1.1

1.2

2.1

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Kudpna zmluva C. 220244924 7

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

Ustav $tatnej kontroly veterinarnych biopreparatov a lieciv
Biovetska 34, 94901 Nitra, Slovenska republika
31873154

2021270372

SK2021270372

IBAN: SK45 8180 0000 0070 0007 8088
+421-37-6515506-7

AMEDIS spol. s r.o.

Mlynska 10, 92101 Piestany, Slovenska republika
00612758

2020395432

SK2020395432

IBAN: SK57 7500 0000 0004 1185 0253
0243414349

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Kracoveé slova:
CPV:

Druhly:

Off line disolu¢né zariadenie na sledovanie uvolfiovania ucinnej latky z tabliet

testovacie a meracie pristroje

38000000-5 - Laboratdrne, optické a presné pristroje a vybavenie (s vynimkou skiel);
38540000-2 - Testovacie a meracie stroje a pristroje; 60000000-8 - Dopravné sluzby (bez

prepravy odpadu)
Tovar; Sluzba

2.2 Funkéna a technicka $pecifikacia predmetu Zmluvy:

Polozka ¢. 1: Zariadenie na disoluciu tabliet pre off line odber vzorky a nasledne s UV VIS , resp. HPLC detekciou

I?isolqéné vana na 8 nadob, aparatura podla USP 1 a 2 Kus 1

liekopisu (basket, paddle) resp. podfa EP 2.9.3.

MieSanie - otacky U/min 20 250
Standardny zasobnik na tablety pocet 8

Odparoyanie disoluéného kupela pocas 24 hodin (37 °C, % 1
50 ot./min., 1000 ml)

Rozsah ohrevu vodného kupela °C 15 50
Presnost ohrevu vodného kupela +/-°C 0,2
Kolisanie ,resp. kmitanie vesielka , resp. (lopatky) mm 0,2
Zobrazovaci displej Palce “

Peristalticka pumpa Pocet kanalov | 8

Presnost prietoku % 5
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Zberac frakcii — odberova stanica pre vialky1,5 a 4 mL Pocet pozicii 200
Sklenené 1000 mL disolu¢né nadoby ocislované pocet 8
drziaky na kosSiky a vesielka vratane 40 mesh koSikov + N

; " y pocet 6
vesielok o€islovanych
stojany pre skumavky pocet 1
stojany pre vialky pocet 1
Sklenené skumavky do stojana na skimavky pocet 100

Technické vlastnosti

Hodnota/Charakteristika

Testovacia stanica

8 miestna , usporiadana v dvoch radoch

Automaticka vzorkovacia stanica

s nizkou hlavou /LH /

Praca s velkostami nadob

400/1000/2000 mL

Kontrola teploty kuipela

teplotny senzor PT 100

Automatické centrovanie nadob

Automaticky optimalny vyber integracnych ¢asov

Zdvih zariadenia z disolu¢nej vane

Minimalne ruény zdvihak s podporou plynovej vzpery

Vodny kupel

Jednodielny lisovany PET vodny kupel s vystupnym ventilom pre
jednoduché vypustanie kupela

Ohrev vodného kupela

Pozadujeme externy prietokovy ohrievac , ktory znizuje vplyv
vonkajsich vibracii a zabezpeduje konstantnu teplotu.

Kontrola vodného kupela pred spustenim disolucie

Automaticka samokontrola teploty vodného kupela/nadoby pred
testom

Zabudovana riadiaca jednotka so zobrazenim

Riadiaci a zobrazovaci dotykovy displej pre jednoduché nastavenie
a zobrazovanie parametrov

Pripojenie tlaciarne

Pozadujeme USB rozhranie tlaciarne pre dokumentaciu
parametrov a vysledkov testu (Cas, datum, otacky, teploty atd')

Softvérové hlasenie kontroly dal$ej kvalifikacie
zariadenia - stav kvalifikacie jednotky

Systém farebného zobrazovania OQ , napr. formou semaforového
zobrazenia

Automatické pridavanie tabliet

VyZaduje sa

Dalsie rozsirenie zariadenia

Systém bude mozné v buducnosti rozsirit na On-line disolu¢né
zariadenie s UV VIS vyhodnotenim

1Q,0Q - vratane kompletnej dokumentacie

VyZaduje sa

Zaruka

Min. 24 mesiacov

Zarucny a pozarucny servis po instalacii a kvalifikacii
zariadenia

VyzZaduje sa

23 Osobitné poziadavky na pinenie:

Nazov

Vratane dopravy na miesto plnenia.

Vratane inStalacie na mieste plnenia.

Novy, doposial nepouzity tovar.

Pozaduje sa predlozit funk&na a technicka Specifikacia, vratane technickych listov preukazujucich splnenie minimalnych
pozadovanych parametrov predmetu zdkazky s uvedenim presnych nazvov (obchodnych znadiek) nacenenych vyrobkov do 5
pracovnych dni od uc€innosti Zmluvy, ak neboli pozadované ako vlastny navrh plnenia zakazky pri predloZeni ponuky.

