
Salicylat va cdc tdc nhén tdng acid uric nigu: Oxipurinol, chat chuyén héa chinh clia allopurinol va
hoat tinh diéu tri clia nd, dugc bdi tiét qua than tuong ty nhu vdi urat. Do d6, thuc c6 hoat tinh
ting acid uric niéu nhu probenecid hokic lidu I6n salicylat c6 thé thic ddy sy bai tiét oxipurinol. Diéu
nay cd thé 1am gidm hoat tinh diéu tri clia allopurinol, nhung tdm quan trong cdn phai dugc dénh
gia trong tung trudng hop.
Clorpropamid: N&u allopurinol dugc dung déng thdi véi clorpropamid khi chiic ndng than kém, cd
thé ¢ nguy co gia ting hoat tinh ha dudng huyét kéo dai vi allopurinol va clorpropamid c6 th& canh
tranh bai tigt & &ng than.
Thubc chéng déng coumarin: DA c6 béo céo hi€m gdp ting téc dung clia warfarin va cdc thufc
chdng dong coumarin khac khi ding chung véi allopurinol; do do, tit ca cdc bénh nhén ding thuc
chéng dong mau phai dugc theo ddi cdn than.
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Phenytoin: Allopurinol c6 thé c ch& qué trinh oxy héa & gan ciia phenytoin nhung y nghia Idm sang
chua dugc ching minh.

Theophylin: Uc ch& sy chuyén héa clia theophylin da dugc bdo cdo. Co ché clia sy tuong téc c6 thé
do enzym xanthin oxidase tham gia vao sy chuyén héa clia theophylin & ngudi. Nén dudc theo ddi
n6ng do theophylin & bénh nhan bt ddu diéu trj allopurinol ho3c khi ting liéu allopurinol,
Ampicilin/Amoxicilin: Sy gia ting tdn sudt phat ban da dd dugc bdo cédo & nhilng bénh nhin ding
ampicilin hodc amoxicilin déng thoi véi allopurinol so véi nhitng bénh nhan khong ding ci hai loai
thubc. Nguyén nhén chua ro. Tuy nhién, 6 nhiing b&nh nhan dang ding allopurinol thi nén diing liéu
phap khdc dé thay th& cho ampicilin hodc amoxicilin.

Cyclophosphamid, doxorubicin, bleomycin, procarbazin, mecloroethamin: Tang cudng Uc ché tly
xuong do cyclophosphamid va cdc tdc nhdn gdy doc té bao khac da dugc bdo cdo G nhitng bénh
nhdn mac bénh khdi u (khdc v6i bénh ung thu bach cdu), khi dung cung véi allopurinol. Tuy nhién,
allopurinol khdng lam ting phan (ng doc hai clia cdc thubc cyclophosphamid, doxorubicin,
bleomycin, procarbazin va/hodc mecloroethamin (meclorethamin hydroclorid) trong mét nghién ciu
c6 kiém soat & bénh nhan diéu trj v6i cdc thudc gay doc t& bao nay.

Ciclosporin: C4c bdo cdo cho thay néng do trong huyét tuong ciia ciclosporin c6 thé ting I&n trong
khi diéu tri d6ng thai véi allopurinol. Nén xem xét khd ndng tdng cudng dc tinh cla ciclosporin néu
céc loai thudc dugc ding déng thoi.

Didanosin: O ngudi tinh nguyén khde manh va bénh nhan HIV ding didanosin, gid tri Coa vd AUC
cla didanosin trong huyét tudng da ting gdn gdp déi khi diéu tri déng thi allopurinol (300 mg moi
ngdy) ma khdng anh huéng dé&n thai gian ban théi cudi. Dung déng théi 2 loai thudc thuding khdng
dugc khuyén cdo. Néu ding déng thoi khong thé tranh khdi, co thé gidm liéu dung didanosin, va
bénh nhan cdn dugc theo dbi chit ché.

