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Thanh phan: M&ivién nén bao phim chira: khuan. Co ché tac dung cla thubc 1a tac dung trén cac tidu don vi 50S cuia

- Spiramycin.... 166,67mg

CTAPOTI LPONIL ... ot FL BT A R R e 5514 4 s e i s RS 0,75 M.IU)
* Metronidazol 125mg
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(Tinh bdt ngd, Lactose, Microcrystallin cellulose 101, Natri starch glycolat,
Crospovidon, Croscarmellose natri, Magnesi stearat, Hydroxypropyl
methylcellulose, Povidon K64, Titan dioxid, Talc, Polyethylen glycol 6000,
Polysorbat 80, Phdm mau dé Ponceau lake, Phdm mau 46 Ponceau dye).

Quy cach déng goi: Hop 2 vix 10 vién nén bao phim.
Chidijnh:

Nhiém tring réng miéng cép tinh, man tinh hodc tai phat, déc biét la ap-xe
rang, viém tay, viém mé té bao quanh xirong ham, viém quanh than rang, viem
nudu, viem miéng, viém nha chu, viém tuyén mang tai, viém tuyén dudi ham.
Phéng ngtra nhidm khuén rdng miéng hau phau.

Liéu Iwrgrng va cach dang:
- Ngudi Iém: Ubng 2 vién/ [&n x 2 - 3 1&n/ ngay. Trugng hep ndng (diéu tri thn

cong) liéu oo thé toi 8 vién/ngay.

- Tré em:.

" +6-10tudi: Ubng 1 vien/I3n x 2 14n/ ngay:

+11-15tubi: Ubng 1 vién/ 1anx 31an/ ngay.
Uéng trong bira an.

Chéng chi djnh:

Ngudi co tién sir qus mn voi spiramycin, erythromycin, metronidazol, dan
chét nitro-imidazol khac va/hodc cac thanh phan khac cia thubc.
Tré em du6i 6 tudi (do dang bao ché khong thich hop),

fhantwng:

- Lién quan dén spiram;

in: Nén than trong khi ding th ubc cho ngudricd réi loan

chirc néng gan, vit cothé gay déc gan.

- Lién quan dén metronidazol:

+ Metronidazol c6 tac dung tre ché alcol dehydrogenase va cac enzym oxy hoa
alcol khae. Phan ting nhe kiéu disulfiram nhir nong birng mat, nhirc dau,
budn nén, nén, co cirng bung va ra md héi da xay ra & bénh nhan ubng rugu
khi dang dugrc didu tri véi metronidazol. | .

+ Metronidazol co thé gay bét déng Treponema pallidum tao nén phan (g
duwong tinh gia cda nghiém phap Nelson.

Tuwong tic thube:
‘Do thude cé chira spiramycin va metronidazol nén luu y cac twong tacsau:
- Lién quan dén spiramyein: Dung déng théi vér thube ubng ngira thai sé lam

+ Lién quan

méttic phong ngtra thy thai.
n metronidazol:
+ Metronidazol téng tac dyng thuéc ubng chdng déng mdu, déc biét warfarin,

vivay tranh ding cung llc.

-+ Metronidazol cé tac dyng kiéu disulfiram. Vi vay khdng diing déng theri 2

-+ Dung dong thoi

thubc nay dé tranh tac dung doc trén thin kinh nhir loan thén, 1018n.
oi metronidazol va pheno lam tang chuyén hoa
metronidazol nén metronidazol thai trir nhanh ham.
+ Ding metronidazol cho ngudi bénh dang cé nong dé lithi trong méu cao (do
dang dung lithi) s& lam nbng d¢ lithi huyét thanh tang Ién, gay doc.
+ Metronidazol ting tac dung clia vecuronium |& mdt thude gidn co khing
khireye. }

Strdung cho phy nir ¢6 thai va cho con ba:

Thei kymang thai:

Spiramycin va metronidazol déu di qua nhau thai, Mac di spiramycin khong
gay tai bién khi ding cho ngudi dang mang thai, cling chua thdy c6 théng bao
vé& viéc gay quai thai do diing metronidazol; tuy nhién ciing cé mét s6 nghién
ciru da thong béo nguy co sinh quai thai tang khi ding thude vao 3 thang dau
ctiathai ky. Do d6 khéng nén diing trong thévi gian d4u khi mang thai, trir khi bat
bugc phai dung nhing phaituan theo chi djnh cla bac sy.

- Thdi ky cho con bu:

Spiramycin va metronidazol déu bai tiét qua sira me vi vay nén nging cho con
b khi dang dung thudc. !

Tac dyng cua thudc khi lai xe va van hanh may méc;

Can canh b&a bénh nhan vé nguy co gay chéng mat, nhirc dau hadc co giat
chia thude va d& nghj ho khéng nén lai xe hay van hanh may mée néu gép
loai i loan nay.

