[ Rx]
NEXCIX®PLUS
VIEN NEN BAO PHIM

POC KY HUONG DAN SU’ DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.
THUOC NAY CHi DUNG THEO BON THUOC.

THANH PHAN CONG THU'C THUOC:

M@i vién nén bao phim chira:

Thanh phén dwoc chét:

Spiramicin

Metronidazol .

Thanh phén ta duworc: CeIIquse vi tinh thé, Natri starch glycolat, Magne5| stearat,

Hydroxypropyl methylcellulose, Macrogol, Titan dioxyd.

DANG BAO CHE:

Vién nén bao phim.

Vién nén tron, hai mattron, bao phim mau tréng, canh va thanh vién nguyénven.

CHIiDINH:

— Diéu tri nhi&m khuan rang miéng captlnh man tinh ho&c tai phat bao gém:

+ Ap xe ring, viém tdy, viém mé té bao quanh xwong ham, viém quanh than réng.
+ Viém nwdu rang, viem miéng.

+ Viémnhachu.

+ Viém tuyén mang tai (b&nh quai bi), viém tuyén dwéi ham.

- Dy phong nhiém khuan tai chd sau phau thuat rang miéng.

LIEU DUNG - CACHDUNG:

Liéu dung:

_ Diéu tri nhi&m khuén rang mleng cAptinh, man tinh hodc tai phat:

+ Nguwoilonvatré emtir 15tuditré lén: 1 vienx2-3 Ian/ngay

+ Trong cactruwdng hap nang, cothetang lidu1én dén 4 vién/ngay.
— Dy phong nhi&m khuan tai chd sau phau thuat rang miéng:

+ Nguwoilon vatré emtir 15 tuditré 1én: 1 vién x 2 - 31an/ngay.

Cachdung:

- Ubng véinwéce, trong cac biva an.

- Khiquén uéng 1 liéu thubc: Can ubng mot lidu ngay khi nho ra. Néu thoi gian gan
vé&i thoi diém udng lidu tiép theo, bd qua lidu da quen va uong lidu ké tiép theo don
thuoc clia bacsT. Khong twy dung lidu g&p d6i dé bucholidu da quén.

Métsé lwuy déc biétve xtr ly thudc trwéc va sau khi st dung thube:

Khéng coé yéu cau dac biét vé xt ly thube sau khi st dung.

CHONG CHIiBINH:
- Bénh nhan co tién stv di (Png vé&i:

+ Spiramycin hodc cac khang sinh khac nhém macrolid.

+ Metronidazol hodc cac dan chatimidazol khac.

+ Batkithanh phan nao ctia thubc (xem muc Thanh phan cong thirc thudc).
- Tré em dudi 15 tudi.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

Phan (rng di (rng/ Da va t chirc dwi da:

— Khi diéu tri véi thudc, cac phan tng di (r'ng bao gdbm séc phan vé co thé xay ra va doi
khi gay t&r vong. Trong cac trwdng hop nay, phai ngwng ngay thudc va cé bién phap
xt tri thich hop.

- Nhirng phan &ng da nghiém trong nhw hoi chirng Stevens-Johnson, hdi chirng
Lyell, hdi chirng ngoai ban mun mQ toan than cap tinh (Acute generalised
exanthemous pustulosis - AGEP) d& dwgc bao c4o & nhirng bénh nhan diéu trj véi
spiramycin/ metronidazol. Bénh nhan nén dwoc canh bao va theo doi chat ché
nhitng ddu hiéu ctia cac hoi chirng nay. Néu xay ra cac dau hiéu cia hdi chirng
Stevens-Johnson, héi chirng Lyell (phat ban lan rong kém véi bong nwéc hodc tbn
thwong mang nhay) hoéc hdi chivng AGEP (sbt ban dé toan than kém véi mun ma)
can ngung ngay thudc va chéng chi dinh véi bat ky thudc nao c6 chira spiramycin
ho&dc metronidazol.

