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CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

Nr. 
№

1814048
Din 
От

16.01.2024 18:14

DATE DESPRE CONTRIBUABIL / ИНФОРМАЦИЯ О НАЛОГОПЛАТЕЛЬЩИКЕ

Codul fiscal / Numărul de identificare 
Фискальный код / Идентификационный номер

1010600028048

Denumirea  
Наименование 

Societatea cu Răspundere Limitată BIOSISTEM MLD

ATESTAREA LIPSEI SAU EXISTENȚEI RESTANȚELOR CONFORM DATELOR SISTEMULUI 
INFORMAȚIONAL AUTOMATIZAT / ПОДТВЕРЖДЕНИЕ ОТСУТСВИЯ ИЛИ НАЛИЧИЯ 
ЗАДОЛЖНОСТЕЙ СОГЛАСНО ДАННЫМ ИНФОРМАЦИОННОЙ АВТОМАТИЗИРОВАННОЙ 
СИСТЕМЫ

La data emiterii prezentului certificat restanța față de bugetul public național constituie  
На дату выдачи данной справки задолжность перед национальном публичным бюджетом составляет  

0 MDL

VALABIL PÂNĂ LA / ДЕЙСТВИТЕЛЕН ДО 31.01.2024 18:14

Prezentul document este eliberat în temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 și în 
baza datelor furnizate de Serviciul Fiscal de Stat în Portalul Guvernamental al Cetățeanului și al Unităților de 
Drept / Справка выдана в соответсвие со ст. 29 п. (3) Закона о реестрах № 71/2007 на основании данных, 
предостоставленных Государственной налоговой службой на Портале Правительства Гражданина и 
Юридических Лиц.

 

Generat și semnat de Portalul Guvernamental al Cetățeanului și al Unităților de Drept la 16.01.2024 18:14

Prezentul certificat este semnat electronic în conformitate cu Legea nr.124 din 19.05.2022  
Сертификат подписан электронной попдписью в соответсвие с Законом № 124 от 19.05.2022

Certificatul este descărcat din Portalul Guvernamental al 
Cetățeanului și al Unităților de Drept (mcabinet.gov.md) și 
este semnat electronic de către posesorul acestui portal și 
are aceiași valoare juridică ca și documentele eliberate pe 
suport de hârtie de către organele cu atribuții de 
administrare fiscală. Verificarea autenticității semnăturii 
electronice poate fi realizată cu ajutorul Serviciului 
Guvernamental de Semnătură Electronică (msign.gov.md)

Сертификат скачен с Правительственного Портала 
Гражданина и Юридических Лиц (mcabinet.gov.md) и 
подписан электронной подписью владельца портала и 
имеет такаю же юридическую силу, как и документы 
выдаваемые на бумаге органами налоговой 
администрации. Проверку подлиности электронной 
подписи можно осуществить c помощью Государсвенной 
Cлужбой Электронной Подписью (msign.gov.md)

https://mcabinet.gov.md
https://msign.gov.md
https://mcabinet.gov.md
https://msign.gov.md


Дата предоставления 28.03.2023 14:26:11
Anexe la SNC 

“Prezentarea situatiilor financiare” 
Aprobat de Ministerul Finantelor 

al Republicii Moldova

SITUAȚIILE FINANCIARE
pentru perioada 01.01.2022 - 31.12.2022

Entitatea:  BIOSISTEM MLD S.R.L.
Cod CUIÎO:  40717392
Cod IDNO: 1010600028048

Sediul:
MD:
Raionul(municipiul): 106, DDF RISCANI
Cod CUATM: 0150, SEC.RISCANI
Strada: SECTORUL RISCANI STR.Albisoara nr.16 bl.1 of.7

Activitatea principală: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectivă
Forma organizatorico-juridică: 530, Societăţi cu răspundere limitată

Date de contact:
Telefon: +37322808719
WEB:
E-mail:  zmii13@mail.ru
Numele și coordonatele al contabilului-șef:  Dl (dna) Tel.

Numărul mediu al salariaților în perioada de gestiune:  5 persoane.

Persoanele responsabile de semnarea situațiilor financiare*  Nasedchin Alexandr

Unitatea de măsură: leu

BILANŢUL
Anexa 1

la

Nr. cpt. Indicatori Cod rd.
Sold la

Începutul perioadei de
gestiune

Sfîrșitul perioadei de
gestiune

1 2 3 4 5

A C T I V

ACTIVE IMOBILIZATE

I. Imobilizări necorporale

1. Imobilizări necorporale în curs de execuție 010

2. Imobilizări necorporale în exploatare, total 020

din care:

2.1. concesiuni, licențe și mărci
021

2.2. drepturi de autor și titluri de protecție 022

2.3. programe informatice 023

2.4. alte imobilizări necorporale 024

3. Fond comercial 030

4. Avansuri acordate pentru imobilizări necorporale 040

Total imobilizări necorporale
(rd.010 + rd.020 + rd.030 + rd.040) 050

II. Imobilizări corporale

1. Imobilizări corporale în curs de execuție 060

2. Terenuri 070

3. Mijloace fixe, total 080 3559998 3384131

din care:

3.1. clădiri
081

3.2. construcții speciale 082

3.3. mașini, utilaje și instalații tehnice 083 3533108 3363063

3.4. mijloace de transport 084



A.

