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HUONG DAN SU DUNG THUOC
Rx ®
AGIGOUT™ 100

Thube nay chi diing theo don thude

Doc ki hwéng din siv dung trwde khi ding

Dé xa tAm tay tré em

Thanh phin cong thive cho 1 vién:
Thanh phan hoat chét:
MB&i vién AGIGOUT 100 chira 100 mg Allopurinol.
Thanh phan ta duge: |
Lactose monohydrat, Tinh bt ng6, Povidon K30, Croscarmellose natri, Natri laury! sulfat. Magnesi
stearat, Pham mau sunset yellow dye.

) Dang bao ché: Vién nén tron, mau cam, hai mit tron, dudng kinh 7 mm.

Chi dinh:
Diéu trj 1au dai tang acid uric mau do viém khdp git man tinh.
Bénh soi thén do acid uric (kém theo hodc khong kém theo viém khdp do git).
Diéu tri séi calci oxalat tai phét & nam ¢ bi tiét urat tr ong murde ticu trén 800 mg/ngay va 750
mg/ngay.
Taing acid uric mdu khi ding hoa trj liéu didu trj ung thu trong bénh bach céu, lympho, u 4c tinh dic.

Cich dung, liéu ding:
Cich ding:
U(}ng thude véi mét cde nude. Lidu ding cua allopurinol khdc nhau tiy theo mirc do bénh va
diéu chinh theo dap tmg va dung nap clia ngudi bénh.
Liéu ding:
Bénh gut:
Lleu khéi dau mdi ngay 100 mg, ubng ngay sau khi an, ting déin sau mdi tudn thém 100 mg, dén khi
néng do urat trong huyét thanh giam xubng 0,36 mmol/lit (6 mg/100 ml) hogic thip hon hodc cho i
khi dat t&i lidu t6i da khuyen céo 800 mg.
Liéu thuomg ding mdi ngdy & ngudi 16n trong truong hop bénh nhe 14 200 - 300 mg/ngay, gt o san
urat (tophi) trung binh 1a 400 - 600 mg/ngay. Liéu dén 300 mg udng mét lan trong ngay, liéu trén 300
mg phai chia nhiéu lan dé giam nguy co kich (mg da day. Duy tri uéng du nude dé phong ngira ldng |
dong xanthin & than. Sau khi nong d¢ urat huyét thanh da duge kiém soat, ¢6 thé giam lidu, |
Liéu duy tri trung binh ¢ ngudi 16n 13 300 mg/ngay va lidu t6i thiéu ¢6 thc dung 1a 100 - 200
mg/ngay.
Phai dung allopurinol lién tyuc, ngimg thude ¢ thé dan dén tang nong do urat huyét thanh.
Khi allopurinol duge thém vao phéc dé diéu tri co colchicin, thudc bai acid uric niéu, va‘hode thude
chdng viém, can phai ¢6 mot thoi gian chuyen tiép vai _thang trude khi cée thude d6 o thé ngung.
Trong thoi gian ndy cdc thude phai cho dong thoi, va lidu lugmg allopurinol duge diéu chinh cho t6i
khi nong do urat trong huyét thanh binh thucmg va khéng con con ght cap trong vai théang. Khi
nglmg céc thude bai acid uric niéu, phai giam dan liéu trong vai tuan.
Tang acid uric mau do hoa tri liéu ung thu:
Phong bénh than cap do acid uric khi dung héa trj liéu diéu tri mot s6 bénh ung the, ngudi lon ding
allopurinol mdi ngay 600 - 800 mg, trong 2 - 3 ngay trude khi bt dAu diéu tri ung thu.
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Trong tang acid uric mau thir phﬂr do ung thu hoidc héa tri liéu ung thu, liéu duy tri cta allopurinol |
tuc‘rng’ tu lidu ding trong bénh gat va duge didu chinh theo dap (mg clia ngudi bénh.
1re em
Str dung allopurinel ¢ tr¢ em chu yéu la trong tang acid uric méu do hda tri liéu ung thu hogc rbi
loan enzym, hdi chimg Lesch - Nyhan (hoi chimg roi loan chuycn hod purin).