Héthankinh trung wong:

- Néu xuét hién cac dau hiéu clia bénh nao hoac hoi chirng tiéu nao, can cho bénh
nhan ngwng ngay thuéc va danh gia lai tlen trinh diéu tri.

- DBa ghi nhan duwoc cac trucyng hop méc phai bénh nao khi dung thubc co6 chira
metronidazol. Bénh no co thé dan dén sw thay dbi trén hinh chup cdng hudng tie
(Magnetic Resonance Imaging - MRI). Cac tén thwong thuwdng gap nhét & tiéu ndo
(d&c biét & nhan ring) va phan 18i ctia thé chai. Hau hét cac trwdng hop méac bénh
n&o hoc thay d6i MR déu co the phyc hdi sau khi ngwng thube. Tuy nhién, ciing co
motsé it treong hop bénh tién trién dan dén tr vong.

- Theo dai d4u hiéu ctia bénh n&o va tinh trang bénh cia bénh nhan c6 tién sir méc
cacbénh lién quan dén hé than kinh trung wong.

- Néubénh nhan co tién st viem ' mang nao vo khuan do metronidazol, khéng khuyen
céo st dung thubc nay hoac can danh gia gitra loi ich cGa thubc va nguy co co thé
xay ra trong cac nhiém khuan nang.

Hé than kinh ngoai bién:

~ Theo dbi cac dau hiéu ctia bénh than kinh ngoai bién, dac biét & bénh nhan ding
thuéc trong thdi gian dai hoac c6 bénh than kinh ngoai bién nang, man tinh hoac
dang tién trién.

Réiloan tam than:

- Céacphan trngtam than véi nhitng hanh vi gay nguy hiém cho bénh nhan co6 thé xay
ra ngay tw l&n dAu diéu trj v&i thuoc d&c biét & bénh nhan c6 tién st méc bénh tam
than. Trong trudng hop nay, can ngwng ngay thudc va tién hanh cac phwong phap
didu tri thich hop.

Mau:

- Theo d&i cong thirc mau dinh ky, dac biét la cong thirc bach cau khi stv dung thudc
cho cac bénh nhan co tién s réi loan cong thire mau, st dung thudc liéu cao va/
hoackéodai.

~ Néu bi gidm bach cu, viéc tiép tuc diéu tri hay khong, tly thudc vao mirc dd nhiém
khuén.

Kéo dai khoang QT:

- Kéo dai khoang QT da dwoc bao cao & nhivng bénh nhan diéu tri véi macrolid bao

gdm spiramycin.

- Dung thudc that than trong & cac bénh nhan ¢ nguy co kéo dai khoang QT nhu::

+ Mat can bang dién giai (nhw ha kali, ha magnesi mau).

+ Hoi chirng kéo dai khoang QT badm sinh.

+ Bénh tim mach (nhw suy tim, nhdi mau co tim, nhip tim cham).

+ Diéu trj ddng thoi véi cac thube kéo dai khoang QT (nhw thuéc chéng loan nhip
nhém IA va lIl, thuéc chéng trdm cam 3 vong, mot sé thude khang sinh, mot sd
thubc chéng loan than).

+ Nguoi cao tudi, tré so sinh va phu ni thweng cé khuynh hwéng kéo dai khoang
QT.

Bénh nhan thiéu hut enzym glucose-6-phosphat dehydrogenase (G6PD):

- Da c6 trwong hop bi thiéu mau tan huyét khi st dung spiramycin duwdng uéng hodc
tiém cho bénh nhan thiéu hut enzym G6PD. Do d6, d& dam bao an toan, khong st
dung thuéc cho cac bénh nhan nay.

~ Néu khéng c6 phuong phap khac didu tri thay thé, nén dénh gia gitva loi ich cla
thuéc va nguy co tan huyét tiém &n. Néu diéu trj véi thudc la cn thiét, phai dam bao

phat hién duoc trwérng hop tan huyét néu xay ra.

Twong tac véi cac thudc khac:

- Khong khuyén céo st dung thubc dong thei voi rwgu hodic cac san pham co chiva
rwou, busulfan, disulfiram.