PozZaduje sa predlozit vlastny navrh na plnenie predmetu zmluvy do 5 dni od uzavretia zmluvy, a to: a) podrobny technicky
opisponukaného tovaru s uvedenim obchodného nazvu, resp. typového oznaéenia a udajmi deklarujucimi technické
parametreponukaného tovaru. b) certifikat, resp. vyhlasenie o zhode.

Dodavatel potvrdzuje, Ze sa pred uzavretim tejto Zmluvy riadne oboznamil s Funkénou, Technickou Specifikaciou predmetu
zakazky a Osobitymi podmienkami pre plnenie predmetu zakazky.

Splatnost faktury je 30 dni od jej predloZenia a odsuhlasenia verejnym obstaravatefom.

Fakturacia v slovenskom jazyku (prilohou je dodaci list).
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Objednavatel neposkytuje preddavky ani zalohy, platby budu realizované bezhotovostnym prevodom na ucet Dodavatela
uvedeny v Ramcovej dohode. Objednavatel uhradi Dodavatelovi cenu uvedenu vo fakture s DPH najneskor do 30 dni odo diia
jej doru¢enia Objednavatelovi. Diiom splnenia povinnosti Uhrady faktury je defi odpisania finanénych prostriedkov z Gctu
Objednavatela na ucet Dodavatela.

Platba sa uskutoéni po dodani a prevzati tovaru na zaklade vystavenej faktury, ktorej su¢astou je dodaci list/preberaci
protokol potvrdeny Objednavatelom. Faktira musi obsahovat vSetky nalezitosti v zmysle zakona €. 222/2004 Z. z. o dani z
pridanej hodnoty v zneni neskorsich predpisov. Ak faktdra nebude obsahovat naleZitosti darfiového dokladu, alebo ak nebude
po stranke vecnej alebo formalnej spravne vystavena, Objednavatel ju vrati Dodavatelovi na doplnenie alebo prepracovanie a
nova lehota splatnosti za¢ne plynut diom dorucenia spravne vyplnenej alebo prepracovanej faktury Objednavatelov.

Objednavatel je pri prevzati tovaru povinny prekontrolovat jeho Uplnost, kompletnost, spravne prevedenie montaze a svojim
podpisom na dodacom liste tuto skuto¢nost potvrdit. V pripade akychkolvek vad tovaru, resp. nesuladu dodavky s udajmi na
dodacom liste, je Objednavatel povinny tato skuto€nost ihned u Dodavatela reklamovat a uviest nedostatky na dodacom liste.
Objednavatel si vyhradzuje pravo neodobrat tovar, ktory nebude v poZzadovanej kvalite podla technickej Specifikacie predmetu
zakazky

V cene celkom musia byt zahrnuté vSetky naklady na riadne pinenie Kipnej zmluvy ako napr. balné, doprava, vykladka tovaru
v sidle Odberatela a pod.. Miestom dodania je Ustav §tatnej kontroly veterinarnych biopreparatov a lie€iv Nitra, Biovetska 34,
949 01 Nitra

Prava a povinnosti neupravené touto zmluvou sa riadia Obchodnymi podmienkami elektronickej platformy a prisluSnymi
pravnymi predpismi.

Nazov Upresnenie

V pripade porusenia povinnosti
Dodavatela dodat, poskytnut alebo
vykonat celé Plnenie riadne a vas
podla Zmluvy, je Objednavatel
opravneny pozadovat od
Dodavatela zaplatenie zmluvnej
pokuty vo vyske 0,05 % Ceny
PInenia denne.

Dodavatel 5 pracovnych dni od
uzatvorenia zmluvy , pred
samotnou dodavkou predmetov PoruSenie tejto povinnosti sa povazuje za podstatné poruSenie zmluvnych podmienok.
zakazky predlozi objednavatelovi
cenu predmetovzakazky.

Dodavatel 5 pracovnych dni od
uzatvorenia zmluvy, pred samotnou
dodavkou predmetuzakazky
predlozi objednavatelovi podrobny
technicky opis ponukaného Poru$enie tejto povinnosti sa povaZzuje za podstatné porusenie zmluvnych podmienok.
zariadenia, s vedenim obchodného
nazvu, resp. typu oznacenia a
udajmi deklarujucimi technické
parametre zariadenia.

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:
Stat: Slovenska republika
Kraj: Nitriansky
Okres: Nitra
Obec: Nitra
Ulica: Biovetska 34

3.2  Cas/lehota plnenia zmluvy:
01.07.2024 12:40:00 - 26.08.2024 12:40:00

3.3 Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: ks
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3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Pozadované mnozstvo: 1,0000

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.2, uc¢inna odo dfa 3. 11. 2022 , ktore tvoria neoddelitelnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 47 625,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 57 150,00 EUR

V. Zaverecné ustanovenia

Tato Zmluva bola uzavreta automatizovanym spdsobom v ramci Elektronického kontraktacného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.2, u¢inna odo dria 03.11.2022, ktoré tvoria jej prilohu ¢&. 1.

Tato Zmluva nadobuda platnost’ dfiom jej uzavretia a u¢innost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmluv Trhoviska.

