ORGANI SHQYRTUES I PROKURIMIT

Sipas Nenit 109 té Ligjit nr. 04/L-042 pér Prokurimin Publik t¢é Republikés se Kosovés, i ndryshuar dhe plotésuar me ligjiin Nr. 04/L-237,
ligjin Nr. 05/L-068 dhe ligjin Nr. 05/L-092

Njé ankesé kundér: QENDRA KLIN.STOMATOLOGJIKE

Pér Aktivitetin e Prokurimit Nr. 1 AP:

Nrl i prokurimit 220/70900-25-8722-1-1-1

Sa i pérket tenderit pér Furnizim me Autokllav, Unitate Stomatologjike, Tavolina Laboratorike
pér Punime Dentare me Sistem té Aspirimit té Integruar dhe Sistem qendror I thithjes pér njésite
Dentare

ANKESE

1. Identifikimi i ankuesit*

VitaMed L.L.C.
(Shéno emrin e ploté 1é kompanisé suaj)

Rr. Ramadan Peci p.n.
(Adresa)

Mitrovicé 40000

(Vendi) (Kodi postar)
+38349868728

(Numri Telefonit) (Numri i Faks-it)

(Emri i ploté i pérfagésuesit té kompanisé suaj)
Lavdim Beka
(Adresa elektronike)

18.06.2026
(Data e parashtrimit té ankesés) (Neé

*Ankues do té thoté njé palé e interesuar pér parashtrim té ankesés.

! T& raportohet né gdo dokument apo kérkesé né lidhje me kété aktivitet t& prokurimit
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2. ldentifikimi i avokatit

Parashtruesi i ankesés mund ta parashtroj ankesén vetém ose pérmes avokatit té tij. Nése
ankesa  parashtrohet — pérmes avokatit, atéheré duhet bashkangjitur autorizimin e
pérfagésimit me PROKURE.

Shéno té dhénat si né vijim:

(Emri i avokatit)

(Adresa e ploté)

(Numri i Telefonit) (Numri i faks-it)

(Adresa elektronike)

(Data e parashtrimit té€ ankesés) (Nénshkrimi dhe vula)

3. Té dhénat mbi aktivitetin e prokurimit

[Shéno njé pérshkrim te shkurtér lidhur me datén dhe vendin né té cilén éshté publikuar *“ Njoftimi
pér Kontraté” apo “Njoftimi pér konkurs te projektimit” dhe, nése aplikohet “Njoftimi pér dhénie té
Kontratés”, “Njoftimi pér Rezultatet e Konkursit té Projektimit” apo “Njoftimi pér anulim te
aktivitetit te prokurimit”, nése aplikohet, afatin e fundit pér dorézimin e tenderit, datén dhe orén e
fillimit té procesit pér Hapjen e Tenderéve, si dhe kriteri pér dhénie té kontratés]:

Ky aktivitet i prokurimit ka té b&é me tenderin: Furnizim me Autokllav, Unitate
Stomatologjike, Tavolina Laboratorike pér Punime Dentare me Sistem té Aspirimit té
Integruar dhe Sistem gendror | thithjes pér njésite Dentare.

Dosja e Tenderit dhe Njoftimi pér kontraté jané publikuar me datén 24.09.2025, ndérsa
hapja publike éshté béré né datén 14.04.2026.

4. Procesi i Hapjes sé tenderéve, nése aplikohet

A keni marré pjesé né procesin e Hapjes sé tenderéve? Nése po, specifikoni shkurtimisht
ecuriné e procesit té Hapjes sé Tenderéve.

Po [ ] Jo [X]

| Hapja publike &shté béré né datén 14.04.2026 |

5. Njoftimi mbi Eliminimin e Tenderuesve, nése aplikohet
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A jeni njoftuar me shkrim lidhur me eliminimin tuaj nga pjesémarrja e métutjeshme né
aktivitetin e prokurimit ?

Po Jo []

6. Zgjidhja preliminare e mosmarréveshjeve

A keni béré kérkese pér rishqyrtim prané AK lidhur me arsyet e eliminimit tuaj?

Po Jo []

Njoftimi mbi Vendimin e AK-sé pérmes formularit B58 éshté béré né datén 15.05.2026
dhe pas rivlersimit eshte bere me date 01.06.2026.

Té pakénaqur me Vendimin e AK-sé dhe brenda afatit té rregullt kohoré me daté
20.05.2026 iu kemi drejtuar AK-sé me Kérkesé pér Rishqyrtim. AK me datén 25.05.2026
ka publikuar vendimin e shqyrtimit té Kérkesés pér Rishqyrtim té cilén e ka aprovuar si
“pjeserisht te pabazuar” duke e kthyer lenden ne rivleresim.

Edhe perkunder faktit ge AK kthen lenden ne rivlersim sipas kerkeses tone per rishqyrtim
, AK nuk ndryshon rezultatin edhe perkunder faktit ge te gjitha faktet dhe argumentet
duke i bashkangjitur provat konkrete i kemi sqaruar ne kerkesen per rishqyrtim, si
rrjedhoje AK pas rivlersimit ka nxjerr vendim me date 01.06.2026 duke na eliminuar neve
si GOE te pergjegjshem. Andaj té pakénaqur me kété vendim te AK po i drejtohemi
OSHP-sé me ankesé.

7. Dispozitat e shkelura nga Autoriteti Kontraktues

Specifikoni dispozitén ose dispozitat e LPP-sé gé supozohet té jené shkelur nga Autoriteti
Kontraktues gé nga momenti i publikimit té Njoftimit pér Kontraté/Konkurs te Projektimit,
dhe nése aplikohet gjeré né pérmbylljen e kétij aktiviteti t& prokurimit me publikimin e
Njoftimit pér Dhénien e Kontratés apo Njoftimit pér Rezultatet e Konkursit té Projektimit apo
Njoftimit pér Anulim.

Neni 1 i LPP-sé — Qéllimi

Neni 6 i LPP-sé - Ekonomiciteti dhe Efikasiteti

Neni 7 i LPP-sé - Barazia né Trajtim/ Jo-Diskriminimi

Neni 28 i LPP-sé - Specifikimet teknike

Neni 59 i LPP-sé - Ekzaminimi, Vlerésimi dhe Krahasimi i Tenderéve

Neni 69 i LPP-sé — Aftésia Teknike dhe Profesionale

N o g B w dh P

Neni 72 i LPP-sé - Dokumentacioni dhe informacioni shtesé
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8. Neni 108/A i LPP-sé Zgjidhja preliminare e mosmarréveshjeve
9. Neni 38 i Rregullores pér Prokurimin Publik
10. Neni 40 i Rregullores pér Prokurimin Publik
11. Neni 10 i Udhézuesit pér Prokurimin Publik

** Sipas Nenit 118 té LPP, OSHP-ja do té kthej tarifén tuaj nése ankesa aprovohet si e bazuar. OSHP-ja mund
té kérkoj njé gjobé shtesé deri né 5,000 Euro né rastet kur OSHP-ja konstaton gé té gjitha apo cilado nga
pretendimet e parashtruara né ankesé kane gené te rrejshme ose mashtruese.

8. Deklaraté detale mbi faktet dhe argumentet

Pérshkruani rrethanat faktike qé pérbéjné supozimin pér shkeljen e dispozitave té LPP-sé.
Ofroni deklaraté té garté dhe té detajuar pér faktet dhe argumentet té cilat mbéshtesin
secilén bazé té ankesés tuaj.

Megenese AK me date 15.05.2026 AK nxjerr vendim duke na eliminuar pa te drejt dhe
kunderligjshem ne si GOE te pakénaqur me vendimin e AK-se kemi paraqgitur kerkese per
rishgyrim dhe si rezultat | kerkeses per rishqyrim nga ana jone, AK e kthene lenden ne
rivlereim dhe me date 01.06.2026 nxjerr vendim me rezultatin e njejte duke na eleminuar
perseri.

Ne te dy rastet AK ben shkelje ligjore duke gene ne njeren ane e kthen kenden ne rivleresim
duke pranuar kekresen tone per rishqyrtim , ne anen tjeter AK nxjerr vendim dhe na eliminon
perseri edhe per kunder sgarimeve te ofruara nga ana e jone me prova konkrete.

Pra shihet garte ge AK me kete rast ka bere vleresim kontradiktor per faktin se, arsyeja e
kthimit te lendes ne rivlersimit behet me gellim ge AK ta korigjoj vendimin e vet per gabimet
te cilat AK i kishte bere gjate vleresimit te tenderit.

Andaj, perveq vendimit te pare i cili tregon vleresimin e AK mjaft tendencioz dhe jo
profesional edhe ne vendimin e dyte pas rivlersimit e AK ri-konfirmon shkeljen ligjore dhe
procedurale gjate gjithe procesit per kete aktivitet te prokurimit.

Prandaj, konsiderojme se AK me kete vleresim ka bere shkelje te diapozitave te LPP-se e per
me teper duke tentuar te fshehet me arsyetime te pagena ben edhe keq interpretimin e
dispozitave ligjore pavarsisht se ne i kemi paragitur faktet dhe argumentet tona ne kerkesen
per rishgyrtim si ne rastin e pare po ashtu edhe ne rastin e dyte, megjithate AK perseri
vazhdon duke mos i perfilluar fare sqarimet tona ne kérkesén pér rishqyrtim ku te gjitha
sgarimet te cilat I kemi ofruar jané te bazuara ne ligj.

Prandaj, Kerkojme nga Organi Shqgyrtues ge ta shqyrtoj kete ankese dhe ta angazhoje
ekspertin shqyrtues profesionist te fushes dhe njohes i kesaj lemie me gellim ge panelit
shqyrtues ti pasqyrohet gjendja faktike per te gjitha deshmite te cilat jane ofruar nga ana e
jone te cilat jane ne perputhje me kerkesat e dosjes se tenderit.

Bazuar ne gjithe kronologjine e ketij procrsi, tendenca e AK-se per demtim te buxhetit
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ne vileren prej gjysem milioni euro nga ky vendim i AK nuk eshte i rastesishem, por
krejtsisht i gellimshem dhe eshte i pafalshem, duke shkelur fillimisht bazen e LPP-se
perkatesisht nenin 1 te LPP-se, cdo dispozite ligjore te potencuar me larte si dhe cdo
parim te LPP-se.

AK nuk ishte i vedijshem fare se, paragrafi 1 i nenit 1 té LPP-sé, pércakton: “Qéllimi i kétij
ligji éshté té siguroj ményrén mé efikase, mé transparente dhe mé té drejté té shfrytézimit
té fondeve publike, burimeve publike, si dhe té gjitha fondeve dhe burimeve tjera té
autoriteteve kontraktuese né Kosové....”

Pra shihet garte gqe AK gjate veresimit dhe rivleresimit te tenderit ndaj neve ka
perdorur standarde te dyfishta, prandaj me kete rast AK ka bere shkelje te dispozitave
logjore dhe shkelje te parimeve baze te LPP-sé duke mos pasur ne konsiderate dhe
duke mos respektuar gellimin e ketij ligji, respektivisht nenin 1 dhe 6 te LPP-se duke
rekomanduar nje GOE per dhenie te kontrates me ¢mimin prej: 1,720,122.18 Euro
respektivisht 442,938.52 Euro ma te larte sesa oferta jone e cila ka gene ne teresi e
pergjegjshme dhe per kete do ti paragesim faktet dhe argumentet ne vazhdim.

Vlene te ceket se, ne kerkesat tona per rishqyrtim vazhdimisht kemi kerkuar nga AK ge ta
bene vleresimin e drejte dhe zbatimin e nenit 72 te LPP-se sepse as gjate vleresimit dhe as
gjate rivleresimit AK nuk kishte kerkuar sqarime nga ne per te cilat obligohet me nenin 72 te
LPP-se, megjithate edhe per kunder kesaj, me gellim ge t’ju bejme me dije AK-se ge ta
zbatoj drejte legjislacionin per prokurimin publik, ne kerkesen per rishgyrtim kemi dhene
sgarimet tona me argumente dhe prova materiale te cilat deshmojne pergjegjshmerine tone ne
kete aktivitet te ptokurimit per secilen pike te eliminimit.

Pra AK nuk zbaton obligimin ligjor duke qgene se , pér kété géllim eshte vendosur né LPP
neni 72, i cili ne menyre eksplicite parasheh sqarimin e tenderéve, i cili nder te tjera
pércakton:

"1. Kurinformacioni apo dokumentacioni qé duhet té dorézohet nga operatorét
ekonomik éshté ose duket té jeté jo i ploté ose i gabuar, ose kur mungojné dokumentet
specifike, autoritetet kontraktuese mund té kérkojné nga operatorét ekonomik ge té
dorézojné, plotésojné, sqarojné apo kompletojné informacionin apo dokumentacionin e
duhur brenda njé afati te caktuar kohor, me kusht gé kérkesat e tilla béhen né pérputhje té
ploté me parimet e trajtimit té barabarté dhe transparencés".

Sipas nenit 72té Kkétij ligji, AK-t¢é mund té kérkojné nga OE-té (€ té dorézojné,
plotésojné, sqarojné apo kompletojné ndonjé déshmi té specifikuar né Dosjen e Tenderit dhe
né Njoftimin pér Kontraté né pajtim me nenet 65-71 té kétij ligji, Sigurimi i informacionit qé
mungon ose ofrimi i informacionit do té aplikohet vetém pér dokumentet ekzistenca e té
cilave éshté e fiksuar, para skadimit té afatit pér dorézimin e tenderit dhe mund té verifikohet
né ményré objektive.

Pra sipas dispozites se lartecituar, per gellim te sgarimit te tenderit perfshihen keto elemente :
Kur ne oferte paraqgitet dokumenti jo i ploté ose i gabuar ose kur mungojné dokumentet
specifike, autoritetet kontraktuese mund té kérkojné nga operatorét ekonomik ge té
dorézojné, plotésojné, sqarojné apo kompletojné informacionin apo dokumentacionin e
duhur brenda njé afati te caktuar kohor.

Dokumentacioni i ofruar nga ana e jone ne kerkesen per rishqyrtim eshte ne pajtim me nenin
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59.2 dhe 72 te LPP-se si dhe ne pajtim me nenin 38.3 te RRPP-se.

Ne rastin konkret , lejohet gé njé autoritet kontraktues gjaté vlerésimit té kérkoj dhe té marré
informacione apo dokumente, té cilat mungojné né aplikacion/tender. Kéto dokumente,
megjithaté, né ményre objektive duhet té prezantojné prova té mjaftueshme gé né ményreé té
arsyeshme pasqyrojné gjendjen ekzistuese para datés se publikimit t& Njoftimit pér kontrate,
prandaj ne i kemi sqaruar dhe ofruar te gjitha dokumentet me provat perkatese ne pajtim me
nenin 72 e te cilat mund te sgarohen permes nenit 72 te LPP-se, po ashtu i kemi evidentuar
dhe pasqyruar te gjitha pikat e eliminimit tone ge kane te bejne me specifikacionin teknik
duke ia bere me dije AK-se ge te gjitha specifikimet teknike jane te bashkangjitura ne oferte
me referencat perkatese per secilin dokument veq e veq te cilat vertetojne specifikacionin
teknin te ofruar nga ana e jon dhe nuk kemi ofruar specifikime teknike tjera e te cilat do te
perbenin ndryshim material. Andaj asnjeri dokument te cilin e kemi ofruar nuk perben
ndryshim material si¢ pretendon AK sepse nuk kemi pérfshiré asgjé jashté aktivitetit te
prokurimit.

Megjithaté, edhe pér kundér sqarimeve tona me kérkesat pérkatése pér rishqyrtim, bazuar ne
dy vendimet e AK-se, shihet garte mosperfillja e dispozitave ligjore dhe procedurale,
tendenca dhe mungesa e profesionalizmit duke shkuar edhe me tej ne keginterpretimin e
dispozites ligjore.

Duke marré parasysh keto fakte si dhe bazuar ne sgarimet e paraqgitura si me larte, eshte
evidente ge AK- ka vepruar né kundershtim me nenin 7 te LPP-sé sepse nuk ka tajtuar ne
menyré te barabarte te gjitha ofertat per kete aktivitet te prokurimit.

Po ashtu, AK nuk ka béré vlerésimin e tenderit sipas nenit 59 paragrafit 4 t€ LPP-sé.
Nenit 59 i LPP, paragrafi 4 kérkon ge:

""Autoriteti kontraktues do té konsiderojé njé tender si té pérgjegjshém vetém nése tenderi
né fjalé éshté né pérputhshméri me té gjitha kérkesat e parashtruara né njoftimin e
kontratés dhe né dosjen e tenderit. Pavarésisht nga e méparshmja, autoriteti kontraktues
mund té konsiderojé njé tender si té pérgjegjshém nése: (i) pérmban vetém gabime ose
pagartési té cilat mund té korrigjohen pa ndryshuar kushtin material apo aspekin e
tenderit ne fjalé, ose (ii) pérmban vetém devijime té vogla gé nuk mund té shkaktojné
ndryshime materiale ose devijime nga karakteristikat, kushtet, dhe kérkesat e tjera té
parashtruara né njoftimin e kontratés dhe né dosjen e tenderit; me kusht gé, ¢farédo
devijimi i tillé té kuantifikohet, ag sa éshté e mundshme, dhe té merret parasysh
gjaté vlerésimit dhe krahasimit té tenderéve™'.

AK nuk ka te drejte te shpalle ofertén tone si té papérgjegjshme, pa u respektuar ne ploteni
dispozitat ligjore te percaktuara me legjislacionin per prokurimin publik.

Prandaj, si rrjedhoje e shkeljeve sistematike te AK-se pas vendimit me te cilin jemi
eleminuar pa te drejte, e kemi kundershtuar gsyh me date 20.05.2026, po ashtu kemi kérkuar
paraprkisht edhe gasje ne dokumentacionin e plote te tenderit t¢ GOE té propozuar pér
dhénie te kontrates, ndersa me date 18.05.2026 AK na ka ofru qasje, dhe pas analizimit te
dokumentacionit ne oferten e GOE te rekomanduar per kontrate po ag sa eshte ofruar gasja
ne dokumente, kemi verejtur mangesi te dokumentacioni te ofruar nga ky GOE , prandaj
edhe per kunder kesaj, AK nxjerr vendim duke rekomanduar per dhenie te kontrates nje
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GOE te papergjegjshem i cili nuk i ploteson kerkesat e dosjes se tenderit dhe njoftimit per
kontrate, perkatesisht nuk ploteson as kerkesat si kusht administrativ ne prokurimin publik.
Pra nga ajo ge shihet, ndaj nesh eshte bere e padrejte, per me teper, AK gjate vleresimit te
tendereve perdorur standarde te dyfishta.

Njejte vepron edhe ne rastin e dyte par rivleresimit te tendereve.

Konsiderojme se GOE te cilin AK e ka rekomanduar per kontrate eshte i papergjegjshem,
ngase i i mungon dokumentacioni si me poshte :

Ne Dosjen e Tenderit perkatesisht tek Kérkesat e pérshtatshmérisé profesionale, AK kerkuar:

“Kérkesa 1. Certifikaté e regjistrimit t€ biznesit, regjistrimi si operator ekonomik né
regjistrin profesional, komercial dhe ose té korporatés né vendin e juaj té themelimit.”

Pas kerkeses per gasje ne dokumentacionin e GOE te rekomanduar per kontrate, shihet se
njeri nga anetaret e grupit MADEKOS SHPK | mungon Certifikata e Regjistrimit te Biznesit,
si kusht I tenderit, prandaj AK ne kete rast do te duhej ta eliminonte kete oferte te pragitur
nga GOE | rekomanduar, pra ky fakt e bene te papergjegjshem kete GOE ne kete aktivitet te
prkurimit.

Né arsyetimin e dhéné nga AK Pérmes Letrés Standarde pér Tenderuesin e Eleminuar ne
rastin e pare por edhe ne rastin e dyte , shihet garte se AK as pas rivleresimit te tendereve nuk
e ka vleresuar drejte oferten tone, ngase arsyet te cilat AK pretendon se ne si GOE nuk i
permbushim te ktijohet pershtypja ge i gjithe dokumentacioni per kete procedure te
prokurimit i mungon ofertes tone.

Andaj, me ane te kesaj ANKESE, po ju paragesim kronologjine e ceshtujes si dhe faktet me
deshmite perkatese te cilat po | paragesim si me poshte:

AK gjate rivleresimit Pervec Deklarates per themelimin e grupit te cilen nuk e evidenton si
mangesi gjate rivleresimit te tenderit, te gjitha pikat tjera te paragitura ne kerekesen per
rishgyrtim AK i injoron duke mos | trajtuar fare as ne raport me ne si GOE | pergjegshem as
ne rapor me GOE te rekomanduar per kontrate I cili eshte | papergjegjshem.

Per te gjitha pikat te cilat AK na ka eliminuar ne rastin e pare, ne perputhje me nenin 108/A
Zgjidhja preliminare e mosmarréveshjeve, ne si GOE | kemi kundershtuar, arsyetuar dhe
argumentuar me prova konkrete ne kerkesen tone per rishqyrtim, duke dhene sqgarime
konkrete te bazuara ne ligj, por edhe per kunder kesaj, AK nuk I trajton dhe as nuk | merr ne
konsiderate gjate rivleresimit te ofertave me kete rasta AK bene edhe shkelje te nenit 108/A
perkatesisht paragrafit 9 te ketij neni, I cili percakton garte se:

“9. Refuzimi do té arsyetohet dhe do ti komunikohen me shkrim, né pérputhje me kété
ligj, parashtruesit té ankesés dhe té gjitha paléve té interesuara, nése ka ndonjé...”..

Bazuar ne sqarimet e dhena AK ka bere shkelje ligjore dhe vazhdon te perserite shkeljet
ligjjore duke mos respektuar dipozitat ligjore te percaktuiara me nenin 1, 6, 7, 28,59, 69 dhe
72 dhe 108/A LPP-se, per me teper duke e ditur se te gjitha arsyetimet dhe argumentet |
kemi ofruar me prova konkrete ne kerkesen tone per rishqyrtim.

PRANDAJ, NE SI GOE PER PANELIN SHQYRTUES DHE EKSPERTIN SHQYRTUES
DO TI DO TI PARAQESIM KUNDERSHTIMET ME ARGUMENTET TONA PER TE
GJITHA PIKAT TE CILAT AK | KA EVIDENTUAR NE NJOFTIMIN MBI VENDIMIN E
AK-SE PERMES LERTES STANDARDE.