Gay doc chogan:

- Cactruong hop binhiém doc gan ndng, suy gan cp tinh, ké ca dén dén chétnguoi
nhanh chéng c6 thé xay ra & bénh nhan cé héi chirtng Cockayne khi ubng thuéc
chtra metronidazol liéu dau tién. Do dé, chi siv dung thuéc cho cac bénh nhan nay
khi khéng co phuong phap khac diéu tri thay thé va sau khi danh gia gitra loi ich
thube/ nguy co' co thé xay ra.

- Ngh|en ctru cho thay metronidazol gay dét bién gen in vitro va ting dang ké ty lé
khdi u & gan trén chudt nhét trdng khi dung lidu cao dai ngay. Do vay, chi dung
Nexcix Plus liéu cao, kéo dai khi that can thiét va nén can nhac gitra loi ich/ nguy
cocothéxayra.

- DBanh gia chirc néng gan trwdc khi bét dau diéu tri, trong va sau khi didu tri véithube
cho dén khi cac gia tri danh gia chirc ndng gan nam trong giGi han cho phép hoac
cho dén khi dat dwoc gia tri ban dau trudc khi bat dau diéu tri. Ngung ngay thuéc
néu cacgiatridanh gia chlrc néng gan tang dang ké.

- Néu bénh nhan cé dau hiéu tén thwong gan trong qua trinh dung thubc, dic biét &
cac bénh nhan co hdi chirng Cockayne, ngwng ngay thudc va théng bao cho bac st
dé co bién phap xt tri va diéu tri kip thoi.

~ Thanh phan metronidazol trong thubc cé thé 1am anh hwéng dén két qua xét
nghiém men gan (ALT, AST, hexokinase glucose, lactat dehydrogenase,
trlglycerld)

Nhiém ndm Candida

- Ubng metronidazol c6 thé bj nhiém nam Candida & miéng, &m dao hoac rudt. Trong
thoi gian st dung Nexcix Plus, néu boi nhiém xay ra, phai ngwng ngay thuéc va
didu trithich hop.

SU DUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Strdung thuéc cho phu nir cé thai:

- Metronidazol: trong cac nghién ctru Iam sang, khi tién hanh phan tich trén mot sb
Iwgng l6n phu nik mang thai da dung metronidazol cho thay thuéc khong gay di tat
hoac ddc tinh thai. Cac nghién clru trén dong vat khdng cho thay bat ky yéu t6 nao
gay quai thai clia metronidazol.

- Spiramycin: chwa cé cac béng chirng cho thay thubc gay di tat hodc ddc tinh cho
thai.

- Tuy nhién, do ca metronidazol/ sp|ramycm déu qua dwoc nhau thai, déng thoi,
chwa co cac nghién clru rd rang va day du vé viéc siv dung phdi hop spiramycin/
metronidazol cho phu nir mang thai. Vi vay, chi st dung thudc khi that can thiét va
than trong trong suét qué trinh st dung.

Strdung thuéc cho phu niecho con bii:

— Metronidazol va spiramycin d&u qua dwoc sira me. Do dé, tranh s& dung thuéc
trong théi gian dang cho con bu.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 cac nghién ciru vé anh hwéng clia thubc 1én kha néng lai xe va van hanh
may méc. Tuy nhién, mdt sé tac dung khdng mong mudn ctia thudc trén hé than kinh
nhw nhirc dau, chéng mat, 16 14n, &o giac... c6 thé anh hwéng dén kha nang tap trung
va phan (ng ctia bénh nhan (xem muc Tac dung khéng mong muén cia thuéc). Vi
vay, than trong khi st dung thudc cho cac dbi twong nay. Néu bénh nhan gép phai cac
tac dung khdng mong muén ké trén thi khéng nén 1ai xe hoéc van hanh may moc.
TUONG TAC, TUONG KY CUATHUOC:

Twong tac cuathuébc:

LIEN QUAN DEN SPIRAMYCIN

Céc thubc can phai than trong khi phéi hop:

- Cac thuéc c6 kha nidng gay xodn dinh: cac thuéc chdng loan nhip loai la
(quinidin, hydroquinidin, disopyramid), cac thuéc chéng loan nhip loai IlI
(amiodaron, sotalol, dofetilid, ibutilid), sultoprid (cac thuéc an than nhom
benzamid), cac thubc khac (bepridil, cisaprid, diphemanil, dolasetron tiém tinh
mach, erythromycin tiém tinh mach, levofloxacin, mizolastin, moxifloxacin,
prucaloprid, toremifen, vincamin tlem tinh mach)

Tang nguy co'loan nhip thatbao gébm ca gay xoan dinh.

