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Trichopol®

0,5% (5meg/ml)

Solution far infusion
-

_ Metronidazole
&
Compasttion: Each 100 mi plastic bag contains

500 mg af metrontdazole and excipients:
disprum phosphate dodecahydrate, otric acid
monofiydrate, sodium chlonde, water

for mnjections,

Route of administration: intravenously use

Read all of this leaflet carefully before you start

taking this medicine. Prescription medicine.
Batch number and expiry date
- embossed on the packaging.
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Rx - Thuoce ké don

- Boc ky huong dan sur dung trude khi ding.
- Néu cén thém thong tin, xin hoi bac sy hodc dugc si cua ban.
- Chi sir dung thudc nay khi co su ké don ciia béc s¥.

TRICHOPOL
Dung dich tiém truyén

Thanh phén:

Moi tii nhua 100 ml dung dich chira:

Hoat chdr: metronidazole .......... 500 mg

Ta dwoc: natri hydrophosphate, acid citric, natri chloride, nudc cat pha tiém.

Dang bao ché, dong goi:

Dang bao ché: Thude tiém truyén tinh mach
bong goi: Hopl tai nhua 100 ml.

Diwrge Iire hoe: . _ ’J;Z;

DBac tinh duoc dong hoc: thuge nhom khang khuan, dan chat imidazole.

Ma ATC: JOI1XDO1

Metronidazole 1a dan chit cua 5-nitroimidazole vai hoat tinh chong nguyén sinh dong vat va
khang khuan.

Co ché hoat dong:

Metrnonidazole dé dang tham nhdp vao sinh vat don bao, dong vat nguyén sinh va vi khuén,
khong tham nhap vao té bao dong vat c6 vi. Kha nang giam mirc oxi hoa cua metronidazole thap
hon ferredoxin, protein chuyen dién. Protein nay tan cong vao vi khuan sinh vat ky khi va sinh
vat oxy thap. Kha nang dan dén lam giam nitrate nhom metronidazole. Lam giam dang cua
metronidazole nguyén nhan gay pha v chudi ADN cua sinh vat.

Thudce cé tac dung chong lai cac dong vat nguyén sinh sau: Trichomonas vaginalis, Giardia
lamblia, Entamoeba histolytica, va Balantidium coli.

Co6 tac dung trén vi khudn ky khi sau:

Truc khuin Gram am: cic chang vi khuin bao gdém nhém Bacteroides fragilis (B. fragilis, B.
distasonis, B. ovatus, B. thetaiotaomicron, va B. vulgatus); Fusobacterium species, va
Veillonella.

Truc khuan Gram duong: Fubacterium, Clostridium.

Cau khuan Gram duong: ching Peptococcus, chiing Peptostreptococcus.

MIC 90 cua metronidazole 1a 0,125-6,25 pg/ml trong cac chung nay.

Metronidazole khong c6 tac dung trén hau hét vi khudn ai khi, vi khudn ai khi bit budc, ndm
hoic virus.
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Dugc dong hoc:

Hap thu

O nguoi 1ém, truyén dung dich metronidazole khoang 1 gior voi liéu khai dau 1a 15 mg/ kg can
nang va liéu tiép theo la 7,5 mg/ kg can niang mdi 6 gio. Nong do dinh 6n dinh cua hoat chit la
26 pg/ml va ndng d6 dudi dudng cong la 18 pg/ml.

Phdn bo

Metrnonidazole duoc phan bé trong nhiéu mé va dich co thé nhu xuong, mat, nude bot, dich
mang phdi, dich tiét am dao va dich nio tily (khoang 43% ndng do huyét tuong trong viém mang
nio khong bi viém) ciing nhur trong ap xe nio, gan va hong cu.

Thé tich phan b la 1,1+0.4 L/ kg cin nang.

10% liéu ding 12 bi gi¢i han bai protein huyét thanh.

Metronidazol vao dugc hang rao nhau thai va bai tiét vao sita me.

