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Rodogyl" L B
spiramycin - metronidazole

Oral use

PRESCRIPTION ONLY MEDICINE

KEEP OUT OF THE REACH OF CHILDREN

READ THE LEAFLET CAREFULLY BEFORE USING

2 blisters x 10 film-coated tablets

sanofi aventis

Sé 16 SX/ Batch:
NSX/ MFD
HD/EXP.:

®
Rodogyl
spiramycin - metronidazole

2 blisters x 10 film-coated tablets

Rodogyl® Reg. No / SBK:

Compaosition | Thanh phiin:
Spiramycin ... 750 000 LU,
Meatronidazole ........ ....125 mg

Excipients / T4 dugc: ... q.5..... for 1 tablet / vira @il cho 1 vién.

Film-coated tahle! Eo: of 2 bllsiers % 10 tablets / Vién nén bao phim. Hép 2 vl x 10 vién,
Indications, ad indications and other information: see package insert /

Chl dinh, cach dung, ch6f19 r.h! dinh v c4c thdng tin khac: xin doc 1 hudng din sir dung kém theo.
Stare below 30°C / Bdo quén dudi 30°C.

Specifications: Manufacturer's / Tidu chufin: Nha san xust.

Manufactured by / San xust tai: FAMAR HEALTH CARE SERVICES MADRID, S.A.U.
Avda de Laganes n“62, 28923 Alcorcon (Madrid), Spain

Imported by / Nhap kh&u bdi: Céng ty C& phin duoc lidu TW2 (PHYTOPHARMA)
24 Nguydn Thi Nghia, Quan 1, Tp. Ha Chi Minh, Vigt Nam.

Thudic ban theo don, BE xa tAm tay trd em, Doc k§ hudng din sir dung tnurde khi ding.
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Rodogyl® \ 4%’ ¢

Spiramycin va metronidazole.

Thuéc ban theo don
Poc ky hwéng déan str dung trwéc khi diang. :
Néu can thém théng tin xin héi y kién béc si.

THANH PHAN:

Ma&i vién nén bao phim chira:

Hoat chat:

Spiramycin  750.000 U

Metronidazole 125 mg AR s
Ta duwoc: tinh bdt ngd, povidone, natri croscamellose, silica colloidal khan, maieg;ifﬁearat. sorbitol,
cellulose vi tinh thé, hypromellose, macrogol 6000 va titani dioxid.

DANG BAO CHE: Vién nén bao phim.
QUI CACH DONG GOI: Hop 2 vi x 10 vién.

MO TA '
Vién Rodogyl la vién bao phim mau tréng, trén, dung dé uéng.

CHIi BINH:
Thubc duoc dung trong cac tredng hop:

- Didu tri va dw phong cac bénh nhiém khudn & miéng cap tinh, man tinh ho&c tai dién, nhuw ap-xe rang
hoac viém nha chu.

- Nhiém khuan hau-hong do vi khuan ky khi.

- Viém tai va viém xoang.

- Dv phong bién chirng nhiém khuén tai chd sau phau thuat viing rdng miéng.

CACH DUNG VA LIEU LUQNG:

Cach dung thuéc Rodogyl

Luén udng Rodogyl ding theo dan do clia bac si. Néu cé gi chwa hiéu rd hay héi lai bac si hodc dwgc si
clia ban.

Hay nhé ubng thudc cla minh.

Nudt nguyén vién thudc,khéng dwoc nhai, ubng thuée véi @ lwgng nwéc (mét ly nudc).

Bac si sé cho biét ban cin dung thuéc trong bao lau. Khéng duoc ngung diéu tri sém, vi didu d6 cé thé
lam cho bénh x&u thém hodc dan dén hién twong vi khuan khang thuoc.

Néu ban nghi réng tac dung ctia Rodogyl qua manh hodc qua yéu, hay néi cho bac si hodc dwoc si biét.
Bac si s& ké toa lieu thap nhat du dé dem lai tac dung mong muén.

