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Kich tbuéc 97 x 3(2 mm
Mau sac : nhu mau
———————— 97 mm -
A —— . ~ e 7

O
O
O
O
O

[ * 'JH\ .,OJ\NH
\HA saAN/
\ DERMAPHARN s>/

a7 & a’
TONG GiAM BOC
DS Fidis Dink . !f’ﬁ?)m



Théng tin thudc danh cho cin b y té
Rx Thudcbén theo don

Miberic

Vién nén
THANH PHAN

Durgre chiit: Allopurinol 300 mg.
Ti dwrgee: Lactose monohydrat, tinh bt ngd, povidon K30, magnesi stearat.

DUQPC LYCHOC

Phiin logi dwgre Iy: Thudc irc ché tong hop acid uric.

MAATC: MO4AAOL

Curché tie dung

- Allopurinol va chit chuyén hoa oxipurinol irc ché xanthin oxidase la enzym chuyén
hypoxanthin thanh xanthin vi chuyén xanthin thinh acid uric. Do 85, allopurinol
lim gidm ndng dd acid uric trong huyét thanh v trong nude tidu. Nbng dé xanthin
oxidase khéng thay dbi khi ding allopurinol kéo dii. Allopurinol ciing l4m ting tii
sir dung hypoxanthin va xanthin 4 téng hop acid nucleic va nucleotid, tir 46 lam
LlngnéngdémxlamiddinﬁiircdéngmIinm}lhénghoppm‘in.l)nlimgihn
néng d acid uric trong huyét thanh va nsdic tidy dwdi gidi han 46 tan, allopurinol
nghnglhhubcgiimsulhgﬁwgmdod&nglnn,g:':lxiyuhﬂklihh‘i'ew{u
viém khép trong bénh giit vé bénh thin do urat. O bénh nhén bi git man tinh,
allopurinol ¢é thé ngin ngira hodc lam giam syt hinh thinh san urat (hat tophi) vi cée
thay dbi man tinh & khop. Sau vi thing diéu tr, lam gidm thn sut cia cic con git
cép, gidm nong d6 urat trong nude tidu, ngin ngira hodc gidm sy hinh thinh cia sdi
acid unchodc calci oxalat & than.
Allopurinol khéng co tic dung gidm dau vi ching viém nén khéng sir dung trong
didutrj cée dot git cip. Thube cb thé lim viém kéo dii va nding 1én trong con git cip.
Allopurinol c6 thé lim ting tan suit cic con git cép trong 6 - 12 thing diu didu mj,
ngay cé khi 43 duy tri dugc ndng d8 urat huyét thanh & mirc binh thuimg. Do d6 cin
sir dung colchicin liéu du phong dong théi trong 3 - 6 thing diu. Tuy viy, con giit
cdip viin co thé xdy ra, nhung ngén hon va nhe hon. Viin phai tiép tue dieu trj véi
al inol, khang thay ddi lidu. Allopurinol khéng dugc ding trong ting acid uric
huyeét khing trigu chimg,

DUQIC BONG HQC

- Hilp thu: Khoing 80— 90% allopurinol dupe hip thu qua duimg tiéu hoa. Nng dp
dinh dat dugc sau 1,5 gitr
Phiin bi: Thudc dupc phiin bé ddng déu trong cic mé, ngoai trir mé o véi ndng dd
thuiic khodng 50% so véi cic md khic. Allopurinol phin bé vio trong sira me:
Chuyén hia: Allopurinol duoe chuyén hoa nhanh thanh oxypurinol bén xanthin oxidase.
Thii trir: Khodng 70% ligu ding hing ngiy dwoc thii trir qua nudc tidu dudi dang
oxipurinol, 20% duge thii trir qua phin dudi dang khéng chuyén hoa sau 48 - 72 giér

QUY CACH DPONG GOI
Hp 03 vi x 10 vién nén. Vibém Al-PVC/PVDC trong.
Hép 05 vix 10 viénnén. Vibam Al-PVC/PVDC trong.
Hap 10vi x 10 viénnén. Vibim Al-PVC/PVDC trong.

CHi BINH _

- Gidm sy hinh thanh acid unic/urat trong céc bénh c6 xéy raling dong acid uric/urat
(nhu viém khép do gut, san urat (hat tophi & da), si than) hojic cac bénh co nguy co
giy ling dong acid uric/urat c6 thé du doan trudc (diéu tn khoi u dc tinh co kh ning
diin dén bénh thin cip do acid uric).

Céc bénh chinh co xdy ra ling dong acid uric/urat: git v cin; sdi thin do acid uric;
bénh thiin cép do acid uric, bénh ung thu, bénh ting sinh tiy xuong véi tbe 46

thé té bio cao (ndng 86 urat cd thé tang tyr phit hodc sau ligu phip déc 1& bio); roi
loan enzym din dén ting sin xult urat nhu enzym hypoxanthin-guanin
phosphoribosyltransferase, bao gém hi chimg Lesch Nyhan; glucose-6-
phosphatase bao gdm bénh du trir glycogen; phosphoribosylpyrophosph
synthetase, phosphoribosyl pyrophosphat amidotransferase; adenin
phosphonbosyl transferase.

Diéu tri s6i than do 2,8-dihydroxyadenin (2,8-DHA) lién quan dén tinh trang thiéu
hut hoat tinh cia adenin phosphonbosy| transferase.

Diéu tri s6i than calci oxalat tai phat & c& nam 1n nit 66 ndng 46 acid uric trong nudc
tidu cao khi ché dd in ubng v cic bign phap twomg tw thit bai.