Tre em duai 15 tudi: Mai ngdy udng 10 - 20 mg/kg, t6i da 400 mg/ngay. Sau 48 gitr diéu tri, phdi
diéu chinh licu theo ddp Gng cta ngudi bénh.
Soi thin calct oxalat tai phdt: O bénh nhan ¢6 ting acid uric ni¢u: Liéu khoi dau mdi ngay 200 - 300
mg, diéu chinh licu ting hodc giam dua vao su kiém soat acid uric ni¢w/24 gio.
- Nguoi suy than: Phai gis’im liéu allopurinol theo do thanh thai creatinin (creatinin clearance).
~ Dudng uong Liéu khéi dau: Cler: 10 - 20 ml/phit: 200 mg mdi ngay, Cler <10 ml/pht: Khong qua
100 mg moi ngay. chh nhin suy thin nang: 100 mg maoi ngay hodc mdi [an 300 mg, hai lan méi
tudn (¢6 thé dimg liéu thap hon va/hoic khodng cach liéu dai hon).

Lidu duy tri:
ij ﬂ.mnh thﬁi, Litu ding
creatinin (mY/phit)

0 Iﬂﬂ_;1g moi %ngay -
10 | | 100 mg mdi 2 ngay
20 100 mg mdi ngay
40 150 mg mdi ngay
60 200 mg moi ngay

%0 250mgmbingdy |

Mt 50 luw ¥ die bigt vé xir Iy thude trwde va sau khi sir dung thube:
Khong ¢ yéu cau déc biét vé xr Iy thuoe sau khi su dung.
Chibng chi dinh:
Min cam vdi allopurinol hodc bit ky thanh phan ndo cla thude.
Gut cip (neu ¢6 dot gt cip xay ra trong khi dang ding allopurinol, vén tiép tuc dung allopurinol va

diu tri dot cép ueng ).
Tang acid uric huyét don thuin khéng ¢ tridu chimg.

Canh baoe va thin trong khi dung thuoc:
Diéu tri nén nglmg ngay lap tie néu c6 bat ky phan ng ndo ¢ da hoac cac déu hiéu khic ctia sy min
cam. Khang dung lai thude & nhing bénh nhin da mén cam véi thude.

Theo ddi thudmg xuyén chire ndng gan, thin, mau. Giam lidu & bénh nhén suy gan hoac suy thén.
Luu y nhiing bénh nhan dang diéu tri bénh ting huyel ap, suy tim hodc dai thao duong, ngudi cao
tudi vi cling ¢o thé cd suy than.

Dé giam nguy co ling dong xanthin & than, phai ddm bao udng mdi ngay 2 - 3 lit nude.

Lic dau ndng do urat va acid uric trong huyét tuong cé thé ting do hoa tan céc tinh thé lang dong,
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diéu nay co thé gay ra hodc lam ning thém dot gut cap do dé khéng bt dau ding allopurinol cho |
dén khi dot gut cép da giam hoan todn. Diéu tri nén bat dau véi lidu thép, téang tir tir. Dung colchicin
hogic thude chong? viém khdng steroid (nhung khéng ding aspirin hogc salicylat) tir khi bét dau dung
allopurmo] va tiép tuc cho dén it nhér 1 thang sau khi tinh trang ting acid uric mau da dugce diéu
chinh vé binh thuong, thuong la trong 3 tlmng

Thube nay cd chira lactose, Bénh nhan mic cae rdi loan chuyen héa di truyén hiém gap vé dung nap
galactosc chimg thiéu hyt lactase Lapp hoac rdi loan hép thu glucose-galactose khong nén sir dung
thuée nay.

