“ZidocinDHG

Spiramycin - Metronidazol

D& xa tdm tay tré em
Doc ky hudng din si dung trude khi ding.
Thuc nay chi ding theo dan thubc

THANH PHAN CONG THUC THUGC
Thanh phdn hoat chét
Spiramycin................c....... 750.000 U
Metronidazol ....... 125mg
Thanh phén ta dugc

Tinh b0t sdn, microcrystalline celluiose M101, talc, magnesi stearat, sodium starch glycolat, ludipress, natri
laurytsulfat, povidon K30, polyvinyl alcohol, hypromeliose 2910 (6cp), hypromeliose 2910 (15¢p), kollidon VA 64, titan
dioxyd, mu eurolake ponceau
DANG BAD CHE: Vién nén bao phim
Mnlli sin ph&m: Vién nén bao phim tron, mau héng, hai mat tran, canh va thanh vién lanh ln
CHIDINH
ZidocinDHG dwsc chi dinh trong diéu tri cdc nhifm khudn ring ming & nguisi 16n va tré em nhu 4p-xe ring, sau khi
ddnh gid nguy ca - Igi fch sy ket hop spiramycin - metronidazol v khong thé didu trj bAng khang sinh khdc (xem Cdch
ddng, libu dong; Cnh bdo va thin trong khi dong thude: Bdc tinh duge I/ hoc)
Neén xem xét cao chi din chinh thiic da c6 vé sit dung thich hgp cdc khéng sinh
CACH DUNG, LIEU DUNG
CACH DUNG
Dung duding udng.
Nudt nguyén vién thulc voi lugng nudc vira di
Ung trong bila in
LIEU DUNG
Ngudildn
» Ngy 4 - 6 vign (tic 1: 3 - 4,5 trigu IU cia spiramycin va 500 - 750 mg metronidazol), chia ra 2 hodc 3 1on
« Trudng hop niing, c6 thé ting liéu d€n 8 vien/ ngdy
Tré em
© 610 1wdi: 2 vien ml ngay (tdc 14 1,5 trigu U cia spiramycin va 250 mg metronidazol)
« 10 - 15 tufi; 3 vien mBi ngdy (tdc 14 2,25 trigu IU clia spiramycin va 375 mg idazol).
Hodc theo chi ddn clia Thdy thusic
CHONG CHi BINH
» Qud mdn cam voi spiramycin va/ hodc metronidazol v/ ho2c voi bdt ky loai khéng sinh ndo khdc trong nhom
imidazol hogc vl bat ky t4 dugc nda dugc ligt ke trong thanh phdn cong thirc thulic.
« Tré em dudi 6 tudl, do dang bao ché khong thich hop
CANH BAO VA THAN TRONG KHI DUNG THUGC
Pham vi sif dung:
Vi don tri ligu bAng khang sinh vAn s& phi hgp d€ diéu tri hdu hét céc tniing hgp nhiém khudn rang migng, nén can
nhdc k6t hgp spiramycin-metronidazol hay sif dung riéng biét ting khdng sinh. Khuyén cdo sif dyng khang sinh ciing
Vai vigc xem xét Igi fch - nguy co trang diéu trj ddu tay nhiBm khudn rang miéng.
Qué mén trén da va phan phy cia da
@ Phdn (ing dj (ing, bao gém sBc phin ve, o6 thé xdy ra,sa de doa tinh mang (xem Tdc dung khdng mong mudn cia
thud). Trong nhiing trubng hop nay, nén ngung ding metronidazol va diéu trj thich hgp.
® DA ¢ bdo cdo vé cac trudng hgp phan (mg da nghiém trong bao gbm hdi chimg Stevens-Johnson, hi chimg Lyell,
hii chitng ngoai ban mun mi toan thin cdp tinh (AGEP) khi sif dyng spiramycin-metronidazol.
B&nh nh&n c4n dugc thang bdo vé cac ddu hibu, trifu ching vA theo ddi da chit che.
« Sy xulit hign cla cac ddu hidu hodo triu ching clia hoi ching Stevens-Johnson, hdi ching Lyell (vi dy phét ban tién
trién thuing di kém vai bong bong hodc tn thudng niém mac) hodc AGEP (ngoai ban myn mi toan than cdp tinh)
(xem Tdc dyng khéng mong mudn cda thudc) ngung diéu tri vA chéing chi dinh sir dung thém spiramycin hoac
metronidazol dan trj hodc phdi hap.
