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Mepagyl Iw 100 ml

METRONIDAZOLE M epagyl w
Each bottle contains :

Metronidazole 500 mg per 100 mi METRONIDAZOLE

FOR INTRAVENOUS INFUSION
Hip 1 chai 100l Each bottle contains :
Rx ! .
MEPAGYL thuée ké ton i Metronidazole 500 mg per 100 mi

~ FOR INTRAVENOUS INFUSION

Thanh phin. ham hrgng:

M3 100 ml dung dich chira: Metronidazole 500 mg.

Chi djnh: Dleumnhxemkhmnnangdovnkhuankykhxnhaycm

dic bigt cic loai Bacteroides fragilis ner nhiém khudn 6 byng. nhiém

Kkhudn phy khoa, nhiém khnanda\atautrucda, nhiém khudn h¢ thin

kinh trung uong, nhiém khuan huyét vi viém mang trong tim.

Phong ngira nhiém khudn ky khi sau phau thuat. |

Bao quan: ¢ nhiét dg dugi 30°C. Trénh anh sing. |

Tiéu chuin: TCCS. i
|
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Individual box of MEPAGYL (100 ml)

METRONIDAZOLE

Each bottle contains :
Metronidazole 500 mg per 100 mi

FOR INTRAVENOUS INFUSION

Storage : below 30
Protect from light.
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W\bhz ding theo dom thudc.
/%y‘hzmng dan sir dung trueée khi dimg.

Théng bdo ngay cho bdc sj/ dugc sy nhitng tdc dung khong mong mudn gdp phdi khi sir dung thudc.
THANH PHAN CONG THUC THUOC

Thanh phan hoat chat: M3i 100 ml dung dich chira: Metronidazole 500 mg.

Thanh phin ta dugc: natri phosphate dihydrate, acid citric, natri chloride, nuéc cét pha tiém.

DANG BAO CHE

Dung dich tiém truyén tinh mach. Dung dich trong, khong mau dén mau vang nhat.

CHi PINH

Piéu tri nhim khuin ning do vi khuan ky khi nhay cam, dic biét cac loai Bacteroides fragilis
nhu: nhim khuén 4 bung, nhim khuan phu khoa, nhim khuén da va c4u tric da, nhim khuén
hé than kinh trung wong, nhi®m khuin huyét va viém mang trong tim.

Phong ngira nhiém khuén ky khi sau phiu thuat.

CACH DUNG, LIEU DUNG

Metronidazol 500 mg/100 ml nén duoc truyén tinh mach véi tée d6 5 ml/phut. Thudc ubng nén
dugc thay thé cang sém cang tbt.

Dy phong nhiém khuén:

Thoi gian diéu tri bang khang sinh nén ngén, chi yéu trong giai doan hau phiu (trong 24 gidr
nhung khong nén qué 48 gio).

Ngudi 16n: truyén tinh mach 1000 mg — 1500 mg véi 1 lidu duy nhét (30-60 phut truée khi
phiu thudt) hoic thay thé biang 500 mg truyén tinh mach ngay truéc, trong hodc sau khi phiu
thuat, sau d6 500mg truyén tinh mach 8 gid/lan.

Tré em < 12 tudi: 20 — 30 mg/kg véi liéu duy nhét (1-2 gid trude khi phiu thust).

Tré so sinh véi tudi thai < 40 tudn tudi: 10 mg/kg véi lidu duy nhat trude khi phiu thust.

Nhiém khuin do vi khuin ky, khi:

Ngudi 16n: truyén tinh mach 1000 mg — 1500 mg véi 1 lidu duy nhit mdi ngay hodc 500 mg
truyén tinh mach 8 gio/lan.

Tré em tir 8 tudn dén 12 tudi: Lidu ding hang ngay thong thudmg 14 20 — 30 mg/kg/ngdy véi
liéu duy nhat hodc chia thanh 7,5 mg/kg mdi 8 gid. Liéu hang ngdy c6 thé ting 1én 40 mg/kg
tity thudc vao mirc d6 nghiém trong ctia nhiém khuin. Thoi gian diéu tri thuong 14 7 ngay.

