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HUONG DAN SU DUNG THUOC
Vién nén
ZURYK

Thudc bén theo don
Dé xa tam tay tré em
Poc kyj hwéng din sir dung trwée khi diung
Thong bdo ngay cho bic sy nhirng tic dung khong mong muon khi si dung thudc

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phin, ham lwgng cia thudc:

MB&i vién nén chura:

Allopurinol .......cccceeinieiinininennens 300mg

Ta dugc: Lactose monohydrat, povidon (kollidon 30), natri starch glycolat, natri lauryl
sulfat, talc, magnesi stearat, silicon dioxyd.

2. M6 ta san pham: Vién nén dai, mau trang, hai mét tron.

3. Quy cach dong goi:
Hop 10 vi (PVC - Nhém) x 10 vién.

4. Thudc diang cho bénh gi?
San phim ZURYK chtra thanh phan chinh c6 tic dung duge 1y 1a allopurinol, thugc nhém
thudc goi 1a Thudc chéng gut.
ZURYK dugc sir dung dé:
» Didu tri gut va cdc tinh trang khéc lién quan dén qua nhiéu acid uric trong co thé
nhu bénh than, rdi loan chuyén héa, mt s bénh vé da, ung thu va diéu tri véi thude
loi tiéu. v
> Mot sb loai soi than. -

v

5. Nén ding thudc ny nhw thé nio va lidu lwgng?
Ludn dung thgc‘l)c chinh xac nhu huéng din cia béac sy hodc dugc s Néu ban chua 18, hay
hai lai cho chédc chdn. v
Liéu dung:

Nguoi lon: Liéu khoi dau khuyén céo 1a 100 - 300 mgx 1 1An/ ngay. Liéu nay c6 thé tang
1én 200 - 600 mg/ ngay, chia thanh nhiéu liéu. Liéu toi da 800 mg/ ngay. -

Tré em (thuong dung diéu tri bénh vé chuyén héa hodc ung thw): 10 - 20 n\}g/ kg thé trong/
ngay.

Nawdi cao tudi hodic bénh thén: Bac s§ ¢6 thé cho ban dung lidu thip hon. ~

Cécl,l dung: ) ’ , ’ ) -

Thuoc dung dudng udng. Udng thudc trong céc bita dn, nén udng v6i nhieu nuge.

Véi cac liéu khong phit hgp v6i ham luong ctia ché pham, thao ludn véi béc s§ dé chon
dang bao che khac phu hop hon. ) ’

Trude khi bat dau dung thudc, béac sy co thé cho ban dung mot thuéc khang viém hoéc
colchicin deé tranh xay ra con gut cap. v o
Néu ban udng allopurinol dé diéu tri ung thu, viéc sur dung allopurinol s& dugc bat dau
truée khi diéu tri v6i cac thude ung thur. v

6. Khinao khong nén dung thudc nay?
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Khéng nén dung thudc nay néu ban:

- Man cam vo6i allopurinol hodc véi bat ky thanh phan nao ciia thudc.

- Pang bi con gut cap.

- Xét nghiém tang acid uric huyét nhung khong ¢6 triéu chung.

Khéng dung thudc néu ban gdp phai bét ky truong hop nao & trén. Tham khéo y kién cua
bac s§ néu ban chua chéc chin.

T4c dung khéng mong mudn

Nhu cac thudc khac, ZURYK c6 thé gay tac dung khong mong mudn, nhung khong phai ai
cling gap phai.

Neung ding thudc va lién hé trung tém y té gan nhdt néu ban gdp cdc phdn vng sau:

- Phan ung di ing.

- Ban da gay ngua hodc ndi mén, phong rdp, tréc da hozc dau mdi va miéng

- Phit mét, m6i, ludi hodc hong, hoac khé thé hodc khé nubt, sung tAy nang.

- Thay ddi sb luong té bao mau (xem trong két qua xét nghiém té bao mau); Gay tang bam
tim, chady mau miii, dau hong hoéc nhiém tring.

- Sbt, sung hach bach huyét, dau khop, phit mach, viém gan, tén thuong than (mau trong
nudc tiéu) hodc ngat

- Phan g qua man do thuoc bao gdm sbt, phat ban va nhiing bat thuong vé mau (Phat ban
do thudc kém ting bach cau 4i toan va céc triéu chimg toan thén - DRESS).

- Sot va 6n lanh, nhire dau, dau co (triéu chimg gidng ciim) va cam thdy khong khoe.

- Bat ky thay ddi trén da nhu loét miéng, hong, mili, co quan sinh duc va viém két mac
(mat sung do), phong rdp hodc bong da rong.

- Phan tmg quéa man nghiém trong bao gdm sét, ban da, dau khép va bat thudng trong xét
nghiém mau va xét nghiém chirc ndng gan (day co thé 1a d4u hiéu cta rdi loan cam giac da
CO quan).

- Ban da kém ngtra do di ing - moc céac ndt hdng nhat bat thuong trén da kém ngira dir doi
(phét ban).

- Ban da niing c6 kha ning de doa tinh mang (h¢i ching Stevens-Johnson, hoai tir biéu bi
nhiém doc) da duoc bao cdo.

Cdc tdc dung khéng mong mudn khdc:

Thuong gap

Da va mé dudi da: Phat ban.

It gap

Budn non, ndn (ddi khi c6 mau).

Thay ddi céc chi sd xét nghiém chirc ning gan.

Hiém gap

Viém gan (bao gbm hoai tir gan va viém gan u hat).

Rt hiém gap

MAt diéu hoa, mat y thirc, nhirc dAu, dau than kinh, di cam, té liét, ngt ga, vi gidc sai léch,
con co giat, ddong kinh, giét co, giam truong luc, nh6i mau nio, loan truong luc co, run.
Nhot.

U lympho nguyén bao mién dich - mach mau.

Dai thao duong, tang lipid huyet

Trdm cam, kich dong, thay d6i tinh trang tam than, 14n 16n, mét ngi, suy nhugc.