Chuyén héa

Khoang 30-60% metronidazole dung duong tinh mach dugc chuyén héa dudi dang

hydroxylation, oxidation va két hop véi glucuronate.

Chat chuyén hoéa chinh cua metronidazole (2-hydroxymetronidazole) ciing c¢6 tac dung khang

khuan va khang dong vat nguyén sinh. J
g

Thai trir

Hoat chat duoc thai trir phan lon qua nudc tiéu (60%-80%) va mot phan qua mét & dudi dang

khong bién ddi va chuyén hoa trong vong 5 ngay khi sir dung don liéu.

D6 thanh thai cua metronidazole la 1,3+ 0,3 ml/phut/ kg cdn nang. Nira doi ban thai la 8,5 + 2,9
gio.

Chi dinh:

Diéu tri nhiém trung do vi khuan ky khi Bacteroides, Fusobacterium, Clostridium, Eubacterium,
Veilonella, Peptococcus va Peptostreptococcus: nhiém khuan, viém mang bung, ap xe nao,
viém mang ndo, viém tuy xuong, nhiém trung phdi, viém ‘mang trong tim, nhiém trang dudng
tiéu hoa, ving bung, ap xe trong 6 bung va xuong chiu, nhiém triing vét thuong sau phiu thut.

Sir dung dé phong ngira ludn dugc chi dinh trude khi phau thudt c6 nguy co cao nhiém tring do
vi khuan ky khi, dac biét do chung Bacteroides va Streptococcus. i
Thuoc ¢6 tac dung lam giam nguy co nhiém khuan sau phau thuat do vi khuan ky khi.

Liéu ding va cich sir dung:
Liéu thong thuong duoc khuyén cao nhu sau:

Diéu tri nhiém khuan ky khi:
Metronidazole thuong dugc truyén tinh mach cho khai ddu diéu tri & nhimg bénh nhan khong
dap mg bang duong udng.

Ngudi lém, tré em 12 tubi va Ién hon: 100ml dung dich tiém truyén tinh mach metronidazole
0,5% (500 mg metronidazole), méi 8 gid. Tdc do truyén khong qua 5 ml/phiit.

Liéu t6i da hang ngay cua metronidazole & ngudi Ion la 4 g.

Thoi gian diéu tri théng thudmg la 7 ngay, trudng hop nhiém khuan ky khi nang c6 thé yéu cau
diéu tri khoang 2-3 tuan.

Tré_em dén 12 tudi: truyén tinh mach cham voi toc d(}'_l,S ml/ kg can nang. Dung dich
metronidazole 0,5% (7.5 mg metronidazole/ kg can nang), moi 8 gio.
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Phong ngira tricde phdu thudt:

Dic biét thich hop cho phong ngira trong phau thuat lién quan dén rudt két, truc trang hodc phau
thuat phu khoa.

Khuyén cao nén truyén thude 5-10 phiit truée khi bat dau phau thuit.

Neudi 16n, tré 12 tudi va l6n hon: truyén tinh mach chdm 100 ml dung dich metronidazole 0,5%.

Liéu twong tr tiép theo dung dich metronidazole 0,5% duoc truyén mdi 8 gio dén khi chuyén
sang duong uong ngay khi co the.

Khi dung thudc dé phong ngira, khéng qua 12 gio sau khi phau thut.

Tré em dén 12 tudi: 1,5 ml/kg can nang. Dung dich metronidazole 0,5% (7,5mg metronidazole/
kg can nang)

Cach dung:

Metronidazol 0,5% co thé dugc truyén khong cin pha loing hodc pha loang véi thé tich thich
hop trong dung dich NaCl 0,9% (¢ nhimg bénh nhan truyén dich), dung dich Glucose 5%,
Glucose 5% trong NaCl 0.9%, 20 va 40 mmol/l dung dich KClI (dich truyén nén dugc chuan bi
ngay khi sir dung).