Tré em < 8 tudn tudi: 15 mg/kg/ngay véi lidu duy nhét hogc chia thanh 7.5 mg/kg mdi 12 gio.
Tré so sinh véi tudi thai < 40 tudn tudi: su tich liiy metronidazol c6 thé xay ra trong tudn dau
tién, do d6 ndng d6 metronidazole trong huyét thanh nén duoc theo dai sau vai ngay diéu tri.
Thudc udng c6 thé duoc sir dung véi ciing mot ché do lidu. Qua trinh didu tri nén dugce thay thé
bing thudc ubng cang sém cang tbt.
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Thoi gian diéu tri tir 7 dén 10 ngay hoic theo chi din clia bac si.
Ngu’b'i cao tudi: | |
Str dung thén trong & ngudi cao tudi, dic biét khi sir dung lidu cao.
Bénh nhin suy than:
Viéc diéu chinh liéu Metronidazole khong dugc coi 1a can thiét & bénh nhan suy than.
Khong can diéu chinh lidu Metronidazole & bénh nhan suy than trdi qua thAm phén phiic mac
gian doan (IDP) hozc thAm phéan phiic mac cAp ctru lién tuc. Tuy nhién, giam liéu c6 thé cin
thiét khi ndng d6 chit chuyén héa vuot qua mie.
O nhimg bénh nhan chay thin nhan tao, Metronidazole nén dugc dung lai ngay sau khi chay
than nhén tao.
Bénh nhan suy gan tién trién:

& nhitng bénh nhan suy gan tién trién, cin giam liéu két hop véi theo di ndng @6 trong huyét
thanh.

CHONG CHi PINH

C6 tién str qua man véi metronidazole hodc cac dan chat nitro-imidazole khéc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Metronidazole nén duoc sir dung than trong & nhimg bénh nhan méc cac bénh hé théng than
kinh ngoai bién hoac hé than kinh trung wong.

Bénh nhan khong nén ubng ruou trong thdi gian diéu tri bing Metronidazole va it nhit mot
ngdy sau d6 vi thudc c6 kha niang gdy phan tmg nhe kiéu disulfiram (néng bimg mit, nhirc
d4u,budn ndn, ndn, co cimg bung va ra md hoi).

Néu ding Metronidazole trong hon 10 ngay, khuyén c4o ring phai thuc hién xét nghiém huyét
hoc, dic biét 1a sb lugng bach cau, va theo ddi cac phan tmng phu nhu bénh 1y than kinh ngoai
vi. Néu xuét huyét hozc cic ddu hiéu thin kinh bat thudng xay ra, nén ngung ding thudc ngay
1ap tire.

Metronidazole nén dugc ding thin trong va giam liéu cho bénh nh4n mic bénh nio do gan va
suy gan nang.

San phdm chi diing cho mdt bénh nhan va hily bé luong dur sau khi dung thude.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir cé thai: Metronidazole qua dugc hang rao nhau thai. Dit liéu 1dm sang trén mot sb
luong 16n céc trudong hop mang thai va dir liéu trén dong vat khong chi ra tic dung gy quai
thai va gy ddc cho thai nhi. Tuy nhién, viéc sir dung dan chét nitroimidazole cho ngudi me c6
thé lién quan dén nguy co gy ung thu hodc giy dot bién cho thai nhi va tré so sinh. Do d6,
Metronidazole khong nén sir dung cho phu nit mang thai, trir khi ¢6 chi dinh ciia béc si khi can
thiét.

Phu nir cho con bii: Metronidazole c6 thé bai tiét qua sita me. Vi vdy khong nén ding khi
dang cho con bt

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thubc c6 thé gy nhirc dau, bénh nhan nén than trong khi dang l4i xe hay thyc hién cac cong
viéc can phai tinh tio.
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TUONG TAC, TUONG KY CUA THUOC

Khéng dlfq’c Khuyén cdo didu trl ddng thoi:

Disulfiram: Sir dung ddng thdi metronidazole va disulfiram c6 thé dAn dén phan timg loan thin
va nham 1an. Metronidazole khong nén ding cho bénh nhin di dung disulfiram trong vong hai
tudn qua.

Ruou: Tac dung giéng nhu disulfiram (Am, @6, non, nhip tim nhanh).