- Phéihop levodopal carbidopa: . )
Spiramycin (¢ ché hap thu carbidopa va lam gidm nong dé levodopa trong huyét
twong. Do d6, can theo déi 1am sang va diéu chinh liéu levodopa khi diing déng
thoi.

- Cac thuébc ngtrathai ding dwéng uong
Dung spiramycin ddng thoi véi thube ngtra thai sé lam mét tac dung phong nglra
thu thai. Can thong bao cho bénh nhan diéu nay & c6 bién phap tranh thai ph hop.

LIEN QUAN DEN METRONIDAZOL

Céc thuéc khéng nén phéi hop:

- Alcol: Gay hiéu (ng antabuse (néng, dé, nén mira, tim dap nhanh) néu dung déng
thoi véi cac thudc co chira metronidazol. Do do, khong uéng rwou hodc st dung
cac san phdm c6 chiva rwou khi dang diéu tri véi Nexcix Plus. Néu phai st dung,
dung sau khi da thai trir hoan toan metronidazol ra khéi co thé, cd thé tinh toan dwa
vao thoi gian ban thai ciia metronidazol.

- Busulfan: Dung dong thoi thube véi busulfan lidu cao, metronidazol co thé lam
tang gép déi néng dd ctia busulfan.

- Disulfiram: Diing dong thoi véi metronidazol cé thé gay rbi loan tam than cap tinh
hoaclulan. Tuy nhién, c6 thé phuc hdi sau khi ngtrng diéu tri véi thube.

- Terfenadin va astemizol: Khi dung déng thdi véi metronidazol c6 thé lam téng
phan (rng b4t lgi nghiém trong trén tim mach nhw kéo dai khoang QT, loan nhip,
nhip nhanh...

Céc thuéc : phaithan trong khi phéi hop:

- Cac thuéc chong co giat gay cam rng enzym: C6 thé lam giam ndng do trong
huyét twong ctia metronidazol do téng chuyen héactano6 & gan.

Theo dditrénlam sang va diéu chinh liéu metronidazol (néu can) khi dung déng thoi
va sau khi ngirng diu tri voi cac chétgay cam (ng enzym gan.

- leamplcm C6 thé 1am gidm néng dd trong huyét twong cua metronidazol do téng
chuyen héa & gan. Theo dai trén 1am sang va diéu chinh liéu metronidazol (néu
can) khi dung ddng thei va sau khi da ngirng didu tri véi rifampicin.

- Lithi: Metronidazol c6 thé lam tiang nong dé cda lithi trong mau dan dén cac dau
hiéu ngd doc. Vi vay, can than trong va theo dai chit ché nbng db lithi khi dung déng
thoi voi Nexcix Plus, dac biét @ bénh nhan dang diéu tri lithi liéu cao.

- Thuéc chong déng mau dung dwéng uong: Metronidazol co thé gay tang tac
dung clia cac thuéc chong déng mau dang udng, dac biét warfarin lam kéo dai thoi
gian prothrombin. Néu phai dung dong thoi, theo dbi thoi gian prothrombin trong
quatrinh st dung va didu chinh liéu thuéc chong déng mau (neu can)

- Cimetidin: U'c ché sw chuyén héa tai gan ctia metronidazol, dan dén tang thai gian
ban thai va ADR clia metronidazol.