Pra megenese ne kete Ankese paragitetn nje mori pikash te cilat perdoren nga AK si

6/4




arsye per eliminimin tone, Ne si GOE me qellim ge ta pasqyrojme sa ma drejte kete
ceshtje per Panelin Shqgyrtues dhe Ekspertin Shqyrtues, Kundershtimet tona do i
pasqyrojme me ngjyre te verdhe per secilin pretendim te AK-se permes letres
standarde per eliminimin tone te cilat po i paragesim si ne vijim:

Qysh ne fillim te vileresimit AK ka shkelur nenin 1 te LPP-se si dhe cdo parim te LPP-se
duke mos pasur ne konsiderate demin ge AK mund ti shkaktoj buxhetit me oferten me te larte
prej 442,938.52 Euro ne raport me oferten tone e cila eshte ne teresi e pergjegjeshme sipas
kerkesave ne dojen e tenderit.

Neni 1 | LPP-se Qéllimi i kétij ligji éshté té siguroj ményrén mé efikase, mé transparente dhe
mé té drejté té shfrytézimit té fondeve publike, burimeve publike si dhe té gjitha fondeve dhe
burimeve té tjera té autoriteteve kontraktuese né Kosové duke pércaktuar kushtet dhe
rregullat gé do té zbatohen, procedurat qé do té ndigen, té drejtat gé do té respektohen dhe
detyrimet gé do té pérmbushen nga personat, operatorét ekonomik, ndérmarrjet, autoritetet
kontraktuese, koncesionerét e punéve dhe organet publike gé zhvillojné, pérfshihen, marrin
pjesé ose interesohen, né aktivitetet e prokurimit ose gé pérfshihen ose kané té béjné me
fondet dhe/ose burimet e tilla.

AK ka shkelur edhe nenin 6 te LPP-se duke mos marr ne konsiderate demtimin e buxhetit te
AK-se ne vlere 442,938.52 Euro, ne rastin konkret, para se gjithash duhet te respektohen
dispozitat ligjore sepse Té gjitha autoritetet kontraktuese, jané té obliguara gé té sigurojné qé
fondet publike dhe burimet publike té pérdoren né ményrén mé ekonomike, njékohésisht
duke marré né konsideraté géllimin dhe 1éndén e prokurimit.

AK gjate fazes se vleresimit dhe rivleresimit te ofretave nuk ka zbatuar dispozitat e
legjislacionit per prokurimin publik, per faktin se te gjitha ceshtjet te cilat nderlidhen me
certifikatat per standardet e cektuara si dhe ceshtjen e katallogut ka mundur dhe do te duhej
ge paraprakisht para njoftimit mbi vendimin e AK-se te kerkonte sgarime ne pajtim me nenin
72 te LPP_se.

UDHEZUES Nr. 002/2024, PER PLOTESIM NDRYSHIMIN E UDHEZUESIT Nr.
001/2023 PER PROKURIMIN PUBLIK

Shembujt e méposhtém nuk jané té vetmet raste. Varésisht nga rasti i paragitur AK duhet té
veproj né pérputhje me nenin 72 dhe nenin 59 té LPP-sé.

" Mund té kérkohen informata
Mungon certifikata ISO 69
sqaruese

Eshté dorézuar specifikacioni
) - p Mund té kérkohen informata
teknike pér mallrat e ofruara 69
sqaruese
por mungon katalogu

AK do duhej té kérkoj nga OE-té Q€ té dorézojné, plotésojné, sqarojné apo
kompletojné ndonjé ~ déshmi  té  specifikuar né  Dosjen e Tenderitdhe  né
Njoftimin pér Kontraté né pajtim me nenet 65-71 té kétij ligji. Sigurimi i informacionit qé
mungon ose ofrimi i informacionit do té aplikohet vetém pér dokumentet ekzistenca e té
cilave éshté e fiksuar, para skadimit té afatit pér dorézimin e tenderit dhe mund té verifikohet
né ményré objektive.

Per sgarimet e tenderit, neni 72 i LPP-sé e thote garte se si duhet AK te veproj ne keto

714




situata:

Kur informacioni apo dokumentacioni qé duhet té dorézohet nga operatorét ekonomik éshté
ose duket té jeté jo i ploté ose i gabuar, ose kur mungojné dokumentet specifike, autoritetet
kontraktuese mund té kérkojné nga operatorét ekonomik qe té dorézojné, plotésojné,
sgarojné apo kompletojné informacionin apo dokumentacionin e duhur brenda njé afati te
caktuar kohor, me kusht gé kérkesat e tilla béhen né pérputhje té ploté me parimet e trajtimit
té barabarté dhe transparencés".

Gjithashtu,

Kurdo ge AK dyshon ne ndonje certifikate apo dokument te paragitur nga ana e jone ka te
drejt ta verifikoj edhe te palet e treta.

Nenit 52 | LPP-sé, "Autoriteti kontraktues né rast té dyshimit té cilitdo informacion té
dorézuar nga operatori ekonomik, do té kryej njé kontroll efektiv té informatave dhe
dokumentacionit té tenderit".

Pra ne | kemi ofruar te gjitha deshmite ge vertetojne pergjegjshmerine tone me prova
konkrete me referenca tek trupa certifikuese , prandaj bazuar né sgarimet e paragitura me
larte, gjaté procesit té vlerésimit, né rast se AK konstaton se OE nuk ka ofruar ndonjé déshmi
né pérputhshméri me até gé éshté kérkuar né dokumentet e tenderimit, ka té drejté gé né
pérputhshméri nenin 59 dhe nenin 72 té LPP-sé té kérkojé sgarime me shkrim nga OE per
cdo déshmi té specifikuar né Dosjen e Tenderit dhe né Njoftimin pér Kontraté né pajtim me
nenet 65-71, dhe né rast se dyshon né ndonjé informacion té dorézuar ka té drejté sipas
paragrafit 7 t& nenit 52 t& LPP-sé té kryej njé kontroll efektiv t¢ dokumentacionit té tenderit,
pra né rastin konkret duke marre parasysh edhe gellimin e ligjit sic percaktohet me nenin 1 te
LPP-se AK do te duhej ge kérkojé sgarime me shkrim pér cdo dyshim apo paqgartési lidhur
me dokumentacionin e dorézuar nga ne.

Arsyetimi i AK-se dhe kundershtimet tona per secilen pike.

Me poshte edhe njehere ju paragesim agumentet tona per secilen pike me ane te seciles
shperfaget mungesa e profesionalizmit dhe tendenca e AK-se per eliminimin tone.

“Komisioni vlerésues pas ekzaminimit, vlerésimit dhe krahasimit té tenderéve lidhur me
aftésiné teknike dhe profesionale konstatoi:

1. Kérkesa 1. ISO 13485 Certifikata pér prodhuesin.
Evidenca 2. Té déshmohet me ISO 13485 Certifikaté pér prodhuesin.

Pas shqyrtimit té Certifikatave I1SO té paraqgitura, konstatohet se certifikata ISO 13485 pér
prodhuesin “Ziyang Freqty Medical Equipment Co., Ltd.” ka afat vlefshmérie deri mé
05.09.2025 dhe, rrjedhimisht, éshté e skaduar né momentin e fillimit té procedurés né vitin
2026.

Pér kété arsye, ajo nuk mund té konsiderohet e vlefshme pér pérmbushjen e kérkesave té
FTD-sé.
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Lidhur me kete pretendim te AK-se ju sgarojme se Certifikata 1SO 13485 pér prodhuesin
“Ziyang Freqty Medical Equipment Co., Ltd.” ka afat. Edhe pse ne dokumentacionin e
paragitur ne oferte nga ana jone shihet ge certifikata ka skaduar me 05.09.2025. ndersa ne
dokumentin e nga deshmite e ofruara nga ana e jone Certifikata 1ISO 13485 pér prodhuesin
“Ziyang Freqty Medical Equipment Co., Ltd. Ka afat deri me date 05.09.2028 e cila
deshmohet me nr te certifikates 46857 e cila mund te vertetohet shume lehte permes internetit
tek trupa certifikuese, gjithsesi per te deshmuar qge kjo certifikate eshte valide te
bashkangjitur gjeni si prove per dokumentin ne fjale per certifikaten e njejte me numer te

njejte.

Shihe dokumentin nr 6. Ne listen e dokumenteve te tenderit ne oferten tone.

The wse of T UKAS

This is to certify that the Quality Management System of
Ziyang Freqty Medical Equipment Co., Ltd.

Unified Social Credit Code: 91512000MAG64Y2CAOR
Operation Address: Floor 2, Unit 7, Building 3. No.222, West Section 3, Outer Ring Road,
Yanjiang District, Ziyang City, Sichuan Province, China

Registered Address: Floor 2-3, Unit 7, Building 3, No.222, West Section 3, Outer Ring Road,
Yanjiang District, Ziyang City, Sichuan Province, China

applicable to

Design, Production and Sales of I 1 Digital Imp i I within the
seopeofq\nhﬁe.xion)

has been d and registered by NOQA against the provisions of

M - o mose oy o e D15 Tt Gy MOA.

NOA - e TG nee— o MO U, Tse. Omcn: o Pt P Fegie. LS ST U
Thie cortficate @ T procerty of NOA Bt Mot S refr—" . T —

oA

Co. sz Focm ZT0V. S58 Luans Fing Roed. Crene (Shanghed) Fect Free Trace Zome
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€« C % sngacomen/index php?m=home&c=Lists&a=indexAtid=25 -7

cationfront page>Public Inquiry>System Certificate Inquiry
Public Inquiry System Certificate Inquiry
System Certificate Inquiry
Company Name Certificate Number vt 2 v m

Training Certificate Inquiry

Company Name Certificate Number Certificate registration time Cartificate expirstion time Certificate |

Ziyang Pintal Medical Equipment Co., Ltd 46857 2019-09-05 2028-09-05 efficier|

Kérkesa 3. Autorizim nga prodhuesi pér pjesémarrje né kété tender me Emér dhe Numér té
aktivitetit té prokurimit ose nga Distributori i autorizuar i cili duhet té jeté i autorizuar nga
prodhuesi.

Evidenca 3. Té déshmohet me autorizim nga prodhuesi, ose nga Distributori i autorizuar i
cili duhet té jeté i autorizuar nga prodhuesi.

Pas shqyrtimit té dokumenteve té autorizimit nga prodhuesit, Autoriteti Kontraktues
konstatoi se ato nuk pérmbushin kérkesat e Dosjes sé Tenderit dhe nuk mund té konsiderohen
si déshmi té vlefshme. Né pérgjithési, autorizimet nuk pérmbajné elementet bazike té njé
dokumenti zyrtar, si data e léshimit, identifikimi i ploté i nénshkruesit dhe té dhénat
kontaktuese pér verifikim.

Né autorizimin nga “FoShan Toye Dental Equipment Co., Ltd.” mungon data, emri dhe
pozita e nénshkruesit, si dhe té dhénat kontaktuese.

Né autorizimin nga “Panda Scanner” mungojné data, identifikimi i ploté i nénshkruesit,
pozita dhe kontaktet. Né autorizimin nga “Suzhou Pelment Medical Technology Co., Ltd.”
mungojné data, identifikimi i garté i nénshkruesit, pozita dhe kontaktet. Ndérsa né
autorizimin nga “Hefei Sada Medical Equipment Co., Ltd.” mungojné té dhénat e plota
kontaktuese pér verifikim.

Né kéto rrethana, nuk éshté e mundur té verifikohet autenticiteti i dokumenteve dhe
kompetenca e nénshkruesve. Né pérputhje me nenin 69 té LPP-sé, kéto dokumente nuk
pérbéjné déshmi té mjaftueshme dhe té besueshme, prandaj nuk mund té konsiderohen valide.

Si_pérfundim, Autoriteti Kontraktues vleréson se Operatori Ekonomik nuk ka arritur té
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déshmojé né ményré té besueshme autorizimin nga prodhuesi pér furnizimin e pajisjeve té
ofruara dhe, rrjedhimisht, nuk ka pérmbushur kérkesat e pércaktuara né Dosjen e Tenderit
dhe dispozitat e nenit 69 té Ligjit pér Prokurimin Publik.

Lidhur me pretendimin e AK-se ku thuhet se, ne autorizimin nga “FoShan Toye Dental
Equipment Co., Ltd”, “Panda Scanner” “Suzhou Pelment Medical Technology Co., Ltd.”, |
mungojne “data, emri si dhe pozita dhe te dhenat kontaktuese* lidhur me kete ju sqarojme se,
tek Kérkesa 3. AK ka kerkuar Autorizim nga prodhuesi pér pjesémarrje ne keté tender me
Emer dhe Numer te aktivitetit t¢ prokurimit ose nga Distributori i autorizuar i cili duhet te
jete i autorizuar nga prodhuesi.

Prandaj, Autorizimet te cilat jane bashkangjitur nga ne oferten tone, i plotesojne te gjitha
kerkesat sepse te gjitha autorizimet permbajne elementiet e mjaftueshme sic jane numri i
prokurimit si dhe titulli i kontrates sipas kerkesas se dosjes se tenderit. Prandaj askund ne
dosjen e tenderit nuk eshte kerkuar ge ti vendoset edhe data, emri si dhe pozita dhe te dhenat
kontaktuese.

Ndérsa lidhur me pretendimin e AK-se ku thuhet se, “né autorizimin nga “Hefei Sada
Medical Equipment Co., Ltd.” mungojné té dhénat e plota kontaktuese pér verifikim”, kjo
nuk gendron. Per kete po ju bashkangjesim dokumentin si deshmi per te dhénat e plota
kontaktuese per prodhuesin perkates.

Shihe dokumentin nr 7. Ne listen e dokumenteve te tenderit ne oferten tone.
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2% Hefei Sada Medical Equipment Co., Ltd.
il Address: No. 12629, Jingdian Plaza, Fanhua Avenue,
Economic Development Zone, Hefei, Anhui, China

Tel/lFax: +86-551-63879990
Website: www.sadamedical.com

Manufacturer Authorization Letter

Procurement No.: 220/70900-25-8722-1-1-1
Title: Supply with Autoclave, Dental Units, Dental Laboratory Work Tables with Integrated Aspiration System
and Central Suction System for Dental Units

To Whom It May Concern,

This is to certify that VitaMed LLC, with Unique Identification Number (NUI) 812122927, is an authorized
representative/distributor of our products and is authorized to participate in the above-mentioned
procurement procedure on behalf of the manufacturer.

This authorization is valid exclusively for the participation in the tender specified above.

Sincerely,
Hefei Sada Medical Equipment Co., Ltd.,
Signed:

Name: Kevin Lee

Position: Sales Manager

Company name and Address:

Hefei Sada Medical Equipment Co., Ltd. 5 o gk B
Address: No. 12629, lingdian Plaza, Fanhua Avenue, | 07 974 ')""_ )enaij oj
Economic Development Zone, Hefei, Anhui, China Hefei Sada

Date: 04.03.2026 2 A §E

—

_ e

o

Kérkesa 4. Deklarata pér specifikacionin teknik pér artikujt e ofruar dhe katalogu i
prodhuesit, duke nénvizuar té gjitha specifikat.

Evidenca 4. Té déshmohet me Deklaraté pér specifikacionin teknik pér artikujt e ofruar dhe
katalogu i prodhuesit, duke nénvizuar té gjitha specifikat.

Komisioni i vlerésimit pas ekzaminimit té ofertés sé dorézuar nga OE-ja konstatoi se:
Né Pozicionin nr. 1, Tavoliné pune pér Teknik Dentar:
o Eshté kérkuar: Pajisja té jeté e pajisur me priza té dyfishta elektrike té vendosura mbi

dhe nén sipérfagen e punés, mirépo pérmes katalogut té ofruar nuk éshté déshmuar
né plotésim té késaj specifike.
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Lidhur me kete pretendim te AK-se, ju sqarojme se te gjitha specifikat teknike per pejisjen
Tavoliné pune pér Teknik Dentar jane dhene ne dokumentin nr 8 te ofertes tone, ne fagen 3
pika 26 ne specifikacionin Teknik, e cila e ploteson kerkesen ne dosjen e tenderit.

o Autoriteti Kontraktues rikujton se né Aneksin 1 té Dosjes sé Tenderit jané pércaktuar
qarté specifikat teknike té detyrueshme pér pozicionin “Tavoliné pune pér Teknik
Dentar”, té cilat duhet té déshmohen pérmes dokumentacionit pérkatés teknik dhe té
verifikueshém.

o Jané kérkuar: Specifika té detajuara pér komponentét pérbérés té késaj pajisjeje,
pérfshiré mikromotorin elektrik, dritén e tavolinés sé punés, aspiratorin pér thithjen e
grimcave, si dhe elemente té tjera funksionale té integruara né pajisje, si parametra
té fugisé, dimensionet dhe materialet pérbérése.

Gjithashtu, lidhur me kete pike, ju sgarojme se te gjitha specifikat teknike per pejisjen
Tavoliné pune pér Teknik Dentar jane dhene ne dokumentin nr 8 te ofertes tone, ne fagen 3
dhe 4 ne pikat 1,2,3,34,39,47,48 ne specifikacionin Teknik te cilat e plotesojne kerkesen ne
dosjen e tenderit.

« Nga shqyrtimi i dokumentacionit té dorézuar nga Operatori Ekonomik, konkretisht
materialit té paraqitur né katér fage e para, konstatohet se nuk éshté ofruar asnjé
déshmi konkrete dhe e verifikueshme pér kéta komponents.

o Nuk éshté specifikuar modeli i pajisjes, nuk jané paragitur broshura teknike, katalogé
té prodhuesit apo té dhéna té detajuara teknike pér secilin komponent, té cilat do té
mundésonin verifikimin e pérputhshmérisé me kérkesat e Aneksit 1.

Lidhur me kete pike, ju sgarojme se sa | perket kesaj ceshtje asnje prodhues nuk e ka
katallogun me specifikacinin per te gjitha pajisjet e mundshme, andaj per keto pajisje i kemi
ofruar pershkrimet e duhura perkatesisht specifikimet teknike te cilat jemi te gatshem ti
ofrojme per secilen pajisje sipas kerkeses se AK-se. shih dokumentin nr 8 fage 3 dhe 4
specifikacionet teknike. Gjithashtu per kete ju ofrojme edhe katallogun edhe deklaraten e
prodhuesit.
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MANUFACTURER STATEMENT
DENTAL TECHNICIAN WORKBENCH - FULL COMPLIANCE DECLARATION

We hereby declare and confirm that the propesed Dental Technician Workbench system fully
complies

with all technical specifications, operational requirements, dimensional requirements, material
standards,

performance parameters and integrated equipment requirements requested by the Contracting
Authority.

GENERAL CONFIGURATION

Workbench with integrated independent suction system [non-central type)
Integrated LED laboratory working light

Integrated laboratory micromotor with control unit

Integrated gas and compressed air connections

Suitable for single, row and island workstation configuration

Minimum six available front panel colors

® & ® & & ® @

Professional modular laboratory workstation design

DIMENSIONS &8 STRUCTURE

Workbench width: 1200 mm 5%

Workbench depth: 620 mm with duct / 520 mm without duct 5%
Waorkbench height: 870 mm £5%

Floor cabinet dimensions: 300 = 520 = B35 mm £5%

Under-worktop suction housing dimensions: 545 = 500 = 165 mm £5%
Suction unit dimensions: 450 = 510 = 540 mm 5%

Galvanized adjustable support legs

Height adjustment range: 0-30 mm 5%

® & & ® & & * @

* 5 mm floor ventilation clearance
* Removable electrostatically coated metal back panel

WORKTOP TECHNICAL SPECIFICATIONS

22 mm wooden core board construction
12 mm quartz stone plate
» Fire reaction class A2fls1 / A2,52,d0 according to EN 13501-1
*  Flexural strength 240 MPa according to EN 14617-2
+ Abrasion resistance =29 mm according to EN 14617-4
* Thermal shock resistance =2% according to EN 14617-6
+ Impact resistance 66 cm / 6.5 | according to EN 14617-9
» ‘Water absorption 0.02% according to ASTM C97
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Density 2133-2460 kg/m? according to EN 14617-1

Thermal expansion coefficient compliant with EN 14617-11

AIR, GAS & ELECTRICAL SYSTEM

Supply duct with remowvable cover

Polyester resin coating thickness 70-90 pm

Air shut-off valve for each workstation

Compressed air line @9 = 11.6 mm PVC

Maximum operating pressure 10 bar at 20°C

Gas line @112 = 1.5 mm copper

Soldered gas joints

Individual gas safety shut-off valve

Double AC 16A electrical sockets above and below table

SUCTION SYSTEM

Integrated independent suction system
Four selectable suction speed levels
Airflow performance 18-31 1/s
Automatic suction regulation
Automatic shut-off functionality

LED filter and mode indicators

Suction pressure 1200 mm Hy0O
Filtration efficiency =99.9%,

Filter system includes filter bag, microfilter and carbon filter

Stainless steel waste drawer thickness 0.8 mm
Material X5CrNil8-9 according to DIM 1541
Resistant to methyl methacrylate

Power supply 230V / 50H=

Power consumption 1000W =59

Suction unit weight 18 kg +5%

LED WORKING LIGHT

Input voltage 120-240V
Power consumption 15W
Luminous flux 1100 Im
Color temperature S000K
CRI =80

LABORATORY MICROMOTOR SYSTEM

EBrushless laboratory micromotor
Speed range 1,000-50,000 rpm
Torque =27 Ncm

Power =160W

Chuck holding force =2100N
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* Handpiece length =142 mm

* Handpiece weight =205 g

+ Userreplaceable bearings

* Tool-free removable chuck system

+ Control unit with 4 programmahle settings
4-color display interface

Integrated safety button 30,000 rpm
Controller dimensions 96 = 282 = 236 mm
Controller weight =3 kg

Power supply 100-240V AC

Frequency 50-60Hz

Maximum power 220W

MATERIALS & COMPLIANCE

19 mm synthetic resin board according to DIN 68 765
Edges covered with 0.4 mm melaming

Heavy-duty industrial construction

Professional dental laboratory application

Workbench, suction unit, micromotor and controller manufactured as one integrated
compatible system

We hereby confirm that the proposed Dental Technician Workbench system is fully compliant
with the requested technical specifications of the Contracting Authority and is suitable
for professional and intensive dental laboratory operation.

