1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR
CEVAMEC 1% solutie injectabila pentru bovine, suine, ovine §i caprine
2. COMPOZITIA CALITATIVA SI CANTITATIVA

1 ml contine
IVErmMeCting .......ovvveervirviccniiieininirenissecncieennees 10 mg

Pentru lista completa a excipientilor vezi sectiunea 6.1.
3. FORMA FARMACEUTICA

Solutie injectabila.
Solutie clard, transparents, incolora sau de culoare galben pai.

4. PARTICULARITATI CLINICE

4.1 Specii tinti

Bovine, bovine, suine, ovine i caprine.

4.2 Indicatii pentru utilizare, cu specificarea speciilor tinti

Cevamec 1% este eficient atdt in prevenirea cit si in tratamentul impotriva urmdtorilor ecto si
endoparaziti:

Bovine: Nematode gastrointestinale (mature si imature)
Nematode pulmonare (mature si stadiul patru)
Miaze (toate cele 3 stadii)
Paduchi
Capuse

Ovine si caprine: Nematode gastrointestinale (mature si stadiul patru)
Nematode pulmonare (mature si stadiul patru)
Dictiocaulus spp (mature si stadiul patru)
Miaze (toate fazele larvare)
Cépuse (Sarcoptes, Psoroptes)

Suine: Nematode gastrointestinale (mature si stadiul patru)
Nematode pulmonares (mature)
Paduchi
Capuse

Utilizarea produsului la speciile tint trebuie s ia in considerare diferentele geografice referitoare la
aparitia si dezvoltarea parazitilor.

4.3 Contraindicatii

A nu se administra pe cale intramusculari sau intravenoasa.

A nu se utiliza la alte specii decét cele indicate, deoarece pot aparea reactii adverse, chiar mortalititi la
cdini,

4.4 Atentioniri speciale pentru fiecare specie tinti

Nu exista.

4.5 Precautii speciale pentru utilizare




Precautii speciale pentru utilizare la animale

A nu se administra pe cale intramusculara sau intravenoasa.

Ivermectina este foarte eficientd impotriva tuturor stadiilor de miaze la bovine. Totusi, momentul propice
al tratamentului este foarte important. Pentru obtinerea celor mai bune rezultate bovinele trebuie tratate
imediat dupa terminarea sezonului cald.

Ocazional larvele de Hypoderma lineatum moarte la nivelul tesutului periesofagian pot cauza salivatie si
umflaturi. Similar larvele de Hypoderma bovis moarte la nivelul canalului vertebral pot cauza afectiuni
neurologice (ameteli sau chiar paralizii). De aceea bovinele trebuie tratate fie inainte fie dupd dezvoltarea
acestor stadii larvare.

Precautii speciale care trebuie luate de persoana care administreazi produsul medicinal veterinar
la animale.

Evitai contactul direct cu pielea sau cu ochii. In cazul contactului accidental clatiti cu apa din abundenti.
A nu se fuma sau manca in timpul manipulérii produsului.

Aveti grijd in momentul administrarii pentru a evita auto-injectarea accidental: produsul poate cauza o
iritare locald si/sau reactii dureroase la locul de injectare.

4.6 Reactii adverse (frecventi si gravitate)

Ocazional o ugoari reactie inflamatorie poate aparea la locul injectarii, reactie ce se remite spontan.
Distrugerea larvelor migratoare de Hypoderma spp. la nivelul organelor vitale ale organismului poate
cauza reactii nedorite de ,,gazd3-parazit” reactii care nu sunt caracteristice ivermectinei.

4.7 Utilizarea in perioada de gestatie, lactatie sau in perioada de ouat

A nu se utiliza la animalele in lactatie, daca laptele este destinat consumului uman.
A nu se utiliza cu 28 de zile inainte de fitare la animalele al ciror lapte este destinat consumului uman.

4.8 Interactiuni cu alte produse medicinale sau alte forme de interactiune

Nu se cunosc.

4.9 Cantitati de administrat si calea de administrare

Administrare subcutanati.
CEVAMEC 1% trebuie administrat doar pe cale subcutanati respectand conditiile de asepsie.

Dozaj :
Bovine, ovine si caprine: 1 ml/ 50 kg greutate vie, echivalent cu 0,2 mg ivermectini / kg greutate vie.
Suine : 1 ml/ 33 kg greutate vie, echivalent cu 0,3 mg ivermectini / kg greutate vie.