Céc thuéc can can nhic khiphéi hop:
- FIuorouracH Metronidazol lam tang doctinh cua ﬂuorouraC|I do lam gidm thai trie.
Nhirng van dé dic biét lién quan dén mat can bang chisé INR:
Nhiéu bao céo cho thay hoat tinh cta thubc chong dong dang uéng téng & nhiing
bénh nhan cé dung khang sinh. Tinh trang nhlem khu&n hay bi viém n&ng, tudi tac va
tdng trang clia bénh nhan c6 thé 1a nhiing yéu t6 nguy co'. Trong nhikng trwéng hop
nay, khé cé thé tach roi gitka bénh ly nhiém khuan va viéc didu tr véi kha nang xay ra
mét can bang chi sé INR. Tuy nhién, mét sé nhém khang sinh cé lién quan nhiéu hon,
nhétla cac fluoroquinolon, macrolid, cyclin, cotrimoxazol va mét sé cephalosporin.

Twong tac véi cac xét nghiém cdn Iam sang: Metronidazol co thé 1am bt dong
xoén khuén, do d6 lam dwong tinh gia két qua xét nghiém Nelson.

Twong ky cua thuéc: Chwa cé cac nghién ciru vé tinh twong ky cla thuéc, khong
trén 1an thudc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

LIEN QUAN DEN SPIRAMYCIN

Tim mach:

- Tan suét chua xac dinh: kéo dai khoang QT, loan nhip that, nhip nhanh tam that,
xoan dinh dan dén ngirng tim.

Hé tiéu héa:

- Thwong gap: dau bung, budn nén, ndén, dau da day, tiéu chay.

— R&thiém gap: viém dai trang mang gia.

Davaté chirc dwéi da:

- Thwong gap: phatban.

- Tan suét chwa xac dinh: may day, ngtra, phi Quincke, héi chiing Stevens-
Johnson, hdi chirng Lyell, hdi chirng ngoai ban mun ma toan than cip tinh (AGEP).

Hé than kinh trung wong va ngoai bién:

- Réatthwong gap: di cdm thoang qua.

- Thwong gap: loan vi giac thoang qua.

Gan:

~ Rathiém gap: anh huwdng dén két qua xét nghiém men gan.

- Tan suét chwa xac dinh: viém gan (& mat, hoai tir t& bao gan.

Mau va hé bach huyét:

- Tan suét chua xac dinh: giam bach cau, gidm bach cau trung tinh, thiéu mau tan
huyét.

Toan than:

— Itgap: métméi, chay mau cam, & md héi, cdm giac dé ép nguc.

- Ré&thiém gap: phan (rng phan vé, boi nhiém do dung thude dai ngay.

LIEN QUAN DEN METRONIDAZOL

Méu va hé bach huyét:

- Giam bach cau trung tinh, mét bach cau hat, giam tiéu cau.

Tam than:

- Ao giac; Cac phan (rng tam than véi biéu hién hoang twéng va/ hodc mé sang, co
thé di kém véiy nghT hodc hanh dong tw t&r; Chan nan.

Hé than kinh trung wong:

- Bénh da day than kinh ngoai vi; Nhirc dau; Chong mét; La 1an; Co giat; Cac thay dbi
ctia MRI lién quan dén bénh nao cling da duoc bao cao. Hau hét cac trwdng hop
méc bénh ndo hoidc thay di MRI d&u c6 thé phuc hdi sau khi ngirng thudc. Tuy
nhién, cing c6 mét so it trng hop bénh tién trién dan dén t&r vong; HGi chirng tidu
ndo ban cap (mét ngl, néi kho, réi loan van déng, rung giat nhan cau, run); Viem
mang n&o vé khuén.

Mét:

_ Réiloanthi giacthoang qua nhw nhin m&, nhin déi, can thi, giam thj giac, mi mau;

- Viém day than kinh thj giac.