3.5. inventar și mobilier 085 26890 21068

3.6. alte mijloace fixe 086

4. Resurse minerale 090

5. Active biologice imobilizate 100

6. Investiții imobiliare 110

7. Avansuri acordate pentru imobilizări corporale 120 1162136 5250844

Total imobilizări corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + rd.110 + rd.120) 130 4722134 8634975

III. Investiții financiare pe termen lung

1. Investiții financiare pe termen lung în părți neafiliate 140

2. Investiții financiare pe termen lung în părți afiliate, total 150

din care:

2.1. acțiuni și cote de participație deținute în părțile afiliate
151

2.2 împrumuturi acordate părților afiliate 152

2.3 împrumuturi acordate aferente intereselor de participare 153

2.4 alte investiții financiare 154

Total investiții financiare pe termen lung
(rd.140 + rd.150) 160

IV. Creanțe pe termen lung și alte active imobilizate

1. Creanțe comerciale pe termen lung 170

2. Creanțe ale părților afiliate pe termen lung 180

inclusiv: creanțe aferente intereselor de participare 181

3. Alte creanțe pe termen lung 190

4. Cheltuieli anticipate pe termen lung 200

5. Alte active imobilizate 210

Total creanțe pe termen lung și alte active imobilizate
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210) 220

TOTAL ACTIVE IMOBILIZATE
(rd.050 + rd.130 + rd.160 + rd.220) 230 4722134 8634975

B.

ACTIVE CIRCULANTE

I. Stocuri

1. Materiale și obiecte de mică valoare și scurtă durată 240 5346 13899

2. Active biologice circulante 250

3. Producția în curs de execuție 260

4. Produse și mărfuri 270 9147976 11123640

5. Avansuri acordate pentru stocuri 280

Total stocuri
(rd.240 + rd.250 + rd.260 + rd.270 + rd.280) 290 9153322 11137539

II. Creanțe curente și alte active circulante

1. Creanțe comerciale curente 300 2182471 4552459

2. Creanțe ale părților afiliate curente 310

inclusiv: creanțe aferente intereselor de participare 311

3. Creanțe ale bugetului 320 208171 27696

4. Creanțele ale personalului 330

5. Alte creanțe curente 340

6. Cheltuieli anticipate curente 350

7. Alte active circulante 360 1608597 2268111

Total creanțe curente și alte active circulante
(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd.350 + rd.360) 370 3999239 6848266

III. Investiții financiare curente

1. Investiții financiare curente în părți neafiliate 380

2. Investiții financiare curente în părți afiliate, total 390

din care:

2.1. acțiuni și cote de participație deținute în părțile afiliate
391

2.2. împrumuturi acordate părților afiliate 392

2.3. împrumuturi acordate aferente intereselor de participare 393



2.4. alte investiții financiare în părți afiliate 394

Total investiții financiare curente
(rd.380 + rd.390) 400

IV. Numerar și documente bănești 410 9861933 10281443

TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 23014494 28267248

TOTAL ACTIVE
(rd.230 + rd.420) 430 27736628 36902223

P A S I V

C.

CAPITAL PROPRIU

I. Capital social și neînregistrat

1. Capital social 440 5400 5400

2. Capital nevărsat 450 (
)

(
)

3. Capital neînregistrat 460

4. Capital retras 470 (
)

(
)

5. Patrimoniul primit de la stat cu drept de proprietate 480

Total capital social și neînregistrat
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400

II. Prime de capital 500

III. Rezerve

1. Capital de rezervă 510

2. Rezerve statutare 520

3. Alte rezerve 530

Total rezerve
(rd.510 + rd.520 + rd.530) 540

IV. Profit (pierdere)

1. Corecții ale rezultatelor anilor precedenți 550 X

2. Profit nerepartizat (pierdere neacoperită) al anilor precedenți 560 26634334 22485398

3. Profit net (pierdere netă) al perioadei de gestiune 570 X 13391573

4. Profit utilizat al perioadei de gestiune 580 X (
)

Total profit (pierdere)
(rd.550 + rd.560 + rd.570 + rd.580) 590 26634334 35876971

V. Rezerve din reevaluare 600

VI. Alte elemente de capital propriu 610

TOTAL CAPITAL PROPRIU
(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 + rd.610) 620 26639734 35882371

D.