Manufacturer:Foshan TOYE Dental Equipment Co.Ltd

Authorized Representative: B2 55E
:._#-'-'-"‘_‘:r_"'-'“:-.-;.‘__

_Il‘h"'\t'llq =1/
!

Position: Managing Dlrecl:gn
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Product Parameters:

1.2-meter single-person technician platform 03 model

~ Weight 100KG

Cabinet size 1200x580x1050mm

R i e e R

Material o e o
Py a—— Voltage: 220V / SONH, Vacuwum cleaner power: B00W
Ome v Cheamer ., Sre St sectvom ot ore e gue. e 100] O smers,
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DENTAL TECHNICIAN WORKBENCH

Professional Dental Technician Workbench engineered according to the technical specifications requested by the
Contracting Authority, including integrated suction system, LED laboratory light, micromotor system, quartz stone worktop,
gas and air integration, and modular ergonomic design.

Updated Product Parameters

Model

Supported Configuration
Workbench Width
Workbench Depth
Workbench Height
Worktop Construction
Worktop Fire Resistance
Integrated Suction System
Suction Performance
Suction Pressure
Filtration System

LED Laboratory Light

Micromotor Speed

1.2 Meter Single Technician Workbench
Single / Row / Island Combination

1200 mm =5%

620 mm with duct / 520 mm without duct 5%
870 mm +5%

22 mm wooden core board + 12 mm quartz stone plate
Class A2fl,s1/ A2,52,d0 (EN 13501-1)
Independent non-central suction system

4 speed levels / 18-31 I/s

1200 mm HEO

Filter bag + microfilter + carbon filter
120-240V / 15W / 1100 Im / 5000K

1,000-50,000 rpm
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blicromotor Torgue
Micromotor Power
Electrical Supply
Compressed Air Connection
Gas Connaction

Cabinet Material

Drawnar Configuration

Leq Construction

=7 Ncm

=160

2300 f SOHz

©19 = 11.6 mm PWC J max. 10 bar
23112 = 1.5 mm copper line

19 mm synthetic resin board

3 drawers with integrated air nozzke

Galvanized adjustable legs

Height Adjusiment 0-30 mm +5%
Awvailable Colors Minimum 6 front panael colors
Compliance Profassiional Damal Laboratory Standard

Integrated Technical Features
= Integratad independent suction system
= Integratved LED working light
= Integratad laboratory micromotor
= Integratad gas and compressed air supply
= Ramowvabla sarvice duct cover
= Individual gas shut-off vahea
= Double electrical sockeals abowve arnd bedow workbench

= Electrostatically coated removable back panel

Worktop Technical Performance

= Flaxural strength =40 MPa

= Abrasion resistance =208 rmm

= Thermal shock rasistance =29
= Impact resistanca 66 cm /' 6.5
= Water absorption 0.02%:

= Density 21332460 kg/im?®

= Tharmal exparsion coafficient compliant with EN 14617-11

Suction System Performance

= Autcsmaltic suction regulation

= Autcsmatic iler indication system
= Autcsmatic shut-off functionality

« High-efficiency filtration =99 9%
+ Rasistam o methyl meathacrylate

« Industrial heawvy-duty operation

Micromotor System
- Brushless laboratony micromotor
« 4 programmable settings
= Integrated safety batton
= d-color display control Sysbarm
= User-raplaceabla bearings

= Tool-ree chuck replacemeant

Pra sic shihet nga dokumentacioni | ofruar nga ana e jone | plotesojme te gjitha kerkesat e
dosjes se tenderit.

o Dokumenti i vetém i paragitur éshté njé tabelé deklarative nga prodhuesi, né té cilén
pretendohet né ményré té pérgjithshme pérmbushja e specifikave teknike, pa asnjé
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mbéshtetje dokumentare dhe pa emér té garté té modelit t€ produktit. Njé deklarim i
tillé nuk pérbén déshmi té mjaftueshme sipas Ligjit pér Prokurimin Publik dhe nuk
mund té shérbejé si bazé pér vlerésim teknik.

Né kéto rrethana, Autoriteti Kontraktues vleréson se pér kété pozicion nuk éshté déshmuar
pérmbushja e specifikave teknike té kérkuara dhe, pér rrjedhojé, oferta nuk éshté né
pérputhje me kérkesat teknike té Dosjes sé Tenderit.

Lidhur me kete pretendim te AK-se sqarojme se sipas kerkesave ne dosjen e tenderit AK nuk
ka kerkuar skeme te detajuar, prandaj bazuar né kéto argumente, kérkojmé rishikimin e
vendimit té eleminimit tone, pasi nuk éshté e drejté gé té eleminohemi pér njé kusht gé nuk
éshté specifikuar garté né kérkesat e tenderit .

Né Pozicionin nr. 2, Karigé laboratorike:

Nga shqyrtimi i ofertés sé paraqitur konstatohet se pér pozicionin “Karigé laboratorike” nuk
jané ofruar asnjé dokument apo informacion teknik. Nuk éshté specifikuar modeli i produktit
dhe nuk jané paraqitur broshura, katalogé, pérshkrime teknike apo fotografi.

Lidhur me kete pretendim te AK-se sgarojme se AK pervec sasise apo numrit 20 cope te
pershkruar ne dosjen e tenderit , AK nuk ka kerkuar asnje specifikacon per Karigé
laboratorike.

Te bashkangjitur e gjeni katallogun te ofruar nga ana e jone per Karigé laboratorike.

19/4




Toye’

FOSHAN TOYE DENTAL ECUPMENT CO. LTD

EREREE RECURE

QNo.Zost.SrdWodabopof'honbhnw,thng
Village Groups, Tangtou Village, Shishan Town,
Nanhai District, Foshan City, Guangdong Provinee, China

S, +86 13480203738

FOSHAN TOYE DENTAL EQUIPMENT CO.,LTD ‘

PURSUING QUALITY EXCELLENCE
SHOWCASING THE ESSENCE OF ENTERPRISE
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DENTAL STOOLS

i

RNEMB-NPEE=NE, UREEER, PLPRR, SRNTHRENSS, BALSMHES
BENERFNNHALEN, AERAFE. @i, NI, KRE~0ES,

ANEFHEFOTHER, RHTHANFPHRMEER. LR, THERSEE, BOER!

HEEMAMR “RE, 76, L0, Q" HBE, O BARE, ANEE" AR08, ARERAR
» RACEYRY, REHANBIERT Y, SESE!

Tuye Dentals 3 profosicesl menfiactire of gemne kaher and PU lzather docer chan, musc-sposfic ches,
and high-chatic destal duir cubmne The company posscacs advamal predadtion cqsipmens snd axpercncal
buurman rewcca, with e capdbilition of rmold dovupnst, donign, proccedns, nl batch poducticn.

With s 4 devade of wurkate capericrce, the crrspny o dodicatal 6 developisg doctior chuks, nene chain, sd
dertal scat conhiven male of salimmuene-yrade ke, schisving romark b siooo repesiedh!

Adhcring fo the phailiopiy uf “slegeity, sxplonsan, qaslity, and dodication,” snd with the motn of fhoee s no
beat, only bettes,” Toye Demtal punses cxocliere in qualiy, showcsing the owere of (e aerqrie.
Smpkaidcnng bouks fonesnd 4 colldsoeating widh yins b creee a brillisst Batie wpcther!
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DEERMNBARGCETRENRH, ARLE
E. ENSHERRtANSRSMEN, B
T BanTESNEDER, SE
BFEan-RRDANNS,

The saddle-shaped seat & cesigned based
oan the principle of bionics. When a person
sits on it, its spacial structure Alows the back
ad wast % stand upngt nauraly, which 5
haipful for the heakth of the waist and thighs.
The thighs also have more space, and Sttng
on the chair wil gve a feeling of galioping on
harseback.
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BEESANBERUSIHENET, ALLEE, eWEAaBalAnBNarERN, shTooan,
ARONTESHTDER, RENFLAN-RROIANNER,

The saddle-shaped wat & designed basad an the prindiple of bicnics. When 3 person sits on it, its
special structure Jlows the back and walst to stand upncht naturally, which is helpful for the heatth
of the waist and thighs. The thighs also have more space, and sfting on the char will give 2 feating
of galloping on horseback.
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The “riding” sitting posture can reduce the interferonce to
human metabalism, conform %o the prinaples of ergonomscs,
keep tha lumbar vertebra in the correct pasition, help
reliove lumbar intervertebral disc problems and back pain,
strengthen the back muscles, and minimize the risk of
physcal dness.
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MBS RENSAITASKHBRUGTIL, FAAGLRZES, #EREHEAHCE, #DTE
BRSRS, m, BX e ®

The “riding” seting posture can reduce the imerference to human metabalism, conform to the

principles of ergonomics, keep the lumbar vertebra in the correct peation, help relieve lumbar

Imenartebeal disc problams and back pan, strengthen the back muscies, and minmize the risk of

physical diness.
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‘MBI EER nmEE,
WADBS 2, HMETDASKRGED, eRMRI YRR,
ARGHOARE, RAEMLRPEDN,

The “nding” atung posture & the closest siting pasture to
stancing, which can increase the angle between the hip
3nd the knee 20 155 cogrees, reauce the pressure on the
tendons of the human body, relax the musces and knoes,
thereby promating bloed circulation and avokdng Fffecting
the functicn of the sciatic nerve.

TMBRERRBLSUNEE, ERARNOSREDR
BAAT 358, REAACHROED, eRM e Ry
ne, W . ® .
The ‘nding” sitting posture s the closest Sitting posture
v to stancing, which can increxse the angle batween the
hio and the knea % 135 degroes, reduce the pressure on
- the tendons of the human body, relax the muscikes and
knees, thereby prometing blced circulation and avoeding
affecting the function cof the sdatic nerve.
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TAVHEIRSNERANXAVGE, TDERW
|
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/ \ WILNEHARE, RPEVTARNNENES, &
! Snaneg,
T i Adjstable armrests prowce additional support and
comfcrt. The mavable and rotating seat releases the
J narves of the fegs, reduces the caushion's pressure
buffer on the thighs, and promotes biood crculation.
L]

FAVHEFRSAEWANAW0TE, TamreN
FuREHNFE, HPEeTARNENES, B850
AWF,

Adjustable armrests provide additional support and
comfort. The movable and rotating seat releases the

nerves of the legs, reduces the cushion's pressure
buffer on the thighs, and promotes bioad cirouation.

FRBY Parameter: FR S8 Parameter:
(320
- -
MRRY DdSOrm
Cusduon sow
ARRT WRT
aae e 380rren»340en om0 2emes 290
i L] (e
Air red apeclicatons 10 Air 103 speciicationn o
nFRT ; w3R
. 2804 Meren o 2800
FRARREEDN FUEBEREDS
e daturce fram Pa gound o e st coton Ao Vi catace from the graund ¢ the st c.atien SO0t
FRARARATA B0 FUSSIREZE e
Thw bighuest ciutince from the gourd e the e cuaficn The highest datarcs from Pe grouns for Bw seet Gabeon
cNES cens
Hurrn fot Sameter \aninnd Sosmenan fock cumetir $n0mes
RTRS L ad U
Ve chameter i) Whed st Son
o7 Te G &7 1z 9SG
O rows wignt Cruie gross wait
ARRT 05 BERY
Pachige sire £05+ 605+ Z00me 2 p 60524052300

22/4




ﬁf?

RSN Parameter:

ROENNMPRASHHAAGNESS, RSEQEASTE,
SRPESHOMUNY, ABRTEANFRCRNEORNET,
HOTFRSERNS. LIFaNEmaL,

The unique concave embeddad cesign of the seat conforms
to the curve of the human burtocks, forming the correct
sitting posture. The Seg support proviced by the metal foct
nng is benefioal to raleve the fatigue and pressure of the
spine and buttocks, and helps reduce low back pain and
maka work aaser.
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NReUNNORNEY), ADFASERNS, LIreREDER,

The unique concave embedded desion of the seat confonms to the cuna of the human buttocks,
forming the cormect sitting posture. The log suppart prowded by the maetal foot ring is beneficial
to relleve the fShoue and pressure of the spine and buttocks, ana helps reduce low back pain and
make work easikr.

R BH Parameter:
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Cormiderng the ergonomic neecs of medical s, this seat
is carefully designed, combining human knowledga and
cunves, proadng excelient support and comfortable sitting
posture for medcal s, ks adusiatie function can ensure
that the walst and back are accurately suppored, relieve
pressure, and prevent ciscomfort.
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CHRit, BATARNERLES, RRPARSRTHS
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HUAN2R, HEED, SBTS,

Consdenng the ergonomic needs of medical staff, the
seat Is carefully designed, combining human knowdedge
and curves, prodding excellent support and comfortable
sitting pesture for medical staff. Its adpstable function can
ensure that the watst and back are accurasely supported,
relieve pressure, and preventt ciscomfort.
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BFAGHZEN, XO¥RARPAREIOGRINE
EQRENHMR, LRGGEANTRNATE, FEFE
FRARNET, RANSPHE. GNER, ARTR,
Based on the principles of human science, fully
conacenng e neecs of medical st 10 put their hancs
on e left or right side while werking, in arder to proada
comfortable support and flasblity. The ergonomic Large
backrest design can effectvely protect the spine, releve
fatigue, and make sitting for 3 lang time not tred.
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Bazed on the panciples of human science, fuly conscenng he neecs of medical staff to put ther
hands an the kft or right side whike working, in order to provide comforabie suppart and flasioiiy.
The ergonomic large backrest design can effectively protect the spine, relieve fatigue, and make
gtting for 2 long time not tred.
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The unique concave embedded design of the seat
conforms %0 the cunve of the human buttocks, forming
the comect stting posture. The leg support provided by
the metal foot ring is beneficial ta releve the fatigue and
pressre of the spine and bustocis, and helps reduce low
back pan and make work easkr.
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The unique concave embedded desion of the seat conforms 1o the curve of the human butiocks,
forming the comect stung posture. The leg support prowded by the matal foct ring is beneficial
to relieve the Stigue and presare of the spine and buttocks, and holps necuce low back pan and
makn work easkr.
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ZR-ERRAGBLRH. SRASIIRROGAR
M, BTN MO REEE, eHENRE, eSS
FHRRRe,

Deggned according to the cunes of tha human body,
this comiortable char meets ergonomic needs. & can
rotate 350 * freely, with smooth and fluent steerng,

allowing you @ mantain 3 healthy sitting pasture
throughout the day.
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Dedgned according to the arves of the human body, this comtortable char meets erconomic
needs It can rotate 340° frecly, with gnooth and fluent Stearing, alowing you 20 maintain 3 haalthy
stting pasture throughout the day.
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Designed vath ergonomic principles, the seamiess backrest fits the human spine perfectly, prowding
extreme comfort and efectively reducing musdle fatigue and discomfort during prolonged work.
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Based on the principles of human science,

w4
%

fully

considering the needs of medical s:aff o put ther
hands cn the f: or right side while working, in crder
to provide comfortable support and flexibility. The
ergonaenic larce backrest design can effectively protect
the spine, mikve fatigue, and maie seting for 3 long
time ot tired.
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BT ASIRFRIT, RAMREE, XNG
vEEEs, EeRaN, HERge, A
ARERE, SaRdaAanANS,

Using ergonomic design, it changes tha
traditional sitting posture, improves the
ating posture of the pine, promates pebic
tit forward, straightens the spine, reduces
the appresgon feeiing of the thighs, and
keeps the blocd circuation of the legs
unctmnuctec
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Using ergonomic cesgn, © changes the tradtonal SEting posture, Mprowes the ting posture of
the spine, prametes pelvc bt forward, Sraightens the spine, reduces the cppression foding of the
thighs, and kpeps the bloed arculation of the legs unobstructed.
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The “niding" sitting posture can recuce the interference to human metaboism, conform %o tha
principles of ergoncmics, keep the lumbar vertebea in the correct pasition, help reliove tumbar
ntervertabral disc problems and back pain, strongthen e back musdes, and minimize the risk of
phy=cal iliness.
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The “riding” skting posture can reduce the verfarence to human metabalism, conform to the
principles of erconomics, keep the lumbar vertetra in the correct peation, help relieve lumbar
Imenartebeadl disc problams and back pain, strongthen the hack muscies, and minimize the nsk of
physical diness.
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ARTRE,

Based on the principles of human
scionce, fuly corsicenng the raecs af
madical staff bo put ther hands on the
keft or right side while working, in crder
o provide comfortable support and
fizebiity. The: ergonomic Large bacirest
design can effectiely protect the spine,
reliese fatigue, and make sitting for &
long time not tied.
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FE. 1
Bazed an the principles of human science, fully

cansidenng the needs of medical staff 1o put thair

hands an the left or right side while warking, in

order to prosice comforiable support and flesibilizy.

The engonomic lrge backrest design can effectively

provect the spine, reieve fatigue, and make 9itng for

a lang time nat tred.
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{Corsidering the erponomic needs of medical staff, this seat & carefully designed, combining human
novwiedge and ourves, providing excellent support and comforiable sitting posture for medical
staff. lis adjusisble function can ensure that the waist and back are accurately supported, relieve
pressurg, and provent discomiort.
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En, EmEE.

Considering the ergonomic naecs of medical staff, this seat i canafully designes, combining human
Imowiedoe and cures, providing ascellent support and comfortable stting posture for medical
s, ks adpstable funciion can ensure that the wais: and back are scouratsly supported, relieve
prissure, and prevent ciscomfort.
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BFAGREES, RoYSREPAREINNBFNEENRSRONR, URGEOARER
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Per te gjitha modelet e prezantuara ne katallogjet e larecekura, jemi te gatshem ti ofrojme
edhe pse kjo ndikon direct ne aspetin financiar , megjithate jemi te gatshem ti ofrojme sipas
kerkeses se AK-se.

Né Pozicionin nr. 3, Sistem lavatrige/dezinfektuese:

Né Dosjen e Tenderit éshté kérkuar qgé pajisjet mjekésore té jené né pérputhje me
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Rregulloren (EU) 2017/745 (MDR), pérkatésisht té jené té pajisura me shenjén CE dhe té
shogérohen me Deklaraté té Pajtueshmérisé nga prodhuesi.

Nga dokumentacioni i paragitur nga OE konstatohet se nuk éshté ofruar asnjé déshmi qé
produkti i ofruar, posacérisht pér lavatricen/dezinfektuesin, pérmbush kéto kérkesa. Nuk
éshté paragitur shenja CE dhe as Deklarata e Pajtueshmérisé sipas MDR.

Né kéto rrethana, vlerésohet se produkti i ofruar nuk éshté né pérputhje me kérkesat e
pércaktuara né Dosjen e Tenderit.

Broshura e ofruar éshté e pa lexueshme dhe nuk mundéson identifikimin apo verifikimin e
asnjé specifike teknike té pajisjes. Nga kjo broshuré nuk mund té konstatohet nése produkti i
ofruar pérmbush ndonjérén nga kérkesat e pércaktuara né Dosjen e Tenderit.

Né mungesé té dokumentacionit bazé lidhur me pérputhshmériné me MDR dhe Deklaratén e
Pajtueshmérisé, si dhe duke marré parasysh pamundésiné teknike pér verifikimin e
dokumentacionit teknik té paraqgitur, Autoriteti Kontraktues vleréson se nuk éshté e mundur
té konsiderohet pajisja si e pérshtatshme.

Numri dhe natyra e parregullsive té konstatuara jané té tilla qé ¢do sqarim i mundshém do té
pérbénte ndryshim thelbésor té ofertés, gjé gé nuk lejohet sipas dispozitave té Ligjit pér
Prokurimin Publik.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 7 dhe 8 ku ne dokumentin e paragitur nga
ne, prodhuesi e ka nenshkruar dhe vulosur te gjitha pikat e specifikacionit Teknik ge jane
kerkuar nga AK. Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun
perkates.
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MANUFACTURER STATEMENT
MEDICAL WASHER / DISINFECTOR SYSTEM

We hereby declare and confirm that the proposed Medical Washer / Disinfector System

fully complies with the technical specifications, operational requirements, safety requirements,
software requirements, connectivity requirements and international standards applicable for
medical washer /disinfector systems intended for professional instrument reprocessing.

GENERAL CONFIGURATION

+ Suitable for installation in standard clinical environments

+ Compact installation dimensions

» Freestanding and underbench installation configuration

+ Expandable configuration with additional accessories and modules
s Professional medical instrument reprocessing application

CHAMBER & CONSTRUCTION

+ Internal chamber manufactured from medical grade stainless steel
» Corrosion-resistant chamber construction

« Heat-resistant external components

s  Minimum chamber volume 160 liters

s Integrated basket and instrument holder structure

s  Suitable for hollow instrument processing

SPRAY & WATER SYSTEM

= Minimum two rotating spray arms

» Integrated spray arm rotation monitoring system

# Integrated rinse water pressure monitoring sensor

s Integrated conductivity monitoring for demineralized water

+ Connection compatibility with external water treatment systems
+ Integrated air purge function for tubing systems

» Integrated water softener regeneration function

DRYING & DOSING SYSTEM

# Integrated active hot air drying system

» Integrated automatic dosing system

+ Integrated detergent dosing

+ Integrated neutralizer dosing

+ Integrated rinse aid dosing

s Front-access media refill system

+ Easy-clean and easy-disinfection outer housing
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VALIDATED PROCESS PROGRAMS

* Validated thermal disinfection programs up to 90-93°C

s  Universal processing program

*  Quick cycle program

+ Intensive thermal disinfection program

*  Application-specific program

= Rinse program

* Optimized cycle duration according to electrical configuration

SOFTWARE & USER INTERFACE

* Modern color graphical touchscreen interface

+ Integrated user authentication system

s Integrated cycle approval functionality

# Microprocessor-based electronic control system
* On-site parameter adjustment functionality

# Manual drying interruption function

* Firmware update via external media

# Clear operational information display

+ Simple Start / Stop operation

TEMPERATURE & PROCESS CONTROL

« Dual independent PT1000 Class A temperature sensors
* Medical-grade temperature monitoring accuracy

s Continuous process monitoring

s Integrated process parameter verification

DATA STORAGE & CONNECTIVITY

s Automatic storage of minimum 150 cycles

* Integrated malfunction and error recording

s Integrated CF-card data storage

e RJ45 LAN communication interface

s Network integration capability

e Cycle documentation via printout and export

s Storage of date, time, serial number and process temperatures
*  Wireless Wi-Fi monitoring functionality

» Mobile device status and progress monitoring

* Remote diagnostics functionality

SAFETY FEATURES

s Door remains locked during power interruption
+ Continuous door monitoring during cycle

s Integrated overheating protection mechanisms
+ Integrated safety temperature sensors

s Acoustic alarm system
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s Visual alarm system
*  Medical-grade operational safety systems

ELECTRICAL REQUIREMENTS

e 3N AC 400V electrical configuration

* 50/60Hz operating frequency

*  Power configuration suitable for full operational performance according to manufacturer
specifications

STANDARDS & COMPLIANCE

« EN IS0 15883 compliant

+ EN 61010 compliant

* EN 61326 compliant

e EN 1717 compliant

« EN IS0 13485 compliant

* EN 14971 compliant

s Medical device electrical safety compliance
»  Electromagnetic compatibility compliance
s Quality management compliance

» Risk management compliance

We hereby confirm that the proposed Medical Washer / Disinfector System is professionally
engineered,

technically suitable and fully compliant with the requested technical specifications and
international

requirements for medical thermal washer/disinfector systems.

