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NHAN Vi GLOGYL

Kich thudc:
Dai :112 mm
Cao : 45 mm
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NHAN HOP GLOGYL (hop 2 vi x 10 vién)

Kich thuéc:

Dai :125 mm
Rdng: 20 mm
Cao : 50 mm

Ry Prescription only

GLOGYL

Spiramycin 750,000 IU - Metronidazole 125 mg

‘ Manutactured by:
| GLOMED PHARMACEUTICAL COMPANY, Ltd
| 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park. Thuan An, Binh Duong.
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= | m&lmﬂwm ycin 750,000 iU, M 125 mg.
el - 1 film coated tablet.
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INFORMATION: Pleasa refer fo the package msert.
KEEP OUT OF REACH OF CHILDREN - READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Stora at the temparature not more than 30°C. in a dry place, protact from fight
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Ry husc ban theo don

GLOGYL

Spiramyein 750.000 1U - Metronidazol 125 mg
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Sén xudt bdi:

CcONG TY THHH DUGC PHAM GLOMED
\l’ 35 Bgi LO Ty Do, KCN Vigt Nam - Singapore, Thudn An, Binh Duong. Hap 2 vi x 10 vign nén bao pliim
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NHAN HOP GLOGYL (hop 10 vi x 10 vién)

Kich thudc:
Dai :118 mm

ROng: 48 mm

Cao : 55 mm Ry prescription only

GLOGYL

Spiramycin 750,000 IU - Metronidazole 125 mg
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COMPOSITION:

Each film coated tablet contains:

Spiramycin 750,000 1L, Metronidazole 125 mg.
Excipients gs........... 1 film coated tablet

AND OTHER INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,
Thuan An, Binh Duong,

Ry Thusc bn theo don

GLOGYL

Spiramycin 750.000 IU - Metronidazol 125 mg
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THANH PHAN:

M3i vién nén bao phim chia:

Spiramycin 750.000 IU, Metronidazo! 125 mg.

T4 dujc via 00 ............ 1 viéh,

cHl ejum, LIEU LUGNE, CACH DONG, CHONG CHI BINH VA CAC
THONG TiN KHAC VE SAN PHAM: Xin doc 1 hutng ¢lin s dung.
€ XA TAM TAY COA TRE EM.

B0c k¥ HudNE DAN S DUNG TRUAC KHI DONG.

San xudt b
CONG TY TNHH DUOC PHAM
35 Dai LY Ty Do, KCN Vigt Nam + Singapoce, Thudn An, Binh Duong.

S0 10 5X / Batch No. :
NSX / Mig. Date :
HD / Exp. Date :

STORAGE:

Hop 100w x 10 wign nén bao phim
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NHAN HOP GLOGYL (hop 20 vi x 10 vién)

Kich thudec:

Dai :118 mm
RGng: 48 mm
Cao :110 mm

. RX Prescription only

GLOGYL

Spiramycin 750,000 IU - Metronidazole 125 mg

HD / Exp. Date :

\

S6 16 SX / Batch No. :
NSX / Mfg. Date :

/—""/— COMPOSITION: Each film coated tablet contains:

Spiramycin 750,000 IU, Metronidazole 125 mg.
Exciplents g.s.......... 1 film coated tablet
INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.
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GLOGYL

Spiramycin 750.000 IU - Metronidazol 125 mg

THANH PHAN: MBi vign nén bao phim chita:

TA OU)C VIR G ............ 1 Vil
cHi BiNH, UEU LUGNG, CACH DUNG, CHONG cHi N
VA CAC THONG TIN KHAC VE SAN PHAM:
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béi:
TY THHH DUGC PHAM GLOMED
i L Ty Do, KCN Vigt Nam ~ Singapore,
An, Binh Duong.
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Hop 20 vi-x 10 vién nén bao phim




HUGNG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

GLOGYL?

Vién nén bao phim

1- Thanh phin
M3i vién nén bao phim chira:
Hoat chat: Spiramycin ~ 750.000 .U
Metronidazol 125 mg
Td duwgre: Tinh bt ngd, manitol, croscarmellose natri, povidon K30, magnesi stearat, opadry white, opadry red.
2- Dang bao ché: Vién nén bao phim
3- Duge lyc hge va duge djng hoc
Durge lye hpe
Nhém dwge Iy: Khang sinh két hop, diéu tri nhiém khudn toan than.
Mia ATC: JOIRAO4
GLOGYL la thudc phéi hgp spiramycin va metronidazol, c6 tic dung hiép lyrc chéng lai cic vi khudn ky khi v c6 hidu qua
trong dic trj cac nhiém khuén rang miéng.
Spiramycin 12 khéng sinh nhém macrolid ¢6 phé khang khuén twong ty erythromycin. Spiramycin gén thuén nghich véi tiéu
don vi 508 cua ribosom, tir 46 ngén cin qua trinh tdng hgp protein, va do vdy irc ché sy tang truong té bao vi khudn.
Metronidazol 12 mét déin xuét thudc nhém S-nitroimidazol cé hoat tinh chdng lai céc vi khudn ky khi va dong vét nguyén sinh.
Co ché tac dung clia metronidazol con chua thit rd nhung c6 thé lién quan dén sy can thiép vio DNA bdi mdt chét chuyén héa
ma trong d6 nhém nitro ctia metronidazol bj khir. Chét chuyén héa nay tuong tac véi DNA 1am phé hily cdu triic xoén ciia DNA
va tir d6 trc ché tng hop protein va 1am chét té bdo céc vi khudn nhay cam.
Durge djng hoc
Spiramycin:
- Spiramycin dugc hép thu khong hoan toan & dudmg tiéu héa. Vi mdt lidu ubng 6 M.1.U, ndng d9 dinh trong méu dat duge 1
3,3 microgram/ml sau 1,5-3 gid.
- Ti1é gén két véi protein huyét twong thip (khoang 10%). Spiramycin phén bd rong khip cdc mé nhu phdi, amidan, céc xo
va xuong. Thudc dat ndng do cao va duy tri ldu dai trong cic mo ngay ca khi ndng dd trong huyét twong giam, nhung it-
khuéch tén vao trong dich ndo tiy. Thudc dugce phin bd vao trong sira me.

- Nira doi thai trir khoang 5-8 gi¢. Spiramycin dugce chuyén héa & gan thanh cc chit chuyén héa c6 hoat tinh; sau d6 thai
chi yéu & mit va khoang 10% thai trir trong nudrc tiéu.

Metronidazol:

- Metronidazol dugc hip thu d& dang va hiu nhu hoan toan sau khi ubng. Nong dd dinh trong huyét tuong khoang 6 meg/ml v
12 meg/ml thudmg dat duge trong vong 1-2 gidr sau khi dung céc lidu don tuong img 250 mg va 500 mg. Tich liy thudc xay
ra kéo theo ndng d§ cuia thudc tang khi dung cac lidu 13p lai.

- Metronidazol phin bd rong. Thudc hdu nhu c6 mat khip cdc md va dich co thé bao gbm mét, xwong, sita me, dich ndo tiy,

gan, nude bot, va dich tiét 4m dao. Thudc ciing qua dugc nhau thai va thdm nhdp nhanh chéng vao tuéin hoan thai nhi. Duéi
20% thubc lién két véi protein huyét trong.

- Metronidazol bj chuyén héa & gan. Céc chét chuyén héa oxy hoa chu yéu la 1-(2-hydroxyethyl)-2-hydroxymethyl-5-
nitroimidazol (chét chuyén héa dang hydroxy), 12 chét c6 tac dung khang khufin va dugc phét hién trong huyét trong va nude
tiéu, va 2-methyl-5-nitroimidazol-1-acetic acid (chdt chuyén héa dang acid), chét ndy héu nhu khong c6 téc dung khang
khufn, va thudmg duge phat hién trong huyét trong nhung khéng thai trir trong nudc tiéu. Mot | nho céc chét chuyén
héa dang khir, acetamid va acid N-(2-hydroxyethyl) oxamic (HOA), ciing dugc tim thdy tron :

- Nira doi thai trir ciia metronidazol 1a khoang 8 gid; nira doni thai trir cia c!
daoi thai trir ciia metronidazol dai hon & tré so sinh va bénh nhén suy gan
nude tidu chi yéu dudi dang chét chuyén héa; mjt lwgng nho xuét hién

4- Dang bao ché va déng géi

Hop 2 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

Hop 20 vi x 10 vién nén bao phim.

5- Chi djnh

Nhiém khudn ring miéng cép tinh, man tinh hogc tai phét, dic biét Ia ap-xe ring, viém nuéu, viém miéng, viém nha chu, viém

tuyén mang tai, viém duGi ham.

Phong ngira nhiém khudn ring miéng sau phiu thudt.

6- Liéu diing va céch ding

Ngudi 16m: 4-6 vién/ngay, chia lam 2-3 lin. Trudmg hop ndng, lidu c6 thé tdi 8 vién/ngay.

Tré em: 6-10 tudi: 2 vién/ngdy, chia lam 2 14n; 10-15 tudi: 3 vién/ngay, chia lam 3 1in.

Ubng trong bira &n.

7- Chdng chi dinh

Bénh nhin c6 tién sir qua mdn véi spiramycin, erythromycin, metronidazol hogic cac din xuét nitro-imidazol khac.

Phy nir dang cho con bi.

Tré em dudi 6 tudi.




8- Lwu y va thiin trgng

Nén thn trong khi sir dung spiramycin cho ngudi c6 rdi loan chirc nang gan.

Bénh thén kinh ngoai bién, co giat kiéu dong kinh thodng qua, va gidm bach cdu thinh thoang xdy ra khi diing metronidazol lidu

cao hoidic kéo dai.

Ngudi bénh khong nén udng rugu khi dang ding metronidazol do ¢6 thé c6 phan (mg kiéu disulfiram.

Sir dyng cho phy nir c6 thai: Khong c6 cac nghién ciru ddy di va c6 kiém soét trén phy nir mang thai. Do céc nghién ciru vé

kha ndng sinh san & dgng vét khong ludn ludn dy dodn dép img & nguwi, va do metronidazol gdy ung thu cho cac dong vét loai

gam nhim, khong nén ding GLOGYL trong thiri gian mang thai dc biét trong 3 théang déu thai k.

Sir dyng cho phy nir dang cho con bi: Do spiramycin va metronidazol dugc bai tiét trong sira me, GLOGYL khéng dugc

khuyén ding trong théi ky dang cho con bi.

Anh huéng ciia thudc 1én khi niing diéu khién thu xe vA vin hanh miy méc: GLOGYL khong anh huéng dén kha ning

diéu khién tau xe va vén hanh may moc.

9- Twong tic cila thude voi cdc thube khéc va cic dang twong tic khdc

Spiramycin:

- Ndng d9 levodopa trong huyét twong giam khi ding ddng thisi véi spiramycin.

- Spiramycin lam gidm téc dung cia thudc udng ngira thai.

Metronidazol:

- Khi ubng ciing véi rurpu, metronidazol c6 thé gdy phan img kiéu disulfiram & m¢t vai bénh nhan. Loan thn cép hogc 16 13n
da xay ra khi ding chung metronidazol véi disulfiram.

- Ndng d9 trong huyét twong ciia metronidazol bj giam bai phenobarbital, din dén giam hiéu lye ciia metronidazol.

- Metronidazol 1am gidzm chuyén héa hofic thai trir ciia mt vai thubc gdm warfarin, phenytoin, lithi, ciclosporin, va
fluorouracil, tir 46 1am ting tic dung khong mong mudn. M{t vai bing chimg cho thiy phenytoin c6 thé lam ting chuyén héa
cla metronidazol.

- Cimetidin 1am tang ndng dd trong huyét tuong clia metronidazol va c6 thé 1am ting nguy co tac dung ngoai ¥ 1én thin kinh.

- Metronidazol lam tAng tac dung cla vecuronium.

10- Téc dyng khéng mong muén

Spiramycin:

- Céc téc dyng khong mong mudn thudmg gip gdm ndn, budn non, tiéu chay, khé tiéu. ,

- Déi khi mét moi, chay mau cam, 46 md hoi, viém két trang cdp, nbi mén trén da, may day. 1y

- Hiém khi xdy ra phan img phan v&, bdi nhi&m do ding spiramycin dai ngay. U HAN

Metronidazol: i

Tac dung khéng mong mubn ciia metronidazol thudmg phy thuge vao liéu diung. Téc dung khong mo

12 céc rbi loan tiéu héa, dic biét 12 budn ndn va ¢é vj kim logi khé chju. Non, va tiéu chay hofic

Ngung sir dung va hoi y kién bdc s7 néu: ndn hogc tiéu chay kéo dai, chong mat, 1a 1n hogc mig

Théng bio cho bic sT nhifng tic dung khéng mong mubn gip phii khi sir dung thube.

11- Qui lidu va xir tri

Triéu chimg: Théng tin vé qua liéu spiramycin & ngudi con han ché, Céc triéu chimg qua lidu metronidazol 42 dugc bao céo

bao gdm budn ndn, ndn va mét didu hoa. Tac dung doc thdn kinh, gdm co gidt va viém déy ai bién, da dugc bao

cho sau 5-7 ngay ding lidu 6-10,4 g 2 ngay mot lan,

Xir r%:‘: Khong c6 thubc gidi ddc dic hiéu trong trudmg hop qué lidu GLOGYL. Do d6, bénh nhafl nén dugc didu trj triéu chimg

va ho trg.

12- Bio quan: Dé noi khd réo, tranh anh sang, nhi¢t d§ khong quéa 30°C.
13- Han ding: 36 thang ké tir ngdy san xuit.
14- Tén, dia chi cia co s& sdn xudt:

CONG TY TNHH DUQC PHAM GLOMED

Dja chi: $6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj xa Thu@n An, tinh Binh Duong.

DT: 0650.3768823 Fax: 0650.3769095

15- Ngiy xem xét sira ddi cip nhit lai nji dung hwéng diin sir dung thude: 21/12/2016




TO HUONG DAN SU DUNG THUOC CHO BENH NHAN

1- Tén san phim
Tén generic hodc tén chung qudc té: Spiramycin va Metronidazol
Tén biét duge: GLOGYL®
Thudc ban theo don.
Dé xa tim tay clia tré em.
Doc k§ huéng din sir dung trude khi dung.
Néu cén thém théng tin xin hoi ¥ kién bac si.
Thdng bao ngay cho béc s§ nhing tic dung khong mong mudn gip phai khi sir dung thudc.
2- Thanh phin cia thude
M3i vién nén bao phim chia:
Hoat chdt: Spiramycin  750.000 L.U
Metronidazol 125 mg
Ta dugc: Tinh bt ngd, manitol, croscarmellose natri, povidon K30, magnesi stearat, opadry
white, opadry red.
3- M ta sin phim
GLOGYL c¢6 dang vién nén bao phim dung dé udng.
Vién nén bao phim tron, mau hdng, hai mat tron.
4- Quy cach déng goi
Hop 2 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
Hop 20 vi x 10 vién nén bao phim.
5- Thubc ding cho bénh gi?
Nhiém khuén ring miéng cép tinh, man tinh hodc tai phat, dic biét la ap-xe rang, viém nudu,
viém miéng, viém nha chu, viém tuyén mang tai, viém duéi ham.
Phong ngira nhiém khuén rang miéng sau phau thuat.
6- Nén ding thubc nay nhw thé nao va liéu lrgng?
Ngudi 16n: 4-6 vién/ngay, chia 1am 2-3 1dn. Trudng hop ning, lidu c6 thé téi 8 vién/ngay.
Tré em: 6-10 tudi: 2 vién/ngay, chia lam 2 l4n; 10-15 tudi: 3 vién/ngay, chia lam 3 lan.
Ubng trong bita in.
7- Khi nao khéng nén ding thude nay?
Bénh nhén c6 tién sir qua man véi spiramycin, erythromycin, idfazol hodc céc din xuét
nitro-imidazol khéc.
Phuy nir dang cho con bu.
Tré em dudi 6 tudi.
8- T#c dung khéng mong mudn
Spiramycin:
Céc tac dung khong mong mubn thudng gip gbm ndn, budn ndn, tiéu chay, kho tiéu.
Déi khi mét méi, chay mau cam, dd md hoi, viém két trang cdp, ndi min trén da, may day.
Hiém khi xay ra phan tmg phan vé, bi nhiém do dung spiramycin dai ngay.
Metronidazol:
Téc dung khong mong mudn ciia metronidazol thuong phy thuge vao liéu ding. Téc dung
khong mong mudn thudng gap nhit la céc rdi loan tiéu héa, dic biét 1a budn non va cé vi kim
loai kho chiu. Non, va tiéu chay hodc tdo bon thinh thoang xay ra.
Ngung sir dung va héi y kién bdc st néu: non hogc tidu chay kéo dai, chéng mat, 1 14n hodc




mat diéu hoa.
Théng béo cho béc si nhitng tic dung khong mong muon gip phai khi sir dung thube. w
9- Nén trdnh ding nhirng thudc hodc thye phiam gi khi dang ding thude nay?
Spiramycin:
Nbng dp levodopa trong huyét tuong giam khi ding dong thoi véi spiramycin. !
Spiramycin lam giam tac dung cua thuée uéng ngira thai. ‘
Metronidazol: :
Khi ubng ciing véi ruou, metronidazol c6 thé gay phan tmg kiéu disulfiram & mot vai .
bénh nhén. Loan than cip hodc la 14n da xay ra khi ding chung metronidazol véi |
disulfiram. '
Nong dé trong huyét twong ctia metronidazol bi giam bai phenobarbital, din dén giam |
hiéu luc ctia metronidazol.

