Termenii si conditiile de livrare

Denumirea  “Consolidarea controlului Tuberculozei si reducerea mortalititii cauzate de
SIDA in Republica Moldova”

Cumparator: Institutia Publica ,,Unitatea de Coordonare, Implementare si Monitorizare a
Proiectelor in Domeniul Sanatatii”

Destinatar: ~ IMSP Spitalul Dermatologie si Maladii Comunicabile (SDMC)

Pachetnr..  169/GD/H

Furnizor/Ofertant: BIOSISTEM MLD SRL
Data: 26.04.2023

1. Preturi si termene de livrare [se completeaza de catre Furnizor]
Furnizorul recunoaste ca va fi de asemenea responsabil pentru:
a) Livrarea bunurilor la adresele destinatarului — IMSP SDMC, Chisinau, str. Costiujeni, 5/1.

Lotul I. Echipament biochimic cu ionograma:

Pret per Pret total
Nr Acrticol Cantitate unlta}tg I?DP DDPV Termenul de livrare
Chisinau, Chisinau,
MDL MDL
1. | Echipament biochimic cu 1 729 600.00 | 729 600.00 In termen de cel
ionograma mult 60-90 zile
) calendaristice din
TOTAL: data contractului

Noti: /n caz de discrepantd intre pretul unitar si totalul derivat din pretul unitar, corectarea se va
face conform prevederilor punctului 8 (iii) din Invitatia pentru prezentarea ofertei de pret

2. Pretul Fix: Preturile indicate mai sus sunt fixe si nu fac obiectul niciunei ajustari in timpul
executarii contractului. Confirmam ca preturile nu includ taxele vamale, accizele, taxele
pentru efectuarea procedurilor vamale si taxa pe valoarea adaugati (TVA) din
Republica Moldova.

3. Tara de origine: Bunurile oferite trebuie sa provina din tarile membre ale Bancii Mondiale si
se solicita sa furnizati un certificat de origine pentru fiecare articol.

4, Programul de livrare: Livrarea trebuie finalizata conform conditiilor de livrare din Termenii
si conditiile de livrare din momentul semnarii contractului.

5. Legislatia aplicabila: Contractul va fi interpretat in conformitate cu legile din tara
Cumparatorului.
6. Solutionarea litigiilor: Cumparatorul si Furnizorul vor depune toate eforturile pentru a rezolva

pe cale amiabild, prin negocieri directe informale, orice neintelegere sau litigiu intre ei in
temeiul sau 1n legaturd cu Contractul. In cazul unui litigiu intre Cumpérator si Furnizor, litigiul
va fi solutionat in conformitate cu prevederile legilor din tara Cumparatorului.

7. Livrarea si Documentele: La expedierea bunurilor, Furnizorul va notifica Cumparatorului prin
email sau fax detaliile complete ale expedierii, inclusiv numarul contractului, descrierea
bunurilor, cantitatea etc.




10.

11.

12.

13.

14.

15.

Plata facturii dvs. se va efectua la 100% contra livrarii bunurilor, prin transfer bancar in
favoarea Bancii Furnizorului, in termen de zece (10) zile bancare de la receptionarea bunurilor
si a serviciilor conexe prevazute de punctul 1 din acesti Termeni si conditii de livrare
(denumite in continuare ,,Serviciile conexe”), confirmate prin semnarea unui act de receptie
finala pentru bunuri si servicii conexe emis de Cumpdrator si confirmat de
Destinatar/beneficiar final (denumit in continuare ,,Actul de Receptie Finala”).

Garantie: Bunurile oferite trebuie sa fie acoperite de garantia producatorului (perioada de
valabilitate) asa cum este indicat in Anexa A la Termenii si conditiile de furnizare de la data
Actului de Receptie Finala. Va rugam sa specificati perioada de garantie si termenii in
detaliu, conform cerintelor din Anexa A.

Autorizatia producdtorului. Cumparatorul poate solicita Furnizorului Tnainte de atribuirea
contractului sa furnizeze autorizatia producatorului pentru bunurile contractate.

Instructiuni privind ambalarea si marcarea: Furnizorul va asigura ambalarea standard a
bunurilor dupa cum este necesar, prevenind prejudicierea sau deteriorarea acestora in timpul
tranzitului cétre destinatia lor finala, asa cum este indicat in Contract.

Defecte: Toate defectele vor fi corectate de catre Furnizor fara niciun cost pentru Cumparator
in termen de 30 de zile de la data notificarii de catre Cumparator.

Forta majora: Furnizorului nu ii vor fi aplicate penalitati sau rezilierea contractului pentru
carente daca si in masura in care intarzierea sa In executare sau altd neindeplinire a obligatiilor
asumate prin Contract sunt rezultatul unui eveniment de forta majora.

