e, SUKL

STATNI USTAV Srobarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz

PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT ADRESA
Siemens Healthcare, s.r.o. Budéjovicka 779/3
Ing. Jakub Filip Praha-Michle

140 00
Cislo jednaci Spisova znacka Vyfizuje / e-mail Datum

Zuzana Kunaskova 5.3.2021
sukl64246/2021 sukls40162/2021

zuzana.kunaskova@sukl.cz

POTVRZENI OHLASENI ZMENY UDAJU

Statni Ustav pro kontrolu 1é¢iv, se sidlem v Praze 10, Srobdarova 48, jako spravni organ pfislu$ny na zakladé
§ 9 pism. b) zdkona ¢. 268/2014 Sbh., o zdravotnickych prostfedcich a 0 zméné zakona ¢. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozdéjsich predpisl, potvrzuje timto ohlaseni zmény Uudajl niZze uvedené osoby.

Registracni Cislo 000764

IC 04179960
Nazev Siemens Healthcare, s.r.o.
Sidlo Budéjovickd 779/3, 140 00 Praha, Ceska republika

Kontaktni osoba

Ing. Jakub Filip, Jakub.Filip@siemens-healthineers.com, +420601158293

Web www.siemens.cz

Seznam cinnosti

e distributor obecnych zdravotnickych prostfedkd
o Zdravotnické prostfedky:

00072389, Symbia

00261040, Modularis Variostar

00227571, Mark 7 Arterion Injection System

00227619, Spectris Solaris EP MR Injector

00217357, Stellant with Certegra Workstation CT injection system
00153330, pulsni oxymetr 7500FO

00069606, Defibrilator BeneHeart D3

00473588, Injekéni systém EmpowerMR

00113937, Injektor CT missouri XD 2001

00113945, Tesla M3

00520583, Tesla DUO

00012108, Softwarovy systém MARIE PACS

00080012, Pacientsky monitorovaci systém Expression MR200 MRI
00283821, Cios Connect

00283872, Somatom Definition Flash

00283880, Somatom Definition AS

00283899, Somatom Drive

00283901, Somatom Confidence
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00283936, Somatom Force
00285018, Biograph mCT
00285106, Symbia S

00285122, Symbia Intevo
00283848, Somatom Scope
00283856, Somatom Perspective
00283864, Somatom Definition Edge
00287769, Acuson NX3
00287785, Artis Q

00287793, Artis Q.zen
00287806, Artis zeego
00287857, Artis zee

00304872, Luminos Fusion
00304880, Multix Fusion
00304901, Mobilett Mira Max
00304944, Mobilett

00304960, Polymobil Plus
00304979, Mammomat Inspiration
00304995, CIOS Alpha
00305082, CIOS Select
00305103, Arcadis Orbic
00312346, Ysio Max

00332101, MAGNETOM Amira
00330245, MAGNETOM Skyra
00331264, MAGNETOM Aera
00332128, MAGNETOM Essenza
00331352, MAGNETOM Verio
00331301, MAGNETOM Prisma
00332144, MAGNETOM Spectra
00332099, MAGNETOM C!
00331280, MAGNETOM Avanto
00331336, MAGNETOM Trio
00491559, Symbia T Series
00509077, Sensis Vibe
00505375, Syngo X Workplace
00509085, Sensis

00588190, Syngo Dynamic
00586398, Acuson Freestyle
00584843, Acuson X700
00584958, Acuson S3000
00584827, Acuson X300 PE
00584835, Acuson X600
00584907, Acuson S1000
00597062, Syngo Plaza
00597054, Syngo Via

00711603, RAD-INJECT y
00699771, Cios Fusion
00711611, Medrad Avanta
00723516, Vacora

