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70 HUONG DAN SU DUNG

Rx — THUOC-NAY-CHI DUNG THEO DON THUOC
ARCIALLTE

\;:‘;\.:{‘\ s /-,-f _- /

DE XA TAM-TAY TRE EM,
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN:

Thanh phén chinh: Spiramyein 750.000 1U, Metronidazole 125 mg,

Thanh phén ta duge: maize starch, mannitol, microcrystalline cellulose 101, povidone k30, sodium
starch glycolate, magnesium stearate, tale, hypromellose 6eps, polyethylene glycol 400, titanium
dioxide, erythrosine lake, ponceau 4r lake.

DANG BAO CHE: Vién nén bao phim (Vién nén bao phim tron méau héng, hai mt tron).

CHI DINH DIEU TRI:

Chi dinh duge giéi han trong cac bénh nhiém khuén xoang miéng cép tinh, man tinh hodc tai dién:
- Ap-xe riing, viém tay, viém mé dudi da ham dudi, viém quanh thén ring,

- Viém lgi, viém miéng

- Viém nha chu

- Viém tuyén nuéce bot mang tai, vidém tuyén nuée bot duéi ham

Diéu tri du phong:

- Diéutridy phong bién chimg nhiém khuan tai chd sau phau thuat rang-miéng.

- Hiéu qua cta thudc trong dy phong viém ndi tim mac nhiém khuén chua duoe chimg minh.

- Can luu y cac khuyén nghi chinh thic vé viée sir dyng hop 1y thude khang sinh

LIEU LUQONG VA CACH DUNG:

Thoi gian diéu tri c6 thé tir 5 dén 10 ngay

Neioi lon:

4 @én 6 vién mdi ngay (tire 1a 3 dén 4,5 triéu IU spiramycin va 500 dén 750 mg metronidazole),
chia ra 2 hodc 3 l4n ubng trong bita 3n.

Trong céc trudng hep nang, co thé tang lidu 1én 8 vién mdt ngay.

Tré em:

Tir 6 dén 10 tudi: 2 vién mdi ngay (tirc 1a 1,5 triéu 1U spiramycin va 250 mg metronidazole).
Tir 10 dén 15 tudi: 3 vién mdi ngay (tire 14 2,25 trigu IU spiramycin va 375 mg metronidazole).
Ditu tri dy phong bién chirng nhiém Ikhudin tai chd sau phiu thuit riing miéng:

Ngieoi Iom: 4 dén 6 vién mdi ngdy, chia ra 2 hoge 3 1an udng trong bira an.

Tré em: ;

Tt 6 dén 10 tudi: 2 vién mdi ngay (tic 1a 1,5 triéu 1U spiramycin va 250 mg metronidazole).
Tir 10 dén 15 tudi: 3 vién mdi ngay (tire 1a 2,25 trigu IU spiramycin va 375 mg metronidazole).

Cidch dimg: Thude ding qua dudng uong trong biva an.
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CHONG CHI PINH:

- Di (g voi thude nhom imidazole, spiramycin va/hoic bt k¥ ta duge nao.

- Tré em dudi 6 tudi, vi khong thich hop vdi dang bao ché nay.

Thube nay THUONG KHONG BUQC KHUYEN DUNG phéi hgp v6i disulfiram, rugu va céc
thudc chira con.

CANH BAO VA THAN TRONG KHI SU DUNG:

Oud mén 6 da vér cde phdn phu

- Phan g di ting, bao gdm sdc phan v&, cé thé xay ra va c6 khi de doa dén tinh mang. Trong
nhig truong hop nay, nén ngung ding metronidazol va cho didu tri thich hop.

- Céc phan tmg da nghiém trong bao gdm hai chimg Stevens-Johnson, hdi chimg Lyell, hoi chimg
ngoai ban mun mu toan than cap (AGEP) da dugc béo cdo véi spiramycin/metronidazole. Bénh
nhan cin duge thong bao vé cc dau hiéu va tridu chimg va cén theo di chat ché vé da.

- Sy xudt hién cac diu hiéu hoiic tridu chimg cta hdi chimg Stevens-Jonhson, héi chimg Lyell (nhu
phét ban tién trién thuong kém theo bong nude hodie ton thuong niém mac) hode AGEP (hdi chimg
ngoai ban myn mu toan than cdp) thi cin phai ngimg diéu tri va khéng nén dimg thude nao khéc ¢6
chira spiramycin hoiic metronidazole mot minh hay két hop.

