_ Prodavajici ¢.: KS 40-15, Dodatek ¢. 1
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DODATEK &1
ke KUPNf SMLOUVE ,

uzaviené dne 6. 1. 2016 (déle téz jen ,,smlouva“
Smluvni strany:

MEDESA s.r.o.
zéapis v OR: vedeném u Krajského soudu v Hradci Kralové, oddil C, vlozka 8237
se sidlem: Na Vysehradé 1092, 572 01 Poli¢ka

zastoupena: Otakarem Kleparnikem, jednatelem

1C: 64254577

DIC: CZ64254577

bankovni spojeni: _AONETA Money Bank, a.s., pobocka Poli¢ka
(dale téZ jen ,,prodavajici”)
a

Ustiedni vojenskd nemocnice — Vojenska fakultni nemocnice Praha
prispévkova organizace zfizena Ministerstvem obrany CR

se sidlem: U Vojenské nemocnice 1200, 169 02 Praha 6

IC: 61383082

DIC: CZ61383082

bank. spojeni: MNB Praha 1
zastoupena: pro® ' avem Zavoralem, Ph.D., feditelem

(dale téz jen ,kupujici™)

se dohodly, Ze tento dodatek se Fidi zakonem &. 89/2012 Sb., oblansky zakonik, ve znéni
pozdé&jSich predpist a v souladu se zdkonem &. 134/2016 Sb., uzaviraji tento dodatek ke kupni

smlouvé (déle téZ jen ,,dodatek™), kterym se méni nasledujici ustanoveni kupni smlouvy:

Preambule
Z diivodi moZnosti technologického upgrade — analyzitoru glykovaného hemoglobinu
TOSOH G7 nabidl proddvajici kupujicimu vyménu za novou verzi pfistroje — analyzator
glykovaného hemoglobinu TOSOH GS8, ktery splituje pozadavky kupujiciho stanovené
v zadavaci dokumentaci k vefejné zakdzce, na jejimz zaklad¢ byla mezi smluvnimi stranami
uzaviena dne 13.1.2016 smlouva o vypljéce a dne 6.1.2016 kupni smlouva na dodavky
reagencii pro analyzéator glykovaného hemoglobinu G7, a zdroved vyhovuje ceskym i
evropskym normam. V souvislosti s touto vyménou je nutné odebirat reagencie ur€ené pro

novou verzi analyzdtoru glykovaného hemoglobinu G8. Jedné se o piedmét plnéni shodné
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nebo vys8i kvality ve srovnani s pfedmétem plnéni uvedenym v nabidce prodavajiciho, ktery
svymi parametry spliiuje minimalni pozadavky kupujiciho stanovené v zadavaci dokumentaci.
S ohledem na vys$e uvedené, jakoz i na skute¢nost, Zze v dlsledku této zmény nedochazi

k navySeni kupni ceny, kupujici s takovou zménou souhlasi.

L
Piedmét pInéni
Na zakladé vymeény analyzatoru glykovaného hemoglobinu TOSOH G7 za analyzator
glykovaného hemoglobinu TOSOH G8 je pfedmétem plnéni smlouvy dodavka reagencii pro
analyzator glykovaného hemoglobinu G8 bliZze specifikovand v priloze ¢. 1 — specifikace

pfedmétu plnéni (dale téz jen zbozi).

II.
Zavéretna ustanoveni
1. VSechna ostatni ujednani smlouvy ziistavaji v platnosti beze zmén.
2. Tento dodatek je vyhotoven ve 3 stejnopisech, z nichZ kupujici obdrzi 2 vyhotoveni a
prodavajici 1 vyhotoveni.
3. Tento dodatek je platny a u¢inny dnem podpisu obou smluvnich stran.
4. Smluvni strany zaroven potvrzuji, Ze si tento dodatek pred jeho podpisem ptecetly a s jeho
obsahem souhlasi, Ze nebyl uzavien v tisni ani za napadné nevyhodnych podminek. Na dikaz
toho pfipojuji své podpisy.
5. Ptilohou a nedilnou soucasti dodatku je:
Priloha ¢. 1 — specifikace pfedmétu plnéni

Piiloha €. 2 — ProhlaSeni o shodé€ na reagencie a spotiebni material

V Prazedne -3 -05- 2017 V Poli¢ce dne 19 -04- 201

za kupujiciho za prodavajiciho

. r. Miroslav Zayora
feditel Ustfedni vojenské’nem
Vojenské fakultni nemocni

V ZASTOUPENI MUDr. Ivan Jefabek
naméstek reditale pro LPP UVN

2

ocnice —
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Priloha €. 1 — specifikace predmétu plnéni

Predpokladané modelové spektrum a poéty mérenych testu:

Zadani

Pocet sérii za den 1

Pocet pracovnich dni 250

Pacientlu za den 28

Pocet provedenych testtl (nastrikl) za rok 7 265

Pocet reportovanych testi (pacientu) za rok 7 000

Opakovani (3%) 210

Pocet kontrol za rok 50

Pocet kalibragnich nastfiki (5 /1 kal.) 5

I -
Nazev Katalogové Cislo ‘ Katavlogové i Cen:ol:l:vl:‘;lem ‘ SazbaoDPH
| [KE] bez DPH [KE] bez DPH v %

G8 STD kolona 021498 21
Filter elements G8 (5 pcs) 021600 21
G8 STD BUFFER NO.1 021800 21
G8 STD BUFFER NO.2 021801 21
G8 STD BUFFER NO.3 021802 21
HbA1c Calibrator set 018767 21
HbAlc Control set 021974 21
| Termopapir IPT 000009 21
?;umt?;yrl\sis reag.&Wash 184311 21
*sleva3 %

** specialni cena
Ceny podléhaji DPH dle platnych pravnich predpisti, zmény vyhrazeny.
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Predpokladané roc¢ni provozni naklady na:

Ly

| Katalogové &islo
G8 STD kolona 021498
Filter elements G8 (5 021600
pcs)
G8 STD BUFFER NO.1 021800
G8 STD BUFFER NO.2 021801
G8 STD BUFFER NO.3 021802
HbA1c Calibrator set 018767
HbA1lc Control set 021974
Termopapir JPT 000009
Hem91y51s reag.&Wash 18431L
solution

Cena za 1 baleni Pocet Predpoklddana
po slevé [K¢] provedenych rocni spotieba
bez DPH testli z baleni {baleni)
9 000 0,807
2 000 3,633
565 12,869
769 9,451
3128 2,322
1,00
1,00
350 20,757
379 19,193

CELKEM predpokiadané rocni provozni naklady v K& bez DPH

Predpokladané
ro¢ni naklady
po slevé
[KE] bez DPH

109112K

Ceny podléhaji DPH dle platnych pravnich predpis(, zmény vyhrazeny.




TOSOH CORPORATION

TOSOH

EC DECLARATION OF CONFORMITY
According to Annex Il of the IVD Directive 98/79/EC

Tosoh Corporation
Shiba-Koen First Bldg., 3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan

Certifies that following IVD products:

TSKgel G8 HSi Cat No. 0021498
G8 Elution Buffer HSi No.1 (S) Cat No. 0021800
G8 Elution Buffer HSi No.2 (S) Cat No. 0021801
G8 Elution Buffer HSi No.3 (S) Cat No. 0021802

are manufactured by TOSOH Corporation.
These products:

1. Comply with all Essential Requirements (Annex |) of the IVD Directive 98/79/EC.

2. This compliance has been properly documented using a checklist created from
Annex | of the IVD Directive 98/79/EC, linked to all supporting Technical
Documentation. This documentation includes both product specific and
process (quality management system) specific documents.

3. TOSOH Corporation has its quality management system in place based on ISO
9001: 2008, ISO 13485: 2003 and EN ISO 13485: 2003/AC: 2009.

4. These certificates have been issued by TUV Rheiniand.

5. This Declaration of Conformity is signed below, certifying these requirements
have been met and documented.

3-8-2, Shiba, Minato-ku

Tokyo 105-8623, Japan Quality Assurance Manager
Bioscience Division
June 18, 2012 Tosoh Corporation

.(‘Pia?:;éﬁd date issued) (Nau;né and signaiu}e as well as posﬁﬁ'of declarant)




TOSOH CORPORATION

TOSOH

EC DECLARATION OF CONFORMITY
According to Annex Il of the IVD Directive 98/79/EC

Tosoh Corporation
Shiba-Koen First Bldg., 3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan

Certifies that following IVD products:

Hemoglobin A1c Calibrator Set Cat No. 0018767
Hemoglobin A1c Control Set Cat No. 0021974
Hemoglobin A1c Control Cat No. 0019405

are manufactured by TOSOH Corporation.
These products:

1. Comply with all Essential Requirements (Annex |) of the IVD Directive 98/79/EC.

2. This compliance has been properly documented using a checklist created from
Annex | of the IVD Directive 98/79/EC, linked to all supporting Technical
Documentation. This documentation includes both product specific and
process (quality management system) specific documents.

3. TOSOH Corporation has its quality management system in place based on ISO
9001: 2008, ISO 13485: 2003 and EN 1SO 13485: 2003/AC: 2009.

4. These certificates have been issued by TUV Rheinland.

5. This Declaration of Conformity is signed below, certifying these requirements
have been met and documented.

Shiba-Koen First Bldg.
3-8-2, Shiba, Minato-ku

Tokyo 105-8623, Japan Quality Assurance Manager
Bioscience Division
September 28, 2012 Tosoh Corporation

(Place and date issued_) o 7 (*Naiméfz;hd slgnéﬁe as well as Bosition of d;clarani)
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TOSOH

EC DECLARATION OF CONFORMITY
According to Annex Il of the IVDD Directive 98/79/EC

TOSOH EUROPE N.V.
Transportstraat 4 — B-3980 Tessenderlo, Belgium

Certifies that following VD product(s):

 GMDNcode  [Product B - Cat. No.
38442 - HSI Hemolysis & Wash Solution-(L) (5x2000 ml) 018431L
| 38442 | HSi Hemolysis & Wash Solution-(LL) (2x4000 ml) [ 019550L |

is (are) manufactured by TOSOH EUROPE N.V., Transportstraat 4, B-3980
Tessenderlo, Belgium

These products :

1. Comply with all Essential Requirements (Annex |) of the IVD Directive
98/79/EC. '

2. This compliance has been properly documented using a checklist created from
Annex | of the IVD Directive 98/79/EC, linked to all supporting Technical
Documentation. This documentation includes both product specific and
process (Quality Management System) specific documents.

3. TOSOH EUROPE N.V. has a Quality Management System in place based on
ISO 9001: 2008 and ISO 13485: 2003

4. The above mentioned certificates were issued by Lloyd's Register Quality
Assurance.

5. This Declaration of Conformity is signed below, certifying these requirements
have been met and documented.

Transportstraat 4 Kirsten Van Garsse
B-3980 Tessenderlo Quality Assurance and Regulatory
Belgium Affairs Manager EMEA
TOSOH EMROPE N.V.
Place / Date:

Tessenderlo, 14 December, 2015

(P|a;e and date issﬂed) (Name and signature\as well as position of declarant)