Hé thén kinh trung vong
 Néu cic déu higu bénh ndo hodc hdi ching tiéu ndo xudt hién, cin Iap tic danh gid nguy oo Igi ich va can nhic
ngung difu tej bing metronidazol.
« D3 ghi nhan céc trubing hgp bénh ndo khi diing metronidazol trong qué trinh gidm s4t sau tiép thj. Cling d3 co bio
cdo vé nhiing thay di trong MRI lién quan dén bénh nao (xem Tdc dung khdng mong mudn cia thudc). Cac t6n
thuong quan s&t duge thudng xuyén nhdt ndm trong tidy ndo (dAc bidt 1A trong nhan rang) va trong 18i thé chal. Hiu
hét céc truding hp bénh néio va thay d8i MRI d8u o6 thé phyc hél khi ngung diéu tr|. Cdc truding hop gdy tr vong cling
da due bdo cdo.
 Theo dbi c4c d4u higu bénh ndo hodc tiEn trifn x4u & banh nhadn méc bénh th&n kinh trung uong
« Trong trudng hgp viem mang ndo v tring, viec tip tuc sir dung metronidazol khdng dugc khuyn cdo hode phéi
dugc dnh gid vé nguy calgi ich trong trudng hop nhiBm khudn nang.
Hé thén kinh ngoa| bién
o Theo o8I sy xusit hign clia céc du hiéu bénh thén kinh ngoai bién, dao bigt trong trubing hop diu tri kéo dai hodc o
nhilng bénh nhan b réi loan thdn kinh ngoai bién nang, man tinh hoac tign trién.
Rai loan tdm thin
« Nguy coxdy ra (61 loan tam thdn cho b&nh nhidn ngay khi [4n ddu tién diéu 1ri, dac biét 13 trong truing hop c6 tién sif
bénh tam than (xem Tdc dung khdng mong mubn cua thuéc). Nén ngung si dyng metronidazol, thdng bdo ngay cho
bac sTva cd bidn phap dibu trj thich hgp
Rl logn méu
» NEu bgn co tién s r6l logn mau, dibu trj 11€u cao va/ hodc diéu trj kéo dai, nén thyc hién xét nghiém mau thuing
xuybn, dac bift Ia kiém sodt cong thic bach céu.
» Trong truong hop gidm bach cdu, viéc ti6p tuc difu tr) phy thude vao moe do nghidm trong clia nhi#m khun,
Kéo dai khodng QT
« DA c6 bdo cdo vé vigc kéo dai khodng QT & benh nhan diing macrolid, bao gbm spiramycin,
« Phai than trong khi sir dung spiramycin & nhing bénh nhan co nguy co kéo dai khodng QT nhu.
o Mt can bing dién gidi khong hbu chinh dugc (vidy, hg kall mau, ha magnesi méu),
o HOl chiing khodng OT kéo dal bm sinh,
o B8nh tim (vi dy suy tim, nh6i mau cotim, cham nhjp tim),
o Diu trj dBng thisi vai cAc thudc Iam kéo daj khodng QT (vi du, thuSc chdng loan nhip nhom la va I1l, thudc chdng
trém c4m ba vong, mOt s8 thudc khéng sinn, thudc chdng loan thin),
o Ngubi cao twdi, 1ré sa sinh va phu nil ¢ thé nhay cim hon voi vide kéo dai khoang QT
o (xem Cdch duing, lifu ding; Tuang tdc, tuang ky cia thudc; Téc dung khong mong mudn cda thudc; Qud Iéu
va cdch xd tri)
Vén af vé gan )
« D4 c6 ghi nhan ddc tinh 1rdn gan ndng/ suy gan clp, bao gbm 1l vong & m1 s ca xudt hign ngay sau khi s dung
cdc sn phdm cha metronidazol ding todn thn trén c4c bénh nhin c6 hbi chiing Cockayne. VoI cdc d6i tugng nay,
chi sif dyng metronidazol khi can nhdc kF Il ich nguy cg va khong o6 1va chon thay the nao khc. Cdn kifm tra chic
ndng gan trudc khi bt du diu ri, trong sut qua trinh gidu trj va sau khi két thiic difu tr|, cho e khi chic nang gan
& gi6i han binh thudng. NEu cAc xét nghiém chic nang gan trd nén tang dang A trong qud trinh diu trf, nén ngung
thudc

