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Rx Thudc nay chi ding theo don thuéc
Vastad

1. Tén thudc

Vastad
2. Céc dau hiéu lwu ¥ va khuy&n céo khi dung thudc

PE xa tam tay tré em

Poc ky hwéng dan st dung triroc khi dang
3. Thanh phan cdng thike thudc

Thanh phan hoat chat:

Metronidazole .........cvveieveriverenrnrreee e 500 mg
NYSTALN e veeeerieeeeeceesemnee 2. 100,000 U
Neomycin sulfate .......ccocvvceerieniennienn..§5.000 U

Thanh phan ta duoc:

Microcrystalline cellulose, wheat starch, povidone K30, sodium starch glycolate, colloidal anhydrous silica,
magnesium stearate.

4. Dang bao ché

Vién nén dat am dao.

Vién nén dai, mau vang, hai mat bang, mét mat khac chte “v°, mot mat tron.
5. Chi dinh

PiBu tri tai chd viem am dao do cac mam bénh nhay cam va viém am dao khéng dac hiéu.

CAc khuy&n nghi chinh thirc vé viéc str dung khang sinh thich hgp can dugc xem xét.
6. Cach dung, lieu dung

Dung cho ngwi lon.

Cdch ding

Vastad duoc diing bang duwang dat am dao.

Sau khi rira tay sach, 1am &m vién thudc bing cach nhing vaoc nudc trong 2 — 3 gidy. D& thudc hoa tan t6t
trong méi trwirng am dao, vién thuéc can mot luong nuéec t6i thiéu tai ché dat thude. Trong trudng hop bi khd
am dao, vién thudc co thé khong tan hoan toan.

Sau khi lam am, thudc nén duwroc dwa vao sau trong am dao, tét nhét la & tw thé nam. Cach don gian nhat dé
d&t thudc 1a ndm nglra, co hai dau gdi va dang chan.

Sau khi dat thuc nén ndm nghi trong khoang 15 phit.
Loi khuyén:
Lam sach bang xa phéng c6 pH trung tinh hodc kiem.

Viéc didu tri nén di kém voi giir ve sinh (mac db 16t bang vai cotton, tranh thut rira &m dao, tranh ding tampon
trong khi diéu tri, v.v.) va loai bd cac yéu t6 gay bénh cang nhiéu cang tét.

Khéng gian doan diéu tri trong thoi ky kinh nguyét.
BAt budc diBu tri ddng thoi cho ca ban tinh, du cé biéu hién lam sang hay khéng.
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10.

Liéu dong

1 vién nén d&t am dao x 1 — 2 lan/ngay trong 10 ngay lién tiép, két hop véi diéu tri bang duwdng udng néu can.
bigu tri bang metronidazole khong nén duoc ké don qua 10 ngay va khéng duoc 1ap lai hon 2 — 3 [an mot nam.
Tré em: Khong ap dung.

Chéng chi dinh

Thudc nay khong dugc ding trong cac truérng hop qua man véi mét trong céc thanh phan cla thudc.

Canh bao va than trong khi ding thude

Tré em: Khong ap dung.

Cdnh bdo dédc biét

Lién quan dén metronidazole:

Diiu tri bang metronidazole khdng nén duoc ké don qua 10 ngay va khong duoc 1ap lai hon 2 — 3 1an mdt ndm.

Nglmg diéu tii trong trwdng hop khdng dung nap tai chd hodc phan tng di ing hodc néu co cac ddu hiéu nhu
chdng mat, It 1an, mat didu hoa.

Can tinh dén nguy co tinh trang than kinh xau hon & nhitng bénh nhan bj réi loan than kinh trung wong va than
kinh ngoai bién nang, man tinh hoac dang tién trién.

Nén han ché dung do uéng cé con trong khi diéu trj (hiéu ing antabuse).
Lién quan dén neomycin:

Nhay cam véi khang sinh ding tai chd co thé anh hudng dén viéc ding khang sinh do hoac khang sinh cling
nhoém tac dung toan than.