Duc thuy tinh thé, thay déi diém vang, roi loan thi gi4c, viém day than kinh thi gic.

Chéng mat.

Pau thit nguc, nhip tim cham.

Ha huyét 4p.

Thay ddi thoi quen dai tién, viém miéng, ching phan mg, ndn ra mau. Q/
Rung téc, toc d6i mau.

Tiéu ra mau, tang ure huyét.
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10.

11.

Nir héa tuyén vu, bt luc, v sinh.

Suy nhugc, sdt, kh6 chiu toan thén, phu.

Chuea 6 tén sudt:

Dau khép.

Tang céc dot gt cap.

Choang vang.

Viém mach (gdy phat ban, s6t, 36 md hdi, mét moi va sut can.
Tiéu chay, dau bung.

Sai than.

Mong tinh.

Thudc c6 thé gdy ra cdc tdc dung khong mong muon khdc, théng bdo ngay cho bdc sy néu
gap phai nhitng tdc dung khong mong muon sau khi sur dung thuéc.

Nén tranh dung nhimg thudc hodc thwe phﬁm gi khi dang sir dung thudc nay?

Thong bdo cho béac s§ hodc dugce sy cua ban v& tt ca cac loai thuéc ma ban dang sir dung
hoc str dung gan day, bao gdm ca céc thude ké don hoic khong ké don, cdc vitamin hodc
thude tir duoc liéu.

Théng bdo cho bdc sy hodc dwoc sy néu ban dang sir dung cdc thudc sau:
Azathioprin (dleu tri viém kh6p dang thép va sau _ghép co quan).

Ciclosporin (diéu tri vay nén, viém khdp dang thdp va sau ghép co quan).

6 - mercaptopurin (diéu tri mot s& bénh ung thu va dudng rudt).
Cyclophosphamid, doxorubicin, bleomycin hodc procarbazin (diéu tri bénh bach cau va
mdt s0 bénh ung thu).

Adenin arabinosid.

Probenecid (dléu tri gut).

Phenytoin (dleu tri dong kinh).

Theophyllin (diéu tri hen phé quan).

Ampicillin hoac amoxicillin (khang sinh).

Aspirin hodc cac thudc tuong tu (salicylat).

Thudc ngan hinh thanh cuc mau dong (nhu warfarin).

Clopropamid (diéu tri d4i thio dudng).

Didanosin (khang virus).

Thudc loi tiéu hoac thude rc ché ACE nhu captopril (diéu tri ting huyet ap).
Thube diéu tri khé tiéu (Udng cach thoi diém udng allopurinol it nhét 3 tiéng).

Néu ban gap bat ky truong hop nao o trén (hodc ban khong chdc chdn), hay thao ludn véi
bdc sy trudc khi uong thuoc.

S dung ZURYK vdi thic dn

Ubng thude trong hozc ngay sau bita an.

Cin 1am gi khi mdt 1in quén khﬁng dung thudc?
Néu ban quén khong dung 1 lidu, uong thude ngay khi ban nhé lai, ubng lidu tiép theo nhu
lich trinh cii. Khong udng gAp dbi liéu dé bu vao lidu da quén.

Néu ban muén ngiung thudc

Tiép tuc sir dung thudc cho dén khi bac sy bao ban ngimg. Khong dugce tu y ngimg thudc.
Lu6n lam theo chi din cta bac sy.

Néu ban c6 thic mic gi khi sir dung thudc nay, hdy lién hé véi bac s§ hodc dugce sj.

Cin bio quén thude nay nhu thé nao?
Gitt thudc trong bao bi goc ciia nha san xudt, day kin.
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12.

13.

14.

15.

16.

Pé thudc noi khd rdo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tAm vdi cua tré
em.
Khong sir dung thudce sau ngay hét han in trén bao bi (hop va vi thudc).

Nhitng d4u hiéu va triéu ching khi ding thudc qua liéu
Dung thudc chinh xac nhu huéng dén cta béc s. Neu ban dung qua liéu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tdm y té gan nhét.

Cian phai lam gi khi diung thudc qua liéu khuyén cdo
Ngung dung thudc va lién lac ngay véi bac s§ hodc trung tm y té gan nhit. Khong tu l4i xe

dén bénh vién, hdy nhd ai d6 dua ban di hodc goi ngay cho xe cap ctiru. Mang theo vién
thudc cing vé6i bao bi dé béc sy biét ban da udng thudc gi va cé bién phép xir ly kip thoi.

Nhitng diéu can thin trong khi dung thudc nay

Truéce khi diing thudc nay, théng bdo cho bdc sy néu ban dang cé cdc van dé vé sitc khoe
sau dady:

- Ban dang bi bénh vé gan hoic than ning hodc c6 van d& v& than, ban c6 thé duge cho
dung lidu thip hon.

- Pang trong tinh trang c6 thé khién ndng do urat trong co thé ban gia tang (nhu hdi ching
Lesch-Nyhan).

Ban da nang (hdi chimg qua mén, hoi chung Stevens-Johnson, hoai tir biéu bi nhiém doc)
da dugc bao céo khi str dung allopurmol Thong thudng, phat ban co thé kém loét miéng,
hong, miii, co quan sinh duc va viém ket mac (mét sung do). _Nhimg loai ban da nghiém
trong nay thuong co6 cac triéu chimg sbt glong cim, nhtc diu, dau co thé (triéu ching
giong cum). Phat ban co thé tién trién gy phdng rop va troc da rong. Nhiing phan tmg trén
da nghiém trong nay co thé thudong gip hon & nguoi gbc Han hoac Thai. Néu ban bi phat
ban hodc ¢6 nhitng triéu ching trén da ndy, ngung udng allopurinol va lién hé ngay véi bac
s§ cua ban.

ZURYK c6 chira lactose, thong bao cho bac sy néu ban timg dugc cho biét rang ban khong
c6 kha nang dung nap bat ky loai dudng nao.

Néu ban gdp phdi cdc truong hop trén (hodc néu ban khong chdc chdn), hdy théo ludn véi
bdc sy cua ban trudc khi dung thuédc.