St dung thude cho phu niv ¢6 thai va cho con bi:
Thoi ky ¢6 thai:
Méc du khong ¢6 11erng nghién ciru ¢ kiém chimg va day du vé s dung allopurinol & phu nit ¢6
thai nhu‘ng da thiy quai thai trén chuét khi ding allopurinol tiém mang bung liéu 50 mg/kg hodc 100
mg/kg vao cac ngay 10 hodc 13 clia thoi ky c6 thai. Allopurinol chi nén ding trong thdi ky cé thai
khi that su can thiét.
Phu nir ¢6 kha nang mang thai hofc dang sir dung cée bién phap tréanh thai nén tham khao v kién bac
s§ can than trude khi diéu tri véi thude nay.
Thoi ky cho con bu:
Allopurinol va oxipurinol duge phén bd vao trong sita me, phai ding thdn trong & phu nit cho con
bu. Mic du 0x1purmol duge tim thdy trong huyét tucmg cua tré bi me, nhung khong ¢6 tac dung

khong mong muon nio dugc ghi nhan & tré ba me ma ngudi me da duge diéu tr bang allopurinol
trong 6 tuén. Allopurinol duge xem nhu diing duge & nhing ngudi me cho con b

Anh hwéng cita thude 1én kha niing 14i xe, vin hanh may mée:
Thén trong khi I4i xe hodic van hianh may méc vi thude ¢6 thé gay budn ngu.

Twong tic, trong Ky ciia thude:
Twong téc ciia thude véi céu thude khic vi cde logi tvong tée khic:
Céc thude ¢ thé 1am ting ndng do acid uric nhu asp:rm va céc salicylat, ¢6 thé 1am giam tac dung
cua allopurinol, tranh dung khi ¢o ting acid u:nc mau va gut.
Dung allopurinol cling céc thude l1am ting nng d¢ urat trong huyet thanh nhu mét s6 thude loi niéu,
pyrazinamid, diazoxid, rugu vd mecamylamin cé thé phai ting lidu al[opurmol
Thude iic ché enzym chuycn angiotensin ((rc ché ACE): Tang phan tmg qua man va c6 thé ca cic tic
dung khong mong muon khéc khi ding cung allopurinol, dgc biét & bénh nhan suy thin.
Thuée chéng ung thu: Allopurinol Grc ché chuyen héa ciia a7alhlopr1n va mercaptopurin, lam tang
doc tinh cta nhmg thude nay diic biét trc ché tiy xuong. Liéu khoi diu cia cée thude chonb ung thu
phai glém tir 25 - 33% so vdi lidu diing théng thudng, sau dé didu chinh lidu theo dap tng cta bénh
nhén va doc tinh cua thude.
Dung dong thoi allopurinol véi eyclophosphamid ¢6 thé 1am tang doc tinh e ché tay Xuong cua
Lyclophmphdmid
Ding dong thoi allopurinol véi tamoxifen ¢ thé ting dfc vdi gan. Khi ding allopurinol véi
penlostalm ¢6 thé gdy viém mach di (ing, déin dén tir vong, vi vy khong diing phdi hop 2 thude nay.
Ding dong thoi allopurinol va cyclosporin gdy ting ndng do cyclosporin trong mau. Phai theo doi
nong do C}cloqporm trong mau va diéu chinh liéu cyclosporin.
Céc thube chbng dong mau: Allopurinol te ché chuyén hoa qua gan cta dicumarol, lam tang thoi
gian bén thai cia thude nay. Phai theo doi tic dung chdng dong méau va thoi gian prothrombin &
nhitng bénh nhén diing dong thoi dllopurmol va dicumarol.
Ampicilin hofic amoxicilin ding dong thoi véi allopurinol lam ting ti I¢ ban ngoai da.
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4c thuoe chong edt: Benzbromaron khi dung vér inol lam giam khoang % nong do oxipurino
Cac tl 1 ,}gthhu khi dung voi allopurinol lam giam khoang 40% nong d6 oxip l

trong huyét tuong, ¢d thé do tang thai trir oxipurinol qua than, mac du nong do clia allopurinol khéng bj
anh huong, Phdi hop 2 thude trén s& lam giam ndng do acid uric trong huyét thanh tot hon khi dung
allopurinol riéng ré. Probenecid lam bld.]l'l thanh thai cua dl]upurmol ribosid dudng udng, Su phdi hop 2
thude ndy c6 tac dung lam ha acid uric mau t6t hon ding céc thude riéng ré.