LIEU LUGNG VA CACH DUNG
Chon ché phim cé him lugng phi hop

Licu legng
Nguedi lim:

Nén khai diu voi ligu lhip5 100 mg/an/ngay dé gidm thibu cic thc dung khong mong
mubn, sau d6 diéu chinh liéu ity theo néng do acid uric huyét hay nude tiéu lidu duy
tri thong thuémg ddi véi bénh nhe 1a 100 ~ 200 mg/ngiy, bénh vira li 300 - 600
mg/ngay; bénh ning la 700 - 900 mg/ngay. Liéu trén 300 mg/ngiy phdi chia lam
nhiéu liéunhd.

Néu tinh liéu dua theo cin ndng, liéu khuyén cao 142 - 10 mg/kg/ngay.

Tré em: .

Tré em decii 15 tai: 10 - 20 mg/kg/ngiy, 15i da 1a 400 mg/ £: Hiém khi chi dinh
cho tré em trir khi bénh canh &c tinh (diic biét 13 bénh bach cau) va réi loan mét vai
enzym nhuhdi chimg Lesch Nyhan.

Nguedi cao tuéi:

Do aliopurinol va chit chuyén hoa duoc dao thii qua thin, suy gidm chirc niihg thin
c6 thé diin dén viéc luu gilt thude v cic chit chuyén hoa, kéo dai thai gian ban thii
trong huyét tuong cia thude. Néu bénh nhin suy gidm chirc ning thin, cin cin nhic
sir dung lidu t5i da 100 mg/ngiy va didu chinh liéu theo nbng do urat trong huyét
thanh hodic nude tiéw, Trong vai truimg hop suy thin ning, nén sir dung lidu thip hom
100 mg/ngay hofic sir dung liéu duy nhat 100 mg theo chu ky dii hon | ngiy.

Cic ché ¢ lidu tinh theo d thanh thii creatinin khong thoa dang do tinh khéng
chinh xic & cic gid tri 6 thanh thii thap.

Néu c6 khi ning theo ddi ndng 40 oxipurinol trong huyét thanh, lidu ding nén duoc
diéu chinh dé duy tri néng 43 oxipurinol thip hom 100 micromol/lit (15,2 mg/lit).
Allopurinol vi cic chit chuyén héa duoc dio thii bing thim phiin, Trong trimg

hop cin thim phin thut mh&~4ﬂnﬂuh].rﬁndnnhksﬁdmg!00-m
mgallopurinol ng i dot thiim phin va khong sir dung trong this gian chuyén
tiep giira céc dgt .

Bénh nhdn suy gan:

Nén gidm lidu & bénh nhin suy gan. Dinh ky kiém tra chirc ning gan & giai doan ddu
ciia qud trinh diéu tri,

Diu trj cic bénh gy ting ndng 83 urat nhu ung thu, héi chimg Lesch Nyhan: Nén
diéu trj chimg ting acid uric huyé v ting acid uric niéu vo1 allopurinol trude khi sir
dung li¢u phip ddc € bao. Diéu quan li cdn dim bio duge luemg nude diy di
120 dugr lugng nudc tidu 16i wu va kiem hoa nudc tidu dé ting d§ tan cia id

SUDYNG CHO PHY NI’ MANG THAI VA CHO CON 80U/ mach méu, phan img phan vé (cithiém gap). Dau co (khong 16 tin sudr) :
Phy nir mang thai : : Cac phin img viém mach c6 thé biéu hién trong nhiéu btahnhir viem gan, viém m‘g,.
Chura cb biing chimg déy dii vé tinh an todn ciia allopurinol & phy iy mang thai Tuy ihtﬁbnskinh[:ﬁrhiémgtp]. .

Phy nir cho con bi

nhién,lhut'x:duvcs&dmgrﬁns:ﬁin}d&mimmikh&!ssiyhiuqd b rang
nin.Chlnénw&nglilopunmlﬂphunnmmgﬂuikhibénhcémégiynguy hiém
cho me v tré so sinh vi khing lya chon duoe bét ky phuong phip diu tri no an
toén hom.

Phin {mg qui méin chim da co quan (hi chimg qui mén do thudc, con gv | hai
chimg DRESS) vin cac trigu chimg sdt, phét ban, viém mach, bénh hach bach huys,
ung thir gid hé bach huyét, dau khép, giam bach ciu, ting bach gau ra acid, gan lich
1o, bit thuémg xét nghiém chirc ning gan v hi chimg tiéu dng mét (lim hiy hoai
hojic bién mit dng mit trong gan). Céc co quan khic ¢4 thé bi dnh hudng nhu gan,
phoi, thin, tuy, co tim, dai tring. Ngimg sir dung allopurinol ngay Iip tirc va vinh

Céic b cio xic dinh allopurinol va oxipurinel dugc bii tiét vao sira me. Tuy nhién,
vidn néu cac phan img trén xdy ra & bét cir giai doan néo ciia qua trinh didu tri. Khi

chira cd théng tin lién quan dén dnh huémg ciia allopurinol hodic chit chuyén hoa cia

né trén tré bime. x4y ra cic phin img qua mb.nﬁcrﬁéiiom&flhﬁcnlngmmﬁn thuomg hién dién,
i 0 trong mét so truimg hop diic biét co thé din dén tirvong.
ANHHUGNG CUATHUOC DOI VI CONG VIEC - Chuyénhoava dinh dwomg: D thio dirimg, ting nng d6 lipid huyét (rit hidm gip);

