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Reg. No. 672/Q-084

CERTIFIKAT

Tento certifikit potvrzuje, ze systém jakosti pro zdravotnické prostredky spoletnosti

IVT IMUNGO, s.r.o.
Pavlovicka 12/59, 77200 Olomouc, Ceska republika

splfiuje poZadavky normy

EN 1SO 13485: 2016

pro nasledujici €innosti:

Vyroba, baleni, distribuce a prodej IVD zdravotnicky prostfedkd - CRP testy, FOB testy;
testy na zjistovani pfitomnosti drog; pomucky pro testovani moci; hematologické
diagnostické soupravy - uréovani krevnich skupin, systém ABO, Rh a jinych antigend
krevnich skupin; t&hotenské a ovulacni testy;

Koronavirtest COVID-19 a CRV antigenni COVID-19 test

- Distribuce a prodej zdravotnicky pomiicek a spotfebniho materialu, spotiebni material
pro dezinfekci a hygienu, vySetifovaci a ochranné pomtcky, obvazovy a papirovy
material, injekéni technika, l1ékarské tiskoviny oblasti
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Certifikat €. : QMS-13-026-2020/A Datum vydani: 24/05/2021
Pivodni datum vydani: 19/11/2020

Za podminek, Ze organizace bude udrfovat efektivni systém fizeni kvality pro zdravotnické prostredky, zdstdva tento

certifikat platny do 18/11/2023.
Procedo /

*;'f /&7’)77)1,2

Ing. Lubica Skrovanova
Veduca certifikatného orgénu

Certification Body

Procedo Intemnational Certification sr.o., Nevddzovd 18/B, 90031 Stupava, Slovakia, www.procedosk, Tel. :+421 907734958,

1CO: 52327230
CE13 v.03 012021 5K
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Reg. No. 672/Q-084

CERTIFIKAT

Tento certifikat potvrdzuje, Ze systém kvality pre zdravotnicke pomdcky spolo€nosti

IVT IMUNO, s.r.o.
Pavlovicka 12/59, 77200 Olomouc, Ceska republika

spiiia poziadavky normy

EN ISO 13485: 2016

pre nasledovné Cinnosti:

Vyroba, balenie, distribticia a predaj IVD zdravotnicky pomécok - CRP testy, FOB testy;
testy na zisfovanie pritomnosti drog; pomécky na testovanie mocu; hematologické
diagnostické pomécky - uréovanie krvnych skupin, systém ABO, Rh a inych antigénov
krvnych skupin; tehotenské a ovulaéné testy;

Koronavirtest COVID-19 a CRV antigenni COVID-19 test

Distribticia a predaj zdravotnicky pomdcok a spotrebného materialu, spotrebny material
na dezinfekciu a hygienu, vy3etrovacie a ochranné pomécky, obvazovy a papierovy
materidl, injekéna technika, lekarske tla¢oviny
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Certifikit €. : QMS-13-026-2020/A Datum vydania: 24/05/2021
Pévodny ditum vydania: 19/11/2020

Za podmienok, 7e organizdcia bude udrZiavat efektivny systém riadenia kvality pre zdravotnicke pomdcky, zostdva tento certifikat
platny do 18/11/2023.

HTERNATIOMAL CERTIFICATION

c Ing. Lubica Skrovanova

Veduca certifikatného orgdnu

Certification Body

Procedo International Certification sr.o., Nevidzova 18/B, 90031 Stupava, Slovakia, www.procedosk, Tel. :+421 907734958,

1CO: 52327230
CE13 v.03 012021 SK
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Reg. No. 672/Q-084

CERTIFICATE

This is to certify that the Quality management system for medical devices of company

IVT IMUNGO, s.r.o.
Pavlovicka 12/59, 77200 Olomouc, Czech Republic

has been found in compliance with requirements of the standard

EN I1SO 13485: 2016

for the following scope:

Production, packaging, distribution and sale of IVD medical devices - CRP tests, FOB
tests; Drug abuse tests; urine screening tests; Hematological diagnostics — blood
grouping, system ABO, Rh and other blood grouping antigens; pregnancy and ovulation
tests; Coronavirtest COVID-19 and CRV COVID-19 antigen test.

Distribution and sale of medical devices and supplies, supplies for disinfection and
hygiene, examination and protective equipment, wound dressing and paper material,
injection technique, medical printed matters
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Certificate no. : QMSs-13-026-2020/A Date of issue: 24/05/2021
Initial certificate issue:  19/11/2020

On condition that organisation will maintain an effective quality management system for medical devices, this certificate remains

valid to 18/11/2023

Ing. Lubica Skrovanova
Head of Certification body
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Certification Body
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Procedo International Certification sro., Nevidzovd 18/B, 90031 Stupava, Slovakia, www.procedosk, Tel. :+421 907734958,

ICO: 52327230
CE13 v.03 012021 EN




