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R* NOVOGYL
Vi6n n6n bao phim

c6Nc THTIC:
- Spiramycin............ .750.000 ru
- Metronidazol........... ..... 125 mg
- T6 duoc vtra dir I vi6n.

(Tinh bQt ng6, lactose, natri starch glycolat, magnesi stearat, methacrylic acid copolymer,
polyethylen glycol 6000, polysorbat 80, hydroxypropylmethylcellulose, titan dioxyd, mdu
ponceau 4R lake, mdu ponceau 4R dye, talc)

DUqC LU,C HQC,:
Novogyl ld thu6c ph6i hqp gita spiramycin-kh6ng sinh thuQc ho macrolid vd metronidazol-

kh6ng sinh nh6m 5-nitroimidazol. Su phOi hqp ndy c6 t6c dung hiQp lyc ric ch6 c6c vi khuAn ky khi
trong hQ sinh vdt rdng miQng.

Spiramycin c6 hoat tinh khSng khuAn tr6n c6c vi khuAn thu<rng gdy bQnh vung rdng mi6ng nhu
li0n cAu khuAn kh6ng phii nh6m D, phi5 cAu khuAn, Mycoplasia,- Chlamydia, Coryiebactirium,
Actinomyces.

Ho4t tinh khring khuAn ctta metronidazol tr6n c6c vi khuAn thudng gAy bQnh rung rdng miQng nhu
tryc khuAn ky khi b6t buQc: Clostridium, Bacteroides fragilis, Peptostr:eptococcus, Peptococcis, C.
perfr in ge ns, B ifi do b ac t e r ium b ifi dum.

DUqC DQNG HQC:
- Spiramycin dugc !6p thu kh6ng hodn todn o dudng ti6u h6a vn bi ginm khi dung cirng thric dn,

li6u u6ng dugc h6p thu khoing 20 - 50%. Thric 6n ldm giim khoang 70o/o n6ng Ag tOi da cira
thudc trong huytit thanh vd ldm cho thdi gian d4t <linh ch4m 2 gid so v6i u6ng hic il6i. Thdi gian
b6n thdi khoAng 5 - 8 gio. Spiramycin chuy6n h6a qua gan.thd,nh cdc chdt chuy6n h6a c6 ho4t
tinh, phdn lon thai trir qua mft vd khoang 10% vdo nudc ti6u, spiramycin cfing thdi trir I phAn
vdo ph6n.

- Metronidazol thudng dugc h6p thu nhanh vi hodn todn sau khi u6ng, khoang 80% li6u u6ng duoc
h6p thu. Khoang 30"- 60% li6u metronidazol chuyi5n h6a o gan thdnh cacit at chuy6n hol dang
hydroxy vd glucuronid. ChAt chuy6n h6a 2-hydroxy cfing c6 tttc dgng dugc ly tr6n vi khuAn vd
dQng vflt nguyOn sinh. Thoi gian b5n thii kh6ng bi enh huong khi suy gi6m chric nlng thfn, c6

th€ bi k6o ddi khi bi suy gi6m chfc ndng gan.

CHi DINH:
- Di6u trinhi6m khuAn ring miQng: vi6m miQng, vi6m nu6u rdng, nha chu, vi6m tuyr5n mang tai.

- Phdng nhi6m khuAn rdng miQng sau phSu thu4t.

cAcu DUNG: U6ng giira bira 5n.

- Nguoi l6n: 4 - 6 vi6n/nglry, chia 2 - 3 lAn.

- T16 tt 10 - 15 tu6i: 3 vi6n/ngdy, chia 3 lAn.

- T16 tir 6 - < 10 tu6i: 2vi€n/ngity, chia 2lnn.

cHONG cni ulNn:
Min cdm v6i mQt trong c6rc thanh phAn cira thu6c ho{c m6n cdm vdi c6c d5n ch6t nitroimidazol,
erythromycin.

THAN TRQNG:
- NOn thQn trgng khi dtng cho ngudi bQnh c6 r6i lo4n chric ndng gan, khi ph6i hqp v6i warfarin.

- CAn gi6m li6u o ngudi suy gan n{ng.