N&i véi chai sau khi dubi khong khi véi cong déi lumen cua thiét bi truyén. i '
Khong dung dung dich thira. Khéng sir dung thude néu thiy co bét ky thay ddi c6 thé nhin thiy

trong dung dich. ((7

St dung o bénh nhdn suy chice nang gan: 7
Metronidazole duogc chuyén hoa chu 'yéu theo con duong oxy hoa tai gan. O bénh nhan suy chirc
nang gan nang, metronidazole chuyen hoa cham, ¢ thé dan dén tich Iuy metronidazole va céc
chit chuyen hoa tai gan. Hoat chét c6 thé tich liy nhiéu & bénh nhan c6 bénh ndo do gan va dan
dén ndng do metronidazole huyét thanh ting cao c6 thé gy ra triéu chimg cia bénh nio. Liéu
don hang ngay nén giam 1/3 & nhirng bénh nhén co6 bénh nay.

Sur dung o nhitng bénh nhdn suy thdn:

O nhitng bénh nhén suy than, nira doi ban thai sinh hoc ctia metronidazole khong thay d6i. Nén
khong can thiét phai giam liéu. Véi nhirng bénh nhan thim phan méau, metronidazole va cac chat
chuyén hoa dugc thai trir trong 8 gio thim phan mau. Ngay sau khi hoan thanh thim phan mau,
truyén nhic lai liéu metronidazole. Khong yéu cau chinh liéu déi véi bénh nhin dang diéu tri
thim phan phiic mac ngit quang hodc lién tuc.

Su dung o ngrrm gia:
Nén cham soc cin thin nhitng nguoi gia khi dung thude, dac biét khi dung liéu lon.

Chéng chi dinh: ‘
Min cam v&i metronidazole, cac thanh phén trong cong thirc hodc 5-nitroimidazoles khac.
Trong giai doan dau cua thai ky.

Canh bao dac biét va than trong khi dung:

Metronidazole nén dugc dung than trong ¢ nhimg bénh nhan dang c6 bénh than kinh trung wuong
hung cam.

Thién trong khi diing thudc cho bénh nhan suy chirc nang gan ning va bénh nio do gan.
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Nhitng bénh nhan cé dau hiéu bat thuomg nghiém trong vdi sé luong té bao mau va bach cau co6
su khac nhau giira, trude va sau khi diéu tri voi metronidazole nén theo ddi chat ché néu duoc
yéu cau diéu tri lai voi metronidazole.

Sé lugng té bio mau nén duoc kiém soat trong qua trinh diéu tri. Néu da sir dung thudc trén 10
ngay thi viéc theo dai la hoan toan can thiét.

Metronidazole c6 thé dugc ding két hop véi duong udng, am dao, hiau mén tiy theo yéu cau
diéu tri.

Metronidazole nén dugc dung than trong & nhitng bénh nhan dang ding dong thai corticosteroid,
cting nhu bénh nhén phu né, ciing nhu thude c6 chira luong Iém natri.

Két qua xét nghiém (phu thugc vao phuong phap sir dung) & bénh nhan diéu tri metronidazole c6
thé sai léch va chi ra gla tri sai s thap AspAT.

Metronidazol c6 thé gay bat dong treponema pallidum tao nén phan img duong tinh gia cia
nghiém phap Nelson.

Twong tic véi cac thude khic va cic dang twong tac khac:

Metronidazole c6 thé giy nguy co tiém an ddi véi thudc chong dong, dic biét warfarin va ting
thoi gian prothrombin. Vi vdy tranh két hop véi cac thube nay.

Néu that su can thiét phai két hop voi cac thudc nay, thoi gian prothrombin nén dugc theo doi
chat ché va phai diéu chinh liéu thuéc chdng dong.

Khéng co tuong tac vai heparin.

Metronidazole irc ché hydro hoa alcohol va cac enzyme c6 tic dung oxi hoa khir alcohol.