Théan trong khi st dung
Lién quan dén metronidazole:

Kiém tra sé lwong bach céu trong trudng hop co tién str réi loan huyét hoc, diéu tri liéu cao va/hodc diéu tri
trong thoi gian dai.

Metronidazole cé thé ¢ dinh treponemes do dé tao két qua duwong tinh gia trong xét nghiém Nelson.

Lién quan dén neomycin:

Gi&i han thei gian diéu tri vi 6 nguy co chon lpe vi khuén dé khang va boi nhiém béi nhikng vi khudn nay.
Str dung thudc cho phu ni¥ c6 thai va cho con b

Phu ni¥ co thai

Do thudc co6 chira mdt aminoglycoside 1a neomycin gdy déc tinh & tai va cé thé gay hai cho bao thai, khéng
khuyé&n céo str dung thudc nay & phy ni cé thai.

Phu ni¥ cho con b
Khéng cé dir liéu vé viéc thudc di vao sira me, phu nii cho con bu nén tranh dung thudc nay.
Anh hwéng caa thude 18n kha nang 14i xe, van hanh may méc

Can chl y dén nguy co chéng mat lién quan dén viéc st dung thubc nay, dac biét 1a nhitng ngudi 1ai xe va
van hanh méay moc.
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12.

Twong tac, twong ky cua thudc
Twong tdc cua thubc
Khéng khuyén céo phdi hop

Cac thuée diét tinh tring: BAt ky phuwong phép diéu tri tai chd nao trong am dao déu cé thé 1am mét tac dung
clia bién phéap tranh thai tai ché bang thudc diét tinh triing.

Ruou (48 udng hoic chat dan): Hiéu tng antabuse (néng birng, ban do, ndn, nhip tim nhanh).

Tranh dung dd udng co con va thudc co chira con. Can luu y dén viéc thai trir thue hoan toan bang cach
tham khao thoi gian ban hiy clia thudc triedre khi tiép tuc st dung dé ubng co6 ¢bn hoac thubc co chiva con.

Disulfiram: Nguy co xudt hién cac dot loan than cép tinh hodc trang thai 10 1&n, ¢ thé hdi phuc khi ngling
phdi hop.

Busulfan: V&i liéu cao busulfan: metronidazole lam t&ng gap déi néng dé busulfan.

Than trong khi phéi hop

Thubc chéng co giat cdm rng enzym: Chat cam (ng lam ting suw chuyén héa qua gan, do dé giam néng do
metronidazole trong huyét twong. Theo doi lam sang va kha nang thich tng véi lieu metronidazole trong qua

trinh diéu tri v&i chat cam (rng va sau khi ngtrng thudc.

Lithi: Tang thiéu mau cé thé dat dén céc gid trj gay doc, véi cdc dau hiéu cla qgua ligu lithi. Theo ddi chat ché
nong do lithi va kha nang thich rng vai lieu lithi.

Rifampicin: Gidam néng d6 metronidazol trong huyét twong bing cach tang chuyén héa qua gan béi rifampicin.
Theo ddi lam sang va cé thé diéu chinh lieu metronidazole trong khi diéu tri voi rifampicin va sau khi nglrng
thudc.

Can can nhéc khi phéi hop

5-fluorouracil (b&ng phép ngoai suy, cac fluoropyrimidine khac): Lam tang déc tinh cla fluorouracil do giam dé
thanh thai cta thuéc.

Twong ky thudc

Do khong c6 cac nghién clru ve tinh twong ky cia thude, khdng trén 1&n thubc nay véi cac thubc khac.
Tac dung khéng mong mudn ctia thudc

Hiém gap (1/10.000 < ADR < 1/1000)

Tiéu hoa: Budn non, miéng c6 vi kim loai, chan an, dau quan ving thuong vi, non, tiéu chay.
Rat hiém gdp (ADR < 1/10.000)

Da va niém mac: Di (rng (n6i may day, ngira), do birng, viém Iwdi vai cam gide khd miéng.
Thén kinh: Bau dau, chéng mat.