Thude lgi niéu: Thiazid va acid ethacrynic ding cing allopurinol ¢é thé 1am ting ndng d6 oxipurinol
irong huyc‘r thanh, do d6 lam ting nguy co ddc tinh nghiém trong cua allopurinol, bao gdm céc phan
ung qud man (dac bict & bénh nhdn g g,ldm chire néng than). Tuy nhién allopurinol dugc dliing an toan
v6i thiazid dé lam giam su ting acid uric mau gdy ra do thudc loi nidu. Theo ddi chirc nang than va
didu chinh liéu allopurinol & bénh nhin dung dong thai allopurinol va l.hleld

Clopmnannd Aliopurmoi va clopropamid giy ra tac dung khéng mong muén & gan - - than, luu y kh]
dung dong thoi 2 thube nay. Allopurinol hodic cae chit chuyén hoa ctia né 6 thé canh tranh bai tiét
& ong than véi clopropamid, phai quan sat cac diu hiéu cta ha glucose huyét qua murc (dac biét ¢
bénh nhan suy thin).

Dung déng thdi cotrimoxazol véi allopurinol ¢é thé gdy gidm sd luong tiéu céu.
Twong ky, ctia thudc:
Do khong co cac nghién cira ve tinh tuong ky cua thude, khéng trdn lan thuoe nay vaoi cac thuoe khac.

Tac dung khdng mong mudn:

Céc phan tng ¢6 hai duoc phan nhom theo tin sudt: Rét thudmg gap (ADR > 1/10), thuong gap (1/100
< ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gdp (1/10.000 < ADR < 1/1.000), rat hiém gip
(ADR < 1/10.000); khéng thé udc lugng tin 5uat duge liét ké "Chura rd tan sult", '
ADR thong thudng nhat cua allopurinol la ndi ban trén da. Cac ban thucmg la dat san hodc ngira,
thinh thoang 1a ban xudt huyét. Cac phan Gng man cam trim trong hon ¢ thé xay ra bao gdm ban
troc vay, hoi chig Stevens-Johnson va hoai tir biéu bi nhiém dée. Vi vy, phai ngimg allopurinol
ngay lap e néu ban xay ra. Phan @mg qua mén co thé niing, thim chi gay (i vong, dac biét ¢6 nguy
co cao 0 nhing bénh nhéan suy gan hodc than.

Bénh nhan git ¢6 thé b tang cac dot gut cap khi bt dau diéu tr bing allopurinol, thuong giam sau
vai thang.

Thuong gdp:

Céc phan (mg ngoai da: Ban, dat sin, ngira, viém da tréc vy, may day, ban do, eczema, xuat huyét,

It gap:

Gan: Tang phosphatase kiém, AST, ALT, gan to ¢o hoi phuc, phé hiy té bao gan, viém gan, suy
gan, tang bilirubin mau, vang da.

Hiém gdp:

Toan than: Phan (mg qué man nang, s6t, on lanh, toat md hoi, kho chiu, bong méng, liken phfmg,
phu mit, phtt da, rung téc, chdy méau cam.

Méu: Giam bach cdu hofic ting bach ciu, ting bach ciu ua eosin, chitng mat bach cau hat, giam tiéu
cu, xudt huyét, (e ché tdy xuong, dong mau trong mach rdi rac. bénh hach bach huyét, thiu mau
khong tai (ao, thiéu mau tan méu.

Tiéu hoa: Budn ndn, nén, dau bung, tiéu chay, tdo bon, day hoi, tic nghén rudt, viém truc trang, rf}i
loan vi gide, viém miéng, kho tiéu, chan an, viém da day, chay mau dudng tiéu héa, viém tuy XUét
huyét, sung tuyén nuée bot, phi ]er

Xuwong khop: Pau khap.

Miéit: Duc thay tinh thé. viém day than kinh thi gic, rdi loan thi gidc.

Than kinh: B2nh than kinh ngoai bién, viém day than kinh, di cam, dau dau. con co gidt, dong kinh,
gidt co, giam truong lue, kich dong, thay doi tinh trang tim than, nhoi mau néo, hon mé, Joan truong |
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lue co, liét, run, ngh ga, chéng mit, tram cam, lan 16n, mat ngu, suy nhuoc.
Néi tiét: Chirng vii to & nam.
Tim mach: Tang huyét ap.
Tiét niéu: Suy than.