In sensul acestei clauze, ,,Fortd Majord” inseamna un eveniment care nu poate fi controlat de
Furnizor si care nu implicd vina sau neglijenta Furnizorului si care nu este previzibil. Astfel
de evenimente pot include, dar fara a se limita la, actul Cumparatorului in calitatea sa
suverand, razboaie sau revolutii, incendii, inundatii, epidemii, restrictii de carantind si
embargouri de marfuri.

Daca apare o situatie de fortd majora, Furnizorul va notifica prompt Cumparatorul in scris
despre aceasta situatie si cauza acesteia. Cu exceptia cazului in care Cumpardtorul solicitd
altfel in scris, Furnizorul va continua sa isi indeplineasca obligatiile in temeiul Contractului,
in masura 1n care este rezonabil din punct de vedere practic, si va cduta toate mijloacele
alternative rezonabile de executare care nu sunt impiedicate de evenimentul de fortd majora.

Specificatiile tehnice necesare

(1) Descriere generala

a. Toate bunurile trebuie sa fie noi, nefolosite, dintre cele mai recente si actuale
modele, incorporand toate imbunatatirile recente ale designului si materialelor, cu
exceptia cazului in care se prevede altfel in aceste specificatii.

(i)  Detalii specifice si standarde tehnice - conform Anexei A la Termenii si conditiile
de furnizare

Furnizorul confirmi corespunderea cu specificatiile de mai sus (In caz de abateri
furnizorul va enumera toate aceste abateri).

Neexecutarea: Cumparatorul poate anula Contractul in cazul in care Furnizorul nu livreaza
bunurile si nu furnizeaza Serviciile conexe, In conformitate cu termenii si conditiile de mai



sus, In pofida unei notificari de 10 zile oferite de catre Cumpardtor, fara a-si asuma nicio
raspundere fatd de Furnizor.

16.  Intarzieri: In cazul in care Furnizorul nu reuseste si livreze oricare sau toate bunurile pana la
data livrarii sau sd efectueze Serviciile conexe in perioada specificata in Contract (asa cum
este prevazut in Termenii de livrare de mai sus), Cumparatorul poate, fara a afecta toate
celelalte clauze in temeiul Contractului, deduce din Pretul Contractului, drept despagubiri
forfetare, o suma echivalenta cu 0,1% din pretul oferit al bunurilor intarziate sau al serviciilor
neexecutate pentru fiecare zi lucratoare sau parte din aceasta de intarziere pana la livrarea sau
executarea efectiva, pana la o deducere maxima de zece (10)% din Pretul Contractului.

17.  Frauda si coruptia: Politica Fondului Global este de a cere ca toti ofertantii, furnizorii si
contractantii si agentii acestora (fie ca sunt declarati sau nu), personalul, subcontractantii, sub-
consultantii, furnizorii de servicii In cadrul contractelor finantate de Fondul Global sa respecte
cel mai inalt standard de etica in timpul achizitiei si executarii unor astfel de contracte.! Tn
aceste circumstante, Fondul Global a elaborat un Cod de Conduitd pentru Furnizori care
are ca scop sa asigure cd Furnizorii si Reprezentantii Furnizorilor vor participa la procesul de
achizitii intr-o manierd transparentd, echitabila, responsabild si onestd, inclusiv prin
respectarea tuturor legilor si reglementarilor aplicabile privind concurenta loiald precum si a
standardelor recunoscute de bune practici in achizitii. Documentul detaliat (Code of Conduct
for Suppliers / Codul de Conduita pentru Furnizori) poate fi gasit si trebuie citit pe website-
ul: https://www.theglobalfund.org/en/governance-policies/

18.  Incalitate de ofertant, confirmam prin prezenta ci am citit Codul de Conduita pentru Furnizori
(Code of Conduct for Suppliers), asa cum este mentionat in clauza 17 de mai sus si prin
semndtura noastra de mai jos ne asumam responsabilitatea pentru actiunile Intreprinse de noi
in cadrul acestei achizitii.

FURNIZOR/OFETANT: BIOSISTEM MLD SRL
Adresa Furnizorului: str.Albisoaral6/1of.7,or.Chisinau
Semnatura autorizata:

Numele si functia semnatarului: Poiata Vitalie-Administrator

Data: 26.04.2023 L.S.

Digitally signed by Poiata Vitalie
Date: 2023.04.26 13:45:06 EEST
Reason: MoldSign Signature
Location: Moldova

1y . . A L. . . .