Cac truong hop viém tuy cé hdi phuc.

O lidu cao va/hodc trong truong hop diéu trj kéo dai

Giam bach cau trung hinh, c6 thé hai phuc khi ngirng thudc.

Bénh than kinh cam giac ngoai bién thudng khoi khi ngirng didu tri.

Ngoai ra, co thé quan sat thay nwdc tiéu mau nau do do sy hién dién cta nhitng séc 16 tan trong nudc tao
thanh khi thudc dwgc chuyén hoéa.

Trang 3|5

| B



https://trungtamthuoc.com/

13.

14.

Qua liéu va cach xup tri
Tré em: Khong ap dung.

Khéng co truong hep qua ligu nao dugc bao cdo voi vién nén dat &m dao Vastad. Tuy nhién, v&i cac thudc
chira metronidazole khéc, cac trérng hop dung liu duy nhat [én dén 12 g (duong udng) da duoc bao cao.
Cac triéu chirng biéu hién bao gdm noén, mét diéu hda va mat dinh huéng nhe.

Ngoai ra, & ligu cao v&/hodc trong trurong hop diéu tri kéo dai: Giam bach cau trung binh, bénh than kinh cam
gidc ngoai bién d& dwoc bdo cdo, thudng khoi khi nglrng digu tri. Trong trieéng hop qua liéu cép tinh © at,
diéu tri trieu chirng vi khong co thuoc giai doc metronidazole.

Pac tinh dwoc lwec hoc

Nhém duge ly: Thude sat khudn va chdng nhiém khudn phu khoa khong két hop corticosteroid; Cac khéng sinh.
Ma ATC: GO1AA51.

Metronidazole |a tac nhan chéng nhiém khudn nhém nitroimidazole.

Neomycin la khang sinh nhom aminoglycoside.

Nystatin la tdc nhan chéng ndm nhém polyene, c6 hoat tinh chii y&u chéng lai chi Candida.

Phd khdng khudn cua hoat tinh khdng sinh

Metronidazole

NGng do6 t&i han phan chia ching nhay cam véi ching nhay cam trung gian va chiing nhay cam trung gian vaéi
chiing dé khang: S (nhay cam) < 4 mg/l va R (dé khang) > 4 mg/l.

Ty I& kh&ng thudc mac phai cé thé thay d6i theo dia Iy va theo thei gian déi véi mot s loai. Do vay rét hiru
ich khi cd thong tin vé ty 1& dé khang tai chd, dac biét |1a dé diéu tri cac bénh nhiém trang nang. Nhirng dir liéu
nay chi c6 thé cung cép dinh huéng v8 kha ning nhay cam ctia mét dong vi khuan véi khang sinh nay.

Su thay déi clia ty 1& dB khang d&i vé&i cac loai vi khuén & Phap dwoc chi ra nhir sau:
Chung nhay cam
+ Vikhu@n gram am: Helicobacter pylori (30%).

+ Vi khuén ky khi: Bacteroides fragilis, Bifidobacterium (60 — 70%), Bilophila, Clostridium, Clostridium
difficile, Clostridium perfringens, Eubacterium (20 — 30%), Fusobacterium, Pepiostreptococeus,
Porphyromonas, Prevotella, Veillonella.

Chuing dé khang

+ Vikhuan gram duong: Actinomyces.

+ Vi khuan ky khi: Mobiluncus, Propionibacterium acnes.

Tac dong khang ky sinh trung: Entamoeba histolytica, Giardia intestinalis, Trichomonas vaginalis.
Neomycin

Ty I8 khang thudc mac phai co thé thay dé:i theo dja ly va theo thei gian déi vai mot so loai. Do vay réat hiru
fch khi ca théng tin v& ty 1é d& khang tai chd, dic biét 1a dé diéu tri cac bénh nhiém tring nang. Nhirng di liéu
nay chi cé thé cung cap dinh huéng v& khd ning nhay cam clia mdt dong vi khudn véi khang sinh nay.