Phu nit mang thai hodc cho con bu

Thong bao cho bac sy néu ban dang mang thai hoic dang cho con b, nghi rang minh mang
thai hodc c6 du dinh mang thai. Tham khao y kién bac sy trudc khi dung thude.

Ldi xe va vdn hanh mday moc

Thudc co thé gay budn ngt, hoa mit, chéng mat va rdi loan thi giac. Néu ban gap phai,
khong nén lai xe hodc van hanh may moc.

Khi nao cin tham vin bic sy, dwgc sj.

Cén lién lac ngay voi bac s§ hodc trung tim y té gAn nhét khi ding thudc qua liéu chi dinh.
Thong thuong, bao gi¢ cling phai héi y kién bac sy hodc dugc s§ trude luc ding bét ky
thudc nao khi mang thai hodc cho con bu.

Thong bao ngay cho bac s§ hodc duge s§ nhitng tac dung khong mong mubn gip phai khi
su dung thude.

Néu can thém thong tin xin hoi y kién bac s§ hodc dugc s§.

Han dung cia thudc: 36 thang ké tir ngy san Xudt.

v
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HOC:
Nhém dwoc ly: Thude chdng git.
Maia ATC: M04AAOI.
Allopurinol va chét chuyen hoéa oxipurinol lam gidm san xuét acid uric do (rc ché xanthin
oxidase 1a enzym chuyén hypoxanthin thanh xanthin va chuyen xanthin thanh acid uric. Do
d6, allopurinol 1am giam nong d¢ acid uric céac trong huyét thanh va trong nudc tiéu. Nong
d6 xanthin oxidase khong thay doi khi dung allopurinol kéo dai. Allopurinol ciing lam tang
tai str dung hypoxanthin va xanthin dé tong hop acid nucleic va nucleotid, két qua lam tang
nong d6 nucleotid dn t6i e ché nguoc 1an nira tong hop purin. Nong d6 acid uric trong
huyet thanh thuong giam c6 y nghia trong vong 2 - 3 ngay sau khi dung thudc, dat ndng do
thip nhat sau 1 - 3 tuan diéu tri va tro lai gia tri nhu trude khi diéu trj sau khi ngimg thudc
1 - 2 tuan. Luong purin nude tiéu binh thuong hau nhu hoan toan 12 acid uric, nhung sau
khi didu tri bang allopurinol, nuéc tiéu thai ra acid uric, xanthin va hypoxanthin, moi chét
ndy c6 do tan riéng r€. Nhu véy, nguy co bai niéu tinh thé giam, nguy co nay cang giam
néu kiém hoéa nudc tiéu.

Do lam giam ndng d6 cua acid uric trong ca huyét thanh va nuéc tiéu & dudi gidi han do
tan, allopurinol ngan ngua hoac lam giam su lang dong urat, do d6 ngan ngua sy xay ra
hodc tién trién ctia ca viém khép trong bénh gut va bénh than do urat. O bénh nhén bi gut
man tinh, allopurinol ¢6 thé ngan ngira hoac 1am giam sy hinh thanh san urat (hat tophi) v
cac thay dm man tinh & khdp. Sau vai thang diéu tri, 1am giam tan sudt cua cac con gut cap,
lam giam ndng d6 urat trong nudc tiéu, ngan ngira hoic giam su hinh thanh cta séi ac1d‘
uric hodc calci oxalat & thén. o
Allopurinol khéng c6 tac dung lam giam dau va chéng viém nén khong duoc ding tron%)
diéu tri cac dot gut cép. Thuoc <o thé lam viém kéo dai va néng lén trong dot cap
Allopurinol cé the lam tang tan sudt cac dot cép trong 6 - 12 thang dau diéu tri, ngay ca ki
da duy tri dugc nong do urat huyet thanh binh thuong hodc gan binh thudmg. Do dd, can
phai colchicin lleu du phong ddng thoi trong 3 - 6 thang dau liéu phap allopurinol. Mac du
vdy, con cdp van co thé xdy ra, nhung con ngan hon va nhe hon. Van phai tiép tuc diéu tri
allopurinol, khong thay dbi lidu. Allopurinol khong duge dung trong ting acid uric huyét
khong cé triéu chimg. :

2. PAC TINH DUQC PONG HOC:
Hip thu
Sau khi udng, khoang 80 - 90% lidu ubng dugc hdp thu nhanh qua dudng tiéu hoa. Nong
do dinh trong huyét tuong dat duge sau 2 - 6 gid & lidu thuong ding. Sinh kha dung’thay
ddi tir 67% dén 90%.
Sau khi uéng liéu 300 mg, ndng do cao nhit trong huyét trong cia allopurinol khoang 2 - 3
microgam/ ml va cua oxipurinol khoang 5 - 6,5 microgam/ ml, ¢6 thé tang 1én dén 30 - 50
microgam/ ml & bénh nhan suy théan.
Phén bé
Ca allopurinol va chat chuyen héa ctia nd, oxipurinol, khong gan véi protein huyét tuong.
Thé tich phén bd biéu kién cua allopurinol xap xi 1,6 L/ kg cho thay su hép thu tuong doi
rong rai boi cac mo. Nbng do allopurinol trong cac md & ngudi van chua dugc béo cao, tuy
nhién, c6 thé allopurinol va oxipurinol s& c6 nong do cao nhit & gan va niém mac rudt (noi
c6 hoat tinh xanthin oxidase cao).
Ca allopurmol va oxipurinol déu duoc tim thdy trong sita me.
Chuyén hod
Khoang 70 - 76% allopurinol duoc chuyén hoéa chu yéu & gan thanh oxipurinol con hoat
tinh.
Ca allopurinol va oxipurinol dugc lién hop thanh dang ribonucleosid tuong tmg cua chung. V
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Chét chuyén héa khéc cua allopurinol bao gdm allopurinol-ribosid va oxipurinol-7-ribosid.
Thdi tru

Khoang 20% lidu dung allopurinol dugc thai trir qua phan. Su thai trir cia allopurinol chu
yéu do su chuyén héa thanh oxipurinol boi xanthin oxidase va aldehyd oxidase, v&i dudi
10% thube duoge thai trir qua nuéce tiéu dusi dang khong dbi.