In acest context, orice actiune intreprinsa de un ofertant, furnizor, contractant sau de orice al lor personal, agenti,

subcontractanti, subconsultanti, furnizori de servicii, furnizori si/sau angajatii acestora in vederea influentarii
asupra procesului de achizifie sau a executarii contractului pentru un avantaj necuvenit este improprie.


https://www.theglobalfund.org/en/governance-policies/

Detalii specifice si standarde tehnice

Lotul I. Echipament biochimic cu ionograma:

Anexa A
la Termenii si conditiile de furnizare

Denumire parametru

Cerintele & Specificatiile Tehnice minime

Produsul oferit, model, parametru, specificatii

tehnice

Echipament biochimic cu
ionograma

- 50-55 Reagent positions on board:
e 40-45in a closed refrigerated area (2-10°C)
e 8-10 at room temperature

- Positive Reagent Identification:Integrated Barcode

Reader

- Reagent Probe : Level Detection and Preheating
- Reagent Management with Cassettes: Automated

Reagent On-board Stability Check plus Test
Countdown with automatic back-up

- Reagent Volume: from 2 to 600 pL

- Reaction Volume: 150 to 600 pL

- Reaction Temperature: Air bath at 37°C

- Photometer Reaction Cycle: 10-12 seconds

- Mixing with Teflon-coated Stirrer

- Reaction Time: 1to 100 cycles

- Disposable Acrylic Cuvettes

- Automatic Cuvette Changer

- Cuvette Capacity: up to 32 segments

- Integrated Calculation Algorithms

- Automatic Standard Dilution Series:

- Dilution Factors: Main Direct 1/2 - 1/150

- Dilution Factors: Main Indirect 1/2 - 1/1508

- Analysis Method Types:
e Spectrophotometry:

Turbidimetry
e Potentiometry: Direct (Serum or Plasma) and
Indirect (Urine)

Colorimetry and

Automatic biochemistry analyzer BS-620M with ISE
module, manufacturer: Mindray, China. The analyzer
will be delivered in complect with PC, printer, UPS,
water plant.

- 80 Reagent positions on board:
e 80in aclosed refrigerated area (2-8°C)

- Positive Reagent Identification:Integrated Barcode
Reader

- Reagent Probe : Level Detection and Preheating

- Reagent Management with Cassettes: Automated
Reagent On-board Stability Check plus Test
Countdown with automatic back-up

- Reagent Volume: from 10 to 200 pL

- Reaction Volume: 70 to 300 pL

- Reaction Temperature: Air bath at 37°C

- Photometer Reaction Cycle: 10-12 seconds

- Reaction Time: 1 to 100 cycles
- 124 reusable cuvettes with 8-step auto wash

- Integrated Calculation Algorithms
- Automatic Standard Dilution Series:
- Dilution Factors: Main Direct 1/2 - 1/150
- Dilution Factors: Main Indirect 1/2 - 1/1508
- Analysis Method Types:
e Spectrophotometry:
Turbidimetry
e Potentiometry: Direct (Serum or Plasma) and
Indirect (Urine)

Colorimetry and




- Up to 55 assays on board
- Optional ISE Module (Na+, K+, Cl-)
- Maximum Throughput: 420 test/h

- CE Marked

- Sound level < 60 dBa

- Operating temperature from 15 to 32°C

- Operating Humidity from 20 to 85%

- Total Power Requirements (with Printer) 1000 VA

- Water De-ionized/Distilled Water 10L Tank

- Quality Control Management Levey Jennings,
Automatic QC, Default controls and Westgard rules

- Logs Reagents, Quality Control, Calibrations

- Tungsten-halogen Lamp:
e Measurement Principle
e Bi-chromatic light absorbance
e Choice of 15 wavelengths from 340 to 700 nm
e Wavelength selection with holographic grating

technology

- Sensor Photo diode array

- Optical Linearity 2.5 A. at 340mm; 3.0 at other
wavelengths

- Input 220 V;,

- upto 77 photometric tests + 3 ISEs+ 3 serum indices

- ISE Module (Na+, K+, CI-)

- 600 photometric tests per hour, up to 800 tests per
hour with ISE

- CE Marked

- Sound level < 60 dBa

- Operating temperature from 15 to 30°C

- Operating Humidity from 35 to 85%

- Total Power Requirements (with Printer) 1000 VA

- External water plant

- Quality Control Management Levey Jennings,
Automatic QC, Default controls and Westgard rules

- Logs Reagents, Quality Control, Calibrations

- Tungsten-halogen Lamp:
e Measurement Principle

Bi-chromatic light absorbance

Choice of 16 wavelengths from 340 to 850 nm

Wavelength selection with holographic grating

technology

- Sensor Photo diode array

- Absorbance range: 0~3.5Abs(10mm conversion)

- Input 220V,

Termenul de garantie

Cel putin 24luni din momentul instalarii si a receptiei
finale.

Cel putin 24luni din momentul instalarii si a receptiei
finale.

Cerinte de certificare
si Conditii generale care urmeaza
sa fie prezentate in oferta

Conformitate cu sistemul de calitate al producatorului:
- 1SO 13485:2003 Quality Systems
- 1SO 9001:2008 Quality Systems;
- Declaratie de conformitate CE, EN sau
echivalent;
- Toate certificatele prezentate trebuie sd fie
valabile.

