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Keep out of reach of children.

Read the directions carefully before use.

For prescription only.

QUALITATIVE AND QUANTITATIVE COMPOSITION:

Active ingredient;

Metronidazole .............ocovueverreonenenn 250 mg

Excipients: Tapioca starch, lactose monohydrate, tale, magnesium
stearate, povidone K30.

PHARMACEUTICAL FORM: Tablet,

Product description: A round, white to off-white tablet, piain on one side
and a score line on the other, intact edges.

THERAPEUTIC INDICATIONS: For the freatment of infections of
Trichomonas vaginalis, Entamoeba histolytica (acute intestinal form and
liver abscess form), Dientamoeba fragilis in children, Giardia lamblia and
Dracunculus medinensis.

For the treatment of severe infections caused by susceptible anaerobic
bagteria e.g. intra-abdominal infections, gynecologic infections, skin and
skin structure infections, CNS infections, septicemia, and endocarditis.
For the treatment of acute necrotizing ulcerative gingivitis, dental
gingivitis, active Crohn's disease in colon and rectum, ulcerative
gastroduodenitis due to Helicobacter pylori (combination with some other
drugs).

POSOLOGY AND METHGD OF ADMINISTRATION:

Treatment of protozoa infections:

Trichomoniasis: A single dose of 2 g or 1 tablet x 3 times daily for 7 days.
Sexual partners should be treated concomitantly.

Amoebiasis: The therapy should be 5 - 10 days.

Adults: oral dose of 500 - 750 mg (2 - 3 tablets) x 3 times daily.

Children: oral dose of 35 mg - 40 mg/ kg bady-weight/ day, in 3 divided
doses

Giardiasis:

Adults: oral dose of 250 mg (1 tabiet) x 3 times daily for5-7 daysor2 g
as a single dose daily for 3 days.

Chitdren: oral dose of 15 mg/ kg body-weight/ day, in 3 divided doses, for
5-10 days.

Treatment of most anaerobic bacterial infections:

Colitis due to antibiotics: oral dose of 500 mg (2 tablets) x 3 - 4 times
daily.

Ulcerative gastroduodenitis dus to A. pylori: oral dose of 500 m (2 tablets)
x 3 times daily.

Or as directed by a physician.

CONTRAINDICATIONS: Known hypersensitivity to metronidazole or other
nitro - imidazole derivatives.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE: Metronidazole
appears 1o inhibit alcohol dehydrogenase and other alcohol oxidizing
enzymes; therefore, it is unadvisabie to take aloohalic during treatment.
Blood formula should be monitored in case of long-term treatment.
Excipient:

Lactose monohydrate: Patients with rare hereditary problems of galactose
intolerance, the Lapp lactase deficiency or glucose-galactose
malabsorption should not take this medicine.

USE IN PREGNANCY AND LACTATION:

The drug should not be used in the first trimester of pregnancy.

tis advised to stop breast-feeding while taking metronidazole.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:

Cautions should be taken when driving vehicles, operating machinery,
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working at height and other cases.

INTERACTIONS:

Metronidazole has been reported to potentiate the effect of anticoagulant
(warfarin) and nondepolarizing muscle relaxants (vecuronium).
Disulfiram~like reaction may occur if alcoho! is consumed during and
following metronidazole therapy. Patients receiving phenobarbital
metabolise metronidazole at a much greater rate than normatly.
Metronidazole therapy has been associated with elevation of serum
fithium.

UNDESIRABLE EFFECTS: The adverse reactions reported in patients
treated with metronidazole have been nausea, vomiting, anorexia, colic,
diarrhea, unpleasant metallic taste (all these symptoms wil disappear
after discontinuation of treatment).

Light leukopenia.

Rarely: headache, skin rash, pruritus, darkened urine.

Please inform your doctor of all undesirable effects upon drug
administration.

OVERDOSE: Single oral doses of metronidazole up to 15 g, have been
reported. Symptoms reported include nausea, vomiting, and ataia.
Neurotoxic effects, including seizures and peripheral neuropathy, have
been reported after 5 to 7 days of doses of 6 0 10.4 g every other day.
Treatment: There is no specific antidote for metronidazole overdose;
therefore, management of the patient should consist of symptomatic and
supportive therapy.

PHARMACODYNAMIC PROPERTIES:

ATC code: JO1XDO1

Metronidazole is a 5-nitroimidazole derivative with broad-spectrum
activity against protozoa e.g. amoeba, Giardia, and anaerobic bacteria. In
the parasite, the 5-nitro group is reduced to get intermediate substances
being toxic to cells. These substances are linked to spiral structure of
DNA to break these fibers, and finally kill the cells.