Liéu lwgng:

Liéu thworng diing & ngwei Ion trén 15 tudi

4-6 vién mdi ngay, chia ra 2 hoac 3 l&n (twong dwong 3-4,5 triéu IU spiramycin va 500 -750 mg
metronidazole).

Liéu thwerng diing & tré em dwéi 15 tudi

- 10-15 tudi: 3 vién méi ngay (twong duong 2,25 triéu IU spiramycin va 375 mg metronidazole).

- Dang bao ché ctia thuéc nay khéng thich hop dé dung & tré em 5-10 tudi. Bac si sé coé nhitng quyét dinh
cén thiét. Liéu théng dung duoc khuyén ding cho nhém tudi nay 1a 2 vién méi ngay (twong dwong 1,5
triéu IU spiramycin va 250 mg metronidazole).

Néu ban bi suy chirc nang than, bac s khdng can diéu chinh liéu dung vi lvgng thuéc dwoc thai trlr qua
than rét nhé.
Théi gian diéu tri trung binh |a 6-10 ngay.
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Néu quén uéng Rodogyl
Dlrng ubng liéu gap do6i @& bl vao liéu da queén.

CHONG CHI B|NH:
Khéng nén dung Rodogyl trong cac trwéng hop:
- Qua mén (dj &ng) véi metronidazole, spiramycin, cac imidazole hodc béat ky thanh phan nao cla
Rodogyl.
- C6 céc bién chirng & gan.
Néu c6 gi khéng hiéu ré, hay hdi y kién bac si hoac dugc s.

THAN TRONG PAC BIET VOI RODOGYL

- Phai ngwng diéu tri néu ban c6 cac réi loan than kinh nhw khé van déng hodc mét phdi hop trong cac
dong tac (that diéu), gidm xuc giac, giam cam nhan vé dau hoac néng, cd cadm giac nglra ran, béng rat
hoac kién bd & ban tay va ban chan, mét diéu hoa, co giat, hodc gidm cam giac thang bang (chéng mat).

- Phai bao cho bac sT néu ban cé bénh nang & cac day than kinh ho#c nao, vi bénh c6 thé tré ndng hon.

- Néu ban dang hosc d3 tivng c6 bénh mau, bac sT sé cho xét nghiém méau thwéng xuyén vé sé luvong
bach cau, ca trong khi va sau khi diéu trj b&i vi sé lwong bach cau cé thé bi gidm (gidam bach cau).

- Néu ban bi suy gan, bac sT s& cho 1am nhidu xét nghiém gan khac nhau vi bénh trang cla ban c6 thé
nang hon. Twong tw, vi thuéc dwoc thai khdi co thé qua gan, nén phai diéu chinh liéu dung tuy theo tinh
trang chirc nadng gan cla ban.

- Hay than trong néu ban ding céc thirc uéng cé cén, vi nhidu phan rng khé chiu c6 thé xay ra, dwoc goi
la tac dung giéng disulfiram, bac gém: bubn nén, 6i mira, d mé hdi va dé da. Ban phai tranh dung cac
thirc ubng cé con hodic cac thude co chira con trong théi gian diéu tri va it nhat mét agay sau do.

- Metronidazole, mét trong cac hoat chét cia thudc nay, ¢é thé lam cho nwéc tiéu c@'ﬁgu,hcri dd vi nhirng
séc té duoc hinh thanh do sy chuyén héa thubc trong co thé.

Hay néi cho bac sT biét néu ban dang hoéc da tirng cé bét ky bénh trang nao nai trén.
Néu can phai diéu tri kéo dai, khuyén khéng st dung Rodogyl kéo dai hon so véi thoi gian diéu trj chi
dinh cla bac si.

Théng tin quan trong vé mét s6 thanh phan cda vién Rodogyl
Thubc nay chira sorbitol. Néu ban khéng dung nap duoc mét vai chat dudng, hdy bao cho bac sT biét
trwée khi dung thude nay.

TUPONG TAC THUOC

Cac thubc khac va Rodogyl

Hay bao cho bac si va duoc si biét néu ban dang hodc gan day da dung bét ky thuc nao khac, ké ca
thuéc mua khéng cén toa bac si.