Tac dung khéng mong mudn:
- Tac dung khéng mong mubn thudng gap Ia: Nhirc diu, khé tidu, chéan &n, budn

nbn, ndn, tidu chay, dau thurgng vi, dau byng, tao bén, khé miéng, co vj kim loai
rét khé chju trong miéng. :

- ltva hiém gap:

+ Da: Phéng rop da, ban da, may day.

+ Mau: Giam bach cau, méat bach ciu hat.

+Thén kinh trung wong: Con ddng kinh, bénh da day than kinh ngoai vi,
nhirc dau. !

+Tiét nidu: Nudre tidu sAm mau,

+Tiéu hda: Viemkéttrangcép. [

+ Toan than: Mét mai, m&p hél, lao ddo; phan gng phan vé, béi nhiém (khi
ding spiramycin daingay). 4

Théng bé&o cho bac s§ nhirng tac dung khéng mong muén gap phai khi s

dung thubc. :

Céc dic tinh dwoc lwc hoc:

«Liéng

Agimdogyl la thudc phéi hgp spiramycin, khang sinh he macrolid va
metronidazol, khang sinh ho 5-nitro-imidazol, ddc trj cac bénh nhiém tring
e

rang miéng. Tl

spiramyein:

+ Spiramycin la khang sinh nhém macrolid co phé khéang khuén tuong ty phd
khang khuén cla erythromycin, va clindamycin. Thude co tac dung kim
khudn trén vi khudn dang phén chia té bao. O cac nbng dd trong huyét thanh,
thube o6 tac dung kim khu@n, nhung khi dat néng dé & mé thude co thé diét

AIDIEYH e

ribosom vikhudn va ngan can vi khuan tdng hep protein.

+ Hoat tinh khang khuén cuia spiramycin trén cac vi khun thudng gay bénh
ving rang miéng nhu sau:

- Vi khuén thudmg nhay cam: Lién cdu khudn khéng phéi nhém D, phé cdu
khuén, mang néo céu, Bordetella pertussis, Actinomyoces, Corynebacteria,
Chlamydia, Mycoplasma.

< Vi khudn khéng thudng xuyén nhay cam: Ty céu khudn, IGu céu khuan, lién
céu khudn nhém D, Haemaphilus influenzae.

- Vi khuan dé khang (MIC > 8 mcg/ml): True khudn hiéu khi gram &m.

- Lién quan dén metronidazol:

+ Metronidazol 1a mét ddn chét 5 - nitro - imidazol, c6 phd hoat tinh rdng trén
déng vat nguyén sinh nhu amip, Giardia va trénvi khuan ky khi.

‘+Co tac dung clia metronidazol con chua that rd. Trong ky sinh tring,
nhém 5 - nitro cha thuée bj khir thanh céc chét trung gian déc véri té bao. Cac
chét nay lién két véi cau triic xoén ctia phan tir DNA lam v& cac soi nay va
cubi ciing lam t& bao chét. Néng d6 trung binh cé hiéu qua cia metronidazol
12 8 mi m/ml hoac thép hon doi voi hiu hét cac dong vat nguyén sinh va
e4c vi khudn nhay cam. Néng d6 téi thidu (rc ché (MIC) c4e chiing nhay cam
khoang 0,5 microgam/ml. Mat chiing vi khuén khi phan lap dugeeoilanhay
cam véi thuée khi MIC khéng qué 16 microgam/ml.

+ Hoat tinh khang khuén clia metronidazol trén cac vi khudn thueéng gay bénh

vung rang migng nhuw sau: 2

- Vi khuén thuemg nhay cam: (MIC: 0,8 - 6,2 meg/ml): True khuén ky khi bat
bubdc: Clostridium, C. perfringens, Bifidobacterium bifidum, Eubacterium,
Bacteroides fragilis, Melaninogenicus, Pneumosintes, Fusobacterium,
Veillonella, Peptostreptococcus, Peptococcus.

- Vi khudn khéng thuéng xuyén nhay cam: Propionibacterium acnes,
Actinomyces, Arachnia.

- Vi khun d& khang: Trire khudn ky khi khéng bét bude, trire khudn higu khi.

- Téc dyng hiép lyre: Cac MIC trung binh cia 2 hoat chét riéng 1é khi phdihgp cho
théy co s hiép lire trc ché mét sg chiing vikhuan nhay cam.