H¢ than kinh (rung wong

- Néu ¢6 céc tridu chimg goi ¥ vé bénh néio hoiic hoi chitng nfio xay ra, cAn danh gid lai ngay l4p tirc
céch xir tri cho bénh nhan va ngung diéu tri bang metronidazole.

- Céc truong hgp bénh néo di dugce bao cido voi metronidazole sau tiép thi, Céc truomg hop thay dbi
MRI lién quan dén bénh néo ciing di duge quan sat thdy. Céc tén thuong quan sat duge thuong 1a &
tiéu ndo (dac biét 1a trong nhén ring cua) va trong gdi sau cua thé chai. Hiu hét cic trudong hop
bénh ndio va thay dbéi MRI déu 6 hdi phyc sau khi ngimg diéu tri. Truong hop dic biét giy ra tir
vong da dugc béo céo.

- Cén theo d&i sy xuat hién cla cae ddu hidu goi ¥ bénh niio hodc tinh trang x4u di & nhitng bénh
nhén bi bénh than kinh trung wong.

- Trong trudng hgp viém mang ndo vo trung vige cho tai diu tri biing metronidazole khang duoc
khuyén c4o hoiic can duge danh gia lai nguy co va lgi ich trong trrong hop nhiém khuén niing.

H¢ than kinh ngogi vi

Cén theo d&i sy xudt hién cia cac ddu hiu goi y cac bénh Iy than kinh ngoai vi, dic biét trong
trudng hop didu tri kéo dai bd sung trén 10 ngay hoiic & cac bénh nhan c6 cac tinh trang than kinh
ngoai vi nang, man tinh hodc tién trién.

Roi loan tam than
- Céc phan g tdm than véi hanh vi nguy hiém c6 thé xay ra cho bénh nhan ngay sau khi bét dau
~ A

dieu tri, dac biét trong trudng hgp cbd tién st tam thin. Can ngung diéu ki bang metronidazole,
théng bao bac si va thyce hig¢n ngay ldp thc cac bién phap diéu tr can thict.

Huyét hoc

-Trong truong hop ¢d tién st rdi loan huyé‘r hoc, khi diu tri bﬁng lidu cao v&/ hoiic diéu tri kéo dai,
cn thuc hién xét nghiém mau thudmg xuyén, dic biét 12 kiém $o4t cong thirc bach cau.

- Trong truémg hop giam bach cu, vide mudn tiép tuc didu tri phu thude vao mic d¢ nghiém trong
ctia nhidm tring.
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Kéo dai khoang OT

- Céce trudng hop kéo dai QT da duge bdo cdo & cic bénh nhin ding thude khang sinh marolid, bao
pdm spiramycin.

- Théin trong khi dwoe didu tri bing spiramycin & cdc bénh nhin da biét ¢é cic yéu t6 nguy co vé
kéo dai QT nhu:

+Mat edn bing dién giai chua duoe didu chinh (nhwr ha kali mau, ha magnesi mdu),

+ Hoi chimg kéo dai QT bam sinh,

+ Céc bénh vé tim (nhu suy tim, nhdi méu co tim, nhip tim chim).

+ Diing két hop véi cée thude duge bidt 1 gay kéo dai khoang QT (nbu cac thude chong loan nhip
nhém IA va III, thude chong trdm cam 3 vong, mot s& thude Khang sinh, mot s6 thude chéng rdi
loan thén kinh),

+ Nhitng ngudi gia, tré so sinh va phy nir ¢o thé nhay e¢am hon véi s kéo dai khoang QT.

Thi¢u enzym G6PD

- Cée trudmg hop tan huyét cdp di dugce bdo cdo khi ding spiramycin dudng udng hodc tiém & céc
dbi tuong thiéu enzym G6PD. Do d6, khong nén cho ding thudc nay va phai ding phuong phép
diéu tri thay thé khac néu co.

Trong trudmg hop khang c6 sy thay thé, phai xem xét quyét dinh cho timg bénh nhan vé nguy co
tan huyét v tiém nang lgi ich diéu tri. Néu viée dung thudc that sy la can thiét thi cén phai ¢d bién
phéap phat hién su tdn huyét.

Tieong tdc thude
Khang nén str dung dong thoi metronidazol véi rugu, busulfan va disulfiram.