Su twong tac gitta Rodogyl va cac thudc khac co thé do spiramycin hodc do metronidazole, vén 1 hai
hoat chéat cta thudc nay.

Phan &na lién guan véi spiramycin:

Hay than trong khi dung ddng thoi véi levodopa va carbidopa, vi spiramycin lam gidm tac dung cla céc
thudc nay.

Phén rng lién quan véi metronidazole:

- Néu dang dung disulfiram, thi khéng dwoc diing metronidazole cling mét Iic hoc it nhéat trong vong hai
tudn sau khi két thic diéu tri disulfuram, vi c6 thé d&n dén trang thai do giac cap va It 1an.

- Phai tranh cac thirc uéng hodc thubc cé chira cdn vi ¢ thé xay ra nhiéu phan rng khé chiu, dwoc goi la
tac dung gidng disulfiram, bao gém: cam giac néng, dd da, 6i mira, budn nén, 46 md hdi va danh tréng
nguec.

- Phai than trong néu ban udng metronidazole véi:

+ Thudc khang déng dang uong, béi vi ¢é thé tang nguy co chdy mau; lithium, ciclosporin va phenytoin,
b&i vi metronidazole cé thé lam tang tac dung clia cac thubc nay.

+ Phenobarbital, thuéc khang axit (hydroxid nhém) va prednisone, bdi vi cac thubc nay-¢6 thé 1am.gidm
tac dung ctia metronidazole. '

+ Cimetidin, b&i vi ¢é thé 1am tang tac dung va/hodc tdng déc tinh clia metronidazole.

+ Busulfan, vi metronidazole cé thé lam tang déc tinh va ndng dé cla thuéc nay trong hayét twong.
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+ Metronidazole |am tang ddc tinh cla 5-fluorouracil va cé thé cho két qua dwong tinh gid khi lam cac xét
nghiém bénh giang mai.

Rodogyl va viéc an uéng
Khéng nén udng Rodogyl trong khi an, vi c6 thé lam gidm hép thu thudc.
Khéng nén dung cac thire uéng c6 cdn hodc thudc cé chira con.

PHU N’ MANG THAI VA NUOI CON BANG S(PA ME
Thubc chira 2 thanh phan khéang sinh gbm spiramycin va metronidazole.

Phu ni* mang thai: Metronidazole gay dét bién cho té bao vi khuan va sinh ung thw cho chuét thi
nghiém. Metronidazole qua dwoc nhau thai véi ndng dé twong tw néng dd thude trong huyét twong cla
ngwdi me. Viéc st dung trong thai ky vAn con tranh luan. Cac phan tich téng hop vé viéc st dung
metronidazole trong 3 thang d4u cla thai ky c6 két luan rang thubc khong lam gia tang nguy co sinh quai
thai. Tuy nhién, theo théng tin san phdm dugc cap phép tai Hoa Ky dé cap metronidazole la chéng chi
dinh st dung trong 3 thang dau thai ky trén ngwoi nhiém trichomonas trong khi dwgc chap nhan cho
dung trong 3 thang gitka va cudi cta thai ky. Déi véi cac chi dinh khac can c&n nhac gitra lgi ich va nguy
co khi diéu tri véi metronidazol, nhét |a trong 3 thang d4u cla thai ky.

Phu ni¥ nudi con béng sira me: Néu ban dang nudi con bang sira me, khbng" dung-Rodogy! vi
metronidazole va spiramycin - von 1a hai hoat chét clia thubc nay- c6 thé duorc tiét ame.

Hay héi bac sT hodc dwgc si trwdce khi dung bt ky thube gi.

LAl XE VA SU DUNG MAY MOC
Khéng lai xe ho3c st dung may moéc néu ban bi mét méi, 10 14n, gidm cam giac thang bing (chong mat),
&o giac, co giat hoac rdi loan thi giac sau khi uéng Rodogyl.