La purcei, in special la cei cu o greutate sub 16 kg pentru care este indicat mai putin de 0,5 ml, este
important s se dozeze produsul cu acuratete.

4.10 Supradozare (simptome, proceduri de urgenti)

Ivermecina nu este toxica chiar dupi administrarea unei doze de 30 x doza terapeutica. in studiile privind
toleranta, CEVAMEC 1% nu a indus un efect toxic cand s-a administrat o dozi de 5-10 ori mai mare
decit cea recomandati.

Cénd se ingereaza doze extrem de mari de ivermectin, pot aparea simptome nervoase de origine centrali.
In cazul in care se suspecteazi reactii toxice datorate supradozirii se recomanda instituirea unui tratament
simptomatic. Simptomele toxice cauzate de supradozare sunt tremurdturi, convulsii §i coma.

4.11 Timp de asteptare

Carne si organe:
Suine si caprine: 28 de zile




Ovine: 21 de zile
Bovine: 49 de zile
Lapte: A nu se administra la animalele care produc lapte pentru consum uman.

5. PROPRIETATI FARMACOLOGICE

Grup farmacoterapeutic: endectocide, avermectine
Cod veterinar ATC: QP54AA01.

5.1 Proprietati farmacodinamice

Ivermectina este un derivat al avermectinelor, grup de substante care are un spectru antiparazitar larg,
provenit din fermentarea lui Streptomyces avermitilis. Este activ impotriva unui spectru larg de paraziti
interni §i externi la diferite specii de animale, printre care si bovine, ovine, i suine.

Ivermectina actioneaza asupra nematodelor prin stimularea eliberarii inhibitorului de neurotransmisie a
acidului gama aminobutiric (GABA) din terminatiile nervoase presinaptice si consolidarea legiturii sale
cu receptorii speciali de la jonctiunea nervilor. in consecintd se produce imobilizarea si moartea
nematodelor.

La artropode ivermectina inhiba transmiterea semnalelor la jonctiunea neuro-musculard prin acelasi
mecanism ca la nematode. Amplificarea actiunii GABA are ca rezultat paralizia artropodelor.

5.2 Proprietiiti farmacocinetice

Facmacocinetica ivermectinei la speciile tintd este caracterizata printr-o absorbtie lentd, distributie rapida
si fazd de eliminare prelungiti. Dupd administrarea subcutanat3, concentratia plasmatici maxima de 40
mg/L in 1-2 zile. Dupd atingerea acestui nivel, aceasta are un timp de eliminare prin injumititire de
cateva zile (la bovine poate fi de pand la 8 zile), asigurand o eficacitate antihelmintici permanenti pentru
aproximativ 2-3 s3ptimani. Calea principala de eliminare o reprezinta excretia prin fecale. Doar 2% din
dozi se elimina pe cale urinari.

in doze recomandate, ivermectina nu traverseazi bariera hemato-encefalica la animalele adulte. In acest
fel neurotransmisia centrald GABA-mediatd a mamiferelor nu este afectatd, ceea ce reprezinti principalul

.....

motiv al selectivitafii ivermectinei fati de parazii. Acetilcolina, principalul neurotransmititor periferic al
maimferelor nu este afectat de ivermectina.

6. PARTICULARITATI FARMACEUTICE

6.1 Lista excipientilor

Glicerol formal, propilen glycol.

6.2 Incompatibillititi

Nu se cunosc.

6.3 Perioada de valabilitate

Perioada de valabilitate a produsului medicinal veterinar asa cum este ambalat pentru vanzare: 3 ani.
Perioada de valabilitate dupa prima deschidere a ambalajului primar: 28 zile.

6.4 Precautii speciale pentru depozitare

A se depozita la o temperaturd mai mica de 30°C. A se feri de lumina.
Piéstrafi faconul in cutia de carton.

6.5 Natura si compozitia ambalajului primar

Natura ambalajului:
Flacoane multidozi din polietilen, inchise cu dopuri din cauciuc si capac de tip fli




Marimea ambalajului:
20 ml, 50 ml, 100 ml, 250 ml si 500 ml.

Nu toate dimensiunile de ambalaj pot fi comercializate.

