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TO HUONG DAN SU DUNG THUOC

Rx thudc bdn theo don
Vién nén bao phim KITARO

THANH PHAN

SRERVEIN.  cassonsmsanprmsaninmempsmemnyvrsbae 750.000 IU

MEEORIAEZO] . ivvis ovvsssiine v rsspsimavisoas s 125 mg
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(Celulose vi tinh thé 101, tinh bjt bién tinh, natri
croscarmelose, Polysorbat 80, povidon K30, silic
dioxyd, magnesi stearat, hypromelose 606, PEG 6000,
talc, titan dioxyd, ponceau 4R lake).

DANG BAO CHE: Vién nén bao phim
DUQC LUC HQC

Spiramycin

Spiramycin la khéng sinh nhém macrolid c6 phé khéng
khuin twong ty phd khang khudn cia erythromycin va
clindamyein. Thudc ¢6 tac dung kim khuén trén vi khuén
dang phén chia té bao. O cac ndng 9 trong huyét thanh,
thuc c6 téc dung kim khuén, nhung khi dat ndng d¢ &
md thude c6 thé diét khudn. Co ché tac dung ctia thude 1
tac dung trén céc tiéu don vj 50S ctia ribosom vi khuén
va ngin can vi khudn téng hop protein. O nhitng noi c6
mirc khang thubc rét thdp, spiramycin c6 tac dung khang
cac ching Gram duong, cac ching Coccus nhu
Staphylococcus, Pneumococcus, Meningococcus, phan
16n ching Gonococcus, 75% chuing Streptococcus, va
Enterococcus. Cac  chiung  Bordetella  pertussis,
Corynebacteria, Chlamydia, Actinomyces, mit sé chiing
Mycoplasma va Toxoplasma ciing nhay cam voi
spiramycin. Tuy nhién tic dung ban ddu nay da bj suy
giam do sir dung tran lan erythromycin & Vigt Nam.
Spiramycin khong c6 tic dung véi cdc vi khudn dudng
rudt Gram 4m. Ciing da c6 thong béo vé sy dé khéng ciia
vi khuén déi véi spiramycin, trong d6 c6 ca sy d& khang
chéo gifta spiramycin, erythromycin va oleandomycin.
Tuy nhién, céc chiing khéng erythromycin déi lic vin
con nhay cam véi spiramycin.

Metronidazol

Metronidazol 14 mot din chét 5-nitro-imidazol, c6 phd
hoat tinh rdng trén dfng vét nguyén sinh nhu amip,
Giardia va trén vi khudn ki khi. Co ché tic dung cia
metronidazol con chua thit rd. Trén ky sinh tring, nhém
S-nitro ciia thudc bj khir thanh céc chét trung gian ddc
v6i té bao. Céc chit nay lién két véi cdu tric xoén ciia
phén tir DNA lam v céc sgi nay va cudi ciing lam t€ bao
chét. Ndng d§ trung binh c6 hiéu qué ciia metronidazol 1a
8 microgam/ml hoic thdp hon d6i véi hdu hét cac dong
vit nguyén sinh va céc vi khun nhay cam. Nong d¢ tdi
thidu trc ché (MIC) céc chiing nhay cam khoang 0,5
microgam/ml. Mt ching vi khuén khi phan 13p dugc coi
14 nhay cam véi thuéc khi MIC khéng qua 16
microgam/ml.

Metronidazol 12 mét thuéc rit manh trong diéu tri nhiém
dong vat nguyén sinh nhu Entamoeba histolytica,
Giardia lamblia va Trichomonas vaginalis. Metronidazol
¢6 tac dung diét khuén trén Bacteroides, Fusobacterium
va cac vi khudn ky khi bit budc khac, nhung khong c6
tac dung trén vi khudn i khi. Metronidazol chi bj khang
trong mét sb it truomg hop. Tuy nhién khi dung
metronidazol don doc dé diéu tri Campylobacter/
Helicobacter pylori thi sy khang thudc phét trién khé
nhanh. Khi bj nhiém c4 vi khuén 4i khi va ky khi, phai
phdi hop metronidazol véi cac thubc khang khuén khéc.
Céc ching khédng metronidazol d3 dugc chimg minh
chita it ferredoxin; chit nay 1a 1 protein xic tac khir hoa
metronidazol trong céc ching d6. Ferredoxin gidm
nhung khong mét hoan toan c6 1€ giai thich dugc tai sao
nhiém khudn v6i cac ching khang d6 lai dap tmg véi liéu
metronidazol cao hon va kéo dai hon.