TAC DUNG KHONG MONG MUON
Nhu tat ca nhirng thudc khac, Rodogyl cé thé gay ra tac dung phy, mac du khéng phai ai cling gap.
Réi loan tiéu héa
Miéng cé vj kim loai, gidm vi giac, budn nén, 6i mira, dau da day, tiéu chdy, kho tiéu, chan an (mat cam
gi4c ngon miéng), viém ludi di kém vé&i khé miéng, viém niém mac miéng (viém miéng), viém tuy c6 thé
héi phuc, viém dai trang gid mac (mét bénh viém rudt nang coé thé xay ra trong mét sé trwdng hop réat
hiém gap sau diéu trj khang sinh).
Réi loan mién dich
Suwng phdng & ban chan, ban tay, hong, méi va duwéng hd hap (phu mach). Phan &ng dj (’ng ndng hodac
c6 thé de doa tinh mang (séc phan vé).
R&i loan hé than kinh
Bénh day than kinh ngoai bién thodi hoa, di cdm thoang qua (cdm giac kim cham & ban tay, ban chan,
giam xuc giac, gidm cam nhan vé dau va néng, cam giac kién bod), choang véang, nhirc dau, co giat,
chéong mat, va mét maéi.
Bénh Iy ndo hodc tén thwong ndo (vi dy, 16 14n) va hdi chirng tiéu ndo ban cap hoac sy mét diéu hoa cac
dong tac xuat hién dot ngot (vi du, that diéu, kho phat am, dang di khac thuedng, rung giat nhan cau (cac
clr ddng mét tw déng va khong kiém soat dworc), va run, sé bién mét sau khi ngung diéu tri.
Mét s loai viém mang ndo (mang bao boc ndo va tly séng) (viém mang nao vo khudn).
R6i loan tam than
L 1&n va do giac, trdm cadm va khé ngl. C6 cac hanh vi tram cam.
Réi loan mat
Nhin mét thanh hai (song thi), khé thay vat & xa (can thi), nhin m&, giam thj lyc, gidm.nhan biét mau séc.
Tén thwong hodc viém tai day than kinh thj giac, c6 thé 1am gidm thj lwc d6t ngdt 6 'mét bi.dnh huéng
(viém than kinh thi giac). 23
- Réi loan mau va hé bach huyét

Giam bach cau hat, giam bach cau trung tinh, giam sé lvgng tiéu cau trong mau.







- Réi loan gan mat
Nhirng thay ddi c6 thé hdi phuc trong xét nghiém chirc ning gan va viém gan tdc mat, déi khi kém vang
mét va vang da.

- Réi loan da va mé dwéi da
N&i méan trén da, ngtra, con béc hda, mé day (kich rng va nglra da), va mun md (san chira mi).
Dai khi ciing cé thé xay ra nhirng tredng hop viém mach mau riéng 1é.

- Rgi loan toan than va phan trng tai ché dung thuéc
Sot.

- Cac réi loan khac
Trong mét sé trweng hop hiém gap, co thé xay ra chdy mau mii, & mé hai, tirc ngwe va cadm giac lanh &
miéng hoac hong.
Néu gédp bat ky tac dung phu nao, hdy bdo cho béc si hodc dwoc si, ké ca nhirng tic dung phu
khéng dwer liét ké trong to hwong dan nay.

DU'Q'C DPONG HQC VA DUQC LUC HQC:

Pac tinh dwerc Iwec hoc:

Nhém dwoc ly tri liéu: Khang sinh phdi hep.

Day la thubc phéi hgp gitra spiramycin, mét khang sinh thuéc ho macrolid va metronidazole, mét khang
sinh thudc ho nitro-5-imidazol danh riéng cho cac nhiém khuén & ving rang-miéng.

Hoat tinh khang khudn: ty 1& khang thuéc co thé thay ddi tuy theo dja diém va thdi gian dbi véi mot sb
loai vi khuan. S& cé ich khi thu thap dwoc thong tin vé ty 1é khang thudc tai dia phuong, déc biét 1a trong
diéu tri cac nhiém khuan nang.