6.6 Precautii speciale pentru eliminarea produselor medicinale veterinare neutilizate sau a
deseurilor provenite din utilizarea unor astfel de produse

Orice produs medicinal neutilizat sau deseu provenit din utilizarea unor astfel de produse trebuie
eliminate in conformitate cu cerintele locale.

Foarte periculos pentru pesti si organismele acvatice. Nu contaminati apele sau canalele cu produsul sau
cu deseuri.

7. DETINATORUL AUTORIZATIEI DE COMERCIALIZARE
CEVA-PHYLAXIA VETERINARY BIOLOGICALS Co. Ltd.,

Szallasz u. 5, 1107 Budapesta

UNGARIA

8. NUMARUL (NUMERELE) AUTORIZATIEI DE COMERCIALIZARE
155140/1

9. DATA PRIMEI AUTORIZARI / REINNOIRII AUTORIZATIEI
23.03.1998 / 18.07.2003

10 DATA REVIZUIRII TEXTULUI
Ianuarie 2010
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INFORMATII CARE TREBUIE INSCRISE PE AMBALAJUL SECUNDAR
INFORMATII CARE TREBUIE INSCRISE PE AMBALAJUL PRIMAR
Cutia de carton a flacoanelor de 20 ml, 50 ml, 100 ml, 250 ml si 500 ml.

Eticheta flacoanelor de 100, 250 si 500 ml.

1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR

CEVAMEC 1% solutie injectabild pentru bovine, suine, ovine si caprine
Ivermectini

2. DECLARAREA SUBSTANTELOR ACTIVE SI1 A ALTOR SUBSTANTE

1 ml contine
IVErmeCting .......cccoevvirrecumnuiirenieiereneneseeeesesnenee 10 mg

3.  FORMA FARMACEUTICA

Solutie injectabila.

| 4. DIMENSIUNE AMBALAJULUI

|5.  SPECII TINTA

Bovine, suine, ovine si caprine

| 6. INDICATII

| 7. MOD SI CALE DE ADMINISTRARE

Administrare subcutanata.
CEVAMEC 1% trebuie administrat doar pe cale subcutanati respecand conditiile de asepsie.

Dozaj :
Bovine, ovine si caprine : 1 ml/ 50 kg greutate vie, echivalent cu 0,2 mg ivermectina / kg greutate vie.
Suine : 1 ml /33 kg greutate vie, echivalent cu 0,3 mg ivermectini / kg greutate vie.

La purcei, in special la cei cu o greutate sub 16 kg pentru care este indicat mai putin de 0,5 ml, este
important s se dozeze produsul cu acuratete.

| 8. TIMP DE ASTEPTARE

Carne si organe:
Suine si caprine: 28 de zile
Ovine: 21 de zile
Bovine: 49 de zile
Lapte: A nu se administra la animalele care produc lapte pentru consum uman.




| 9.

ATENTIONARI SPECIALE; DUPA CAZ |

Cititi prospectul inainte de utilizare

[ 10.

DATA EXPIRARII ]

EXP:

Dupi prima deschidere a se utiliza pana la 28 de zile.

| 11.

CONDITII SPECIALE DE DEPOZITARE

A se depozita la o temperaturd mai mica de 30°C. A se feri de lumina.
Pastrati faconul in cutia de carton.

12.

PRECAUTII SPECIALE PENTRU ELIMINAREA PRODUSELOR NEUTILIZATE SAU A
DESEURILOR, DUPA CAZ

Orice produs medicinal neutilizat sau deseu provenit din utilizarea unor astfel de produse trebuie
eliminate in conformitate cu cerintele locale.

13.

MENTIUNEA “NUMAI PENTRU UZ VETERINAR”SI CONDITII SAU RESTRICTII
PRIVIND ELIBERAREA S$I UTILIZARE, dupii caz

Numai pentru uz veterinar.
Se elibereaza numai pe bazi de retetd veterinara.

| 14.

MENTIUNEA “ A NU SE LASA LA INDEMANA COPIILOR” |

A nu se lasa la indeména copiilor.

| 15.

NUMELE SI ADRESA DETINATORULUI AUTORIZATEI DE COMERCIALIZARE —]

CEVA-PHYLAXIA VETERINARY BIOLOGICALS Co. Ltd.,
Szallasz u. 5, 1107 Budapesta
UNGARIA

| 16.

NUMARUL AUTORIZATIEI DE COMERCIALIZARE |

155140/1

| 17.