DUQC PONG HQC

Spiramycin

Spiramycin dugc hép thu khong hoan toan & dudng tiéu
héa. Thubc ubng dugc hdp thu khodng 20 - 50% liéu sir
dung. Ndng do dinh trong huyét twong dat dugc trong
vong 2 - 4 gid sau khi udng. Nong o dinh trong huyét
twong sau khi udng lid¢u 1g dat dugc 13 1 microgam/ml va
1,5 microgam/ml. Ndng d9 dinh trong m4u sau liéu don
c6 thé duy tri dugc 4 - 6 gid. Udng spiramycin khi c6
thirc #n trong da day lam giam dang ké sinh kha dung
ciia thubc. Thire #n 1am giam khoang 70% ndng 46 téi da
ctia thubc trong huyét thanh va lam cho thoi gian dat
dinh cham 2 gid.

Spiramycin phén b6 rong khip co thé. Thudc dat ndng
46 cao trong phdi, amidan, phé quan va céc xoang.
Spiramycin it thdm nhdp vao dich ndo tuy. Nong do6
thubc trong huyét thanh c6 tac dung kim khudn trong
khoang 0,1 - 3,0 microgam/ml va ndng do thudc trong
mé c¢6 tic dung diét khuin trong khodng 8 - 64
microgam/ml. Thudc uéng spiramycin c6 nira doi phén
bé ngin (10,2 + 3,72 phit). Nira doi thai trir trung binh 12
5 - 8 gio. Thudc thai trir chi yéu & mat. Nong do thude
trong mét 16n gép 15 - 40 1dn ndng d¢ trong huyét thanh.
Sau 36 gior chi c6 khoang 2% tdng liéu ubng tim thay
trong nudc tiéu.

Metronidazol

Metronidazol thudmng hép thu nhanh va hoan toan sau khi
ubng, dat t6i ndng do trong huyét twong khoang 10
microgam/ml sau gin 1 gits khi uéng 500 mg. Méi twong
quan tuyén tinh gita lidu ding va ndng 49 trong huyét
twong dién ra trong pham vi liéu tir 200 - 2000 mg. Liéu
diing 1ap lai c&r 6 - 8 gid mt l4n s& gy tich Iy thubc.
Nira doi thai trir ciia metronidazol trong huyét twong
khoang 8 gitr va thé tich phan bé xép xi thé tich nudc
trong co thé (0,6 - 0,8 litkg). Khoang 10 - 20% thudc
lien két véi protein huyét twong. Metronidazol thim nhdp
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tét vao, cac md va dich co thé, vao nude bot va sita me.
Nong d¢ diéu trj ciing dat dugc trong dich ndo tiy.
Metronidazol chuyén héa & gan thanh céc chit chuyén
hoa dang hydroxy va acid, va thai trir qua nuéc tiéu mot
phén dudi dang glucuronid. Céc chét chuyén héa van con
phin nio tic dung dugc ly. Nira doi thai trir trung binh
trong huyét twong khoang 7 gid. Niura doi thai trir cua
chit chuyén héa hydroxy 1a 9,5 - 19,2 gio & ngudi bénh
¢6 chirc nang than binh thudmg. Trén 90% lidu udng
dugc thai trir qua thin trong 24 gid, chu yéu 1a cic chét
chuyén héa hydroxy (30 - 40%), va dang acid (10 -
22%). Dudi 10% thai trir dudi dang khong dbi. Khoang
14% lidu ding thai trir qua phan.

O ngudi bénh bi suy than, nira doi thdi trir cua
metronidazol khdng thay dbi, nhung nira doi thai trir clia
chit chuyén héa hydroxy kéo dai gdp 4 dén 17 lan.
Chuyén h6éa metronidazol c6 thé bj anh huémg nhiéu khi
bi suy gan ning. Metronidazol c6 thé loai khoi co thé c6
hiéu qua bang thim tich mau.

