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Metronidazole 250,00 mg
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Spiramycin Base 1.500.000 U Splramycin Base 1.500.000 iU Spiremycin Base 1.500.000 U
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BANTAKO FORT

Spiramycin Base 1.500.000 U
Metronidazole 250.00 mg

BANTAKO FORT

Spiramycin Daze 1.500.000 U
Metronigazole 250,00 mg
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BANTAKO FORT

Spiramycin Base 1.500.000 IU
Metronidazole 250,00 mg
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BANTAKO FORT

1.500.000 IU

250 mg

larch  glycolat; Polyvinyl pyrrolidon K30; Natri croscarmellose; Magnesi stearat; Aerosil;
Athyl cellulose 606; Hydroxypropylmethyl cellulose 615; Titan dioxyd; Talc; Polyethylen glycol

Phan loai
Thude khéng khuan ding dudng toan than.
Duwoc lue
Dugc chét chinh cia BANTAKO FORT la spiramycin, khang sinh thudc nhém Macrolid va metronidazol, thudc
chéng vi khuén ky khi va nguyén sinh dong vat.
Metronidazol 1a mot dan chét S-nitroimidazol, c6 phd hoat tinh rong trén vi khuan nguyén sinh nhw amip, Giardia va
vi khuan ky khi. Co ché chua rd. Trong té bao vi khuan hoic dong vat nguyén sinh, nhém 5-nitro cua thude bi khir
bai nitroreductase cua vi khuén thanh céc chat trung gian doc voi té bao. Cac chat nay lién két véi céu tric xodn cua
phan tir DNA lam ngirng qua trinh sao chép, cudi ciing lam té bao bi chét. Metronidazol c6 téc dung chbng viém v&i
co ché hién chua rd.
Spframycm la khang sinh nhém macrolid, c6 tic dung kim khuin tren vi khuén dang phan chia té bao, tac dung trén
céc tiéu don vi 508 cia ribosom vi khuan va ngin can vi khuén tong hgp protein. O cac nong d¢ trong huyet thanh,
thude c6 tac dung chii yéu kim khuén, nhung khi dat nong dd cao, thude ¢6 thé diét khuin cham d6i véi vi khudn
nhay cam nhiéu,
Pho khdng khudn:
Metronidazol c6 tac dung v&i hau hét cac vi khuan ky khi va nhiéu loai dong vat nguyén sinh.
Véi vi khuén: In vitro, metronidazol ¢6 tac dung v&i nhidu loai vi khudn gram am ky khi nhu Bacteroides fragilis, B.
distasonis, B. ovatus, B. thetaiotaomicron, B. oreolyticus, B. vulgaris, Porphyromonas asaccharolytic, P. gmg:vahs
Prevotella bivia, P. disiens, P. intermedia, Fusobacterium va Veillonella; Mot so ching Mobiluncus. Thude ciing c6
tac dung trén mot s& chung ky khi gram duong nhu Clostridium, C. difficile, C. perfringens, Eubacterium,
Peptococus, va Peptostreptococus.
Véi dong vat nguyén sinh: Metronidazol c6 tac dung véi Entamoeba histolytica, Trichomonas vaginalis, Giardia
lambia va Balantidium coli.
Khang thudc: DPa c¢é bao céo t&i 70-75% ching Actinomyces spp. va Propionibacterium, Lactobacillus kh
metronidazol. Khi ding metronidazol don doc dé diéu tri Campylobacter hoic Helicobacter pylori thi khang th
phat trién kha nhanh. Do d6 khi bi nhiém ca vi khuan vu khi va ky khi, phai phdi hop metronidazol véi thuée k
khuén khéac.
Spiramycin ¢6 tac dung khang cac ching gram duong & nhimg noi c¢6 mirc khang thudc rat thap, cic ching Co ISPl
nhu Staphylococcus, Pneumococcus, Meningococcus, phan 16n ching Gonococcus, 75% chiing Streptococcus W
Enterococcus. Céc ching Bordetella pertussis, Corynebacteria, Chlamydia, Actinomyces, mot sd ching Mycoplasma
va Toxoplasma ciing nhay v&i spiramycin. Tuy nhién tac dung ban dau nay da bi giam do st dung lan tran
erythromycin & Viét Nam.
Duoc dong hoc
Spiramycin duoc hap thu khong hoan toan & dtrcng tiéu hoa (khoang 20-50% liéu sir dung). Nong d6 dinh trong
huyet tuong dat duoc trong vong 1,5-3 gid sau khi udng. Thoi gian ban thai trung binh la 5-8 gio. Thude thai trir chu
yéu qua mat va mét lwgng nhé duge tim thdy trong nude tieu Splramycm di qua sira me.
Metronidazol dugc hip thu nhanh va hoan toan sau khi uéng. Néng db dat ngudng didu tri trong huyet thanh dat
duge sau 1-3 gio va kéo dai hon 12 gio sau 1 licu udng duy nhat. Phan b6 tdt vao cac md, dich co thé, vio nude bot
va sita m¢. Khoang 10-20% thudc lién két voi protein huyét tuong. Chuyén hoa & gan va thai trir chii yéu qua nuée
tiéu 1am cho nudc tiéu c6 mau nau. )
Hai hoat chét thanh phan cia BANTAKO FORT tép trung trong nudc bot, nudu va xuong 6 ring.
Chi dinh
BANTAKO FORT dugc chi dinh trong trirong hop sau:

*  Nhiém khudn rang miéng cap tinh, man tinh hay tai phat (ap xe rang, viém tay, viém mo té bao quanh xuwong

ham, viém nu6u, viém miéng, viém tuyén mang tai, nhiém khuin tuyén nuéc bot)

= Phong ngira nhiém khuan riang miéng sau phéu thuat
Doc kj hu’o‘ng dén sir dung trudc khi dung Néu crm biét thém théng tin, xin héi y kién bdc si.
Thubc nay chi dimg theo sw ké don ciia thiy thuéc.
Liéu 1 va ciach diun ) .
Liéu dung va thoi gian ding thudc cho timg truomg hop cu thé theo chi dinh ciia bac st diéu tri. Liéu dung thong
thuong nhu sau:
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Thoi gian diéu trj thong thudng la khoang 7 ngay
Nguoi lén va tré em trén 15 tudi: 2 dén 3 vién mdi ngdy, chia 2 hodc 3 lan udng trong bita an. (tuong img 3-4,5
MIU spiramycin va 500-750 mg metronidazol). Trong trudng hop ning, c6 thé tang liéu dén 4 vién mdi ngay.

Tré tir 6-10 tudi: 1 vién/ngay. (tuong tmg 1,5 MIU spiramycin va metronidazol 250 mg).

Tré tie 10-15 tudi: ding 2,25 MIU spiramycin va metronidazol 375 mg: dang bio ché va phan lidu cia BANTAKO
FORT khéng phit hop vé6i dbi tugng nay.

Khéng str dung BANTAKO FORT cho tré em dudi 6 tudi.

Cich dung: Udng nguyén vién thude.

Chong chi dinh :

Bénh nhén ¢4 tién sir qua man véi bat ky thanh phan nio ctia thude.

Tién sir qua man VO’l erythromycin va cac dan chét nitro-imidazol khac.

Tré em dudi 6 tudi.

Phéi hop véi disulfiram, rugu va céc thude c6 chira céc thanh phan nay.

Than trong

- Theo ddi cdng thirc bach cau trong truong hop c6 tién sir réi loan cong thirc mau hoic diéu tri véi liéu cao va/hoic
lau dai.

- Sir dung thén trong khi dung spiramycin cho ngudi c6 rdi loan chirc ning gan, vi thude c6 thé gy doc gan. Than
trong cho nglrol bi b¢l‘lh tim, loan nhip (bao gdm ca ngudi c6 khuynh huéng kéo dai khoang QT) Khi bit dau dicu
tri néu thay phét héng ban toan than c6 sét, phai ngung thude vi nghi bj bénh mun mi ngoai ban cap. Trudng hop
nay phai chéng chi dinh ding lai spiramycin.

- Metronidazol ¢o tac dung (rc ché alcol dehyrogenase va cac enzym oxy hoa alcol khac. Thube ¢6 phdn tmg nhe
kiéu disulfiram nhu nong birng mat, nhuc dau, budn non, nén, co cling bung va ra md héi. Can theo doi va khong
diing ruQu va cic che pham c6 con khi uong thude.

- Dung lidu cao dé diéu trj cac nhiém khuan ky khi va diéu tri bénh cho amip va do Giardia c6 thé gay rdi loan mau
va cac bénh than kinh thé hoat dong.