NUMARUL DE FABRICATIE AL SERIEI DE PRODUS }

Lot:
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INFORMATII CARE TREBUIE INSCRISE PE UNITATILE MICI DE AMBALAJ PRIMAR

Eticheta flacoanelor de 20 ml, 50 ml

1. DENUMIREA PRODUSULUI MEDICINAL VETERINAR

CEVAMEC 1% solutie injectabild pentru bovine, suine, ovine si caprine
Ivermectind

| 2. CANTITATEA DE SUBSTANTA ACTVIVA

I ml contine 10 mg ivermectind

L3. CONTINUT PE UNITATE DE GREUTATE, VOLUM SAU NUMAR DE DOZE

20 ml

| 4. CALE DE ADMINISTRARE

Injectii subcutanate.

| 5.  TIMP DE ASTEPTARE

Carne si organe:
Suine si caprine: 28 de zile
Ovine: 21 de zile
Bovine: 49 de zile
Lapte: A nu se administra la animalele care produc lapte pentru consum uman.

| 6.  NUMARUL SERIEI

Lot :

| 7. DATA EXPIRARII

EXP:

L8. MENTIUNEA ,,NUMAI PENTRU UZ VETERINAR”

Numai pentru uz veterinar.
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SUMMARY OF PRODUCT CHARACTERISTICS
(S.P.C.)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT
Cevamec 1%, injectable solution for cattle, swine, sheep and goats
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contain
Active substance
IVErMECHn ...t 10 mg

For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Solution for injection.
Clear, transparent, colourless or pale straw-coloured solution.

4. CLINICAL PARTICULARS

4.1 Target species
Cattle, swine, sheep and goats

4.2 Indications for use, specifying the target species
Cevamec 1% is effective for both prevention and treatment against the following ectoparasites and
endoparasites:

Cattle: gastrointestinal roundworms (mature and immature)
Lungworms (mature and fourth stage)
Cattle grubs (all three instars)
Lice
Mites

Sheep and goats: gastrointestinal roundworms (mature and fourth stage)
Lungworms (mature, third and fourth stage)
Small lungworms (mature and fourth stage)
Ovine grubs (all larval phases)
Mites (Sarcoptes, Psoroptes)

Swine: gastrointestinal roundworms (mature and immature)
Lungworms (mature)
Lice
Mites

The use of the product in the target species should take into account geographical difference in
occurence patterns of parasites.




4.3 Contraindications

Do not administer by the intramuscular or intravenous route.

The product should not be used in other species as severe adverse reactions may occur, including
fatalities in dogs.

4.4. Special warning for each target species
None.

4.5 Special precautions for use

Special precautions for use in animals

Do not administer by the intramuscular or intravenous route.

Ivermectine is highly effective against all stages of cattle grubs. However, a proper timing of the
treatment is very important. Cattle must be treated as soon as possible after the end of heel fly season
for achieving the best results.

Occasionally, the killed Hypoderma lineatum existing in perioesophageal tissues may cause salivation
and bloat. Similarly, the killed Hypoderma bovis in the vertebral canal mat cause staggering or
paralysis. Cattle should be treated either before or after these stages of grub development.

Special precautions to be taken by the person administering the product to the animals

Do not smoke or eat while handling the product. Avoid the contact with eye or skin. In case of contact
wipe away and flush with abundant water.

Take care to avoid self-injection: the product may cause local irritation and/or pain reactions at the
injection site.

4.6 Adverse reactions (frequency and seriousness)

Occasionally a small inflammatory reaction may occur on the side of administration which ceases
spontaneously.

Destruction of migratory Hypoderma larvae in cattle, present in organs of vital importance, may cause
undesirable ‘host-parasite’ reactions not peculiar to ivermectin.

4.7 Use during pregnancy, lactation or lay
Do not use in animals in lactation if milk is intended for human consumption.
Do not use in milking animals within 28 days prior to parturition.

4.8 Interaction with other medicinal products and other form of interaction
None known.

4.9 Amount(s) to be administered and administration route
Administration route: Cevamec 1% should only be given subcutaneously with keeping the rules of
sterility.

Dosage:
Cattle, sheep and goats: 1 ml per 50 kg b.w., equivalent to 0,2 mg/kg b.w. ivermectin.
Swine: 1 ml per 33 kg b.w., equivalent to 0,3 mg/kg b.w. ivermectin.

