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HUONG DAN SU DUNG THUOC
Rx ®
AGIGOUT" 300

Thuoe nay chi ding theo don thude
Poc ki hwong din siv dung trwée khi ding
D¢ xa tAm tay tré em
Thanh phin céng thirc cho 1 vién:
Thanh phan hoat chat:
M@i vién AGIGOUT 300 chiia 300 mg Allopurinol.
Thanh phan té duoc:
Lactose monohydrat, Tinh bt ngé. Povidon K30, Croscarmellose natri, Natri lauryl sulfat, Magnesi
stearat, Phim mau sunset yellow dye.
Dang bao ché: Vién nén tron, mau cam, hai mit tron, dudng kinh 11 mm.
Chi dinh:
Piéu tri lau dai tang acid uric mau do viém khép gat man tinh.
Bénh s6i thén do acid uric (kem theo hodc khéng kém theo viém khép do giit).
Diéu trj s6i calci oxalat téi phat & nam ¢4 bai tit urat trong nuée tiéu trén 800 mg/ngdy va 750
mg/ngay.
Tang acid uric méu khi ding héa trj ligu diéu tr ung thu trong bénh bach ciu, lympho, u 4c tinh dic.
Cich ding, liéu ding:
Cich dimg
Uong thube v6i mot cbe nude. Liéu ding cua allopurinol khic nhau tity theo mire d bénh va
diéu chinh theo dap tmg va dung nap clia ngudi bénh.
Liéu ding:
Bénh gut:
Lleu khoi dau mdi ngay 100 mg, uéng ngay sau khi an, tang dan sau mdi tudn thém 100 mg, dén khi

nong d6 urat  trong huyét thanh giam xu6ng 0,36 mmol/lit (6 mg/100 ml) hodic thip hon hodc cho i
klu dat téi lidu t6i da khuyen cdo 800 mg.

Lidu thudng ding mdi ngay & ngudi l6n trong tmong hop bénh nhe 1a 200 - 300 mg,/ngay, gut ¢6 san
urat (tophi) trung binh Ia 400 - 600 mg/ngay. Li¢u dén 300 mg udng mot lan trong ngay, liéu trén 300
mg phéi chia nhiéu lan dé giam nguy co kich tmg da day. Duy tri uéng di nude dé phong ngira léng
dong xanthin & than. Sau khi ndng do urat huyét thanh da duge kiém soat, 6 thé g giam liéu.

Liéu duy tri trung binh & ngudi 16n 12 300 mg/ngdy va liéu i thiéu co tic dung 1a 100 - 200
mg/ngay.

Phai diing allopurinol lién tuc, nglmg thude cé thé din dén tang néng do urat huyét thanh.

Khi aliopmmo] duoc thém vao phac db diéu trj ¢6 colchicin, thude bai acid uric niéu, va/hogic thube
chong viém, can phai ¢6 mét thei gian chuyen tiép vai thang trude khi céc thude do co thé ngimg.
Trong thoi gian nay cac thude phai cho ddng thoi, va lidu lugng allopurinol duge diéu chinh cho t6i

ngimg céc thude bai acid uric niéu, phai giam dan liéu trong vai tun.
Tang acid uric mau do héa tri liéu ung thu:

Phong bénh thin cap do acid uric khi ding héa tri lidu diéu tri mot s6 bénh ung thu, ngudi 16n dung
allopurinol mdi ngay 600 - 800 mg, trong 2 - 3 ngdy trude khi bét dau diéu tri ung thu.

khi nong do urat trong huyet thanh binh thudng va khéng con con git cap trong vai thiang. Khi |
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Trong ting acid uric mau thir phat do ung thu hofic hoa tri liéu ung thu, lieu duy tri cta allopurinol |
twong tu liéu dimg trong bénh gat va duoe diéu chinh theo dap (mg cta ngudi bénh,

Tré em:

Str dung allopurinol & tré em cha yéu 1a trong téng acid uric mau do héa tri liéu ung thu hoéac roi
loan enzym, hgi chimg Lesch - Nyhan (hoi chig r6i loan chuyén hoa purin).