Thoi gian ban thai trong huyet twong cua allopurinol khoang 1 - 2 gi¢. Oxipurinol la mot
chét rc ché xanthin oxidase yéu hon allopurinol nhung c6 thoi gian ban thai trong huyét
twong dai hon, thay dbi trong khoang tur 13 dén 20 gio. Do d6, hiéu qua uc ché xanthin
oxidase dugc duy tri dén 24 gio véi liéu duy nhét allopurinol. Bénh nhén c6 chitc nang thén
binh thudng sé tich liy oxipurinol dan dan cho den khi dat ndng do oxipurinol huyet tuong
¢ trang thai én dinh. O nhing bénh nhan nay, udng 300 mg allopurinol/ ngay dan dan s& c6
nong do oxypurinol huyét tuong tir 5 - 10 mg/ L.

Oxipurinol dugc thai trir du6i dang khong déi trong nudce tiéu nhung c6 thoi gian ban thai
kéo dai do co qua trinh tai hdp thu & rudt. Cac gid tri dugce bao cao vé thoi gian ban thai
bién ddi tir 13,6 gid dén 29 gi0. Su chénh léch dang ké cua nhiing gia tri nay c6 thé duoc
giai thich bai su khac nhau vé thiét ké nghién ciru v&/ hodc thanh thai creatinin & bénh nhén.
Duoc dopng hoc trén cdc doi twong dic biét

Suy thdn:

D¢ thanh thai allopurinol va oxipurinol giam dang ké & bénh nhan cé chic nang than kém,
lam ndng d6 trong huyét twong cao hon khi didu tri 14u dai. O bénh nhén suy giam chirc
ning than c6 Cle, tir 10 - 20 ml/ phut, ndng do oxipurinol huyet tuwong khoang 30 mg/ L sau
khi diéu tri kéo dai véi allopurinol 300 mg/ ngay, gan bing nong do dat duoc khi dung liéu
600 mg/ ngay & bénh nhén c6 chirc nang than binh thuong. Vi vy, can giam liéu khi ding
thude cho bénh nhan suy than.

Nguoi cao tudi:

Duoc dong hoc cua thudc gan nhu khong thay d6i ngoai trir khi chttc ning than suy giam
(xem dugc dong hoc ¢ bénh nhén suy than).

CHI PINH:

Diéu tri lau dai ting acid uric huyét do viém khép gut man tinh.

Bénh s6i than do acid uric (kém hodc khong kém theo viém khdp do gut).

Diéu tri soi calci oxalat ti phat & nam c6 bai tiét urat trong nude tiéu trén 800 mg/ ngdy va
750 mg/ ngay.

Tang acid uric huyét khi ding héa tri liéu diéu tri ung thu trong bénh bach céu, lympho, u
ac tinh dac.

LIEU DUNG - CACH DUNG:

Cach dung:

Thudc dung duong ubng.

Ubng mot 14n moi ngay sau bita dn. Thudc duoc dung nap t6t, nhat 1a sau khi an. Liéu trén
300 mg nén chia udng nhiéu lan trong ngay.

Véi cac liéu dung khong phu hgp véi ham luong cla ché pham, khuyén cdo chon dang bao
che khac phu hop hon.

Liéu dung: Liéu dung cta allopurinol khac nhau tiy theo muc do bénh va phai diéu chinh
theo d4p ung va dung nap cuia ngudi bénh.

Bénh gut:

Liéu khoi dau m01 ngay 100 - 300 mg, didu chinh liéu dén khi ndng dd urat trong huyet
thanh giam xuong 0,36 mmol/ lit (6 mg/ 100 ml) hodc thdp hon ho#c cho téi khi dat toi liéu
t6i da khuyén céo 800 mg. Liéu thuong dung mdi ngay & ngudi 16n trong truong hop bénh
nhe 1a 200 - 300 mg/ ngay, gut c6 san urat (tophi) trung binh la 400 - 600 mg/ ngay. Liéu
dén 300 mg udng 1 lan trong ngay, lidu trén 300 mg phéi chia nhiéu lan dé giam nguy co
kich ung da day. Sau khi nong do urat huyét thanh da dugc klem soat, co thé giam lidu.
Liéu duy tri trung binh & ngudi 16n la 300 mg/ ngay va lidu tdi thiéu c6 tac dung la 100 -
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200 mg/ ngay. Phai dung allopurinol lién tuc, ngimg thubc c6 thé dan dén tang nong do urat
huyét thanh. Duy tri udng du nuéc dé phong ngira ling dong xanthin & than.

Khi allopurinol dugc thém vao phac d6 diéu tri c6 colchicin, thuoc bai acid uric niéu, va/
hoac thude chong viém, can phai c6 mot thoi gian chuyen tiép vai thang truéc khi cac
thubc d6 c6 thé ngimg. Trong thoi gian nay, cac thudc phai cho dong thoi, va lidu luong
allopurinol dugc dleu chinh cho t6i khi ndng dd urat trong huyét thanh binh thudng va
khong con con gut cap trong vai thang. Khi ngimg cac thudc bai acid uric niéu, phai giam
dan liéu trong vai tuan.

Tang acid uric huyet do héa tri ung thu:

Phong bénh than cap do acid uric khi dung hoa tri liéu diéu tri mot sd bénh ung thu, ngudi
16n dung allopurinol 600 - 800 mg, trong 2 - 3 ngay trude khi bat dau diéu tri ung thu.
Trong tang acid uric huyet thir phat do ung thu hodc hoa tri li€u ung thu, liéu duy tri cua
allopurinol twong tu liéu ding trong bénh giit va duge diéu chinh theo dép tmg clia ngudi
bénh.