In young piglets, especially those below 16 kg for which less than 0.5 ml of the product is indicated,
dosing accurately is important.

4.10 Overdose (Symptoms, emergency procedures, antidotes)
Ivermectin is not toxic at up to 30-fold overdose. In the tolerance studies Cevamec 1% failed to induce
any toxic effect when administered at a dosage of 5-10 times the recommended.

When ingested at extremely high dose ivermectin may cause central nerve system symptoms.

If suspected toxic reactions do occur due to overdosage, appropriate symptomatic treatment should be
performed. Toxic symptoms of overdose are tremor, convulsions and coma.




4.11 Withdrawal periods
Edible tissues:
Swine and goats: 28 days
Sheep: 21 days
Cattle: 49 days
Do not use in lactating animals producing milk for human consumption.

5. PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: endectocide, avermectins
ATC Vet code: QP54AAO01.

5.1 Pharmacodynamic properties

Ivermectin is a derivative of broad spectrum antiparasitic agents called avermectins, derived from the
fermentation of the soil organism Streptomyces avermitilis. It controls a broad spectrum of both internal
and external parasites in several animal species including cattle, sheep and swine.

In nematodes, ivermectin stimulates the release of the inhibitory neurotransmitter gamma-amino butyric
acid (GABA) from the nerve endings and promotes the linking of GABA to specific receptors at the
nerve nodes. The nerve impulse is blocked, the parasite is paralysed and dies.

In arthropods ivermectin inhibits signal transmission at the neuromuscular junctions via the same
mechanism. Amplification of GABA action results in paralysis of arthropods.

5.2 Pharmacokinetic particulars

Pharmacokinetics of ivermectin in the target species can be characterized with slow absorption, fast
distribution and prolonged elimination phases. The indicated subcutaneous dose of the product creates
maximal plasma concentration of about 40 mg/L within 1-2 days. Following this plateau, the drug
shows an elimination half-life of several days (up to 8 days in cattle) ensuring a permanent anthelmintic
efficacy of about 2-3 weeks. Faecal excretion is the major pathway of the drug elimination. Only about
2% of dose is excreted via the urine.

In the recommended dose ivermectin can not cross blood-brain barrier in the adult animals. Thus
GABA-medicated central neurotransmission of mammals is not altered which is the main reason of
ivermectin’s selective toxicity to parasites. Acetylcholine, the principal peripheral neurotransmitter in
mammals is unaffected by ivermectin.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Glycerol formal, propylene glycol

6.2 Incompatibilities
None known

6.3 Shelf-life
Shelf-life of the veterinary medicinal product as package for sale: 3 years.
Following withdrawal of the first dose, use the product within 28 days.

6.4 Special precautions for storage
Store below 30 °C. Protect from light. Keep the container in the outer carton.

6.5 Nature and composition of immediate packaging

Multidose polyethylene bottles closed with rubber stopper and flip-off cap, in cardboard box.

Pack size :
Cardboard box with bottles of 20 ml, 50 ml, 100 ml, 250 ml and 500 ml




Not all pack sizes may be marketed.

6.6 Special precautions for the disposal of unused veterinary medicinal products or waste
materials derived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such medicinal products
should be disposed of in accordance with the local requirements.

Extremely dangerous to fish and aquatic life. Do not contaminate surface water or ditches with the
product or used container.

7. MARKETING AUTHORISATION HOLDER
CEVA-PHYLAXIA VETERINARY BIOLOGICALS Co. Ltd.,

Szallasz u. 5, 1107 Budapesta
UNGARIA

8. MARKETING AUTHORISATION NUMBER
155140/1

9. DATE OF THE FIRST AUTHORISATION
23.03.1998 / 18.07.2003

10 DATE OF THE REVISION OF THE TEXT
January 2010
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PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE —
PARTICULARS TO APPEAR ON THE OUTER PACKAGE
Cardboard with vial of 20 ml, 50 ml, 100 ml, 250 ml and 500 ml

100 ml, 250 ml and 500 ml label vial

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

CEVAMEC 1% injectable solution for cattle, swine, sheep and goats
Ivermectin

2. STATEMENT OF ACTIVE SUBSTANCES

Ivermectin 10 mg
Excipients gsad 1ml

3. PHARMAEUTICAL FORM

4. PACKAGE SIZE

20 m

5. TARGET SPECIES

Cattle, swine, sheep and goats

6. INDICATIONS

7. METHOD AND ROUTE(S) OF ADMINISTRATION

Subcutaneously administration.