- Ngmg tri liQu khi bi m6t di6u hda, ch6ng

- Thu6c c6 th6 ldm n4ng th6m tr4ng th6i
mit hoac r6i lo4n tdm thAn.

than kinh o nhirng ngudi bi benh d h0 thAn kinh trung
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- Theo d6i c6ng thric b4ch
k6o ddi.

o ngucri c6 ti6n sri r6i lo4n thO t4ng m6u ho4c khi di6u tri liAu cao vd

- Metronidazol c6 t6c dgng ric ch6 alcol dehydrogenase vd c6c enzym oxy h6a alcol kh6c. Thu6c
c6 phan ung nhq ki0u disulfiram nhu n6ng bung.m{t, nhfc dAu, butin n6n, n6n, co cimg bpng vd
ra m6 h6i. Kh6ng u6ng ruqu, ciic thric u6ng c6 c6n trong thdi gian dirng thu6c.

- Metronidazol c6 th6 gdy bdrt dQng Treponema pallidum t4o n6n phan ung ducrng tinh gi6 cua
nghiQm ph6p Nelson.

- M6i vi6n Novogyl c6 chua khodr.re 100 mg lactose, cAn thfln trqqg khi dtng cho ngudi bQnh mic
c6c rdi lo4n di truy6n hi6m gep vi, dung n4p galactose, chimg thi6u hUt lactase Lapp ho{c r6i lo4n
h6p thu glucose - galactose.

- Ch6 phAm c6 chria miru ponceau 4R c6 th6 gay di fng o mQt s6 ngudi nh4y c6m.

THOI TV UANC THAI.CHO CON BO:

- Trrlnh dung thu6c trong 3 thrlng dAu thai kj,vi Novogyl qua duoc nhau thai.

- Kh6ng dung thu6c o phU nfi dang cho con bri ho4c ngtmg cho con bri khi dang dung thu6c.
PhU nir mang thai, phg nfr cho con bf n6n tham kh6o f kitin b5c s! trudc khi dung.

ANn nUONc LnN rIrA NANG LAI xE vA vAN HANH vtAv tvt6c:
- Thu6c c6 th6 g6y ch6ng m6t, nhfc dAu, thfn trgng khi sri dgng cho ngudi l5i tdu xe vh vfn hdnh

m6y.

TAC DUNG KHONG MONG MUON (ADR):
* Spiramycin:

- Thudng g\p,.ADR> I/100:
Ti6u h6a: bu6n n6n, n6n, ti6u chAy, kh6 ti6u.

ThAn kinh: ch6ng m{t, dau dAu.

- it gqp, t/1000 < ADR < l/100:
toan than: m0t moi, chiy m6u cam, d6 mO h6i, cdm giSc dd 6p ngUC, dicdm t4m thoi.

Ti6u h6a: vi6m k6t trdng c6p.

Da: ban da, ngoai ban, miry daY.

- Hidm g(p, ADR < t/\000;
Todn thdn: bQi nhi6m do dirng ddi ngdy thu6c u6ng spiramycin.

Tim: k6o dii khoing QT.
{. Metronidazol: t6c dUng kh6ng mong mu6n php thuQc vdo li6u dung.

- Thucdng gQp,.ADR > l/l 00:
Tieu h6a: budn n6n, n6n, chiin 5n, dau bung, ti6u chiy, miQng c6 vi kim loai kh6 chiu'

- it Sqp, 1/1000 < ADR < l/100:
M6u: gi6m b4ch cAu.

- HiAm Sqp, ADR < 1/1000;

M6u: mAt b4ch cdu h4t'
TKTW: ccrn dQng kinh, benh da d6y thAn kinh ngo4i vi, nhric dAu'

Da: ph6ng r6p da, ban da, ngria.

Titit niQu: nu6c ti6u s6m miru.