Céc tac dung phu nhom disulfiram di dugc quan sat thay & bénh nhan ding ciing metronidazole
va alcohol, nhu do mat, dau dau, budn nén, nén mira, co that bung, d6 mo héi. Bénh nhén duoc
khuyén la khong nén udng rugu trong khi diéu tri voi metronidazole va trong vong it nhat 48 gits
ké tir khi két thic diéu trj véi metronidazole.

Cac phan (g loan than kinh va mit phwong huéng di duoc bao cao & nhimg bénh nhan sir dung * y
metronidazole dong thoi cung véi disulfiram. Do do cac dang nay khoéng nén dung cung nhau.
Khuyén cdo nén diéu tri véi metronidazole bat dau hai tudn sau khi dimg thudc disulfiram.

Ding dong thoi metronidazole vai phenobarbital lam giam nira doi ban thai cia metronidazole
xuong con khoang 3 gio. Nong dé metronidazole trong huyét twong ciing giam theo, nguoc lai
nong do cua chat chuyén hoa 2- -hydroxymethyl-metronidazole lai tang 1én.

Nhimg bénh nhan diéu tri voi mudi lithium, trong qua trinh diéu tri véi metronidazole, nong do
lithium huyét tuong va doc tinh cua n6 tang lén va co thé quan sat thay tén thuong than. Liéu
lithium nén dugc giam tir tir hodc ngimg dung mudi lithium truéde khi diéu tri voi metronidazole.
Trong qua trinh dung dong thai cac thude nay, mirc huyét trong cua lithium, creatinine va dién
giai phai dugc theo ddi thuomg xuyén.

Dung dong thai metronidazole vdi astemizole va terfenadine, cac tac dung phu trén tim mach c6
thé quan sat thiy (thay d6i ECG, loan nhip, chen tim, héi hop, ngat, va tham chi tir vong). Nén
tranh két hop cac dang thudc nay vdi metronidazole.

Cimetidine 1am ting nira doi ban thai ciia metronidazole va lam giam mirc thanh thai, hau hét la
do trc ché chuyén hoa ciia metronidazole tai gan.

Metronidazole lam giam mirc do thanh thii va ting nong do huyét thanh ciia phenytoin.
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Metronidazole la chét’irc ché cytochrom P450 3A4 (CYP 3A4), do d6 no c6 thé lam giam
chuyén hoa cua cac chat chuyén héa bang emzyme.

Metronidazole lam giam mirc d§ thanh thai cia 5-fluorouracil, do d6 lam ting ddc tinh.

0 nhimg bénh nhan dung ciclosporin, nong dd ciclosporin ¢o thé tang lén. Néu can thiét phai
dung két hop giira metronidazole va ciclosporin thi nén dugc theo déi nong do ciclosporin huyét
thanh va do thanh thai.

Phu nir ¢6 thai va cho con ba:

Khéng c¢6 du cic nghién ciru duge kiém soat trén phu nir mang thai khi ding metronidazole dugc
thuc hién. Metronidazole qua duoc hang rao nhau thai kha nhanh, dat dugc mét ty 1é néng do
giira cudng nhau thai va huyét twong me la x4p xi 1. Metronidazole duoc chdng chi dinh cho phu
nir mang thai giai doan dau. Trong giai doan thir 2 va thir 3 cua thai ky, co thé sir dung duoc
thudc néu can nhéc gitra lgi ich cho me va rii ro cho thai nhi.

Metronidazole duoc bai tiét vao sira me va dat néng do trong sira gﬁn vai néng do hpyét thanh,
do do thuoc khong nén sur dung trong thdi ky cho con bu. Néu viéc diéu tri la can thiét, nén xem
xét viéc ngimg cho con ba.

Anh hudng trén kha ning ldi xe va vin hanh may méc:
Khong co6 bang chirng lién quan dén chong chi dinh cho lai xe va van hanh may moéc khi dung
thude nay.