Tuto Zmluvu bude mozné menit' a dopliiat' za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a ¢islovaného dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.2, G€inna odo dna 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220244924

V Bratislave, drna 24.06.2024 13:20:01

Objednavatel:
Ustav Statnej kontroly veterinarnych biopreparatov a lieCiv
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
AMEDIS spol. s r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220244924

Zakazka

Identifikator 220244924

Off line disolu¢né zariadenie na sledovanie uvolfiovania ucinnej latky z

Nazov zdkazky tabliet

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/354528

Dodavatel

Obchodny nazov AMEDIS spol. s r.o.

ICO 00612758

Sidlo Mlynska 10, PieStany, 92101, Slovenska republika

Datum a Cas predlozenia |6/24/2024 7:48:39 AM

Hash obsahu navrhu

plnenia 4VFsgrB+5QaEAekwfJwyAXhR43GSWdufNpLwL3uhr/s=

Dodéavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

Off line disolucia 958 Opis predmetu zakazky 220244924 AMEDIS 20240627 .pdf
DT950-9510 EN_2024.pdf

FRL 854_ENG_WEB_14-09-2018.pdf








Our new sample collector

FRL 6/7/854

with a smaller footprint
for optimized laboratory space

Use of the FRL 854 in
Dissolution Offline System

a- Nﬂgli"

R

17 % space saving

by 90° rotation








ERWEKAs compact
FRL 6/7/854

The FRL 6/7/854 combines a space-saving foot-
print with all the familiar functions of the large FRL
generation. The legs have been moved inwards,
so that the shortened FRL can stand safely on the
laboratory table. It can be tested with 6, 7 or 8
channels and, depending on the application, can
be equipped with different racks for different test
tubes or HPLC vials.

Highlights

m 6.5 cm shorter and 5 cm lower than predecessor
serries, which saves 25 cm when rotated by 90°

m Works with IPC and PVP pumps

m Reduced leg distance for more stability on
laboratory tables

m Easy cleaning and access to sample tubes

m Up to 26 rows for extended release formulation
testing

m Special procedure for foaming media handling
m Automated flush routine between sampling intervals

m Different racks available
(interchangeable with FRL x24 series racks)

FRL x24 series

Technical Data

Channels

Max. capacity
(not for 25 ml test tubes)

Valve

FRL Racks

Weight

Dimensions:
width/depth/hight

Voltage + 10%

6,70r8
26 sample intervals

Integrated 3 way valves

26x8/1.5ml HPLC vials
26x8 /4.0ml HPLC vials
26x8 /10ml test tubes
18x8 / 25ml test tubes

25kg
700mm/515mm/585mm

115 - 250 VAC; 50/60Hz

1 |1

ja—

i

0 a ales@erweka.co
49 6104 6903-0

a 49 6104 6903-40









AMEDIS

Laboratéorna a medicinska technika

Opisny formular pre EKS: Identifikator 220244924

Objednavatel’:

Ustav Statnej kontroly veterinarnych biopreparatov a lie€iv

Sidlo Biovetska 34, Nitra, 94901, SVK

1I€0 31873154

Predmet zakazky

VSeobecna Specifikacia predmetu zakazky

AMEDIS spol. sr.o.

Mlynskd 10, 921 01 Piestany

tel.: 00421-33-774 4230, 774 4231
e-mail: amedis.pn@amedis.sk

1. Zariadenie na disoluciu tabliet pre off line odber vzorky a nasledne s UV VIS ,

resp. HPLC detekciou :

Automatizovany Off-line systém DT 958 s vlastnym externym ohrevom ,
peristaltickou pumpou IPC-8 a zberacom frakcii FRL854 , vyrobcu ERWEKA

Technické vlastnosti — - . Parametre
. et . Jednotka Minimum Maximum
poziadavka Specifikacie Erweka
Disolu¢na vana na 8 nadob, aparatura
podla USP 1 a 2 liekopisu (basket, kus 1 1
paddle) resp. podla EP 2.9.3.
Miesanie - otacky U/min 20 250 20-250
Standardny zasobnik na tablety pocet 8 8
Odparovanie disolu¢ného kupela pocas % T -
24 hodin (37 °C, 50 ot./min., 1000 ml) 0
Rozsah ohrevu vodného kupela °C 15 50 10-50
Presnost ohrevu vodného kupela +/-°C 0,2 0,2
Kolisani . kmitani ielk .
olisanie ,resp. kmitanie vesielka , resp m 0.2 0.2
(lopatky)
1CO: 00 612 758 Kanceldria:

DIC: 2020395432

IC pre DPH: SK2020395432

Zapis v Obchodnom registri Okresného sudu Trnava, oddiel: Sro, vlozka ¢. 969/T
Bankové spojenie: CSOB a.s., Piestany, ¢islo Gétu SK57 7500 0000 0004 1185 0253

AMEDIS spol. s r.o. je drZitelom certifikdtov EN ISO 9001: 2015, EN ISO 14001: 2015, EN ISO 45001: 2018

Kamendrska 7, 821 04 Bratislava
tel.: 00421-2-4341 4349, 4341 4351
e-mail: amedis.ba@amedis.sk
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AMEDIS

Laboratéorna a medicinska technika

AMEDIS spol. sr.o.