CHI PINH

- Diéu tri nhi®m khuédn do céc vi khudn nhay cam trong
céc trudng hop: Nhidm khuén rang miéng cAp tinh, man
tinh holic tai phét, bao gdm 4p xe ring, viém tdy, viém
md té bao quanh ham, viém lgi trim, viém xuong, viém
nha chu, viém tuyén duéi ham, quai bi, viém nuéu va
viém miéng.

- Dur phong nhim khuén tai chd sau phiu thut nha khoa
hoic khoang miéng.

LIEU DUNG VA CACH DUNG

Thudc nay chi ding theo sw ké don ciia bic si.
Vién nén bao phim KITARO dugc ding bing dudng
udng. Nén udng thudc truéc bira an it nhit 2 gid hoic sau
bira &n 3 gidy, phai dung thudc theo hét dot diéu tri.

Liéu ding
Liéu théng thuong
Tudi tic | Liéu ding
2 vién mdi 12 gid hodc 2 vién mdi 8 gio.
Ngudi l6n | Trong truong hop bénh nang lidu c6
thé tang 1én dén 8 vién mdi ngay
Tré em tir - Ty
0 P 1 vién mdi 8 gio
Tré em tir ; . ’
5. omd | 1Vie mbi 12 gid

Thoi gian diéu tri dugc xac dinh theo tién trinh cua
bénh ly.

Liéu trinh thong thudng la 7 — 10 ngay.

CHONG CHI PINH

- Ngudi c6 tién s qua min véi spiramycin,
erythromycin hoZic v6i metronidazol hojc céc din chét
nitroimidazol khéc va/hoc véi bit ky thanh phén té
dugce ndo.

- Chéng chi dinh trong 3 théng ddu cua thai ky va thoi
gian cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG

- Ngimg diéu trj trong truong hop chéng mat, mat diéu
hoa van dong hoic réi loan tim thén.

- Sir dung than trong thudc két hop nay trong trudmg hop
bénh nhan c6 c4c bénh nghiém trong trén hé than kinh,

- Trénh cic dd ubng hodc thudc c6 chira rugu trong khi
dung thude nay va trong 3 ngay sau dé.

- Cin theo doi s6 lugng bach cau trong trudng hop bénh
nhan c6 tién sir réi loan tang mau, diéu tri vé&i lidu cao
hoc diéu tri kéo dai.

- Nén than trong khi dung spiramycin cho ngudi cé rdi
loan chirc ning gan, vi thubc c6 thé gay doc gan.

- Metronidazol c6 tac dung trc ché alcol dehydrogenase
va cac enzym oxy héa alcol khac.

- Thudc c6 phan tmg nhe kiéu disulfiram nhu néng bimng
mit, nhirc dAu, budn nén, ndn, co cimg bung va ra md hoi.

- Metronidazol cé thé giy bét ddng Treponema pallidum
tao nén phan (mg duong tinh gia ctia nghiém phap Nelson.

- Ding metronidazol liéu cao diéu tri cac nhiém khudn
ky khi va diéu tri bénh do amip va do Giardia c6 thé gy
rdi loan tang méu va céc bénh thin kinh thé hoat dong.

- Ponceau 4R trong thanh phén ctia KITARO co thé gy
phan img di img khi dung thubc. Ngung sir dung thubc
ngay lap tirc khi c6 biéu hién di img thuéc.

TUONG TAC THUOC

Metronidazol

- Metronidazol c¢6 tac dung kiéu disulfiram nén tranh
ding ddng thoi vién KITARO véi disulfiram va rugu dé
tranh tac dung ddc trén thén kinh nhu loan than, 1d lan.

- Thén trong khi sir dung véi fluorouracil, levodopa va
thubc chéng dong mau dudong ubng. Metronidazol ting
tic dung thudc ubng chéng dong méu, dic biét 1a
warfarin, vi vdy tranh ding ciing lic.

- Dung ddng thoi metronidazol va phenobarbital lam
ting chuyén héa metronidazol nén metronidazol thai trir
nhanh hon.

- Dung ddng thoi metronidazol voi thube tc ché hoat
dong clia enzym microsom gan, ching han nhu
cimetidin, c6 thé kéo dai thoi gian ban hiy va giam do
thanh thai huyét trong ctia metronidazol.

- Dung metronidazol cho ngudi bénh dang c6 ndng d
lithi trong méu cao (do dang dung lithi) s& lam ndng d¢
lithi huyét thanh tiang lén, gdy doc.

