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Zalu valsts agentdra

Jersikas iela 15, Riga, LV-1003, talr. 67078424, fakss 67078428, e-pasts info@zva.gov.lv, www.zva.gov.lv

Riga

02.07.2019. Nr. 7-2/1101
Uz 01.07.2019 Nr. BN

SIA "MEVIA"

Reg. Nr. 40103759931

Zentenes iela 20 - 76, Riga, LV-1069
group.medevice@gmail.com

Par medicinisko ieri¢u raZotdja sniegtas
informacijas izskati$anu un ieklauSanu
datubazes

Zalu valsts agentiira (turpmak — Agentiira) 2019.gada 20.jiinija ir sangmusi SIA "MEVIA"
(turpmak — Iesniedzgjs) iesniegumu, kura ligts registrét Iesniedz&ju ka medicinas iericu
razotaju, ka arT 2019.gada 1.jdlija ir sapémusi Iesniedz&ja iesniegumu ar precizétu papildu
informaciju par Iesniedzgja registracijas numuru.

Pamatojoties uz Ministru kabineta 2017.gada 28.novembra noteikumu Nr.689
"Medicinisko ieri¢u registracijas, atbilstibas noveértéSanas, izplatiSanas, ekspluatacijas un
tehniskas uzraudzibas kartiba" (turpmak — Noteikumi Nr.689) 117. un 120.punkta, ka arl

sanemtos lesniedz&ja iesniegumus un ievadijusi medicinisko iericu registra LATMED
elektroniskaja datubazé un Eiropas Medicinisko ieri¢u datubanka Eudamed $adu informaciju:

1. Medicinisko ieridu raZotajs: sabiedriba ar ierobeZotu atbildibu "MEVIA" (registracijas
Nr. 40103759931, juridiska adrese: Zentenes iela 20 - 76, Riga, LV-1069);,

2. SIA "MEVIA" raZo un laiz tirgii I klases medicinisko ierici "KIPARIS+" (produkta
identifikacijas kods MK-0519).

Atgadinam, ka, nemot véra Noteikumu Nr.689 118. un 120.punkta prasibas, medicnisko
ieri¢u raZotdja pienakums ir informét Agentiiru par izmainam iesniegtaja informacija, ka ar1 par
medicinisko iericu laifanas tirgii vai raZo$anas partraukSanu 10 darbdienu laika no attieciga
izmainu briza.
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; MEDeviCE Group SIA

Your authorized partner for Medical device registration

ANNEX | TO CERTIFICATE OF
MEDICAL DEVICE NOTIFICATION

Our Ref. Nr.: CMDN-0001
Place of issue: Riga, Latvia
Date: 03" of June 2019

Nr. | Generic device term Commercial Class* Catalog Short desetipti d .G MDN/UMDNS
name reference nr intended-use’, ) code**
wpy
1 Exercisers, others. KIPARIS+ Class I Medical MK-0519-#**
i according to EU
! Medical Device
| Directive
| 93/42/EEC as
| modified by
2007/47/EC
i treatment of spinal
% illnesses, with posture
: correction using
& therapeutic gymnastics
i; * - Hereabove product list lassification is based on the classification claim of the
| *+ - GMDN/UMDNS code is mandatory ion to complete Notficati
{ #++ - device uaique sesial number for individual device identification. .
: Manufacturer: A SIA |
| -
f Signature: i
‘ Date: ©3 . O¥. &0/_5 i
Place: <
| Rick |
H &
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e |
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|
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Reg. Nr. 40203145059 Tel: +371 20292765 Bank details:

PVN Nr. LV40203145059 E-mail: group.medevice@gmail.com AS “Swedbank”,
Jurmalas gatve 32, Riga, SWIFT: HABALV22
; Latvija, LV-1083 IBAN: LV27HABA0551045028774
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MEDeviCE Group SIA

Your authorized partner for Medical device registration

~ERTIFICATE

OF

MEDICAL DEVICE NOTIFICATION
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Our Ref. Nr.: CMDN-0001
Place of issue: Riga, Latvia
Date: 03 of June 2019

By this certificate, we, MEDeviCE Group SIA, located at Jurmalas gatve 32; Riga, Latvia, LV-
1067 authorized representative for Medical and TVD product registration, hereby confirm that
company MEVIA STA, legal address - Zentenes str. 20 — 76, Rigay LV«1%9 manufacturing
address - Kurzemes prospekts 132a, Riga, LV-1069 has obtained, regastratnon acknowledgment in
LATMED and EUDAMED databases from State Agency of Medicines Republic of Latvia Nr.
7-2/1101 from 02.07.2019 for Class I Medical according, ﬁo EU Medical Device Directive
93/42/EEC as modified by 2007/47/EC.

All notification procedures for obtaining Class I Medieal devices registration was performed by
MEDeviCE Group SIA on 02.07.2019 tomatienal Competent Authority “State Agency of
Medicines Republic of Latvia”.
As of the 02.07.2019, and as long'as the manufacturer will continue to comply with hereabove
mentioned requirements he therefores

- Is required to affix the CEmarking on the devices as per Annex I to this certificate

- May place these devices on the market of Europem Union

- May issue EC d,eclaramoﬂ of conformity using CE mark as per EU Me ical Device Directive

93/42/EEC, Armge.x VIL

MEDeviCE Group

Reg. Nr. 40203145059 Tel: +371 20292765 Bank details:
PVN Nr. LV40203145059 E-mail: group.medevice@gmail.com AS “Swedbank”,
Jurmalas gatve 32, Riga, SWIFT: HABALV22

Latvija, LV-1083 IBAN: LV27HABA0551045028774 |