Hudng din cich xir trf ADR:
Phai ngimg ngay allopurinol khi thdy xudt hién ban & da, kém theo cac tri¢u ching di Gmg niing hon,
nhét 14 & ngudi ¢b ton thuong thén hodc dang dung thude loi ticu thiazid, Khi ding allopurinol lau
dai phai chi y dén tuong tic thude.
Diéu tri phan img qué mén bing glucocorticoid, céc phin (mg ning phai ding kéo dai. O mot sb
bénh nhan, néu bj phan {mg da nhg ¢6 thé dung lai thude mét céch than trong véi lidu 1h€ip, nhung
phai ngimg ngay 14p tiic va vinh vién néu phan img xudt hién lai.

Qud lidu va cich xi tri:
Qud liéu:

\ Di ¢6 bao céo vé trudng hop ding allopurinol 1én dén 22,5 g ma khong bj tic dung phu nao. Cic
trigu chimg va diu higu gdm budn ndn, non, tiéu chay va chong mit da duoc bio cdo & bénh nhan
str dung 20 g allopurinol.
X tri:
Ngtmg thube ngay lap tirc. Rira da day néu ubng luong thube 16n, Co thé thiam phan méu hoic tham
phdn mang bung.
Theo dbi chitc ning than va xét nghiém nude tiéu néu nghi ngd ngé dée man (hinh thanh soi). Chi
diéu trj triu chimg khi ¢6 phin {mg ¢6 hai cua thube. Khéng c6 thube giai doc dic hi¢u. ‘
Chim s6c hd tro, duy tri di nude.
Tich cue theo ddi dé c6 bién phép xir trf kip thoi.

Pic tinh dwoe lwe hoe:
Nhém duge ly: Thude diéu tri gat - Thude (e ché san xudt acid uric.
Ma ATC: MO4AAOI.
Allopurinol va chét chuyén héa oxipurinol 1am giam sin xuit acid uric do tre ché xanthin oxidase I3
enzym E:huyén hypoxanthin thanh xanthin va chuyén xanthin thanh acid uric. Do d6 allopurinol lam
gidm nong d9 acid uric ci trong huyeét thanh va trong nuée tiéu. Nong do xanthin oxidase khong

) thay doi khi dung allopurinol kéo dai. Allopurinol ciing lam ting tai sir dung hypoxanthin va xanthin

dé 1ong hop acid nucleic va nucleotid, két qua lam tang ndng dd nucleotid dan (6i te ché nguoc lan

nita téng hop purin. 'Nf)ng dd acid uric trong l}l})*ét thanh thuong gidm c6 y nghia trong vong 2 - 3

ngdy sau khi ding thudc, dat nong dd thip nhét sau 1 - 3 tudn diéu tri va tr& lai gid tri nhur trude khi

diéu trj sau khi ngimg thuéc 1 - 2 tudn. Lugng purin nuée tiéu binh thudng hiu nhu hoan toan 14

acid uric, nhung sau khi diéu trj bing allopurinol, nudc tidu thai ra acid uric, xanthin va

hypoxanthin, mai‘ chit nay co dd tan riéng r&. Nhu vy nguy co bai ni¢u tinh thé giam, nguy co nay
cang giam néu kiém hoé nuée tiéu.

Do lam giam ndng d6 cta acid uric ca trong huyét thanh va nuée tiéu & dudi gioi han do tan,

allopurinol ngan ngira hogc lam giam sy ling dong urat, do d6 ngan ngira su xay ra hodc tién trién

clia ca viém khép trong bénh git va bénh thin do urat. O bénh nhan bi giit man tinh, allopurinol cé
thé ngin ngia hodic lam giam sy hinh thanh san urat (hat tophi) va cac thay d6i man tinh & khép.

Sau vai thang di€u trj, Jam gidm tan sudt cia cdc con git cap, lam giam nong do urat trong nudc

tiéu, ngiin ngtra hofic gidm sy hinh thanh cua s6i acid uric hodic calci oxalat & than.

