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THANH PHAN: M3i vién nén bao phim chifa

Spiramycin.... A
Metronidazol SRR - 1
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BAO QUAN: Noi khd, nhigt do khong qua 30°C, trénh &nh séng.

B3 Prescription drug

Zolgyl

WeN 13IA ‘Yuig yuig ‘uoyN Anp ud yugy) ‘buniy buenp Buonyd 90H 'Wl “9'("5N 86Y
(4VHdIOI8) HNIG HN|8 3L A I8 LIIHL DNVHL - 3000 NYHd QDAA‘LSNQO

18] JenX Ugs

= Bw Gz} |0zepiuond - "N’ 000°06Z uvAwelds

1ABjoZ

uop 09y} ueq oonyL %

CHi BINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG
VA CAC THONG TIN KHAC:
Xin doc trong t& huéng d&n sif dung bén trong hop

DE xa tAm tay tré em
Boc ky huéng dén st dyng trude khi ding

Box of 2 blisters x 10 film-coated tablets

Spiramycin 750.000 I.U. - Metronidazole 125 mg

Manufactured by.

BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
Bidiphar 498 Nguyen Thai Hoc Street, Quang Trung Ward, Quy Nhon City, Binh Dinh Prov., Viet Nam

COMPOSITION: Each film-coated tablet contains:

Spiramycin ..... . ..750.000 I.U.
Metronidazole :....carsmummmammmsmsamamsiasams 125mg
Excipients g.s. to. SR ..atablet

STORAGE: In dry place, not exceeding 30°C, protected from light

ene

\ o
zO\ 9:{ o VB

spner

o\
S\i\m““““ﬁs 7 Zo\g,,\{t\ g O

INDICATIONS, CONTRA-INDICATIONS, ADMINISTRATION,
DOSAGE, OTHER INFORMATION:
See the enclosed leaflet in box.

Keep out of reach of children
Read carefully the leaflet before use
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Zolgyl®

Ta dugé L‘ra’ polnAba el by e . 1 vién
(T4 duqc Lactose tmh h&tﬁr&;}é&m{ t*lauryl sulfat, glycerin, povidone,
1d, magnesi stearat, HPMC, talc,

2. Dang béo ché:’
3. Dugc lre hoe:
Nhom duwoc Iy: Khang sinh

Ma ATC: JOIRA04

Duoc Iy va co ché tdc dung:

- Spiramycin la khang sinh thugc nhém macrolid c6 phd khang khuén rong.
Thudc c6 tac dung kim khuén trén vi khudn dang phan chia té bao. U cac ndng
do trong huyét thanh, thubc c6 tac dung chu yéu kim khudn, nhung khi dat
ndng do-cao, thudec6-thé diét khuin cham-dbi-voi-vikhudn nhay-cam nhidu-
Spiramycin ngan can vi khuan tong hop protein do tac dung trén céc tiéu don
vi 50S ctia ribosom vi khuén.

- Spiramycin c6 tac dung khang cac ching Gram duong, cac ching Coccus nhu
Staphylococcus, Pneumococcus, Meningococcus, phan 1én ching Gonococcus,
75% chung Streptococcus, va Enterococcus. Cac ching Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mot s6 chung Mycoplasma va
Toxoplasma cling nhay cam véi spiramycin. Spiramycin khong c6 tic dung vi
céc vi khuan duong rudt Gram am.

- Metronidazol 12 mot din chét S-nitroimidazol, ¢ phd hoat tinh rong trén
dong vat nguyén sinh nhu amip, Giardia va vi khudn ky khi. Trong té bao vi
khuén hoic dong vét nguyén sinh, nhém 5-nitro clia metronidazol bi khir bi
nitroreductase ciia vi khudn thanh cac chat trung gian doc véi té bao. Cac chit
nay lién két voi cu trilc xoén cua phan tr DNA lam ngimg qua trinh sao chép,
cubi cung 1am té bao chét.