Th6ng b6o cho b6c s! nhirng t6c dung kh6ng mong mu6n gap ph6i khi su dpng thu6c'

TUONG rAc rnuoc:
{. Spiramycin:

- Dtng spiramycin ddng thoi vdi thuiSc u6ng ngta thai sE ldm m6t t6c dgng phdng ngtra thu thai'

- spiramycin ldm giam"nong dQ cua levodofa trong m6u n6u dtrng <l6ng thoi'

- Spiramycin it ho[c kh6ng 6nh huong di5n hQ enzymcytochrom P+so d gan, vi v6y spiramycin it c6

tuong t6c v6i c6c thu6c dugc chuy6n h6a boi he enzym niry'
.|. Metronidazol:

Khi dirng metronidazol

- Citc thudc ch6ng d6ng
chung vol

chOngcoumann: metronidazo co the dung cac thu6c

lim k6omau warfarin dai thdi
gav tdng tdc
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tay tr6
trufc khisudIn dingTUahufng dBngDgc ky

TRbki6n ach6ixtneuN th6mcan tin, !th6ng
Thu6c chi d theo kG don cria b

xa

thdi
can.

ho4c phii theo d6i thdi gian prothrombin hodc chinh ciic th d6ng

- Ruqu vd thu6c c6 chria cdn: metronidazol ric ch6 cric enzym oxy h6a rugu vi alcol
dehydrogenase gAy phan rmg.kitiu disulfiram. Vi v4y kh6ng u6ng ruou hodc dtng d6ng th<ri c6c
thu6c chria cdn trong khi di6u tri vcri metronidazol. Kh6ng dung tl6ng thoi metronidazol v6i
disulfiram hoac phti dung thu6c cr nhirng thoi di6m cdch xa nhau.

- Phenobarbital: ldm tdng chuy6n h6a metronidazol n6n thu6c thii trtr nhanh hon.

- Lithi: da th6y b6o c6o m6t sd d6u hiQu dQc cria.lithi khi dung metronidazol cho nlt"ng b6nh nhdn
dang di6u tri lithi li6u cao vi c6 th€ gdy tdng ndng dQ lithi huy€t thanh, do v4y cdn th6n trong vir
theo d6i n6ng dQ lithi khi dtng d6ng thdi.

- Terfenadin vd astemisol: metronidazol c6 th6 tucrng t6c v6i terfenadin vir astemisol khi dDng

d6ng thcri ldm tdng phin img b6t lqi nghiOm trgng tr6n tim m4ch cta ciic thu6c ndy nhu k6o ddi
khoAng.QT, loan nh!p, nhip nhanh... Do v4y phAi rAt thfn trgng vA kh6ng n€n dung d6ng thoi
ciic thu6c kh6ng histamin niy cho bQnh nhAn dang dtrng c6c thudc c6 cdu trric nh6m itraconazol,
ketoconazol, bao g6m ci metronidazol.

- Cimetidin ric ch6 sy chuy6n h6a t4i gan cira metronidazol, ldm tdng thdi gian b6n thAi cua
metronidazol, dAn d6n tang t6c dgng kh6ng mong mu6n, vi vdy cAn c6n nhic khi str dgng d6ng
rhdi.

euA LrEU & cAcH xrl rni:
* Spiramycin

- Khi dung li6u cao, c6 th6 gdy r6i lo4n ti6u h6a: budn n6n, n6n, ti6u ch6y. C6 th6 gip khoing QT
k6o ddi, h6t dAn khi ngimg di6u tri.

- Xir ly: trong trudng hqp qu6 lidu, n6n ldm diQn tdm dd de do kho6ng Qt, nh6t le khi c6 kdm theo

c6c nguy .o tha" igiam lali huy6t, khoAng QTc k6o dei b6m 1inh, k6lhqp dtng thu6c k6o ddi

khoing QT vdlhoic gAy xodn dinh). Kh6ng c6 thu6c gidi dQc. Di6u trf triQu chimg.

t Metronidazol:

- Qu6 lidu metronidazol khi u6ng 1 [Au duy nh6t 15g dA dugc b6o c6o. Tri6u chimg bao gdm:

bu6n ndn, n6n, mdt di6u hoa, bQnh lf thAn kinh ngoai bi€n, dQng kinh.

- Xir l;i: kh6ng c6 thu6c gi6i dQc dac hieu. Di€u tri triQu chimg vd h6 trg'
N6u trucrng hcr-p qu6 li6u xay ra, dd nghi d6n ngay co scr y t6 gAn nh6t aC nnan vi6n y t6 c6

ph6p xu l;f.
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