TU'ONG TAC CUA THUOC V1 CAC THUOC KHAC VA CAC LOAITUONG -
TACKHAC

Thube co thé gay ra céc the dung khéng mong mudn nhu bubn ngi, chong mt va
mit diéu hoa, bénh nhin nén sir dung thude thin trong trude khi lai xe, viin hanh may
mie, lim vige trén cao hode tham gia nhimg hoat ddng nguy hiém cho dén khi chic
chiin riing allopurinol khing gy dnh huémg bét loi nao,

thisc diy con gist cap (khéng rd thn suit)
- Tdm than: Tram cim (rit hiem gip).
- Thdn kinh: Mit diéu hoa, hon mé, dau diu, bénh thén kinh, dj cim, liét, bubn ngi,
thay dbi vi giac (rit hiém gip), Chong mit (khéng 1 thn sut)
Mat: Puc thiy tinh thé, thay d5i diém ving, réi loan thi giac (rithiém gap).
- Tai vimé dao: Chong mit (rét hiém gip).
h dugc chuyén hoa thanh 6 - Tim mach: Dau tht ngyc, im chim, ting huyét ap (rit hiém gip). Viém mach

uric. Lidu ding ciia allopurinol nén & mirc thip ciia lidu khuyén céo.

Néu bénh thén do urat hofic cac bénh khéc lam suy gidm chirc niing thin, cin sir dung
thin trong twong ty nhu & céc d6i tugng bénh nhin suy thin

Liéu ding nén duge diéu chinh dya trén nong 3 urat huy ét thanh hodc néng 45 acid
uric/urat trong nudc tiew.

Cich ding

Cé thé sir dung allopurinol mét Iin mdi ngdy, sau biva in. Allopurinol dugc dung nap
16t, dc biét sau khi &n, Néu liéu ding vuot qui 300 mg/ngdy va bidu hién cic diu
hiéu khong dung nap qua duimg tiéu hoa, nén chia lim nhidu lidu nhd,

CHONG CHi DINH

Quémin van allopurinol hodic bit ky thanh phén nio cia thude.

Diéu trj com git cip (néu ¢ dot git chp xdy ra trong khi dang sir dung allopurinol,
vin tiép tuc sir dyng allopurinol va diéu tr dot cip riéng r&).

Khéng nén sir dung allopurinol ddng thi véi mudi sit & bénh nhin thira sit vo ciin,

THANTRONG VA CANH BAO

+

+

Phdn img qud mdn, hji chimg Stevens-Johnson va hoai ti biéu bi nhidm djc: Nén

ngimgn':dwgnllErinolng,lyl&phkkhidabin&ibmhu&cdcﬂ@ﬁngnhay

cim khic vi co thé din dén cac phin img qua min nghiém trong, bao gom héi chimg

Stevens-Johnson (S1S), hoai tir bidu bi nhidm doc (TEN) va hi chimg qué mén do

thude (hdi chimg DRESS - héi chimg phat ban do thude vdi ting bach ciu waacid vi

nhimg trigu chimg toin thin).

Bénh nhdn suy thin hode suy gan:

Nén gidm li¢u & bénh nhin suy gan hodic suy thin. Bénh nhin dang didu trj ting
iotensin hoic

Vit yprin:  Azathiopri
ptopurin vi bj bit hoat béi xanthin oxidase. Khi sit dung déng théi 6- (khéng rd thn sudt).

ptopuri thioprin voi allopurinol, chi nén sir dung 1/4 so véi liéu - Tiéw hda; Budn nén, nén mixa (it gip). Thay ddi thi quen ciia rudt, viém miéng, 46
thwomg dung vi tac déng (rc ché xanthin oxidase cia allopurinol s& kéo dii tic ding mé héi ddu, ndn ra mau (riit hiém gap). Tiéu chiy, dau bung (khing rd tin sut).
ciiachc trén . - Gan mdr: Céc xét nghiém chife ting gan ting khéng c6 trigu chimg (it gip). Viém
Vidarabin (adenin arabinosid): Cac bing chimg cho thily thin gian ban théi trong gan (bao gdm viém gan hoai tir va viém gan u hat) (hiém giip).

huyét tuong cia vidarabin ting khi c mit allopurinol. Cén cue ky thin trong khistt - Da wi cdc md diii da: Ban da (thuimg gép). Rung toc, phit mach, t6¢ bj dbi mau,
dung phéi hop 2 loai ché phim trén, héng ban nhiém sic cb dinh, nhimg phin img da nghiém trong nhu hdi chimg
Salicylat va céc thude gdy acid wric mi¢u: Oxipurinol duge dio thii qua thin Stevens-Johnson vi hoai tir da nhigm doc (rﬂthiiﬂ gép). Cic phin img da lién quan
theo cach twong ty urat. Vi the, cic thude co hoat tinh giy ting acid uric nifu nhu dén ting bach ciu ua acid, may day; hi chimg DRESS, mdt s trutmg hop c6 thé ti
probenecid hodc salicylat liéu cao lam thisc dy su bii tiét ciia oxipurinol. Didu niy vong (khéng r tin suit).