DATORII PE TERMEN LUNG

1. Credite bancare pe termen lung 630

2. Împrumuturi pe termen lung 640

din care:

2.1. împrumuturi din emisiunea de obligațiuni
641

inclusiv: împrumuturi din emisiunea de obligațiuni convertibile 642

2.2. alte împrumuturi pe termen lung 643

3. Datorii comerciale pe termen lung 650

4. Datorii față de părțile afiliate pe termen lung 660

inclusiv: datorii aferente intereselor de participare 661

5. Avansuri primite pe termen lung 670

6. Venituri anticipate pe termen lung 680

7. Alte datorii pe termen lung 690

TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690) 700

DATORII CURENTE

1. Credite bancare pe termen scurt 710

2. Împrumuturi pe termen scurt, total 720



E.

din care:

2.1. împrumuturi din emisiunea de obligațiuni
721

inclusiv: împrumuturi din emisiunea de obligațiuni convertibile 722

2.2. alte împrumuturi pe termen scurt 723

3. Datorii comerciale curente 730 343711 5266

4. Datorii față de părțile afiliate curente 740

inclusiv: datorii aferente intereselor de participare 741

5. Avansuri primite curente 750 355528 143160

6. Datorii față de personal 760 350 866

7. Datorii privind asigurările sociale și medicale 770

8. Datorii față de buget 780 150263 831429

9. Datorii față de proprietari 790

10. Venituri anticipate curente 800

11. Alte datorii curente 810 247042 39131

TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 +
rd.780 + rd.790 + rd.800 + rd.810)

820 1096894 1019852

F.

PROVIZIOANE

1. Provizioane pentru beneficiile angajaților 830

2. Provizioane pentru garanții acordate cumpărătorilor/clienților 840

3. Provizioane pentru impozite 850

4. Alte provizioane 860

TOTAL PROVIZIOANE
(rd.830 + rd.840 + rd.850 + rd.860) 870

TOTAL PASIVE
(rd.620 + rd.700 + rd.820 + rd.870) 880 27736628 36902223

SITUAŢIA DE PROFIT ŞI PIERDERE
de la 01.01.2022 pînă la 31.12.2022

Anexa 2

Indicatori Cod rd.
Perioada de gestiune

precedenta curenta

1 2 3 4

Venituri din vînzări, total 010 38680547 40621876

din care:

venituri din vînzarea produselor și mărfurilor
011 37724557 39203671

venituri din prestarea serviciilor și executarea lucrărilor 012 951393 1390733

venituri din contracte de construcție 013

venituri din contracte de leasing 014

venituri din contracte de microfinanţare 015

alte venituri din vînzări 016 4597 27472

Costul vînzărilor, total 020 24434231 22086174

din care:

valoarea contabilă a produselor și mărfurilor vîndute
021 24433364 21991682

costul serviciilor prestate și lucrărilor executate terților 022 92356

costuri aferente contractelor de construcție 023

costuri aferente contractelor de leasing 024

costuri aferente contractelor de microfinanţare 025

alte costuri aferente vînzărilor 026 867 2136

Profit brut (pierdere brută) (rd.010 - rd.020) 030 14246316 18535702

Alte venituri din activitatea operațională 040 5189 128694

Cheltuieli de distribuire 050 6076 15271

Cheltuieli administrative 060 1788732 3076978

Alte cheltuieli din activitatea operațională 070 1870642 1325483

Rezultatul din activitatea operațională: profit (pierdere)
(rd.030 + rd.040 - rd.050 - rd.060 - rd.070) 080 10586055 14246664



Venituri financiare, total 090 1517765 1530710

din care:

venituri din interese de participare
091

inclusiv: veniturile obținute de la părțile afiliate 092

venituri din dobînzi 093 30619 250190

inclusiv: veniturile obținute de la părțile afiliate 094

venituri din alte investiții financiare pe termen lung 095

inclusiv: veniturile obținute de la părțile afiliate 096

venituri aferente ajustărilor de valoare privind investițiile
financiare pe termen lung și curente 097

venituri din ieșirea investițiilor financiare 098

venituri aferente diferențelor de curs valutar și de sumă 099 1487146 1280520

Cheltuieli financiare, total 100 249562 512939

din care:

cheltuieli privind dobînzile
101

inclusiv: cheltuielile aferente părților afiliate 102

cheltuieli aferente ajustărilor de valoare privind investițiile
financiare pe termen lung și curente 103

cheltuieli aferente ieșirii investițiilor financiare 104

cheltuieli aferente diferențelor de curs valutar și de sumă 105 249562 512939

Rezultatul: profit (pierdere) financiar(ă)  (rd.090 - rd.100) 110 1268203 1017771

Venituri cu active imobilizate și excepționale 120

Cheltuieli cu active imobilizate și excepționale 130

Rezultatul din operațiuni cu active imobilizate și
excepționale: profit (pierdere) (rd.120 - rd.130) 140

Rezultatul din alte activități: profit (pierdere) (rd.110 +
rd.140) 150 1268203 1017771

Profit (pierdere) pînă la impozitare (rd.080 + rd.150) 160 11854258 15264435

Cheltuieli privind impozitul pe venit 170 1450263 1872862

Profit net (pierdere netă) al perioadei de gestiune  (rd.160 -
rd.170) 180 10403995 13391573

SITUAŢIA MODIFICĂRILOR CAPITALULUI PROPRIU
de la pînă la

Anexa 3

Nr.
d/o Indicatori Cod rd

Sold la începutul
perioadei de

gestiune
Majorări Diminuări

Sold la sfîrşitul
perioadei de

gestiune

1 2 3 4 5 6 7

I.

Capital social și neînregistrat

1. Capital social 010

2. Capital nevărsat 020 (
)

(
)

(
)

(
)

3. Capital neînregistrat 030

4. Capital retras 040 (
)

(
)

(
)

(
)

5. Patrimoniul primit de la stat cu drept de
proprietate 050

Total capital social și neînregistrat
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050) 060

II. Prime de capital 070

III.

Rezerve

1. Capital de rezervă 080

2. Rezerve statutare 090

3. Alte rezerve 100

Total rezerve
(rd.080 + rd.090 + rd.100) 110

Profit (pierdere)

1. Corecții ale rezultatelor anilor precedenți 120 X



IV.

2. Profit nerepartizat (pierdere neacoperită) al
anilor precedenți 130

3. Profit net (pierdere netă) al perioadei de
gestiune 140 X

4. Profit utilizat al perioadei de gestiune 150 X (
)

(
)

(
)

Total profit (pierdere)
(rd.120 + rd.130 + rd.140 + rd.150) 160

V. Rezerve din reevaluare 170

VI. Alte elemente de capital propriu 180

Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 +
rd.180)

190

SITUAŢIA FLUXURILOR DE NUMERAR
de la pînă la

Anexa 4

Indicatori Cod rd
Perioada de gestiune

precedentă curentă

1 2 3 4

Fluxuri de numerar din activitatea operațională

Încasări din vînzări 010

Plăți pentru stocuri și servicii procurate 020

Plăți către angajați și organe de asigurare socială și
medicală 030

Dobînzi plătite 040

Plata impozitului pe venit 050

Alte încasări 060

Alte plăți 070

Fluxul net de numerar din activitatea operațională
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070) 080

Fluxuri de numerar din activitatea de investiții

Încasări din vînzarea activelor imobilizate 090

Plăți aferente intrărilor de active imobilizate 100

Dobînzi încasate 110

Dividende încasate 120

inclusiv: dividende încasate din străinătate 121

Alte încasări (plăți) 130

Fluxul net de numerar din activitatea de investiții
(rd.090 - rd.100 + rd.110 + rd.120 ± rd.130) 140

Fluxuri de numerar din activitatea financiară

Încasări sub formă de credite și împrumuturi 150

Plăți aferente rambursării creditelor și împrumuturilor 160

Dividende plătite 170

inclusiv: dividende plătite nerezidenților 171

Încasări din operațiuni de capital 180

Alte încasări (plăți) 190

Fluxul net de numerar din activitatea financiară
(rd.150 - rd.160 - rd.170 + rd.180 ± rd.190) 200

Fluxul net de numerar total
(± rd.080 ± rd.140 ± rd.200) 210

Diferențe de curs valutar favorabile (nefavorabile) 220

Sold de numerar la începutul perioadei de gestiune 230

Sold de numerar la sfîrşitul perioadei de gestiune
(± rd.210 ± rd.220 + rd.230) 240

Documente atașate - Notă explicativă (fișierul pdf)



28.03.2023, 15:50 Просмотр расписку | Declaratia electronica

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt?print=1 1/1

Версия для печати
Сохранить

Расписка
Респондент
Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.
Предоставил отчёт: RSF1_21
На фискальный период: A/2022
Дата предоставления: 28.03.2023
Временная метка отчёта зарегистрированного в Системе Электронной Отчётности и
отправленного в Информационную Систему БНС : 28.03.2023 14:26:11

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt?print=1
https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt/save


28.03.2023, 15:50 View BNS receipt | Declaratia electronica

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt-bns?print=1 1/1

Версия для печати
Сохранить

Расписка 2
Респондент
Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.
Предоставил отчёт: RSF1_21
На фискальный период: A/2022
Дата предоставления: 28.03.2023
Временная метка отчёта зарегистрированного в Информационной Системе НБС : 28.03.2023
14:55:24

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.

https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt-bns?print=1
https://declaratie-electronica.fisc.md/ru/declaration/18743644/receipt/save








 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

 

 

 

 

Lista fondatorilor Biosistem-mld SRL 
 

 

 

 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 



C(

Declaratiou o1'Confontrity IVDD Auncx 11L

/tN/,t0 t8113-5.20il
liN 136'l l:2002

l:io I5223 1.2t)t6

ON OF COI\FORMITY

Accorcling Directive 98l79lEC on ill vitl'o diagnostic rilcdical deviccs, Annex III.

Euro;tcln llcprcscntntivc: Lotus NL t].V.

Corrtactperson:Pctcr H-nrail; pctcr(Qlotusul.ccirtr

Atlclrcss: I(oningin Julianaplein 10,1c vercl, 25954A, "l'he flague, Netheriancls,

In \/itro Dirrgnostic Dircc'livc: llefcr.errce tor\rtachrnent I

llisl< Class: Olhers.

Con I orrtrity asscsstnc.nt r.oute ;

Applicalllc Staltclarcls:

lso 134,\5;201 6

Lt} t497 t:20t9

EN t,\O t8 t t 3- t .201 t
riN tSo t8t t.t_2;201 t

Lan sion Biotcclr nology C-'o., 1,1,1.

EN 1.1612;2002

l.9O 2.1(i,10:201-t

liN 62.166-t:20t5

\Vc, tltc tltitltttltlclttrct., here clcclitlc rvith.solc lesponsil:ility that our.pr.6cluut/s prerrtio,ed abovc
ttteet/s tlre plovisitilts of tltc Directivc 9817glF:C. of'the }luropeanPalliaurent anclol'the Councilo, I,
Vitro l)iagnostic N,lctlicll I)ovices.
!Vc agi cc to clcvclop. ittlPlcltrettt atttl tttaintain a clocr"rrrrontcrl post-ploclLrction lionitor.ing llr.occss.

i

lleld'in th'b.borirpanv: General Manager

r. l] .7')1..





l'
I

\.,1_'. ,,





Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji 12th Road South, Hi-tech Industrial park, Shenzhen
518057, P. R. China
Tel; +86 75526582888
Fax: *86 755 26582500

p EG.-LA,FATIoN of Eo NF9RM trY
To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray

Building, Keji 12th Road south, Hi-tech tndustriat park, Nan-shan, s1g0s7,

Shenzhen, P. R. China, hereby confirm that:

We herewith declare that the products listed in Attachment I meet the provisions

of the Directive 98l79lEC on ln Vitro Diagnostic Medical Devices. The conformity

assessment route is according to 9B/79/EC Annex lll (not inctudes Section 6).

classification: The device not in lvDD annex il and not for self

testing/performance eval uation

Product category(ies): ctinical chemistry Analyzer, Hematology Analyzei;

Microplate washer, Microplate reader, Urine Analyzer,

Chemiluminescence lmmunoassay Analyzer, Reagents for

Hematology Analyzer, Reagents for Clinical Chemistry

Analyzer, Reagents for Chemiluminescence lmmunoassay

Analyzer, U rinalysis reagent strips.

Products;

EG-Representatlve:

Attachment I

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe 80, 20537 Hamburg, Germany

we hereby certify that the forgoing is a true and accurate statement.

Place, Date Of lssue : Shenzhen, 2016-0g-01

T.^
Signatory name: Chuanbin Tan

signatory title: iechnical Regulation Manager

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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Shenzhen Mindray Bio-Medical Electroulcs Co., Ltd.
Keji l2th Road South, Hi-tech Indushial Park, Shwzhen
518057, P, R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

ATTACHMENIJ

Product Name Product Model Accessories
Hematology Analyzer BC-2300.

BC-2100
M-23CFL LYSE
M-23D DILUENT
M-23E E.Z CLEANSER
M-23P PROBE
CLEANSER
830 Hematology Control
S30 Hernatology
Calibrator
SC.CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-1800,
BC-1900.
BC-2900

M.lBCFL LYSE
M.18D DILUENT
M.1BR RINSE
M.1BE E.Z CLEANSER
M-18P PROBE
CLEANSER
B30 Hematology Control
S30 Hematology
Calibrator
BC-3D Hematology
Control
SC-CAL PLUS
Hematology Calibrator

Auto Hematology Analyzer BC-3000 Plus M-3OD DILUENT
M.3OR RINSE
M.sOCFL LYSE
M-3OE E-Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology Control
S30 Hematology
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3200,
BC-3200CT

M.3OD DILUENT
M-3OR RINSE
M-3OCFL LYSE
M-3OE E.Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator
SC-CAL PLUS /i
Hematology Calibratq#
BC-3D nJi"ti,tigv NControl li:3ll

2;
LoSild

-,#

It YX
temF

YN#
Auto Hematology Analyzer BC-5500. M-sOD DILUENT \\-
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Shenzhen Mindral, Bio-Medical Electronics Co., Ltd.
I(eji l2h Road South, Fli-tech Industrial Park, Shenzhen
518057, P. R, China

Tel: +86 755 26582888
Fax: +86 755 26582500

BC-s200 M-sOLH LYSE
M-50LEO(l)LYSE
M-50LEO(il)LYSE
M.SOLBA LYSE
M-50 CLEANSER
M.sOP PROBE
CLEANSER
BC-sD Hematology
Control
CBC.5DMR
Hematology Control
SC-CAL PLUS
Hematology Calibrator
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5300.
BC-s100

M-53LEO(r)LYSE
M-53LEO(I)LYSE
M-531H LYSE
M-53D DILUENT
M-53 CLEANSER
M.53P PROBE
CLEANSER
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5380,
BC.51BO

M-53LEO(t)LYSE
M-53LEO(il)LYSE
M-531H LYSE
M-53D DILUENT
M.53 CLEANSER
M-53P PROBE
CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-2800.
BC-2600

M-1BCFL LYSE
M-18D DILUENT
M-18R RINSE
M-18E E.Z
M-18P PROBE
CLEANSER
B30 Hematology
Control
S30 Hematoloov

ffio*
(qY

Yrro,

k"'

AsrU/VO^x{i\

SgsW$g
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keji i2"'Roacl South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3600,
BC-3300.
BC-3300CT.
BC-3600CT

M-3OD DILUENT
M.3OCFL LYSE
M-3OR RINSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hem atology Analyzer BC-5800.
BC-5600

M-58LEO(|) LYSE
M-s8LEO(il) LYSE
M.sBLH LYSE
M-sSLBALYSE
M-sSDDILUENT
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600.
BC-6800

M.68DR DILUENT
M-68DS DILUENT
M-681D LYSE
M-6BLN LYSE
M-6818 LYSE
M.68LH LYSE
M.6BFN DYE
M.68FR DYE
M-6BFD DYE
PROBE CLEANSER
BC-6D Hematology
control
BC-NRBC Hematotogy
Control
BC-RET Hematology
Control
SC-CAL PLUS
Hematotogy Calibrator
BR60 Hemalology
Control

Auto Hematology Analyzer BC-53'10 M.53D DILUENT
M-s3LEO( r ) LYSE
M-S3LEO( U) LYSE .a1.r/1
M-531H LYSE /z(r'
M-53P PaOae /""/:*/
CLEANSER :li/
sso catibraro' llflf rio
855 Hematotogkl \Control \"\

!I",vQa'u^d:\

i.R.L. \

iistel
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keii l2'r'Road South, Hi-tech lndusrrial Park, Shenzhen
518057, P. R. China
'i-ei' +86 755 26582888
Fax: +86 755 26582500

Auto Hematology Analyzer BC-5390 M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO(il ) LYSE
M.53LH LYSE
M-53P PROBE
CLEANSER
S50 Calibrator
855 Hernatology
Control

Auto Hematology Analyzer BC-5150.
BC-5000.
HM-sOOX

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
BC-SD Hematology
control
SC-CAL PLUS
Hematology Calibrator

Urine Analyzer uA-66. UA-600.
UA.6OOT

Urinalysis reagent strips

Auto Hematology Analyzer BC-20s. BC-21s.
BC-30s, BC-31s.
HM-2OOX

M-3OD D]LUENT
M.3OCFL LYSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hematology Analyzer BC.539O CRP
BC-5180 CRP

M-53D DILUENT
M-s LEO(|)LYSE
M-5 LEO([)LYSE
M-53 LH LYSE
LC LYSE
Probe Cleanser
S50 Calibrator
855 Hematology
Control
C-reactive Protein
Control
C-reactive Protein
(CRP) Calibrator
C-reactive Protein
(CRP) Kit (Latex
lmmunoturbidimetric
Method)

Auto Sample Processinq Svstem CAL BOOO I
Auto Slide Maker & Stainer sc-120 M.68DS DILUENT

PROBE CLEANSE

Automated Glycohemoglobin Analyzer H50
H5OP Eluent A /,/rl

Eluent B l/i,/
Hemolysis Sol utiorf !s/o
M-30P PRoBE {ii;l "
CLEANSER \\ \
Hemoolobin A1c C&rir\

l-ea
S.R,L' \

."*}.3

\9;
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Sltenzhen Mindray Ilio-Medical Electronics Co,, Ltd.
Keji 12rh Road South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel; +86 755 26582888
Fax: +86 755 26582500

Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte E6 Sheath Fluid
Cleaning Sotution

Lysing Solution I I
CD3-FITC/CDB-PE/CD45-PerCP/CD4-APC
Reagent

cD3-FITC/CD 1 6+56-pE7CD45-perCp/C D 1 g-ApC
Reagent
HLA-B27 Reagent

I I

Laboratory Data Management Software I

][ndray labXpert Software

Specific Protein Analyzer CRP-M1OO M-68DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser

Auto Hematology Analyzer BC-s120
BC-5130
BC-5140

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER

ChemistryAnalyzer BS-300, BS-320 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir

ChemistryAnalyzer BS-400, BS-420 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluenl, 125 n)-.
Urine Diluent,50/ffi':-
Bi-Level Audit{ft#Vfu
Kil [/e/
Tri - Levet o, {,b"/erlt rKir l:l I

CDeo deteroJAr\

q
'L.l

;'t
#

I

!/r
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Shenzhen Mindray Bio-Medical Dlectronics Co., Ltd.
I(eji 12"'Road South, I-Ii-tech Industrial Park, Shenzhen
518057, P. R, China

Iel: +86 755 26582888
Fax: +86 755 26582500

Mindray reagent bottles
Bar code modulo
Drainage unit
Water supply unit

Chemistry Analyzer Perfect plus ISE Module,4-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Etectrode
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir
CD80 detergent
Reaction cuvette
Mi ndray reagent bottles
Bar code module
Drainage unit
Water supply unit

ChemistryAnalyzer BS-380. BS-390 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit

ChemistryAnalyzer BS-3s0. BS-330 ISE Module,4-chann
(No consur
Sodium Elr

Potassium

,\J

i$
*l

AY

Chtoride He{lg'pBioS
Reference Elldctlode
Lithium etecthbob M.