Tré em dudi 15 tudi: MOI ngay udng 10 - 20 mg/kg, t6i da 400 mg/ngay. Sau 48 givr didu tri, phai
diéu chinh liéu theo dap Gmg chia nguoi bénh.

S6i than calei oxalat tdi phat: O bénh nhan ¢6 tang acid uric nigu: Liéu khai dau mdi ngay 200 - 300
meg, diéu chinh liéu ting hodc giam dua vao sy kiém sodt acid uric niéu/24 gio.

Nguoi suy than: Phai g yam lidu allopurinol theo d thanh thai creatinin (creatinin clearance).

Puong uong Liéu khoi dau: Cler: 10 - 20 ml/phat: 200 mg moi ngy, Cler <10 ml/phut: Khong qua
100 mg moi ngay. Bénh nhan suy thin nang: 100 mg mdi ngay hodc mdi 1an 300 mg, hai lin mdi
tudn (6 thé dung li¢u thap hon va/hode khoang cach liéu dai hon).

Li¢u duy tri:

D(’i tl.lanh thﬁi' Lidu dimg
creatinin (ml/phit)
0 100 mg mdi 3 ngay
- .1.0 - 100 mg mdi 2 ngay
20 100 mg mdi ngay
40 150 mg mdi ngay
| 60 200 mg méi ng gay
| 80 | 250 mg mdi ngay

Mt s6 luu ¥ diie bigt vé xiv Iy thude trwée va sau khi siv dung thude:
Khong ¢6 yéu ciu dac bi¢t vé xir Iy thude sau khi st dung.
Chéng chi dinh:
Man cam véi allopurinol hode bat k¥ thanh phin ndo clia thue.
Gat céip (néu co dot gut cflp xay ra trong khi dang ding allopurinol, van tié‘p tuc dung allopurinol va
dieu tri dgt cap riéng ré).
Tang acid uric huyét don thudn khong co tri¢u chimg.

Cinh bdo va than trong khi ding thude:

Dicu tri nén ngimg ngay lap tirc néu ¢é bt ky phan tmg nao & da hoic céc dau hidu khéc ciia sy mén
cam. Khong dung lai thude & nhiing bénh nhin di man cam véi thubc.

Theo doi thuong xuyén chire ning gan, thin, mau. Giam lidu & bénh nhan suy gan hofic suy than.
Luu y nhitng bénh nhéan dang diéu tri bénh ting huye &t ap, suy {im hodc dai thao duong, ngudi cao
tudi vi cling 6 thé cd suy than.

Dé giam nguy co ling dong xanthin & than, phai dam bio udng mdi ngay 2 - 3 lit nude.
[Uﬂ‘lﬂ,} _11_5ng dd urat va acid uric trong huyét tuong co the tang do hoa tan cac tinh thé ling dong,
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dén khi dot gut cap da giam hoan toan. Diéu tri nén bit dau voi lidu thép, ting tir tir. Dung colchicin
hoiic thude chﬁn;: viém khéng steroid (nhung khong diing aspirin hodc sallcy]at) ttr khi bat dau dung,
allopurinol va ti€p tuc cho dén it nhét 1 théng sau khi tinh trang tang acid uric mau da duoc diédu
chinh vé binh thuong, thudng 1a trong 3 thang

Thude nay ¢ chira lactose. Bénh nhan méc cac rdi loan chuycn hoa di 11'uyen hiém gip vé dung nap
galactose, chimg thiéu hut lactase Lapp hoic rdi loan hap thu glucose-galactose khéng nén sir dung
thude nay.

Sir dung thudc cho phu nir c6 thai va cho con bi:
Thoi kp ¢6 thai:
Méc du khong cé nlnmg nghién ctru 6 kiém chimg va diy du vé sir dung allopurinol & phu nit ¢6
thai nhung dé thay qui thai trén chudt khi ding allopurinol tiém mang bung liéu 50 mg/ke hodc 100

mg/kg vao cac ngdy 10 hodc I3 ctia thei ky cé thai. Allopurinol chi nén dung trong théi ky ¢6 thai
khi thit su cn thiét.