oo thé lam gidm tic déng didu tri cia allopurinol, tuy nhién tm quan trong cia tuong Cac phan img da 14 cac phin img thutmg gip nhit v c6 thé xdy ra & bt cir giai doan
tac nity nén duoc danh gid trén timg truémg hop cu thé. nio cia qua trinh diéu tri. Co thé |a ngira, ban dit sén, thinh thodng ban xudt huyét
Aspirin: Lam ting ndng 86 acid uric trong mau, nén tranh ding hofic gidm lidu khi hodic cb vily, troc vy, sot, bénh hach bach huyét, dau co hoéic ting bach chu wa acid
ding chung vai allopurinol. tuemg ty véi hi chimg Stevens-Johnson, hoai tir da nhim dic vi /hodic Lyell. Nén
Clapropamid: Allopurinol lim tling nguy co phin (mg bt lgi trén gan thin cia ngimg sit dung allopurinol ngay 14p tisc khi xdy ra cic phin img trén.

thiét, sau khi cic phin img da dugc hdi phuc, cé thé sir dung lai allopurinol

clopropamid do canh tranh bai tié1 & bng thin. Khi sir dung chung cin theo dai diu

hiéu ha duimg huyét qui mirc, dicbiét & bénh nhin suy thin. v lidu thip (50 ) v ting lidu din. Néundi ban téi din, nén ngimg sir dung
chang ding mdu coumarin: Co bio cio vé viée ting tac dung va dic tinh ciia allopurinol vinh vién.

warfarin vi cic coumarin khic khi sir dung chung voi allopurinol, cn theo ddicin - Thdn wi tiét mi¢u: Tiéu ra méu, ting uré huyét (it hiém gip). S6i thin (khéng rd thn

thin bénh nhin khi phéi hop 2 thubc, suit).

Phenyioin: Allopurinol ¢6 thé irc ché qud trinh oxi héa & gan ciia phenytoin, twong - Sinh sdn: Vi to & din dng, liét duong, vd sinh (rit hiém gip). Méng tinh (khéng 1o
the nity chura duge chimg minh ¢b ¥ nghia trén lam sang. tén sudt),
Theaphyllin: Bi:gbhcinvéﬁé:ﬁ:dtéwdmy&nhéau’ntwplwlling&ymhﬁi - Cde tdc dung khdng mong mudn khdc: Suy nhuge, sbt, phi (it hidm giip).
llopurmol, co thé do allopurinol irc ché xanthin oxidase li enzym lién quan =
chuyén héa cia theophyllin trong co thé. Theo di néng 46 theophyllin khi phdi hop %“’; EE:I:A CACHXUTRI
e o b

huyét ap hodic suy tim (dang sir dyng thudc irc ché enzym chuyén
thude 1gi tiéu) 6 thé kém theo suy thin.

Tang calci huyét khing triéu chimg khéng phai la mét chi dinh dé sir dung
allopurinol. Cé thé diéu chinh ché d6 &n wong vi kiém sodt cic nguyén nhin dé didu
trj bénh. Trong truémg hop cac cénh lim sang khac yéu cau phii sir dung
allopurinol, cin sir dung vén lidu thap (50— 100 mg/ngéy) dé gidm thiéu nguy co cic
tac dung khong mong mubdn va chi ting lidu khi khong dap img néng db urat huyét
thanh. Bc biét thin trong & bénh nhan suy gidm chirc ning than.

Caée com giit cdp: Chi nén bit diu diéu trj bing allopurinol khi céc con git cip da
hodn toan thuyén gidm, vi viéc sir allopurinol c6 thé lim ting tin sudt cac dot
giit cép trong giai doan khén diu dieu tri. Nén sit dung thube khang viém phis hop
hodc colchicin trong véng it nhit | thing. Trong truémg hop xdy ra cic con git cip
khi diéu trj vai allopurinol, viin tiép tue didu tri véi mirc liéu dang dung, khong duge
gidm liéuh img sir dung allopurinol.

Liing dpng xanthin: Trong cic bénh o6 the 8 tao thanh urat ting cao (nhu bénh ung
thirhodic trong qué trinh diéu tri bénh ung thu, héi chimg Lesch Nyhan), & vii

hop hiém gip, nong 86 xanthin trong nudc tidu ting manh lam ling tinh th

trong nudc tidu. Co thé lam gidm nguy co ndy bing cich ubng di nude dé dat duge
lugmg nusdre tidu thi i

Tac déng dén soi than do acid uric: Didu tri ding cich véi allopurinol c6 thé lam tan
cie 51 acid uric & be thin, b khi ning céi thién dén nidu quan.

Alen HLA-B*58:01: Alen HLA-B*58.01 duoc xac dinh 1a mit yéu t6 nguy cor cia
hdi chimg Stevens-Johnson (SS)/ hoai tir bicu bi nhiém déc (TEN) do allopurinol
vi cic phan img qui min nghiém trong khac trong mt 8 nghién cinu duge hoe di
truyén & bénh nhdn ngudi Hin (Trung Quéc), Thai Lan, Han Quéc, Nhit Ban, chiu
Au 20 - 30% td tién ngudi Hin, chiu Phi, An D% mang alen HLA-B*58.01 trong
khi chi 1 -2% 1 Bac Au vanguin Nhit duoc uoc tinh mang alen HLA-B*58:01

Ciin ciin nhic kiém tra sing loc alen HLA-B*58:01 & ciic nhom bénh nhan trén trude