Hé tiéu héa:

- Réiloan hé tiéu héa nhe (dau thwong vi, budn nén, nén, tiéu chay);

- Viém Iwdikem cam giac khd miéng, viém miéng, rbiloan vigiac, chan an;

~ Viémtuy co hoi phuc khingtrng diéu tri voi thubc;

- B& mét ludi thay d6i mau séc (bénh nam)

Gan - mat: Tang men gan (ALT, AST), rét it treong hop hoai tr té bao gan cép tinh

(d6i khi @i kem v&i chirng vang da), &r méat. Mot so trudng hop suy t& bao gan phaitién

hanh cdy ghép gan.

Davaté chire dwéida:

- Sung huyét da, ngtra, sét phat ban; May day, phii Quincke, s6c phan vé; Rét it
trwdng hop xay ra ngoai ban mun md toan thén cép tinh; Hoi ching Lyell; Hoi
chirng Stevens-Johnson; Ban dé nhiém séc cé dinh.

Khac: Nwéc tiéu co mau nau dé do sw hién dién clia cac sac té hoa tan tiv nhivng chét

chuyen hoa clia thuée. i

HWONG DAN CACH XU TRi ADR:

~ Ngtrng diéu tri véi thudc khi bi chéng mat, It 1an, ri loan véan dong.

- Thudng xuyén kiém tra cong thirc méau & nguoi b réi loan tao mau hoac diéu tri liéu
caovakéodai.

— Giamliéu & ngwdisuy gan nang.

- Didu tritriéu chirng néu cac phan (rng phu khong thé kiém soat.

Thong bao ngay cho bac sy hodc dworc sy nhirng phan rng c6 hai gap phai khi

strdung thuéc.

QUALIEU VA CACH XU TRi:

Qualiéu:

Spiramycin:

- Triéu chirng:

+ Chuwa biétliéu gay doc ctia spiramycin. Khi st dung liéu cao cé thé gay rdiloan hé
tiéu hda nhw: budn nén, nén, tiéu chay.

+ CO thé gdp khoang QT kéo dai, tuy nhién hét dan khi ngrng diéu tri véi thube (d&
gép & tré so sinh duing lidu cao hodc & ngudi Ién tiém tinh mach cé nguy co kéo
daikhoang QT).

- Xt tri:

+ Khéng c6 thubc giai doc déc hiéu. Cha yéu la diéu tri triéu chirng va hb tro.

+ Trong cac trwong hop qua lidu, nén 1am dién tam do6 dé do khoang QT, nhét 1a khi
c6 kém theo cac yéu to nguy co khac (ha kali mau, khoang QTc kéo dai bam sinh,
dung kéthop véi cac thube kéo dai khodng QT va/ hodc gay xoan dinh).

Metronidazol:

- Triéu chirng:

+ D& co truong hop ngd doc do qua lidu metronidazol khi ubng mét lidu duy nhat 12
g. Triéu chirng qua liéu co6 thé bao gdm: budn nén, nén va mét didu hoa, bénh ly
than kinh ngoai bién, doéngkinh.

+ Sau 5 t0i 7 ngay dung lidu 6 - 10,4 g cach 2 ngay/lan da cho thdy cac anh hwéng
doc trén hé than kinh nhw co giat, bénh ly than kinh ngoai bién.

- Cachxtrtri:

+ Khéng co6 thubc giai doc déc hiéu. Cha yéu la diéu tri triéu chirng va hb tro.

PAC TINHDU'Q'C LUC HOC:

- Nhém dwoc ly: Thude khang khuén phéi hop spiramycin va metronidazol.

- M&ATC: JO1RA04.

- Nexcix Plus |a thubc phéi hop gitra spiramycin va metronidazol, d3c tri cac nhiém
khuan rang miéng.

Spiramycin:

Spiramycin 1a khang sinh thuéc nhém macrolid, cé tac dung kim khuan trén vi khuan

dang phan chia té bao. Thudc tac dung trén cac tiéu don vi 50S clia ribosom vi khuén,

ngén can quétrinh tbng hop protein, tr d6 (e ché syting truéng clia té bao vikhuén.

(o] cac ndng do trong huyét thanh, thubc co tac dung chi yeu kim khuan, nhwng khi

dat nong dd cao, thudc c6 thé diét khuan cham déi véi vi khuan nhay cdm nhiéu.