o C4n khuyén cdo bénh nhan mAc hoi chimg Cockayne bdo ngay cho bic sTva ngung sif dung metronidazol néu o6
bt ky trigu ching t6n thuang gan

Thi#u men G6PD )

» 0 banh nhan thi6u hyt enzym GBPD. da c6 bo cdo céc truang hop tan mdu cdp tinh s dyng spiramycin dubing
uBing hodc tidm. Do dd, k& dan nén logi bé va khuyén khich s dung diéutri thay thE

Trong trubing hgp khong c6 gial php thay thé, tly vao timg bénh nhan, can nhéc ky gida nguy cd tan mau va igi ich
diéu tri. NEuviéc ké don thuc ndy 14 c4n thigt, cdn kifm tra sy xudt hign cia tan huyét cb thé xdy ra

Tuong tc thube )

« Khng nén sir dung 88ng thisi metronidazol va rugu (xem Tuoing tc, tong ky cia :h‘uac)

o Khong nén sif dung d8ng thdi metronidazol v& busultan (xem Tuding fdc. tuong ky cia thudc)

« Khong nén sif dyng d8ng thoi metronidazol va disulfiram (xem 7dng tdc, tuong ky cda thudc)

Xétnghiém cdn lam sang

« Metronidazol c6 thé 1am bt ddng treponema va dn déin duong tinh gid trong xét nghiém Nelson

Ta duge

Thudc ndy chisa it hon 1 mmol natri (23 mg) mi vién, co ngnifa 1a “khOng c6 natri”

Mau eurolake ponceau cé thé gdy phdn Ung di dng.

S DYNG THUGC CHO PHY NO €O THAI VA CHO CON BU

Thoi ky mang thai

NEu cin c6 thé xem xé1 sif dyng thubc ndy trong thal ky, bat ludn & gial doan nao

Metronidazol

V& mit 1am sAng, phan tich mdt s 10n cac trudng hgp thai nghén phai nhim cho thdy khong co tac dung sinh qudi
thal hoac d0c cho thai d3c hibu ndo do metronidazol. Tuy nhién, chi cdc nghién citu dich 18 hoc mbi c6 thé xac minh 13
khong cb nguy co

C4c nghién citu trén ddng vat khong cho thily bing ching cla tac dyng sinh qudi thai vl metronidazol

Spiramycin

Viéc sit dyng spiramycin co thé dugc xem xét trong khi mang thai néu c4n thiét. That vay, viéc sir dung rong rdi
spiramyecin trong thai ky cho dén nay vin chua cho théy tic dyng gay dj 1t hoc dnh huing 0&n thai nhi

Thoi ky cho con bi

Vi metronidazol va spiramycin dugc bai tiét qua sia me, khong nén ding thubc nay trong thdi ky cho con bl

ANH HUGNG CUA THUGT LEN KHA NANG LAI XE, VAN HANH MAY MOC

Nen canh bio bénh nhan vé nguy cd chong mat, I ln, o gidc, co gidt hodc rdi loan thi gidc va khuyén khong nén 1)
xe hodc vn hanh may mc ndu xay ra cdc triu chimg nay

TUONG TAC, TUONG KY CUA THUBC

LIEN QUAN DEN SPIRAMYCIN

Than trong khi phol hap

+ Thudc gdy xodn dinh: thudc chéng loan nhip nham la (quinidin, hydroguinidin, disopyramid), thufc ching
logn nhjp nh6m Il (amiodaron, sotalol, dofetilid, ibutilid), sulloprid (neuroleptic benzamid), cac thubic chiing
logn nhip khéc (arsenious, bepridil, cisaprid, diphemanil, dolasetron IV, erythromycin IV, levofloxacin,
mizolastin, moxifloxacin, prucaloprid, toremifen, vincamin IV)

Tang nguy ca rdi loan nhip that, ddc biét 14 xodn dinh.