Réi logn gan:

D3 cd béo cdo vé cac truong hop nhidém doc gan niing/suy gan cdp, bao gbm céc truong hop i
vong khai phat rét nhanh sau khi bit ddu diéu trj bing thudc metronidazole ding toan thén cho cae
bénh nhan c6 héi chimg Cockayne. Do d6 chi nén ding metronidazole cho nhiing d6i twong nay
sau khi danh gi4 toan dién vé lgi ich va nguy co va khi khéng ¢6 phuong phap diéu trf thay thé
khac. Can thyc hién xét nghiém chite nang gan ngay trude, trong va sau khi hoan tat diéu trj, cho
dén khi chire nding gan nfim trong gidi han binh thudmg, hogic cho dén khi céc tri s6 trd vé ban dau.
Néu céc xét nghiém vé chirc ning gan ting cao 16 rét trong qua trinh didu tri thi phai ngung diing
thube.

Cén hudng dan cac bénh nhan c6 hdi chimg Cockayne phai bdo cdo ngay véi béc si vé bét ky tridu
chimg nao cd tidm nang tdn thuong gan va ngimg dung metronidazole

Thay doi xét nghiém can ldm sang
Metronidazol ¢6 thé lam bat dong céc vi khuan Treponema tao nén phan ing duong tinh gia cia xét
nghi¢m Nelson.

Canh bdo vé 1 dirge

San phan co sir dyng ta duge Ponceau 4R lake nén Co thé géy cac phan img di ting

Thube niy c6 chira dudi 1 mmol (23 mg) natri trong méi don vi phan lidu, v& co ban duoc xem nhur
‘khong chira natri’,

o
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TRUONG HOP CO THAI VA CHO CON BU

Phu nir ¢6 thai:
Cé thé xem xét sir dung thude nay cho phu nir mang thai néu can thiét bat k& thai han thai ky.

Metronidazol

Trong cac nghién ciru 1dm sang, viéc phan tich mot s0 16n cac truong hop mang thai tiép xic véi
thude dudmg nhu khdng thiy cé tdc dung gy di tit hode doc tinh ndo ctia metronidazole, Tuy nhién
céc nghién ciru ndy chua thé loai trlr cde nguy co. Cac nghién ciru tén dong vit cho thiy
metronidazole khong c6 bét ky tdc dung giy quai thai no.

Spiramycin y
C6 thé xem x€ét ding spiramycin trong khi mang thai néu can thiét. That viy, cho den nay vige su Il

dung rong rdi spiramycin trong khi mang thai khéng thiy cé téc dung gay di tat hodc ddc hai thai
nhi. ]

Phu nir cho con b
Do metronidazole va spiramycin bai tiét qua stta me. nén tranh dang thuoe nay trong thoi ky cho
con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thude ¢6 tiém niing gdy cic tac dung phu chong miit, 1a 14n, do gidc, co gidt hodc rbi loan thi gidc.
Cén khuyén bénh nhan khong nén lai xe hodc vin hanh may moc néu nhur bi céc vén dé nay.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC:

Lién quan spiramycin

Than trong khi két hop

+ Cac thubc gdy xofin dinh: Thubc chéng loan nhip nhom la (quinidine, hydroquinidine,
disopyramide), thubc chéng loan nhip nhém Il (amiodarone, sotalol, dofetilide, ibutilide),
sultopride (thuéc an thin benzamide), cac chat khéc c6 thé gay xo#in dinh (céc chit chira arsenic,

bepridil, cisapride, diphémanil), dolasctron 1V, erythromycin IV, levofloxacin, mizolastine,
moxifloxacin, prucalopride, toremifene, vincamine IV) lam tang nguy co rdi loan nhip that bao gdm
xoin dinh

+ Levodopa: Khi két hop v&i carbidopa giy (i ché su hép thu carbidopa lam giam nong do
levodopa trong huyét twong. Can theo doi trén lam sang va diéu chinh liéu ding levodopa.

Lién quan metronidazol

Hiéu ttne antabuse

Céc loai thude giy hiéu tmg antabuse voi rugu 1a vAt nhiéu va khéng nén ding két hop véi ruou.