Soi thdn calci oxalat tdi phat: O bénh nhén c6 ting acid uric niéu: Liéu khéi dau mdi ngay
200 - 300 mg, didu chinh liéu ting hoic giam dya vao sy kiém soét acid uric niéu/ 24 gio.
Tré em: St dung allopurinol & tré em chu yéu la trong téng acid uric huyet do hoa tri li¢u
ung thu hodc rdi loan enzym, hi chung Lesch - Nyhan (hdi ching r6i loan chuyén hoa
purin).

Tré em dudi 15 tudi: M3i ngay udng 10 - 20 mg/ kg, t6i da 400 mg/ ngay. Sau 48 git diéu
tri, phai didu chinh liéu theo dap tng cua ngudi bénh.

Nguoi cao tudi: Dung liéu thip nhit c6 hiéu qua dé duy tri ndng do urat huyét thanh va urat
ni¢u binh thudng.

Bénh nhan suy than: Do allopurinol va cac chit chuyén héa ctia né dugc thai trir qua than,
suy giam chirc nang than cé thé dan dén tich liy thudc va/ hodc cac chit chuyén hoa ctia né
cung voi kéo dai thoi gian ban thai trong huyét twong. Trong trudng hop suy thin ning,
nén dung dudi 100 mg/ ngay hodc dung mot lidu 100 mg trong nhimg khoang thoi gian dai
hon mét ngay.

Néu c6 thé theo dai ndng dd oxipurinol, nén diéu chinh liéu dé duy tri ndng d oxipurinol
du6i 100 memol/ L (15,2 mg/ L).

Allopurinol va chit chuyén héa cuia né bi loai bo trong qué trinh thdm tich mau. Néu can
tham tdch méau thudong xuyén, cin nhac dung li€u trinh thay thé véi liéu 300 - 400 mg sau
mdi 1an thAm tach mau ma khong can ding thudc gitra cac lan thdm tach.

Bénh nhdn suy gan: Nén giam lidu cho bénh nhan suy gan. Khuyén céo xét nghiém kiém
tra chirc nang gan dinh ky trong giai doan dau diéu tri.

CHONG CHI PINH:

Qua man véi allopurinol hodc bat ky thanh phan nao cua thude.

Gut cép (néu co dot gut cap xay ra trong khi dang dung allopurinol, van tiép tuc ding
allopurinol va diéu tri dot cap riéng ré).

Tang acid uric huyét don thun khong c6 triéu chimg.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Hoi chitng qud mdn, hji chitng Stevens-Johnson (SJS) va hoai tu biéu bi nhzem doc (TEN)
Diéu tri nén ngimg ngay 1ap tuce néu xuét hién ban da hodc cac biéu hién mén cam xdy ra vi
nhiing phan Umg nay cé thé dan dén céc phan ung qua man nghiém trong hon, bao gom hoi
chung Stevens-Johnson (SJS), hoai tur biéu bi nhlem ddc (TEN) va hoi chimg qua man (hay
con goi la Phat ban do thudc kém ting bach cdu ai toan va céc tridéu ching toan than,
DRESS).

Néu nhing phan Ung niy xdy ra vao bat ky lic nao trong qué trinh didu tri, ngung
allopurlnol ngay lap tirc. Khong nén dung lai thudc & nhimg bénh nhan c6 hoi chung qua
man va SJS/ TEN. Corticoid c6 thé ¢6 hiéu qua trong viéc khic phuc nhitng phan tmg qua
man trén da nay.
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Alen HLA-B*5801

Pa thiy alen HLA-B*5801 c6 lién quan dén nguy co xay ra hoi chimg qua man va SJS/
TEN do allopurinol. Tén suit cua alen HLA-B*5801 rat khac nhau gitra céc chung tde:
Khoéng 20% dén s6 nguoi Han, 12% dan sb nguoi Han Quéc va 1 - 2% dén sb goc Nhét
Ban hodc Chau Au. Viéc sir dung kiéu gen nhu mot cong cu sang loc dé dua ra quyét dinh
vé viée diéu tri véi allopurinol chua duge thiét lap. Neu bénh nhan mang alen HLA-

B*5801, viéc stir dung allopurmol 6 thé dwoc can nhic neu loi ich vuot trdi so véi nguy co.

Théan trong voi nhimg dau hi¢u cta hoi ching qua man hoac SJS/ TEN, bénh nhén can
dugc thong bao vé su can thiét ngung diéu tri ngay khi xuét hién nhimng triéu ching dau
tién.

Bénh nhdn suy than man

Bénh nhén suy than man va dung phdi hop thuoc loi tleu dic biét 1a cac thiazid, c6 thé lam
tang nguy co gdp phai cdc phan (g qua man _bao gébm SJS/ TEN do allopurinol. Than
trong v&i nhimng déu hiéu cua hoi chimg qua man hozc SJS/ TEN va bénh nhan can dugc
ngung thudc ngay va vinh vién khi xuét hién cac triéu ching dau tién.

Bénh nhadn suy gan hodc suy thdn

Theo d&i thuomg xuyén chirc nang gan, than, mau. Giam liéu & bénh nhéan suy gan hodc suy
thdn. Luu y nhitng bénh nhan dang didu tri bénh ting huyét ap, suy tim hodc dai thao
dudng, ngudi cao tudi vi cling ¢ thé c6 suy than.

Tang acid uric huyét khong co triéu chitng

Tang acid uric huyet khong co triéu ching thuong khong cén nhic chi dinh dung
allopurinol. Thay d6i ché d6 an udng kém diéu tri nguyén nhéan co ban co thé cai thién
duoc tinh trang nay.

Con gut cap

Luc dau nong do urat va acid uric trong huyét tuong c6 thé tang do hoa tan cac tinh thé
ling dong, diéu nay co thé gy ra hodc lam nang thém dot gut céap, do do khong bét dau
dung allopurinol cho dén khi dot gut cap da giam hoan toan. Diéu tri nén bét dau voi lidu
thip, tang tir tir. Dung colchicin hodc thudc chdng viém khong steroid (nhung khong dung
aspirin hodc salicylat) tir khi bit ddu dung allopurinol va tlep tuc cho dén it nhat 1 thang
sau khi tinh trang tang acid uric huyét da duoc diéu chinh vé binh thudng, thuong 1a trong
3 thang.