Conformitate cu sistemul de calitate al producatorului:
- 1SO 13485:2003 Quality Systems
- 1SO 9001:2008 Quality Systems;
- Declaratie de conformitate CE, EN sau
echivalent;
Toate certificatele prezentate trebuie sa fie valabile.

e Cel putin un set de manuale de operare, intretinere si
service pentru fiecare echipament. Scris in limbile
Natiunilor Unite: cel putin in engleza si tradus
obligatoriu In romana si/sau rusa;

¢ Cel putin un set de manuale de operare, intretinere si
service pentru fiecare echipament. Scris in limbile
Natiunilor Unite: cel putin in englezd si tradus
obligatoriu n romana si/sau rusa;




e Instalarea si instruirea personalului la fata locului;

e Toate echipamentele oferite vor fi noi si nefolosite;

e Ambalaj original al producatorului pentru toate
articole si piese.

eVor fi livrate toate accesoriile si cablurile de
conectare necesare pentru functionare si echipamente
de retea. Fiecare echipament va fi insotit de o lista
autorizata de accesorii si piese de schimb;

e Certificat de la producdtor care sa ateste ca
echipamentul a fost calibrat in fabrica (daca este
necesar).

e Echipamentul trebuie Tnlocuit cu unul nou, in cazul in
care defalcarea are loc mai mult de 3 ori pe parcursul
primului an de exploatare

e Vizitd anuala de evaluare si mentenantda gratuita n
perioada de garantie (2 ani) de catre un inginer
calificat.

e Instalarea si instruirea personalului la fata locului;

¢ Toate echipamentele oferite vor fi noi si nefolosite;

e Ambalaj original al producatorului pentru toate
articole si piese.

eVor fi livrate toate accesoriile si cablurile de
conectare necesare pentru functionare si echipamente
de retea. Fiecare echipament va fi insotit de o lista
autorizata de accesorii si piese de schimb;

e Certificat de la producdtor care sa ateste ca
echipamentul a fost calibrat in fabrica (dacd este
necesar).

¢ Echipamentul trebuie inlocuit cu unul nou, Tn cazul in
care defalcarea are loc mai mult de 3 ori pe parcursul
primului an de exploatare

Vizita anuald de evaluare si mentenantd gratuita in

perioada de garantie (2 ani) de catre un inginer calificat.

Toate bunurile vor fi testate de beneficiar.
Acceptarea bunurilor si semnarea actelor de receptie va avea loc dupa testarea pozitiva efectuata de beneficiar.

Furnizor:

BIOSISTEM MLD SRL

(denumirea companie)

Adresa Furnizorului: str.Albisoaral6/1of.7,or.Chisinau

Tel: +373-22-808719 Fax: +373-22-808519

E-mail: biosistem.mld@gmail.com

Data: 26.04.2023

Semnatura autorizata:

Numele si functia semnatarului: Poiata Vitalie - Administrator

LS.




BS-620M mindray

brnoxmmmnyecknmn aHanmnsaTtop

BS-620M

TexHn4yeckne XapaKTepucTtnkn OnTtunyeckas cucrema: .
brnoxummnueckuin aHanm3atop

VcTouHuK cBeTa: anoreH-8onbdpamoBasn namna

DyHKLMOHAN CUCTEMbI: OotomeTp: DoTOMETP C AUDPAKLMOHHOW PeLIeTKo

InwvHa BonHbl: 16 anviH BonH (340 HM, 380 HM, 412 HM, 450 Hm, M O LL'. H bl I7I VI 3¢¢e KTI/I B H bl I\/’I

480 HMm, 505 HM, 546 HMm, 570 HM, 605 HM, 630 HM, 660 HM,

MpUHLMNbLI U3MepeHni: A6Cop6LIMOHHaA poTOMETPHS, 700 Hm, 740 Hw, 770 Hm, 800 Hm, 850 Hw)
TypGUAMMETPHA Hwvana3soH nornouenus: 0-3,5 koad (KoHBepcus 10 M)

MpounsBoanTenbHOCTb: 600 OTOMETPUUECKIMX TECTOB B
yac, 1o 800 TecToB B Yac ¢ ISE mogynem

MeTopabl aHanmsa: 1o 77 GOTOMEeTPUUECKIX TeCTOB + KOHTPOsb 1 KannubpoBKa:

3 ISE 3nekTposia + 3 ChIBOPOTOUHBIX MHAEKCa Pexxum KannbpoBKu: JIviHeiHan (0gHOTOUEUHasA, ABYXTOUEYHan

MeTopuk: KoHeyHan To4ka, QUKCpOBaHHOE Bpems, v MHoroToueyHas), Logit-Log 4P, Logit-Log 5P, Crinaiix,

KMHeTKKa, ISE

SKCMOHEHLManbHag, NoAMHOMManbHas, napabonmnyeckan
PaboTa c obpasuamu:

MpaBuna KoHTpons Kauectsa: C1uCTeMa Npasus

SDM: 120 06pa3LoB Ha 12 wraTKBax, HermpepbiBHas Becrrapaa, Twin plot

3arpy3ka 06pa3sLoB, NPUOPUTETHAA NMofdaYa CPOUHbIX

06pa3sLos OnepaunoHHbI 61okK:

O6bem obpasua: 1,5-45 mkn ¢ warom 0,1 MK OnepaumoHHasa cuctema: CeHCOPHbIV 3KPaH

O6pasel HbA1c: LienbHasa KpoBb Ana aHanm3a Ha HbATc (nononHutensHo), Windows 10 (64 6uT)

Mpo6o3abopHuk: OnpeaeneHvie ypoBHA KUAKOCTY, NHTepdenc: RS-232, ceteson nopT, USB/napannenbHbii nopT

onpepgeneHne Cryctkos, 3alta ot CTONKHOBEH WM
YcnoBua SKCn1yaTaunm:

McTouHunK nutanums: 200-240 B, 50/60 'y, 1700 B-A nnu
110/115 B, 60 'y, 1700 B-A
Temnepatypa: 15-30°C

Pa6oTa c peareHTamu:
JloTok ana peareHToB: 80 NO3NLMIA C CUCTEMOM
oxnaxgeHua (2-8°C)
0O6bem peareHTa: 10-200 MKn ¢ warom 0,5 MKn
OTHOCKTeNbHasA BNaXHOCTb: 35-85 %
30HA AnAa peareHToB: OnpefeneHne ypoBHA XUAKOCTY,
Pasmepbl: 1380 M (a11Ha)*860 MM (wmprHa)* 1200 MM (BbICOTa)

onpeaeneHve Ny3blpbKOB, 3alLKTa OT CTONTKHOBEHWI
Bec: 350 kr

BcTpoeHHOe yCTpONCTBO CUMTBIBAHMA WITPUX-KOAOB:

YCTPOWCTBA CUNTBIBAHNSA LUITPUX-KOAOB C 0OPA3LIOB Vi

peareHTOB MOAAEPKMUBAIOT Takne CUCTEMDI
KoaMpoBaHKa, kak Codabar, ITF (2 u3 5 uepenytowmiics),
Code 128, Code 39, UPC/EAN 1 Code 93;
MoxeT obmeHnBaTbcsa AaHHbiMK ¢ JINC B

e etk

[BYHaNpaBIeHHOM pexnme
PeakunoHHas cucrtema:

PeakunoHHbI 06bem: 70-300 MK
TemnepaTypa peakuuu: 37°C c KonebaHnem

Temnepatypbl 0,1°C

PeakunoHHble KloBeTbl: 124 KioBeThl
MHOrOpPa30BOro UCMOSb30BaHNA C
8-CTyneH4YaTom aBTOMaTNYECKOM MPOMbIBKOWN

www.mindray.com mindray

Ne uspenua: RU-BS-620M-210285X8P-20220902
©2022 Shenzhen Mindray Bio-Medical Electronics Co.,Ltd. Bce npasa 3aujuuienbi.

KauecTtBeHHOE MeguLMHCKOe O6CJ'Iy>KI/IBaHI/Ie onAa Bcex




BS-620M

N'M6bkoe ynpaBneHne obpasuamm

MowwHbIN 1 3G PEKTUBHDBIN

-MepemeweHne napTnn obpasLoB
-HenpepbiBHaA 3arpy3ka 06pa3LoB Ha WTATKBDI

AHanus yenbHON KPOBU Ha
rMKnpoBaHHbIN remorno6uH (HbA1c)

- Ceptndukauyms cornacHo NGSP v npocnexmnBaeMocTtb cornacHo IFCC

-MpropunTeTHaa Nogayva CPOUHbIX 06pa3LIoB
(STAT-o6pa3uoB)
-He3ameanutenbHbI NOBTOPHbI aHanm3

- BCTpoeHHbI remoni3 6e3 NoaroToBKM 06pasLoB
——\ - 3HaunTeNbHasA NHTepdepeHLMa BaprMaHTOB reMornobrHa OTCYTCTBYeT

- bonee HN3KMI Npefen 0bHapY»KeHUs reMornobuHa,
(0  CHWXeHMe KOnnYecTBa MOBTOPHbIX aHaM308
L:_J

NHTerpupoBaHHbIN

9 MOHOCEeNeKTUBHbIN MOAY/b

- 1 npo6V|pKa ONnA KpoBW ANnA BbIMOMHEHWA aHAJIN30B Ha
SN1IEKTPOJINTbI U OMOXMMMNYECKUX aHANTN30B
(I)OTOMeTpVI‘-IeCKI/IMVI MeTogamMm

- ANUTENbHbIN CPOK CY>KObl NIOHOCENEKTUBHbBIX 3NIEKTPOAOB
- MpocToTa 3KcnnyaTaumMm 1 TEXHUYECKOro 06CyXNBaHUSA

Hape)xHasa cucrema rectTupoBaHuA

mindray w

- OTnnYHbIe NOKa3zaTenun curmameTpurm MMpoBOro ypoBHA
npum NCnonb3oBaHN OPUTMHANTIbHbIX PpE€areHToB

0 I/IHTenneKTyaanoe 06Hapy>|<eH|/|e dHOMaJ1bHbIX peaKLl,I/IIZ,
CUTHaTN3auna n aBTOMATMNYECKNN NOBTOP aHaJln3a AnA
MWHNMU3aUnNn oWmnB6OYHbIX pe3ynbtaTtoB




|

| |

HenpepbiBHan 3arpyska obpasuos

HenpepbiBHas 3arpy3ka 06pa3LoB Ha WTaTVBbI

[o 120 no3uuuit ana obpasLos
YBennyeHne BpemeHn paboTbl 6e3 yyacTus
onepaTopa

BbICprIVI 3anyCcKk 4nda nOBTOPHOIro
daHalln3a O6pa3LI,OB

ABTOMATUUYECKUIA 3aMyCK /1A aHanr3a obpasLos

ABTOMaTMUECKas NpruopuTeTHaa nojada
CPOYHBIX 06PA3LI0B 1 MOBTOPHbIV aHanm3

MproputeTHaa nofgayva CPOYHbIX
o6pa3uoB (STAT-o0b6pa3LoB)

I/IHTenneKTyaanoe pa36a Bl1eHne

BbimeneHHas no3uuma ans CpoYHbIX 00pa3LoB,
acnupauva 1 M1HyTa
BoicTpbIt oTUeT 0 pesynbraTax ISE+CO2 3a 7 MUHYT

3anaTeHToBaHHaA QyHKUMA
VHTenneKTyanbHOro pasbasneHus
OnepaTtnBHOE NONyYeHre pesynbTaToB

AHanus uenbHOW KpOBW Ha
MNKNPOBAHHbIN
remorno6uH (HbA1c)

-
-

L

-~

BcTpoeHHbI remonus o6pa3uos
LeNIbHOM KPOBU AJ1A NOBbILIEHNA
3¢pPeKTMBHOCTU PaboThI

MpepBaputenbHaa o6paboTka 6e3
BMeLLaTeNbCTBa onepaTopa ans
CHIPKEHUA pUCKa 61onornyeckoro
3arpA3HeHNA N BEPOATHOCTN OLUNGOK,
CBAI3aHHbIX C YeNoBeyeCcKum ¢pakTopom

120 TecToB/4ac Npu nccnefoBaHUM Ha
HbA1c gna cokpaiieHuna spemeHn
BbIMOJIHEHWA aHann3a

bnaropaps peareHty HbA1c komnanuu Mindray npu ncnonb3oBaHun GepmeHTaTMBHOIo
MeTO[la aHanmn3a MOXHO TOUYHO onpeaenaTb MUKMPOBaHHbIe N-KOHLIEBbIE aMUHOKNCIOTHI 13
beTa-Uenen remornoburHa, Yto No3sonaeT 3GdeKTUBHbIM 00pa3oM M3bexaTb HTepdepeHL MM
BapwvaHToB remornobuHa (HbS, HbC, HbE 1 HbD) 1 apyrnx npov3BoaHbIX remornobmnHa
(nabunbHbI HbATC, KapbamnnmpoBaHHbIN Hb 1 aueTnnupoBaHHbLIN HD).

DepmeHTaTUBHbBIN MeTO[ aHanr3a Ha MnKMPOoBaHHbIV remornobuH (HbA1c) komnaHum Mindray
[laeT HafleXKHble 1 SKOHOMMYeCKM 3GdEeKTUBHbIE pe3ybTaTbl C CAaMOro NMepBoro N3MepeHus 1
coKpallaeT KoNMYeCTBO Nocneayomnx NOATBEPKAAIOLIMX UCCNeJOBaHN.