- Terfenadin va astemisol ding dbng thoi véi
metronidazol 1am ting phan tmg bt lgi nghiém trong
trén tim mach nhu kéo dai khoang QT, loan nhip, nhip
nhanh. Do vdy, khong nén sir dung ddng thoi.

- Metronidazol lam tang tdc dung cta vecuronium la mot
thudc gidn co khong khir cyc.

- Nguy co ting nong d6 cyclosporin khi dugc sir dung
két hop v6i metronidazol. Cin theo ddi chit ché ndng do
cyclosporin huyét thanh va creatinin huyét thanh khi
dung chung,

- Ndng d¢ busulfan huyét twong ting do metronidazol
nén c6 thé dan dén dgc tinh nghiém trong.
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Spiramycin

* Ding spiramycin ddng thoi véi thudc udng ngira thai s&
lam mét tdc dung phong ngira thu thai.

- Spiramycin lam tang ndng 49 ciia levodopa trong mau
khi ding ddng thoi.

TRUONG HQP CO THAI VA CHO CON BU

Thoi ky mang thai

- Spiramycin di qua nhau thai, nhung ndng d6 thudc
trong méu thai nhi thdp hon trong méu ngudi me.
Spiramycin khéng gdy tai bién khi dung cho nguoi dang
mang thai.

- Metronidazol qua hang rao nhau thai kha nhanh, dat
dugc mét ty 1¢ ndng d§ gitra cudng nhau thai va huyét
twong me 1a x4p xi 1. Mic dit hang nghin ngudi mang
thai d dung thubc, nhung chua thdy cé théng bdo vé
viéc gy quai thai. Tuy nhién ciing c6 mét s6 nghién ciru
da théng bdo nguy co sinh quai thai ting khi ding thudc
vao 3 thang ddu cua thai ky.

Do d6 khong nén dung Vién nén bao phim KITARO
trong 3 thang dAu khi mang thai.

Thoi ky cho con b
Spiramycin va metronidazol bai tiét qua sita me. Do d6
khong nén sir dung thudc trong thosi ky cho con bu.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Vi nhitng tac dung khéng mong muén nhu nhirc déu, lao
dao, dong kinh c6 thé xay ra trong khi ding thubc, do d6,
bénh nhan cin thin trong khi lay xe va van hanh may
moc.

Théng bdo cho Bdc si nhitng tdc dung khong mong
mudn gap phii khi sie dung thudc

TAC DUNG KHONG MONG MUON (ADR)

Két hgp spiramycin va metronidazol

Thube két hop ndy thudng duge dung nap tét khi duoc
str dung theo ding chi din. Thinh thoang c6 bédo cdo vé
tdc dung phu nhu tiéu chay, budn nén, nén, dau da day,
phan img qua mén, nhirc ddu, lat miéng (c6 vi kim loai),
kho miéng, chan &n, hodc nudc tidu c6 mau niu do.

Théng béo cho bac st diéu tri khi cé cic tic dung bt lgi
xuét hién hoic tré nén kho chiu.

Spiramycin

Spiramycin hiém khi gdy tic dung khong mong mudn
nghiém trong.

Thuong gdap, ADR > 1/100

Tiéu hoa: Budn nén, ndn, tiéu chay, khé tiéu (khi ding
dudmg ubng).

It gap, 1/1000 < ADR < 1/100

Toan thin: Mét méi, chay méau cam, 4 md héi, cam gidc
de ép nguc.

Dij cam tam thdi, loan cam, lao déo, dau, cimg co va khdp
ndi, cdm gidc nong rat, néng do bimg (khi tiém tinh mach).
Tiéu h6a: Viém két trang cip.

Da: Ban da, ngoai ban, may day.

Hiém gdp, ADR < 1/1000

Toan than: Phan tng phan vé, bi nhiém do dung dai
ngay thudc ubng spiramycin.

Huodmg din cdch xik tri ADR:

Ngung ding spiramycin va cin chim séc néu da dung
liéu rét cao.

Metronidazol

Téc dung khong mong muén thudng phu thude vao lidu
dung. Khi ding liéu cao va l4u dai s& lam ting tac dung
¢0 hai.