Db udng c6 cdn va thude c6 chira rrou nén tranh. Bénh nhan nén dugc khuyén khong nén ubng
rugu trong khi didu tri bing Metronidazole va it nhit 72 gid sau d6 vi phan tmg giéng nhu
disulfram (t4c dung chéng nén) (d6 bimg, non, nhip tim nhanh).

Pidu tri dong thdi cin c6 bién phap phong ngira dic biét:

Thuéc chéng dong duong udng (warfarin): metronidazole ¢6 thé lam ting tac dung chéng déng
mau cua wafarin va cac thudc chéng dong dwong udng khac din dén kéo dai thoi gian
prothrombin va gidm nguy co xut huyét. Bénh nhan ding metronidazole va wafarin hodc céc
coumarin udng khac ddng thoi nén theo dai thdi gian prothrombin va ty 1& chudn hoa qudc té
(IRN) thudng xuyén hon. Bénh nhan cin duge theo ddi cac dau hiéu va triéu chimg chay mau.

Mot sb luong 16m cac bénh nhan da duge bao cdo cho thdy c6 sy ting tac dung cta thudc chéng
d6ng dudng udng khi didu tri dong thoi ciing thude khang sinh. Tubi, sitc khoe va tinh trang
nhiém tring va viém nhim ciia bénh nhan 13 cac yéu t6 nguy co trong trudong hop nay. Mot sb
nhém khéng sinh c¢6 nhiéu kha niang din dén twong tac nay, dang chi y 1a fluoroquinolones,
macrolide, cyclines, cotrimoxazole va mot sé cephalosporin.

Vecuronium (khéng khir cuc curaremimetic): Metronidazole c¢6 thé lam ting tac dung cia
vecuronium 12 mot thude gisin co khong khir curc.

Cic két hop cin xem xét:

5 Fluoro — uracile: Metronidazole lam tang ddc tinh cua 5 Fluoro — uracile do lam giam dd
thanh thai ciia thude.

Lithi: Sy tich lity lithium kém theo bing chimg v& tdn thuong thin d4 dwoc béo cdo & nhitng
bénh nhan diéu tri ddng thoi vai lithium va metronidazole. Piéu tri bing lithium nén duoc giam
dan hozc két thic trwée khi diing metronidazole. Nong d6 lithium, creatinin va chit dién giai
nén dugc theo déi & nhimg bénh nhin dang diéu tri bing Lithium trong khi ho ding
metronidazole.

Cholestyramine c6 thé ngan can hodc 1am giam su hip thu metronidazole.

Phenytoin, barbiturat (phenobarbital): khi sir dung ddng thdi metronidazole véi phenobarbital
s& lam ting tic dung ciia men gan, din dén ting chuyén héa metronidazole nén metronidazole
duoc thai trir nhanh hon.

Cimetidin: khi ding ddng thdi metronidazole véi cimetidin s& 1am giam tac dung clia men gan,
din dén 1am giam chuyén héa va thai trir metronidazole trong huyét twong, din dén c6 thé ngd
ddc metronidazole.

Str dung ddng thdi metronidazole va cdc chit nén CYP3A4 (vi du: amiodarone, tacrolimus,
cyclosporine, carbamazepine va quinidine) ¢ thé 1am ting ndng d6 trong huyét twong cta chét
nén CYP3A4. Theo d3i ndng d6 trong huyét twong ctia chit nén CYP3A4 c6 thé cin thiét.
Busulfan: Nong d6 busulfan trong huyét trong c6 thé ting khi diéu tri dong thoi véi
metronidazole, c6 thé d4n dén ngd doc busulfan nghiém trong nhu hoi chimg tic nghén xoang,
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viém niém mac dudng tiéu hoa va bénh tic tinh mach gan.

TAC DUNG KH(‘)NG MONG MUON CI’JA THUOC

Téc dung khong mong mubn thudng phu thude vao lidu ding. Khi ding lidu cao va 1au dai s&
lam ting tac dung c6 hai.

Téc dung khong mong mudn thudng gip nhét khi ding metronidazole 12 budn nén, nhirc dau,
chéan an, khd miéng, c6 vi kim loai rdt kh6 chiju. Cac phan vmg khong mong mubn khac &
duong tiéu hda cuia metronidazol 14 non, ia chay, dau thugng vi, dau bung, tdo bon.