+Levodopa

K&t hop vési carbidopa: Uc ché su hdp thu carbidopa lam gidm néng d0 levodopa trong huyét tuang

Theo ddi ldm sang va digu chinh liéu levodopa.

LIEN QUAN DEN METRONIDAZOL

Phén (ing antabuse

Co nhiéu logi thufc gdy ra phin (ng antabuse voi rugu, va khuy&n cdo khong nén két hop voi rugu

Cac phGi hop khong nén ding
+Rugu (thic ubing hodc 14 duye)

Téc dyng iBng disulfiram (n6ng, db, ndn mifa, tim ddp nhanh). Tranh ding cac thic uling va thulic cb chisa cn
Loal bd hodn 102n cc loai thulc bAng cach tham khéo thdi gian ban hity trufic khi sif dyng d8 uling c6 cbn hogc thulc
6 ch(fa cdn
+ Busulfan
V6i busulfan liéu cao: Metronidazol c6 thé lam tang g&p doi néng d0 busulfan.

+ Disulliram

Nguy ca xudt hign cac dgt ri loan tim than cap tinh hodc trang théi I 1&n, c6 thé hdi phyc khi ngung didutr|
Than trong khi phi hgp
+ Thufc chéing co gi4t cdm ing enzym
Gidm ndng 80 metronidazol trong huyét tuong do tng chuyén héa chat cim dng & gan
C4n theo ddi lam sang va diéu chinh liéu metronidazol trong khi didu tr vdi ch&t cim ding va sau khi ngung thudic
+Rifampicin
Lam gidm néng 40 metronidazol trong huy&t tuong do tang chuyéin héa & gan
Cin theo doi 1am sang va diéu chinh lidu metronidazol trong khi diu trj bAng rifampicin va sau khi ngung thuic
+Lithium
Lam tang néng d0 lithium trong mau c6 thé dn d&n ngd doc lithium
Cén theo ddi néng d lithium va diu chinh liéu lithium phis hgp.

4+ Fluorouracil (va phuong phdp ngo3i suy, tegalar va capecitabin)
Tang doc tinh fluorouracil do giam thanh thai
Céc vao 06 d5c bigt 1én quan d&n m&L can bdng INR
Nhiéu triing hop tang hoat tinh clia thudc chdng ddng dudng wing da duge bdo céo trén bénh nhan dang difu trj
khang sinh. Miic d nhim hogc vigm, tudi tac va finh trang chung ciia b&nh nhan 14 nhilng yéu t8 nguy ca. O nhiing
Irudng hgp nay, rél kho phan biét gida bénh nhiém va thuSc diu trj trong sy &nh hudng cia mal can bing INR. Tuy
nhién, mt s8 nhom khang sinh-¢6 lién quan nhiéu: bao gdm fluoroquinolon, macrolid, cyclin, cotrimoxazol va mdt s6
cephalesporin.
Xét nghi@m cdn 1am sang
= Metronidazol c6 thé [am bat dfing trepanema va din d€n duong tinh gid trong xét nghiém Nelson
TAC DYNG KHONG MONG MUGN CUA THUGC
LIEN QUAN DEN SPIRAMYCIN
ROl loan nhip tim
* Chua rd: Kéo dai khoang QT, r6i loan nhip that, nhanh nhip that, xodn dinh c6 thé diin dén ngung tim (xem Cdnnh
bdo va than trong khi ding thudc).
Roi loan hg midn dich
* Ghva r8: Vidm mach mau bao gém ban xudt huy8it Henoch-Schonlein hodc ban xudt huyét dang thap, séic phdn vp
(xem Cdnh bdo va thin trong khi ding thudc)
R0 logn 11éu héa
o Thuting gap: Dau byng, bubn ndn, ndn, dau da day, libu chiy, viém dai trang gid mac
ROl logn da vi md dudi da
o Thuting gdp: Phdt ban.
 Chua rb: N6i may day, ngiia, phis mach, hoi ching Stevens-Johnson, hoi ching Lyell, hg) chiing ngoai ban myn mi
toan than cdp tinh (AGEP) (xem Cdnh bdo va thdn trong khi ding thudi)
ROl Ioan hé thdn kinh
o RAt thuding gdp: DOI khi xdy ra dj cdm thodng qua
« Thuting gap: Ching kha dge thodng qua
nmat
o RAt hif'm gap: K&t qud xét nghiém chic ning gan bt thubng