S thay déi clia ty 1€ dé khang d6i voi cac loai vi khuan & Phap dugec chira nhw sau:

Chiing nhay cam

+ Vikhuan gram dweong: Corynebacterium, Listeria monocytogenes, Staphylococcus meti-S.

+ Vi khu&n gram am: Acinetobacter (chii yéu la Acinetobacter baumannii) (50 - 70%), Branhamella
catarrhalis, Campylobacter, Citrobacter freundii (20 — 25%), Citrobacter koseri, Enterobacter aerogenes,
Enterobacter cloacae (10 — 20%), Escherichia coli (15 — 25%), Haemaphilus influenzae (25 — 35%),
Klebsiella (10 — 15%), Morganelia morganii (10 — 20%), Proteus mirabilis (20 — 50%), Proteus vulgaris,
Providencia rettgeri, Salmonella, Serratia, Shigella, Yersinia.
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- Chung nhay cam trung binh (nhay cam trung binh in vitro)
Vi khua@n gram am: Pasteurella.
= Chiing dé khang
+ Vi khuan gram dwong: Enterococci, Nocardia asteroides, Staphylococcus meti-R*, Streptococcus.

+ Vi khudn gram am: Alcaligenes denitrificans, Burkholderia, Flavobacterium sp., Providencia stuartii,
Pseudomonas aeruginosa, Stenolrophomonas maltophilia.

+ Vi khuén ky khi: Vikhuén ky khi bat budc.
+ Khéac: Chlamydia, Mycoplasmas, Rickettsia.
* Ty |é dé khang v&i methicillin khoang 30 — 50% ddi véi tu cu khuén va duoc tim thdy chi yéu & bénh vién.

Lwu y: Phé nay twong tmg véi phé clia cac khang sinh tac dung toan than thudc ho aminoglycoside. Véi cac
dang bao ché dung tai chd, nong do thu dugc in situ cao hon nhigu so véi ndng dd trong huyét trong. Van
con mot s6 diém khaéng chéc chan vé dong hoc cia cac nong do in situ, trang cac diéu kién héa ly tai chd c6
thé lam thay déi hoat tinh clia khang sinh va dé 6n dinh ctia san phdm in situ.

15.  Péc tinh dwoc déng hoc
Metronidazole

Bi qua nhe vao tudn hoan toan than sau khi dat am dao. Thoi gian ban théi trong huyét tvong 1& 8 — 10 gidr.
Lién két véi protein huyét tong thap, dudi 20%. Khuéch tan nhanh chong va dang ké & phéi, than, gan, mat, %,
dich néo tay, da, nwéc bot, dich tiét &m dao. Thudc qua dugc hang rao nhau thai va di vao sira me. Chuyén
hoa ch yéu & gan: Hinh thanh hai chat chuyén héa oxy héa khong lién hop c¢é hoat tinh (5 — 30% hoat tinh).
Thai trir chii yEu qua nuéc tiéu: Khoang 35 — 65% ligu hdp thu duoc bai tiét qua nwédc tiéu dudi dang
metronidazole va cac chét chuyén héa oxy hoa. /=

16. Quy cach déng goi 3‘
Hop 1 vi x 10 vién, |
Hop 1 vi xe x 10 vién.
17.  Diéu kién bao quan, han dung, tiéu chuin chat lwgng cua thudc
17.1. Diéu kién bao quan
B&o quan trong bao bi kin, noi khd, trdnh anh sang. Nhiét db khong qua 30°C.
17.2. Handung
24 thang ké tir ngay san xudt.
17.1. Tiéu chudn chéat lwong
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TCCS.