/hi biit ditu s dung allopurinol vi i 1& mang alen niy cao. Trong truémg hop két qud
k

iém tra duong tinh, khong nén diéu tri vén allopurinol trir khi khéng con lidu phip
diéu tri thich hop ndo khic vi loi ich ciia thude virgt hon hiin nguy co. Nhimg bénh
nhin 6 két qud im tinh voi alen HLA-B*58:01 viin o6 nguy co thip mic phii hii
:hx'mdillSJS.fTEN. Ngimg sit dung allopurinol ngay I3p tirc va vinh vién néu gip phai
che diu hidu lim sang cia hdi chimg $J5/ TEN va bit ky phan img qué mén nao khic
trong bét ky giai doan nio ciia qua trinh didu trj

- Suy thdn man tinh: Bénh nhdn suy thin man tinh va dang nildmsdﬁngthﬁi thuie i

Do thiéu dir lidu cw thé, chi nén sir dung voi lidu thap nhit cd thé dé cho tac dong , _

gidm urat phi hop vt myc tidu didu tr. Cin dic bidt chi y & bénh nhin suy giam
chire ndng thin. &
Bénh niiir suy thin:

biétlanhém thiazid, thng nguy co ghp phai cac phén img qua man, bao gom
img SIS/ TEN khi diéytn vai allopurinol. Cyreky thin trong voi vai cac diu

img quifma cinh bao cho bénh nhin ngimg sir dung thube ngay
lapt hién cac diu hiéu dau tién. i
Ché pham M chira lactose, khong nén sir dung & nhimg bénh nhiin méc cac
riloan di truyén hiém glip vé khong dung nan galactose, thidu hut Lapp lactase hodie
réi loan dung nap galactose - glucose

tiu, dic
hoi cl

i T

nhin suy thin - - g
- Thude khing acid: Allopurinol c6 thé ki i 8835 b acid uric étkhist | )
dung déng thén véi nhém hydroxyd i allopurinol va cic thude khing'  'NGAY XEM.XET S
acid cachnhau 3 g, u 0 /i /DUNG THUOC
TACDUNG KHONGMONGMUON (%, . = & \o Ao A
Cic phin g o6 hai dixoe phin phém e Akiuimg gap (ADRL> 1/10), ’

- D cé bho cio ubng 22,5 g allopurinol vin khéng giy ra cic tic dung khdng mong
mudn, Cac trigu chimg khi qua lidu 6 thé gip nhur bubn nén, nan, tiéu chiy, chéng
miit, nhirc diu, budn ngiiva dau bung, hidm khi c6 thé cé suy thiin va viém gan.

- Mt 56 tnéu chimg qua liéu trén d3 dupe bao céo & mdt bénh nhin khi udng 20 ¢
allopurinol. Hap thu lugng lén allopurinol cé thé din dén trc ché ding ké hoat tinh
ciia xanthin oxidase va khdng din dén céc tac dong nii ro trir khi chiu dnh huémg cia
cic thudc sir dung dong thin, dic bidt v ptopunin virhodc azathiopri

Ciich xirtri

- Khéngco thube didu tr dichigu. Didutr tridu chimg vihd tro.

- Lginiéu cumg birc d dio thi allopurinol v céc chat chuyén hoa.

- Hiéuqudcua viéc rira da day la khong chic chin.

- Xem xét sit dung than hoat tinh (liéu 50 g cho nguin lém; 1 g/kg cho tré em) trong
véng 1 gisnéu bénh nhin da ubng liéu cao S0 mg/kg. Néu bénh nhin ubng phii hon
50 mg/kg phii theo ddi chi s6 uré, dién gidi (U&Es) vi chic ning gan (LFTs). Cung
cip di nude dat duge luong nuoe tiéu 161 v, o didukign thugn Joi dé.dio thii
;uopunmlvickchisd-wmmcomaf@dmpmmuﬁéuék T

Ampicillin va amoxicillin: D& ¢6 bao cao ting ty 1¢ phit ban & bénh nhin sir dung
ddng thin allopurinol va ampicillin hodc amoxicillin, nén trinh ding sir dung dong
théri allopurinol vén cac thudc trén néu c thé.

Cyclophasphamid, doxorubicin, bleomycin, procarbazin, meclorvethamin: Gia
ting nguy co suy tity xuemg bédi cyclophosphamid vi cac thude dic té bao khic di
dugce bio cao & nhimg bénh nhiin ung thi (ngoai bénh bach ciu) sir dung ddng thei
allopurinol. Tuy nhién, mdt nghién ciru co kiém soit & nhimg bénh nhin duoc didu
tri vdi cyclophosphamid, doxorubicin, bleomycin, procarbazin va‘hodc
mecloroethamin 3 cho thiy allopurinol khéng lam ting cic phin img giy hai ciia
nhimg tc nhin djc t& bio nay.

Cyelosparin: Céc bio cio cho thiy ndng 46 trong huyét thanh ciia eyclosporin cé thé
gia ting khi sir dung dong thin v allopurinol, vi viiy ciin thin trong vé gia ting nguy
co die tinh ciia cyclosporin.

Didanosin: Gia trj Cmax vi AUC ciia didanosin ting 18n gin gép d6i khi sir dung
dbng thin von allopurinol (300 mg) ma khong &nh hudng dén thén gian ban thi cubi
Khéng khuyén céo phii hop dong thiri hai thube trén, Néu bit budc ding chung, phai

giam liéu didanosin déng thiri theo ddi bénh nhén. LUuY .
Céie thude lgi tiéw: DA co bao co vé tuong tic gida allopurinol va furosemid lam Khing dimng thube quilitu chidjnh. /.
ting ndng 9 urat huyét thanh va oxipurinol huyét twong, Ting nguy co xdy ra cac Khing ding thudc qud han ding ghi
phan img qua mén khi sir dung thudc lgitity, dic biét & bénh nhin sir dyng thiazid va DE xa tim tay tré em. |

Doc kf hurimg déin sir dyng trunive kh ili

suy thén.