4. Dugc djng hoc:

- Spiramycin hp thu khong hoan toan tir dudng tiéu héa, khoang 20 - 50% liéu
ubng. Thic 4n lam giam khoang 70% ndng do tbi da cua thubc trong huyét
thanh va lam cho thdi gian dat dinh cham 2 gio so v6i luc déi. Spiramycin phan
bé rong rai vao cac md. Thube gén vai protein huyét tuong dao dong tur 10-
28%. Thubc dat ndng do cao trong phéi, amidan, phé quan va cac xoang. Thoi
gian ban thai 5-8 gi¢. Spiramycin chuyén hoa & gan thanh céc chat chuyén hoa
c6 hoat tinh, phin Ién thai trir qua mat va khoang 10% vao nudc tiéu.
Spiramycin ciing thai trir mot phan vao phan.

- Metronidazol thuémg hdp thu nhanh va hoan toan sau khi ubng, khoang 80%
liéu uéng. Metronidazol phan bé tdt vao cac md va dich co thé, ké ca xuong,
mat, nude bot, dich 4i, dich mang bung, dich tiét sinh duc, dich ndo tuy va
héng céu. Khoang dudi 20% thudc lién két voi protein huyét tuong. Khoang
30-60% liéu metronidazol chuyén hoa & gan thanh cac chat chuyén hoa dang
hydroxy c6 hoat tinh va glucuronid. Thoi gian ban thai metronidazol khoang 6-
8 git va chit chuyén héa hydroxy khoang 9,5-19,2 gior. Trén 90% lidu ubng
dugc thai trir qua than trong 24 gio, chu yéu dudi dang chét chuyén héa va
dudi 10% dudi dang chua chuyén héa. Khoang 14% liéu ding thai trir qua
phén.

5. Quy cdch dong go6i: Hop 2 vi x 10 vién.

6. Chi dinh:

- Nhiém khuén ring migng c4p tinh, man tinh hodic ti phat, dic bict la ap xe
rang, viém tdy, viém moé té bao quanh xuong ham, viém quanh than rang, viém
nudu, viém migng, viém nha chu, viém tuyén mang tai, viém dugi ham.

- Phong ngira nhigm khudn ring miéng hau phiu.

7. Liéu lwong va cach ding:

- Ngudi 16n: 4 - 6 vién/ngay, chia 2 - 3 14n, ubng trong bita an. Truong hop
ning (diéu trj tAn céng) liéu c6 thé t6i 8 vién/ngay.

-Tréem10-15 tum 3 vién/ngay, chia 2 lén

-Tréeem6- 10 tum 2 vién/ngdy, chia 2 lan.

- Tré em dudi 6 tudi: Khong khuyén cao sur dung.

8. Sir dung cho phu nir c6 thai va cho con bu:

Thoi ky mang thai: Khdng nén dung cho ngudi mang thai, trir khi bit bude
phéi ding, ding theo chi dinh cuia Bac s7va phai theo doi that cin than.

Thoi ky cho con bii: Thude bai tiét qua sira me, dung thén trong cho phu nir
cho con bu. Nén ngimg cho con b khi dang dung thudc.

9. T4c djng ciia thudc khi i xe va vén hanh mdy:

* TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

bt

Bénh nhén cin dugc thong bao vé nguy co tiém an bi chéng mat, 14 1in, o
giac hodc co giat va khong nén lai xe hay st dung may moc thiét bj trong
truomg hop bi rdi loan nhu vay.

10. Chéng chi dinh:

Ngudi co tién s qua min véi spiramycin, metronidazol hodc vé1 cac khang
sinh nhom macrolid, cic din chét nitroimidazol khac hodc voi bit cir thanh
phin nao ciia thudc.

Khong két hop véi disulfiram, ruou va cac loai thube ¢6 chira cac chit trén

Tré em dudi 6 tudi (do dang bao ché khong phu hop voi déi wong nay)

11. Canh bdo va thén trong:

- Ngudi cao tudi ¢o chuc nang gan suy glam ngudi ¢6 rdi loan chuc nang gan.

- Nguoi bj bénh tim, loan nhip (bao gdm ca ngudi c6 khuynh huong kéo dai
khoang QT).