18.  Tén, dia chi cla co s& san xuat thudc

Cong ty TNHH LD Stellapharm - Chi nhanh 1

=’ S8 40 dai 16 Ty Do, KCN Viét Nam - Singapore,
P. An Pha, Tp. Thuan An, T. Binh Duong, Viét Nam
STELLA DT: (+84 274) 3767 470 Fax: (+84 274) 3767 469

KT. TONG GIAM POC

I BTEL RENG GIAM BOC
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Rx Prescription only

Vastad

Active ingredients:

Metronidazole ........ccccevveiiiienniennnereeenen. 500 MY
USRI coreommssns srmssenmesssmonmmmmmmismres L QOO0 1
Neomycin sulfate ..............occoeeeeviiiieriennn... 65,000 U
Excipient ingredients:

Microcrystalline cellulose, wheat starch, povidone K30, sodium starch glycolate, colloidal anhydrous silica,
magnesium stearate.

4. Pharmaceutical form

Vaginal tablet.

Yellow, caplet, flat tablet, engraved with “V" on one side, plain on the other side.
5. Indications

Local treatment of vaginitis with sensitive germs and non-specific vaginitis.

Official recommendations for the appropriate use of antibacterials should he considered.
6. Administration and dosage

Reserved for adults.

Administration

Vastad is for vaginal administration.

After thorough hand washing, wet the tablet by dipping it in water for 2 — 3 seconds. In order to dissolve well at
the vaginal level, the tablet requires a minimum of hydration at the local level. In case of vaginal dryness, the
tablet may not completely disintegrate.

After humidification, the tablet should be introduced deep into the vagina, preferably in a lying position. The
easiest way to do this is to lie on your back with your knees bent and apart.

Then stay lying down for about a quarter of an hour.
Practical advice :
Cleanse with neutral or alkaline pH soap.

The treatment will be accompanied by hygiene advice (wearing cotton underwear, avoiding vaginal douches,
wearing an internal tampon during treatment, etc.) and, as far as possible, the elimination of contributing
factors.

Do not interrupt treatment during menstruation.

Itis imperative to simultaneously treat the partner, whether or not he presents clinical signs.
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10.

Dosage

One vaginal tablet 1 — 2 times daily for 10 consecutive cays, in combination with oral therapy if needed.
Treatment with metronidazole should not be prescribed for more than 10 days and should not be repeated
more than 2 - 3 times a year,

Pediatric population: Not applicable.

Contraindications

This medicine is contraindicated in case of hypersensitivity to one of the constituents.
Special warnings and precautions for use

Pediatric population: Not applicable.

Special warnings

Related to metronidazole:

Treatment with metronidazole should not be prescribed for more than 10 days and should not be repeated
more than 2 - 3 times a year.

Interrupt treatment in the event of local intolerance or allergic reaction or if signs such as dizziness, mental
confusion, ataxia appear.

Take into account the risk of worsening of the neurological state in patients with severe, chronic or progressive
central and peripheral neurological disorders.

It is preferable to moderate the intake of alcoholic beverages during treatment (antabuse effect).

Related to neomycin:

Local antibiotic sensitization may compromise subsequent systemic use of the same or related antibiotics.
Precautions for use

Related to metronidazole:

Check the leukocyte formula in the event of a history of haematological disorders, high-dose treatment and/or
prolonged treatment.

Metronidazole can immobilize treponemes and thus falsely positive a Nelson test.
Related to neomycin:

The duration of treatment must be limited because of the risk of selection of resistant germs and
superinfection by these germs.

Pregnancy and lactation
Pregnancy

Given the presence in this specialty of an aminoglycoside, neomycin, causing an ototoxic risk, and the
possibility of systemic passage, the use of this drug in pregnant women is not recommended.

Breast-feeding

In the absence of data on the passage of this medicine ino breast milk, the use of this medicine should be
avoided.

Effects on ability to drive and use machines

Attention is drawn, particularly among vehicle drivers and machine users, to the risks of dizziness associated
with the use of this medication.
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12.

Interactions and incompatibilities with other drugs

Drug interactions

Combinations not recommended

Spermicides: Any local vaginal treatment is likely to inactivate local spermicidal contraception.
Alcohol (drink or vehicle): Antabuse effect (heat, redness, vomiting, tachycardia).