Mlynskd 10, 921 01 Piestany

tel.: 00421-33-774 4230, 774 4231
e-mail: amedis.pn@amedis.sk

1. Zariadenie na disoluciu tabliet pre off line odber vzorky a nasledne s UV VIS ,

resp. HPLC detekciou :

Automatizovany Off-line systém DT 958 s vlasthnym externym ohrevom,
peristaltickou pumpou IPC-8 a zberac¢om frakcii FRL854 , vyrobcu ERWEKA

Technické vlastnosti —
poziadavka Specifikacie

Zobrazovaci displej

Peristalticka pumpa

Presnost prietoku

Zberac frakcii — odberova stanica pre
vialkyl,5a 4 mL

Sklenené 1000 mL disolu¢né nadoby
ocislované

drziaky na koSiky a vesielka vratane 40
mesh koSikov + vesielok ocislovanych

stojany pre skimavky

stojany pre vialky

Sklenené skumavky do stojana na
skdmavky

Parametre

Jednotka Minimum Maximum

Palce “ 7
Pocet
kanalov
%
Pocet

L 200
pozicii
pocet 8
pocet 6
pocet 1
pocet 1
pocet 100

Erweka

26x8 / 1.5ml HPLC
vialky 26x8 / 4.0ml
HPLC vialky 26x8 /
10ml skumavky

100

1€0: 00 612 758
DIC: 2020395432
IC pre DPH: SK2020395432

Zapis v Obchodnom registri Okresného sudu Trnava, oddiel: Sro, vlozka ¢. 969/T
Bankové spojenie: CSOB a.s., Piestany, ¢islo Gétu SK57 7500 0000 0004 1185 0253

AMEDIS spol. s r.o. je drZitelom certifikdtov EN ISO 9001: 2015, EN ISO 14001: 2015, EN ISO 45001: 2018

Kancelaria:

Kamendrska 7, 821 04 Bratislava
tel.: 00421-2-4341 4349, 4341 4351
e-mail: amedis.ba@amedis.sk
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QMmeD

Laboratéorna a medicinska technika

Technické vlastnosti

Testovacia stanica

Automaticka vzorkovacia stanica

Praca s velkostami nddob

Kontrola teploty kupela

Automatické centrovanie nadob

Zdvih zariadenia z disolu¢nej vane

Vodny kupel

Ohrev vodného kupela

Kontrola vodného kupela pred
spustenim disolucie

Zabudovana riadiaca jednotka so
zobrazenim

Pripojenie tlaciarne

Softvérové hlasenie kontroly dalsej

kvalifikacie zariadenia - stav

AMEDIS spol. sr.o.

Mlynskd 10, 921 01 Piestany

tel.: 00421-33-774 4230, 774 4231
e-mail: amedis.pn@amedis.sk

Hodnota / charakteristika

8 miestna, usporiadand v dvoch radoch

s nizkou hlavou /LH /

400/1000/2000 mL

teplotny senzor PT 100

Automaticky optimalny vyber integracnych ¢asov

ru¢ny zdvihdk s podporou plynovej vzpery

Jednodielny lisovany PET vodny kupel s vystupnym ventilom pre
jednoduché vypustanie kipela

externy prietokovy ohrievac, ktory znizuje vplyv vonkajsich vibracii a
zabezpecuje konstantnu teplotu.

Automatickd samokontrola teploty vodného kupela/nadoby pred
testom

Riadiaci a zobrazovaci dotykovy displej pre jednoduché nastavenie a
zobrazovanie parametrov

USB rozhranie na pripojenie tlaciarne pre dokumentaciu parametrov
a vysledkov testu (cas, datum, otacky, teploty atd’.)

Systém farebného zobrazovania OQ formou semaforového zobrazenia

kvalifikicie jednotky Ano
Automatické priddvanie tabliet ano
1CO: 00 612 758 Kanceldria:
DIC: 2020395432 Kamendrska 7, 821 04 Bratislava
1€ pre DPH: SK2020395432 tel.: 00421-2-4341 4349, 4341 4351
Zapis v Obchodnom registri Okresného sudu Trnava, oddiel: Sro, vlozka ¢. 969/T e-mail: amedis.ba@amedis.sk

Bankové spojenie: CSOB a.s., Piestany, ¢islo Gétu SK57 7500 0000 0004 1185 0253

AMEDIS spol. s r.o. je drZitelom certifikdtov EN ISO 9001: 2015, EN ISO 14001: 2015, EN ISO 45001: 2018
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AMEDIS spol. sr.o.