Mindray
Ananus Ha HbA1c ¢
NpUMeHeHeM npoTeasbl

HbS HbC HbD HbE
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HwxHuin npegen obHapyXeHna remornobuHa anAa aHanmsa Ha HbA1c H aﬂ,e>KH aﬂ Cl/l CTeMa TECTI/I po Ba HS

BbinonHaeTca oLeHKa KOHLUEeHTpauumn remorniobrHa B npoLecce remosia 1 3ab1aroBpeMeHHoe Hauano
TECTOB Ha yBeNlMyeHne KOHLEHTPaLUWM B 06pasLax C HU3KOW KOHLeHTpalmel remornobuHa. JaHHas
GYHKLMA NO3BONAET MOHU3UTL Npefen 0OHapyKeHUA 1 pacluMpPUTb TMHENHY0 06acTb onpeaeneHns
KOHLEHTpaUuy reMornobmnHa C LUenblo yMeHbleHNA KOoNMYecTBa NOBTOPHbIX TECTOB U CHUXEHUS

OTXO[OB pealreHTOoB NMpw aHalin3e O6pa3LI,OB C NpU3HakaMh aHeEMUN . BbICOKV”‘/’I ypOBeHb I'IOKa3aTeﬂeIZ

CUrMmamMeTpunmn

— Da

OpurvHanbHble peareHTbl 1 YTBEPKAEHHbIN
NPOTOKON MPUMEHEHWA CHYXKAKOT MPOLIEHT
HETOYHOCTEW W MOrPeLIHOCTEN, YTO

OueHunTb

Ho6asute RO KoHLieHTpaLuio Hb e
’ — SR L , CNOCOOCTBYET AOCTVKEHNIO OTSINUHBIX
4 i (5 4 .
B M \ H:#CET)';';'AAH/ y | noKasaTesien CUrMaMeTpumn MMPOBOTO YPOBHS.
n‘eN\ , d A . 7
lemonus N)()ae,\l“ Pesynbtat no Hb Pesynbtat no HbA1c 4 R ) y ‘ Cuctema ¢ 6onee BbICOKMM NOKa3aTenem cnrma
R1 no3BossAeT Nabopatopuam obecrneunsatb
LlenbHan KpoBb L e N
D BbICOKMI YPOBEHb KaueCTBa Npu MeHbLUMX
lemonuns

3aTpaTax, a Takke NOBbILIAeT YBEPEHHOCTb 1
Y[OBNETBOPEHHOCTb MEANLIMHCKMX PAOOTHMKOB.

I/I HTE rp 1 po BAHHDbIV NHTennekTyanbHoe obHapy»KeHre aHOMabHbIX peakuui

- MoljHoe nporpammHoe obecrneyeHne co BCTPOEHHbIMY anroprTMamMm, KOTOpbIe MOTYT OTCeX1BaTb
I/I O H Ocen e KTI/I B H bl I/I MOﬂyn b peaKkUMio Ha Hannume OTKNOHeH N, NoAaBaTb CUrHaMbl TDEBOMM 1 3aMyCKaTb aBTOMATUUYECKNIA MOBTOP
aHanu3a obpasuos, y KOTOPbIX HabnoaaTCa OTKIOHEHNA OT HOPMbI BO BPEMs TECTUPOBAaHUA, HanpumMep,
UcTolleHne cybcTpaTa, HexBaTKa KMCIopoaa, XyK-3bdeKTol 1 np. Takown MHTenneKTyanbHbI Noaxom C
GYHKUMAMMN OOHAPYXKEHWA, CUTHANM3aLUMKU 1 aBTOMATUYECKOrO NOBTOPA aHann3a MUHUMK3UPYET

BCTpOGHHbII/I MOHOCENEKTNBHbIN MOAYI1b $ - % % KOMMYECTBO NOXKHBIX PE3YNbTaTOB 1 PUCK MOCTAHOBKM HEMPaBWUIbHOIO AMarH03a, a Takke no3sonseT
NONYYUTb TOYHBIE 1 HAEXHbIE Pe3y/bTaTbl UCCNe0BaHWI.

: KL |kt il —
Boigaua pesynbtatos no Na*, K¥, CL ._i___l.__‘,g T
-1 NpobupKa ANA KPOBY A BLINONHEHWA aHan1308 e N =a e

WK &N licl | Ref
Ha 3NEKTPONNTbI 11 BUOXUMUYECKIX aHaNM308 e ek P L

— —

boTOMETPUUECKUMI METOAMM

HexBaTtka
Kucnopopaa

ddpdeKTnBHOE 1 NpocToe

ActoweHne

yrnpasjieHne cy6cTpata Xyk-a¢dekr

- [1o 300 TecToB B Yac

- Cpok cnyxobl anexktpogos Na/K/pedepeHTHbix
SMEKTPOAOB 10 9 MmecALeB

- ABTOMaTUYecKkas KannmbpoBKa

- Manbin pacxop
MolHoe nporpammHoe obecrieyeHmne Co BCTPOEHHbIMM anropuTmMamm
. |_|pOCTOTa SRCMyaTaunn  TeXHN4YeCkoro NHTENNeKTyanbHO 0OHapyKMBAET aHOMasbHble peakuum

00CNyKMBaHWA




Declaration of Conformity V1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, 518057, Shenzhen, P. R. China
Manufacturer SRN: CN-MF-000014156

Authorized Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80 20537 Hamburg, Germany

Product: Chemistry Analyzer

Model: BS-600M. BS-620M

Basic UDI-DI: 69449040SHY Q-BAGM***#**¥4T

Classification: Class A (According to Rule 5 of IVDR annex VIII)
Conformity Assessment Route: Annex 11 and I11 of IVDR

GMDN code: 56676

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and OF THE
COUNCIL. All supporting documentations are retained under the premises of the
manufacturer. This declaration of conformity is issued under the sole responsibility of
the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022.3.25

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Manager of Technical Regulation Department of Shenzhen
Mindray Bio-Medical Electronics Co., Ltd, Effective inmediately.