Avoid taking alcoholic beverages and medicines containing alcohol. Take into account the complete
elimination of the drugs by referring to their half-life before the resumption of alcoholic beverages or the drug
containing alcohol.

Disulfiram: Risk of episodes of acute psychosis or confusional state, reversible when the combination is
stopped. :

Busulfan: With high doses of busulfan: doubling of busulfan concentrations by metronidazole,
Combinations subject to precautions for use

Enzyme-inducing anticonvulsants: Decreased plasma concentrations of metronidazole by increasing its
hepatic metabolism by the inducer. Clinical monitoring and possible adaptaticn of the metronidazole dosage
during treatment with the inducer and after its discontinuation.

Lithium: Increase in lithemia which may reach toxic values, with signs of lithium overdose. Strict monitoring of
lithium levels and possible adaptation of the lithium dosage.

Rifampicin: Decreased plasma concentrations of metronidazole by increasing its hepatic metabolism by
rifampicin. Clinical monitoring and possible adjustment of the metronidazole dosage during treatment with
rifampicin and after its discontinuation.

Associations to consider

5-fluorouracil (by extrapolation, other fluoropyrimidines): Increased fluorouracil toxicity by decreasing its
clearance.

Drug incompatibilities

In the absence of incompatibility studies, this medicinal product must not be mixed with other medicinal
products.

Adverse reactions

Rare (1/10,000 < ADR < 1/1000)

Gastrointestinal; Nausea, metallic taste in the mouth, anorexia, epigastric cramps, vomiting, diarrhea.
Very rare (ADR < 1/10,000)

Mucocutaneous; Allergy (hives, pruritus), flushing, glossitis with feeling of dryness in the mouth.
Nervous: Headache, dizziness.

Reversible cases of pancreatitis.

At high dosage and/or in the event of prolonged treatment

Moderate leucopenia, reversible upon discontinuation;

Peripheral sensory neuropathies which always regressed when treatment was stopped.

In addition, a reddish-brown coloration of the urine may be observed, due 1o the presence of water-soluble
pigments resulting from the metabolism of the product.
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13.

Overdosage and management
Pediatric population: Not applicable.

No case of overdose has been reported with Vastad, vaginal tablet. However, with other metronidazole
proprietary medicinal products, cases of single dose administration of up to 12 g (oral) have been reported.
Symptoms are manifested by vomiting, ataxia and mild disorientation,

In addition, at high doses and/or in the event of prolonged treatment: Moderate leukopenia, peripheral sensory
neuropathy have been reported, resolving on discontinuation of treatment. In the event of acute massive
overdose, the treatment will be symptomatic because there is no antidote to metronidazole.

Pharmacodynamic properties

Pharmacotherapeutic group: Antiinfectives and antiseptics, excl. combinations with corticosteroids; Antibiotics.
ATC code: GO1AA51.

Metronidazole is a nitroimidazole anti-infective.

Neomycin is an antibiotic from the family of aminoglycosides.

Nystatin is an antifungal from the polyene family, mainly active against the Candida genus.

Spectrum of antimicrobial activity

Metronidazole

Critical concentrations separate susceptible strains from strains of intermediate sensitivity and the latter from
resistant strains: S (sensitive) < 4 mg/l and R (resistant) > 4 mgl/l.

The prevalence of acquired resistance may vary geographically and over time for some species. It is therefore
useful to have information on the prevalence of local resistance, especially for the freatment of severe
infections. These data can only provide an orientation on the probabilities of the sensitivity of a bacterial strain
to this antibiotic.

When the variability of the prevalence of resistance in France is known for a bacterial species, it is indicated
below:

Sensitive species
+ Gram-negative aerobes: Helicobacter pylori (30%).

+ Anaerobes: Bacleroides fragilis, Bifidobacterium (60 — 70%), Bilophila, Clostridium, Clostridium difficile,
Clostridium perfringens, Eubacterium (20 — 30%), Fusobacterium, Peptostreptococcus, Porphyromonas,
Prevotella, Veillonella.