Mlynskd 10, 921 01 Piestany

tel.: 00421-33-774 4230, 774 4231
e-mail: amedis.pn@amedis.sk

QMmeD

Laboratéorna a medicinska technika

Technické vlastnosti Hodnota / charakteristika

Systém bude mozné v buduicnosti rozsirit na On-line disolu¢né

Dalsie roziirenie zariadenia _ i )
zariadenie s UV VIS vyhodnotenim

1Q,0Q - vratane kompletnej

o Ano , vratane dokumentécie
dokumentacie

systém je mozné v buducnosti
roz8irit na On-line disolu¢né )

. . Ano
zariadenie s UV VIS
vyhodnotenim
Zaruka 24 mesiacov

Zarucny a pozarucny servis po

R e . Ano , certifikovanym vlastnym pracovnikom
instalacii a kvalifikacii zariadenia ’

Digitalny offline systém pre sériu DT 950 je dalSim krokom na vyuzitie sily digitalneho testovania
rozpustania liekovych preparatov .

RozSiruje pokroéilu technoldgiu pouzivanu v sériach DT 950 o prvy krok automatizacie rozpustania:, plne
automatizované vzorkovanie a ukladanie do liekoviek na samostatnud koncovu analyzu UV VIS
spektrofotemtrom , resp. HPLC.

S aktualizovanym TestAssist mbze uzivatel jednoducho konfigurovat' a spustit rozpustacie testy s
automatickym odberom vzoriek na naSom 7* dotykovom displeji. Principy dizajnu prvykrat predstavené s DT
950 boli aplikované na offline testovanie,

vdaka €omu je také rychle, jednoduché a odolné voci chybam ako nikdy predtym.

Pouzivatel je vedeny testom rozpustania s automatickym odberom vzoriek v niekolkych jednoduchych
krokoch, ¢o umozfiuje testovanie rozpustania v 100% sulade s USP/EP/JP bez rozptylovania a chyb a
zabezpecuje neustale vyhovujice parametre.

Ale je toho viac — so spravou pouzivatelov je prispdsobené ovladanie kompletného digitalneho offline
systému vzdialené iba stlaCenie tlagidla.

Pouzivatelia méZu byt jednoducho nakonfigurovani s individualnymi pravami, ¢o zjednoduSuje obmedzenie
funkcii iba na opravnenych

pouzivatelov — napriklad administratorov, operatorov a servisnych technikov.

Digital Offline System je nas najpokrocilej§i samostatny systém rozpustania, ktory ponuka jednoducho
pouzitelny prvy krok k automatizacii rozpustania
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AMEDIS spol. sr.o.
Mlynska 10, 921 01 Piestany
tel.: 00421-33-774 4230, 774 4231

e-mail: amedis.pn@amedis.sk

Laboratdorna a medicinska technika

100 % v sulade s USP/EP/JP

USP metody 1,2,5a6

@ Intuitivny dotykovy interface

moznost rozsirenia na On-line systém

ERWEKA

° 3 F

(EEED

“ ..[llllllﬂlsljﬂ
- ;' =

K <

Pol. ¢ 1 disolu¢na vana DT 958 s ohrevom Pol.c.2 IPC8 Pol.c 3 FRL 854
Pozostava z :

pol. € 1. 27543 DT 958 (LH prevedenie) 1000ml Disolu¢ny tester , ktory obsahuje

- 8 polohova 4 x 2 testovacia stanica pre 1000 ml testovacie kremenné nadoby
- v prevedeni LH pracovného ohrevu.
- Zabudovany tlacitkovy displej s TestAssist zabudovanym softvérom, vafa s vypustnym

ventilom
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Laboratéorna a medicinska technika
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- centrovacie kruzky pre vycentrovanie vesielok, PT 100 senzor a ohrievacia externa
jednotka

- 27460 ASS-9 LH automaticka vzorkovacia stanica — 8 miestna + PTFE odberové
hadicky 3.0 mm

pol.¢ 2.29019 Offline Disoluény System s IPC 8
8 kanalova peristaltocka pumpa s prislusenstvom

pol.C. 3. FRL 854 pre DT 958 — disoluény tester : frakény kolektor / zbera¢ / pre odber vzoriek
do skumaviek a HPLC vialiek .

Dalsie prislusenstvo :

26980 1Q protokol

26981 0OQ protokol

18365 Testovacie sklenené quarz nadoby pre DT 958 ,1000 ml,olislované 8 ks

22391 Drziak vesielok , alebo kosikov s bajonetovym pripojenim 6 ks
27345 Automatické davkovanie tabliet pre DT 958 LH 1 ks
22406 Univerzalna koncovka pre pripojenie vesielok aj koSikov 6 ks
22403 kosSiky mesh 40, nerezové , oCislované 6 ks
26990 Stojan 26 x 8 pre 12 ml sklenené skumavky pre FRL 854 1 ks
18509 Stojan 26 x 8 pre HPLC vials 1.8 ml pre FRL 854 1 ks
18512 Sklenené skumavky 12 ml pre FRL 854 , 100 ks

V cene je zahrnuté : dodavka na nase pracovisko, instalacia, 1Q,0Q kvalifikacia , zaskolenie
obsluhy, 24 mesacna zaruka

V Bratislave, 27.6.2024

f L Ly

Mgr. Silvia Hanuskova
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DT 950 & DT 9510 Series

Digital dissolution tester with 6 to 14 test stations
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The DT 950 Series

Digital today. For the challenges of the future.