Captopril: Diing ddng thdi allopurinol va captopril, cdc nguy cd phan ing da cé thé tang lén, dic
biét trong trudng hgp suy thdn man tinh.

. TAC DUNG KHONG MONG MUON:

Ty 18 phén (ng phy cao hon & ngudi bénh thén va/hodc bénh gan.

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

Da va md dudi da: Phat ban.

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

H& mi&n dich: Phan (ing qud man.

Tiéu héa: Non, bubn non, tiéu chay

Gan mat: Tang khong cd triéu chiing trong cdc xét nghiém chdc ndng gan.

Hiém gdp, 1/10000 < ADR < 1/1000

Gan mét: Viém gan (bao gdm hoai tif gan va viém gan u hat).

Thén va tiét niéu: Soi niéu

R4t hiém gdp, ADR < 1/10000

Nhiém khudn va ky sinh tring: U nhot
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Méau va hé bach huy8t: Mat bach cdu hat, ting bach cdu hat, thifu m4u bat san, gidm tiéu cAu,
giam bach cdu, ting bach cdu, ting bach cdu va eosin va gidm nguyén héng ciu.
Hé mi&n dich: U lympho nguyén bao mién dich mau.
Chuyén hoa va dinh duBng: D4i thao dubng, ting lipid mau.
Tam th4n: TrAm cam.
Hé than kinh: Hon m@, liét, mat diéu hda, bénh thdn kinh, dj cdm, bubn ngli, dau ddu, loan vj giac.
Mat: Dyc thly tinh thé, rdi loan thj gidc, thay ddi diém vang.
Tai: Chéng mat.
Tim: Dau thdt nguc, nhip tim cham.
Mach mau: Tang huy8t ap.
Tiéu hoa: N6n ra méu tai phat, d6 md hoéi ddu, viem miéng, thay di thoi quen di tiéu.
Da va md dudi da: Phii mach, héng ban nhiém sdc cd dinh, rung téc, téc bi ddi mau.
Co xuong khép va mo lién két: Dau co
Thén va tiét niéu: Tiu ra mau, ting uré mau.
e Hé sinh sdn va tuyén vi: V6 sinh & nam, rGi loan cuong, chifng vii to & nam.
Toan than: Phii né, khé chiu toan than, suy nhugc, sot.
9. QUA LIEU VA XU TRI:
Trigu ching: Nudt phai 1&n dén 22,5 g allopurinol ma khéng dnh hudng bat Igi da dugc bdo co.
Céc trigu chiing va dau hiéu bao gdm bubn ndn, ndn, tiéu chdy va chéng mit da dugc bdo cdo &
mdt bénh nhan ubng 20 g allopurinol. H&p thy lugng I6n allopurinol c6 thé din d&n sy Gc ché dang
ké hoat tinh enzym xanthin oxidase, khong c6 tac dung khong mong mudn, trir khi dnh huGng cla
thudc ding déng thdi, dic biét 1a véi 6-mercaptopurin va/hodc azathioprin.
Céch xu tri- Phuc hdi sau c4c bién phép hd trg chung. Bu dii nu6c dé duy tri lgi tidu t6i wu tao diéu
kién cho sy dao théi allopurinol va cac chét chuyén héa clia nd. Chay thdn nhén tao c6 thé dugc 4p
dung néu cdn thiét.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khdng ding qua liéu chi dinh.
11. TEN, DIA CHIi, BIEU TUGNG CUA CO SG SAN XUAT:

(dfa)

Pharmaceuticals

WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa Il, Phuting An Binh, Tp. Bién Hoa, Tinh Dﬁn% Nai

. . wa.cuc QUC?NG
DT: (061) 3992999 Fax: (061) 3835088 e ONG
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. g2 Al b Hung
12. NGAY XEM XET SUA 01, CAP NHAT LAI NOI DUNG HUGNG DAN SU nuué‘mﬁ(o{é;” g
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