- Metronidazol ¢6 tac dung trc ché alcol dehydrogenase va cac enzym oxy hoa
alcol khac. Thube 6 phan (g nhe kiéu disulfiram nhu nong bimg mat, nhirc
dau, budn nén, nén, co clmg bung va ra m hoi. Can theo doi va khong diing
rugu, céc ché phim c6 con khi udng thude.

- Vién nén bao phim Zolgyl® 6 chira ta dugc mau tartrazin lake va erythrosin
lake do do cin lhan trong khi sir dung vi co the gay phan Lrng dx ung

vén dé di truyén khong dung nap galactose, thiéu hut Lapp lactase hodc kun
hép thu glucose galactose.

- Bénh nhan bi di ing voi lua mi khong nén sir dung thude nay

12. Tuong tic thude va cac loai twong tac khac:

Ding spiramycin déng thoi voi thube ubng ngira thai sé lam mit tac dung
phong ngua thu thai.

Spiramycin lam gidzm ndng do ciia levodopa trong méau néu dung déng thai.
Metronidazol c6 thé gdy tang tac dung thubc udng chdng dong mau, dac biet
warfarin, vi vay tranh diing déng thoi hoac theo dai thi gian prothrombin hodc
diu chinh lidu thudc chéng dong.

Metronidazol gdy phan tmg kiéu disulfiram. Vi vy khong dung déng thoi 2

thudc nay hodc phai ding thubc cach xa nhau, khong udng ruou hodc dung /_\
ddng thoi cac thude co chira con khi dang dung metronidazol (3“25956‘
Dung dbng thoi metronidazol va phenobarbital lam tang chuyén hqa %b‘ Cm‘G ™
metronidazol nén metronidazol the‘li tru nhanh h(m ; Iy ch PHP\N

TG

liéu cao. l
Metronidazol c6 thé tuong tac véi terfenadin va astemisol khi dung dong ﬂ]
gdy kéo dai khoang QT, loan nhip, nhip nhanh..., than trong va khong n
diing dong thoi cac thudc nay.

Cimetidin tic ché chuyén hoa, tang thai trir metronidazol, din dén tang phan
(g phu, can can nhic khi sir dung ddng thoi.

Metronidazol lam tang dgc tinh cua fluorouracil do giam d¢ thanh thai.

Tuong tac v6i cac xét nghiém chin doan: Metronidazol ¢6 thé lam bét dong
xoén khuan, do d6 gay duong tinh gia xét nghiém Nelson

13. T4c dung khéng mong mudn:

Lién quan spiramycin

- Hé tiéu héa: Dau da day, budn non, ndn mua, tiéu chay va cac trudng hop rat
hiém gdp cua viém dai trang gia mac.

- Da va cdc phan phu:

Phét ban, ndi mé day, ngua. g
Rat hiém khi phi mach, soc phan vé.

Truong hop rat hiém cta bénh myn ma cip tdng quat.

- Hé thong than kinh trung uong va ngoai vi:

Dj cam thoang qua va khong thudng xuyén

- Gan:

Trudng hop rat hiém gdp: cac xét nghiém gan bat thuong

- Mau:

Truong hop thiéu mau tan huyét rét hiém gap da duoc bao céo

Lién quan metronidazol:

- Hé tieu héa:

Réi loan tigu hoa nhe (dau viing thuong vi, budn ndn, non, tidu chay).

Viém ludi voi cam gidc kho miéng, viém miéng, vi kim loai, biéng an.

bic biét, cac trudong hop viem tuy hdi phuc khi ngung didu tri.

- Da va phdn phu:

Sung huyét, ngira, doi khi sét phat ban.

May day, phu mach, dac biét la séc phan vé.

- Hé théng thén kinh trung wong va ngoai vi:

Pau dau.

Cam giac dau thén kinh ngoai vi. M
‘)
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Co-aiat, chong mat, mét didu hoa.
- Réi loan tam'thdn:
. Nham’lAn, 4o giac.
- Mau:
Truong hop rét hiém gap: giam bach ciu, mét bach cdu hat, giam tiéu ciu.
- Gan:
Rét hiém gap truomg hop xét nghiém chire nang gan bét thudng c6 hdi phuc va
viém gan r mat.
- Khac:
Nude tiéu ddi mau nau do do su hién dién cua c4c sic tb tan trong nudc tir sy
trao dbi chat cuia san phim.