A S —
o Chua rd: Viém gan 0'mat, dang hn hgp hoac hiém 93P hon tén thuang t€ bao gan bénh vien ;
R61 loan méu vA hg bach huyét Hoat tinh ch8ing k¥ sinh tring: Spiramycin cd hoattin in yigro v in viva chng Texoplasma gondit
* Chua (G Gidm bach cu, gidm bach cAu trung tinh. thiEl mau tan huyét (xem Canh bdo va thén trong khi ding ~ METRONIDAZOL

thudc)
LIEN QUAN DEN METRONIDAZOL
R61 loan méu vi hg bach huyét
« GHm bach cdutrung tinh, mét bach c4u hatva gidm 6u cdy.
R4l loan tam thin

o Ao glac,

« Phin (ing tam thdn vii hoang tuing va/ hodc mé sing c6 thé di kém vosi sy cb 1ap bdi nhiing suy ngh hodc hanh vi
t i (xem Cdnh bdo va than trgng khi diing thudc),

o Trdm cam
Rdiloan hg thén kinh

« Bgnh Iy ddy thdn kinh cim gic ngoai bién,

« Nhic ddu

« Chong mat

o Nhdm i3n,

« Cogiat,

# Céc bénh ndo co thé lién quan d&n nhiing thay 461 MRI thiting héi phuc khi ngung difiu tri. C4c triding hgp ngoal 18
04y 1l vong da dugc béo cdo (xem CAnh bdo va thin trgng khi ding thudc),

# Hol ching tiéu nio ban cép (mat diéu hoa, rdl loan n90n ngd, 16l loan dang di, rung gigt nhan c4u, run (xem Cdnh
bdo va thin trong khi dong thufc),

* Vigm mang nao vb tring (xem Cdnh bdo va than trong khi dong thudc).

R8iloan thj gidc

« RBi loan thi gidc thodng qua nhu md mét, nhin kém, c4n thi, giam th hc v gidm nhan bit mau sic,

« B&nh thdn kinh thj gidc/ viém thén kinh thj gidc.

« Réi loan tigu héa nhe (dau thugng vi, budn ndn, ndn, tidu chdy),

= Vigm ludi vdi cam gidc khd miéng, viém miéng, rdi loan vi gidc, chdn an,

« Vigm tyy b thé hi phyc khi ngung diéutri,

= Sy d6i méu hogc thay d8i b€ ngodi cita Idi (nhiBm tring n&m men),

Rdi loan gan mat

= Tang men gan (ALT, AST kiém phosphatase), r&t hi€m truing hop suy gan cip tinh (d6i khi vang da), viém gan
mit hodc hdn hap. Cac truing hop suy 1€ bao gan cén phii coy ghép gan da dugc béo clo.

