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Contraception and idiopathic menorrhagia.
Protection from endometrial hyperplasia during estrogen replacement therapy.
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4. CLINICAL PARTICULARS

4.2. Posology and method of administration
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Posologylnstructionfor-use-and-handling

Mirena is inserted into the uterine cavity and is effective for 5 years in the indications contraception and

idiopathic menorrhagia.

In the indication for protection from endometrial hyperplasia during oestrogen replacement therapy, clinical
data (from clinical trials conducted in women of 18 years and over) beyond 4 years of use are limited.
Mirena should therefore be removed after 4 years.

Mirena is supplied within an inserter in a sterile package which should not be opened until required for
insertion. The exposed product should be handled with aseptic precautions. If the seal of the sterile
package is broken, the product should be discarded (see Section 6.6 for disposal instructions).

Mirena is supplied with a patient reminder card in the outer package. Complete the patient reminder card
and give it to the patient, after IUS insertion.

How-to Insertion Mirena

It is strongly recommended that Mirena should only be inserted by physicians who are experienced in
Mirena insertions and/or have undergone sufficient training for Mirena insertion.

Table 1: When to insert Mirena in women of fertile age

Starting Mirena - Exclude pregnancy before insertion (see section 4.3
Contraindications). Consider the possibility of ovulation and
conception before using this product. Mirena is not suitable
for use as a post-coital contraceptive.
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- Mirena should be inserted into the uterine cavity within 7 days
of the onset of menstruation. In this case Mirena provides
contraceptive protection upon insertion and no back-up
contraception is needed.

- If insertion within 7 days of the onset of menstruation is not
possible or the woman does not experience regular menses,
Mirena may be inserted at any time during the menstrual
cycle provided that the healthcare professional can reliably
exclude the possibility of prior conception. Following insertion,
a barrier method of contraception should be used or the
patient should abstain from vaginal intercourse for the next 7
days to prevent pregnancy.

Postpartum insertion In addition to the instructions above (Starting Mirena):

Postpartum insertions should be postponed until the uterus is fully
involuted, however should not be performed earlier than 6 weeks
after delivery. If the patient is experiencing significant post-partum
bleeding and/or pain then infection or other causes should be
excluded before insertion. If involution is substantially delayed,
consider waiting until 12 weeks postpartum.

Insertion after first- Insert Mirena immediately after a first-trimester abortion or
trimester abortion or miscarriage unless it is a septic abortion (See contraindications).
miscarriage In this case no back-up contraception is heeded.

Switching to Mirena If inserted during active use of oral contraceptive, insert Mirena at
from an oral or any time, including during the hormone-free interval. Continue
vaginal hormonal taking the oral contraceptive until the end of the current treatment
contraceptive cycle.

Replacing Mirena Mirena can be replaced by a new system at any time in the

menstrual cycle. In this case no back up contraception is needed.

e Protection from endometrial hyperplasia during oestrogen replacement therapy

When used for endometrial protection during oestrogen replacement therapy, Mirena can be inserted at
any time in an amenorrhoeic woman, or during the last days of menstruation or withdrawal bleeding.

Mirena provides the progestogen component of hormone therapy (HRT). Therefore in women receiving
HRT, Mirena can be used in combination with oral or transdermal oestrogen preparations without
additional exogenous progestogens. The product information of the oestrogen component of the HRT
should be consulted prior to the use of Mirena as the important risk factors associated with HRT use
should be considered, such as the risk of endometrial cancer, breast cancer and venous
thromboembolisms.

Removal/ replacement
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For contraception and idiopathic menorrhagia: the system should be removed after 5 years of use. If the
user wishes to continue using the same method, a new system can be inserted at the same time, in which
case no additional protection is required.

For protection from endometrial hyperplasia during oestrogen replacement therapy: clinical data (from
clinical trials conducted in women of 18 years and over) beyond 4 years of use are limited. Mirena should
therefore be removed after 4 years.

If pregnancy is not desired, the removal should be carried out within 7 days of the onset of menstruation in
women of fertile age, provided the woman is experiencing regular menses. If the system is removed at
some other time during the cycle or the woman does not experience regular menses and the woman has
had intercourse within a week, she is at risk of pregnancy. To ensure continuous contraception a new
system should be immediately inserted or an alternative contraceptive method should have been initiated
(e.g. condoms) starting at least 7 days before the removal.