Phy nit ¢6 kha ndng mang thai hodc dang sir dung céc bién phap tranh thai nén tham khao y kién bac
s§ can than trude khi diéu tri véi thude nay.

Thoi ky cho con b
Allopurinol va oxipurinol duge phin b6 vao lronj, stta me, phai ding than trong & phu nit cho con
bi. Mac du oxipurinol duge tim thay trong huyét tuong cia tré bt me, nhung khéng c6 tac dung

khong mong muon nao dugc ghi nhin & tré bt me ma nguoi me da duge diéu tri béng allopurinol
trong 6 tudn. Allopurinol duge xem nhu dung duge & nhimg ngudi me cho con bi.

Anh hwirng ciia thude 1én khi nang l4i xe, viin hanh mdy méc:
Thén trong khi l4i xe hodc van hanh mdy méc vi thube c6 thé gay budn nga.

Twong tic, twong Ky ciia thube:
Twong tic ciia thue voi cs’lc thude khdc va cdc loai twong tic khée:

Cac thude ¢ thé 1am ting ndng do acid uric nhu dbplrln va céc salicylat, c¢é thé lam giam tac dung
cua allopurinol, tranh dung khi ¢6 ting acid IJl‘]C mau va gut.

pyrazinamid, diazoxid, rugu va mecamylamin cé thé phai ting licu alIopurmol

Thube (rc ché enzym chuyén angiotensin ((rc ché ACE): Tang phan (mg qua man va c6 thé ca cée téc
dung khéng mong mudn khac khi dung caing allopurinol, déc bi¢t & bénh nhan suy thén.

Thude chéng ung thu: Al]opurmol Gic ché chuyen héa cua azathmprm va mercaptopurin, lam ting
doc tinh clia nhitg thude nay dic biét tic ché tiy xwong. Lidu khéi diu ctia cc thube chong ung thu
phai giam tir 25 - 33% so vai liéu diing thong thudng, sau d6 didu chinh liéu theo dap {mg ctia bénh
nhan va doe tinh cua thude.

Diing dong thai allopurinol véi cyclophosphamid ¢6 thé 1am ting déc tinh irc ché tay xuong cua
cyc]ophosphamld

Ding dong thei al[opuuno] voi tamoxifen c6 thé ting doc véi gan. Khi dung allopurinol véi
pentostatin, c6 thé giy viém mach dj tmg, din dén tir vong, vi vy khong dung phdi hop 2 thude nay.
Dung déng thoi allopurinol va cyc]osporm gay tang ndng dé cyclosporin trong mau. Phai theo ddi
nong do cyc]osponn trong méu va diéu chinh li¢u LyLI()prl'll'l

Cac thude chéng dong mdu: Allopurinol (rc ché chuyén héa qua gan cta dicumarol, lam ting thoi
gian ban thai ctia thudc nay. Phai theo ddi tdc dung chéng dong méau va thai g gian prothrombin &
nhiing bénh nhan dung dong thoi dllopurlnol va dicumarol.

Ampicilin hodic amoxicilin ding dong thoi véi allopurinol 1am ting ti 18 ban ngoai da.

diéu nay c6 thé géy ra hoic lam nang thém dot gat cap, do dé khong bat dau dung allopurinol cho |

Dung allopurinol ciing cac thude lam ting ndng do urat trong huyet thanh nhu mot sd thube 1o nidu, _
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Céc thude t,}mng gut: Benzbromaron khi ding véi allopurinol lam giam khoang 40% nong do OleUIIIIO[ |
trong huyét tuong, c6 thé do tang thai trr oxipurinol qua thin, mac du nong d cua allopurinol khong bi
anh hudng. Phéi hcrp 2 thude trén s lam gidam ndng d6 acid uric trong huyét thanh tot hon khi dung
allopurinol riéng ré. Probenecid lam giam thanh thai cua allopurinol ribosid dudng udng. Su phm hop 2
thude nay ¢6 tic dung lam ha acid uric mau tét hon diing céc thude riéng €.

