A. LABELLING



PARTICULARS TO APPEAR ON THE OUTER PACKAGE

CARTON BOX, SINGLE PACK (1 VIAL WITH 24 G POWDER AND 1 VIAL WITH 64 ML
SOLVENT)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Geepenil vet 24 g powder and solvent for solution for injection

2. STATEMENT OF ACTIVE SUBSTANCES

benzylpenicillin sodium 24 ¢

3. PACKAGE SIZE

Single pack (1 vial with 24 g powder and 1 vial with 64 ml solvent)

| 4. TARGET SPECIES

cattle, pig and horse

o -

| 5. INDICATIONS

| 6.  ROUTES OF ADMINISTRATION

Cattle: i.m., i.v.; Pig: i.m.; Horse: i.v.

Transfer the whole amount of sterile water into the dry powder vial and shake well. This provides
80 ml of solution for injection with the concentration of 300 mg/ml.
The package contains a transfer needle.

7. WITHDRAWAL PERIODS

Withdrawal periods: meat and offal 10 days, milk 2 days.

| 8. EXPIRY DATE

Exp. {mm/yyyy} (Will be printed online)

‘ 9. SPECIAL STORAGE PRECAUTIONS

Do not freeze.



Shelf life after reconstitution according to directions: 24 hours (store below 25 °C) or 5 days (store in a
refrigerator (2 °C — 8 °C), do not freeze).

10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.

12. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the sight and reach of children.

13. NAME OF THE MARKETING AUTHORISATION HOLDER

Orion Corporation

Orion logo

‘ 14. MARKETING AUTHORISATION NUMBERS

[To be completed nationally]

‘ 15. BATCH NUMBER

Lot {number} (Will be printed online)



PARTICULARS TO APPEAR ON THE OUTER PACKAGE

LABEL FOR MULTIPACKS INCLUDING

10 SINGLE PACKS (10 VIALS WITH 24 G POWDER EACH AND 10 VIALS WITH 64 ML
SOLVENT EACH)

40 SINGLE PACKS (40 VIALS WITH 24 G POWDER EACH AND 40 VIALS WITH 64 ML
SOLVENT EACH)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Geepenil vet 24 g powder and solvent for solution for injection

2. STATEMENT OF ACTIVE SUBSTANCES

benzylpenicillin sodium 24 g

3. PACKAGE SIZE

10 single packs (10 vials with 24 g powder each and 10 vials with 64 ml solvent each)
40 single packs (40 vials with 24 g powder each and 40 vials with 64 ml solvent each)

| 4. TARGET SPECIES

cattle, pig and horse

o X o)

| 5. INDICATIONS

| 6.  ROUTES OF ADMINISTRATION

Cattle: i.m., i.v.; Pig: i.m.; Horse: i.v.

7. WITHDRAWAL PERIODS

Withdrawal periods: meat and offal 10 days, milk 2 days.

| 8.  EXPIRY DATE

Exp. {mm/yyyy} (Will be printed online)

‘ 9. SPECIAL STORAGE PRECAUTIONS




Do not freeze.

Shelf life after reconstitution according to directions: 24 hours (store below 25 °C) or 5 days (store in a
refrigerator (2 °C — 8 °C), do not freeze).

10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.

12. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the sight and reach of children.

13. NAME OF THE MARKETING AUTHORISATION HOLDER

Orion Corporation

Orion logo

‘ 14. MARKETING AUTHORISATION NUMBERS

[To be completed nationally]

‘ 15. BATCH NUMBER

Lot {number} (Will be printed online)



PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE

LABEL, POWDER

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Geepenil vet 24 g powder for injection

2. STATEMENT OF ACTIVE SUBSTANCES

benzylpenicillin sodium 24 g

| 3.  TARGET SPECIES

cattle, pig and horse

o -

‘ 4. ROUTES OF ADMINISTRATION

Cattle: i.m., i.v.; Pig: i.m.; Horse: i.v.

Read the package leaflet before use.

S. WITHDRAWAL PERIODS

Withdrawal periods: meat and offal 10 days, milk 2 days.

| 6.  EXPIRY DATE

Exp. {mm/yyyy}

‘ 7. SPECIAL STORAGE PRECAUTIONS

Do not freeze.

8. NAME OF THE MARKETING AUTHORISATION HOLDER

Orion Corporation

Orion logo



| 9. BATCH NUMBER

Lot {number}



MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING
UNITS

LABEL, STERILE WATER

| 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Sterile water

| 2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES

Water for injections 64 ml

| 3.  BATCH NUMBER

Lot {number}

| 4. EXPIRY DATE

Exp. {mm/yyyy}