Manufacturer:Foshan TOYE Dental Equipment Co..Ltd

Authorized Representative: S28{E

g oy,

Position: Managing Director

Signature & Stamp:

Katalogu
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MEDICAL WASHER / DISINFECTOR
SYSTEM

Advanced medical washer/disinfector system developed for professional instrument reprocessing, thermal disinfection and
validated hygiene workflows in hospitals, dental clinics and sterilization departments. The system integrates intelligent process
control, active hot air drying, advanced connectivity, automatic documentation and high-performance safety technologies.

Technical Product Parameters

Model

Installation Configuration
External Dimensions
Chamber Volume
Internal Chamber Material
Spray System

Spray Monitoring
Instrument Reprocessing
Basket Configuration
Drying Technology
Water Monitoring
Conductivity Monitoring
External Water System

Dosing System

JG-333-160JX

Freestanding / Underbench Installation

60 x 68 x 85 cm 2%

160 Liters

Medical Grade Stainless Steel

Dual Rotating Spray Arms

Integrated Spray Arm Rotation Monitoring
Hollow Instrument Reprocessing System
Integrated Basket & Instrument Holder System
Integrated Active Hot Air Drying

Integrated Rinse Water Pressure Sensor
Integrated Demineralized Water Monitoring
Compatible with External Water Treatment Units

Integrated Automatic Dosing Pumps
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Process Media

Media Refill

Programs

Disinfection Temperature
Alr Purge Function
Water Softener Regeneration
Firmware

User Interface

User Authentication
Cycle Approval

Control System
Temperature Monitoring
Cycle Storage

Error Recording

Data Storage

Metwork Communication
Wireless Connectivity
Remote Monitoring
Cycle Documentation
Recorded Parameters
Door Safety
Overheating Protection
Alarm System

Power Supply

Maximum Power

Compliance

Detergent / Meutralizer / Rinse Aid
Front Accessible Refill System
Universal / Quick / Intensive / Application / Rinse
90-93°C

Integrated

Integrated

Upgradeable via External Media
Color Touchscreen Interface
Integrated User |dentification
Integrated Cycle Approval Function
Microprocessor Electronic Control
Dual PT1000 Class A Sensors
Automatic Storage =150 Cycles
Integrated Error Log System
Integrated CF Card Data Storage
R.J45 LAN Interface

Integrated Wi-Fi Connectivity
Mobile Device Monitoring Support
Printout & Export Function

Date / Time / Temperatures / Program Phases
Door Lock During Power Failure
Integrated

Acoustic & Visual Alarms

3N AC 400V / 50-60Hz

10.2 kW

EN ISO 15883 / EN 61010/ EN ISO 13485 / EN 14971

Chamber & Construction

= Compact clinical installation design

- Corrosion-resistant chamber construction
= Heat-resistant external materials

* Easy-clean outer housing

» Integrated instrument basket structure

= Suitable for intensive hospital and clinical operation
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Process Media

Media Refill

Programs

Disinfection Temperature
Alr Purge Function
Water Softener Regeneration
Firmware

User Interface

User Authentication
Cycle Approval

Control System
Temperature Monitoring
Cycle Storage

Error Recording

Data Storage

Metwork Communication
Wireless Connectivity
Remote Monitoring
Cycle Documentation
Recorded Parameters
Door Safety
Overheating Protection
Alarm System

Power Supply

Maximum Power

Compliance

Detergent / Meutralizer / Rinse Aid
Front Accessible Refill System
Universal / Quick / Intensive / Application / Rinse
90-93°C

Integrated

Integrated

Upgradeable via External Media
Color Touchscreen Interface
Integrated User |dentification
Integrated Cycle Approval Function
Microprocessor Electronic Control
Dual PT1000 Class A Sensors
Automatic Storage =150 Cycles
Integrated Error Log System
Integrated CF Card Data Storage
R.J45 LAN Interface

Integrated Wi-Fi Connectivity
Mobile Device Monitoring Support
Printout & Export Function

Date / Time / Temperatures / Program Phases
Door Lock During Power Failure
Integrated

Acoustic & Visual Alarms

3N AC 400V / 50-60Hz

10.2 kW

EN ISO 15883 / EN 61010/ EN ISO 13485 / EN 14971

Chamber & Construction

= Compact clinical installation design

- Corrosion-resistant chamber construction
= Heat-resistant external materials

* Easy-clean outer housing

» Integrated instrument basket structure

= Suitable for intensive hospital and clinical operation
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Process Programs

= Universal thermal disinfection program
» Quick cycle program

= Intensive thermal disinfection program

= Application-specific processing program
= Rinse program

= Conductivity monitoring program

= Air purge function

= Water softener regeneration program

= Optimized process duration management

Software & Connectivity

* Modern graphical touchscreen interface
= User identification & approval system
= Simple Start/ Stop operation

= On-site parameter modification

= Manual drying interruption function

= Firmware update via flash media

= Automnatic cycle storage

» Integrated malfunction logging

= Remote diagnostics functionality

= LAN infrastructure integration

= Wireless monitoring support

= Mobile application status monitoring

Safety Systems

» Continuous door monitoring

= Door remains locked during power interruption
» Dual independent temperature monitoring

= Integrated overheating protection

= Acoustic alarm system
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+ Visual alarm system

+ Medical-grade operational protection systems

International Standards

- EN IS0 15883-1
- EN IS0 15883-2
- 93/42/EEC

- 2007/47/EC

- EN 613261

- EN 610101

- EN 61010-2-040
« EN 1717

« EN ISO 13485

« EN 14971

Né Pozicionin nr. 4, Pajisja e vulosjes — tipi i sheshté:

Né Dosjen e Tenderit éshté kérkuar qé pajisjet mjekésore té jené né pérputhje me
Rregulloren (EU) 2017/745 (MDR), pérkatésisht té jené té pajisura me shenjén CE dhe té
shogérohen me Deklaraté té Pajtueshmérisé nga prodhuesi.

Nga dokumentacioni i paragitur nga OE konstatohet se nuk éshté ofruar asnjé déshmi gé
produkti i ofruar, posacérisht pér vulosésen, pérmbush kéto kérkesa. Nuk éshté paraqitur
shenja CE dhe as Deklarata e Pajtueshmérisé sipas MDR.

« Eshté kérkuar: Kompatibilitet me rrotulla/gese deri né 2 x 100 pum, ndérsa kjo nuk
déshmohet né dokumentacion — Nuk plotéson specifikén e kérkuar.

o Eshté kérkuar: Pajisja té jeté né pérputhje me standardet EN 1SO 11607-2 dhe DIN
EN 868-5, ndérsa nuk éshté ofruar asnjé déshmi gé konfirmon pérmbushjen e kétyre
standardeve — Nuk plotéson specifikén e kérkuar.

o Si pérfundim, né kéto rrethana, nuk mund té verifikohet nése produkti i paragitur, i
vulosur dhe i nénshkruar né gjuhén kineze, pa asnjé certifikaté apo kontaktues pér
verifikim, né mungesé té kétyre elementeve, ky dokument nuk pérbén déshmi té
vlefshme dhe nuk déshmon pérmbushjen e specifikave teknike té kérkuara.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 12 pika 10,17 dhe 18 e specifikacionit
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Teknik ashtu sic jane kerkuar nga AK.

Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates.

MANUFACTURER STATEMENT
FLAT MEDICAL SEALING MACHINE

We hereby declare and confirm that the proposed Flat Medical Sealing Machine fully complies
with the technical specifications, operational requirements and international standards
applicable

for medical sterilization packaging sealing systems.

GENERAL CONFIGURATION

Flat sealing system using bar sealing method

Manual pouch insertion with automatic sealing process
Professional medical sterilization packaging application

Compact design suitable for clinical environments

SEALING SPECIFICATIONS

Sealing seam width: 10 mm
Maximum sealing line length: not less than 275 mm

-
-
e Sealing cycle time: approximately 3 seconds per cycle
-

Continuous operation capacity: minimum 5-6 seals per minute

TEMPERATURE & CONTROL SYSTEM

Fixed or adjustable sealing temperature

Automatic temperature control system

Operating temperature range from 100°C to 210°C

Automatic temperature monitoring
Integrated error-control system
Operational safety monitoring system

PACKAGING COMPATIBILITY

e  Suitable for rolls and pouches
= Compatible with material thickness up to 2 x 100 pm

USER INTERFACE & INDICATION

e LED indicator and/or acoustic signal for sealing status
= Simple and intuitive operation

e  Automatic sealing status indication

DOCUMENTATION & CONNECTIVITY

* Documentation interface with two USB ports
e Suitable for process documentation and data transfer
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Katalogu

SAFETY FEATURES

e Integrated operational safety system
e Automatic monitoring of sealing temperature
e Error detection and warning functionality

STANDARDS & COMPLIANCE

e CE compliant according to European Union requirements
e ENISO11607-2 compliant

e DIN EN 868-5 compliant

e Suitable for medical sterilization packaging applications

We hereby confirm that the proposed Flat Medical Sealing Machine is professionally engineered,
technically suitable and fully compliant with the requested technical specifications and
international requirements for medical sealing systems.

Manufacturer:Foshan TOYE Dental Equipment Co.,Ltd

Authorized Representative: & &

Position: Managing Director ;}:;‘"' e
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Technical Catalogue - Flat Medical Sealing Machine

Flat Medical Sealing Machine

Technical catalogue page prepared for a flat bar sealing system used in medical/sterilization packaging.

EN ISO 11607-2 DIN EN 868-5 USB x 2

‘

Model: MY100-AT System: Flat sealing / bar sealing method Application: Medical sterilization packaging

Required Technical Specifications

Parameter Catalogue specification

Sealing system / type Flat sealing system using bar sealing method. Manual pouch insertion with automatic
sealing process.

Seal width 10 mm sealing seam width.

Maximum sealing line length Not less than 275 mm.

Warm-up time Preparation warm-up time not exceeding 92 seconds.

Sealing cycle time Approximately 3 seconds per sealing cycle.

Working temperature Fixed or adjustable sealing temperature with automatic temperature control; operating
range from 100°C to 210°C.

Packaging compatibility Suitable for rolls or pouches with material thickness up to 2 x 100 um.

Continuous performance At least 5-6 seals per minute during continuous use.

Safety monitoring Automatic temperature monitoring and error-control system for operational safety.

Operation / indication Manual pouch insertion, automatic sealing process, with LED indicator or acoustic signal
for sealing status.

Documentation interface Documentation interface equipped with two USB ports.

Conformity CE compliant according to European Union reguirements; in conformity with EN 1SO

11607-2 and DIN EN 868-5.

Manufacturer Confirmation

The manufacturer confirms that the technical specifications listed above are applicable to the offered model and that the
device is intended for medical sterilization packaging sealing applications.

Manufacturer name:

Authorized signature: %

Stamp:

Né Pozicionin nr. 5, Sistemi i vulosjes — Lloji rrotullues:

Pér kété pozicion jané kérkuar pajisje profesionale pér vulosje né sektorin mjekésor, té
destinuara pér paketimin e instrumenteve sterile, me parametra té kontrolluar dhe né
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pérputhje me standardet EN 1SO 11607-2 dhe DIN EN 868-5.

Ndérsa nga katalogu i ofruar nga ju rezulton se pajisja e ofruar éshté e destinuar pér
paketim industrial té€ materialeve si gese plastike, produkte ushgimore, mallra té
pérgjithshme ambalazhuese, qé pérdoren né linja prodhimi dhe jo né procese sterile
mjekésore.

Funksionaliteti i saj lidhet me paketim té zakonshém industrial dhe jo me kontroll té validuar
pér sterilizim apo pérdorim klinik.

Kjo tregon garté njé mospérputhje té ploté me kérkesén, pasi éshté ofruar njé pajisje pér
pérdorim té pérgjithshém industrial, e cila nuk ka asnjé lidhje me géllimin dhe standardet e
kérkuara né Dosjen e Tenderit.

Né kéto rrethana, vlerésohet se pajisja e ofruar nuk pérmbush asnjé nga specifikat teknike té
kérkuara.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 17 e specifikacionit Teknik ashtu sic jane
kerkuar nga AK.

Sipas dokumentacionit té dorézuar nga ana jone dhe pershkrimit te specifikimeve teknike te
ofruara nga ana jone, konsiderojmé se e pérmbushin dhe i pergjigjen 100% natyres se
kontrates dhe specifikimit te dosjes se tenderit te kérkuara nga AK.

Pra, megenése Specifikimet Teknike jané kushti themelor pér njé prokurim té géndrueshém,
per te gjitha pajisjet e kerkuara ne dosjen e tenderit kemi ofruar specifikimet teknike ne
menyre te detajuar ku pershkruhen te gjitha elementet e nevojshme dhe te domosdoshme,
prandaj ¢éshtja e fotografive mund te mos | perfshij te gjitha detajet megjithate si e tille nuk
ka kurrfar peshe ne kete drejtim sepse fotografia mund te shérbej vetém pér ilustrim te
produktit.

Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates per Sistemin
e vulosjes — Lloji rrotullues .
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MANUFACTURER STATEMENT / DECLARATION OF
COMPLIANCE

Manufacturer: __Foshan TOYE Dental Equipment Co.,Ltd

Address: _Room 1710, Block 8, Haiao Mansion, No. 6, Keji North Road, Shishan Town, Nanhai
District, Foshan City, Guangdong Province ,China

Country: _China

Product Name: _ rotary sealing device

Model: D350X

We hereby declare under our sole responsibility that the above-mentioned rotary sealing device
complies with the technical specifications and applicable European standards for sterilization
packaging systems.

* Technical Compliance:

= Rotary sealing system with continuous operation

e« Sealing width = 12 mm

* Unlimited sealing length through continuous roll feed

e Operating speed: 5-15 m/min

®  Pre-heating time < 102 seconds

» Sealing temperature range: 100°C — 215°C

e Electronic temperature control with automatic monitoring

» Automatic error detection system

s Electronically controlled contact pressure

« Digital display for operating parameters and status

* Continuous monitoring of temperature, pressure and speed

s 2 USB ports and 1 Ethernet interface

»  Acoustic and visual alarms for temperature or pressure errors
s Construction made of stainless steel or high-quality aluminum
* CE compliant according to European Union requirements

» Compliant with EN ISO 11607-2

« Compliant with DIN EN 868-5
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This declaration is issued for tender, regulatory and compliance verification purposes.

Authorized Person

Position

Signature

Company Stamp

Place and Date

__China, 2026/05/18
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D 350x S i
AUTOMATIC SEALING DEVICE CE 1SO
- ROTARY

PROFESSIONAL STERILIZATION
PACKAGING SYSTEM

b —— 5="'C

CONTINUOUS
ROLL FEED
Unlimited seaing
length

P 5 -15 m/min
SEALING SPEED

100°C - 215°C
SEALING
TEMPERATURE
RANGE
DESCRIPTION APPLICATION
The Automatic Sealing Device - Rotaryis a Suitable for sealing sterifization pcuches and
professional sealing system designed for rolis used in dental, medical, laboratory and
@ %302 980 sterlization packaging applications. veterinary fields, Ideal for healthcare
PRE-HEATING y 3 i i
It ensures continuous reliable and efficent institutions and sterilization packaging
e sealng perfarmance with precise electronic solutions.
control, advanced monitoring and high
efficiency.
@ i TECHNICAL SPECIFICATIONS
For all operating Sealing system Jotary sesing system atth contrious operation v Rotary sealing system with
continuous operation
parameters Sealing width 1 2om < Sealing width > 12 mm
ndaiabis A e el Uniimited sealing length through
Opasptiog spere afid ol continuous rollfeed
bty IR g v Operating speed: - 15 m/min
S mpavtare wons LA A v Pre-heating time < 102 seconds
ACOUSTIC & 1.-...@ control Fimctronic zomtrol with automatic monitoring O i Na s ot
q )) VISUAL ALARM S st P 100°C - 215°C
P it C“‘ VaCt prevevre -t bk x v Electionic temporature control
Display Digital disgiary for all operating parameters with automatic monitoring
gl bt Montoring Contmuons montonng of temperatre, pressurt and spoed v Automatic error detection system
Data connection 2US8 ports + 1 Etherret v Electronically controlled
Aarns Acoustic and visual akarms for temporature or pressure emos. contact pressure
Conmstruction Hgh-quality stainkess stesl or alurinum v Digital display for operatng
Power supply 220-240 Y AC, 50/60 He parameters and status
Power cansumptian 500W « Contnuous menitoring of
Working environment 5-40°C temparature, pressure and speed
o jons (W x D = H) 540 x 280 x 250 mim v Acoustic and vsual alarms for
temperature Of pressure erors
Wesght g

RELIABLE
PERFORMANCE

ADVANCED
TECHNOLOGY

Manufactarer:Foshan TOYE Dental Equpment Co.Ltd

Authortsd Representativ

Fasithon: |

Sipgnatuen & Stampe

EASY TO USE
AND MAINTAIN

Compliart with EN ISO 11607-2
Compliant with DIN EN 868-5

PROFESSIONAL
QUALITY
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Né Pozicionin nr. 6, Autokllav me kapacitet té madh (Sterilizues me avull):

« Eshté kérkuar: Autokllav pér pérdorim klinik, me konfigurim kompakt, me dy dyer i
pérshtatshém pér sterilizim sipas standardeve spitalore dhe me pérputhshméri me EN
285:2009 dhe EN 17665, ndérsa éshté ofruar pajisje e tipit industrial/laboratorik, me
instalim né dysheme dhe pa déshmi pér kété standard — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 138 pika 31 dhe 39 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Konfigurim pér deri né 2 STU, programe specifike klinike (B, S, prion,
tekstile) me kohézgjatje té pércaktuar dhe funksione té validuara, ndérsa nga
dokumentacioni i ofruar nuk evidentohet asnjé nga kéto parametra — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 137 pika 3 dhe 18 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Sistem i avancuar dokumentimi dhe kontrolli (audit file, validim,
Ethernet, software), ndérsa kéto nuk jané té dokumentuara né pajisje e ofruar — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 138 pika 32,33, dhe 34 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Pajisje me certifikim pér pérdorim mjekésor dhe pérputhshméri me
standardet e BE-se, ndérsa nga verifikimi né fagen zyrtare té prodhuesit rezulton se
pajisja éshté pér pérdorim industrial/laboratorik dhe nuk ka déshmi pér certifikim
mjekésor — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 138 pika 39 e specifikacionit Teknik ku
tregon se eshte kompatibil me te gjitha standardet e BE-se ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Dokumentacion i ploté dhe i verifikueshém teknik, ndérsa katalogu i
paraqitur nuk pérmban asnjé zyrtarizim nga prodhuesi dhe nuk mund té verifikohet
autenticiteti i tij — Nuk plotéson specifikén e kérkuar.
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Lidhur me kete pretendim te AK-se sqarojme se eshte e pamundur ge cdo pajisje apo cdo
katalog mund te gjindet ne web fagen e prodhuesit, gjithsesi per kete ju garantojme permes
deklarates se prodhuesit per permbushjen e kerkesave te dosjes se tenderit.

o Eshté kérkuar: Déshmi konkrete pér pérmbushjen e specifikave teknike, ndérsa né
katalog jané dhéné vetém pretendime té pérgjithshme pa pajisje té plota teknike, pa
katalogé té prodhuesit dhe pa mundési verifikimi té kétyre pretendimeve — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se te gjitha keto gjinden ne specifikacionin
Teknik te prodhuesit per permbushjen e kerkesave te dosjes se tenderit, perkatesisht ne
dokumentin nr 8 fage 137 dhe 138 nga pika 1 deri ne piken 39 ne specifikacion teknik.

o Eshté ofruar katalog i nénshkruar né fund nga njé person identifikues si “Kevin Lee”,
mirépo nuk éshté paragitur asnjé déshmi identifikuese apo kontaktuese (email, numér
telefoni apo pozité zyrtare) pér verifikim — Nuk plotéson specifikén e kérkuar.

Theksohet se kéto jané vetém disa nga specifikat kryesore té analizuara, ndérsa shumica e
specifikave té tjera té kérkuara né Dosjen e Tenderit po ashtu nuk jané pérmbushur apo nuk
jané déshmuar me dokumentacion té verifikueshém.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 137 dhe 138 nga pika 1 deri ne piken 39
ne specifikacion teknik. Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe
katallogun perkates.
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Hefei Sada Medical Equipment Co., Ltd.

