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-  Do not re-sterilize, re-sterilization can lead to 
product degradation which can result in 
unwanted pregnancy.
-  Ectopic Pregnancy: If a woman gets pregnant 
with IUD in place, there is a chance of having an 
extra-uterine pregnancy which should be 
evaluated.
-  Pelvic Infection: IUD’s may be associated with 
an increased relative risk of Pelvic Inflammatory  
-  Disease (PID) compared to other forms of 
contraception.
-  Expulsion: Sometimes an IUD is pushed out of 
the Uterus into the vagina during heavy flow of 
menses as Uterus remains slightly open during 
the menstrual period.
Perforation: Partial or total perforation of the 
uterine wall or cervix may occur rarely during 
placement, though it may be detected later. 
A notice to the user and/or patient that any serious 
incident that has occurred in relation to the device 
should be reported to the manufacturer and the 
competent authority of the Member State in 
which the user and/or patient is established.

MEDICAL BENEFITS

Benefits from our device Etherena  T Cu 380A
1. Intrauterine contraception in women is safe, 
effective method when compared to other existing 
methods.
2. It can be used as emergency contraception 
device.
3. Less infection rates.
4.Prevention of unintended pregnancy
5.Long term efficacy
Benefits from Similar Device related to Etherena 
T Cu 380A
1. Less Expulsion.
2. Provide the highest contraceptive efficacy and 
rates of satisfaction.
3. No IUD-related artifacts were found.

Intrauterine Contraceptive Device- 
Etherena T Cu 380A comply with all the Safety 
and Performance requirements with respect to the 
intended use of the device from the Clinical 
Evaluation study. The clinical evaluation is 
complete and conforms to the essential 
requirements.  The Clinical  evidence is 
demonstrated with the relevant essential 
requirements as per Annex I of MDR. Risk 
Mitigation has been established as per the 
guidlines of EN ISO 14971.
Complication and pathologies evaluated during 
the PMCF study is given below:
• Dislocation of IUD
• Migration Of IUD
• Anemia
• Back ache
• Vaginal inflammation/infection
• Uterine perforation

H) On completion of shelf life or on removal 
after aw, dispose the items as per the local 
regulations governing disposal of non 
recyclabel waste/medical waste. The sterile 
IUD is for single use only and should not be 
reused. 