Allopurinol khong ¢6 tic dung giam dau va chéng viém nén khong ding trong qiéu tri cac dot gat

. cp. Thude c6 thé lam viém kéo dai va ndng 1én trong dot cap. Allopurinol ¢6 thé lam tang tAn sudt

| cdc dot eap trong 6 - 12 théng dau diéu tri, ngay ca khi d duy tri dugc néng do urat huyét thanh
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binh thudng hodc gin binh thudng. Do do, can phai cho colchicin lieu dy phong dong thoi trong 3-]
6 thang dau lidu phép allopurinol. Mac du véy, con cip vin c6 thé xay ra, nhung con ngin hon va
nhe hon. VAn phai tiép tue diéu tri allopurinol, khdng thay ddi liéu. Allopurinol khéng duge diing
trong ting acid uric mau khong c¢ tri¢u chimg.

Gan déy, alinpurmol dugc ding y dé ngin chin su phat trién ctia cae goe tu do superoxid (stress oxy
hoa) trong mot s phau thuat ve tim, da c6 mot s6 két qua. Allopurinol liéu thép ciing da dugc dua
vio mdt sb phéc do G ché mién dich trong ghép thin hodc 1a thanh phan cia dung dich bao quén
than. Allopuunoi duoe phoi hop véi pentavalent antimony dé diéu tri bénh Leishmania ndi tang.
Allopurinol ¢6 tac dung chéng don bao va duoe ding trong bénh Leishmania va bénh do
trypanosoma chau M¥.

Dic tinh dwge djng hqc
Hap thu: Sau khi uong, khodng 80 - 90% liéu uéng duge hap thu nhanh qua duong ti€u hoa. Nong
do dinh trong huyel tuong dat duge sau 2 - 6 gio' 6 liéu thudng dung. Sau khi ubng mét lidu 300 mg,
ndng do cao nhét trong huyét twong cua allopurinol khoang 2 - 3 microgam/ml va cta oxipurinol
khoang 5 - 6,5 microgam/ml, c6 thé tiang I&n dén 30 - 50 microgam/ml & bénh nhan suy thén.
Phén phéi, chuyén hoa: Khoang 70 - 76% allopurmol duoc chuyen héa chi yéu & gan thanh
oxipurinol. Allopurinol vé oxipurinol khong ofin véi protein huyét tuong.
Thai trie: Thoi gian ban thai trong huyét tuong cta allopurinol khoang | - 3 gid, cta oxipurinol
khoang 12 - 30 gid. kéo dai rd rét & b¢nh nhén suy than. Ca allopurinol va oxipurinol dugc lién hop
thanh dang 1|bolmclem|d twong (mg cua ching. Thai trlr chit yéu qua thdn nhung thai chim do
oxipurinol duge tai hép thu & dng than. Khoang 70% liéu ding ‘hang ngay dugce thai trir trong nude
ti¢u la oxipurinol va t6i 10% la aElupunml Dung kéo dai co thé thay doi ti 1& nay. vi allopurinol (e
ché chuyén héa cia chinh no. Phan con lai cta lidu ding duge thai trir qua phén, Ca allopurinol va
oxipurinol duge tim thiy trong sira mg.

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

Didu kién bio quin, han dimg, tiéu chuin chit lu’o’ng ciia thude:
Piéu kién bdo quén: Pé & nhiét d6 dudi 30°C, tranh 4m va dnh séng.
Han ding cia thube: 36 thang ké tir ngay san xuat,

Tiéu chuin chét lwgng: TCCS.

Tén, dia chi ciia co' sO sin xuét ﬂmoc

('-unf- ty CP Durge philm Ag,ilm xpharm

4#\ 27 Nguyén Thai Hoc, P. M) Binh, TP. Long Xuyén, An Giang
AGIMEJ(PHM Scin xut fgei: Chi nh.fmh Cong ty CP Duge phivm Agimexpharm - Nhid miy sin xudit Dirge plmm Agimexpharm
WHO-GMP Buémg Vi Trong Phyung, Khém Thanh An, P. M Thai, TP Long Xuyén, An Giang
L Tel 0296 38STAO0  Fax: 0296 3857301
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