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DECLARATION OF CONFORMITY
NeDC-04/20 from 2020-04-09

Manufacturer: PRIVATE ENTERPRISE "REMED", Reg.Ne37363941
Registration address: 49000 Ukraine, Dnipro, 75 Karuny str., www.remed.ua
Medical device name: Medical masks,

Classification of the products: Class | Rule: Medical Device Directive 93/42/EEC (non-sterile)

Manufactured in accordance with: )
- IS0 13485:2016 and Medical Devices Directive MDD 93/42/EEC, which is

confirmed by QualityAustria System Certified and IQNet Certificates;

- According to Item 9 of Appendix 2 of technical regulations of medical
devices; @ qualityaustria

- Technical file for the production of medical devices "Medical masks
TF.753.37363941-SUA-001";

- DSTU EN 14683: 2014 "Surgical masks. Requirements and test methods"
and meets the requirements of current European sanitary legislation;

- Conclusion of the state sanitary-epidemiological examination Ne12.2-18-1
/ 8004 dated 15.04.2020.

Application area: Health care facilities -and institutions, pharmacies, pharmaceutical,
microbiological industry, household, everyday using, wholesale and retail selling.

Product:
Item Product name Contents Size
32.50.50M | MEDICAL THREE-LAYER spunbond - 60%, meltblown - 30%, Onesize
MASK WITH RUBBER STRIPS polyester - 6%, lycra - 4% (universal size for
(NON-STERILE) an adult)

Shelf life: 60 months from the date of manufacture in compliance with the storage conditions of the
product. After the expiration date, the manufacturer does not guarantee the preservation of the
consumer properties of the product and a sufficient level of safety in use.

Storage conditions: Store in a dry place, at a temperature of + 5°C to + 40°C, keep away from
direct sunlight. .

Packing and storage: Finished products are packed in thermo-contractable polyolefin film and/or
put in carton boxes, according to GOST 10581-91. Products should be stored in covered areas by
the group of conditions of storing 1 according to GOST 15150.

DECLARATION OF CONFORMITY: The manufacturer guarantees the conformity of the
manufactured products to ISO 13485:2016 and Medical Devices Directive MDD 93/42/EEC and
technical requirements of the Technical file for the production of medical devices "Medical
masks TF.753.37363941-SUA-001", DSTU EN 14683: 2014 "Surgical masks. Requirements and
test methods" and meets the requirements of current European sanitary legislation when
manufacturing, keeping to the conditions of transportatlon and storing. The warranty term of
storing from the manufacturing date is 60 months 3

0.S.Kanivets
Director PE “REMED”

Dnipro, Ukraine
2020-04-09

(date and place of issue)