Tac dong hiép lwc: tri s6 ndng do (rc ché téi thiéu (MIC) trung binh clia hai hoab\cdhét khjdting riéng ré
va phéi hgp cho thay c6 mét tac déng hiép lwc trong viéc trc ché mét s6 chang vi k'L ay cam.

bac tinh dwoc dong hoc:

Spiramycin: Spiramycin dwoc hép thu nhanh nhwng khéng hoan toan. Thirc &n khdng anh hwdng dén
si hap thu ctia thudc. Thoi gian ban thai trong huyét twong khodng 8 gi¢. Thude khéng vao dich nao tly,
nhwng duwoc tiét vao sita me. Thube phan bo rét tét vao tuyén nwéc bot va cac mé nhu phdi, amidan,
xoang bi viém, va xwong. Thubc tham nhap va tich Ity trong cac thyc bao (bach cau trung tinh, don bao,
dai thyc bao méng bung va phé nang), va cé ndng @ cao trong ndi bao. Spiramycin dwoc chuyén héa &
gan thanh cac chat c6 hoat tinh; thai triy chi yéu qua mat, thai trir qua dwéng tiéu chi khodng 10% liéu
thuéc da ubng vao; thubc dugc bai tiét véi lvgong dang ké trong phan.

Metronidazol: dwgc hdp thu nhanh, it nhat 80% trong véng 1 gidr. Thoi gian ban thai trong huyét twong
khodng 8-10 gio. Thudc phan bb nhanh va rong khap voéi ndng d6 gan bang véi néng dé thube trong
huyét twong & phdi, than, gan, da, mat, dich ndo tly, nuwéc bot, tinh dich, va dich tiét am dao.
Metronidazole di qua nhau thai va dwoc tiét vao siva me. Thude duoc chuyén héa chi yéu & gan. Néng
d6 thude cao & gan, mat, trong khi ndng dé thuéc lai thap & rudt gia. Bai tiét qua dwdng phan it. Thai triv
chll yéu qua dudng tiéu dwéi dang ban dau va cac chuyén héa chét bang oxy héa, chiém khoang 35-
65% lidu thubc da ubng vao.

Phan b6 & viing rang miéng: sau khi duwoc hép thu, hai thanh phan thubc déu tap trung trong nwéc bot,
md lgi réng, va xwong 6 rang.

QUA LIEU:

Néu 1& ubng qua sb vién thubc Rodogyl dwoc ké toa. Hay bao ngay cho bac sT hodc dwoc sT, hodc dén
khoa cap ctru clia bénh vién gan nhat. Nhé mang theo t& hwéng dén nay bén minh.

Céc tac dong lién quan véi spiramycin: chua c6 théng tin vé lidu gay déc clia spiramycin. Céc triéu
ching tiéu héa cé thé gdp khi dung lidu cao 1a budn nén, nén, tiéu chady. Khi qua liéu spiramycin, can
phai lam dién tdm dé dé do khoang QT, d&c biét khi c6 kém theo cac yéu té khac nhu ha kali huyét, kéo
dai khoang QT bam sinh, hoéc dung ddng thoi cac thuéc gay kéo dai khoang QT c6 hay khéng.cé gay ra
xoan dinh. !

Céac tac dong lién quan véi metronidazole: d& cé nhirng treéng hop ty tl hodc tainan qua liéu ghi nhan
viéc st dung liéu don lén dén 12 g metronidazole. C4c triéu chirng gi¢i han gém 6i mira, that diéu (mét
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phoi hqp déng tac), mét dinh hwéng nhe, khé miéng, xu hwéng muén ngét (cadm thay kho chiu véi cdm
twdng mat tri gi&c), con béc hda, ndi man trén da, nhirc d4u, trdm cam nhe, gia V] giac ¥4 budn nén.
Khong c6 thube g|a| ddc dac hiéu cho spiramycin hodac metronidazole. Trong hop qua liéu nén
rira da day va diéu trj triéu chirng.

BAO QUAN

Dé Rodogyl ngoai tam mét va tdm tay cla tré em.

Khéng str dung Rodogyl da qua han diing ghi trén hép thude.
Khéng dé thudc & noi c6 nhiét dd cao hon 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: Nha san xuét.

NHA SAN quT
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