Khang nén két hop

Rugu (ubng hodc trong ta dugc)

Hiéu ng antabuse (néng, do, ndn, nhip tim nhanh). Cén tranh ding céc thic ubng ¢6 chira con va
cac loai thuéc ¢6 chita cdn. C6 tinh dén viée thai trir hoan toan thube bing cach tham khao thoi gian

ban thai trude khi udng thire uéng ¢ con hodc thude co chira con



https://trungtamthuoc.com/

Busulfan

Khi diing busulfan lidu cao: metronidazole lam ting gdp doi ndng do busulfan.

Disulfiram

Nguy co bi céic con rdi loan tim thiin cz“ip hodic nhdm 1n, ¢6 thé hdi phuc khi ngung ding két hop.

Khéng nén sir dung déng thdi metronidazol véi busulfan va disulfiram. Bénh nhén nén duge
~ a - A [ | . . ) £ .y .
khuyén khéng nén udng rugu trong khi diéu trj metronidazole va it nhat 48 git sau do

Thén trong khi ding két hop
Cac thube ehng co gifit giy cam kng enzym gan
Céc chit gay cam (g enzym gan lam giam ndng do trong huyét tuong ciia metronidazole do lam

tang chuyén hoa & gan.
Cian theo doi ldm sang va diéu chinh liéu metronidazole thich hgp trong khi diéu tri vdi va sau khi
ngung cac thude gay cam Ung enzym gan,

Rifampicin

Rifampicin lam giam ndng do metronidazole trong huyét twong do lam ting chuyén héa & gan.

Céin theo doi 1am sang va dicu chinh lidu metronidazole thich hop trong khi diéu tri véi va sau khi
ngung cac thudc gay cam Gng enzym gan.

Lithium
Lam ting nong do lithium trong mau co thé dat dén licu doc véi cace dau hid¢u qua ligu lithium
Cén theo ddi nong dd lithium trong mau va diéu chinh liéu lugng lithium thich hop.

Cin xem xét khi két hop
Fluoro-uracil (va ngoai suy vai, tegafur va capecitabine)
Lam tang doc tinh cua fluorouracil do lam giam do thanh thai cua thuoc.

Vin d& dic biét v& mét can biang INR

Nhiéu trudmg hop tang hoat tinh thude chéng dong duong ubng da duoc béo céo & nhimg bénh
nhan ding thubc khang sinh. Trong bdi canh nhiém khuan hodc viém déng ké, tudi tac va tong
trang ctia bénh nhéin dudmg nhur 14 yéu t6 nguy co. Trong nhiing truong hep nay, khi xay ra mét cén
bfmg INR c6 vé kho phan biét duge 14 do bénh ly truyén nhiém hay do cach diéu tri. Tuy nhién, mdt
s& nhém thube khang sinh 6 lién quan nhiéu hon, bao gdm cic khang sinh fluoroquinolone, cée
macrolide, céc cycline, cotrimoxazole va mot s0 cephalosporine.

Anh hwéng xét nghiém ciin lim sang
Metronidazol c6 thé lam bat dong cac vi khuan Treponema va cho két qua dwong tinh gia vdi xét
nghié¢m Nelson.

Twong ky cua thude:
Do khéng ¢6 céc nghién ciru vé tinh tuong ky cuta thude, khong trdn 14n thude ndy voi céce thudce
khac.
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TAC DUNG KHONG MONG MUON:

Céc tac dung phy sip xép theo phén loai va tin sudt duge liét ké trong bang sau:

Thwing gip | It gap Hiém oi
Phiin  loai A =t ; I EIP | it hiém gap " a
Vi 1 (= 1/100 - (= 1/1000 — (= 1/10000 - Tan sufit chua ro
roi loan o (< 1/10000)
<1/10) < 1/100) < 1/1000)
Do spiramyecin
Giam bach ciu,
Méu va hé giam bach ciu
bach huyét trung tinh, thiéu
mau tan huyét
- it thue - )
Hé than l:t di m:,::lgl Roéi loan i
kinh e gidc tam thoi

thoang qua

Tim mach

Kéo dai khoang
QT, loan nhip
thét, nhip nhanh
thét, xo#n dinh co

Mdau va h¢
bach huyét

hat, giam bach
cau trung tinh,
giam tiéu cau,

thé dua dén
ngung tim
Dau bung,
Y = budn non " .
Duong tiéu| k Viém dai trang
N non, dau da i
hoa , e gia mac
day, tiéu
chay.
Bat thuong xét | U maét, viém gan
Gan — mit nghiém chirc | hdn hop, déi khi
ndng gan tiéu té bao gan.
N&i may day,
ngira ngay, pha
mach, soc phén
Da va md vé, hdi chimg
= Phat ban.
dudi da steven - Johson,
héi ching Lyell,
Hoi chimg ngoal
ban mun mu cap.
Do metronidazole
Méat bach cau