Thude lgi niéu: Thiazid va acid ethacrynic ding cling allopurinol ¢6 thé 1am ting nong dg oxipurinol
trong huyel thanh, do do lam ting nguy co ddc tinh nghiém trong cta allopurinol, bao gdm cac phan
ung qud man (dac bit & bénh nhéan giam chirc nang than). Tuy nhién allopurinol duge dung an toan
v6i thiazid dé 1am gidm su tang acid uric mau gdy rado thudce loi niéu. Theo ddi chiie ning thin va
diéu chinh li¢u allopurinol & bénh nhan ding dong thoi allopurinol va thiazid.

Clopropamid: Al Inpmmol va clopropamid gdly ra tac dung khong mong mudn & gan - thin, luu y khi
dung ddng thoi 2 thude nay. Allopurinol hodic cac chit chuyén héa ciia né ¢6 thé canh tranh bai tiét
& 6ng than véi clopropamid, phai quan sat cdc diu hiéu ctia ha glucose huyét qua mire (dic biét &
bénh nhan suy than).

Dung ddng thoi cotrimoxazol véi allopurinol ¢é thé gay giam s lwong ticu cau.

Twong ky cia thube:

Do khéng co cac nghién ciru vé tinh twong ky ciia thude, khong tron 1an thube ndy véi cac thude khac.
Téc dung khong mong mudn:

Céc phan (mg c¢6 hai duge phan nhom theo tan suat: Rat thudng gip (ADR = 1/10), thudng gap (1/100

< ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém eap

(ADR < 1/10.000); khang thé ude lugng tan sua.t duge fiét ké "Chura 16 tan suat".

ADR thong thudng nhat cta allopurinol 1a ndi ban trén da. Cac ban thuong la dat san hodc ngira, |

thinh thoang 1a ban xudt huyét. C4c phan {mg man cam trdm trong hon ¢6 thé xay ra bao gébm ban

troc vay, hoi ching Stevens-Johnson va hoal tu biéu bi nhiém d‘oc Vi vay phai ngirng allopurinol

ngay lap tirc néu ban xay ra. Phan img qua man ¢ thé ning, thim chi gy tir vong, dac biét cé nguy

co cao 0 nhitng bénh nhén suy gan hodc than.

Bénh nhéin gat cé thé bi tang cac dot gat cAp khi bit déu didu trj bang allopurinol, thuong giam sau

vai thang.

Thiong gap.

Céc phan mg ngoai da: Ban, dat san, ngira, viém da troc vay, may day, ban do, eczema, xudt huyét.

it gap:

Gan: Tang phosphatase kiém, AST, ALT, gan to c6 hdi phuc, phé huy té bao gan, viém gan, suy

gan, tang bilirubin mau, vang da.

Hiém gap:

Toan than: Phan (mg qué mén nang, sét, 6n lanh, toat m§ hoi, kho chiu, bong méng. liken phéng,

pht mat, phu da, rung tée, chay mau cam.

Mau: Giam bach cau hodc tang bach cau, ting bach céu wa eosin, chimg mal bach ciu hat, giam tiéu

cdu, xuat huyét, uc ché tiiy xuong, déng mau trong mach rai rac, bénh hach bach huyét, thiéu mau

lchéng tai tao, thiéu mau tan mau.

Tiéu héa: Budn non, non, dau bung, tiéu chay, tao bon, df::‘w hoi, tic ngh&n rudt, viém truc trang, réi
loan vi gidc, viém miéng, kho ti€u, chan dn, viém da day. chay mau duong tiéu hoa, viém tuy Xuét
huyét, sung tyén nude bot, phi lui.

Xwong khop: Pau khop.

Mit: Dyc thay tinh thé, viém day than kinh thi giac, ri loan thi giac.

Thén kinh: Bénh than kinh ngoai bién, viém déy thén kinh, dj cam, dau dAu, con co giat, dong kinh,
gidt co, giam truong luc, kich dong, thay ddi tinh trang tim thin, nhdi mau ndo, hon mé, loan truong
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luc co, ligt, run, ngti ga, chong mat, tram cam, 1an 16n. mat ngu, suy nhuge.
Néi tiét: Chirng vi to & nam.
Tim mach: Ting huyét 4p.
Tiét niéu: Suy than.