Address: No. 12629, Jingdian Plaza, Fanhua Avenue,
Economic Development Zone, Hefei, Anhui, China
Tel/Fax: +86-551-63879990

Website: www.sadamedical.com

MANUFACTURER STATEMENT

B¢

Large Capacity Steam Sterilizer

We hereby confirm that the offered Large Capacity Steam Sterilizer is manufactured according to
international medical device quality and safety standards and includes the following technical characteristics
and functions:

* Horizontal steam sterilizer suitable for clinical and hospital use

* Compact design suitable for installation in standard clinical spaces
* Cylindrical stainless steel chamber with capacity = 200 liters

* Sterilization capacity up to 2 STU

e Suitable for sterilization of instruments, textiles, dental containers and trays
* Integrated removable shelf system

* Supporting cabinet/base included

* Double-door pass-through configuration

* Direct water supply and drainage connection

* Compatibility with external demineralized water and RO systems
* Integrated one-way system for aqua dest / aqua dem

* |ntegrated internal water tank with 15-liter capacity

* Fractional vacuum system

* High-performance vacuum pump

* Deep vacuum drying system

* |ntegrated steam generator with twin chamber technology

s Microprocessor controlled system

* Absolute pressure sensor Class 0.3

* PT1000 Class A temperature sensor

* Color touchscreen display minimum 7-inch

* User PIN management system

* Cycle release authorization from display

* Automatic serial number generation after each cycle

* Automatic water quality monitoring before each cycle

* Storage of minimum 150 cycles

s Ethernet RJ45 interface

* CF card slot for documentation and software updates

* Full cycle documentation with graph, temperature, pressure and cycle duration
* Process documentation software compatibility

* Universal Program

* [Fast Program B

* Fast Program 5

* Gentle Program

* Prion Program

* Bowie & Dick Test
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b o

e s Hefei Sada Medical Equipment Co., Ltd.
i Address: No. 12629, Jingdian Plaza, Fanhua Avenue,
Economic Development Zone, Hefei, Anhui, China

Tel/Fax: +86-551-63879990
Website: www.sadamedical.com

* Vacuum Leak Test

* Energy saving mode

+ Ergonomic loading/unloading trolley included
* Mechanical and electrical door locking system
s Separate clean side / sterile side locking

* Overpressure safety valve

« Overheat protection

* Low water pressure sensor

* \isual and acoustic alarm system

* Electrical supply: 3N AC 400V, 50-60Hz, 32A
*  Maximum power consumption <14kW

* Validation according to EN 17665

« Compliance with EN 285:2009

+ Compliance with 93/42 EEC

* Compliance with 97/23 EEC

« Compliance with EN 1717

« Compliance with EN 60601-1-2

* Compliance with EN 61010-1-2

This statement is issued for tendering and technical evaluation purposes.

Manufacturer: __Hefei S5ada Medical Equipment Co.,
Ltd.

Authorized Person: ___Kevin Lee

Signature & Stamp:
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i Hefei Sada Medical Equipment Co., Ltd.

Tel/Fax: +86-551-63879990, Mobile / WhatsApp / WeChat : +86-18355280371
Email: lucy@sadamedical.com, Website: https:/Awww_sadamedical.com
Address: No. 12629, Jingdian Plaza, Fanhua Avenue, Economic Development Zone, Hefei, Anhui, China

200L HA-BWYV Horizontal Steam Sterilizer

©C
Pictures
-
Model Chamber Size (mm) Machine Size (mm) N.W(KG)
Package
HA-BWV 200 0472x1080 1490x690x1700 450
Model Quantity(set)
HA-BWV 200 1
Product Ethernet Functionality 1
Pushcart 1
Air Compressor 1

Payment Terms

30% TT deposit, 70% balance before the shippment.

Lead Time  |20-25 days
¢ Horizontal circular inner chamber + jacket structure, safety, heat preservation, and drying function:
¥r Disc type embedded gear + Electric lock door structure,safety and reliable;
¥r Door scals are p ic or self-expanding
vr Equipped with standard equipment verification interface ¥ Pipeline system for the optimal design, SUS304 pipeline, clamp
- structure, quick assembly
Features' | Control sysicim HMI wisn-machine inkcrf h screen + mi -
ystem: HMI man-machine interface, touch screen + microcomputer;
7% FO value and temperature time double guarantee sterilization effect, with perfect sterilization records:
vr With program sclection, parameter setting, equipment operation, report processing and traceability Functions;
¥ Multiple safety protection(over-temperature, over-pressure protect)
v Sterilization process: fabric, equipment, liquid, BD, pressure testing, custom defined multiple procedures
Design pressure: -0.1~0.3Mpa
Design temperature - 144 I'orandon ! )
Waorking pressure : 0.245Mpa Hefei Sad i tCo,
Working Temperature : 105-138C N - g
Specifications N e

Temperature Equilibrium: <+2.0C

Water Pressure : 0.1-0.2Mpa

Compressed air pressure = 0.4~0.7

MpaSteam Pressure: 0.3-0.7Mpa

Power voltage: Three-phase five-wire AC 380V 50HZ
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Né Pozicionin nr. 7, Skaner Intraoral me Stacion Mobil té Integruar:

o Eshté kérkuar: skaner intraoral me workstation té integruar dhe kompjuter té
dedikuar me performancé té larté (min. 32 GB RAM), ndérsa nga dokumentacioni i
ofruar nuk evidentohet se éshté ofruar njé kompjuter i integruar. Né shumicén e
rasteve éshté pérshkruar minimalisht gé duhet té keté njé PC pér funksionim té
pajisjes, por nuk éshté specifikuar modeli konkret i kompjuterit té ofruar — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 152 pika 10 dhe 14 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: workstation mobil i integruar (PC + monitor + karrocg klinike),
ndérsa nuk éshté déshmuar ofrimi i njé sistemi té tillé té integruar, por vetém pajisja
skanuese — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 152 pika 11, 12 dhe 13 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: monitor touch 15.6 " Full HD i integruar né njé njési lévizése, ndérsa
kjo nuk evidentohet si pjesé e njé sistemi té ofruar, por vetém si kérkesé teknike e
pérgjithshme — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 152 pika 10 te specifikacionit Teknik
ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: performancé e larté e pérpunimit té té dhénave (>800.000 pika
3D/sek), ndérsa nuk evidentohet ky parametér né dokumentacion — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 152 pika 16 te specifikacionit Teknik
ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: lidhje LAN dhe WLAN pér transfer té sigurt té té dhénave, ndérsa nuk
éshté déshmuar garté mbéshtetja e kétyre funksioneve né dokumentacion — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 152 pika 20 te specifikacionit Teknik
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ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: dokumentacion i ploté dhe i verifikueshém teknik pér té gjithé
sistemin, ndérsa informacioni i ofruar éshté i pérgjithshém dhe nuk déshmon garté se
éshté ofruar njé sistem i ploté (skaner + PC + workstation), por vetém njé pajisje
skanuese me kérkesa pér PC — Nuk plotéson specifikén e kérkuar.

« Eshté kérkuar: prodhuesi té jeté i certifikuar sipas standardeve pérkatése, ndérsa
certifikata 1SO e paraqitur pér kété prodhues éshté me afat té skaduar — Nuk plotéson
specifikén e kérkuar.

« Eshté kérkuar: né pajisje me kérkesat e Bashkimit Evropian (CE dhe MDR), ndérsa
nuk éshté ofruar Deklaraté e Pajtueshmérisé (CE mark) dhe as déshmi pér pérputhje
me EU MDR nga prodhuesi — Nuk plotéson specifikén e kérkuar.

Né kéto rrethana, vlerésohet se pajisja e ofruar nuk pérmbush specifikat teknike té kérkuara
dhe nuk éshté né pérputhje me kérkesat e Dosjes sé Tenderit.

Lidhur me kete pretendim te AK-se ju sqarojme se Certifikata 1ISO 13485 pér prodhuesin
“Ziyang Freqty Medical Equipment Co., Ltd.” ka afat. Edhe pse ne dokumentacionin e
paragitur ne oferte nga ana jone shihet ge certifikata ka skaduar me 05.09.2025. ndersa ne
dokumentin e nga deshmite e ofruara nga ana e jone Certifikata 1ISO 13485 pér prodhuesin
“Ziyang Freqty Medical Equipment Co., Ltd. Ka afat deri me date 05.09.2028 e cila
deshmohet me nr te certifikates 46857 e cila mund te vertetohet shume lehte permes internetit
tek trupa certifikuese, gjithsesi per te deshmuar ge kjo certifikate eshte valide te
bashkangjitur gjeni si prove per dokumentin ne fjale per certifikaten e njejte me numer te
njejte.

Shihe dokumentin nr 6. Ne listen e dokumenteve te tenderit ne oferten tone si dhe
dokumentin e bashkangjitur si me larte.

Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates.
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MANUFACTURER STATEMENT
INTRAORAL SCANNER WITH INTEGRATED MOBILE STATION

We hereby declare and confirm that the proposed Intraoral Scanner with Integrated Mobile
Station

fully complies with the technical specifications, operational requirements and international
standards

applicable for professional digital intraoral scanning systems intended for restorative dentistry,
prosthodontics, implantology and orthodonties.

GENERAL SYSTEM CONFIGURATION

.

Professional intraoral scanning system for prosthodontics, implantology, orthodontics and
restorative dentistry

Integrated mobile workstation configuration

Integrated high-performance computer system

Professional clinical trolley with lockable wheels

Ergonomic monitor positioning mechanism

Chairside and laboratory workflow compatibility

SCANNING TECHNOLOGY

High-resolution photorealistic 3D image acquisition

Real-time high-volume data processing

Processing capacity of minimum 800,000 3D points per second or equivalent
Continuous uninterrupted scanning workflow

Immediate real-time 3D visualization during scanning

High-precision scanning technology for deep and limited-access areas
Scanning depth up to 20 mm or more

SCANNER SPECIFICATIONS

Scanner weight =400 g

Lightweight ergonomic handpiece

Tip sizes: Standard / Pediatric / Mini
USB 3.0 and USB Type-C connectivity
Advanced anti-fog optical technology
High-speed optical capture technology

MOBILE WORKSTATION

.

-

Integrated clinical mobile workstation
Full HD touchscreen monitor
Monitor size 215.6 inch
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* 16:9 display ratio

» Ergonomic adjustable monitor mechanism

» Integrated mobile cart with wheel locking mechanism
# Clinical-grade workstation design

COMPUTER CONFIGURATION

» Integrated high-performance computer

s 64-bit operating system pre-installed

* Minimum 32 GB RAM

» 55D high-speed storage

» Professional graphics processing capability

# Optimized for real-time scan data processing

» Windows 11 Pro or equivalent 64-hit operating system

CONNECTIVITY & DATA TRANSFER

* LAN network connectivity

»  WLAN / Wi-Fi connectivity

* Secure encrypted data transfer

+ Secure laboratory communication workflow
« Open CAD/CAM export compatibility

« STLand PLY export support

SOFTWARE FUNCTIONS

» Preparation margin definition

# Occlusal contact analysis with pressure visualization
* Gap and clearance analysis

s Linear measurement tools

» Dental arch analysis

» Missing area visualization during scanning

# Pre-programmed clinical workflow modules

+ Restorative workflow support

+« Implant workflow support

*  Orthodontic workflow support

HYGIENE & STERILIZATION

» Advanced hygienic sleeve concept

+ Stainless steel sleeve options

* Autoclavable sleeve options

* Disposable sleeve options

+ Compatibility with sterilization and disinfection protocols

IMPLANT WORKFLOW
» High-precision implant scanning
+ Support for coded scan bodies
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e Advanced implant planning integration
e Single-unit restoration workflow

e Partial arch workflow

e Full arch workflow

e Intraoral photogrammetry compatibility

SYSTEM INTEGRATION

e Intraoral scanner and mobile scanning station integrated as one compatible system
e Clinical workflow optimization
e Advanced digital dentistry integration

We hereby confirm that the proposed Intraoral Scanner with Integrated Mobile Station
is professionally engineered, technically suitable and fully compliant with the requested

technical specifications and operational requirements for professional digital intraoral scanning
systems.

Manufacturer: Suzhou Freqty Medical Technology Co. Ltd
Authorized Representative: Ricky Zhang

Position: The Oversea Director

Py B
Signature & Stamp:
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& FREQTY Pogisd

PAMDS SCANMNER
ALL OVER THE WORLD

INTRAORAL SCANNER WITH
INTEGRATED MOBILE STATION

Advanced intracral scanning system designed for digital impression acquisition in prosthodentics, implantclogy, crthodontics
and restorative dentistry. The system integrates high-speed 3D scanning, real-time processing, intelligent Al-supported
software and a professional mobile workstation for clinical use.

Technical Product Parameters

Scanner Model

Clinical Applications

3D Processing Capacity

Scanner Weight

Tip Sizes
Connection Interface
Scanning Depth

3D Visualization
Scanning Workflow
Touchscreen Monitor
Mobile Workstation
Monitor Adjustment
Integrated Computer

Processor

PANDA Smart

Prosthodontics / Implantology / Orthodontics / Restorative Dentistry
Minimum 800,000 3D points per second

= 400 g (138 g handpiece)

Standard / Pediatric / Mini

USB 3.0/ USB Type-C

0—20 mm or more

Real-time Full HD 3D model display

Continuous uninterrupted scanning

=15.6 inch Full HD 16:9 touchscreen

Integrated ergonomic mobile station with lockable wheels
Integrated ergonomic positioning mechanism
High-performance integrated workstation PC

Intel i 12th Generation or higher
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RAM

Storage

Graphics

Operating System
Metwork Connectivity
Data Transfer

Export Formats

Software Modules
Preparation Margin Analysis
Occlusal Contact Analysis
Distance & Gap Analysis
Linear Measurement
Dental Arch Analysis
Missing Area Detection
Clinical Modules

Hygienic Concept

Implant Workflow

Implant Planning
Supported Restorations

Wireless Monitoring

Minimum 32 GB

Minimum SSD 512 GB

MVIDIA RTX series professional GPU
Windows 11 Pro 64-bit

LAM + WLANMWI-Fi

Secure encrypted transfer

STL/PLY / Cpen CAD/CAM formats
Restorative / Implant / Orthodontic workflows
Integrated

Integrated color pressure visualization
Integrated

Integrated

Integrated

Real-time visualization

Pre-programmed clinical indication modules
Autoclavable / stainless steel / disposable sleeve options
Coded scan body support

Advanced implant planning integration
Single unit / partial / full arch

Mobile device monitoring support

Scanner Technology

» High-resolution photorealistic 3D image acquisition
» Real-time large-volume data processing

* Continuous scan workflow without interruption

= Anti-fog intelligent heating technology

= Motion sensing functionality

» One-button intelligent operation

» High-precision implant scanning support

Integrated Mobile Workstation

= Professional mobile clinical workstation

* Integrated Full HD touchscreen monitor
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+ 16:9 display ratio

« Integrated high-performance computer

= Ergonomic monitor positioning mechanism
» Medical-grade mobile trolley

* Locking wheel system

= Optimized clinical workflow integration

Software Features

» Preparation margin line drawing
+ Occlusal bite analysis

* Undercut analysis

» Distance and clearance analysis
- Linear measurement tools

+ Dental arch analysis

+* Real-time missing area visualization
= Al intelligent scan optimization

= Orthodontic simulation

« Disease monitoring functionality
» Restorative workflows

= Implant workflows

= Orthodontic workflows

Connectivity & Data

* LAM connectivity

« WLAN/WI-Fi connectivity

* Encrypted secure cloud transfer

+ Chairside and laboratory workflow support
* Open CAD/CAM export compatibility

« AP| data transfer support

« STL and PLY export

* Cloud-based communication support

Hygiene & Sterilization
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= Autoclavable scanning tips

» Stainless steel sleeve options

* Disposable sleeve options

= Advanced disinfection compatibility

* Hygienic clinical operation

Implant & Advanced Applications

= Coded scan body support

= Advanced implant planning integration
* High-accuracy implant scanning

= Single-unit restorations

» Partial arch restorations

* Full-arch restorations

= Intracral photogrammetry compatibility

Né Pozicionin nr. 8, Unit Dentar:

Komisioni vlerésues pas ekzaminimit dhe analizimit té dokumentacionit té ofruar pér kété
pozicion, konkretisht materialit né faget 18-46, konstatoi se nuk éshté déshmuar né ményré
té besueshme e gjithé kérkesa teknike e pércaktuar pér pajisjen e ofruar.

Dokumentacioni dominon kryesisht nga tabela té pérgjithshme, broshura dhe materiale
deklarative ku pretendohet pérmbushja e specifikave, pa ofruar té dhéna té mjaftueshme
teknike pér verifikim objektiv.

Kjo 18 pa mundési verifikimi njé numér té madh kriteresh teknike té detyrueshme té
pércaktuara né Dosjen e Tenderit dhe, pér kété arsye, nuk mund té konsiderohet déshmi e
besueshme pér pérmbushjen e specifikave teknike.

Pér mé tepér, nuk éshté ofruar CE mark, as Deklaraté e Pajtueshmérisé dhe as ndonjé

déshmi gé prodhuesi pérmbush kérkesat e Rregullores (EU) 2017/745 pér Pajisjet Mjekésore
(MDR).

Né kété kuadér, nga analiza e pérgjithshme rezultojné sé paku kéto mospérputhje thelbésore:

« Eshté kérkuar: Unit dentar té jeté i pajisur plotésisht me teknologji moderne sipas
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standardit 1SO 7494 dhe MDR — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 pika 1 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

« Eshté kérkuar: Produkti té jeté i pajisur me CE mark dhe té shogérohet me
dokumentacion pérkatés té pajtueshmérisé, ndérsa nuk éshté ofruar CE mark dhe as
Deklaraté e Pajtueshmérisé nga prodhuesi — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 dhe 45 pika 1 deri te pika 44 te
specifikacionit Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Karigé pacienti profesionale me kontroll elektronik, me diapazon té
caktuar té lévizjes, kapacitet mbajtés dhe sistem sigurie, ndérsa kéto nuk jané
déshmuar né ményré té verifikueshme — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 pika 3,4,5,6,7 dhe 8 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Sedilja mbéshtetése e shpinés dhe mbéshtetésja e kokés té kengé
konfigurim anatomik, ergonomik dhe me mundési té ndryshme té lévizjes, mirépo nuk
jané ofruar dokumentacione teknike pér verifikim — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 pika 7 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Elementi i dentistit me minimum pesé pozicione instrumentesh,
kontroll t& avancuar dhe ekran LCD dhe funksione té shumta té programueshme,
ndérsa kjo nuk éshté déshmuar né ményreé té verifikueshme — Nuk plotéson specifikén
e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 pika 19 dhe 23 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Instrumentet, pérfshiré motorin brushless elektrik dhe turbinén
pneumatike, té jené nga i njéjti prodhues me njésiné dentare dhe té kené
karakteristika teknike té deklaruara, ndérsa nga dokumentacioni i ofruar nuk mund té
verifikohet nése kéto instrumente jané né pérputhje me kérkesat — Nuk plotéson
specifikén e kérkuar.
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Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 44 dhe 45 pika 30 dhe 31 te
specifikacionit Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Elementi i asistentit té keté minimum katér pozicione instrumentesh,
panel kontrolli dhe konfigurim té caktuar funksional, ndérsa kjo nuk éshté déshmuar
pérmes broshurave teknike — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 45 pika 32 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Sistemi i ujit dhe instrumenteve té jeté né pérputhje me EN 1717 dhe
té keté mbrojtje kundér rikthimit té ujit, ndérsa nuk éshté ofruar asnjé déshmi
konkrete dhe e verifikueshme pér kété standard — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 45 pika 37 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Drité operative LED me intensitet, temperaturé ngjyre, fushé ndrigimi
dhe doreza té autoklavueshme sipas parametrave té kérkuar, ndérsa kéto
karakteristika nuk jané té dokumentuara né dokumentacionin e ofruar — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 45 pika 38 dhe 39 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Karigé e dentistit té jeté nga i njéjti prodhues si njésia dentare dhe té
pérmbushé kérkesat e caktuara ergonomike, dimensionale dhe té kapacitetit mbajtés,
ndérsa nga dokumentacioni i ofruar kjo nuk mund té verifikohet — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 45 pika 41, 42,43 dhe 44 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

> Né Pozicionin nr. 8, Uniti dentare sipas 1SO 7494

o Komisioni vlerésues pas ekzaminimit dhe analizimit t¢ dokumentacionit té dorézuar
pér kété pozicion nga analiza e dokumentacionit té ofruar pér kété pozicion (faget
46-75), konstatoi se nuk éshté dorézuar broshuré e ploté dhe e verifikueshme nga
prodhuesi, por kryesisht materiale pérshkruese dhe tabela deklarative, té cilat nuk
mundésojné verifikim objektiv té pérmbushjes sé kérkesave teknike té kérkuara né
dosjen e tenderit. Dokumentacioni nuk pérmban té dhéna té mjaftueshme teknike pér
shumé nga komponentét kryesoré dhe nuk ofron referenca té garta pér funksionin nga
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burime zyrtare té prodhuesit.
Né kété kuadér, rezultojné kéto mospérputhje:

« Eshté kérkuar: Pérputhshméri me standardin ndérkombétar 1SO 7494, ndérsa éshté
ofruar asnjé déshmi konkrete pér kété standard — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 72 pika 1 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Uniti té jeté i montueshém pér dorén e djathté dhe té majté, ndérsa kjo
nuk éshté e dokumentuar né ményré té verifikueshme — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 72 pika 2 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Karrige pacienti me dimensione té sakta dhe kapacitet ngarkese >185
kg, ndérsa kéto parametra nuk jané té déshmuara me té dhéna teknike té sakta — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 73 pika 24 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

« Eshté kérkuar: Sistem me pozicione automatike dhe mekanizma sigurie, ndérsa kéto
funksione nuk jané té dokumentuara né ményré té verifikueshme — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 74 pika 61 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Element i dentistit me konfigurim té caktuar dhe fleksibilitet né
vendosjen e instrumenteve, ndérsa kjo nuk éshté déshmuar garté né dokumentacion —
Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 73 pika 25 dhe 29 te specifikacionit
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Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Ekran touch me karakteristika té avancuara dhe funksione té plota
kontrolli e konfigurimi, ndérsa kéto nuk jané t& dokumentuara né ményré té ploté —
Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 73 pika 32 dhe 33 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Sistem i avancuar higjiene dhe mbrojtje kundér kontaminimit, ndérsa
nuk éshté ofruar déshmi e verifikueshme pér kéto zgjidhje — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 73 pika 32 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

« Eshté kérkuar: Konfigurim i ploté i instrumenteve nga i njéjti prodhues, ndérsa kjo
nuk mund té verifikohet nga dokumentacioni i paraqitur — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 75 pika 67 te specifikacionit Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Sistem i integruar i aspirimit dhe komponenté té ploté funksionalg,
ndérsa kéto nuk jané té dokumentuara né ményré té verifikueshme — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 74 pika 50 dhe 54 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Funksionalitet i avancuar pérmes foot control, ndérsa kéto nuk jang té
déshmuara né ményré té garté — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 74 pika 59 dhe 62 te specifikacionit
Teknik ashtu sic jane kerkuar nga AK.
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o Eshté kérkuar: Pajisja té jeté e pajisur me CE mark dhe té shogérohet me Deklaratén
e Pajtueshmérisé, ndérsa kéto nuk jané ofruar — Nuk plotéson specifikén e kérkuar.

o Eshté kérkuar: Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), ndérsa nuk
éshté ofruar asnjé déshmi gé prodhuesi i pajisjes i pérmbush kéto kérkesa — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se edhe pse AK do te duhej te kerkonte nga ne sgarime per
dokumentacionin perkates sipas nenit 72 te LPP-se, megjithate per te deshmuar ge ne |
plotesojme kerkesat sipas dosjes se tenderit te bashkangjitur gjeni dokumentin deklaraten e
pajtueshmerise ne Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), dhe krejt ky sgarim
eshte ne perputhje me nenin 72 te LPP-se.
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DECLARATION OF CONFORMITY |
|| ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION |

Manufacturer

EU Reprosentative Name: FOSHAN TOYE DENTAL EQUIPMENT €O, LTD

— Address: No.2 of 5F, 3rd Workshop of "houbiankeng”,
Xiawang Village Groups,Tangtou Village, Shishan Town,
Nanhai District, Foshan City, Guangdong Province, China

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247
Product Information

Conformity Assessment Name: DENTAL UNITS

A Model: TY-E1, TY-E2.TY-806, TY80S, TY-809,
Conformity Assessment Procedure TY-830, TY-860, TY-815
Annex l1+1il of Regulation (EU) 2017/745 EMDN: 712110101

Classification: Class |, According to Rute 13, Annex

licable Standards
App Vill, Regulation (EU) 2017/745

EN ISO 14971: 2019
EN ISO 15223-1: 2021
EN ISO 20417: 2021
EN ISO 10993-1: 2020
EN ISO 10993-5: 2009

EN 60601-1-2:2015 Declaration — p——
EN ISO 10993-10:2013

EN 60601-1:2006+A1:2013+AC:2014+

A12:2014 +A2:2020

Remark We herewith declare that the above-mentioned
The declaration of conformity is valid in connection products meet the requirements of Medical Device
with the release technical document CEAMDR- Regulation (EU) 2017/745 and the applicable
Z12110101-01 standards above.

AN the ing o on is d at the

pr of the manuf: e,
The Declaration of Conformity is exclusivedy under
the soke responsibiity of the manufaciurer.

Position: GM Place: Foshan /China

Theksohet se kjo jané vetém disa nga specifikat e analizuara, ndérsa njé numer i
konsiderueshém i kérkesave té tjera nuk jané té verifikueshme nga dokumentacioni i

paragitur. Né deklaraté té pérgjithshme nga prodhuesi, e pakonfirmuar dhe pa referenca té

identifikueshme apo kontaktuese, nuk mund té konsiderohet si bazé e mjaftueshme pér té

vértetuar pérputhshmériné me specifikat teknike. Pér rrjedhojé, vlerésohet se pajisja e ofruar

nuk éshté né pérputhje me kérkesat e dosjes sé tenderit.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 72,73,74 dhe 75 ne specifikacion teknik.

Prandaj te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates.
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MANUFACTURER’S DECLARATION

To Whom It May Concern,

We hereby declare and confirm that the dental unit model TOYE TY-808, manufactured by
Foshan Toye Dental Equipment Co., Ltd., fully complies with all technical specifications,
safety requirements, and international standards described below.

The TOYE TY-808 Advanced Professional Dental Unit is developed according to
international dental unit standards and equipped with integrated advanced technologies to
ensure maximum comfort, safety, efficiency, hygiene, and reliability.

Standards & Certifications

+ Compliance with ISO 7494 standard

¢ Compliance with MDR 2017 /745/EU

+ CE Certified

s |50 Certified

« FDA Approved

s Manufactured according to international safety and hygiene standards

Patient Chair System

+ Fully electrically controlled patient chair

+ Suitable for dental, oral and maxillofacial treatments
+ Allows seated and standing working positions

+ Smooth spindle-type electric motors

* Lowest chair position: 340-360 mm

« Highest chair position: 830-850 mm

+ Backrest tilt range: 1°-70°

« Minimum seat length: 1175 mm

« Minimum backrest width: 605 mm

s Minimum five programmable automatic chair positions
+ Emergency collapse position

s Automatic cuspidor position

s Last-used position memory

¢  Minimum four integrated safety switches

+  Chair movement blocking safety system

+« Extendable headrestup to 215 mm

+ Optional dual-joint headrest

s Synchronous legrest and backrest movement

* Anatomically shaped upper backrest

# Chair load capacity =185 kg
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+« Premium soft upholstery
* Minimum 14 upholstery color options

Dentist Element & Interface

+ Dentist element with horizontal swivel z140°
« Extra tray holder included

e Minimum five instrument holders

+ Flexible instrument configuration positions

* Touch screen control interface

s 7-inch IPS touch display

* Scratch-resistant glass surface

* Direct control buttons for chair movements

« Direct rinse and cup fill controls

+ Door bell function

« Configurable for minimum 6 users with USB support
s Micromotor speed and power adjustment

* Cooling status and timer system

s C(Cleaning menu and treatment mode selection
* Automatic/manual operating light activation
* Adjustable rinse and cup filling times

+ Adjustable spray temperature

Integrated Instruments

+« 360° autoclavable air/water syringe

s Brushless micromotor with LED

s Speed range 2,000-40,000 rpm

* Torgue 22.7 Ncm

* Integrated LED illumination

« Autoclavable up to 135°C

+ Piezo ultrasonic scaler 24-32 kHz

+ [ntegrated LED light module 225,000 lux

« All instruments equipped with anti-retraction valves
s Silicone tubing with integrated light guide

s Turbine with light

* Smooth tubing with standard screw coupling

Assistant Element & Suction

« Assistant element vertically adjustable
* Minimum three assistant instrument holders
« Touch control panel on assistant element
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s Integrated high & low suction system

« Saliva ejector and spray mist suction

« Integrated stop key for suction

« Wet suction system with filters and valves

« Automatic cleaning system for tubing and valves

LED Operating Light

e LED operating light intensity: 3,000-35,000 lux
s Color temperature: 5000K

*  Minimum illumination field: 170 x 85 mm

#» Detachable and autoclavable handles

+  Wide-movement arm system

» Touchless sensor activation

#* Uniform shadow-free illumination

Foot Control System

* Multifunctional foot control

* Chair movement control

#* Instrument activation control

s Speed and spray preselection

e  Chip blower function

* Counterclockwise micromotor rotation
« Automatic chair position memory

e Support for up to 6 users

Hygiene & Water System

« Integrated pipeline disinfection system

* Automatic cuspidor flush system

« Automatic cup filling system

» Handpiece water purification system

* Fresh water separator system

« Water supply compliant with EN 1717 and DIN 1988
+ Easy-clean smooth surface design

Dentist Stool

* Anatomical ergonomic dentist stool
* Adjustable tilt 215°

s Height adjustment: 470-630 mm

* Shock-resistant chassis

*  5-wheel mobility system
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* Integrated wheel brakes
» Load capacity 2150 kg
= Same manufacturer as dental unit

Standard Configuration

e Premium noiseless DC motor system
s Integrated air/water/electricity system
= Articulated headrest

= Multifunction foot pedal

= Automatic cuspidor flush

= Automatic cup filler

= LED operating light

e Integrated water purification system
= High & low suction

e Air brake instrument tray

* Premium dentist stool

We hereby confirm that the above-mentioned product complies fully with the technical
requirements stated in the official technical documentation, catalogs, and applicable
international standards.

Manufacturer:
Foshan Toye Dental Equipment Co., Ltd.

&)

Authorized Signature:

Name & Position: __#25iji& Managinﬁ_ﬁi:é&fur

Company Stamp:
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TOYE TY-808

Advanced Professional Dental Unit

The TOYE TY-808 Dental Unit is engineered to deliver advanced clinical performance, premium

ergonomics, and modern aesthetics for professional dental environments. Developed according to
international dental unit standards and equipped with high-end integrated technologies, the TY-808
provides maximum comfort, safety, efficiency, and reliability for both dentist and patient.
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Standards & Certifications

» Compliance with ISO 7494 standard

» Compliance with MDR 2017/745/EU
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+ CE Certified
+ |SO Certified
* FDA Approved

» Manufactured according to international safety and hygiene standards

Patient Chair System
+ Fully electrically controlled patient chair
* Chair suitable for dental, oral and maxillofacial treatments
* Allows seated and standing working positions
* Smooth spindle-type electric motors
* Lowest chair position: 340—-360 mm
+ Highest chair position: 830-850 mm
+ Backrest tilt range: 1°—70°
» Minimum seat length: 1175 mm
+ Minimum backrest width: 605 mm
* Minimum five programmable automatic chair positions
* Emergency collapse position
+ Automatic cuspidor position
* Last-used position memary
* Minimum four integrated safety switches
+ Chair movement blocking safety system
» Extendable headrest up to 215 mm
* Optional dual-joint headrest
* Synchronous legrest and backrest movement
+ Anatomically shaped upper backrest
+ Chair load capacity =185 kg
* Premium soft upholstery

* Minimum 14 upholstery color options
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Dentist Element & Interface
* Dentist element with horizontal swivel =140°
+ Extra tray holder included
+ Minimum five instrument holders
* Flexible instrument configuration positions
+ Touch screen control interface
+ 7-inch IPS touch display
« Scratch-resistant glass surface
+ Direct control buttons for chair movements
+ Direct rinse and cup fill controls
+ Door bell function
+ Configurable for minimum 6 users with USB support
« Micromotor speed and power adjustment
+ Cooling status and timer system
* Cleaning menu and treatment mode selection
« Automatic/manual operating light activation
+ Adjustable rinse and cup filling times

+ Adjustable spray temperature

Integrated Instruments
+ 360° autoclavable airfwater syringe
* Brushless micromotor with LED
+ Speed range 2,000-40,000 rpm
» Torque =2.7 Ncm
* Integrated LED illumination
+ Autoclavable up to 135°C
* Piezo ultrasonic scaler 24-32 kHz

* Integrated LED light module 225,000 lux
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+ All instruments equipped with anti-retraction valves
* Silicone tubing with integrated light guide
* Turbine with light

= Smooth tubing with standard screw coupling

Assistant Element & Suction

* Assistant element vertically adjustable

+» Minimum three assistant instrument holders
» Touch control panel on assistant element

* Integrated high & low suction system

+ Saliva ejector and spray mist suction

» Integrated stop key for suction

« Wet suction system with filters and valves

+ Automatic cleaning system for tubing and valves

LED Operating Light

* LED operating light intensity: 3,000-35,000 lux
* Color temperature: 5000K

* Minimum illumination field: 170 x 85 mm

* Detachable and autoclavable handles

* Wide-movement arm system

* Touchless sensor activation

» Uniform shadow-free illumination

Foot Control System

* Multifunctional foot control

= Chair movement control

* Instrument activation control
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+ Speed and spray preselection

+ Chip blower function

+ Counterclockwise micromotor rotation
+ Automatic chair position memory

« Support for up to 6 users

Hygiene & Water System
* Integrated pipeline disinfection system
+ Automatic cuspidor flush system
+ Automatic cup filling system
+ Handpiece water purification system
+ Fresh water separator system
+ Water supply compliant with EMN 1717 and DIN 1988

+ Easy-clean smooth surface design

Dentist Stool
+ Anatomical ergonomic dentist stool
+ Adjustable tilt =15°
* Height adjustment: 470—-630 mm
+ Shock-resistant chassis
+ 5-wheel mobility system
* Integrated wheel brakes
+ Load capacity =150 kg

« Same manufacturer as dental unit
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TY-808 Standard Configuration

The TY-808 standard configuration includes a premium noiseless DC motor system, integrated
air/water/electricity system, articulated headrest, multifunction foot pedal, automatic cuspidor flush,
automatic cup filler, LED operating light, integrated water purification system, high & low suction, air brake
instrument tray, and premium dentist stool.
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Available Upholstery Colors
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TOYE TY-808
Enjoy Comfort & Professionalism

A premium dental unit solution designed for modern clinics seeking
advanced functionality, ergonomic excellence, elegant aesthetics,
and long-term clinical reliability.

> Né Pozicionin nr. 10, Njési dentare sipas ISO 7494 me drité té avancuar pa pulsime

Komisioni vlerésues pas ekzaminimit dhe analizimit té dokumentacionit té ofruar pér kété
pozicion (faget 77-105), konstatoi se nuk éshté dorézuar broshuré e ploté dhe e
verifikueshme nga prodhuesi, por materiale té pérgjithshme dhe tabela deklarative, té cilat
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nuk mundésojné verifikim objektiv té pérmbushjes sé kérkesave teknike. Dokumentacioni nuk
pérmban té dhéna identifikuese té prodhuesit né pérshkrimet e funksioneve dhe nuk mund té
konfirmohet né burime zyrtare té prodhuesit.

Né kété kuadér, rezultojné kéto mospérputhje:

 Eshté kérkuar: Pérputhshméri me standardin 1SO 7494, ndérsa nuk éshté ofruar
déshmi konkrete e verifikueshme pér kété standard — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 102 pika 1 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK..

o Eshté kérkuar: Pajisja té jeté e pajisur me CE mark dhe té shogérohet me Deklaraté
té Pajtueshmérisé, ndérsa kéto nuk jané ofruar — Nuk plotéson specifikén e kérkuar.

o Eshté kérkuar: Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), ndérsa nuk
éshté paragitur asnjé déshmi gé prodhuesi apo produkti i pérmbush kéto kérkesa —
Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se edhe pse AK do te duhej te kerkonte nga ne sgarime per
dokumentacionin perkates sipas nenit 72 te LPP-se, megjithate per te deshmuar ge ne |
plotesojme kerkesat sipas dosjes se tenderit te bashkangjitur gjeni dokumentin deklaraten e
pajtueshmerise ne Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), dhe krejt ky sgarim
eshte ne perputhje me nenin 72 te LPP-se.
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DECLARATION OF CONFORMITY

f' ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION u

Manufacturer

EU Reprosentative Name: FOSHAN TOYE DENTAL EQUIPMENT CO_, LTD
Address: No.2 of S5F, 3rd Workshop of "houbiankeng”,
Xiawang Village Groups,Tangtou Village, Shishan Town,
Nanhai District, Foshan City, Guangdong Province, China

SUNGO Eurcope B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247
Product Information

Conformity Assessment Name: DENTAL UNITS

h o o B Model: TY-E£1, TY-£2.TY-806, TYS808, TY-809,
Conformity Assessment Procedure TY-830, TY-860, TY-815
Annex 11+11l of Regulation (EU) 2017/745 EMDN: 712110101

Classification: Class |, According to Rute 13, Annex

licable Standards
App Vill, Regulation (EU) 2017/745

EN ISO 14971: 2019
EN ISO 15223-1: 2021
EN ISO 20417: 2021
EN ISO 10993-1: 2020
EN ISO 10993-5: 2009

EN 60601-1-2:2015 Deglaratlon
EN ISO 10993-10:2013

EN 60601-1:2006+A1:2013+AC:2014+

A12:2014 +A2:2020

Remark We herewith declare that the above-mentioned
The declaration of conformity is valid in connection products meet the requirements of Medical Device
with the release ftechnical document CEAIDR- Regulation (EU) 2017/745 and the applicable
Z12110701-07 standards above.

AN the supporting doct o is d at the

premises of the manufacturer.

The Declaration of Conformity is exclusivedy under Signature:

the soke responsibity of the manufacturer.

Position: GM Place: Foshan /China

« Eshté kérkuar: Karrige pacienti me parametra té sakté té lartésisé, peshés dhe
kapacitetit mbajtés, ndérsa kéto nuk jané té dokumentuara me té dhéna teknike té
verifikueshme — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 102 pika 6 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK..

« [Eshté kérkuar: Sistem i ploté me pozicione automatike dhe té programueshme té
funksioneve té sigurisé, ndérsa kéto nuk jané té déshmuara né ményré té dokumentuar
— Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 102 pika 10 dhe 11 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK..

« Eshté kérkuar: Konfigurim i avancuar i elementit té dentistit me ekran touch dhe
funksione té plota kontrolli, ndérsa kéto nuk jané té dokumentuara né ményré té
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detajuar dhe té verifikueshme — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 102 pika 21,22,23 dhe 28 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK..

o Eshté kérkuar: Sistem i integruar higjiene me valvula anti-thérrmije dnhe mbrojtje
kundér kontaminimit, ndérsa nuk éshté ofruar déshmi konkrete pér kéto funksione —
Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 103 pika 39,41 dhe 44 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK..

o Eshté kérkuar: Té gjitha instrumentet té jené nga i njéjti prodhues dhe me
karakteristika té pércaktuara teknike, ndérsa kjo nuk mund té verifikohet nga
dokumentacioni i paragitur — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 104 pika 62 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK..

« Eshté kérkuar: Sistem aspirimi i integruar me komponenté té ploté funksionalé dhe
kontroll té vecanté, ndérsa kéto nuk jané té dokumentuara né ményré té verifikueshme
— Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 103 pika 46,47,48 dhe 49 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Foot control me funksione té avancuara kontrolli dhe programimi,
ndérsa kéto nuk jané té dokumentuara né ményré té qarté — Nuk plotéson specifikén e
kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 103 pika 54 dhe 55 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Komponenté shtesé si turbina, kundérkéndéshi dhe pajisje tjera té jené
me specifika té sakta dhe nga i njéjti prodhues, ndérsa nuk ka déshmi té
verifikueshme pér kété kérkesé — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 104 pika 59,60,61 dhe 62 ne specifikacion
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Teknik ashtu sic jane kerkuar nga AK..

Theksohet se kéto jané vetém disa nga specifikat e analizuara, ndérsa njé numér i madh i
kérkesave té tjera nuk jané déshmuar apo identifikuar nga dokumentacioni i paraqitur. Né
deklaraté té pérgjithshme nga prodhuesi e nénshkruar dhe vulosur né gjuhén angleze, e
paverifikueshme dhe pa té dhéna identifikuese apo kontaktuese, nuk mund té konsiderohet si
bazé e mjaftueshme pér té konstatuar pérmbushjen e specifikave teknike. Pér rrjedhojg,
vlerésohet se pajisja e ofruar nuk éshté né pérputhje me kérkesat e dosjes sé tenderit.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 102,103 dhe 104 ne specifikacion teknik.

Te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates.
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MANUFACTURER’S DECLARATION

To Whom It May Concern,

We hereby declare and confirm that the dental unit model TOYE TY-808, manufactured by
Foshan Toye Dental Equipment Co., Ltd., fully complies with all technical specifications,
operating parameters, safety standards, and hygiene requirements described below.

This declaration is issued based on the official complete technical catalog and confirms that
the product is manufactured according to 150 7494 and professional dental clinic standards.

Complete Technical Specifications

= Compliance with 1SO 7494 standard

s Can be mounted for right or left-handed use

» Patient chair suitable for dental, oral and maxillofacial treatments
= Supports seated and standing operation

= Spindle-type electric motors for raising/lowering and backrest adjustment
e Seat height minimum 340-360 mm

s Seat height maximum 830-850 mm

= Backrest angle adjustment 1°-70°

s Minimum seat length 21175 mm

* Backrest width 2605 mm

* Minimum 5 programmable automatic positions

= Emergency position included

= Automatic spittoon position included

# Last-used position memory

= Minimum 4 integrated safety switches

* Chair movement blocked when instruments outside holder
= Foot pedal override function

» Headrest extendable up to 215 mm

= Optional 2-joint headrest

# One-hand headrest button

» Flexible rotatable cushion

= Synchronized legrest and backrest movement

= Anatomically shaped upper backrest

»  Minimum 14 standard upholstery colors

# Detachable solid plastic leg protection

# Chair load capacity 2185 kg

« Dentist element with horizontal rotation =140

= Additional tray holder for 2 standard trays

e Minimum 5 instrument holders
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Optional 4 or 6 holder configuration
Smooth tubing with screw coupling standard connections
Flexible instrument configuration positions 1-5
Water fair syringe included
Brushless LED micromeotor included
Turbine with light included

Piezo device included

All instruments with spray system
Anti-retraction valve system

Touch screen operation interface
Touch screen minimum 7 inch IPS
Display resolution 800x480 px
Scratch-resistant glass surface
Manual chair movement controls
Work position buttons

Last position recall

Spittoon flush control

Cup filling control

Light activation control

Screen lock function

Doorbell function

Configurable for minimum 6 users
USB support system

Treatment mode menu

Micromotor speed adjustment
Micromotor power adjustment
Rotation direction adjustment
Integrated timer function

Adjustable spittoon flush time
Adjustable water temperature
Silicone tube with integrated light guide
Quick connect coupling 225,000 lux
Brushless micromotor speed 2,000-40,000 rpm
Torque 22.7 Ncm

LED integrated illumination
Autoclave safe up to 135°C

Water fair syringe with 360° rotation
Detachable autoclavable syringe
Piezo frequency 24-32 kHz

LED integrated piezo illumination
User-replaceable piezo without tools
Porcelain spittoon included
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Removable spittoon for hygiene
Horizontal spittoon movement =220°
Automatic cleaning and rinsing system
Automatic cleaning for valves and tubes
Wet suction system included
Integrated emergency suction stop switch
Assistant element vertically adjustable
Minimum 4 assistant adjustment levels
Minimum 3 assistant instrument holders
Spray mist suction with filter

Assistant touch control panel

Chair control from assistant element
Spittoon control from assistant element
Automatic chair position control

Flush and cup fill control

Light control from assistant element
Timer and lock functions

Single optic LED operating light
Pulseless LED illumination

Operating light intensity 5,000-44,000 lux
Color temperature 5,200K

CRI >95

Hlumination field 292x52 mm

Focused illumination for molar area
Reflection-free operating light
Composite mode 5,000-11,000 lux
Measurement distance 700 mm
Removable sterilizable handles
Blue-green spectrum for patient comfort
Horizontal movement =250
Automatic/manual light activation

Foot control for chair and instruments
Optional wireless foot control

Speed preselection

Chip blower function

Spray control from pedal
Counterclockwise rotation function
Last position recall from pedal
Instrument switching function

Dentist stool anatomically shaped

Tilt adjustment =215°

Premium upholstery
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e Stool height 470-630 mm

e Shock-resistant chassis

e 5 wheels with braking system

e Stool load capacity 2150 kg

e Same manufacturer as dental unit

e Dental turbine with push button chuck
e Turbine power 229 W

e Turbine speed 2300,000 rpm

e Ceramic bearings

e Noise level <62 dB

e 4-port spray system

e LED illumination 225,000 lux

e Replaceable water filter

e Turbine and contra-angle same manufacturer
e Stainless steel construction

e Autoclavable at 135°C

e Manufacturer warranty 24 months

We hereby confirm that the above-mentioned dental unit fully complies with the applicable
international standards, technical documentation, and manufacturer requirements.