00585803, Acuson S2000
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= 00584931, Acuson S2000
= 00766663, Acuson Juniper
= (00774428, Biograph vision
= 00786840, Biograph Horizon
= 00482628, Acuson P 500
= 00712892, Multitom Rax
= 00711582, OPTIS™
= 00797750, Acuson Sequoia
= 00481369, Dameca MRI508
= (00857397, Acuson Redwood
= 00860289, Mobilett Elara Max
= (00880693, Somatom go.Sim
= 00888548, Al-Rad Companion Engine
= 00889591, Magnetom Vida
= 00904659, Magnetom Sola
= 00350561, MRXperion MR Injection System
= 00912333, Biograph mMR
= 00038789, Terminal Units MediUnit
= 00906697, Magnetom Altea
= 00906718, Somatom go.Top
= 00906726, Somatom go.All
= 00912384, Magnetom Sempra
e distributor diagnostickych zdravotnickych prostredkd in vitro
o Zdravotnické prostfedky:
= 00071255, VERSANT CT/GC DNA 1.0
= 00071220, VERSANT HIV-1 RNA 1.0
= 00071239, VERSANT HCV RNA 1.0
= 00071247, VERSANT HBV DNA 1.0
= (00470344, LiquichekTM Immunoassay Plus Control, trilevel
= 00316208, Advia Centaur System
= 00323360, IMMULITE 2000 AFP
= 00323379, IMMULITE 1000 AFP
= 00323387, IMMULITE 2000 Volny PSA
= 00323416, IMMULITE 1000 Volny PSA
= 00323424, IMMULITE 2000 PSA
= 00323432, IMMULITE PSA
= (00323440, IMMULITE 3. Generace PSA
= 00323459, IMMULITE 2000 Nekonjugovany estriol
= 00323475, IMMULITE 1000 Nekonjugovany estriol
= 00323483, IMMULITE 2000 PAPP-A
= 00323504, IMMULITE 1000 PAPP-A
= 00323512, IMMULITE 1000 Turbo HCG
= 00323678, IMMULITE 2000 HCG
= 00323686, IMMULITE HCG
= 00323707, IMMULITE 2000 Volny Beta HCG
= 00323715, IMMULITE Volny Beta HCG
= 00323811, IMMULITE HCG Control Module
= 00323838, IMMULITE HCG Sample Diluent
= (00323846, IMMULITE Volna Beta HCG Control module
= 00323870, IMMULITE PAPP-A Control Module
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00323897, IMMULITE 3. Generace PSA Control Module
00323926, IMMULITE AFP Diluent

00323942, IMMULITE 3. Generace PSA Diluent
00324443, Enzygnost® Anti CMV/IgG

00324478, Enzygnost® Anti-CMV/IgG + IgM

00324494, Enzygnost® Anti-CMV/IgM

00324523, Enzygnost® Anti-Rubella-Virus/IgG
00324566, Enzygnost® Anti-Rubella-Virus/IgM
00324590, Enzygnost® Toxoplasmosis/IgG

00324611, Enzygnost® Toxoplasmosis/IgM

00324662, Novagnost® Chlamydia pneumoniae IgG
00324689, Novagnost® Chlamydia pneumoniae IgM
00324718, Novagnost® Chlamydia pneumoniae IgA
00324742, Novagnost® Chlamydia trachomatis I1gG
00324769, Novagnost® Chlamydia trachomatis IgM
00324777, Novagnost® Chlamydia trachomatis IgA
00324873, IMMULITE 2000 CMV IgG

00324881, IMMULITE® 2000 CMV IgM

00324902, IMMULITE 2000 Rubeola IgM

00324910, IMMULITE 2000 Toxoplazma IgM (u-Capture)
00324929, IMMULITE 2000 Toxoplazma kvantitativni IgG
00324937, IMMULITE 2000 Rubeola Kvantitativni IgG
00324945, IMMULITE 1000 CMV IgG

00324961, IMMULITE 1000 CMV IgM

00324996, IMMULITE 1000 Rubeola IgM

00325120, IMMULITE 1000 Rubeola Kvantitativni IgG
00325147, IMMULITE 1000 Toxoplazma kvantitativni IgG
00325163, IMMULITE 1000 Toxoplazma IgM (u-Capture)
00325251, Analyza ADVIA Centaur® Rubella G
00325307, ADVIA Centaur Rub G quality control material
00325331, ADVIA Centaur® Rubella M