Hwéng din eich xir tri ADR:
Phdi nglmg ngay allopurinol khi thiy xuét hién ban & da, kem theo céc tri¢u chimg di img nang hon,
nhat 1a & ngudi ¢6 ton thuong than hodc dang diing thude lgi ticu thiazid. Khi ding allopurinol lau
dai phai chu y dén tuong tac thude.
Diéu tri phan (mg qué mén bang glucocorticoid, cac phan (mg ning phai dung kéo dai. b mot s6
bénh nhan, né¢u bi phan ing da nhe cé the dung lai thuoe mot céch thin trong vai lidu thap, nhung
phai nglmg ngay lap tirc va vinh vién néu phan mg xuét hién lai.

Qui lidu ys‘! cach xir tri:
Qua liéu: ] ,
Da c6 bao céo v€ trudng hgp ding allopurinol Ién dén 22,5 g ma khéng b téc dung phu ndo. Céc
triéu chimg va dau hi¢u gom budn nén, ndn, tiéu chay va chéng mit da duge béo cao & bénh nhan
str dung 20 g allopurinol.

Xuwtri:

Ngimg thube ngay lap tic. Rira da day néu ubng lugng thude 16m. C6 thé thim phan m4u hoic thim
phan mang bung.

Theo dbi chire néng thdn va xét nghiém nudce tiéu'né"u nghi ngd ngd doc man (hinh thanh soi). Chi
di€u tri tri¢u chimg khi ¢6 phan img c6 hai ctia thude. Khong cé thude giai doe dic hiéu.
Chiim séc hd trg, duy tri di nudc. N
Tich cuc theo ddi dé c6 bién phap xir tri kip thi. <

Dic tinh dwge lye hoe: ' ) ) \
Nhom duge ly: Thude diéu tri gat - Thude (e ché sén xudt acid uric.
Mi ATC: MO4AAO]1.

Allopurinol va chit chuyén héa oxipurinol 1am giam san xudt acid uric do Gc ché xanthin oxidase |
enzym chuyén hypoxanthin thanh xanthin va chuyén xanthin thanh acid uric. Do d6 allopurinol lam
gidm nong do acid uric ca trong huyét thanh va trong nude tiéu, Néng do xanthin oxidase khong
thay ddi khi ding allopurinol kéo dai. Allopurinol cting lam tang t4i sir dung hypoxanthin va xanthin
dé tong hop acid nucleic va nucleotid, két qua lam ting néng do nucleotid dan 16i (e ché nguge lan
nita téng hop purin. Néng do acid uric trong huyét thanh thuong giam c6 y nghia trong vong 2 - 3
ngay sau khi dung thudc, dat ndng do thép nhét sau 1 - 3 tuin diéu tri va tro lai gid trj nhu trude khi
diu tri sau khi ngimg thudc 1 - 2 tudn. Lugng purin nuéc tidu binh thuong hiu nhur hodn toan I
acid uric, nhung sau khi diéu tri bang allopurinol, nudc tiéu thai ra acid uric, xanthin va
hypoxanthin, mdi chét nay ¢ d¢ tan riéng 1& Nhu vy nguy co bi niéu tinh thé giam, nguy co nay
cing giam néu kiém hod nude ticu.

Do lam giam nong do cua acid uric ca trong huyét thanh va nuée tidu ¢ dudi gi¢i han d6 tan,
allopurinol ngin ngira hogc lam giam sur ling dong urat, do d6 ngin ngira sy xay ra hoic tién trién
ctia ca viém khop trong bénh git va bénh thén do urat. O bénh nhan bi gut man tinh, allopurinol ¢6
thé ngan ngta hofic 1am giam sy hinh thanh san urat (hat tophi) va céc thay doi man tinh & khap.
Sau vai thang diéu trj, 1am giam tin sudt cta cic con gt cdp, 1am giam nong do urat trong nudc
tiéu, ngin nglra hodc giam sur hinh thanh ctia s6i acid uric hodc calei oxalat & than.,