PageT of20 a)!prooo
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Reagent Pack Na/lVCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Ktt
Reaction cuvette
Mindray reagent bottles
Bar code module

Sem i-auto Chemistry Analyzer BA.88A
Chemistry Analyzer BS-120. BS-130.

BS-1BO
ISE Module,4-chanhel
(No consumables)
Sodiurn Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control

[,ii""tion cuvette
Mindray reagent bottles 

i

Bar code module I

I Chemistry Analyzer BS-200, BS-220 ISE Module,?-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Ct
Cleaning Sotution Kit
Troubleshooting Kit
Urine Diluent, 125 mt
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette

-Cir il$l\
\
\..\
-\"

'a
t>

t,

li,/

k:*,\
e&l

s.R.(M rndray reagent botl{{Sl
Bar code modute 

/i" /fl
Chemistry Analyzer BS-2OOEiBS-220E

BS-330E/BS.35OE
ISE Mo<lule, a-chaffii
(No consumables) \t\ Ia
Sodium Electrode \$\
Potassium Electrode \\

8 ol20

Sllenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Keji l2th Road South, I{i-tech lndustrial park, Shenzheri
518057, P. R. China

Tel; +'86 755 26582888
Fax: +86 155 26582500
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Chloride Electrode
Reference Electrode
Lithium Electrode
Spacor Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette
Mindray reagent bottles
Bar code module

Microplate reader MR-96A
Microplate washer MW-12A I
Chemistry Analyzer BS-BOO. BS-820.

BS.BOOM.
BS-820M,
BS.1 BOO. BS-1 BOO

plus

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Bullt-i n sam ple/reagent
bar code reader
ExternalAir Pump
Water Supply Unit
Remote Maintenance
system (RMS)

Chemistry An alyzer BS-2000,
BS-2000M.
BS-2200.
BS-2200M

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Built-in sample/r
bar code reader
ExternalAir Pun
Water Supply Ur
Remote Mainter
System (RMS)

B

,o \-c

K,)

CUE

+.str

'd'/

:,
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Shenzhen Mindray Bio-Medical Elecfronics Co., Ltd.
Keji i2tI Road Soutlr, Ili-tech Lrdustrial Park, Shcnzhen
5 18057, P. R. China

l'ei: +86 755 26582888
Fax: +[36 755 26582500
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Shenzhen Mindray tsio-Medical Electronics Co., Ltd.
I(eji 12th Road South, Hi{ech lndustrial Park, Shenzhen
518057, P. R, China

Tel: *86 755 26582888
Iiax; *86 755 26582500

83-600. 8S-620 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Drainage unit
Water supply unit
Externalvacuum pump
unit

BS-480. BS-490 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Built-i n sample/reagent
bar code reader
Remote management
systern (RMS)
Water supply module
External air pump

BS-430. BS-450.
BS-460

ISE Module,
(No consum,

Potassium

Reference
Lithium E

!oioo!Page 10 of20
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Shenzhcn Mindray Bio-Medicat Dlectronics Co., Ltd.
Keji 12tr'Roacl South, Fli-tech Industrial Park, Shenzhen

518057, P, R, China

Te1, +86 755 26582888

Fax; +86 755 26582500
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CDB0 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit
Probe clog detection
module

BS-230, BS-240 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Referenco Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray roagent bottles
Bar code
reader(optional)

ilum inescence lmmunoassay cL-2000i.
cL-2200i

Hand-held bar code
reader
External vacuum pump
Reaction cuvette
Waste Bin

cL-1000i,
cL-1 200i

Bujlt-in sample bar code
reader
Built-in reagent bar
code reader
Reaction cuvettes.
waste container

'o,

fto.ro.,

o-Amylase (q-AMY) Kit (IFCC Method)

\A^XH*
Page I 1 of20
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Shenzhcn Mindray Bio-Medical Electronics Co., Ltd.
Keji l2'h ltoad South, Hi-tech lndustriai Park, Shenzhen
518057, P. R, Cliina

Te1; *86 755 26582888
Fax: +86 '755 26582500

Aspartate Aminotransferase (AST) Kit (IFCC
Method )

I

ffi

Gamma-Glutamyltransferase (GGT) Kit (Szasz

Method /IFCC stand. )
I I

Lactate Dehydrogenase ( LDH ) Kit ( IFCC
Method )

I

Alanine Aminotransferase (ALT) Kit (IFCC

Method )