00325374, ADVIA Centaur Rub M kontrolni material
00325489, Analyza ADVIA Centaur® Toxoplasma G
00325550, ADVIA Centaur® Toxoplasma M

00325585, ADVIA Centaur Toxo M kontrolni material
00325622, ADVIA Centaur Toxo G Quality Control Material
00325964, Enzygnost® HIV Integral 4

00325980, Enzygnost® HBsAg 6.0

00325999, Enzygnost® HBsAg Confirmatory Test
00326000, Enzygnost® Anti-HBs Il

00326027, Enzygnost® Anti-HBc/IgM

00326043, Enzygnost® Anti-HBc monoclonal

00326051, Enzygnost® HBe monoclonal

00326086, Enzygnost® Anti-HCV 4.0

00326342, ADVIA Centaur® Anti-HBs2

00326350, ADVIA Centaur aHBs2 kontrola kvality
00326369, ADVIA Centaur® HBc Total

00326377, ADVIA Centaur® aHBcM

00326385, ADVIA Centaur® HBsAg Confirmatory
00326393, ADVIA Centaur® HBsAgl|
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00326406, ADVIA Centaur® HCV

00326414, ADVIA Centaur® HIV 1/0/2 Enhanced
00326430, ADVIA Centaur® CHIV

00326449, ADVIA Centaur® anti-HBe

00326457, ADVIA Centaur® HBeAg

00326465, ADVIA Centaur® HBsll

00326473, HBc IgM (aHBcM) kontrola kvality
00326502, HBsAg (HBs) kontrola kvality

00326510, HBc Total (HBcT) kontrola kvality
00326529, ADVIA Centaur EHIV Quality Control Material
00326545, ADVIA Centaur CHIV Quality Control Material
00326553, Anti-HCV (aHCV) kontrola kvality
00326561, Anti-HBe (aHBe) kontrola kvality

00326588, HBeAg (HBe) kontrola kvality

00326692, VERSANT® HCV Genotype 2.0 Assay (LIPA)
00326705, ADVIA Centaur® cPSA

00326713, ADVIA Centaur® PSA

00326721, ADVIA Centaur® fPSA

00326748, ADVIA Centaur Calibrator Q

00326756, ADVIA Centaur Calibrator Y

00326772, ADVIA Centaur Multi-Diluent 2

00326801, PRISCA Software

00327978, ADVIA Centaur fPSA Calibrator

00514175, Atellica IM Free Prostate-Specific Antigen Calibrator
00514140, Atellica IM calibrator Q

00514183, Atellica IM Prostate-Specific Antigen
00478581, Souprava PCR pro detekci vir(i

00514159, Atellica IM Free Prostate-Specific Antigen
00715049, Atellica IM Rubella IgM

00716332, Liquichek Maternal Serum Il Control
00714898, Atellica IM Anti-Hepatitis B e Antigen
00715073, Atellica IM Rubella IgM QC

00716340, Lyphochek Assayed Chemistry Control
00774321, Lyphochek Immunoassay Plus Control Level 1-3
00774348, Liquichek Immunoassay PLUS, level 1-3
00775447, Lyphochek Tumor marker Control
00784490, Immulite 2000 Anti-HBc

00784503, Immulite 2000 Anti-HBc IgM

00784511, Immulite 2000 Anti-HBs

00790479, Advia Centaur QHBs MCM

00790460, Attelica IM QHBs MCM

00714900, Atellica IM Hepatitis B surface Antigen Il QC
00715030, Atellica IM Rubella IgG

00715057, Atellica IM Rubella IgG QC

00790401, Advia Centaur QHBs

00790436, Advia Centaur QHBs QC

00790399, Attelica IM QHBs QC

00790380, Attelica IM QHBs

00815840, Advia Centaur FBHCG

00815859, Advia Centaur PAPP-A
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= (00819112, Atellica IM Free Beta HCG
= (00819120, Atellica IM Pragnancy-associated plasma protein A
= 00762726, Atellica IM Anti-Hepatitis B core Total
= 00760077, Atellica IM Hepatitis B surface Antigen I
= 00761635, Atellica IM Hepatitis C
= 00760106, Atellica IM HIV Ag/Ab Combo
= 00759631, Atellica IM Anti-Hepatitis B core Total Quality Control
= 00392358, Liquichek Immunoassay Plus Control
osoba provadéjici servis obecnych zdravotnickych prostiedkd
Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Ceska republika
Ptilohy:

Typ prilohy Nazev souboru Popis

Kopie dokladu o skoleni

odborné tdrzby Cert_belusa

Kopie autorizace od vyrobce pro
osobu, ktera doklad o Skoleni  |Autorizace 2020_konverze

odborné udrzby vydala

osoba provadéjici servis diagnostickych zdravotnickych prostfedkd in vitro
Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Némecko
Ptilohy:

Typ prilohy Nazev souboru Popis

Kopie dokladu o skoleni

Prochazka_J BNP
odborné udrzby rochazka_J S

Kopie autorizace od vyrobce pro
osobu, ktera doklad o Skoleni  |Autorizace 2020_konverze

odborné udriby vydala

Vyrobce: CellaVision AB, Mobilvigen 12, 223 62 Lund, Svédsko
Prilohy:

Typ prilohy Nazev souboru Popis

Kopie dokladu o skoleni Balaban - CellaVision

odborné udrzby

Vyrobce: Sysmex Europe GmBH, Bornbarch 1, 228 48 Norderstedt, Némecko
Ptilohy:

Typ ptilohy Ndazev souboru Popis

Kopie dokladu o skoleni

odborné ddriby Prochazka Jaroslav CS2000

Dalsi - specifikujte Relationship Letter Siemens_Sysmex_20170323

Kopie autorizace od
vyrobce pro osobu, kterd |AuthLetter_CzechRep_Siemens_201020_signed

doklad o skoleni odborné

6/8




V ramci tohoto ohlaseni se méni/pridava:

udrzby vydala

Seznam cinnosti

osoba provadéjici servis obecnych zdravotnickych prostiedki

Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Ceska republika

Ptilohy:

Typ prilohy

Nazev souboru

Popis

Kopie autorizace od vyrobce pro
osobu, kterd doklad o skoleni

odborné udrzby vydala

Autorizace 2021 Konverze

osoba provadéjici servis diagnostickych zdravotnickych prostfedkd in vitro

Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Némecko

Ptilohy:

Typ prilohy

Nazev souboru

Popis

Kopie autorizace od vyrobce pro
osobu, kterd doklad o skoleni
odborné udriby vydala

Autorizace 2021 Konverze

V ramci tohoto ohlaseni se odebira:

Seznam cinnosti

osoba provadéjici servis obecnych zdravotnickych prostredkd

Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Ceska republika

Ptilohy:

Typ prilohy

Nazev souboru

Popis

Kopie autorizace od vyrobce pro
osobu, kterd doklad o skoleni
odborné udriby vydala

Autorizace 2020_konverze

osoba provadéjici servis diagnostickych zdravotnickych prostfedkd in vitro

Vyrobce: Siemens Healthcare GmbH, Henkestrasse 127, 910 52 Erlangen, Némecko

Ptilohy:

Typ prilohy

Nazev souboru

Popis
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Kopie autorizace od vyrobce pro
osobu, ktera doklad o Skoleni  |Autorizace 2020_konverze
odborné udrzby vydala

Dle § 155 odst. 2 spravniho radu je-li spravni organ pozadan o vydani osvédceni, resp. vtomto pripadé potvrzeni, a
jsou-li splnény predpoklady k provedeni poZadovaného ukonu, spravni organ tento Ukon bez dalSiho provede.
Vzhledem k uvedenému Statni Ustav pro kontrolu léCiv vyhovél Zadosti a vydal Potvrzeni ohlaseni zmény adaja.

Ing. Petr Vykypél
vedouci Oddéleni registraci a notifikaci
Odbor zdravotnickych prostredki

8/8



		2021-03-05T08:35:11+0100