Allopurinol khong ¢6 tic dung giam dau va chong viém nén khéng ding trong diéu trj céc dot gut
cip. Thube c6 thé Tam viém kéo dai va niing Ién trong dot cdp. Allopurinol ¢6 thé lam ting tin sudt
cdc dot cép trong 6 - 12 thang ddu diéu tri, ngay ca khi da duy tri dugc ndng dd urat huyét thanh
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binh thuong hodc gan binh thuong. Do do, cin phai cho colchicin lleu dur phong dong thoi trong 3 -
6 thang ddu liéu phap allopurinol. Mic du vy, con cip vin c6 thé xay ra, nhung con ngin hon va
nhe hon. Van phal tiep tuc diéu trj allopurinol, khong thay d6i lidu. Allopurinol khong dugce ding
trong tang acid uric mau khong c6 triéu chimg.
Gan day, allopurinol dugc dung dé ngin chan su phat trién ctia céc gbe tur do superoxid (stress oxy
hod) trong mot s0 phau thuat vé tim, d& cé mdt s6 két qua. Allopurinol liéu thap ciing da duoce dua
vao mot sd phéc do tic che mién dich trong ghép thdn hodc 1a thanh phdn cua dung dich bio quan
than. Allopunnol duge phéi hcrp vai pentavalent antimony dé didu tri bénh Leishmania noi tang.
Allopurinol ¢6 tac dung chéng don bao va duge ding trong bénh Leishmania va bénh do
trypanosoma chau M¥.

Dic tinh dwge dong hm:.
Hdp thu: Sau khi uong, khoang 80 - 90% liéu udng dugc hip thu nhanh qua dLr(mg tiéu hoa. Nnng
do dinh trong huyet tuong dat duge sau 2 - 6 gior & lidu thuong ding. Sau khi ubng mét liéu 300 mg,
nong do cao nhét trong huyét tumlg cua allopurinol khoang 2 - 3 microgam/ml va cta oxipurinol
khoang 5 - 6,5 microgam/ml, ¢ thé ting 1én dén 30 - 50 microgam/m! & be;nh nhdn suy than.
Phén phéi, chuyén héa: Khoang 70 - 76% allopurmol duogce chuyen hoa chii yéu & gan thanh
oxipurinol. Allopurinol va oxipurinol Lhnng giin vai protein huyét tuong.
Thai trie: Thai gian ban thai trong huy:_t tuong cua allopurinol khoang 1 - 3 gio, cua oxipurinol
khoang 12 - 30 gio, kéo dai rd rét & bénh nhan suy than. Ca allopurinol va oxipurinol dugc lién hop
thanh dang ribonucleosid twong (mg cua ching. Thai trir chu ycéu qua than nhung thai chdm do
oxipurinol duge tai hap thu & onﬂ thin. Khoang 70% liéu ding hang ngay duge thai trir trong nude
tieu 1a oxipurinol va toi 10% la ailopurmn] Dung kéo dai ¢6 thé thay doi ti 18 nay, vi allopurinol de
ché chuyén héa ctia chinh no. Phan ¢on lai cua licu dung duge thai trir qua phan. Ca allopurinol va
oxipurinol duge tim thiy trong sita me.

Qui cach dong goi: Hop 3 vi, 10 vi x vi 10 vién nén.

Diu kién bio quan, han ding, tiéu chuiin chit lwgng ciia thude:
Pidu kién bio quin: Dé & nhiét do dudi 30°C, tranh am va anh sang.
Han ding ciia thube: 36 thang ké tir ngay san xudt.

Tiéu chudn chiit lirgng: TCCS.

Tén, dia chi ciia co s¢ san xuit thude:

( ong ty CP Durgre phim Agimexpharm

‘A I\Ul\uﬂh it Hope, P2 My Binh, TP, Long Xuyén, An Giang
AEME‘;:F-'W "um st teri: Chi nhdnh Cong ty CP Duge [l!l.lrll Agimexpharm - Nhd may sin xudt Durge phim Agimexpharm
Pudmg Vii Trong Phung, Khém Thanh An, P, M§ Thdi, TP. Long Xuyén, An Giang

} i Tel: (206 IRSTING  Fox: 0296 IRSTI0N
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