Pyrazinamid, diazoxid vé rene: Lam 96 nu.q:uyét nén cin thiét ting lidu =
allopurinol sirdyung. 3y e

Co-trimoxazol: Hiém ghp gidm tidu_géu llﬂilrvhuﬂg allopurinol vin
trimoxazol. _

Thudc ke ché enzym chuyén angiotens
khi sir dyng déng thin thude irc ché en

thumg gip (1/100 < ADR < 1/10), i
(1/10000 < ADR < 1/1000) vi rit hiém
Nhiém khudn: Bénhnhot (rat higm

Maw va hé bach huyér: Gidam tidu ¢ miu khdng tai tao, mit bach ciu hat (rit

hiém gap). Gidm bach ciu, ting bach cabtra acid, thiéu miu tan huyét (khong rd tan Sagixubiheo nhugng quyén cia
suéll}. Cicbéo_céoyé vidc gidm thoang qua sb lugng cac nguyén 1 tao mau, thuémg MIBE Gh‘ﬂ FIMFIFT‘?EUIYJ— CHLB B('C
6 lién quan dén rdi loan chirc ning thin vi gan cing cing cb vé mie 46 cin thin o il : 2

Tai GONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L& B, Budmg s6 2, Bhu cong nghiép Bdng An, Binh Durong, Viét Nam y
A

trong dnhém bénh nhiriiy
Hé thing mién dick; Phan img qua mén (i gip). U lympho nguyén bao midn dich -



!l"‘hfmg tin thwoc danh cho bénh nhin

Miberic

Thube niy chi ding theo don ciia bic si.

Dé xa thm tay tré em.

Doc ki hirdmg din sir dung trurée khi diing.

Théang bédo ngay cho béc si hodic duge si nlu'rng tic dung
khéng mong mubn gip phai khi sir dung thu

‘THANH PHAN, HAM LUQNG CUATHUOC

- Duge chit: Allopurinol 300 mg.

- T dwge: Lactose monohydrat, tinh bt ngé, povidon K30,
magnesi stearat.

MOTASANPHAM _
Vién nén tron, mau tring, hai mat 16i, mt mat c6 khic vach
ngang, canh va thanh vién lanh Ian.

QUY CACH PONG GOI
Hop 03 vix 10 vién nén. Vibim AI-PVC/PVDC trong,
Hop 05 vix 10 vién nén. Vibdm Al-PVC/PVDC trong.
Hép 10 vix 10 viénnén. Vibam Al-PVC/PVDC trong.

THUOC DUNG CHO BENH Gi
Miberic 300 chira duge chét chinh 1a allopurinol, thudc
nhém thude (rc ché enzym, hoat dong bﬁng céch lam chim
tdc d6 phan G mg hoa hoc trong co thé dé giam ndng do acid
uric trong mau va nudc tiéu. Miberic 300 dugc ding trong:

- Phong ngira dai han bénh gut.

- Phong ngira soi thin.

- Diéu trj chimg ting acid uric do bénh ung thur va qua trinh
d:éu tri ung thu

- Diéu trj cac roi loan enzym, diic biét 1a hoi chimg Lesch
Nyhan.

NENDUNG THUOCNAY NHU THENAO
Dung thude theo ding hudng din cua béc sT hofic dugc si.
Kiém tra lai v&i bac sThodic duoe sinéu ban khong chic chin
vé cach dung thude.

- Ubng thudc trong hodc sau bira an. Nén udng nguyén vién,
khéng durgc nhai.

- Miberic 300 thuong duoc sirdung | lan/ngay. Tuy nhién, khi
ding liéu trén 300 mg/ngay, bic si s chia thanh nhiéu ldn
uéng trong ngay.

Li¢u lrgng

- Nguai lon (5‘!8 tu6i): Liéu ding khuyén céo khoang 100 —
900 mg/ngay, tiy thujc mirc do tram trong ciia bénh. Liéu
khéi ddula 100-300 mg/ngay, sirdung liéu duy nhat.

- Tré em dudi 15 tuéi: 10 — 20 mg/kg/ngdy, i da la 400
mg/ngdy.

- Ngudi cao tudi (> 65 tudi): Nén sirdung liéu thip nhit c6 thé
theo hudémng déin cua bic si.

- Benh nhdn co .ron n‘rmmg thén:

+ Liéu dung va tan sudt st dung theo hudng din ciabacsi. O
bénh nhin suy thin, liéu dung can dugce giam phy thude vao
néng dd acid uric trong mau, vi bénh than co thé kéo dai qua
trinh ddo thai cua allopurinol.

+ Bénh nhan thim phin: Allopurinol va cht trung gian dugc
dao thai biing qua trinh thim phan. Néu qu4 trinh thim phén
xdy ra thuong xuyén (3 — 4 lin/tuan), nén sir dung
allopurinol 300-400 mgsaumm dﬂtthém phin va khéng sir
dung trong thoi gian chuyen tiép. Liéu dung s& duge bac si
diéu chlnh dura trén nong du;l acid uric trong méu hofic trong
nude tiéu.

- Bénhnhdn suy gan:

Liéu ding nén duge gidm theo huéng din cia bic si. Cén
thiét phai thye hién céc xét nghiém dé kiém tra chirc ning
gan & giai doan du ctia qué trinh diéu trj.

KHINAO KHONG NEN DUNG THUOC NAY

Di img véi allopurinol hodc bit ky thanh phén nao cuathuoc
Céc triéu chimg ctia phan img di img bao gbm tha ngin, kho
thd, sumg phung & mit, mél ludi, hong hodc cic bd phan
khic cia co thé; dau co, yéu co hodc dau khép; ban da, ngira
hoic ndi i may day trénda,

Pang méc phai con git cip.

Trong tru%mg‘hop ban hodc bt ky thanh vién nio tmng gla
dinh duge chan doan miic bénh thira st vd cn (cothé co qua
nhiéu s&t) khéng dugce sirdung allopurinol dong thai véi cac
ché phém chira sat.

TACDUNG KHONG MONG MUON

Gibng nhu cac thude khéc Miberic 300 ¢é thé gay ra mét s6
tic dung khong mong mu6n mic di khong phai bénh nhan
nao cling mic phai.

Ngirng sir dung thudc ngay lip ticc v théng bdo cho bic st
trong tricomg hop ban gdp phai cdc tic dung khdng mong
muonsau:

Néi ban ngira hoiic bong troc trén da, da bi phémg rop, troc
vay hofic dau moi, miéng.

Sung phi mit, moi, ludi, hong, hodc cam giac kho tha, khé
nuét, mun nhot na.ng

Thay ddi sb Iugng té bao mau (duge thé h1¢TI qua cdc xét
nghiém méu) lam gia ting sur xuat hién cc vét tham tim trén
da, chiay méu cam, dau hong hofic nhiém khuén.

S6t, sung phong hé bach huyét, dau ca, phi mach, viém gan,
tdn thuong théin (xuét hién mdu trong nurée tiéu) hodc cac
con co gidt.

Hoi chimg qua man do thude (hdi cerng DRESS) biéu hién
bdi cic phan (mg nhursbt, phat ban hodic roi loan mau,

Sél, ¢ém lanh, dau déu, dau co vacam gidc mét moi.

Bit kv cac thay dbi ndo trén da, nhu loét mleng, hong, mili,
bd phan sinh dye, viém két mac (mat sumg do va dau), da bi
phong rp vatroc vay trén diénrong.

Cac phéan tmg nghiém trong khac bao gbm sét, ban da, dau
khérp, bt thuéng mau va cic xét nghiém chirc ning gan (cac
dAu hiéu ciarbiloan daco quan).

Banda ngua, gdy rabdi phin img di img, may day.

Céc phan {mg da nghiém trong c6 thé de doa tinh | mang (héi
chimg Stevens-Johnson, hdi chimg hoai tir da nhiém déc).
Thing bdo voi bdc si néu ban giip phai cdc tdc dung khing
mong mudn nae dwdi ddy hodc gdp phai ba! ky cdc phan
ung nao kﬁdcrmng_qué trinh sir dung thu

Thudng gap (co thé anh hedng den it hon I ngrré'i trén 10
ngieoi): Banda.

It gap (co thé anh hu'tfmg dénithon 1 nguaitrén | ﬂﬂngmh)
Buén nén, nén mira, thinh thoang nén ra méau. Thay doi két
qu.axct nghi¢m chirc ning gan.

Rdt hiém gdp (co thé anh hmmg dén it hon 1 nguoi trén
1 0000 nguoi): Giam kha nﬁng phUI hop/ didu khién céc co,
yéu holic mét sirc, té céng, cam giac nhu kién bo trén da,
khong co kha nﬁng di chuycn co (dj cam), budn ngu, mét
nhin thire; cam glac khat nude, mét moi va syt cin (co thé la
nhl']'ng déu hiéu cia dai thao dudmg), thay dbi vi gidc, phi;
ting néng do cholesterol trong mau; trim cam; rung toc,
thay d6i mau toc; duc l]m}-I tinh thé, thay dbi thi giac, xudt
hién méu trong nude neu viém mlcng, ndn ra mau; sot, dau
déu mét moi; ting huyét ap. vuto; roi loan cuong duong, vé

sinh; dau thit ngue, tim ddp chim; ting nong do uré trong *

maéudo suy lhén

+ Khéng rd tan sudt: Lam ning thém gat, chong mat, tleu

chay, dau bung, 561 thin, dau co, viém mach mau (géy ra noi
ban, s6t, ddm hﬁl métmoi, sutcin).

NEN TRANH DUNG NHUNG THUOC HOAC THYC
PHAM Gi KHI DANG SUDUNG THUOCNAY

Thong bao cho béc si hodc ducrc st nhﬂ'rlg thudc ban dang
hodc vira sir dung ddy, bao gbm thude khong ké don, vi
Miberic 300 ¢6 thé anh huéng dén tac dung ciia thube khac
vanguoc lai néu strdung dén g than.

Mt s6 thube ciing ¢o thé anh huang dén tac dung cia
Miberic 300, dic biét 14 nhimg thudc sau:
6-mercaptopurindung dé diéu tri ung thu té bao méu.

Thubc lam giam chirc ning mién dich nhur azathioprin (diéu
tri viém khop dang thip hodic sau ghép co quan), ciclosporin
(diéu trj vay nén, viém khdp dang thdp hodc sau ghép co
quan).

CycIophospha.mtd doxorublcln, bleomyein, procarbazin
(dleu trj ung thur méau vamét sb loai ung thukhiéc).

Vidarabin, diéu trj bénh herpes hodc bénh thuy dau.
Céckhang sinh nhuramoxicillin, ampicillin.