Dosage:
Cattle, sheep and goats: 1 ml per 50 kg b.w., equivalent to 0,2 mg/kg b.w. ivermectin.
Swine: 1 ml per 33 kg b.w., equivalent to 0,3 mg/kg b.w. ivermectin.

In young piglets, especially those below 16 kg for which less than 0.5 ml of the product is indicated,
dosing accurately is important.

8. WITHDAWAL PERIOD

Edible tissues:
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Swine and goats: 28 days
Sheep: 21 days
Cattle: 49 days
Do not use in lactating animals producing milk for human consumption.

9. SPECIAL WARNING(S)

Read the package leaflet before use.

10. EXPIRY DATE

EXP {month/year}
Once broached use up to 28 days.

11. SPECIAL STORAGE CONDITIONS

Store below 30 °C. Protect from light.
Keep the container in the outer carton.

12. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR WASTE
MATERIALS

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal
product should be disposed of in accordance with local requirements.

13. THE WORDS ,,FOR ANIMAL TREATMENT ONLY”

For animal treatment only. To be supplied only on veterinary description.

14. THE WORDS ,,KEEP OUT OF REACH AND SIGHT OF CHILDREN”

Keep out of reach and sight of children.

15. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

CEVA-PHYLAXIA VETERINARY BIOLOGICALS Co. Ltd.,
Szallasz u. 5, 1107 Budapesta
UNGARIA

16. MARKETING AUTHORIZATION NUMBER

155140/1

17. MANUFACTURER’S BATCH NUMBER

Lot:




PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS -

20 ml and 50 ml label vial

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

CEVAMEC 1% injectable solution for cattle, swine, sheep and goats
Ivermectin

2. QUANTITY OF THE ACTIVE SUBSTANCE(S)

Ivermectin 10 mg
Excipients gsad 1ml

3. CONTENTS BY WEIGHT, BY VOLUME OR BY NUMBER OF DOSES

20

1

4. ROUTE(S) OF ADMINISTRATION

Subcutaneously administration.

5. WITHDAWAL PERIOD

Edible tissues:
Swine and goat: 28 days
Sheep: 21 days
Cattle: 49 days
Do not use in lactating animals producing milk for human consumption.

6. BATCH NUMBER

Lot: {number}

7. EXPIRY DATE

EXP {month/year}
Once broached use up to 28 days

8. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.
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PACKAGE LEFLEAT
CEVAMEC 1% injectable solution for cattle, swine, sheep and goats

1. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER AND OF
THE MANUFACTURING AUTHORISATION HOLDER RESPONSIBLE FOR BATCH
RELEASE

Marketing authorisation holder and manufacturer for batch release
CEVA-PHYLAXIA VETERINARY BIOLOGICALS Co. Ltd., 1107 Budapesta, Szallas u.5,
UNGARIA

2. NAME OF THE VETERINARY MEDICINAL PRODUCT

CEVAMEC 1 % injectable solution for cattle, swine, sheep and goats
Ivermectin

3. STATEMENT OF THE ACTIVE SUBSTANCE AND OTHER INGREDIENTS
1 ml contain

Ivermectin 10 mg
Excipients qs. ad 1ml
4. INDICATIONS

CEVAMEC 1% is effective for both prevention and treatment against the following ectoparasites and
endoparasites:

Cattle: gastrointestinal roundworms (mature and immature)
Lungworms (mature and fourth stage)
Cattle grubs (all three instars)
Lice
Mites

Sheep and goats: gastrointestinal roundworms (mature and fourth stage)
Lungworms (mature, third and fourth stage)
Small lungworms (mature and fourth stage)
Ovine grubs (all larval phases)
Mites (Sarcoptes, Psoroptes)

Swine: gastrointestinal roundworms (mature and immature)
Lungworms (mature)
Lice
Mites

The use of the product in the target species should take into account geographical difference in
occurence patterns of parasites.

5. CONTRAINDICATIONS
Do not administer by the intramuscular or intravenous route.

The product should not be used in other species as severe adverse reactions may occur, including
fatalities in dogs.

6. ADVERSE REACTIONS

Occasionally a small inflammatory reaction may occur on the side of administratifn which ceases
spontaneously.
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Destruction of migratory Hypoderma larvae in cattle, present in organs of vital importance, may cause
undesirable ‘host-parasite’ reactions not peculiar to ivermectin.