Thuong gap, ADR>1/100

Tiéu héa: Budn nén, ndn, chan in, dau bung, ia chay, c¢6 vi kim loai khé chiu.

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

Méu: Giam bach cu.

Hiém gdp, ADR<1/1000

Méu: mét bach ciu hat.

Than kinh trung wong: Con dong kinh, bénh da déy thn kinh ngoai vi, nhirc dau.
Da: phdng rdp da, ban da, ngira.

Tiét niéu: Nudc tiéu mau sim.

HUONG DAN CACH XU TRi ADR

Ngtmg diéu tri khi bi chéng mat, 1t 14n, méit didu hoa.

Kiém tra cong thirc bach cu & ngudi rbi loan tang mau hoiic diéu trj lidu cao va kéo dai.
Giam liéu & ngudi suy gan ning.

Do ¢6 ddc tinh v6i thin kinh va 1am giam bach ciu, cAn chu y khi ding cho ngudi bénh & hé
than kinh trung wong, va ngudi c6 tién sir loan tang mau.

Cén bao truée cho ngudi bénh vé phéan tmg kidu disulfiram néu diing thude véi rugu.
Can than trong khi phéi hop véi warfarin.

QUA LIEU VA CACH XU TRi
Khong c6 thubc giai doc dic hiéu khi ding qua lidu Metronidazole. Trong trudmg hop nghi ngd
qua lidu, nén bat dau didu tri triéu chimg va diéu tri hd trg.

PAC TINH DUQC LUC HQC
Metronidazole 14 mot dan chét 5 — nitro — imidazol, ¢6 phd hoat tinh rong trén dong vat nguyén
sinh nhu amip, Giardia v trén vi khuan ky khi.
Trong ky sinh triing, nhém 5-nitro ctia thude bi khir thanh céc chét trung gian doc té bao. Cac
chat nay lién két voi cdu tric xodn cia phan tir DNA 1am v& céc soi ndy va cudi cing lam té
bao chét.
Metronidazole ¢6 tic dung diét khudn trén Bacteroides, Fusobacterium va céc vi khuin ky khi
bat budc khac, nhimg khong c6 tac dung trén vi khuén 4i khi.
Phé khang khuin:
Ty 1¢ khang khang sinh c6 thé thay ddi theo vi tri dia 1y, thoi gian va thong tin tai dia phuong,
dac biét khi diu tri nhim khuan nang. Phd khang khun nay chi dua ra huéng din gin ding vé
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xéc sudt vi sinh vat c6 nhay cam véi metronidazole hay khong.

Nhay ciam: Vi khuan gram 4m hiéu khi, Helicobacter pylori, vi khudn ky khi, Bacteroides
fragilis, Bifidobacterium (khang 70%), Bilophila, Clostridium, Clostridium difficle, Clostridium
perfringens, Eubacterium, Fusobacterium, Peptostreptococcus, Prevotella, Porphyromonas,
Veillonella.

Vi khuin khing thudc: Vi khudn gram dwong hiéu khi, Actinomyces, Mobiluncus,
Propionibacterium acnes.

Diét ky sinh triing: Entamoeba histolytica, Giardia intestinalis, Trichomonas vaginalis.
PAC TINH DUQC PONG HQOC

Nira doi ctia Metronidazole trong huyét trong khoang 8 gi. Metronidazole phan bb rong rai
vao cac md va dich co thé, vao nuée bot va sita me. Nong d6 diéu tri cling dat dugc trong dich
n3o tily. Metronidazole chuyén hoa & gan thanh céc chét chuyén hoa dang hydroxy va acid, thai
trir qua nude tiéu mot phan dudi dang glucoronid. Cac chét chuyén héa van con phan nao tac
dung duoc ly. M6t phan nhé duoc thai trir qua phén.

® QUY CACH PONG GOI: Hop 1 chai 100 ml.

PIEU KIEN BAO QUAN: & nhiét d duéi 30°C. Tranh 4nh séng.
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG THUOC: TCCS.

NHA SAN XUAT: CONG TY TNHH THAI NAKORN PATANA (Thai Lan)

14 Soi Ngamwongwan 8, dudng Ngamwongwan, Bangkhen, Mueang, tinh Nonthaburi 11000,
Xudt xit ciia thudc: Thai Lan.

NHA NHAP KHAU:




