nttps://vnras.com/drug/

Glogyl

DE xa tdm tay tré em
Poc ki huéng dén sir dung truére khi ding
1-Tén thuc: GLoGYL® Thu& ﬂdy Chf dﬁﬂg meo do’ﬂ ﬂlu&'

2-Thanh phiin cdng thirc thubc: MBi vién nén bao phim chira:

Rx :rhudc ké don

OLE0TO/ D

Thénh phén hoat chét: Spiramycin 750.0001.U
Metronidazol 125mg
Théanh phiin td dugre: Tinh bt ngd, mannitol 160C, croscarmeliose natri, povidon K30, magnesi stearat, opadry |l white, opadry lired.
3-Dang bdo ché: Vién nén bao phim
4-Mb té sdnphdm
Vién nén bao phim tron, mau hdng, hai mat tron,
5-Chidinh

Nhi&m khudn ring miéng clip tinh, man tinh hodc tal phat, dic biét b 4p-xe ring, viém nudu, viém miéng, viém nha chu, viém tuy@n mang tai,
viém duéi ham,
Phéng ngiranhidm khudn ring miéng sau phiuthuat.
6- Lidu ding va cich diing
% Liduding
Nguirilém: 4-6 vién/ngdy, chia lam 2-3 fin. Trudmg hop ndng, Iidu c6 thé 1&i 8 vién/ngay.
Tré em: 6-10 tudi: 2 vién/ngiy, chia lam 2 fan; 10-15tudi: 3vign/ngay, chia lim 3 lan.
% Chchding
Uéng trong bira dn.
7-Chéng chidinh . i AR T
Bénh nhin ¢é tign sirqua m3n véi spiramycin, erythromycin, metronfdazol hodc cic ddn xust nitro-imidazol khic.
Phuy nir dang cho con bi,
Tré em dudibtudl,
8- Cinh baova thin trong khi ding thubc
Nén thin trong khi sir dyng spiramycin cho ngudri c6 r8i logn chirc ndng gan.
B&nh thin kinh ngoal bidn, cogidt kifu dng kinh thodng qua, v gidm bach ciu thinh thodng xdy ra khi ding metronidazol [iBu cao hodc kéo dai.
Ngudibénh khdng nén udng rugu khi dang ding metronidazol do co thé cé phin ing kiéu disulfiram.
9-Sir dyng thudc cho phy nir c6 thai va cho con b
sir dyng thudc cho phy nir ¢6 thal: Khong cé cc nghién ciru dily i vi co kiém sodt trén phy nr mang thal. Do cécnghién ciru vé khi ndng sinh
s4n & ddng vit khong ludn lubn dy dodn dép img & ngudi, va do metronidazol gy ung thu cho cic ddng vit loai gsm nhim, khéng nén ding
GLOGYL trong thisi gian mang thal ddc biét trong 3 théng dau thai ky.,
Sir dung thudc cho phy ni cho con bii: Do spiramycin va metronidazol dugc bai tiét trong sira me, GLOGYL khong durgc khuyén ding trong
théri ky dang cho con b,
10- Anh hurémg ctia thufic Ién kha niing 18 xe, vin hinh méy méc
GLOGYL khéng dnh hudng dén khi ning di2u khién tau xe va vin hanh miy méc.
11-Tuong tic véri cde thudc khic va cic dang turong tic khic
- Ndngdblevodopa trong huyét tuong gidm khi ding dong thiri var spiramycin.
- Spiramycin lam gidm tac dyng clia thubc udng ngla thai.
Metronidazol:
- Khiudng ciing véi risgru, metronidazol cé thé gay phin img kidu disulfiram & m3tvaibénh nhin. Loan thin cip hodc It 15n 83 xdy ra khi
ding chung metronidazol véi disulfiram.
- NBngdé trong huydt tuong cia metronidazol bi gidm b phenobarbitol, din d&n gidm hidu lyccha metronidazol.
- Metronidazol 1am gidm chuyén hda hodic thil trir clia mdt val thubc gdm warfarin, phenytoin, lithi, ciclosporin, va fluorouracil, tir d6
1am t3ng tic dyng khdng mong mudn. Mot vai bing chimg cho thily phenytoin cd thé lam ting chuyén héa cha metronidazol.
- Cimetidinlam ting ndng 0 trong huyét trang ciia matronidazol vi <6 thé lim ting nguy co tic dung ngogiy lén than kinh.
- Metronidazol lim ting tic dung cGa vecuronium,
12- Téc dyng khdng mong mudn ciia thudc
Spiramycin

- Cicticdyng khing mong mudn thudmg gip gbm ndn, budn nén, tidu chiy, kho tiéu.

- DOlkhim§t mdi, chay maucam, d6 mé hdi, J nﬂgdp..ﬁmin:rénda.mtydw.

Him khi iy ra phdn img phin vh. BBINhiEm :ﬂﬁg‘“)& icin Ay .

Metronidazol:
Tac dung khdng mong mudn cia metronidazol thurimg phy thude vao iy ding. Tic dung khdng mong mubn thubng gip nhit ta cc rdi loan
tidu hda, dic bibt 1 budn ndn va cd vi kim logi khé chiu. Nbn va tiéu chiy hodc tio bon thinh thodng iy 2
Ngung si dung va hoi y kién béc sTnéu- ndn hodc tidu chiy kéo dii, chéng mit, iSa hodc mit SRu hoa
Théng bio cho bic sTnhirng tic dung khéng mong mudn gdp phai khi sir dung thusc.
13- Qué i3y va cich xirtri
Triéu chimg: Thing tin v qud lidu spiramycin & ngurdrl cdn han chélCac tridu chimg qusd 8 metronidazol 43 dugc bio cio bao gdm budn
ndn, ndn va mat didu hoa. Tic dung Sdc thin kinh, gdm co gidt va vidm diy thin kinh ngogi bidn, 8§ duoc bio cdo sau 5-7 ngdy ding i2u6-10,4
£ 2ngay mét fin.
Xirtri-Khng cb thubic gidi 8¢ 83¢ hidu trong tnsmg hop qué I1#u GLOGYL Dodé, bénh nhin nén duoc didy tritriduchimg va hd tro.
14-Djctinh durge lychoe
Nhém durgre Iy: Khing sinh kit hop, i3y tri nhidm khudn todn thin.
M3 ATC: JO1RADS
GLOGYL 14 thutc phéi hop spiramycin va metronidazol, c6 tac dyng hidp kycthding kgl cic vi khudn ky khi vl o6 hifu qué trong d3c tri cdc nhikm
khudn rang migng. : ™ ot .
ribosom, tirdd ngin cin qui trinh téng hop protein, va do vlly drc ché sy tang trudmg té bao vi khudn.
Metronidazol 13 mét din xudt thude nhém S-nitroimidazol ¢ hoat tinh chéing lai cacvi khudin ky khi vl ddng vt nguyén sinh. Co ché tic dyng
clia metronidazol chn chiza thit rd nhung ¢ thé lidn quan dén sy can thigp vao DNA béi mt chit chuyén héa ma trong d6 nhom nitro cua
metronidazol bi khir, Chit chuy@n héa ndy tuong tic vl DNA am phi hily ciu tric xodn cia DNA va tir d6 irc ché t8ng hop protein va lam chét
t& bdo cac vikhudn nhay cdm. :
15-©jc tinh durgre dgng hoc
Spiramycin:

- Spiramycin dugc hdp thu khdng hoan toan & dubng tigu héa, V&I mét liéu udng 6 M.LU, ndng dé dinh trong mau dat duge 1533
microgram/misau 1,5-3 gidr.

- Tiléglnkétvéi protein huyét twong thap (khodng 10%). Spiramycin phén b rdng khip cac md nhur phdi, amidan, cic xoang va xuong.
ThuBc dat ndng 80 cao vi duy tri 1u dai trong cic md ngay ¢4 khi ndng 45 trong huyt tuong gidm, nhung it khuéch tin vao trong dich
nido tdy. Thubc duge phin b vao trong sira me.

- Nira @i thdi trir khodng 5-8 gity. Spiramycin dugc chuyén héa & gan thanh cicchit chuyén hda cé hoat tinh; sau do thai trirchi yéu &
mitva khodng 10% thal trir trong nude tiu,

Metronidazol:

- Metronidazo! duge hip thu d ding v3 h3u nhu hodn t0an sau khi uSng. Ndng @9 dinh trong huyét twong khodng 6 meg/mi va 12
meg/mi thug Bat duoc trong vang 1-2 gidy sau khi ding cic 1iu Bon tuoniimg 250 mg v S00 mg, Tich 10y thusc xdy ra kéo theo
ndng d§ cha thudc ting khi ding cic liéu 13p lal.

- Metronidazol phan bS rong. Thudic hiu nhur c6 mat khip cacmé va dich co thé bao gdm mt, suong, sira me, dich ndo tiy, gan, nudc
bot, vA dich 1ift 3m da0. Thubc cling qua dwge nhau thal v thim nhip nhanh chéng vio tulin hoan thai nhi. Dudi 20% thudc lién két
vdri proteln Huyét tuong,

- Metronidazol b] chuyén héa & gan. Cac chat chuyén héa axy héa chi yéu [ 1-(2-hydroxyethyl)-2-hydroxymethyl-S-nitroimidazol
(chdt chuyén hoa dang hydroxy), 14 chit c6 tac dyng khang khusin va dugre phit hién trong huyét tuong va nudc tiéu, va 2-methyl-5-
nitroimidazol-1-acetic acid (chat chuyén héa dang acid), chat nay hiu nhir khéng ¢d tic dyng khdng khudin, va thudmg duge phét hién
trang huyét tuong nhung khBng thai trir trong nude tidu. MOt lugng nhé cac cht chuyén hoa dang khir, acetamid va acid N-(2-
hydroxyethyl) oxamic (HOA), cling dugc tim thiy trong nudctiéu.

- Nira d&ithai trir ctia metronidazol 1 khodng 8 gity; nira dir thai trir cia chit chuyén héa dang hydroxy dai hon mjt chit. Nira d&r thai
trircdia metronidazol dii hon értré sarsinh va bénh nhdn suy gan ndng. Mot ti 1é lém cda liéu ding dugre bai tiét trong nudrc tiéu chi yiiu
duéi dang ch5t chuyén héa; mt lugng nhé xudt hién trong phin.

16- Quy cdch déng gdi

Hop 2vi x 10vién nén bao phim.

Hop 10vi x 10 vién nén bao phim.

Hp 20 vi x 10 vién nén bao phim,

17-Dléu kién bdo quan: D& nai khé rdo, tranh dnh sdng, nhiét 46 khéng qua 30°C,
18- Hpn diing: 36thang ké tir ngay sin xudt.

19- Tiéu chudin chit lugng: TCCS

20- Tén, dja chi cla co sér sén xult:

CONG TY TNHH DU'Q'C PHAM GLOMED

Dia chi: S8 35 Dai Lo Ty Do, KCN Viét Nam — Singapore, phudng An Pha,

thanh phd Thuan An, tinh Binh Duong. BT: 0274.3768823; Fax: 0274.3769095
Abbott Chii s& hivu GLOMED: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L

TOA-SLO



