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JEKJIAPAIIUA 3A CBOTBETCTBHE
Declaration of Conformity

B choTBeTCTBHE ¢ aHeke [V ot pernmament 2017/745 3a MemuuHckuTe n3nenus
according to annex IV of the Medical Devices Regulation 2017/745

Hiue, kommagusTa
Mpomseoauren:
HHUITH-M AJ]
ke. Jlozener, yu. ,,3uamme No 10,
6007 Crapa 3aropa, benrapus
SRN: BG-MF-000033684

We, the company
Manufacturer:
NIP[— M AD
Lozenets district, Znanie 10 Str.,
6007 Stara Zagora, Bulgaria
SRN: BG-MF-000033684

¢ HACTOAIIOTO NeKIapHpaMe Ha Hama co0cTBeHa OTTOBOPHOCT, Y€ MEAUITHHCKUTE U3ACTHA OT
kiac 1 (pasuno 1, 13 rnasa 1 ot mpunoxenne VIII —2017/745)

hereby declare on our own responsibility, that the class I medical devices (vule 1, 13 chapter III
of annex VIII - 2017/745)

ca [IPOM3BEJIEHH B CHOTBETCTBHE ¢ TEXHHICCKATA JOKYMEHTAIMS U OTTOBAPAT HA H3UCKBAHHMATA
ua Permament 3a Memuiuacka wanenwns 2017/745. Tlponyxtute ca etukerupanu ¢ CE —
MapKHPOBKA CBIIIACHO roperocovenara J[ApekTrsa.

are manufactured in accordance with the technical documentation and comply with the
Requirements of Medical Devices Regulation 2017/745. The products are labeled with CE-Mark
according to the above Directive.

Ta3n gexnapanus € BAIH(HA 38 TPOAYKTH, IyCHATH HA 1Ma3apa KM JIATATa HA TOBa H3/IAHHE.
This declaration is valid for products placed on the market as of the date of this issue.
Benumx uznagena, ICKIAPANMATa € BAITHIRA JRE TOIHHH.

Once issued, the declaration of conformity is valid for two years.
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NIPI-M AD Office: 00359 42 625062
Lozenets district, Znanie 10 Str., e-mail: office@nipin.org
6007 Stara Zagora, http:/fwww nipim.org/

Bulgaria