Thong bdo cho Bdc st nhitng tdc dung khong mong muén gip

Pphii khi sit dung thude

14. Qué lidu va cch xir tri:
Chua biét liéu spiramycin gdy doc, ngd doc qua liéu metronidazol khi ubng
mot liéu duy nhit 15g. Triéu chimg bao gdm budn non, non va mét didu hoa,
bénh ly than kinh ngoai bién, dong kinh, kéo dai khoang QT.

Xt tri: Khong co thube giai doc dac hiéu. Diéu tri triéu chimg va hd tro.
15. Céc diu hitu cin luu y va khuyén cdo: Chua co thong tin gi thém
Han ding: 36 thang ké tir ngay san xuét.

Béo quin: Noi kho, nhiét d¢ khong qua 30°C, tranh anh sing

Dé xa tim tay ciia tré em.

Doc kj hudng din sit dung triede khi ding.

Thuéc ndy chi ding theo don cia Bdc si,

Néu cin thém thong tin, xin héi § kién Bdc si.

Ngay xem xét sira ddi, cap nhit lai ndi dung huéng déin sir dung
Cong ty san xuit

CONG TY CO PHAN DUGC - TTBYT BINH PINH (BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Viét
Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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To huéng din sit dung thude cho bénh nhan

Vién nén bao phim Zolgy!®

(1C-TRANG THIETB]
- De xa\tam1ay irg)

- Bockj/‘hu'o*ﬁ %%b'yng trudce khi ding.
?sﬁgb’/cjung theo don cua bdc si.

- Thong bdo cho dugc st hodc bdc st nhitng tdc dung khong mong muén gap phdi khi st dung thuéc.

1. Thanh phin ham lwgng ciia thude
Hoat chdt:  SPiramycin ........o..ooovveevovveeomvvveonnn..) 750.000 U
~ Metronidazol ..........ccccccviviiininn 125 mg ,
Ta dugc: Lactose, tinh bdt mi, gelatin, natri lauryl sulfat, glycerin, povidone, natri
croscarmellose, colloidal silicon dioxid, magnesi stearat, HPMC, talc, titan dioxyd, PEG 4000, {l

mau do Erythrosin lake, mau vang Tartrazin lake. \
(e]

2. M6 ta san phidm: Vién nén bao phim mau cam, tron, mdt mat vién ¢ gach ngang.
3. Quy cach dong géi: Hop 2 vi x 10 vién

4. Thubc diung cho bénh gi?

Thube dugce dung dé diéu tri cac truong hop:

- Nhiém khuén ring miéng cép tinh, man tinh hogc tai phat, dac biét la 4p xe rang, viém tay, viém
mb té bao quanh xuong ham, viém quanh than rang, viém nudu, viém miéng, viém nha chu, viém
tuyén mang tai, viém duéi ham.

- Phong ngtra nhiém khuén rang miéng hau phau.

5. Nén dung thudc nay nhuw thé nao va lidu lwgng? =
- Cdch ding: Nudt vién voi mot luong nude thich hop. Udng trong bita an.
- Duong ding: Udng
- Liéu ding: Béc i s& dua ra lidu dung chinh xac cho ban. Nén dung dting theo don thuéc ma bac si -
da ké cho ban. -
+ Ngudi 16n: 4 - 6 vién/ngay, chia 2 - 3 lan, udng trong bira an. Truong hop ning, lidu c6 thé t6i
8 vién/ngay.
+Tré em 10 - 15 tudi: 3 vién/ngdy, chia 2 lan.
+Tré em 6 - 10 tudi: 2 vién/ngay, chia 2 lan.

+ Khong khuyén co dung cho tré em dudi 6 tudi.