Manufacturer:
Foshan Toye Dental Equipment Co., Ltd.

Authorized Signature: /

&

Name & Position:

Company Stamp:
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TOYE TY-808

COMPLETE TECHNICAL CATALOG

Complete technical catalog developed according to ISO 7494 and professional dental clinic standards. This document
includes the complete technical configuration, integrated systems, clinical functionality, ergonomic specifications,
hygiene systems, instrument configuration, operating parameters, and manufacturer features.
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Complete Technical Specifications

1 Compliance with ISO 7494 standard

2 Can be mounted for right or left-handed use
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Patient chair suitable for dental, oral and maxillofacial treatments
Supports seated and standing operation

Spindle-type electric motors for raising/lowering and backrest adjustment
Seat height minimum 340-360 mm

Seat height maximum 830-850 mm

Backrest angle adjustment 1°—70°

Minimum seat length 21175 mm

Backrest width =605 mm

Minimum 5 programmable automatic positions
Emergency position included

Automatic spittoon position included

Last-used position memory

Minimum 4 integrated safety switches

Chair movement blocked when instruments outside holder
Foot pedal override function

Headrest extendable up to 215 mm

Optional 2-joint headrest

One-hand headrest button

Flexible rotatable cushion

Synchronized legrest and backrest movement
Anatomically shaped upper backrest

Minimum 14 standard upholstery colors

Detachable solid plastic leg protection

Chair load capacity =185 kg

Dentist element with horizontal rotation =140°

Additional tray holder for 2 standard trays

Minimum 5 instrument holders

Optional 4 or 6 holder configuration

Smooth tubing with screw coupling standard connections
Flexible instrument configuration positions 1-5

Water/air syringe included
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Brushless LED micromotor included
Turbine with light included

Piezo device included

All instruments with spray system
Anti-retraction valve system
Touch screen operation interface
Touch screen minimum 7 inch IPS
Display resolution 800x480 px
Scratch-resistant glass surface
Manual chair movement controls
Work position buttons

Last position recall

Spittoon flush control

Cup filling control

Light activation control

Screen lock function

Doorbell function

Configurable for minimum 6 users
USB support system

Treatment mode menu
Micromotor speed adjustment
Micromotor power adjustment
Rotation direction adjustment
Integrated timer function
Adjustable spittoon flush time

Adjustable water temperature

Silicone tube with integrated light guide

Quick connect coupling 225,000 lux

Brushless micromotor speed 2,000—40,000 rpm

Torque =2.7 Ncm

LED integrated illumination
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Autoclave safe up to 135°C

Water/air syninge with 360° rotation
Detachable autoclavable syringe

Piezo frequency 24-32 kHz

LED integrated piezo illumination
User-replaceable piezo without tools
Porcelain spittoon included

Removable spittoon for hygiene
Horizontal spittoon movement =220°
Automatic cleaning and rinsing system
Automatic cleaning for valves and tubes
Wet suction system included

Integrated emergency suction stop switch
Assistant element vertically adjustable
Minimum 4 assistant adjustment levels
Minimum 3 assistant instrument holders
Spray mist suction with filter

Assistant touch control panel

Chair control from assistant element
Spittoon control from assistant element
Automatic chair position control

Flush and cup fill control

Light control from assistant element
Timer and lock functions

Single optic LED operating light
Pulseless LED illumination

Operating light intensity 5,000—44,000 lux
Color temperature 5, 200K

CRI =95

lllumination field 292x52 mm

Focused illumination for molar area
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Reflection-free operating light
Composite mode 5,000-11,000 lux
Measurement distance 700 mm
Removable sterilizable handles
Blue-green spectrum for patient comfort
Horizontal movement 2250°
Automatic/manual light activation
Foot control for chair and instruments
Optional wireless foot control

Speed preselection

Chip blower function

Spray contrel from pedal
Counterclockwise rotation function
Last position recall from pedal
Instrument switching function

Dentist stool anatomically shaped
Tilt adjustment =15

Premium upholstery

Stool height 470-630 mm
Shock-resistant chassis

5 wheels with braking system

Stool load capacity =150 kg

Same manufacturer as dental unit
Dental turbine with push button chuck
Turbine power =29 W

Turbine speed 300,000 rpm
Ceramic bearings

Moise level <62 dB

4-port spray system

LED illumination =25,000 lux

Replaceable water filter
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Turbine and contra-angle same manufacturer
Stainless steel construction
Autoclavable at 135°C

Manufacturer warranty 24 months

> Né Pozicionin nr. 11, Unit Dentar Kirurgjik

Komisioni vlerésues pas ekzaminimit dhe analizimit té dokumentacionit té ofruar pér kété
pozicion (faget 105-131), konstatoi se nuk éshté dorézuar broshuré e ploté dhe e
verifikueshme nga prodhuesi, por materiale té pérgjithshme dhe pérshkrime deklarative, té
cilat nuk mundésojné verifikim objektiv t& pérputhshmérisé me kérkesat e dosjes sé tenderit.
Dokumentacioni nuk pérmban specifika té detajuara dhe té strukturuara pér komponentét
kryesoré kirurgjikalé dhe nuk mund té konfirmohet né burime zyrtare té prodhuesit.

Né kété kuadér, rezultojné kéto mospérputhje:

o Eshté kérkuar: Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), ndérsa nuk
éshté ofruar asnjé déshmi gé produkti apo prodhuesi i pérmbush kéto kérkesa — Nuk
plotéson specifikén e kérkuar.

o Eshté kérkuar: Pajisja té jeté e pajisur me CE mark dhe té shogérohet me Deklaraté
té Pajtueshmérisé, ndérsa kéto nuk jané ofruar — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se edhe pse AK do te duhej te kerkonte nga ne sgarime per
dokumentacionin perkates sipas nenit 72 te LPP-se, megjithate per te deshmuar ge ne |
plotesojme kerkesat sipas dosjes se tenderit te bashkangjitur gjeni dokumentin deklaraten e
pajtueshmerise ne Pérputhshméri me Rregulloren (EU) 2017/745 (MDR), dhe krejt ky sgarim
eshte ne perputhje me nenin 72 te LPP-se.
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EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformi}y l\ssessment

Conformity Assessment Procedure
Annex li+1ll of Regulation (EU) 2017/745

Applicable Standards

EN I1SO 14971: 2019

EN ISO 15223-1: 2021

EN ISO 20417: 2021

EN ISO 10993-1: 2020

EN ISO 10993-5: 2009

EN 60601-1-2:2015

EN ISO 10993-10:2013

EN 60601-1:2006+A1:2013+AC:2014+
A12:2014 +A2:2020

Remark

The 1 of formity is valid in connection

with the release ftechnical document CEAIDR-
Z12110701-07

DECLARATION OF CONFORMITY 7
| ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

l\ﬁmufagturer

Name: FOSHAN TOYE DENTAL EQUIPMENT CO_, LTD
Address: No.2 of 5F, 3rd Workshop of "houbiankeng”,
Xiawang Village Groups,Tangtou Village, Shishan Town,
Nanhai District, Foshan City, Guangdong Province, China

Product Infonnation

Name: DENTAL UNITS

Model: TY-E1, TY-E2.TY-806, TY808, TY-809,
TY-830, TY-860, TY-815

EMDN: 712110101

Classification: Class |, According to Rute 13, Annex
Vill, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable
standards above.

AN the g o o is o at the
premuses of the manufacturer.

The Declaration of Conformity is exclusivedy under
the soke responsibity of the manufacturer.

Signature:

Position: GM

Place: Foshan /China

« Eshté kérkuar: Karrige kirurgjikale me parametra té sakté ergonomiké, lartési té
pércaktuar dhe kapacitet ngarkese >180 kg, ndérsa kéto nuk jané té dokumentuara
me té dhéna teknike té verifikueshme — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 131 pika 9 dhe 10 ne specifikacion Teknik
ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Sistem i avancuar sigurie me mekanizma kundér pérplasjes dhe
sinjalizim né ekran, ndérsa nuk jané té déshmuara né ményré té garté — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 131 pika 26 ne specifikacion Teknik
ashtu sic jane kerkuar nga AK.
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o Eshté kérkuar: Element i dentistit me konfigurim kirurgjikal, ndérsa kéto
karakteristika nuk jané té dokumentuara né ményré té ploté dhe té verifikueshme —
Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 131 pika 27 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK.

« Eshté kérkuar: Konfigurim i ploté i instrumenteve kirurgjikale nga i njgjti prodhues,
ndérsa kjo nuk mund té verifikohet nga dokumentacioni i ofruar — Nuk plotéson
specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 133 pika 68,69 dhe 70 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK.

o Eshté kérkuar: Funksion kirurgjikal i integruar pér implantologji me pompé
peristaltike dhe kontroll té rrjedhés, ndérsa nuk éshté ofruar déshmi e verifikueshme
pér kété funksion — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sqgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 132 pika 44 dhe 69 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Sistem i integruar higjiene dhe dezinfektimi t& vazhdueshém dhe
automatik, ndérsa kjo nuk éshté e dokumentuar né ményré té verifikueshme — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 132 pika 51 dhe 52 ne specifikacion
Teknik ashtu sic jane kerkuar nga AK.

« Eshté kérkuar: Sistem aspirimi i avancuar me komponenté té ploté, ndérsa kjo nuk
éshté déshmuar me dokumentacion teknik — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 132 pika 53 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK.

o Eshté kérkuar: Drité operative LED me parametra té avancuar dhe integrim té ploté
me unitin, ndérsa kéto nuk jané té dokumentuara né ményreé té verifikueshme — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 133 pika 57, 58, 59 dhe 60 ne
specifikacion Teknik ashtu sic jane kerkuar nga AK.
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o Eshté kérkuar: Kontroll multifunksional me kémbé me funksione té avancuara dhe
mekanizma sigurie, ndérsa kéto nuk jané té déshmuara né ményreé té garté — Nuk
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 133 pika 66 ne specifikacion Teknik ashtu
sic jane kerkuar nga AK.

« Eshté kérkuar: Integrim i kamerés didaktike me parametra té caktuar (rezolucion
minimal Full HD/4K, autofocus, regjistrim dhe transmetim né kohé reale, integrim
me software dhe platformé té pajisjes), ndérsa nuk éshté ofruar asnjé déshmi e
verifikueshme pér kété kérkesé — Nuk plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 133 pika 70 deri te pika 76 ne
specifikacion Teknik ashtu sic jane kerkuar nga AK.

Theksohet se kéto jané vetém disa nga specifikat e analizuara, ndérsa njé numér i madh i
kérkesave té tjera nuk jané déshmuar apo identifikuar nga dokumentacioni i paragitur. Né
deklaraté té pérgjithshme teknike té paverifikueshme, si dhe duke u mbéshtetur vetém né
pérshkrime té pérgjithshme deklarative, nuk mund té konstatohet pérmbushja e specifikave
teknike. Pér rrjedhojé, vlerésohet se pajisja e ofruar nuk éshté né pérputhje me kérkesat e
dosjes sé tenderit.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 131,132 dhe 133 ne specifikacion teknik.

Te bashkangjitur gjeni deklaraten e prodhuesit si dhe katallogun perkates.
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MANUFACTURER’S DECLARATION

To Whom It May Concern,

We hereby declare and confirm that the SURGICAL DENTAL UNIT - TY-808, manufactured
by Foshan Toye Dental Equipment Co., Ltd., fully complies with all technical specifications,
operating parameters, safety requirements, implantology functions, and hygiene standards

described below.

This declaration is issued according to MDR 2017 /745/EU and IS0 7494 requirements and
confirms that the unit is developed for modern surgical dentistry and implantology

applications.

Regulations & Standards

Fully compliant with MDR 2017 /745/EU

220-240 V AC / 50-60 Hz
150 7494 compliant design

Professional medical device construction

Integrated safety systems

Patient Chair & Ergonomics

Integrated chair fixed to unit body
Compact ergonomic design

Free legroom under chair

Lateral side lift adjustment
Low-noise servo motor drive system
Trendelenburg movement

Seat height: 355-845 mm

Patient load =180 kg

Anatomical seat and backrest

Fixed left armrest

Pivotable right armrest

Reduced shoulder-width backrest
Backrest tilt 275°

Soft elastic replaceable upholstery
Minimum 3 programmable positions
Bowl rinse position

Emergency collapse position
Last-used memory position

Foot control holder below chair
Dual-joint headrest
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* One-hand headrest adjustment

* Headrest extension =200 mm

s Automatic rinse position detection

s Integrated anti-collision system

e Safety switches in all critical areas

= Safety status displayed on touchscreen

Dentist Element & Touch Screen

s T-table dentist element

* Hanging instrument tubing

= Flat tray system

+ Additional rotating tray

« Touch screen minimum 7-12 inch IPS
* Resolution 1920=720 px

o Scratch-resistant glass surface

*  Wide viewing angle IPS technology

s No color distortion from any direction
s Direct chair movement buttons

« Emergency position button

s Cup filling control

+ Bowl rinse control

* Lock screen function

« Treatment light control

s Configurable home screen

e Minimum 6 direct touch buttons

* Memory for 26 users

s« USB interface

Instruments & Surgical System

s« 360° air-water syringe

= LED illumination

+ Autoclavable up to 135°C
s Anti-retraction valves

* Two brushless electric micromotors
s 100-40,000 rpm

* Torque 22.7 Ncm

+ Endodontic torgue control
e Integrated LED light

s Piezo scaler with 2-3 tips
s Torgue wrench included

« LED integrated visibility
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e Ultrasonic frequency operation

e Adjustable power levels

+ Suitable for supragingival and subgingival use
* Turbine with 45° head

+ Cutting power 19-29 W

* Ceramic bearings

+ Push-button system

= 300,000-380,000 rpm

* Low noise operation

s 1:1 contra-angle with LED

e 1:5 contra-angle with LED

s [nternal multi-port spray

+ Autoclavable surgical instruments

« Surgical implantology motor

+ Integrated NaCl pump

+ Peristaltic pump system

# Surgical torque 5-5.5 Ncm

* Integrated surgical LED illumination

Assistant Element

+« Ergonomic adjustable assistant arm
+ 4-5instrument positions

« Spray mist suction

» Saliva ejector

e Assistant touch control panel

¢ Chair movement control

« Light control

e Cup filling control

« Bowlrinse control

+ Optional polymerization light

Hygiene & Water System

s [ntegrated water disinfection

« Permanent and intensive disinfection modes
« Automatic flushing programs

* Thermo-disinfectable hygiene center

+ Automatic cleaning of suction lines

+ Automatic cleaning of instrument tubing

+« Automatic disinfectant dosing

s Sensor-controlled cup filler

+ Porcelain or glass bowl option
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s Integrated water boiler

« External wet suction integration

« DIN 1988 compliant drinking water system
s Automatic water leakage protection

LED Operating Light

+ LED technology operating light

e« 5,000-44,000 lux

* Adjustable color temperature 4600-6200K
« Light field minimum 90-200 = 50-100 mm
s Segmented reflector optical system

« Homogeneous light distribution

« Shadow reduction technology

+ Constant illumination intensity

« Passive thermal management

+ No active cooling fan

+« Smooth hygienic surfaces

+« Autoclavable removable handles

«  Wide movement arm

+ [Integrated touchscreen synchronization

+ [P medical protection class

Foot Control

« Multifunctional foot control

+ Chair movement control

* Progressive speed adjustment
s Automatic chair positions

+ Integrated safety switch

s Dentist preselection

* Treatment mode preselection
+ Wireless option available

+ Side pedal movement

« Automatic center return

Dentist Stool

+« Anatomical ergonomic design

« Adjustable tilt

« Premium upholstery

« Height adjustment 470-645 mm
« Shock-resistant chassis
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e 5soft wheels
e Brake system
e Load capacity 2150 kg

Didactic Camera System

e Integrated didactic camera option

e 1080p Full HD resolution

e Optional 4K support

e Fastautofocus

e Video streaming capability

e Hands-free recording

e USB pedal control

e External monitor support

e Cloud/server storage compatibility
e MDR compliant secure transmission

We hereby confirm that the above-mentioned surgical dental unit fully complies with the
applicable international standards, technical documentation, and manufacturer
requirements.

Manufacturer:
Foshan Toye Dental Equipment Co., Ltd.

Company Stamp:
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SURGICAL DENTAL UNIT -TY-808

Professional surgical dental unit developed according to MDR 2017/745/EU and ISO 7494 requirements. This catalog has
been technically adapted according to the Contracting Authority requirements, including integrated implantology functions,
advanced hygiene systems, touch-screen control, surgical instruments, LED operating light technology, ergonomic patient
chair design, and complete clinical functionality for modern surgical dentistry.
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ANDPRACTICALITY

Enjoy Comfort
ve TY-808 And Professionalism .

Regulations & Standards
= Fully compliant with MDR 2017/745/EU
= 220-240 V AC/ 50-60 Hz

- ISO 7494 compliant design
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= Professional medical device construction

- Integrated safety systems

Patient Chair & Ergonomics

- Integrated chair fixed to unit body
- Compact ergonomic design

= Free legroom under chair

- Lateral side lift adjustment

- Low-noise servo motor drive system
= Trendelenburg movement

- Seat height: 355845 mm

= Patient load =180 kg

= Anatomical seat and backrest

- Fixed left armrest

- Pivotable right armrest

» Reduced shoulder-width backrest
- Backrest tilt 275°

- Soft elastic replaceable upholstery
= Minimum 3 programmable positions
= Bowl rinse position

- Emergency collapse position

= Last-used memory position

- Foot control holder below chair

= Dual-joint headrest

= One-hand headrest adjustment

- Headrest extension =200 mm

- Automatic rinse position detection
« Integrated anti-collision system

- Safety switches in all critical areas

= Safety status displayed on touchscreen

Dentist Element & Touch Screen

» T-table dentist element
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= Hanging instrument tubing

- Flat tray system

= Additional rotating tray

= Touch screen minimum 7—12 inch IPS
- Resolution 1920x720 px

- Scratch-resistant glass surface

= Wide viewing angle IPS technology
= No color distortion from any direction
- Direct chair movement buttons

- Emergency position button

= Cup filling control

= Bowl rinse control

- Lock screen function

= Treatment light control

- Configurable home screen

= Minimum & direct touch buttons

= Memory for =6 users

= USB interface

Instruments & Surgical System

- 360° air-water syringe

= LED illumination

= Autoclavable up to 135°C
- Anti-retraction valves

- Two brushless electric micromotors
= 100—40,000 rpm

= Torque 22.7 Mcm

= Endodontic torque control
- Integrated LED light

- Piezo scaler with 2-3 tips
- Torque wrench included

+ LED integrated visibility

- Ultrasonic frequency operation
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- Adjustable power levels

= Suitable for supragingival and subgingival use

* Turbine with 45° head

= Cufting power 19-29 W

= Ceramic bearings

* Push-button system

- 300,000-380,000 rpm

- Low noise operation

= 1:1 contra-angle with LED

* 1:5 contra-angle with LED

* Internal multi-port spray

+ Autoclavable surgical instruments
= Surgical implantclogy motor
» Integrated NaCl pump

» Peristaltic pump system

= Surgical torque 5-5.5 Ncm

* Integrated surgical LED illumination

Assistant Element

» Ergonomic adjustable assistant arm
= 4-5 instrument positions

= Spray mist suction

- Saliva ejector

+ Assistant touch control panel

+ Chair movement control

= Light control

= Cup filling control

« Bowl rinse control

- Optional polymerization light

Hygiene & Water System

» Integrated water disinfection

= Permanent and intensive disinfection modes
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= Automatic flushing programs

* Thermo-disinfectable hygiene center

= Automatic cleaning of suction lines

- Automatic cleaning of instrument tubing

= Automatic disinfectant dosing

= Sensor-controlled cup filler

* Porcelain or glass bowl option

* Integrated water beiler

» External wet suction integration

= DIN 1988 compliant drinking water system

+ Automatic water leakage protection

LED Operating Light
= LED technology operating light
+ 5,000-44,000 lux
= Adjustable color temperature 4600-6200K
= Light field minimum 90-200 = 50-100 mm
- Segmented reflector optical system
= Homogeneous light distribution
= Shadow reduction technology
= Constant illumination intensity
» Passive thermal management
= Mo active cooling fan
= Smooth hygienic surfaces
» Autoclavable removable handles
« Wide movement arm
» Integrated touchscreen synchronization

» |IP medical protection class

Foot Control

= Multifunctional foot control
= Chair movement control

* Progressive speed adjustment
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= Automatic chair positions

- Integrated safety switch

« Dentist preselection

= Treatment mode preselection
= Wireless option available

= Side pedal movement

- Automatic center return

Dentist Stool

= Anatomical ergonomic design

- Adjustable filt

= Premium upholstery

» Height adjustment 470-645 mm
= Shock-resistant chassis

= 5 soft wheels

* Brake system

* Load capacity =150 kg

Didactic Camera System

» Integrated didactic camera option
= 1080p Full HD resolution

= Optional 4K support

- Fast autofocus

= Video streaming capability

» Hands-free recording

= USB pedal control

= External monitor support

- Cloud/server storage compatibility

* MDR compliant secure transmissicn
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Standard Configuration

TY-830 STANDARD CONFIGURATION TY-808 STANDARD CONFIGURATION
@ 20V naisdens OC Tawan mtor 1567 Y soselest 0C Tarwan motor 51
Superior Poiyether Ae/Water Tibes from Tawan 151 Suparior Podyemer Air/Wator Tubes from Taiwin W$ET
W - T pp—— 51 Teprsp—— 5
%,, 1 Char poution sterock and intage Aaton 1561 (P powton mtevisct and ekage furction 1581
Y Bacrest wih st i devgp 51 Backst wh it den 1
- | The 45" Rotated cabinet box 15€7 Luaury Mutrhunction Pedai 53
I Lutry Mut-furctien Pedal 151 Detachuble § Rotatable spittoon 1ET
TY-830 : Detuchable § Retatadle 1pittocn 1567 Auto Spttoon fush and cup flte control systen 51
A Spitoon Push and cup filter contrl system 1567 Handpiecn watat purified tystem T
Handpsece water parfied system 1SE1 Pipeines disinfection systen L3
Pipelnes dynfection system 1SET High parformance LED sensor bmp 1€
» High performance LED sensor lamp 1567 Highgrade arteudated headrest e
Hevgrase itcuated hesrest 1881 A teabe astrment tray 15
| Az brike instument by 1561 Salbva Ejector wih hgh and low suction 3]
. Sav jectoe with Ngh and low suction 1567 Sway syrge lcokdot water 3]
*:m: Loy wyringe icokdet water) e 24V LED X-ray Film viewer 157
| 24V LED X-ray Fim viewsr 1567 Inegrated switch of water,air and sectriolty e
< ” Integrited swtch of water ar a0d electity 1561 Dentist Stocl 3
Dentist Stool 1561
TY-808

Available Upholstery Colors

-.. -.. ~ -.. -....
-.. -. -_ -.... —
U Eco-friendly e po-
Sl EE 1 .
- o

> Né Pozicionin nr. 12, Sistemi Qendror i Thithjes pér Njésité Dentare

« Eshté kérkuar: Sistem me teknologji radiale me kontroll elektronik t& shpejtésisé.
Keni ofruar pajisje me teknologji inverter, por déshimi gé tazonet me teknologji
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radiale. Nuk e plotéson specifikén e kérkuar.