a
« Con bdc hda, ngira, doi khi cd sot,
« N6i may day, phis Quincke, stic phin vé (xem Canh bdo.vd thin trong khi ding thudc),
« Cdc trung hop rét hi€m gap ngoai ban myn mis toan than cdp tinh (xem Canh bdo va than trong khi dong thudc),
« Hpi ching Lyell,
* Hoi ching Steven-Johnson,
» HBng ban nhifm sdc cd dinh
Cc rfi loan khic
» Nudc tiéu cd thé co mau ndu dd vi oo cac sdc t hoa tan trong nudc do chuyén hoa thubc.
Théng bdo cho bc sTnhiing tac dung khong mong mudn gap phai khi sif dung thudc.
QUA LIEU VA CACH XU TRI
Khong co thubc gidi dbc d3c hiéu dGi viii spiramycin hodc metronidazol.
Néu xdy ra qud liéo, didu trj trigu ching.
Lidn quan dén spiramycin
Chufa c6 thong 1in vé libu gay doc clia spiramycin,
Khi dimg liu cao o6 thé gdy rdi loan tiu héa: Bubn ndn, ndn, tigu chay.
Da quan sat thdy kéo dai khodng QT & tré sa'sinh, gidm dén khi ngung diu tri spiramycin liéu cao va sau khi tiém tinh
mach spiramycin & nhilng i tugng cb nguy cd kéo dal khodng QT. Trong trubng hop qud iéu spiramycin, nén lam
dign 1am d6 dé do luong khoang OT. nnAt 13 khi c6 kém theo cdc nguy co khac (gidm kali huy@t, khoing QT kéo dai
bdm sinh, két hgp diing cc thuSc kéo dai khoang QT vi/ hodc gdy xodn dinh).
Lién quan dén metronidazol
Cac truting hop diing liéu duy nh&t1én d&n 12 g 03 dugc bio céo trong cic tnsing hap of  ty ti va v ¥ qud li6u. Tridu
chiing chi la ndn mifa, thit diéu va m&t phuong husing nhe.
DAC TINH DUOC LUC HOC
Nhom dugce ly: Khéng sinh phdi hgp, spiramycin v metronidazol; ma ATC: JO1RAD4
DAy 12 thulc phbi hop gila spiramycin, mdt khéng sinh thudc nhém macrolid va metronidazol, mt khdng sinh thudc
nhdm nitro-5-imidazol.
PHO HOAT TINH KHANG KHUAN
SPIRAMYCIN
N6ng 06 ngudng phan biét céc chiing nhay cdm véi cdc chiing nhay cim trung gian va cic chiing nhay cam trung
gian vl cdc ching khdng thulfc nhu sau
S<i1mg/IvaR>4mg/|
Ti 18 khdng thuSc mdc phdi co thé thay ddi thy theo viing dfa Iy va thoi gian d6i voi mot & loai vi khudn. Do d6, nén co
thong tin vé 1i 18 khang thuSc tai dja phuong, d3c bidt 1a céc nhifim khufn nang. NEu cdn 1hiét, tham kho y kidn
chuyén Ela tuvan khi hidu qud clia thudc trong mot s6 nhiBm khudn chua rb rang do ti 1& khang thubc tai dia phuong

Vikhudn hi€u khi Gram dudng: Corynebacterium diph f equi

Vi khu&n h1€u khi Gram &m: Bordetelia periussis, Campylobacter, Legionelia (S), Moraxella, Moraxella catarrhalis
(Branhamell catarrhalis), Neisseria gonorrhoeae ($)

Vi khufin ky khi: Actinomyces, Clostridium perfringens ($), Eabacterium, Mobiluncus. Porphyromonas, Prevorella,
Proplonibacterium acnes

Vi khodn khdc: Borrelia burgdorferi, Chiamydia trachomatis, Chlamydophila pneumoniae, Coxiella, xodn khun,
Mycop Trep pallidum, Ureaplasma urealyticum (S$)

VI KHUAN NHAY CAM TRUNG BINH

(D8 khdng > 10%)

Vi khudn hidu khi Gram duong: Enfer spp. (+), Staphy methicilin-S, Staphylococcus methicilin-R
(+) (1), Sir agalactiae, Strep jae, St pyogenes, Str viridans

Vi khu#in ky khi: Peptostreptococeus

VI KHUAN KHANG THUGC

Vi khudn hi€u khi Gram dudng: Corynebacterium feikeium, Nocardia asteroids

Vi khugn i€ khi Gram 8m: Acinefobacter, Enterobacleria, Haemophilus, Pseudomonas

Vi khugn ky khi: Fusobacterium

Vi khudn khic: Mycoplasma hominis

(8) Cac loai trung gian ty phién khi khong ¢6 co chi khang thubic

(+) TH 18 khdng vi khudn I > 50% 0 Phdp

(1) Ti 1§ khédng methicilin khodng 20 - 50% d6i vdi t41 ¢4 cdc chiing staphylococci va chi yéu 1 & trong méi trbing