Phé khang khuan:

- Céc vikhuan thwéng nhay cam:

+ Vi khuan Gram dwong hiéu khi: Bacillus cereus, Corynebacterium diphteriae,
Enterococcus spp., Rhodococcus equi, Staphylococcus spp., Streptococcus
spp. nhom B, Streptococcus pneumonia, Streptococcus pyogenes.

+ Vi khudn Gram am hiéu khi: Bordetella pertussis, Branhamella catarrhalis,
Campylobacter, Legionella, Moraxella.

+ Vi khuan ky khi: Actinomyces, Bacteroides, Eubacterium, Mobiluncus,

Peptostreptococcus, Porphyromonas, Prevotella, Propionibacterium acnes.

+ Khac: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma
pneumoniae, Treponema pallidum.

- Cacvikhudn nhay cam trung binh:

+ Vikhuan Gram am hiéu khi: Neisseria gonorrhoeae.

+ Vikhuan ky khi: Clostridium perfringens.

+ Khac: Ureaplasma urealyticum.

- Céacvikhuan @& khang:

+ Vikhuan Gram dwong hiéu khi: Corynebacterium jeikeium, Nocardia asteroides.

+ Vi khudn Gram am hiéu khi: Acinetobacter, Enterobacter spp., Haemophilus,
Pseudomonas.

+ Vikhuan ky khi: Fusobacterium.

+ Khac: Mycoplasma hominis.

- Spiramycin cing cé hoat tinh d6i véi Toxoplasma gondiitrong in vitro va in vivo.

Metronidazol:

Metronidazol 1a mét dan chét 5-nitroimidazol, co ph6 hoat tinh rong trén dong vat

nguyén sinh va vi khuan ky khi. Co ché tac dung ctia metronidazol con chwa that r5.

Trong té bao vi khuan ho&c déng vat nguyén sinh, nhém 5-nitro cla thubc bi kht» béi

nitroreductase cua vi khuan thanh cac chét trung gian doc véi té bao. Cac chat nay

lién két véi cAu tric xoan cGia phan tir ADN lam ngirng qua trinh sao chép, cudi cling
lam chét té bao.

Phé khang khuén:

- Cécvikhuan thuong nhay cam:

+ Vikhuan Gram am hiéu khi: Helicobacter pylori.

+ Vi khuan ky khi: Bacteroides fragilis, Bifidobacterium, Bilophila, Clostridium,
Clostridium difficile, Clostridium perfringens, Eubacterium, Fusobacterium,
Peptostreptococcus, Porphyromonas, Prevotella, Veillonella.

+ Bong vat nguyén sinh: Entamoeba histolytica, Giardia intestinalis, Trichomonas
vaginalis.

— Cécvikhuan dé khang:

+ Vikhuan Gram dwong hiéu khi: Actinomyces.

+ Vikhuén ky khi: Mobiluncus, Propionibacterium acnes.

DAC TiNHDUY'Q'C DONG HOC:

Spiramycin:

Hap thu: Spiramycin dwoc hép thu nhanh chéng nhwng khéng hoan toan. Sy hap

thu khong bi anh hwéng béi thire an.

Phan bé:

- Sau khi ubng 6 MIU spiramycin, ndng d6 dinh cla thuéc trong huyét twong la 3,3
pg/mL va thoi gian ban thai khoang 8 gio.

- Thuoc khong qua hang rao mau - n&o, nhwng qua nhau thai va vao stka me. Ty 1&
gén kétvoi protem huyét twong thép khoang 10%. Thubc phan bé tot vao cac mé va
dich co thé (phdi: 20 - 60 pg/g, amidan: 20 - 80 pg/g, viém xoang: 75 - 110 ug/g,
xwong: 5 - 100 pg/g). Sau 10 ngay ngirng diéu tri, van con tim thay khoang 5 - 7
ug/g thubc con hoat tinh trong lach, gan va than.