The ERWEKA DT 950 & 9510 Series are our digital dissolution tester,
equipped with the most advanced technology for the requirements of
today and the challenges of tomorrow.

With state-of-the-art embedded PC technology, the DT 950/9510 is the
first of its kind. The 7" touch display with a modern user interface focu-
ses the user on the most important task the DT 950/9510 has to fulfill
- 100% USP/EP/JP compliant dissolution testing, without distractions
and errors. For this purpose, we have designed the ERWEKA TestAs-
sist, an intelligent helper that guides the user step by step through the
configuration of the dissolution test, provides assistance and makes
sure that only compliant parameters can be entered.

In addition to the modern user interface, the DT 950/9510 is completely
future-proof. With our “Upgrade your DT” program, it can be upgraded at
a later date - e.g. from 6 up to 8 or 12 to 14 test stations, with an auto-
matic tablet drop or an automatic sampling station, if the DT 950/9510 is
to be upgraded to a dissolution system at a later date. A switch from low-
head to high-head mode is also easily possible at all times. Thanks to the
advanced embedded system, software functions can also be added later.

With all these innovations, however, we have not lost sight of the most
important thing: The DT 950/9510 Series is 100% USP/EP compliant.

100%

USP methods
J.“. 100%  USP/EP/JP
o they el il compliant
ey Intuitive Upgradeable
o touch interface at any time
| Temperature
Eg Method memory LU measurement per
vessel
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Digital embedded PC technology

The digital embedded PC technology offers all advantages and unlimited
possibilities of modern software programming making the DT 950 more
future-proof than ever before. DT 950 Series is permanently expanded
with additional functions and is thus constantly adapted to the user's re-
quirements and future industry 4.0 developments.

Modern user interface with TestAssist

The modern user interface of the DT 950 focuses the user on the most
important function of the DT 950 - dissolution testing.

TestAssist, the intelligent guide for dissolution testing
DirectHelp, help directly on the screen with the tap of a button

Multilanguage operation in English, French, Spanish, Russian, Chinese
and German. If you are interested in more languages, contact us.

Method memory

Upgrade your DT

The hardware of the DT 950 Series enables step by step upgradeability
from a manual dissolution tester to a semi-automatic Online-, Offline- or
On-/Offline system.

Upgrade up to 8 test stations
Optional, automatic tablet drop

ASS-9 automatic sampling station with 8 temperature sensors with
temperature measurement per vessel including offline & standalone
tests with temperature recording at every sampling time

N
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AirLift System - easy to use and safe!

The AirLift system makes raising and lowering of the high volume
digital dissolution head as easy and safe as ever!

The operator simply pulls the safety lever at the front of the DT
9510, and then pushes a button for either upward or down-
ward movement. Whenever either of the two is released, move-
ment stops immediately, making the AirLift system and han-
dling of the high volume dissolution head as safe as possible.
AirLift is an option of the DT 9510 Series dissolution tester and can
also be upgraded after purchase.

Modern user interface with TestAssist

The modern user interface of the DT 9510 Series focuses the user on the
most important function of the DT 9510 - dissolution testing.

TestAssist, the intelligent guide for dissolution testing
DirectHelp, help directly on the screen with the tap of a button

Multilanguage operation in English, French, Spanish, Russian, Chinese
and German. If you are interested in more language, contact us.

Method memory

Upgrade your DT

The hardware of the DT 9510 Series enables step by step upgradeability
from a manual dissolution tester to a semi-automatic Online-, Offline- or
On-/Offline system.

Upgrade up to 14 test stations
m Optional, automatic tablet drop

ASS-18 automatic sampling station with 14 temperature sensors with
temperature measurement per vessel including offline & standalone
tests with temperature recording at every sampling time








The DT 9510 Series

High volume digital dissolution testing.

The ERWEKA DT 9510 Series is the bigger sibling of the digital DT 950

Series dissolution tester. ih
=<E>

Controlled by the same embedded PC, every component of the DT I[
9510 is focused on reliable, high volume digital dissolution testing: The
test stations (up to 14) are driven by a single, powerful motor and the sl
big waterbath holds the temperature stable due to the thermal inertia
of water. This ensures that parallel testing of two batches of samples
can be done at precisely the same conditions, making comparsion
between the two as reliable as possible and 100% USP/EP compliant.
With the new optional AirLift system, the dissolution head of the DT
9510 can be simply raised and lowered by the press of two buttons.
Furthermore, DT 9510 Series has the same features as it‘'s smaller
sibiling - digital dissolution testing is done with the help of the latest
version of the testing assistant TestAssist and samples can be auto-
matically dropped into the vessel by the optinal automatic tablet drop.

100%

LiL 75 remods 100% USP/EP/JP
= S compliant
= Intuitive + Upgradeable
ovsiny) touch interface at any time
| Temperature
Eg Method memory LU measurement per
vessel
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1, 2, 3, Test!
The DT 950 & DT 9510 testing assistant

The touch interface of the DT 950 & DT 9510 focuses the user on the
most important task to be done with our digital dissolution tester:
dissolution testing. The central part is the TestAssist, an intelligent
assistant with realtime feasability checks that provides support and
guarantees the conformity of the entered parameters according to
USP/EP/JP. Dissolution testing thus becomes simple and safe. But
we didn‘t stop at TestAssist - all other functions, such as the control
panel, the qualification menu or the service menu, are also designed
to connect user and hardware as quickly as possible.