Tac dung khong mong muon.

Cac tac dung khong mong mudn thoéng thuong nhat 1a: budn nén, nén, ia chay, khé chiu trong
bung, cam giac vi kim loai, tua ludi.

Cac tac khong mong mudn sau day co thé duge quan sat thay trong qua trinh str dung thude: l”

R6i loan mdu va hé bach huyét

Giam bach cau va giam tiéu cau hat thoang qua mirc dé trung binh.

Hiém gap mat bach cau hat, neutropoenia va giam toan thé huyét cau thuong hdi phuc khi ngimg
thudc. Mt trudng hop té bao tay xuong bat san da duge béao cao.

R6i loan hé than kinh

Biéu hién trén hé than kinh ngoai bién nhu té cong, cam giac kién bo, cam giac khac thuomg,
trong hau hét cac truong hop co thé phuc hdi néu dimg thuoc hodc giam lidu; con dong kinh,
chong mat, mét phuong huéng, dé bi kich dong, suy nhugc, yeu ngi lo mo, mat ngy, dau dau,
ngal ral hiém khi gap hoi chimg néo, tiéu nio cap (nhu mat diéu hoa, loan thé tang, di yéu, giat
cau mat, ring minh, rdi loan két hop van déng) va rdi loan tam Iy bao gdm ao giac va chan an.

Réi loan vé mat
R6i loan tam nhin bao gom chimg song thi va tat can thi.

Réi logn tai va tai trong
U tai, mat thinh giac.

Réi loan hé tiéu héa
Khé miéng, viém miéng, viém tuy, hét tri¢u chirng khi ngimg thuoc.

Réi loan hé gan
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Rét’hiém gap két qua kiém tra chirc ning gan bét thuong, viém xo gan, vang da, hét khi ngimg
thube.

Réi loan chung va phan ung noi tiém
Viém tinh mach huyet khoi (diéu nay co thé tranh dugc hodc giam rii ro bang cach dat ong
truyén cannula thai gian ngan)

Rag}'f loan da va mé duoi da
Ton thuong da (phat ban), ngua.

Réi loan co xuong va mé lién két
Pau co, dau khop.

Roi loan thdn va tiét niéu
S4m mau nuoc tieu do su ¢c6 mat chat chuyén héa metronidazole hoa tan trong nuée c6 mau.

Réi loan hé Ih(iing sinh san va vu
Pau dm dao, nhiém nam. ,

R(_?'i loan hé Ih(jng mién dich ' '
Roi loan hé man cam: may day, ngira, phii van mach, hiém khi séc phan vé, hong ban da dang.

Théng bdo cho bdc si cdc tdc dung khong mong muon gdp phii khi sie dung thuéc

Qua liéu:

Liéu chét cia metronidazole trén ngudi chua duge biét dén.

Triéu chimg ctia nhiém doc thin kinh dugc quan sat thiy rit hiém khi ding duéng udng vai lidu
6 — 10,4 g metronidazole hang ngiy trong vong 5 ngay bao gom con dong kinh va than kinh
ngoai bién.

Dung 1 liéu don 15 g metronidazole la nguyén nhan gdy buén non, nén va mat diéu van.

Diéu tri qud liéu:
Trong diéu tri qua lieu, nén ap dung nhimg nguyén tic co ban diéu tri triéu chimg va ho tro.

Bdo quan:
Bao quan ¢ nhiét do dugi 30°C. Tranh anh sang, dé 4m va noi co hoi hoic khi hoa chit ¢6 mui
dam dac. . E
Dé xa tam vi cia tré em. % - . | é/
Han ding: et /&Mﬂ ¢
24 thang ké tir ngay san xuat. Ay
Tiéu chuén: 40 CUC TRUONG
Nha san xuat. . o
N %m Chank

Nha sdn xuat:
Pharmaceutical Works Polpharma S.A
19 Pelplinska Street, 83-200 Starogard Gdanski, Poland