6. Khi nao khong nén dung thudc nay?

Khong dung thube nay khi ban:

- C6 tién sir qua man voi spiramycin, metronidazol hoac véi cdc khang sinh nhém macrolid, cac dan
chét nitroimidazol khac ho#ic véi bét ¢t thanh phan nao cua thude.

- Khong dung cting ltc véi vai disulfiram, rugu va cac loai thude c¢6 chta cac chét trén.

- Tré em dudi 6 tudi (do dang bao ché khong phu hop véi d6i tuong nay)

7. T4c dung khong mong muédn
Lién quan spiramycin

- H¢ tiéu hoa: Pau da day, budn non, ndn mira, tiéu chay va cac trudng hop rat hiém gap cia viém

- dai trang gia mac.

- Da va cdc phan phu:
Phat ban, néi mé day, ngira.

Rét hiém khi phtt mach, sdc phan vé.

Trudng hop rat hiém ciia bénh mun mu cép tong quat.

- H¢ thong than kinh trung wong va ngoai vi:

Di cam thodng qua va khéng thuong xuyén

- Gan:

Trudng hop rat hiém gap: cac xét nghiém gan bat thuong.
- Mau:

Trudmg hop thiéu mau tan huyét rat hiém gap da dugc bao céao

Lién quan metronidazol:

- Hé tiéu héa: -
+ R&i loan tiéu hoa nhe (dau ving thuong vi, buén non, non, tidu chay). 3
+ Viém ludi véi cam giac khd miéng, viém miéng, vi kim loai, biéllg an.
+ Dic biét, cac truong hop viém tuy hdi phuc khi ngung diéu tri.

- Dava phdn phu:
+ Sung huyét, ngira, d6i khi st phét ban.
+ May day, phtt mach, dic biét 1a s6c phan vé.

- Hé théng than kinh frung wong va ngoqi vi:
+ Pau dau.
+ Cam gidc dau than kinh ngoai vi.

+ Co giat, chéng mat, mat diéu hoa.



- Réi logn tam than: Nham 14n, 4o giéc.

- Mau: Truong hop rat hiém gip: giam bach cau, mat bach cdu hat, giam tiéu cau.

- Gan: Rét hiém gap truong hop xét nghiém chirc ning gan bét thuong c6 hoi phuc va viém gan @
mat.

- Khdc: Nuée tiéu ddi mau nau dé do su hién dién cta céc séc td tan trong nudc tir su trao doi chat

cua san pham.

8. Nén tranh dung nhirng thude hoic thwe phim gi khi dang sit dung nhirng thudc nay?

Béo vdi bic st néu ban dang ding cung luc hodc da dung gan day bat ky thudce nao, ké ca cac thude
mua khong c6 don ctia bac si., dic biét 14 cac thude sau:

- Thudc ubng ngira thai: Diing spiramycin dong thdi véi thude udng ngira thai sé lam mét tac dung
phong nglra thu thai.

Spiramycin lam giam ndng d6 cua levodopa trong méu néu ding ddng thoi.

Metronidazol c6 thé gay ting tac dung thude udng chéng dong mau, dac biét warfarin, vi vay tranh
dung dong thoi hodc theo dai thoi gian prothrombin hozc diéu chinh lidu thube chéng dong.
Metronidazol gdy phan tmg kiéu disulfiram. Vi vy khong dung dong thoi 2 thude nay hodc phai
dung thubc cach xa nhau, khéng udng rugu hodc dung dong thoi cac thude c6 chia cdn khi dang
dung metronidazol.

Dung ddng thoi metronidazol va phenobarbital 1am ting chuyén hoa metronidazol nén metronidazol
thai trir nhanh hon.

Metronidazol 1am tang nong d9 lithi huyét thanh & bénh nhan dang didu tri lithi lidu cao.
Metronidazol c6 thé tuong tic véi terfenadin va astemisol khi dung dong thoi gdy kéo dai khoang
QT, loan nhip, nhip nhanh..., than trong va khong nén ding dong thoi céc thube nay.

Cimetidin c ché chuyén héa, tang thai trir metronidazol, dan dén tang phan g phu, can can nhéc
khi str dung dong thoi.