Resistant species

+ Gram-positive aerobes: Actinomyces.

+ Anaerobes: Mobiluncus, Propionibacterium acnes.

Antiparasitic activity: Entamoeba histolytica, Giardia intestinalis, Trichomonas vaginalis.
Neomycin

The prevalence of acquired resistance may vary geographically and over time for some species. [t is therefore
useful to have information on the prevalence of local resistance, especially for the treatment of severe
infections. These data can only provide an orientation on the probabilities of the sensitivity of a bacterial strain
to this antibiotic.

When the variability of the prevalence of resistance in France is known for a bacterial species, it is indicated
below:

Sensitive species
+ Gram-positive aerobes: Corynebacteriurn, Listeria monocytogenes, Staphylococcus meti-S.

+ Gram-negative aerohes: Acinetobacter (mainly Acinetobacter baumanni) (50 — 70%), Branhamella
catarrhalis, Campylobacter, Citrobacter freundii (20 — 25%), Citrobacter koseri, Enterobacter aerogenes,
Enterobacter cloacae (10 — 20%), Escherichia coli (15 — 25%), Haemaphilus influenzae (25 — 35%),
Klehsiella (10 — 15%), Morganella morganii (10 — 20%), Proteus mirabilis (20 — 50%), Proteus vulgaris,
Providencia rettgeri, Salmonella, Serratia, Shigella, Yersinia.
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- Moderately susceptible species (intermediate sensitivity in vitro).
Gram-negative aerobes: Pasteurella.
- Resistant species
+ Gram-positive aerobes: Enterococci, Nocardia asteroides, Staphylococcus meli-R*, Streptococcus.

+ Gram-negative aerobes: Alcaligenes denitrificans, Burkholderia, Flavobacterium sp., Providencia stuartii,
Pseudomonas aeruginosa, Stenotrophomonas maltophilia.

+ Anaerobes: Strict anaerobic bacteria.
+ Others: Chlamydia, Mycoplasmas, Rickettsia.

* The frequency of resistance to methicillin is approximately 30 to 50% of all staphylococci and is found mainly
in hospitals.

Note: This spectrum corresponds to that of systemic forms of antibiotics belonging to the family of
aminoglycosides. With local pharmaceutical presentations, the concentrations obtained in situ are much
higher than plasma concentrations. Some uncertainties remain on the kinetics of the concentrations in situ , on
the local physico-chemical conditions which can modify the activity of the antibiotic and on the stability of the
product in situ.

15. Pharmacokinetic properties
Metronidazole

After vaginal administration, systemic passage is low. The plasma half-life is 8 — 10 hours. Plasma protei
binding is low, less than 20%. Diffusion is rapid and significant in the lungs, kidneys, liver, bile, CSF, sk
saliva, vaginal secretions. It crosses the placental barrier and passes into breast milk. Metabolism e
essentially hepatic: two active unconjugated oxidized metaholites (5 to 30% activity) are formed. Excretion |is2
mainly urinary: metronidazole and oxidized metabolites, excreted in the urine, represent approximately 35 p’,
65% of the absorbed dose. v é:?

&

16. Packaging
Box of 1 blister x 10 tablets.
Box of 1 strip x 10 tablets.
17.  Storage condition, shelf-life, specification
17.1. Storage condition
Store in a well-closed container, in a dry place, protect from light. Do not store above 30°C.
17.2. Shelf-life
24 months from the daie of manufacturing.

17.3. Specification

P1280922

In-house.

18.  Name, address of manufacturer

Stellapharm J.V. Co., Ltd. - Branch 1
=’ 40 Tu Do Avenue, Vietnam - Singapore Industrial Park,
An Phu Ward, Thuan An, Binh Duong, Vietnam
STELLA Tel: (+84 274) 3767 470 Fax: (+84 274) 3767 469
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