If you notice any serious effects or other effects not mentioned in this leaflet, please inform your
veterinary surgeon.

7. TARGET SPECIES
Cattle, swine, sheep and goats.

8. DOSAGE FOR EACH SPECIES, ROUTE AND METHOD OF ADMINISTRATION
Administration route: CEVAMEC 1% should only be given subcutaneously with keeping the rules of
sterility.

Dosage:
Cattle, sheep and goats: 1 ml per 50 kg b.w., equivalent to 0,2 mg/kg b.w. ivermectin.
Swine: 1 ml per 33 kg b.w., equivalent to 0,3 mg/kg b.w. ivermectin.

In young piglets, especially those below 16 kg for which less than 0.5 ml of the product is indicated,
dosing accurately is important.

9. ADVICE ON CORRECT ADMINISTRATION
/

10. WITHDRAWAL PERIOD
Edible tissues:
Swine and goats: 28 days
Sheep: 21 days
Cattle: 49 days
Do not use in lactating cows and ewes producing milk for human consumption.

11. SPECIAL STORAGE PRECAUTIONS

Keep out of the reach and sight of children.

Store below 30 °C. Protect from light.

Keep the container in the outer carton.

Shelf-life after first opening the immediate packaging: 28 days
Do not use after the expiry date which is stated on the label.

12. SPECIAL WARNINGS

Do not administer by the intramuscular or intravenous route.

Ivermectine is highly effective against all stages of cattle grubs. However, a proper timing of the
treatment is very important. Cattle must be treated as soon as possible after the end of heel fly season
for achieving the best results.

Occasionally, the killed Hypoderma lineatum existing in perioesophageal tissues may cause salivation
and bloat. Similarly, the killed Hypoderma bovis in the vertebral canal mat cause staggering or
paralysis. Cattle should be treated either before or after these stages of grub development.

Do not use in animals in lactation if milk is intended for human consumption.

Do not use in milking animals within 28 days prior to parturition.

Ivermectin is not toxic at up to 30-fold overdose. In the tolerance studies Cevamec 1% failed to induce
any toxic effect when administered at a dosage of 5-10 times the recommended.

When ingested at extremely high dose ivermectin may cause central nerve system symptoms.

If suspected toxic reactions do occur due to overdosage, appropriate symptomatic treatment should be
performed. Toxic symptoms of overdose are tremor, convulsions and coma.

13. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCTS OR WASTE
MATERIALS
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Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal
product should be disposed of in accordance with local requirements.

14. DATE ON WHICH THE PACKAGE LEAFLET WAS LAST APPROVED
January 2010

15. OTHER INFORMATION

Ivermectin is a derivative of broad spectrum antiparasitic agents called avermectins, derived from the
fermentation of the soil organism Streptomyces avermitilis. It controls a broad spectrum of both internal
and external parasites in several animal species including cattle, sheep and swine.

In nematodes, ivermectin stimulates the release of the inhibitory neurotransmitter gamma-amino butyric
acid (GABA) from the nerve endings and promotes the linking of GABA to specific receptors at the
nerve nodes. The nerve impulse is blocked, the parasite is paralysed and dies.

In arthropods ivermectin inhibits signal transmission at the neuromuscular junctions via the same
mechanism. Amplification of GABA action results in paralysis of arthropods.

Pharmacokinetics of ivermectin in the target species can be characterized with slow absorption, fast
distribution and prolonged elimination phases. The indicated subcutaneous dose of the product creates
maximal plasma concentration of about 40 mg/L within 1-2 days. Following this plateau, the drug
shows an elimination half-life of several days (up to 8 days in cattle) ensuring a permanent anthelmintic
efficacy of about 2-3 weeks. Faecal excretion is the major pathway of the drug elimination. Only about
2% of dose is excreted via the urine.

In the recommended dose ivermectin can not cross blood-brain barrier in the adult animals. Thus
GABA-medicated central neurotransmission of mammals is not altered which is the main reason of
ivermectin’s selective toxicity to parasites. Acetylcholine, the principal peripheral neurotransmitter in
mammals is unaffected by ivermectin.

Pack sizes:
Bottles of 20 ml, 50 ml, 100 ml, 250 ml and 500 ml.

Not all pack sizes may be marketed
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