- Cac khang sinh nhém macrolid co thé xam nhap va tich Iy trong cac thuc bao
gach cau da nhan trung tinh, bach céu don nhan, dai thyc bao mang bung, phéi).

nguou ndng dé thubc - trong thure bao cao. Tinh chét nay da giai thich dworc tac
dung clia cac macrolid déi véi cac vi khuén ndi bao.

Chuyén héa: Spiramycin dwoc chuyén hoa & gan thanh cac chét chuyén héa co

hoattinh.

Thai trv:

- Thudc thai trlr chd yéu & mat. Néng d6 thubc trong mat Ién gap 15 - 40 1an ndng do
trong huyét thanh.

- Khoang 10% thuéc dwoc dao thai qua nwéc tiéu.

- Spiramycin ciing thai trtr 1 phan vao phan.

Metronidazol:

Hap thu: Metronidazol dwoc hap thu nhanh chong, it nhat 80% lidu ubng trong 1 gi&.

Néng d6 dinh clia thubc dat dwoc trong huyét thanh sau khi uong twong tw khi dung

qua duong tiém véi cung liéu lwgng. Sinh kha dung dwéng ubng dat khoang 100%.

Phéanbo:

- Sau khi uéng liéu don 500 mg, ndng dé dinh trong huyét thanh dat duoc sau 1 gio,
trung binh khoang 10 pg/mL. Sau 3 gi¢r duing thudc, ndng dé trung binh trong huyét
thanh 13 13,5 ug/mL. Thoi gian ban thai ciia metronidazol trong huyét twong
khoéng 8-10gio.

- Ty lé gan két véi protein huyet twong thap khoang 20%. Thé tich phan bé biéu kién
khoang 40 L (0,65 L/kg). Thubc phan bé nhanh vao cac mé va dich co thé nhw phdi,
than, da, mat, dich ndo tuy, nwdc bot, tinh dich, dich &m dao va néng do dat dwoc
x&p xi ndng do trong huyét thanh. Metronidazol qua dwoc nhau thai va bai tiét vao
strame.

Chuyén héa: Metronidazol chuyén hoa chii yéu & gan bang co ché oxy hoa. C6 hai

dang chét chuyén hoa chinh: dang hydroxy va dang acid. Dang hydroxy chiém chu

yéu, quyét dinh khoang 30% hoat tinh diét vi khuén ky khi ctia metronidazol va c6 thoi
gian ban thai la khoang 11 gio. Chét chuyén héa dwéi dang acid it hon va chiém
khoang 5% hoattinh diét khuan ctia metronidazol.

Thai trte: Thudc c6 ndng dd cao trong gan, méat va co ndng dd thép trong dai tryc

trang, Thubc duwoc thai trir chli yéu qua than dwéi dang metronidazol va cac chét

chuyén héa dang oxy hoa, khoang 35 - 65% lidu dung duoc tim théy trong nwéic tiéu.

Métlwgng nhd thubc dwoc thai trir qua phan.

Swkhuéch tan cua thuéc vao cac mé viing ring miéng: Haithanh phan hoat chat

ctia Nexcix Plus tap trung trong nuéc bot, nuwdu va xwong b rang. O ngudi khi udng

2 vién Nexcix Plus, ndng dé clia spiramycin va metronidazol (ug/mL hodc pg/g) &

cac mo sau 2 gi& nhw sau:

N N Huyét . . Xu’o’ng
Nong doé thanh Nwéc bot Nwéu & ring
Spiramycin 0,68+0,22 | 1,54+0,41 | 26,63+9,65|113,9+41,16
Metronidazol | 35,03 + 12,35 15,32+ 3,16 | 7,43+6,34 | 573%2,72
QUY CACHBONG GOI: Hop 2 vix 10 vién nén bao phim.
PIEU KIEN BAO QUAN: Khdng qua 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang ké& tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuén co sé.
TKS0146-1
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Co sé san xudt: CONG TY CO PHAN DUWQC PHAM IMEXPHARM
S6 04, Buong 30/4, Phwong 1, TP. Cao Lanh, Tinh Bdng Thap, Viét Nam
Hotline: 1800.555.535 E-mail: imp@imexpharm.com
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