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(Jenapharm, Germany) RH002 Suppliers submission

WORDING ON OUTER PACKAGE

FOLDING BOX

|1 NAME OF THE MEDICINAL PRODUCT

Microlut® 30 microgrammes, coated tablets
Levonorgestrel

| 2. ACTIVE PHARMACEUTICAL INGREDIENT(S)

1 coated tablet contains 30 microgrammes levonorgestrel

| 3. OTHER CONSTITUENTS

Contains lactose and sucrose (sugar). Heed the package insert.

| 4. DOSAGE FORM AND CONTENTS

35 coated tablets
3 x 35 coated tablets

| 5. NOTES AND METHOD(S) OF APPLICATION

For ingestion
Heed the package insert.

For hormonal contraception

6. WARNING THAT THE MEDICINAL PRODUCT IS TO BE KEPT OUT OF
CHILDREN'S REACH AND SIGHT

Keep medicines out of the reach of children.

| 1. ADDITIONAL WARNINGS, WHERE NECESSARY

8. EXPIRY DATE

Use before end

| 9. SPECIAL PRECAUTIONS FOR STORAGE

Do not store above 25°C.
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10. ANY SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINE OR
WASTE DERIVING THEREFROM

| 11. NAME AND ADDRESS OF THE PHARMACEUTICAL COMPANY

Jenapharm GmbH & Co. KG
Otto-Schott-Strasse 15
07745 Jena

[ 12.  MARKETING AUTHORISATION NUMBER(S)

MA No. 6929492.00.00

| 13. BATCH DESIGNATION

Ch.-B.:

| 14. SALES RESTRICTIONS

Prescription mandatory

| 15. NOTES ON USE

| 16. BRAILLE WORDING

microlut

MINIMUM WORDING ON BLISTER PACKS

BLISTER PACK

| 1. NAME OF THE MEDICINAL PRODUCT

Microlut® 30 microgrammes, coated tablets

| 2. NAME OF THE PHARMACEUTICAL COMPANY

Jenapharm
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3. EXPIRY DATE

Use before end

| 4. BATCH DESIGNATION

Ch.-B.:

| 5. OTHER STATEMENTS