- Thén trong khi dung thubc cho ngudi cao tudi vi chire nang gan da bj suy giam. Udng metronidazol c6 thé bj nhiém
ndm Candida & miéng, 4m dao hodc rudt. Néu c6 boi nhiém phai diéu tri thich hgp. Metronidazol cé hip thu tir ngoai .
cao & khoang buéce song xéc dinh nicotinamid-adenin-dinucleotid (NADH). Do vdy, két qua xét nghiém men gan
(ALT, AST, hexokinase glucose, lactat dehydrogenase, triglycerid) c6 thé bi anh hudng nén can luru y va xem xét,
Phy nir mang thai: Mic di khong c6 cac bing chung ve ngd doc thai va quai thai khi sir dung thuoc nhung khong
nén dung thude cho ngudi mang thai, trir khi khong c6 liéu phap nao thay thé va phai theo di that can than.
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Phu ni¥ cho con bii: Ca metronidazol va spiramycin bai tiét qua sira me, nén ngung cho con b khi dang sir dungréss.
o —

thude.

Lai tau xe vﬁ van hanh miy méc: ING T
Trong mdt s0 it truong hop thude co thé gy ra tic dung phu chong mat, mét phdi hop, mét diéu hoa, do d6 cin luu MHIEW HU
dung thude khi dang l4i tau xe hay vin hanh may méc. ‘Q/ IARMA

Twong tic thude

Metronidazol c6 thé lam tang tac dung cua thuéc chéng dong mau dang udng, dic biét warfarin lam kéo dai thoi glan.f_‘.’_‘ig

prothrombln vi vy tranh dung ddng thoi hodc phai theo dai thoi gian prothrombin hode diéu chinh liéu cac thude
chbng dong néu céan.

Metronidazol rc ché cac enzym oxy héa rugu va alcol dehyrogenase gay phan img kiéu disulfiram. Vi vay khong
udng ruou hodc dung dong thoi céc thude co chua con trong khi diéu tri voi metronidazol. Khong ding dong thoi
metronidazol véi disulfiram hoac phai dung thudc & nhimg thoi diém cach khoang xa.

Phenobarbital lam tang chuyen héa metronidazol nén thudc thai trir nhanh hon.

ba thay c6 bao cao mdt so d4u hiéu dgc cua lithi khi ding metronidazol cho nhiing benh nhén dang diéu tri lithi liéu
cao vi c6 thé gy tang ndng d4 lithi huyét thanh, do vay can than trong va theo déi nong do lithi khi ding ddng thoi.
Metronidazol c6 thé tuong tac v&i terfenadin va astemisol khi dung dong thoi lam ting phan tng bat loi nghiém
trong trén tim mach ciia céc thue nay nhu kéo dai khoang QT, loan nhip, nhlp nhanh. Do vay khéng nén ding ddng
thoi cac thuéc khang histamin nay cho bénh nhan dang ding cac thudc ¢6 cau tric nhém itraconazol, ketoconazol,
bao gdm ca metronidazol.

Cimetidin trc che sur chuycn héa qua gan ciia metronidazol, lam tang nira doi thai trir cia metronidazol, dan dén ting
ADR, vi vy can cén nhac khi sir dung dong thoi.

Metronidazol lam ting ddc tinh ctia S-fluorouracil.

Bénh nhan dung ciclosporin ¢6 nguy co ting ndng do s.,u.losporm Nong dd ciclosporin trong huyét thanh véi
creatinin huyét thanh nén dugc theo déi chat ché khi dung chung la can thiét.

Nong do busulfan c6 thé tang l1én khi dung chung vé&i metronidazol, dan dén ngd doc nang busulfan.

Splramycm ubng dong thoi vai thuoc udng ngua thai s¢ lam mat tac dung phong ngira thy thai. Spiramycin lam giam
nong do cua levodopa trong mau néu ding dong thoi.



Spiramycin it hogc khong anh hudng dén he -enzym cytochrom Pyso & gan; vi vy so vdi erythromycin, spiramycin it
¢6 tuong téc hon so véi cac thude duge chuyen héa bdi hé enzym nay.