Metronidazol 1am ting ddc tinh ctia fluorouracil do gidm dd thanh thai.

Tuong téc voi cée xét nghiém chan doan: Metronidazol c6 thé 1am bét dong xoan khudn, do do gay

duong tinh gia xét nghiém Nelson.

9. Cin lam gi khi mdt lan quén khéng dung thudc?
Khong ding lidu gép doi dé bu lai lidu da quén.

10. Can bio quan thube niy nhw thé nao?

Bao quéan thudc & noi khé rdo, nhiét d6 khong qua 30°C, tranh 4nh sang




11. Nhitng tri¢u ching va ddu hi¢u khi dung thuéc qu lidu?
Chua biét liéu spiramycin gdy doc, ngd doc qua lidu metronidazol khi uéng mot lidu duy nhit 15 g.
Triéu chimg bao gdm budn nén, non va mét diéu hoa, bénh ly than kinh ngoai bién, dong kinh, kéo

dai khoang QT.

12. Can phai lam gi khi dung thude qua liéu khuyén cdo?
Khi ding qua lidu khuyén céo, ban can dén ngay bénh vién hogc trung tdm y té gn nhat dé duoc

diéu tri. Khong c6 thude giai doc dic hidu, chi diéu tri tridu chimg va hd tro,
13. Nhitng diéu cin thin trong khi ding thudc nay?

~ Can than trong khi st dung thude nay néu ban thudc mot trong cac truomg hop sau:
- Nguoi cao tudi c¢6 chuc ning gan suy giam, nguoi c6 rdi loan chic nang gan.
- Nguoi bi bénh tim, loan nhip (bao gém ca ngudi c6 khuynh hudng kéo dai khoang QT).
- Thudc c6 phan tng nhe kidu disulfiram nhu néng bing mit, nhirc dau, budn nén, ndn, co cung

bung va ra mo hoi. Khong ding ruou, cac ché pham c6 con khi udng thude.

=
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- Vién nén bao phim Zolgyl® ¢6 chira t& duoc mau tartrazin lake va erythrosin lake, do d6 can than —%

6T

trong khi str dung vi c6 thé gay phan ung di ung. PHAT?:“E.E
. " g s ANG TR

- San phém c6 chira lactose, do d6 khong dung thude nay cho bénh nhan bi van dé di truyén khong ainH D

DiTHAR

dung nap galactose, thiéu hut Lapp lactase hodc kém hap thu glucose - galactose.

- Bénh nhan bi di tmg v&i lua mi khong nén st dung thude nay

- Phuy nit ¢6 thai: Khong nén dung cho ngudi mang thai, trir khi bt budc phai dung, dung theo chi
dinh ctia Bac si va phai theo dai that cdn than.

- Thoi ky cho con ba: Thude bai tiét qua sita me, dung than trong cho phu nit cho con bu. Nén
ngimg cho con bu khi dang dung thubc.

- Thudc c6 thé gdy chong mat, 1u I3n, o gidc hodc co gidt. Do d6 khong nén lai xe hay van hanh E

méy moc thiét bi khi ding thude.

14. Khi nao cin tham véin bac si, dwgc si?

Khi dang st dung cung luc véi cac thude khéc

Khi ban ndm trong céc trudng hop cén phai than trong khi dung thudc
Khi xay ra cac tdc dung khong mong mudn trong qua trinh dung thude.
Khi ding qua liéu khuyén céo.

Néu can thém thong tin xin hoi y kién bdc s7 hodc dwoc si



15. Han dung cia thuée

Han dung: 36 thang ké tir ngay san xuét.

16. Tén, dia chi, biéu twong ctia nha sin xuit
- Tén: CONG TY CO PHAN DUQC —~ TRANG THIET BI Y TE BINH DINH (BIDIPHAR)
- Dia chi: 498 Nguyén Théi Hoc, phuong Quang Trung, thanh phd Quy Nhon, tinh Binh Binh

YVl

Bidiphar

- Bi€u tuong nha san xuat:

~17. Ngay xem xét sira doi, cap nhit lai ngi dung huwéng din sit dung thude
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