N6ng do nguing phan biét céc chiing nhay cdm vl cde ching nhay cdm trung gian va cdc ching nhy cdm trung
gian vdi cdc chimg khdng thusc nhu sau

' Nbinilgao ngubng lim s'Ang EUCAST clla metronidazol

| Vi khudn Nnay cim (S) (mg/ 1) | D€ khang (R) (mg/ 1)
Vi khudin ky Khi Gram dung Clostridium difficie | <4 | >4
| Clostridium difficie e T <2 | >2
Vi khudin ky kni Gram 4m T s4 | >4
ylori o —T <8 ‘ >8

| Helicobacter pylori -

108 thé thay 61 thy theo virg g 1 A § ' Jodivi K. Do 06, nén 6
Ti18 khang thuSc mic phai c thé thay a6 ity theo viing dja 1y va thdi gian 68 véi mdt s lodi vi K .
théng tin vé 1 1¢ khang thuc tai dia phuong, d3c biét 13 cac nhism khudn n3ng. NEu cdn thiét, tham kho ¥ ki€n
chuy8n gia tuvn khi higu qua cisa thudic trong mdt s6 nhim khudn chua 18 rang o t 1§ khang thusc tai dia phudng
Vi &]L.Igﬂ NHAY CAM

Vi khudn ky khi: Bacteroides fragilis, Bilophila wadsworthia, Clostndium spp. bao gbm Clostridium difficile va
Clostridium perfringens, Fi Peptostr us, Porphyromonas, Prevotella, Veillonella
Tl

(08 khidng > 10%)
Vi khudn hiu khi Gram 8m: Helicobacter pyiori
Vi khudn ky khiz Eubacterium, Bifidobacterium (+)

Vi khudn ky khi: Ac yces, M us, Py teriym acnes

(+) T118 khdng vi khudn 13 > 50% & Phép.

Hoat 09ng chding ky sinh tring S

Metronidazol c6 hoat tinh chéng ky sinh tring bao gbm Entamoeba histolytica, Giardia intestinalis, Trichomonas

vaginalis. . .
Tinh higp Iyc: Néng @0 dc ch¥ t6i thiéu (MIC) trung binh cla hai thudic khi diing dan ddc v khi phdi hop cho thdy cd
mit tic dyng hiép lyc trong viéc Uc ché mt s8 chiing vi khudn nhay cam.

D4i vdi Bacteroides fragilis, chi cin mdt lugag spiramycin it hon khodng 16 14n va metronidazol it hon khodng 4 14n
12 du.

MIC tinh tng po/mi 3

| Cic ching Bacterodes | Coingsihmelanin | Bacteroides tragils
T R | 0% : 05

Metronidazol + spiramycin 0,125 g/ ml | 0,062 oM
| Spiramycin - | 2 il Ui e
| Spiramycin + metronidazol 0,125 po/ mi TR R
DAC TiNH DUDC DONG HOC
SPIRAMYCIN

Hép thu: Spiramycin hdp thu nhanh, nhung khang hodn todn. Thac 4n khdng 4nh hubng d€n sy hdp thu ndy

Phan by Sau khi udng 6 tribu IU, néng dd cyt dai trong huyst thanh 1 3,3 pg/ ml Thoi gian bdn hity trong huy&t tuong
khodng 8 gid. Spiramycin khdng di vao dich ndo tiy. Thudc duyc 11 vdo sda mg. Ti ¢ gdn protein huy#t tuong thip
(10%). ThuSc phan b tt vao nudc bot va cic md (phéi- 20 - 60 pg/ g, amidan: 20 - 80 pg/ g, xoang bj viém: 75 - 110
pg/ g, xuang: 5 - 100 wg/ g). Mubi ngdy sau khi ngung diéu trj, vAn con 5 - 7 pg/ g hoat chit trang 14 tich, gan, thin
Céc macrolid thdm nhdp va tich iy trong c4c thyc bdo (bach cdu da nhan trung tinh, bach cdu don nhan, dai thyc bao
phiic mac va phé nang).