Cac dic tinh dwgre déng hoc: , r

- Lién quan dén spiramycin:

+ Spiramycin dugc héap thu khan% hoan toan & dwéng tiéu hoa. Thude ubng
dugc hap thu khoang 20 - 50% ligu st Sgng, Néng d6 dinh trong huyéttwong
dat dwoc trong vong 2 - 4 gier sau khi udng. Uéng spiramycin khi co thire sn
trong da day lam giam nhiéu dén sinh kha dung cua thudc. Thirc &n lam giam
khodng 70% ndng do t6i da chia thudc trong huyét thanh va lam cho thoi gian
dat dinh chém 2 giér. ] :

+ Spiramycin phan bé rong khép co thé. Thudc dat ndng dé cao trong phoi,
amidan, phé quan va cac xoang. Spiramycin it tham nhép véo dich néo ty.
Nbng d@ thube trong huyét thanh co tae dung kim khuén trong khodng 0,1 -
3,0 microgam/ml va néng dé thudc trong mé c6 tac dung, diét khuén trong
khodng 8 - 64 microgam/ml. Thude ubng spiramycin c6 nira di phan b
ngan (10,2 + 3,72 phut). Nira doi thai trir trung binh 1 5 - 8 gier. Thubc thai triv
chi yéu & mat. Nong dé thude trong mit bﬂﬁg‘l‘&sﬁ&ﬁnmé@ trong
huyét thanh. Sau 36 gié» chi cé khoding 2% tbng liéu ubng tim théy trong nuérc
tidu. Spiramyein ciing duocbai tiét qua stra me véindng dé cao.

- Lién quan dén metronidazol:

+ Metronidazol thuérng hdp thu nhanh va hoan toan sau khi udng, dat t&i nong
d6 trong huyét teong khoang 10 microgam/ml khoang 1 gier sau khi utfmé?l
500 mg. Méi tveng quan tuygn tinh gitra liéu diing va néng ab trong huy
twong dién ra trong pham vi lidqu tir 200 - 2000 mg. Liéu diing 18p lai cr 6 - 8
gitr mot 1an sé gay tich loy thubc. Nira déi clia metronidazol trong huyét
tuong khodng 8 giér va thé tich phan bé x&p xi thé tich nudre trong corthé (0,6
- 0,8 lit/kg). Khoang 10 - 20% thubc lién két voi protein huyét trong.
Metronidazol tham nhap t6t vao cac mé va dich co thé, vo nudc botva siva
me. Nbng d6 didutri cting dat dugc trong dich ndio tiy.

+Metronidazol chuyén héa & gan thanh cac chét chuyén héa dang hydroxy va
chét lign hop acid glucuronic, vé thai trir qua nuéc tiéu mét phan dang
glucuronid. Céc chat chuyén hoa van con phin nao tac dung duge ly. Nira
ddi thai trir trung binh trong huyét trong khodng 7 gidy. Nira ddi cla chét
chuyén héa hydroxy la 9,5 - 19,2 gi¢r & nguidri bénh co chire nang than binh
thuréng. Trén 90% ligu udng dugc thai trir qua thén trong 24 gie, chu yéu la
cac chat chuyén héa hydroxy (30 - 40%), va dang acid (10 - 22%). Dudi 10%
thai trir dudi dang chAt me. Khodng 14% liu diing thai triy qua phan.

+ O ngudi bénh bj suy than, nira d&i cua chit me khéng thay doi, nhung nira
doi clia chét chuyén héa hydroxy kéo dai gép 4 dén 17 lan. Chuyén hoa
metronidazol ¢6 thé bj anh hudng nhiéu, khi bj suy gan nang. Metronidazol
c6 thé loai khdi co thé co higu qua bang tham tach mau.

Qua liéu va cach xirtri;

* Quaé liéu: . "

+ Réi loan lign quan dé&n spiramycin: Khang cb lidu ddc hai duoc biét dén véi
spiramycin. Nhirng déu hiéu tiéu hoa khi qua liéu dy kién Ia buén ndn, nén,
tiéu chay.

+ Réi toanylién quan dén metronidazol: Truéng hop udng mot liéu duy nhét toi
15 g 44 duoc béo céo. Triéu chirng bao gdm budn nén, nén va mét diéu hoa.
Tac dung doc than kinh gbm co co lgiét. viém day than kinh ngoai bién da
durgrc bao cao sau 5 i 7 ngdy ding liéu 6 - 10,4 g cach 2 ngay/ian.

<X tri:

+ Khéng cé thubc giai ddc dac hiéu.

+Trong trrong hop qua lidu, didu tr trigu chirng va h trg. Metronidazol co thé
loai khol co thé o6 hiéu qua bang tham tach méau.

DE XA TAM TAY TRE EM _
DOC KY HUPONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN Tﬂéumagg TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHI DUNG TH CUABAC SY ;

Bao quan: Nhiét do dudi 30°C, tranh &m va 4nh sang.
Han diing: 36 thang ké tir ngay sén xuét.

Khéng ding thude qué théi han st dung ghi trén nhan,
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