Néu bénh nhan dang dung allopurmol Xxay ra con gut cip, nén tiép tuc didu tri véi cung lidu
lugng va diéu tri con git cdp bang thudc khang viém thich hop.

Léng dong xanthin & thdn

Trong bénh canh c6 su gia ting dang ké tc do hinh thanh urat (nhu bénh ac tinh va dleu tri
bénh 4c tinh, hoi chung Lesch - Nyhan), trong mot sb truong hop hlem gap, nong do
xanthin trong nudc tidu co thé téng 1én, du aé lang dong trong dudng tiéu. Nguy co nay co
thé duoc glam thiéu bang cach udng du nude dé 1am lodng nuéc tidu mot cach tdi wu.

Anh huong cua séi acid uric 6 than

Liéu phap didu tri ddy du véi allopurinol co thé gdy hoa tan cac soi acid uric 16n trong bé
than, kha ning tic nghén niéu quan it xay ra.

Cdnh bdo lién quan td duoc

ZURYK c6 chira lactose. Bénh nhén bi bénh di truyen hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hodc rdi loan hip thu glucose-galactose khong nén sir dung.

Dé xa tAm tay tré em.

Sir dung cho phu nir ¢6 thai va cho con bu

Phu nit mang thai:

Mic du khong c6 nhitng nghién ciu ¢6 kiém chung va ddy du vé st dung allopurinol & phu
nit c6 thai nhung da thdy quai thai trén chudt khi dung allopurinol tiém mang bung liéu 50
mg/ kg hodc 100 mg/ kg vao cac ngay 10 hoac 13 cua thoi ky mang thai. Allopurinol chi
nén str dung trong thoi ky mang thai khi that su cén thiét.
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Phu ni cho con bu:

Allopurinol va oxipurinol dugc phin bd vao trong sita me, _phai dung than trong & phu nit
cho con bu. Méc du oxipurinol dugc tim thdy trong huyét twong cta tré bi me, nhung
khong co tac dung khong mong mudn nao duogc ghi nhan & tré bu me ma nguoi me da duoc
diéu trj bang allopurinol trong vong 6 tun. Allopurinol duge xem nhu dung duge & nhing
nguoi me cho con bu.

Anh hwéng cia thudc d6i véi cong viée (ngudi van hanh may moc, dang lai tau xe, nguoi
lam viéc trén cao va cac truong hop khéc): Allopurinol c6 thé gdy budn ngu, hoa mat,
chong mat va rdi loan thi giac. Bénh nhan c6 cac dAu hiéu trén khong nén lai xe hodc vin
hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
6-mercaptopurin va azathioprin: Azathioprin dugc chuyén héa thanh 6-mercaptopurin va
bi méat hoat tinh bdi enzym xanthin oxidase. Néu dung dong thdi azathloprm hodc 6-
mercaptopurin v6i allopurinol, lidu dung cua azathioprin hoédc 6- -mercapropurin chi nén
bang 1/4 lidu thong thuong do tac dung e ché xanthin oxydase s& kéo dai tdc dung cua
chung.
Vidarabin (Adenin arabinosid): C6 bang chimg cho ring thdi gian ban thai cua adenin
arabinosid trong huyét twong ting lén khi c6 mat allopurinol va do dé khi ding hai thudc
nay dong thoi, cn than trong hon dé phat hién céc déu hiéu ddc tinh tang lén.
Cdc thubc nhém salicylat va ting acid uric ni¢u: Oxipurinol, chét chuyén hoa chinh cta
allopurinol c6 hoat tinh, dugc thai trir qua thén tuong tu nhu urat. Do do, cac thude co6 hoat
tinh tang thai acid uric niéu nhu probenecid hoéc liéu cao salicylat c6 thé 1am tang thai trx
oxipurinol. Piéu ndy co thé lam giam tac dung diéu tri cta allopurinol, tuy nhién, y nghia
clia tuong tac nay can duoc danh gia tuy theo timg truong hop.
Thubc chong dong coumarin: Mac du chua co6 bang chung vé tuong tac gifta allopurinol va
céc coumarin da dugc bao cdo trong cdc thi nghiém co6 bat ky y nghia lam sang nao, can
lru y kha néng tuong tac nay c6 thé xay ra khi cho bénh nhan dang diéu tri voi cac thude
chéng dong duong ubng dung allopurinol. Allopurinol e ché chuyen hoa qua gan cua
dicoumarol, lam ting thoi gian ban thai cua thudc nay. Phai theo doi tdc dung chéng dong
mau va thoi gian prothrombin ¢ nhilng bénh nhén dung dbng thoi allopurinol va »
dicoumarol. )
Clopropamid: Dung ddng thoi allopurinol véi clopropamid & bénh nhén c6 chire néng thén
kém c6 thé lam ting nguy co ha duong huyét kéo dai do allopurinol va clopropamid c6 thé
canh tranh thai trir & ong thén.
Phenytoin: Allopurinol ¢6 thé e ché qua trinh oxy héa phenytoin tai gan. Y nghia lam
sang cua tuong tac nay chua duoc chiing minh.
Theophyllm Ut ché chuyén hoa theophyllin d dugc béo cao. Co ché cia tuong tac nay co
thé dugc giai thich boi xanthin oxydase duoc tham gia vao cac bién ddi sinh hoc cua
theophyllin & ngudi. Can theo ddi nong do theophyllin cho bénh nhén khi bét dau hodc khi
tang liéu allopurinol.
Ampicillin/ Amoxicillin: Tang tin suit ban da da dugc bao cao & bénh nhén dang dung
dong thoi ampicillin hodc amoxicillin véi allopurinol so véi bénh nhan khong dung ca hai
thudc nay. Nguyén nhén lién quan bao cdo nay chua dugc thiét lap. Tuy nhién, khuyén céo
mot liéu phap thay thé cho ampicillin hodc amoxicillin néu c6 thé & nhitng bénh nhan dang
dung allopurinol.
Cyclophosphamzd doxorubicin, bleomycin, procarbazin, mecloroethamin: Tang tac dung
trc ché tiy xuong do cyclophosphamid va cac thude ddc té bao khic da dugc béo cdo &
bénh nhén ung thu (trir bénh bach cau) dang ding allopurmol Tuy nhién, trong mot nghién
ctru ¢6 kiém soat & nhitng bénh nhan dang duoc diéu tri v6i cyclophosphamid, doxorubicin,
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bleomycin, procarbazin va/ hoac mecloroethamin (meclorethamin hydroclorid), khong thdy
allopurinol 1am tang phan ung déc tinh cta nhing thudc doc t bao nay.