Metronidazole is very effective in treatment of protozoa infections e.g.
Entamoeba histolytica, Giardia lamblia, and Trichomonas vaginalis.
Metronidazole is bactericidal against Bacteriodes, Fusobacterium, and
other obligately anaerobic bacteria, but inactive against aerobic bacteria.
PHARMACOKINETIC PROPERTIES:

Metronidazole is rapidly and completely absorbed after oral
administration. Approximately 10 - 20% of metronidazole bound to
plasma protein. Metronidazole is widely distributed into most body
tissues and fluids, including saliva and breast milk. Concentrations of
metronidazole also is attained in cerebrospinal fluid. Metronidazole is
metabolized in the liver to hydroxy- and acid-form metabolites; so dosage
should be reduced in patient with hepatic impairment to avoid
accumulation. A part of metronidazole is excreted in urine as a
giucuronide. The metabolites still have somewhat their pharmaceutical
effects.

PRESENTATION: Box of 10 blisters x 10 tablets.

SHELF-LIFE: 24 months from the manufacturing date.

STORAGE CONDITIONS:

Store in dry places, not exceeding 30°C, protect from light.
SPECIFICATIONS: Vietnamese Pharmacopoeia.

Manufactured by:

Any Quusg&r;ssgmég product,.
DHG PHARMACEUTICAL JOINT-STOCK COMPANY - DHG Pharmaceutical piant branch in Hau Giang @ +84.292.3899000

Lot B2 - B3, Tan Phu Thanh industrial zone - phase 1, Tan Phu Thanh commune, Chau Thanh A district, Hau Giang province, Vietnam

Tel: (+84.293) 3953454  Fax: (+84.293) 3953555

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn




DE xa tam tay tré em.

Boc ki hidng dén sit dung trude khi ding.
Thudt ndy chi ding theo don thuée.
THANH PHAN GONG THUC THUGC:
Thanh phin hoat chat: ~

Metronidazol ....
Thanh phin ta duge:
Tinh bot sén, lactose monchydrat, talc, magnesi stearat, povidon K30.
DANG BAD CHE: Vign nén.

Mo 13 sén phdm: Vién nén tron, man tring hodic trdng nga, mot mt ¢6
vach ngang, mat mit tron, canh va thanh vién lanh Ian.

cHi PINH: Pidu tri cdc trling hop nhiém Trichomonas vaginalis,
Entamoeba histolytica (thé cdp tinh & rugt va thé 4p xe gan),
Dientamoeba fragilis § tré em, nhigm Giardia lamblia va Dracunculus
medinensis.

Didu tri nhidm khuén nding do vi khudn ky khi nhay cm nhy nhigm
khudn & bung, nhigm khudn phy khoa, nhifm khudn da va cac cdu tric
da, nhim khudn ha than Kinh trung uong, nhidm khuin huy#t va viem
mang trong tim.

Vigm lgi hoai tlf loét c&p, viém lgi quanh than ring, bénh Crohn thé hoat
dang 0 k&t trang, truc trang, viém loét da day - ta trang do Helicobacter
pylori (phi hop v6i mot s6 thudc khac).

CACH DUNG, LIEU DUNG:

Diéu tri nhifm ddng vat nguyén sinh:

B&nh do Trichomonas: Udng mat lidu duy nhdt 2 g, hodc 1 vién x 3 1dn/
ngay trong 7 ngay. Gan didu tri cho ¢ ngudi ¢6 quan hg tinh duc.

Bénh do amip: Piéutri trong 5 - 10 ngay.

Ngudi I6n: Usng 500 - 750 mg (2 - 3 vién) x 314n/ ngay.

Tré em: USng 35 - 40 mg/ kg thé trong/ ngay, chia lam 3 1n.

Bénh do Giardia:

Ngudi 16n: Usng 250 mg (1 vién) x 3 1an/ ngay, frong 5 - 7 ngay hodc
udng mot Ian 2 g/ ngay, trong 3 ngay.

Tré em: Ung 15 mg/ kg thé trong/ ngéy, chia iam 3 Idn, trong 5 - 10
ngay.

Digu trj nhim vi khudn ky khi:

Viém dai trang do khang sinh: Uting 500 mg (2 vién) x 3 - 4 140/ ngay.
viam loét da day, t trang do H. pylorf: Usng 500 mg (2 vién) x 3 1an/
ngay.

Hogc theo su chi dn clia thdy thudc.