Téc dung khong mong mudn thuémg gip nhét khi udng
metronidazol 1a budn nén, nhirc du, chan an, khé miéng,
¢6 vi kim loai rit khé chju. Céc phan trng khong mong
mudn khéc & dudmg tiéu héa ciia metronidazol la nén,
tiéu chay, dau thugng vi, dau bung, tdo bén. Cic tic
dung khong mong mubn trén dudng tiéu héa xay ra
khodng 5 - 25%.

Thueng gdp, ADR > 1/100
Tiéu hoa: Budn nén, ndn, chéan an, dau bung, tiéu chay,
¢6 vi kim loai khé chiu.

It gap, 1/1000 < ADR < 1/100
Mau: Giam bach ciu.

Hiém gap, ADR < 1/1000

Méu: Mit bach cdu hat.

Thén kinh trung wong: Con dgng kinh, bénh da diy thin
kinh ngoai vi, nhirc déu.

Da: Phdng rop da, ban da, ngra.

Tiét niéu: Nuéc tiéu sim mau.

Huéng ddn cdch xir trf ADR

Ngirng diéu tri khi bi chéng mat, It 1dn, mét diéu hoa.
Kiém tra cong thirc bach cAu & ngudi bj rdi loan tang
mau hoic diéu tri liéu cao va kéo dai.

Giam liéu & ngudi suy gan ning.

Do c¢6 dgc tinh véi thin kinh va lam giam bach cdu nén
cin chi y khi ding cho ngudi bi bénh & hé thin kinh
trung wong va ngudi c6 tién sir loan tang mau.

Cén bdo truéc cho nguoi bénh vé phan img kiéu
disulfiram néu dung thudc véi rugu.

Cén than trong khi phéi hop véi warfarin.

Ubng metronidazol c¢6 thé bi nhifm ndm Candida &
miéng, 4m dao hodic rudt. Néu ¢6 bdi nhiém, phai ding
céch diéu tri thich hop.

QUA LIEU

Spiramycin

Chura c6 théng tin béo cdo vé liéu gdy ddc clia spiramycin.
Viéc kéo dai doan QT, két qua tir viéc gian doan diéu trj
da dugc quan sat thiy & tré so sinh diéu tri voi lidu cao
spiramycin hodc sau khi tiém tinh mach cho bénh nhén
¢6 nguy co khoang QT kéo dai. Truong hop xdy ra qua
liéu, cin x4c dinh doan QT, dic biét & bénh nhan c6 céc
nguy co khac nhu giam kali huyét, QT kéo dai bdm sinh
str dung céc thudc khéc c6 cing tic dung kéo dai doan QT
va/hoiic gdy xoén dinh. Chwa c6 thudc giai doc dic higu.
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Metroxidazol

Metronidazol uéng mét lidu duy nhét téi 15 g da duoc
béo cdo. Triéu chimg bao gdm budn nén, ndn va mét
diéu hoa. Téc dung doc thin kinh gdm c6 co giat, viém
day than kinh ngoai bién di dugc bdo cdo sau 5 téi 7
ngay dung liéu 6 - 10,4 g céch 2 ngay/lan.

Diéu trj : Khong c6 thuc giai doc dic hiéu. Diéu tr triéu
chimg va diing bién phap hd trg.

PONG GOI

Hop 02 vi x 10 vién.
Hop 03 vi x 10 vién.

BAO QUAN
Noi khé, nhiét 46 khong qua 30°C. Tranh anh sdng

TIEU CHUAN AP DUNG
Tiéu chuén co sd.

HAN DUNG
36 thang ké tir ngay san xut.

TRACH NHIEM TRON VEN

Dé xa tim tay ciia tré em.
DPoc ki hwdng din sik dung truwede khi ding.
Néu cin thém théng tin, xin héi y kién Bic si.
San xuit tai:
CTY CO PHAN DUQC PHAM SAVI (SaWipharm jg ()
L6 Z.01-02-03a khu Cong nghiép trong khi Ché xuit Tan
Thuén, phuémg Tan Thudn Péng, quin 7, TP.HCM
Dién thoai : (84.8) 37700142-143-144
Fax: (84.8) 37700145
Tp. HCM, ngay 4 thang £ nam 201&.
KT TONG GIAM POC
PHO TONG GIAM POC (KH - GN) /&~
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