Ciclosporin: Mot s& bao cdo cho thdy ndng do ciclosporin huyét twrong c6 thé tang lén khi
dung ddng thoi véi allopurinol. CAn can nhic nguy co ddc tinh ciclosporin tang lén khi
dung ddng thoi hai thude nay.

Didanosin: O ngudi tinh nguyén khoe manh va bénh nhan HIV dung didanosin, Cmax va
AUC didanosin huyét twong tang gén gap d6i khi dung ddng thoi véi allopurinol (300 mg/
ngay) nhung khong anh huéng dén thoi gian ban thai. Khong khuyén cdo ding dong thoi
hai thuc nay. Néu bt budc dung ddng thi, c6 thé can giam liéu didanosin va bénh nhén
can duoc theo doi chit ché.

Thuéc khdng acid: Allopurinol c6 thé mét tac dung giam acid uric huyét khi sir dung cung
thoi diém véi Nhom hydroxyd. Cén udng cac thudc khang acid va allopurinol cach nhau it
nhét 3 gio.

Thudc ikc ché ACE: Ding ddng thoi allopurinol va céc thudc e ché ACE c6 thé 1am ting
phan {mg qua min va nguy co gap phai cdc phan ing huyét hoc nhu giam bach cau, dic
biét la & nhitng bénh nhan bi suy thén tir trude.

Thudc lam ting urat huyét thanh: Dung allopurinol cung céc thudc 1am tang nbng do urat
huyét thanh nhu mot s6 thudc loi tiéu, pyrazinamid, diazoxid, rugu va mecamylamin c6 thé
phai ting lidu allopurinol.

Tamoxifen: Dung ddng thoi allopurinol ¢6 thé lam tang ddc tinh trén gan.

Pentostatin: Dung allopurinol vdi pentostatin ¢ thé gdy viém mach di ung dan dén tir vong,
vi vay khong dung phéi hop hai thudc nay.

Thudc chong gut: Benzbromazon dung ddng thoi allopurinol 1am giam khoang 40% ndng
d6 oxipurinol trong huyét tuong, c6 thé do ting thai trir oxipurinol qua thdn, méc du ndng
d0 cua allopurinol khong bi anh hudng. Phéi hop hai thubc trén s& lam giam nong 49 acid
uric trong huyét thanh t6t hon khi dung allopurinol riéng 1é.

Thuéc loi tiéu: Tuong tac allopurinol va furosemid lam téng ndng d6 urat va oxipurinol
huyét trong da duoc bao céo.

Thiazid va acid ethacrynic dung cung allopurinol ¢6 thé 1am ting ndng dd oxipurinol trong
huyét thanh, do d6 lam tang nguy co doc tinh nghiém trong cua allopurinol, bao gdm céc
phan ing qua man (dic biét 1a & bénh nhén gidm chitc nang thén). Tuy nhién, allopurinol
duoc dung an toan véi thiazid dé lam giam su tang acid uric huyét gay ra do thudc loi niéu.
Theo doi chic nang thén va didu chinh liéu allopurinol & bénh nhén ding ddng thoi
allopurinol va thiazid.

1

Cotrimoxazol: Ding dong thoi véi allopurinol ¢6 the lam giam s luong tidu cau.

TAC DUNG KHONG MONG MUON:

, 9

ADR thong thuong nhat cta allopurinol 1a ndi ban trén da. Cac ban thuong 1a dat sin hodc
nglra, thinh thoang la ban xudt huyét. Cac phan ung man cam trdm trong hon c6 thé xay ra
bao gém ban tréc vay, hoi chung Stevens-Johnson va hoai tir biéu bi nhiém doc. Vi vay,
phai ngimg allopurinol ngay lép tirc néu ban xdy ra. Phan ung qué mAn c6 thé ning, thAm
chi gy tir vong, ddc biét co nguy co cao ¢ bénh nhan suy gan hodc than.

Thuwong gdp, 1/100 < ADR < 1/10

Da va md dudi da: Phat ban, bao gém ngra, ban dat, doi khi c6 vay hoidc xuét huyét, kém
tréc da, sdt, sung hach, dau khdp va/ hodc ting bach clu 4i toan giéng nhu hdi chung
Stevens-Johnson (SJS), hoai tu biéu bi nhifm doc (TEN) v&/ hodc Lyell. Nén ngung
allopurinol ngay khi nhitng phan ing nay xay ra.

It gap, 1/1.000 < ADR < 1/100

Mién dich: Phan img qua man.

Tiéu héa: Budn ndn, non.
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Gan - mat: Tang khong c6 tridu ching cac chi s6 xét nghiém chirc ning gan: Ting
phosphatase kiém,’ ALT, AST, gan to c¢6 hoi phuc, pha huy té bao gan, viém gan, suy gan,
tang bilirubin huyét, vang da.

Hiém gap, 1/10.000 < ADR < 1/1.000

Gan - mat: Viém gan (bao gdm hoai tir gan va viém gan u hat).

Rat hiém gap, ADR < 1/10.000

Nhiém tring va ky sinh trung: Nhot.

Huyét hoc: Giam tidu cAu, thiéu mau bat san, mét bach cAu hat.

Mién dich: U lympho nguyén bao mi&n dich- mach mau, sc phan vé.

Chuyén héa va dinh dudng: Pai thdo dudng, tang lipid huyét.

Tam than: TrAm cam.