‘ Test configurationin  TestAssist - dissolution testing easier than ever!
3 simple steps

Y
TestAssist is a comprehensive, yet simple wizard for the quick
execution of dissolution tests. The user is guided step by step
s through the parameterisation, whereby incorrect entries are
Parameterisation ) . . )
- g within conform prevented by TestAssist. As soon as the dissolution test is run-
= ranges ning, the test screen displays all important status information

about the test at any time.

Thanks to the large status animation, you can check from
anywhere in the lab at a glance whether the test is running
within the tolerances: green - all ok, or red - error, something
went wrong.

With the help of the intelligent TestAssist, dissolution testing
is as easy and fast as ever!








Dissolution test setup within seconds:

[ Te—— TR

Mo P

1 Aapein 12048

Step 1: Select your desired test type and click Step 2: Add a batch ID or in case you selected
on a created method or empty parameters. empty parameters add an apparatus, product
name and general information.

TestAssist - Running

50 e i
50

Step 3: Here you can see an overview of your

chosen test and the method.
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Digital dissolution testing

State-of-the-art technology that continues to evolve.

The DT 950 and DT 9510 Series are driven by an embedded PC with
an ARM quad-core processor directly integrated into the back of the
7" touch display. The Linux-based ERWEKA software is completely
developed in-house, fusing it perfectly with more then 50 years of
hardware experience and enabling completely new functions to make
dissolution testing easier.

With this new digital technology based on Microsoft‘s cross plat-
form compatible .NET Core, the DT 950 is your long-term partner
for dissoluion testing. The software is constantly evolving with new
features so that the device can adapt to changing requirements.

In addition to the modern touch interface, the digital embedded PC
in the DT 950 also enables other functions, such as convenient prin-
ting on network printers or the extensive multilingual capability with
more than 5 languages.

The digital DT 950 Series is ready for today‘s tasks - and the chal-
lenges of the future.

I
DIGITAL

/‘> % Network and USB g:- Digital Embedded
/‘ printing i Technology

DIGITAL

Multiple languages
available

Network printing of the DT 950 explained

The technology platform of the DT 950 allows convenient use of
network printers from many different manufacturers. Thanks to a
practical printer setup, the LAN-connected DT 950 finds all print-
ers in the network. Then all that remains is to select the right driver
from a list and the DT 950 prints via the selected printer without

any problems.

The DT 950 can currently print on network and USB printers from
Hewlett-Packard, Kyocera and OKI. The DT 950 also supports USB
printers from Brother. More printers coming soon.








Help, at any time

Each input field has a quickly accessible help func-
tion. Are you unsure what to enter in a field? Then
just tap on the question mark right next to it and
you will get help. This help function is distributed
throughout the ERWEKA OS so that you can obtain
information at any time.

TestAssist - war 1

Direct access for customer service

The service menu gives the user direct access to
the most important hardware functions and infor-
mation of the DT. Serial number and software ver-
sion can be quickly called up for service cases, and
maintenance can be carried out faster and more
efficiently. It also displays service contact infos,
and an initialization button makes troubleshooting
as easy as ever before.

Deutsch, English, Espanol, Fran-
cais, F13, pycckuil...

The modern architecture of the ERWEKA OS enables
a multitude of languages. This makes the DT 950
and DT 9510 the most accessible devices ERWEKA
has ever developed. Anywhere in the world.

Qualification made easy

Thanks to the new qualification function, qualifying
the DT 950/9510 is easy. To do so, simply enter
the qualification menu and follow the instructions.
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Path to progress

Unveiling our latest software

updates for DT 950 & DT 9510.

Sampling station with tempera-
ture sensors

Easily adjust temperature sensors to meet specific
requirements and seamlessly record temperature
data in each vessel for every sampling time point,
whether in standalone/manual or offline mode.

Integration of IPC or PVP pump

Optimize your dissolution system with the flexibility
to choose between IPC or PVP pumps. Seamlessly
add pumps and effortlessly switch between IPC
and PVP options. Take full control of PVP functio-
nality via the service menu, adjusting it according
to your specific needs. Utilize PVP pumps in tests
and adjust flow rates with ease. This feature is avai-
lable across all our dissolution systems.

NEW

I

LU

Method memory feature

With our integrated method memory, users can
easily create and load methods, customise them
and maintain a clear library with user-specific disa-
ble and enable rights. Experience unrivalled con-
venience and efficiency with our method memory
function.








Further improved!

Not only on a large scale, but also on a
smaller one.

Improved, automatic tablet drop, DT head
improvements & water outlet

The tablet drop has been relocated to the upper side of the DT head.
This means that the filling can always be seen immediately. The tab-
let drop can be optionally be controlled automatically.

The DT head has been further improved. In addition to mechanical
changes to the guide and a new aluminium lock, the weight has
been reduced.