Place, Date of Issue: Shenzhen, 2022.3.25

Signature:

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation Department




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product:
Model:

Standards Applied:

Applied Standards List

Chemistry Analyzer

BS-600M. BS-620M

ENISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (ISO 18113-1:2009)

EN ISO 18113-3:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 3: In vitro diagnostic instruments for

professional use (ISO 18113-3:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1: General requirements

ENISO 14971:2019

Medical devices - Application of risk management to medical devices

(ISO 14971:2019)

EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN 62304:2006/A1:2015

Medical device software - Software life-cycle processes

EN

61010-1:2010/A1:2019

Safety requirements for electrical equipment for measurement, control,

and laboratory use Part 1; General requirement

EN IEC 61010-2-

081:2020

Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-081: Particular requirements for automatic and

semi-automatic laboratory equipment for analysis and other purposes

1IEC 61010-2-101:2018

Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-101: Particular requirements for in vitro

diagnostic (IVD) medical equipment




EN 61010-2-010:2020

Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-010: Particular requirements for laboratory

equipment for the heating of materials

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to medical

devices

EN61326-1:2021

Electrical equipment for measurement, control and laboratory use - EMC

requirements - Part 1: General requirements

EN61326-2-6:2021

Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6; Particular requirements - In vitro diagnostic

(IVD) medical equipment

BS ISO 20916:2019

In vitro diagnostic medical devices — Clinical performance studies using

specimens from human subjects — Good study practice
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# CERTIFICATE
ot No. QS5 044751 0140 Rev. 02
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o . . . .
=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
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E Scope of Certificate: See Page 2 for Overall Scope Statement.
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!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
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(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
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SCC Accredited
CB-MS

©

ocsm
Accrédité CCN i

CERTIFICATE

No. QS5 044751 0140 Rev. 02

Overall Scope Statement

Page 2 of 4
Date of Issue: 2020-08-20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitor and Accessories, Vital
Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature
Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor, Defibrillator / Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment
and Accessories, Digital Radiography System,
Radiography System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate
Reader, Microplate Washer for In-Vitro Diagnostic
Use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker and Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for
Glycohemoglobin Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask,
Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

[
el
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 3 of 4
Date of Issue: 2020-08-20 [
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor , Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 4 of 4
Date of Issue: 2020-08-20
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Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 044751 0164 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Shenzhen Mindray Bio-Medical

Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

tuv-sud.com/ps-cert

Design and development,

production and distribution of

Active medical devices (intended) for monitoring,
diagnosis, anesthesia, breathing and intensive care;
In-vitro diagnostic instruments;

Non-active accessories

for breathing therapy and anesthesia;

In-vitro diagnostic reagents and kits (intended)
for hematology, clinical chemistry,

immunology and cell analysis

(For detail information see following pages)

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system, which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-07-24

Page 10of 3

SH2005501

2020-09-01
2023-08-31

c@l(—\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body * Ridlerstralle 65 « 80339 Munich « Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 044751 0164 Rev. 02

Product Service

> TUV SUBE TUV SUB

Applied Standard(s):  ENISO 13485:2016
PPl ( ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facilitv(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Y( ) Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 044751 0164 Rev. 02

For the product(s)/product category (ies):

Patient Monitor and Accessories, Vital Signs Monitor,
Center Monitoring System, Telemetry Monitoring System,
Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Blood pressure Monitor,

Defibrillator/Monitor and Accessories, Electrocardiograph,
Anesthesia Machine and accessories, Ventilator,

Air compressor, Endoscope Camera System,

Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System,
Hematology Analyzer, Clinical Chemistry Analyzer,

Urine Analyzer, Microplate Reader,

Microplate Washer for invitro diagnostic use,
Chemiluminescence Immunoassay Analyzer,

Flow Cytometer, (Auto) Sample Processing System,

Auto Slide Maker&Stainer, Glycohemoglobin Analyzer,
Specific Protein Analyzer, Reagents for Hematology Analyzer,
Reagents for Clinical Chemistry Analyzer,
Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassay Calibrators and Controls,
Reagents for Flow Cytometer,

Reagents for Glycohemoglobin Analyzer,

Calibrators and Controls for Glycohemoglobin Analyzer,
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit,

Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag.

Page 3 of 3
TUV SUD Product Service GmbH - Certification Body « Ridlerstrafle 65 « 80339 Munich « Germany
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