NDIXY [17va DTV

209NN 'wnnwn 1D .3

1322IN 'NoI DIN'TA 719'V7 IX 1D MY AInY? Yin'va

N'MNA WIn'y N'7nNn

MDA )R D XTI W N NAIgnn 119 .

AUN-RAOHAFFARI-RHZRE NN |'PNNT V' D RO HOIOHIN - AR H RN AR IYUND e
1A VIR T V19 RINLI7R D' NI DN WKRD (Y7 'WTIND IThAn) 17 'Molin Din'Tn n7nhnn om' 7
AANTAN-BNROH- BT THRART PN NG UTRH RN AR BHAR-PAH-AIA 7 WLBXR (1NN 010'0Y
AN BN NIRRT A A PR B R YRS

[N TX ,0'T0 11'X 17W 'MOIIN DIN'TY DX IN 'NOID DIN'TY N7NNnn D' 7 JIN AN DX 'PNn7 2712' JI'N DX e

MOIN DIN'TD TRA NVRN WX X77 1'n 'on' nn''p X7w XTI17 DAIN N1 N1ZNa .ANKR 0O 792 nan'n DX 'pnn?

I'n 'oN' NNUPN NIX OX . T'A TIAY! X7 DMWY PN D 1D .]IND DR T D' arxin 7ap7 1 1% jnnkan
.(D'ITAIR 120) YXIN NY'IN 'WNKA 'WNNYD NN NIPNN INKY? DNIWRIN 0''D 7 1700

.DN'N NYY? VN 'WXAKD WIN'W7 D'RNNN 'K D' e

NI1N'M DN DRAXNY N7 [1NNY7 N0'1D7 13'on .NIvKRIN navwa 1,000 11imn 0'wa 2 1WA KID [1INN7 N0 7w tdon e
4 q'yo 'X1) DNIN (91T AP 7w 0Mgna IR (‘7727 1791 NIN'n DX NIWYYT ™7V dn' nvn Q'Vo1 'X1) TA7 V7o)

("xi?2 nwoin'

571mn 4 Tiny



BAYER)

[am<>w

NI 777 7190 Mol DI 719'0 'wTIn 6 TV 3 nXY 770-0Ta e

DT AINXY7 NN WIN'y n7nnn

DT'70 X7 NIRY 6-n DTRIA X7 . NINIXK DXT .'VAVN 177127 2Th DNONY Y212 QT2 X7 D' 'pnn? [N e
.(Ywnnn nm'Ti imn axd — 'Ri7 niwsin' 4 Q'vo 'x1)

.N72vN "N win'y N7NNn' Qo2 Nagninn [INTN7 YA NyT7 17w 90ma nn 'R0 e

:N'790 ANXY7 N1'NA YIN'Y 17NN

NN X710 'N MN2A'NA DIN'T 'RY 'RINAL D'WTN 3-0 XP D' NN DX D790 INK7 ' N 'pnn? [N e
.DIPNNN INXY T TIA' DIN'A .0NNKRD D'WTIND hwi?w 17nna (Septic abortion) n'voo n'1on

:N11'N NO7NAD

.DIZNNN INXT7 TN T D' 7Y DO ITNA 1700 AT 702 TN D' n'n Q'7nn7 [N e

"D nyan? ni'2an a7 1avn

X7 DDA WTINA 0'' DIY' OX 7710) NV 792 N DX 'PNNY (N2 M0 Dy ni7iaa vin'y 17002 [gnin D' oxX
.'NO1RN 719'00 NIThA DI'OY TV [INN Ny'an'? n1'7a n'7'uiaa D'wnn .(nii'7a o'hon

119170 "IN 719'0'A-FHRHFRIR-AIUND

D'N NN DX 'PNNT W' MoN DIN'T [TV )7 W' ON AT 752 N DX PN [N ,'Mon 0im'T 775 77 'K OX
.01 DX 7 'PNNY DT X7 XIN DX TN 98K [N NNAY 17W X917 M1'DTH .0IMTN 7 DINNKRN
LDNIN NN D AN MIpNn oy T e

NINMIN TIWN TNNAY NISINNN 1ARN DIOND7 IN7W1 N0X7 [1I7Wn1 X9 17vuin
https://israeldrugs.health.gov.il/#!/byDrug

.09-7626700 :j1970 ,|;nwn TIn 36 wann 'N1 7KW 1R NNANY 019 MY 0109 TIN 0727 IND
,N>712]

a1l e

5imn 5 Tiny



	INTRAUTERINE DEVICE
	Levonorgestrel 52MG