Giam bach cédu
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| Thwong gip Tt gap Hiém gap ol
Phiin loai Rat hiém gip o 3
; (= 17100 - (= 1/1000 - | (= 1/10000 - Tén suit chua rd
r6i loan (< 1/10000)
< 1/10) < 1/100) <1/1000)
giam toan  thé
huyét cu
H¢  mién Phén  (mg Phit mach, ndi
dich. phan vé may day, st.
Chuyén hoa
vi dinh Chén an
dudng.
R&i  loan tam

Tam than

than, la lan va
ao giac,

Trang thai tram
cam.

Bénh ndo (I
l&n, sot, dau dau,
ao giac, té liét,
nhay cam énh
sang, rdi loan thi
giac va chuyén
dong, climg cd)

Bénh thin kinh
cam gidc ngoai
bién hodic co gidt
kiéu dong: kinh
thoang qua Trong

= 3 va hf)l Chfm i z =
Hé than A L ’:g hau hét cac
Kint tiéu ndo ban cap sl h
nh £ on rron :
(nhu that diéu, | g " s
| o déu co6 hoi phuc
oan ngdn, su : %
P ONEOM SW i ngung thube
thodi dang di, . - %
o _ | hodc giam licu.
rung giat nhén e E i
x = ., | Viém mang ndo
cau va run) co | 2
¥ » | vO khuan.
hoi phuc. Budn
ngu, choang
vang, co giét.
Réi loan thi gide | . A .
S g, Bénh than kinh
% nhu nhin do6i, ; o o
Mat thi gide/ viém

can thi thoang
qua.

thén kinh.

Tai va mé
dao

Suy giam thinh
lye/  diée  (bao
gbm thin kinh
cam giac), u tai.

Puong tiéu
hoéa

Rdi loan vi gidc,

viém niém mac
miéng, ludi trang,

buon nodn, ndn,

£

- = -
——

el
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Phiin
roi loan

loai

Thuong gap
(= 1/100 -
<1/10)

it giip
1/1000 -
< 1/100)

Hiém gip
(= 1/10000 -
< 1/1000)

Rit hiém giip
(< 1/710000)

Tin suiit chwa ro

roi loan ti€u hoa
nhu dau thuong
vi va tiéu chay.

Gan — mat

Tang enzym gan

(AST, ALT,
phosphatase
kiém), @ mat

hodic viém gan
hén hop va tbn
thuong t& bao
gan, vang da va
viém tuy cé hbi

phuc. Béi  khi
suy gan phai
ghép gan.

Viém gan r mat,
hén hop hoic
hiém khi tiéu té
bao gan.

Da vd md

Phat ban, mun
gidp, nglra ngdy,

Héng ban da
dang, hoi ching
steven - Johson,

S en noéng birng hoi chimg hoai tir
da nhiém doc.
Co — xuong Dau co, dau
khép khop
Than va tidt Sam mau nudc
an va tic .2 £
,n'l L ticu (do chat
nigu 4z
: chuyén hoa).

B#o cdo phan ting ¢6 hai (ADR): Thong bdo ngay cho béac sy hodc duge si khi gdp cac tdc dung
khong mong mubn nhur trén khi sir dung thude hodic bdo cdo céc phan (mg co hai cia thude vé
Trung tAm Thong tin thude va Theo ddi phén tmg co hai cta thudée (ADR) Quéc Gia".

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAT KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRIi
Khéng co thube giai déc dac hiéu ddi véi spiramycin hofc metronidazole.

Neéu xay ra qua liéu, nén digu tri tri€u ching.

R6i loan lién quan véi spiramyein:
Liéu doc cia spiramycin chua duoce biet.
Cé thé ¢o cée dau hiéu & dudmg tiéu hoa sau khi diing liéu cao, nhuw buon ndn, 6i mira, tiéu chay.
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Céc truong hop kéo dai khoang QT, ¢6 thé giam di khi ngung diéu tri, da dugc nhan lhéy trén e so
sinh duae diéu tri v6i lidu cao spiramycin va sau khi tiém tinh mach spiramycin trén céc dbi tuong
¢6 nguy co kéo dai khoang QT. Do d6, néu xay ra qua liéu spiramycin, nén ding dién tam dé dé do
khoang QT, dac biét la khi c6 sy hién dién ctia céc yéu td nguy co khée (ha kali mau, kéo dai
khoang QT bém sinh, phdi hap véi thude 1am kéo dai khoang QT va/hoiic gy xoan dinh).

Rbi loan lién quan véi metronidazole:

Cée trudng hop ding lidu duy nhét 1én dén 12 g da dioce béo cdo trong cdc trudmg hop ¢b ¥ ty 1 va
v0 y qué lidu. Triéu chimg chi 12 6i mua, thit didu va mét dinh huéng nhe.

PAC TINH DUQC LUC HQC:

Ma ATC: JO1F A04. Nhém thude: Thude khang sinh két hgp spivamycin va metronidazole.

Day 1a thudc phdi hop giita spiramycin, mot khéng sinh thude nhém macrolide, va metronidazole,
mot khang sinh thuc nhom nitro-5-imidazole danh riéng cho nhiém khuén ring-miéng.

Phé hoat tinh khing khuin

Spiramyein: Spiramycin la khang sinh nhom macrolid, co phé khéng khuin twong tir phé khéng
khudn clia erythromycin, mac dau in vitro tac dyng kém hon erythromyein trén mot so ching vi
khuén nhay cam. Spiramycin ¢6 tac dung chéng lai Toxoplasma gondii. Thube ¢6 tac dung kim
khudn trén vi khuin dang phén chia té bao. Co ché tc dyung cua thude 1a tac dyng trén cac tiéu don
vi 50 S ctia ribosom vi khudn va ngin ngira vi khudn téng hop protein. O céc nong dj trong huyét
thanh, thudc ¢ tac dung chi yéu kim khuén, nhung khi dat nong d cao, thudc co thé diét khuin
chédm d6i véi vi khuéin nhay cam nhiéu.

0 nhing noi ¢6 mite khang khudn rét thiip, Spiramyein ¢6 tac dung khéng ce ching Gram duong,
cdc chang Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan lén ching
Gonococcus, 75% ching Streptococcus va Enterococcus. Cac ching Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, m{t sd chiang Mycoplasma va Toxoplasma ciing nhay
cam vé&i Spiramycin. Tuy nhién tic dung ban ddu ndy di bi suy giam do st dung lan tran
erythromycin. Spiramycin khong c6 tic dung véi cdc vi khudn dudmg rugt Gram am. Ciing dé cé
théng béo vé sir @ khang cia vi khudn déi voi Spiramyein, trong d6 ¢6 ca sy d¢ khéng chéo giita
spiramycin, erythromycin va oleandomycin. Tuy nhién cic chiing vi khuén khéng erythromycin doi
lte vén con nhay cam véi spiramyein.

Metronidazol: Metronidazol 13 mét khang sinh ho 5- nitro-imidazol ngoai tac dung trén cac
nguyén sinh déng vét con tic dung trén cdc vi khudn thudng gdy bénh ving ring miéng nhu:
Clostridium, C. perfringens, bifidobacterium bifidum, Eubacterium, Bacteroides firagilis,
melaninogenicus, Prnewmosintes, Fusobacterium, Veillonella, peptostreptococcus, Peptococcus. Dé
khang bai cac truc khuén ky khi khong bit bude va true khuan hiéu khi.

Khi phoi hop 2 chét thay c6 sy hiép luc e ché mdt s6 vi khuan nhw Bacferoides fragilis rat dang
ké.

PAC TINH DUQC DONG HQC:

Spiramycin:

Hap thu

Spitamycin duge hép thu nhanh chéng, nhung khéng hoan toan. Thude khong bi anh hudng boi
thitc an.




https://trungtamthuoc.com/

Phin bo

Sau khi ubng liéu spiramycin 6 triéu IU, ndng d¢ dinh trong huyét trong 12 3.3 pg/ml. Thoi gian
ban thai khoédng 8 gio.

Spiramycin khéng di qua dich ndo tity. Thude di vao sita me. Gin két protein huyét tuong thip
(10%). Thude khuéch tén rat tt qua nude bot va cdc md (phdi: 20 - 60 pg/g, amidan: 20 - 80 pg/g,
cdc xoang bi nhidm: 75 - 110 pg/g, xuong: 5 - 100 pg /p). Thude van con ndm trong ty, gan va thin
tr § dén 7 pg/g sau khi ngung didu tri 10 ngay

Céc khang sinh Macrolide tham nhdp va tich tu trong céc thue bao (bach cdu da nhan trung tinh,
bach ciu don nhén, dai thue bao mang bung va phé nang). Nong do thude trong thye bao 12 cao &
ngudi. Nhitng tinh chét ndy giai thich dwoc te dung ctia cac macrolid dbi véi cée vi khudn ndi bao. -
Chuyén héa

Spiramycin duge chuyén héa & gan, tao thanh cdc chit chuyén hoa chua rd vé mit héa hoe nhung
¢6 hoat tinh.

Dao thaii

Thude duge thai trir qua nude tiéu khoang 10% lidu uéng. Thai trir qua mét rat nhidu nong do cao
hon néng do trong huyél thanh tir 15 dén 40 ldn. Thudc hién digén voi sb lwgng nhiéu trong phén.

Metronidazole

H?'lg thu:

Metronidazole dugce hip thu nhanh chéng sau khi udng, it nhat khoang 80% trong 1 git. Nong do
dinh trong huyét tuong sau khi uéng tuong tw nhu khi tiém tinh mach véi liéu tuong duong.

Sinh kha dung duong udng 1a 100% va khong thay ddi dang ké khi udng ciing ltc véi thire an.
Phén bo

Khoang 1 gitr sau dung liéu duy nhét 500 mg, nf)ng d¢ dinh trong hu}fét thanh dat duoc, trung binh
12 10 pg/ml. Sau 3 gid, ndng do trong huyét thanh trung binh 13 13,5 pg/ml. Thoi gian bén thai tir 8
- 10 gio, gﬁn két protein mau it: dudi 20%

Thé tich phén bd rong rai khoang 40 lit (tirc 1a 0,65 lit/kg).

Thudce khuéch tan nhanh va nhiéu trong: phoi, thin, gan, da, mit, dich ndo tiy, nudc bot, tinh dich,
dich tiét 4m dao voi nong do gan bing ndng dd trong huyét thanh. Metronidazole di qua nhau thai
va di vao sira me.

Chuyén héa

Thude duge chuyén héa chi yéu & gan bang su oxy héa, thanh hai hop chét chinh:

- Chét chuyén hoa hydroxy 12 chit chuyén héa chinh, c6 hoat tinh diét khudn trén vi khuédn ky khi
khoang 30 % ctia metronidazole, va thoi gian ban thai khodng 11 gio.

- Chét chuyén héa acid, vai sb lugng nho va ¢b hoat tinh diét khudn khoang 5% ctia metronidazol.
Thai triv

Thude duoce bai tiét véi ndng dé cao qua gan va mat. bai tiét qua rudt va phan it. Bai tiét nhiéu qua
nude tiéu & dang nguyén ven va cac chét chuyén héa oxy hoa uée khoang 35 dén 65% liéu ding.

Khuyéch tin vao cdc md viing riing miéng:

Hai hoat chat spiramycin va metronidazole ctia thude nay tap trung nhidu trong mrée bot, md nuéu
va xuong 6 ring. :

Hai gier sau khi udng 2 vién thude két hop nay, ndng dé spiramycin va metronidazole do duge &
huyét thanh ngudi va cac mai trudmg b két qua duge biéu thi bing pg/ ml hode pg/g nhu sau:
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Néng ab Huyét thanh Nuoe bot Nuwdu Xuong 6 ring
Spiramycin 0,68 +0,22 1,54 £ 0,41 26,63 + 9,65 113,9+ 41,16
Metronidazole 35,03+ 12,35 1532+3,16 7.43 + 6,34 575272

QUI CACH PONG GOI:
Hop 3 vix 10 vién; Hop 10 vi x 10 vién;

Hop 1 chai HPDE x 100 vién.

BAO QUAN: Nhigt do khong qua 30°C, tranh am.

HAN DUNG: 36 thang ké tir ngay san xudt.

TILU CHUAN: Tiéu chufn co sé

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.
Dia chi: SH 18, Pudng L& Thi Soc, Ap 2A, Xa TAn Thanh Tay, Huyén Cu Chi, Thanh phd
HG6 Chi Minh, Viét Nam.