Splra.mycm khong c6 tac dung véi cac vi khuan duung rudt Gram am. Ciling da co thong bao vé su dé khang cta vi
khuén ddi véi spiramycin, trong d6 ¢6 su khang chéo gitra spiramycin, eythromycin va oleandomycin. Tuy nhién cac
chiing khéng erythromycin di lic van con nhay cam véi spiramycin,

Téc dung khéng mong mudn

Cdc tdc dung khéng mong muén khi sir dung metronidazol:

Thuong gap, ADR > 1/100

'l:iéu héa: Budn non, non, chan an, dau bung, tiéu chay, co vi kim loai kho chiu.

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

Mau: Giam bach cau.

Hiém gap, ADR < 1/1000

Mau: Mat bach cau hat.

Than kinh trung wong: Con dong kinh, bénh da day than kinh ngoai vi, nhirc dau.

Da: Phong rép da, ban da, ngra.

Tiét niéu: Nudc tiéu sim mau.

Huéng din cich xir tri ADR

Ngtmg diéu trj khi bj chong mit, 1a 1an, mat diéu hoa.

Kiém tra cong thirc bach cau & ngudi bi rdi loan tang méau hogc diéu trj lidu cao va kéo dai.

Giam lidu & ngudi suy gan néng.

Piéu trj triéu chirng néu céc phan ing khong thé kiém soat

Cdc tdc dung khong mong muon khi s dung spiramycin:

Spiramycin hiém khi giy tac dung khéng mong mudn nghiém trong.

Thuong gap, ADR > 1/100

Tiéu héa: Budn ndn, ndn, tidu chay, khé tiéu (khi ding dudng uéng).

Thaén kinh: Chéng mat, dau diu

IT gap, 1/1000 < ADR < 1/100 :

Toan than: Mét méi, chay mau cam, d6 md héi, cam giéc dé ép nguc.

Di cam tam thoi, loan cam, lao dao, dau, cimg co va khop ndi, cam gidc nong rat, néng do birng (khi tiém tinh
mach).

Tiéu héa: Viém két tring cap.

Da: Ban da, ngoai ban, may day.

Hiem gap, ADR < 1/1000 ‘&/

Toan than: Phan (mg phan vé, bdi nhiém do diing dai ngay thude spiramycin

Tim: Kéo dai khoang QT

Théng bdo cho Bdc sp nhitng tic dung khong mong muén gdp phdai khi sie dung thuéc.
Qua lléu vﬂ céch xu trl

gip khoang QT kéo dai, hét dan khl ngung diéu trj (da gép & tré so sinh dung lteu cao hoéc o ngum I6m t1
mach c6 nguy co kéo dai khoang QT). Trong trudng hop qua liéu, nén lam dién tim dd dé do khoang QT, nhat la khi
c6 kém theo céc nguy co khac (giam kali huyét, khoang QT kéo dai bam sinh, két hop dung céc thude kéo dai
khodng QT va/hodc giy xoén dinh). Khong c6 thude giai doc. E);éu tri tri¢u chimng.

Da thay béo cdo trudong hop ngd doc qua lidu metronidazol khi uéng mot liéu duy nhat 15g. Triéu chimg bao gém
budn ndn, nén va mat diéu hoa, bénh ly thin kinh ngoai bién, dong kinh. Anh huong ddc trén than kinh nhu co gidt,
bénh ly than kinh ngoal bién da dugc bao céo sau 5 toi 7 ngay diung liéu 6-10,4 g cach 2 ngay / lan. Khong c6 thude
giai doc dac hiéu. Diéu tri triéu chimg va hd trg.
Dang trinh bay

Hop S vi, m6i vi 10 vién nén bao phim.

Hp 10 vi, mbi vi 10 vién nén bao phim. " s
Tiéu chuén

Tiéu chuan co sd.

Han dung N S e

36 thang ké tir ngay san Xudt. A7,

Bdo quén )

Bdo quan thube & noi kho thoang, nhiét do dudi 30°C, tranh 4nh sang, TuQ.CucC TRUONG
Dé thubc xa tim tay tré em. PTRUCNG P-{’)!\. G
Nha sin xuit Gig .. /,{,}, )ff{”g

Cong Ty TNHH US PHARMA USA )
L6 B1 - 10, Buong D2, Khu cong nghiép Tay Bac Cu Chi— TP. H6 Chi Minh — Viét Nam.
Moi thiic mic va théng tin chi tiét, xin lién hé vé s di¢n thogi 08-37908860
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