Metronidazol lam giam chuyén héa hodc thai trir cia mot vai thube gém warfarin, :
phenytom lithi, ciclosporin, va fluorouracil, tir d6 lam tang tac dung khong mong mudn. |
Mdt vai bang chimg cho thay phenytom ¢6 thé 1am tang chuyén hoa clia metronidazol. ‘

Cimetidin 1am ting ndng do trong huyét tuong ctia metronidazol va c6 thé 1am ting nguy
co tdc dung ngoai y 1én than kinh.
Metronidazol lam tang tac dung cua vecuronium. \
10- Cin l1am gi khi mjt 1in quén ding thude?
Nén diing liéu da bd sét ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian udng lidu ké tiép, |
bo qua lidu da quén va udng liéu ké tiép vao gior thuomg 1&. Khong udng lidu gép déi dé ba cho
lidu bo s6t. |
11- Cin bio quan thudc nay nhu thé nao?
Dé noi kho réo, tranh 4nh sang, nhiét d6 khong qua 30°C. |

12- Nhirng d4u hi¢u v tri¢u chirng khi ding thudc qua liéu ; =
Thong tin vé qua liéu spiramycin & ngudi con han ché. Céc tri¢u ching qua li€éu metronidazol | —
da duoc bao céo bao gdm budn nén, ndn va mét diéu hoa. Tac dung doc than kinh, gom co giat |G
va viém ddy than kinh ngoai bién, dd dugc bio céo sau 5-7 ngay ding liéu 6-10,4 g 2 ngay mdt o D:
lan. \._-) M

13- Cin phai lam gi khi ding thudc qua liéu khuyén cdo? IW .

Khong c6 thude giai doc dac hiéu trong trudng hop qué liétu GLOGYL. Do d6, bénh nhan nén e
dugc diéu tri triéu chimg va hd tro. |
14- Nhirng diéu can thén trong khi dung thudc nay? i "
4

Nén than trong khi sir dung sp1ramycm cho ngudi ¢6 rdi loan chi
Bénh than kinh ngoai bién, co gidt kidu dong kinh thoang qua, va giam bach ciu thinh thoang

xdy ra khi ding metronidazol liéu cao hoic kéo dai. :
Ngudi bénh khong nén udng rugu khi dang ding metronidazol do ¢6 thé c6 phan tng kiéu | °
disulfiram. y
Str dung cho phu nir ¢ thai: Khong c6 cac nghién ctru day du va cé kiém soat trén phy nir | 3
mang thai. Do cac nghién ciru vé kha ning sinh san & dong vat khong ludn ludn du doan dép |
{mg & ngudi, va do metronidazol gdy ung thu cho cdc dong vt loai gdm nhim, khong nén |
ding GLOGYL trong thdi gian mang thai dic biét trong 3 thing dAu thai ky.

Sir dung cho phu nir dang cho con bu: Do spiramycin va metronidazol dugc bai tiét trong sira
me¢, GLOGYL khong duoc khuyén dl‘mg trong thoi ky dang cho con bu.

Anh hudng cta thude 1én kha nang diéu khién tau xe va van hanh may méc: GLOGYL khéng
anh hudng den kha néng diéu khién tau xe va van hanh may méc.

15- Khi nio cin tham vin bic sy?
Nén tham vén béc si trong nhimg truomg hop sau:




Khi thudc khong dat dugc hidu qua trj liéu nhu mong mudn trong qua trinh diéu tri.
Khi xuét hién céc phan tmg di (mg hodc tridu chimg méi bt thuong ngay ca khi thuée duge sir
dung véi lidu khuyén cdo.
Néu cin thém théng tin xin héi y kién bdc sy hodc dwoc si.
16- Han ding ciia thude
36 thang ké tir ngay san xuat.
17- Nha sin xuét/chii s& hiru gidy phép diing ky sin phim
. CONG TY TNHH DUQC PHAM GLOMED
Pia chi: 86 35 Dai Lo Tw Do, KCN Vigt Nam —
Thuén An, tinh Binh Duong.
18-Ngay xem xét sira ddi, cip nhit lai ngi dung huéng din sir dang thude.
21/12/2016

TUQ.CYC TRUONG
P.TRUONG PHONG

G Mind, Hing