Aspirin va cac thube trong tu (salicylat).

Theophyllin, diéu trj hen suyén hodic cac vin dé vé dudng
tha.

Cac thube didu trj dong kinh nhu phenytoin.

Didanosin, diéutrj HIV.,

Thube diéu tri dai théo duimg nhu clopropamid.

Thude -:héngdéng mau nhuwarfann

Thubc diéu tri cac bénh vé tim hodic ting huyci ap nhur thude
{rcché enzym chuyén angiotensin hodic thube loi tidu.

Céc thude diéu tri git khac (nhu probenecid).

Cac thude diéu trj kho tidu (khdng nén sir dung trong vong 3
gitrkhi sirdung allopurinol).

CANLAMGiKHI MOTLANQUE‘N DUNGTHUOC
- Néu quén dl.mg thube, uung ngay sau khl nhé ra. Néu thoi

gian nhd ra gan vai thai gian uong liéu tiép theo, bé qua liéu
daquénva tlep tue uéng lidutiép theu nhuthmmg 1€.

- Khéngudng liéu gip doi dé bi cho liéu da quén.

CANBAO QUf\N THUOCNAY NHU THENAO
- Baoquén thude dnoikhd, dudi 30"C tranh anh sang.
- Khéng sir dung thudc sau khi hét han sir dung dugc ghi trén

hdp thuée hay vi thude.

- Khong nén vitt b thude vao nudc thai hay réc sinh hoat. Hoi

y kién dugc si cach bé thude khdng sir dung nira. Nhimg bién
phap nay sé& gitp bao vé mdi truomg.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Khisirdung qua liéu allopurinol, cac tri¢u chimg co thé th.’:y
nhur budn nén, ndn, tiéu chay, qhong miit, nhuc diu, bubn
ngu va dau bung Hiém khi co thé xay ra cac r6i loan vé chirc
ning thin va gan.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYEN CAO

Khong ding thude qué lidu khuyén céo. Trong truong hopsir
dung qua licu, cén thdng bao ngay cho béc sT va dén bénh
vién gan nhét

NEIU‘NG PIEU CAN THAN TRONG KHI DUNG THUOC
NAY

Théng bao cho béc sThodc duge sTtrude khlsu’dung Miberic
300 trong cac truong hop sau

- Banco ngudn géc tir ngudi Han (Trung Qudc), Chéau Phi
hoiic An D§.

- Trong trudmg hop ban miic cic bénh vé gan hoac thin, bac st
s& giam lidu hodic dé nghj ban sir dung vai sd lan diung thude
mai ngdy it hon so vai binh thudng, déng thai theo doi qua
trinh diing thudc ca ban nghiém ngat hon,

- Ban gip cac véin dé vé tim mach, ting huyet 4p ma dang st
dung thudce loi tiéu va/hodc thude (e ché enzym chuyén
angiotensin.

- Pangmac phéiccn lit cép.

- Dico bdo cdo vé ﬂgl ban & b¢nh nhén sir dung allopurinol.
Ban da thudmg c6 lién quan dén loét miéng, hong, miii, by
phén sinh duc va viém két mac (mét sung do). Nhimg phan
imgda n%luérn trong nay thu{‘mg dugce khai dau bai cic tru:u
chimg giong ciam nhu dau déu, s6t, dau toan thin. Cic ndt
ban dé co thé phzit tm:n thanh cac nbt phéng rop hodc troc
vay trén da. Néu xuét hién ban d6 hoic cac phan (mg trén
trong qua trinh ding thudc, ngimg str dung allopurinol va
lién hé v bac sTngay lp tirc.

- Trong trutrng hop ban bj ung thu hodic mic hoi chimg Lcsch
Nyhan, 56 lureng al;:|d uric trong nuoe tiéu co thé ting. Dé
phong ngl.ra ban cdn dam bio udng dii nude dé lam lodng
nude tidu, thic ddy dao thai acid uric dé dé.ng hon.

- Trong trudmg hop ban bi s6i thin, céc vién soi s& nho hon va
co the dao thai dugc.

- Ché pham Miberic 300 6 chira lactose, can thong bio cho
bac sTnéu ban duoe chin dodn méc bénh vé chuyen héa mdt
sb loai duong,

- Phy nir mang thai va cho con bi: Trong truromg hop ban
dang mang thai, cho con bui, nghi ring minh dang mang thai
hofic co ki hoach mang thai, cin thong bdo cho bac si trude
khi sirdung thuée.

- Anh hmg ciia thube dbi véi cdng vige: Miberic 300 co
thé giy ra buon ngu, chong mit, miic du khong phél ai ciing
gip phai. Néu xdy ra véi ban, khdng nén lai xe, vin hanh méy
moc, lam viée trén cao va céce trudng hop khéc.

KHINAO CAN THAM VAN BACSI, DUgC si

- Bancotiénsirbidi g v cac bét ky loai thudic hofic thirc an
nao trude do.

- Dang mac cac bénh nhur bénh thén, soi thin, bénh gan, ting
huyet ap, bénh tim, ung thu hodic céc bénh c6 ndng d acid
uric cao.

- Pang mic phai con git cﬁp

- Phy nir mang thai, c6 ké hoach mang thai hoac phu nir dang
choconbu.

HANDUNG )
36 thang (ké tirngdy san xuat).

NGAY XEM XET SUA POI, CAP NHAT LAINQI DUNG
HUGNG DANSUDUNG THUOC

'\k\g_

HASAN)

e

San xudt theo nhugng quyén cia
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