Than kinh: Mét diéu hoa, hon mé, nhirc ddu, bénh than kinh ngoai bién, di cam, té liét, ngu
ga, loan vi giac.

Mit: Duc thuy tinh thé, bénh 1y diém vang, rdi loan thi giac.

Tai va mé 10: Chong mat.

Tim: Pau thit nguc, nhip tim chim.

Mach: Ha huyét ap.

Tiéu hoa: Thay doi thoi quen dai tién, viém miéng, chimg phan m&, non ra mau.

Da va mo dudi da: Rung téc, phu mach, toc ddi mau, hdng ban cb dinh do thubc.

Than - tiét niéu: Tiéu ra mau, tang uré huyét.

Sinh san va tuyén va: Nit héa tuyén vi, bt luc, vo sinh.

Toan than va noi ding thudc: Suy nhuge, s6t, kho chiu toan than, phu.

Chuea rd tan sudt:

Huyét hoc: Giam bach cau, tang bach cAu 4i toan, thiéu mau tan huyét.

Mién dich: R&i loan qua min muodn da co quan (dwoc goi la hoi chimg qua man hoic
DRESS) (", dau khop.

Chuyén hoa va dinh dudng: Tang cac dot git cép.

Thén kinh: Chodng véng.

Mach: Viém mach.

Tiéu hoa: Tiéu chay, dau bung.

Da va md duéi da: Phan ting trén da kém ting bach cau 4i toan, may day. Phat ban do
thudc kém tang bach ciu ai toan va nhiing triéu chung toan than da dugc béo cdo. Mot vai
truong hgp gay tu vong.

Thén - tiét ni¢u: Soi than.

Sinh san va tuyén vii: Mong tinh.

(): Phan tng qua man ning bao gom sdt, phét ban, viém mach, hach to, gia u lympho, dau
khép, giam bach cdu, tang bach cdu 4i toan, gan - lach to, xét nghiém chirc néng gan bt
thuong va hdi ching huiy hoai dng din mat (phé huy va bién mét cac dng din mat trong gan)
Xay ra trong nhiéu phéi hop khac nhau. Céc co quan khéc cling ¢6 thé bi anh hudng (nhu
gan, phdi, than, tuy, co tim va dai trang). Néu nhing phan mg nay xay ra, c6 thé vao bt
ky lic nao trong qud trinh diéu tri, nén ngung udng allopurinol ngay lap tirc va vinh vién.
Khi nhitng phan g qui mn toan than xay ra, thuong c6 rdi loan gan va/ hoic thén, dac
biét 1a trong cac truong hop gdy tu vong.

Pép tmg mo va viém mach di kém c6 thé dugc biéu hién theo nhiéu cach khéc nhau bao
¢dm viém gan, viém than k& va, rat hiém gp, dong kinh. Corticosteroid c6 thé c6 hiéu qua
trong viéc khic phuc nhimng tac dung nay. Khi phan umg qua man toan than xay ra, thuong
¢6 roi loan gan va/ hodc than, dac biét la trong cac truong hop gdy tir vong.

Hudng dén cdch xik tri ADR:

Phai ngimg ngay allopurinol khi thdy xuét hién ban & da, kém theo c4c triéu ching di img
nang hon, nhét 12 & nguoi cé tdn thuong than hodc dang dung thudc loi tiéu thiazid. Khi
dung allopurinol lau dai phai cha y dén tuong tac thudc.
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10.

11.

12.

Piéu tri phan Ung qua mén bing glucocorticoid, cc phan umg néng phai dung kéo dai. 0
mot s6 bénh nhan, néu bj phan ttng da nhe c6 thé dung lai thuéc mot cach thdn trong v6i
lidu thap, nhung phai ngimg ngay l4p tirc va vinh vien néu phan img xudt hién lai.

Thubc c6 thé gdy ra cdc tdc dung khéng mong mudn khdc. Can theo doi chat ché va khuyén
cdo bénh nhdn thong bdo cho bdc sy nhitng tdc dung khong mong mudn gdp phdi khi sir
dung thubc.

QUA LIEU VA XU TRi:

Triéu chung va ddu hiéu:

P4 c6 ghi nhan vé truong hop uong 22,5 g allopurinol ma khéng c6 phan ung c6 hai. Triéu
chung va dau hiéu bao gdm budn ndn, nén mura, tiéu chdy, hoa mét da duoc ghi nhan &
bénh nhan udng 20 g allopurinol va da phuc hdi sau diéu tri h3 trg co ban.

Xue tri:

Su hép thu 4 at allopurinol ¢6 thé din t6i trc ché dang ké hoat tinh xanthin oxydase, diéu
niy c6 thé vo hai trir khi anh hudng dén cac thubc sir dung ddng thoi, dic biét véi 6 -
mercaptopurin va/ hodc azathioprin.

Ngimg thubc ngay 14p tic. Rira da day néu udng lwong thudc 16m. C6 thé thim phan méu
hoac thdm phén mang bung.

Theo ddi chirc nang than va xét nghiém nudc tiéu néu nghi ngd ngd ddc man (hinh thanh
s6i). Chi diéu tri triéu ching khi cé phan ing c6 hai cua thude. Khéng c6 thude giai doc
d#c hiéu. Chiam séc hd trg, duy tri di nude.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng dung thudc qua liéu chi dinh.

Piéu kién bao quan: Noi khd rdo, tranh 4nh séng, nhiét d6 khong qua 30°C.
Han ding cia thudc: 36 thang ké tir ngay san xuét.
TEN, PIA CHI VA BIEU TUQNG CUA CO SO S

San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI P
(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghi¢p My Phuée 1, Phuong Thm Hoa Th# fi? Bﬁ}%Cat

ot T e 1UQ. CUC
Tinh Binh Duong, Viét Nam TRUOVG PHONG

Dién thoai: 0274.3567.687  Fax: 0274.3567.688 » ng me

NGAY XEM XET SUA POI, CAP NHAT LAI NOI GH ozg G DAN sU DUNG
THUOC: -
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