« Eshté kérkuar: Sistemi i thithjes té jeté né pérputhje me standardin HTM 2022 ose
ekuivalent. Keni ofruar pajisje me vakum minimal neto 190-200 mbar, pa déshmi pér
pérputhshméri me HTM 2022 ose standard ekuivalent. Nuk e plotéson specifikén e
kérkuar.

« Eshté kérkuar: Vakumi maksimal i sistemit té jeté né intervalin 120-160 mbar. Keni
ofruar pajisje me vakum té larté se intervali i kérkuar, i cili tejkalon parametrat e
pércaktuar dhe pér rrjedhojé nuk déshmon pérputhje me kérkesén teknike. Nuk e
plotéson specifikén e kérkuar.

Lidhur me kete pretendim te AK-se sgarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 158 pika 4 ne specifikacion Teknik ashtu
sic eshte kerkuar nga AK.

Gjithashtu lidhur me kete ju bashkangjesim deklaraten e prodhuesit dhe katallogun perkates
per konfirmimin e perputhshmerise sipas kerkesave ashtu sic eshte kerkuar ne dosjen e
tenderit me te gjitha elementet kompatibile.
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MANUFACTURER STATEMENT
CENTRAL DENTAL SUCTION SYSTEM

We hereby declare and confirm that the proposed Central Dental Suction System fully complies
with the technical and operational requirements requested by the Contracting Authority for
centralized dental suction systems intended for intensive clinical and institutional use.

The proposed system is designed and manufactured according to international engineering and

medical equipment standards and is suitable for continuous operation in large dental clinics,
university institutions, dental faculties, and high-capacity clinical environments.

The manufacturer confirms that the system includes and complies with the following

requirements:

« Centralized dental suction system based on radial technology

« Intelligent inverter-controlled vacuum system

« Automatic performance adjustment according to real-time workload
« Energy-efficient operation with automatic frequency regulation

« Stable and constant vacuum generation during operation

= Compliance with HTM2022 standard or equivalent international standards
« Clinically safe negative pressure generation

« Controlled suction parameters for patient safety

« Protection against excessive suction pressure and hematoma risk

« Suitable for minimum 120 dental units

« Continuous operation under intensive clinical workload

« Modular and expandable system configuration

« Vacuum operating range between 120-160 mbar

« Integrated antibacterial filtration system

« High-capacity central air-water separation tank

« Integrated wastewater discharge pump

* Automatic level sensors

» Automatic internal flushing system
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« PLC intelligent control system

« LAN network integration

« Real-time operational monitoring

« Remote diagnostics functionality

« Industrial touchscreen monitoring interface

The manufacturer confirms that the proposed system is suitable for complete installation and
integration for all clinics of QSKUK, including the complete suction piping network and
connection to each dental unit according to manufacturer recommendations.

We hereby confirm that the proposed Central Dental Suction System is technically suitable,

professionally engineered, and fully compliant with the requested technical specifications and
operational requirements of the Contracting Authority.

Manufacturer:

Position: Sales Manager \

(
Signature & Stamp: K Qth / Ll u
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Central Dental Suction System Product Specifications

1. Technical Specifications

Mode Custom Model S390
No.of vacuum pumps 3
Supported dental chairs 120~200
Input Volt (V AC/Hz) 380 (3~)/50
Power(kW) 45
Control method PLC control
Vacuum(kPa) -20

MAX. airflow(L/min) 52500
Separation tank volume (L) 400

Noise [dB(A)] 75
Suction port 2110
Drain connection @32
Exhaust port 2110

- Main Unit Dimensions (Ixbxh)mm 1450*1050*1900
- Separation Tank Dimensions (Ixbxh)mm 850*700*1570

2, Product Features
Primary Features:

1) Features a high-flow, high-suction Vacuum pump, offering maintenance-free operation, ample suction
capacity, and stable, reliable performance. It provides users with a robust suction power source.
2) The intelligent operation control system is stable and reliable, requiring no personnel monitoring or
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3)

4)

5)

6)
7
8)
9)

manual operation. It features fault monitoring and early warning capabilities, with visual operation status
display: - The display screen shows real-time operating current, frequency, and duration for each fan; -
The display screen shows real-time vacuum level of the suction system; - The display screen includes a
timer shutdown button with programmable start/stop times; - The display screen provides equipment fault
alerts and alarms, while recording and displaying fault logs. %

Featuring intelligent control functionality, each pump automatically starts independently viavariable
frequency drive. It automatically selects one or multiple pumps to operate based on the load demand.
Simultaneously, if a fan malfunctions, it will activate protection and cease operation. Within 10 seconds,
the system automatically switches to other operational pumps to maintain continuous operation without
disrupting the suction system's performance. %

The suction machine features intelligent control with automatic frequency conversion capability. Through
pressure transmitters and OLC PID regulation, it achieves balanced and stable suction negative pressure
values. %

The use of negative pressure transmitters enables precise frequency conversion control of suction
pressure based on dental chair usage, ensuring suction force remains within the most comfortable
pressure range at all times. The higher the number of dental chairs in use, the higher the operating
frequency; conversely, the lower the operating frequency. This technology guarantees comfortable
suction force while simultaneously saving energy and reducing electricity consumption. s

Overload protection settings for the fan's dedicated circuit ensure the pump's service life.

Multiple pump variable-frequency starts can reduce the load on the power grid, ensuring grid safety.
Balanced usage function for each pump.

Multiple pumps operate according to demand.

10) Efficient suction and drainage ensure uninterrupted dental procedures at all times.
11) Primarily used to provide suction power air sources for the dental industry.
Product Features:

a)

b)

c)

d)

e)

f)

g)

h)

The configuration incorporates a suction unit and a separation tank. The use of the separation tank
enhances the precision of suction pressure while ensuring more thorough isolation of the sucked
wastewater from the suction unit. This effectively prevents wastewater or water vapor from entering the
unit, thereby safeqguarding the fan's lifespan and performance. %

The separation tank employs a stainless steel self-priming pump for suction and drainage, featuring
powerful suction capability and high discharge efficiency to ensure simultaneous suction and discharge
operation of the system.

High-performance fan, specifically designed for heavy-duty operation, ensuring stable and durable
performance. v

Features heavy-duty variable frequency drives for stable and precise frequency conversion with strong
load resistance.

The control solution employs an industrially proven PLC control system that automatically maintains
suction levels within the patient's comfort range based on the dental chair's usage load and frequency. s
Automatically senses suction pressure, achieving automatic frequency conversion through PLC control
for precise regulation of suction force.

Equipped with an industrial touchscreen, it offers stable and durable performance with visual operation
status and control. %

Electrical components utilize internationally renowned German brand Schneider Electric, ensuring
stable and durable performance with convenient and efficient maintenance. %
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CENTRAL DENTAL SUCTION SYSTEM

Detailed Technical Reguirements Requested by the Contracting Authority

1. REQUIRED TECHNOLOGY

The system must:

Be based on radial technology

Include electronic speed control (Inverter)

Provide automatic performance adjustment according to real workload demand

Optimize energy consumption according to current usage

Maintain constant vacuum stability during operation

2. STANDARD & CLINICAL SAFETY

The Contracting Authority requires:

Compliance with HTM2022 standard or equivalent

Clinically safe negative pressure generation

Optimal suction without risk to the patient

Protection against hematomas caused by excessive suction

Controlled vacuum parameters according to international standards

3. SYSTEM CAPACITY

The system must:

Supply suction for minimum 120 dental units

Guarantee continuous operation

Continue operating even in case of failure of one individual phase

Have a redundant and safe architecture

4. VACUUM PARAMETERS
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Technical requirements:

Maximum vacuum for each module:

Minimum 120 mbar

Maximum 160 mbar

The system must:

Ensure high working capacity

Maintain constant functionality under high workload

5. AIR FILTRATION & AIR MANAGEMENT SYSTEM

The system must include:

Integrated antibacterial filter

Filtration on the exhaust air line

Prevention of contamination of the technical environment

Protection against microscopic particles
Possibility of installing additional filters

Compliance with institutional hygiene requirements

6. AIR-WATER SEPARATION TANK

The Contracting Authority requires:

Central air~water separation tank

High operating capacity

Continuous operation under intensive conditions

Construction from materials resistant to:

Corrosion

Disinfectant chemicals
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7. MANDATORY COMPONENTS OF THE SEPARATION TANK

The separation tank must include:

Integrated wastewater discharge pump

Automatic level sensors

Automatic internal flushing system

Periodic cleaning function

Cleaning with disinfectant solution

8. SYSTEM OPERATIONAL REQUIREMENTS

The system must:

Guarantee safe separation of secretions

Operate continuously without interruption

Handle high patient flow

Maintain stable performance during intensive operation

9. CONTROL & MONITORING

The system must include:

LAN network connection

Integration with central monitoring system

The system must provide:

Real-time monitoring

Operational status monitoring

Maintenance interval notifications

Technical alarm recording

Remote diagnostics
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10. OPERATIOMNAL SAFETY

The Contracting Authority requires:

Modular architecture

Multi-stage expandability

Possibility to add additional modules

No need to replace the existing system

Continued operation in case of failure of one module

Proportional operation according to remaining capacity

11. REQUIRED APPLICATION FIELD

The system must be suitable for:

Large dental clinics

Dental faculties

University institutions

High number of operators

Continuous clinical operation

12. REQUIREMENTS FOR THE ECONOMIC OPERATOR

The Economic Operator must include in the offer:

SYSTEM PLANNING

Complete installation plan

Central system design

Technical piping connection schemes

INSTALLATION

Installation of the central suction system

Installation of piping connections
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Connection to each dental unit

Implementation according to manufacturer recommendations
QSKUK COVERAGE

Installation for each QSKUK clinic

Complete integration of the suction network

Adaptation according to the infrastructure requirements of the clinics

13. KEY POINTS THAT MUST BE VERIFIED IN THE OFFER
The Economic Operator must verify:
Radial technology

Inverter control

Capacity for 2120 dental units

Vacuum range 120-160 mbar
Antibacterial filtration

Air—water separation tank

LAN monitoring

Modular architecture

HTM2022 compliance or equivalent
Operational continuity in case of failure

Installation plan for QSKUK

Eshté kérkuar: Zgjidhje e qarté dhe e dokumentuar pér pérpunim ndarés ujé—ajér me
funksione té plota (pompe e integruar, sensor niveli, shpérlarje dhe dezinfektim
automatik). Keni ofruar pérshkrim té pérgjithshém pa dokumentim té detajuar teknik
gé déshmon né ményré té verifikueshme pérmbushjen e té gjitha funksioneve té
kérkuara. Nuk éshté déshmuar plotésimi i specifikés sé kérkuar.
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Lidhur me kete pretendim te AK-se sqarojme se ne listen e dokumenteve te tenderit ne
oferten tone, perkatesisht ne dokumentin nr 8 fage 158 pika 11,12 dhe 13 ne specifikacion
teknik.

o Eshté kérkuar: Ofruesi té pérfshijé edhe planifikim dhe instalim i ploté i sistemit
gendror té thithjes, pérfshiré lidhjet e tubacioneve nga sistemi gendror deri tek secili
unit dentar pér secilén kliniké t&¢ QKUK-sé.

Ne oferten tone eshte | perfshire edhe instalimi I plote sipas kerkeses tuaj, gje ge e deshmon
edhe dokumentacioni | ofruar nga ana e jone.

Pra megenese per te gjitha pajisjet e kemi ofruar specifikacionin Teknik sipas kérkesave té
deosjes sé tenderit te Aneksi 1 , dhe ky specifikim eshte | pershkruar ne menyre te garte
prandaj, ceshtja e katallogut ka mundur te sqarohet, dhe per cdo pagartesi lidhur me kete ne i
kemi ofruar te gjitha referencat e specifikacionit Teknik te ofertes sone, po ashtu kemi
bashkangjitur edhe katallogjet perkatese sipas kérkesave té deosjes sé tenderit.

Megjithaté, nga dokumentacioni i paragitur rezulton se nuk éshté ofruar asnjé detaj lidhur
me planifikimin, dimensionimin apo ményrén e realizimit té kétij instalimi, duke mos
déshmuar né asnjé formé kapacitetin pér té€ pérmbushur kété kérkesé.

Né té njéjtén kohé, duke marré parasysh se pajisja e ofruar nuk i pérmbush specifikat
thelbésore teknike té kérkuara, si dhe faktin gé oferta paraget njé ¢cmim jo normalisht té ulét
né raport me kompleksitetin e projektit dhe kérkesat e implementimit, lind dyshimi i
arsyeshém se kjo oferté nuk éshté e bazuar né njé zgjidhje reale dhe té zbatueshme né
praktike.

Pér rrjedhojé, né mungesé té njé zgjidhjeje té ploté teknike dhe dokumentacioni pérkatés,
oferta konsiderohet e papérgjegjshme dhe e papérshtatshme pér realizimin e kérkesave té
tenderit.

Duke marré parasysh mungesén substanciale té konstatimeve té léshuara té ofertés,
Autoriteti Kontraktues vleréson se nuk ekziston bazé pér aplikimin e procedurés sé kérkimit
té sqarimeve shtesé, pasi kjo do té nénkuptonte ndryshim thelbésor té saj. Pér rrjedhojé, né
pérputhje me legjislacionin né fugi, oferta shpallet e papranueshme.

Nuk pajtohemi me kete pretendim te AK-se, per faktin se, te gjitha deshmite e ofruara dhe te
argumentuara ne menyre specifike nga ana e jone, prandaj per cdo pagartesi eventuale AK ka
mundur te kerkoj sgarime shtese ne perputhje me nenin 72 te LPP-se, dhe per cdo kerkese
nga AK jemi te gatshem te forojme sqarime e nevojshme per te gjitha pikat per te cilat AK ka
dilena.

Kérkesa 5. Lista e pjeséve rezervé té pajisjes e nénshkruar dhe e vulosur nga prodhuesi.
Evidenca 5. Té déshmohet me Deklaraté té nénshkruar dhe té vulosur nga Prodhuesi.
o Operatori ekonomik né ofertén e tij té dorézuar i mungon Lista e pjeséve rezervé e

nénshkruar dhe e vulosur nga prodhuesi sipas kérkesave té FDT. Pér pozicionin nr.
8, Unit dentar.
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Nuk pajtohemi me kete pretendim te AK-se, per faktin se Lista e pjeséve rezervé e
nénshkruar dhe e vulosur nga prodhuesi sipas kérkesave té FDT gjindet ne dokumentin nr 8
fage 43.

5. Kérkesa 6. Deklaraté nga prodhuesi se do té prodhojé pjesé rezervé pér modelet e
ofruara té paktén edhe pér 10 vitet e ardhshme.

Evidenca 6. Té déshmohet me Deklaraté nga Prodhuesi.

e Operatori ekonomik né ofertén e tij té dorézuar i mungon Deklarata nga prodhuesi se
do té prodhojé pjesé rezervé pér modelet e ofruara té paktén edhe pér 10 vitet e
ardhshme.

Nuk pajtohemi me kete pretendim te AK-se, sepse ne kemi ofruar Deklarata nga prodhuesi
se do té prodhojé pjesé rezervé pér modelet e ofruara té paktén edhe pér 10 vitet e ardhshme,
keto dokumente gjinden ne listen e dokumenteve te ofruara nga ana jone, perkatesisht ne
dokumentin nr 10. Deklarata nga prodhuesi per pjese rezerve — 10 vite

Né dosjen e tenderit, Aneksi 1 éshté kérkuar gé pajisjet mjekésore té jené né pérputhje me
Rregulloren (EU) 2017/745 (MDR), té pajisura me shenjén CE dhe té shogéruara me
Deklaratén e Pajtueshmérisé nga prodhuesi.

Nga shqyrtimi i dokumentacionit tuaj konstatohet se nuk jané paragitur asnjé pér
pérmbushjen e kétyre kérkesave, pasi mungon Deklarata e Pajtueshmérisé dhe nuk éshté
déshmuar gé produktet jané té pajisura me CE mark sipas MDR. Pér mé tepér, pér asnjé
pajisje apo produkt nuk éshté paragitur konfirmim pér pérputhje me kété rregullore.

Kjo pérbén mospérmbushje té njé kérkese thelbésore té dosjes sé tenderit dhe né pérputhje
me nenin 69 té LPP-sé, oferta konsiderohet jo e pérgjegjshme.

Nuk pajtohemi me kete pretendim te AK-se edhe pse AK do te duhej te kerkonte nga ne
sgarime per dokumentacionin perkates sipas nenit 72 te LPP-se, megjithate per te deshmuar
ge ne | plotesojme kerkesat sipas dosjes se tenderit , edhe me larte e kemi paragitur
dokumentin deklaraten e pajtueshmerise ne Pérputhshméri me Rregulloren (EU) 2017/745
(MDR), dhe krejt ky sgarim eshte ne perputhje me nenin 72 te LPP-se.

Bazuar ne sgarimet e dhena si me larte, AK gjate fazes se vleresimit dhe rivleresimit te
ofretave nuk ka zbatuar dispozitat e legjislacionit per prokurimin publik, per faktin se te
gjitha ceshtjet te cilat nderlidhen me certifikatat per standardet e cektuara si dhe ceshtjen e
katallogut ka mundur dhe do te duhej ge paraprakisht para njoftimit mbi vendimin e AK-se te
kerkonte sgarime ne pajtim me nenin 72 te LPP_se.Andaj AK nuk mund té pérdoré si bazé
pér shpalljen e ofertés si té papérgjegjshme, pa u respektuar ne ploteni dispozitat ligjore te
percaktuara me legjislacionin per prokurimin publik.

Autoriteti kontraktues gjate vleresimit dhe krahasimit te tendereve ka bere shkelje ligjore te
dispozitave te ketij ligji duke na eleminuar neve si GOE te pergjegjshem dhe duke
rekomanduar per dhenie te kontrates njé GOE te papergjegjshem, prandaj me gellim ge te
evitohet kjo shkelje e AK-se dhe te pérmirésohet vendimi i tij, ne i kemi ofruar te gjitha
sgarimet dhe faktet me te cilat deshmojme ge i plotesojme te gjitha kerkesat e dosjes se
tenderit.
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Andaj arsyet dhe faktet e paragitura mé larté, dhe pér shkak gqé mos té démtohet buxheti i
QENDRES KLINIKE STOMATOLOGIJIKE UNIVERSITARE TE KOSOVES ne vlerén:
442,938.52 Euro, duke u bazuar né provat e paragitura nga ana e joné , kérkojmé nga Paneli
Shqyrtues té nxjerr:

VENDIM

APROVOHET SI E BAZUAR ANKESA e GOE VitaMed L.L.C & Hirano
Mushroom L.L.C

ANULOHET B58-Njoftimi mbi vendimin e Autoritetit Kontraktues i dt:
15.05.2026 i dates 01.06.2026.

Lénda té shqyrtohet duke u bazuar né dispozitat ligjore té LPP-sé, kérkesat e
dosjes sé tenderit e sidomos ato té specifikimit teknik, e mé pas te shpallet
FITUES GOE VitaMed L.L.C & Hirano Mushroom L.L.C.

9. Démet materiale

Pérshkruaj ményrén se si shkelja e supozuar i ka shkaktuar ose kércénohet t’i shkaktojé déme
materiale parashtruesit té ankesés, ne rast se pérfshini pretendime pér kompensim.

Démet materiale gqé na shkaktohen nése ne nuk e marrim kété kontraté jané té
konsiderueshme si né fushén financiare, fitime té€ munguara si dhe shpenzime pérgatitore
pér tenderim dhe kontraté.

10. Lista e dokumenteve (déshmive) té bashkangjitura

Nése aplikohet, bashkéngjitni Ankesés dokumentet e renditura mé poshté:

a)
b)
c)

d)
e)

f)
9)

njé kopje té publikimit t¢ “Njoftimit pér Kontraté” apo “Njoftimit pér Konkurs té
Projektimit.

njé kopje té publikimit pér “Njoftimin e Dhénies sé Kontratés” apo “Njoftimin pér
Rezultatet e Konkursit té Projektimit” apo “Njoftimit pér Anulim”.

njé kopje té letrés sé eliminimit té tenderuesit/kandidatit/ letrés se tenderuesit té
pasuksesshém/ letrés pér mos para-kualifikim.

njé kopje té procesverbalit té hapjes publike té tenderéve, nése aplikohet,

bashkéngjit njé kopje te vendimit te miratuar nga AK gjate kontekstit paraprak te
zgjidhjes se mosmarréveshjeve ne pérputhje me nenin 108A te LPP-se,

Déshminé e pagesés se tarifés se ankimit ne pérputhje me nenin 118 te LPP-se, dhe

té gjitha korrespondencat e juaja me autoritetin kontraktues duke pérfshiré e-mailat
si dhe ¢do informaté té shkruar gé ka té béjé me kété aktivitet prokurimi, si dhe me
secilin pretendim té paragitur né ankesé.
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***Sipas Nenit 111.2 t& LPP, Parashtruesi i ankesés, origjinalin e ankesés do t’ia dorézojé OSHP-sé dhe
njékohésisht njé kopje do t’ia dérgojé né ményrén mé té shpejté té mundshme Autoritetit Kontraktues.
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