Etonogestrel 68mg WHOPAR part 5
Implant (NXT) Suppliers submission
(N V Organon) RH036
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PARTICULARS TO APPEAR ON THE OUTER PACKAGING

Outer carton

‘ 1. NAME OF THE MEDICINAL PRODUCT

Implanon NXT®
68 mg implant

etonogestrel

‘ 2. STATEMENT OF ACTIVE SUBSTANCE(S)

1 contraceptive implant contains: 68 mg etonogestrel

‘ 3. LIST OF EXCIPIENTS

Other ingredients:

Ethylene vinyl acetate copolymer, Barium sulphate, Magnesium stearate.

See leaflet for further information

Medicinal product subject to medical prescription

4. PHARMACEUTICAL FORM AND CONTENTS

Implant

1 applicator containing 1 implant

5. METHOD AND ROUTE(S) OF ADMINISTRATION

Read the package leaflet before use.
For subdermal use

OF THE SIGHT AND REACH OF CHILDREN

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT

Keep out of the sight and reach of children.

‘ 7. OTHER SPECIAL WARNING(S), IF NECESSARY

| 8. EXPIRY DATE

EXP.:
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‘ 9. SPECIAL STORAGE CONDITIONS

Store in the original blister package.

Do not store above 30°C.

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

N.V. Organon, Kloosterstraat 6,
5349 AB Oss, The Netherlands
Tel: 00800-66550123

Email: dpoc.benelux@organon.com

‘ 12. MARKETING AUTHORISATION NUMBER(S)

‘ 13. BATCH NUMBER

‘ 14. GENERAL CLASSIFICATION FOR SUPPLY

| 15.  INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

2D barcode carrying the unique identifier included.

‘ 18. UNIQUE IDENTIFIER - HUMAN READABLE DATA

SN
MFG
GTIN: 00366582507994


mailto:dpoc.benelux@organon.com

Etonogestrel 68mg WHOPAR part 5
Implant (NXT) Suppliers submission
(N V Organon) RH036

PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGING

February 2022

Blister

1. NAME OF THE MEDICINAL PRODUCT

Implanon NXT®
68 mg implant

etonogestrel

2. STATEMENT OF ACTIVE SUBSTANCE(S)

1 contraceptive implant contains: 68 mg etonogestrel

‘ 3. LIST OF EXCIPIENTS

‘ 4. PHARMACEUTICAL FORM AND CONTENTS

1 applicator containing 1 implant

‘ 5. METHOD AND ROUTE(S) OF ADMINISTRATION

For subdermal use.
Read the package leaflet before use.

OF THE SIGHT AND REACH OF CHILDREN

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT

Keep out of the sight and reach of children.

7. OTHER SPECIAL WARNING(S), IF NECESSARY

For single use only.
Contents are sterile unless package is damaged or opened.

| 8. EXPIRY DATE

EXP.:

‘ 9. SPECIAL STORAGE CONDITIONS

Store in the original blister package.

Do not store above 30°C.
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10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

N.V. Organon, Kloosterstraat 6,
5349 AB Oss, The Netherlands
Tel: 00800-66550123

Email: dpoc.benelux@organon.com

‘ 12. MARKETING AUTHORISATION NUMBER(S)

‘ 13. BATCH NUMBER

Lot:

‘ 14. GENERAL CLASSIFICATION FOR SUPPLY

‘ 15. INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE
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‘ PARTICULARS TO APPEAR ON THE PATIENT ALERT CARD

‘ 1. NAME OF THE MEDICINAL PRODUCT

Implanon NXT®
68 mg implant
etonogestrel

2. OTHER SPECIAL WARNING(S), IF NECESSARY

Important notice:

Occasionally, gently palpate the implant to be sure that you know its location. If you cannot feel the
implant at any time, contact your doctor as soon as possible.

The holder of this card is using a progestogen-only subdermal contraceptive implant. The implant is
located at the inner side of the upper arm.

In, for example, the case of a casualty do not make an attempt to remove the implant.

Implanon NXT is X-ray visible.

See reverse side for further information.

KEEP THIS CARD IN A SAFE PLACE!

3. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

For further information, please contact:

N.V. Organon, Kloosterstraat 6,
5349 AB Oss, The Netherlands
Tel: 00800-66550123

Email: dpoc.benelux@organon.com

| 4. BATCH NUMBER

Lot:

|5. OTHER

Clinical details:

Name
Date of insertion
Date for removal
Arm

Left Right

Implanon NXT ® is a registered trademark in one or more countries.
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‘ PARTICULARS TO APPEAR ON THE PATIENT LABEL

‘ 1. NAME OF THE MEDICINAL PRODUCT

Implanon NXT®
68 mg implant

| 2. BATCHNUMBER

Lot:

3. OTHER

For patient file

‘ PARTICULARS TO APPEAR ON THE PHYSICIAN LABEL

‘ 1. NAME OF THE MEDICINAL PRODUCT

Implanon NXT®
68 mg implant

| 2. BATCH NUMBER

Lot:

3.  OTHER

For physician file