CHONG CHI BINH: C6 tién st qua mén vai metronidazol hodc cac dén
chat nitro - imidazol khac.

cANH BAO VA THAN TRONG KHI DUNG THUGC:

Metronidazol c6 tc dung (e ché alcol dehydrogenase va cac enzym oxy
ha alcol khac, vl vy khdng dugc uiing rugu trong thdi gian diing thudc.
Nén kiém tra cong thirc mau khi diéu tri 1au dai.

Ta dugc:

Lactose monohydrat: Bénh nhan c6 cdc van dé di truy8n higm gap vé
khong dung nap galactose, thigu lactase Lapp hodic kém hap thu glucose
- galactose khang nén diing thudc nay.

U DUNG THUGC CHO PHU NOJ O THAI VA CHO CON BO:

Khoing nén diing metronidazol trong ba thang dduthai ky.

Nén ngitng cho con ba khi digutri bing metronidazol.
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ANH HUGNG COA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC: Than trong khi van hanh may méc, dang 1ai tau xe, ngudi lam viéc
1rén cao va cic truding hgp khac.

TUGNG TAC, TUONG KY cUA THUDC:

Metronidazol ting téc dung thudc chéng dong (warfarin) va thudc gian
o khong khif cuc (vecuronium).

Ding chung v4i rugu gy phan ing kiéu disulfiram.

Phenobarbital lam ting chuyén héa metronidazol.

Metronidazo! tam ting ndng do lithium trong huy&t thanh.

TAC DUNG KHONG MONG MUGN CUA THUGC:

Thudc ¢6 thé gay budn non, ndn, chan dn, dau bung, tigu chay, ¢6 vi kim
loai khé chiu (tAt c& cac trigu ching ndy s& bién mét khi ket thic didu
tri).

Giam bach cu nhe.

Higm gap: Nhilc ddu, ban da, nglia, nudc tidu sdm mau.

Thong béo cho béc sT nhiing tac dung khdng mong mubn gap phai khi
st dung\thuﬁ'o

QUA LIEU VA CACH XU TRI:

Metronidazol udng mot liu duy nhat t6i 15 g da dugc bao cao. Trigu
chitng bao gdm budn ndn, ndn va m&t diéu hoa. Tac dung doc thin kinh
gbm c6 co giat, viem day thdn kinh ngoai bién dd dugc bdo cdo sau 5 tdi
7 ngay ding liéu 6 - 10,4 g cach 2 ngay/ IAn. Diéu tri: Khéng co thude
giai doc ddc higu. Diéu tri tridu chiing va h trg.

pAC TINH DUGC LUC HOC:

Ma ATC: JO1XDO1

Metronidazol 13 mot din chat 5-nitro-imidazol, c6 phd hoat tinh rong
trén dong vat nguyén sinh nhu amip, Giardia va trén vi Kkhudn ky khi.
Trong ky sinh tring, nhém 5-nitro clia thudc bj khil thanh cde chit trung
gian doc voi t& bao. Cac chat nay lién ket véi cdu trilc xodn clia phan tf
ADN 1am v8 céc soi nay va cubi cing fam 1€ bao chét.

Metronidazol 12 mét thudc rdt manh trong diéu trj nhim dong vat
nguydn sinh nhu  Entamoeba histolytica, Giardia lamblia va
Trichomonas vaginalis. Metronidazol ¢6 tc dung diét khudn trén
Bacteriodes, Fusobacterium va céc vi khudn ky khi bdt bugc khdc,
nhung khdng co tac dung trén vi khudn ai khi.

DAC TINH DUGC BONG HOC:

Metronidazo! thung hdp thu nhanh va hoan toan sau khi uing. Khoang
10 - 20 % thudc lién két véi protein huyt tuang. Metronidazol thim
nhap tdt vao cdc md va dich co thé, vao nudc bot va sita me. Nong do
didu tri cling dat duge trong dich ndo tlly. Metronidazol chuyén héa &
gan thanh céc chat chuyén héa dang hydroxy va acid, cin gidm liu khi
sty gan dé tranh tich Gy. Thai trl qua nuc tifu mot phin dusi dang
glucuronid. Géc chét chuy&n héa van con phin nao tée dung duge ly.
QUY CACH DONG GOI: Hop 10vix 10 vign.

HAN DUNG: 24 thang k8 tif ngay sn xust.

BIEU KIEN BAC QUAN:

Noi khd, nhﬂiét do khong qud 30°C, trénh dnh séng.

TIEU CHUAN: DDVN.

San xudlt tai:
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