0 ngudl, thudic dat néng d9 cao trong thyc bao. D3c tinh ndy gii thich hoat tinh clia cic macrolid d6i vi cdc vi khudn
ndl bao.

Chuy&n héa: Spiramycin chuyén héa & gan, thanh cc chdt chuyén héa co hoat tinh chua bigt 1§

Thai trit

» 10% liéu uding dupc thii telr qua nudc tiéu.

» Phdn 160 thai trl qua mat: ndng a0 trong mat cao hon 15 - 40 14n so vdi néng d0 huyét thanh

» Spiramyin thai tr m§t lugng kha k6n trong phén.

METRONIDAZOL

Hap thu: Sau khi udng, metronidazol dugc hp thu nhanh, 1t nhat 1A 80% trong vang mdt gid. Néng d0 dinh trang
huy&t thanh do duic sau khi uSng tuong ty vdi Pdng 49 sau khi tiém tinh mach vai fiéu tuong dutng.

Sinh kh3 dyng dubing uSng La 100%. Khang bj Anh huiing déng ké bdi thc 3n.

Phfin b5: Khodng mot gid sau khi uing mdt liéu duy nhit 500 mg, ndng dd cyc dai trong huyét thanh trung binh I3
10 microgam/ ml. Sau 3 gid, néng df trung binh trong huy&t thanh 13 13,5 microgam/ mil.

Thii gian ban hity trong huyét tuong 14 8 - 10 gid.

Ti 18 k&t gdn protein huyét twong thip: dudi 20%

Thé tich phan b biéu kiéin I6n, khoang 40 It (1c 14 0,65 I kg).

Thudc phan bd nhanh va o6 ¢ nghia voi ndng do trong: phdi, than, gan, da, mat. dich ndo tiry, nudc bot, tinh dich, dich
ti€t 4m dao twong tw nhu ndng 6 trong huyét thanh

Metronidazol di qua hang rao nhau thai va dugc ti€t vao sla me.

Chuyén héa

Chuyén héa xdy ra chii y&u d gan, ¢ hai hap chit chinh duoe hinh thanh do oxy hda:

 Chdt chuyén héa “aicol”, I chat chuyén héa chinh, b hoat tinh digt khudin chéing vi khudn ky khi xp xi 30% hogt
tinh cba metronidazol va thisi gian bdn hily khodng 11 gid:

 Chat chuyén héa “acid”, voi lugng it hon, o6 hoat tinh digt khudin xip xi 5% hoat tinh ciia metronidazol,

Thii trir: Néng do trong gan va mat cao. Néing 60 trong rut thap. Thal trir qua duing phén cling thp. ThuSc due bai
i€t chil y€u qua dung tiéy. vi metronidazol va cdc chit chuyn hoa oxy hoa ciia nd trong mue B8u chigm khaing
35-65% lidu dimg.

PHAN BO TRONG XOANG RANG MIENG

Ga hal thanh phin thudc ny déu tap trung trong nudc bot, MO nudu va xuong § ring

NBng do spiramycin vi metronidazol d& dudc do trong huy8t thanh ngudi va cde md Khic nhau 2 ity sau khi udng hai
vién dang k&t hp spiramycin-metronidazol; ket qud tinh bing microgamy mi hodic microgamy/ 9, nhu sau

i e | Wbl | Wering | e §rimg
| Spiramycin | 068+022 1546041 | 2663:965 | 1139:4116
[ Metonidazol | 350321235 | 1532¢316 |  743:634 573+272

QUY CACH DONG GOI: Hdp 2 vix 10 vien

HAN DUNG: 36 thang ké til ngdy sin xudt.

BIEU KIEN BAD QUAN: Nai kno, nhigt 49 khong qud 30°C. Irdnh dnh séing
TIEU CHUAN: TCCS.

Co s& san xuét:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha méy dugc phdm DHG tai Hgu Giang
Lo B2 - B3, Khu cdng nghiép Tan Phi Thanh - giai doan 1, xé@ Tan Phi Thanh, huyén Chdu Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555

Nt e s ke
(@ 0252 3888000 |
E-mail; dhgpharma@dhgpharma.com.vn

www.dhgpharma.com.vn