This makes the dissolution tester head easier to handle without
losing its robustness.

The water outlet has been lowered further and also moved to the
back. This way it does not interfere during normal use of the dis-
solution tester.

In addition, the outlet has been equipped with a practical quick cou-
pling that allows a hose to be connected quickly and without leaks.

AirLift system for
DT 9510 Series

The AirLift System is placed bet-
ween the two lift-columns and can
be activated by pulling the front
lever and pressing either the up-
or down-button on the right side
of the DT 9510 Series.
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Upgrade your DT!

Unlimited upgradeability - at any time

Our world is turning faster and faster - this is why
we designed a dissolution tester that is ready today
for the challenges of tomorrow. The DT 950 and DT
9510 can be upgraded even after the initial purchase
- even from 6 up to 8 or 12 up to 14 test stations,
with an automatic tablet drop or an automatic
sampling station with temperature sensors in each
vessel. The high degree of modularity means that,
for example, a 6-station stand-alone DT 956 can be

Device Upgrades:

e Extension to up to 8 and 14 test stations

e Automatic tablet drop
e USP methods 1,2, 5 and 6

DT 950 & DT 9510 Series y

e Control via PC with Disso.NET 4 with

transformed into the heart of a complete dissolution
HPLC On-/Offline system with direct injection , 8 test
stations and Disso.NET 4 software within a very short
time. The DT 950 and DT 9510 remains flexible throug-
hout its entire instrument cycle - because who knows
now what challenges we will be facing in a few years?

FRL sample collector
IPC or PVP pump

Audit Trail and SQL database
e 21 CFR part 11 compliant

e Automatic sampling station low-head or high-
head with 8 and 14 temperature sensors

Dissolution Offline System

e Automatic sample collection with our







T

FRL sample sollector for Analytik Jena spectrophotometer
DT Offline System with Disso.NET for DT Online UV/Vis System

Dissolution On-/Offline System

e Dissolution HPLC On-/Offline System or Dis-

Dissolution Online System solution On-/Offline System with UV/Vis
¢ Control via PC with Disso.NET 4 with Audit

Trail and SQL-Database

e Automatic UV/Vis-Analysis with spectro- e 21 CFR part 11 compliant
photometer e Automatic HPLC- or UV-Vis analysis with

e |PC or PVP pump sample collector

e Control via PC with Disso.NET 4 with e  With HPLC: Automatic handoff of the sample
Audit Trail and SQL database to the HPLC-analysis

e 21 CFR part 11 compliant
¢ Direct data evaluation in the software
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Technical data DT 950 Series

DT 956 ‘ DT 957 ‘ DT 958

Height, width, depth

Weight

Voltage
Fuses
Protection class
Protection type
Test stations
Speed

Vessel volume

Operation
Sampling positions

USP methods

Ambient temperature

during operation

Relative Humidity

Interfaces

Power

Temperature

Interface

Storage&Transport temp.

850 mm / 650 mm (without heater) / 650 mm

42 kg

115/230 V; 50/60 Hz

I/EN 61140

IP 21/IEC 529

6 in 2 rows 7in 2 rows 8in 2 rows

20-250 U/min

400 ml /1000 ml /2000 m

Touchscreen 7, 800x480 Pixel

High-head / Low-head / Cleaning mode

USP1/USP2/USP5/USP 6

+10 °C to +30 °C
(Ambient temperature min. -5 °C below set temperature)

+5 °C to +40 °C

25-80 % non condensing

1x RS-232, 2x USB, 2x Ethernet/RJ45

Heater DH 1520i

1500 W

15-50 °C (+ 0,2)

RS-232








Technical data DT 9510 Series

DT 9512 ‘ DT 9513 ‘ DT 9514

Height, width, depth
Weight

Voltage

Fuses

Protection class
Protection type
Test stations

Speed

Vessel volume

Operation
Sampling positions
USP methods

Ambient temperature
during operation

Relative Humidity

Interfaces

Power

Temperature

Interface

Storage&Transport temp.

850 mm / 1062 mm (without heater) / 650 mm

110 kg

115/230 V; 50/60 Hz

2A

I’/EN 61140

IP 21/IEC 529

12 in 2 rows 13in 2 rows 14 in 2 rows

20-250 U/min

400 ml/ 1000 ml /2000 ml

Touchscreen 7, 800x480 Pixel

High-head / Low-head / Cleaning mode

USP1/USP2/USP5/USP 6

+10 °C to +30 °C
(Ambient temperature min. -5 °C below set temperature)

+5 °C to +40 °C

25-80 % non condensing

1x RS-232, 2x USB, 2x Ethernet/RJ45

Heater DH 1520i
1500 W
15-50 °C (+ 0,2)

RS-232
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ERWEKA GmbH

Pittlerstr. 45 E-Mail:  sales@erweka.com ERWEI(A

63225 Langen Phone: +49 6103 92426-200 Technical specifications of products described are part of VERDER

stated without warranty and subject to change at
Germany Fax: +49 6103 92426-999 any time without further notice. v.2.4.3.24 scientific
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