C-Reactive Protein Kit(Turbidimetry Method) I

Apolipoprotein B Kit (Turbidimetry Method) I

Apolipoprotein A1 Kit (Turbidimetry Method) I

Triglycerides Ki(GPO-POD Method) I

Bilirubin Total Kit(DSA Method) I

Creatinine Kit(Modified Jaffe Method) I

Albumin Kit(Bromcresol Green Method) I

Bllirubin Direct Kit(DSA Method) I

Total Protein Kit(Biuret Method) I I

Magnesium Kit(Xylidyl Blue Method) I

o-Hydroxybutyrate Dehydrogenase Ki( DGKC
Method) I I

Total Cholesterol kit(CHOD-POD Method) I I

Alkaline Phosphatase Ki(IFCC Modified Method) I ffi
Urea Kit(Urease-GlDH, UV Method) I I

/l*/

{dL
Uric Acid Kit(Uricase-peroxidase Method) I I

K,&.
Page l2 of20 '>i&



Shenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Kcji l2t" Road South, Ili-tcch Industrial park, Shenzhen
518057, P. R, China
'fel: l-86 755 26582888
Fax: +86 755 26582500

Glucose Kit (GOD-POD Method)

,,ffi

Phosphorus Kit(Phosphomolybdate Method) I

Calcium Kit(Arsenazo lll Method)

Lipoprotein(a) Kit(Turbidimetry Method ) I I

Complement C3 Kit(Turbidimetry Method) I I

Complement C4 Kit(Turbidimetry Method)

lmmunoglobulin M Kit(Turbidimeky Method)

lmmunoglobulin G Kit(Turbidimetry Method) I

Prealbumin Kit(Turibid im etry Method) I

Glucose Kit (HK Method)

lmmunoglobulin A Kit(Turbidimetry Method) I

Bilirubin Total Kit(VOX Method)

Creatine Kinase Ki(IFCC Method)

Total Bile Acids Kit(Enzymatic Cycling assay)

Creatinine Kit(Sarcosine Oxidase Method)

HDL-Cholesterol kit(Direct Method) I

Bilirubin Direct Kit(VOX Method) I

LDL-Cholesterol Kit(Direct Method) I ffi,
Creatine Kinase-MB Kit(l FCC Method) q.rh"

q)
Page 13 ol'20
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji l2rr' Road South, Hi+ech Industrial Park, Shenzhen
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HDL&LDL Cholesterol Control p

ffi

Prealbumin Control N&P I

Lipids Calibrator

Specific Proteins Calibrator

MultiSera Calibrator I I

CK-MB Calibrator I I

Lipoprotein(a) Calibrator

MultiControlSera N
MultiControlSera P I

Prealbumin Calibrator

Lipoprotein(a) Control N&P

Lipids Control N
Lipids Control P

CK-MB Control N
CK-MB Control p

Specific Proteins Control N Specific proteins
Control P

CholInesterase(CHE) Kit (DGKC Method)

Carbon Dioxide (CO2) Kit (Enzymic Method) I I

lron (Fe)Kit (Colorimetric Assay)

Fructosamine (FUN) Kit(Cotorimetric Assay) I I

Antibodies Against Streptolysin O
Kit(Particle-enhanced lmmunoturbldimetric Assay
Method

I I

Homocysteine Kit(Enzymatic Assay Method) I
4'>'.1/r\v-

Rheumatoid Factor Kit(particte-enhanced
lmmunoturbidimetric Assay Method) I ffi
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Lipase Kit(Enzymatic Colorimetric Assay Method) I

a$-\
oo, X
r-w

,,.H

Hemoglobin 41c Kit (Enzymatic Assay Method)

Unsaturated lron Binding Capacity (UIBC) Kit
(Colorimetric Method)

Microalbuimn (MALB)]ft I I

Ferritin (FER) Kit I I

Transferrin (TRF) Kit

TRF Calibrator I

TRF Control

FER Calibrator I I

Multimmun Control

MALB Calibrator I

MALB Control

UIBC Control

UtBC Calibrator I I

o-L-Fucosidase Kit (CNPF method) I I

5'-Nucleotidase Kit (Enzymatic Colorirnetric
Method)

Adenosine Deaminase Kit (Enzymatic
Colorimetric Method) I I

Cystatin C Kit (Turbidimetry Method)

B2-Microglobulin Kit (Turbidimetry Method)

5 -NT Calibrator I

5'-NT Control I

ADA Control I I

ADA Calibrator t m
AFU Control I /-t

'7&,,
ASO Calibrator

,l
CysC Calibrator 1\
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CysC Control

E4

W

HbAlc Calibrator I I

HCY Calibrator

HS-CRP Calibrator I

RF Calibrator

TBA Control

p2-MG Calibrator I I

B2-MG Control I

Free Triiodothyronino ( CLIA)

Free Thyroxine (CLIA)

Total Triiodothyronine (CLIA)

TotalThyroxine (CLIA) I I

Thyroid-stimulating Hormone ( CLIA) I

Follicle Stimulating Hormone ( GLIA)

Luteinizing Hormone (CLIA)

Prolactin (CLIA) I

Estradiol (CLIA) I I

Eshiol (CLIA) I

Testostsrone (CLIA)

Progesterone (CLIA)

Total B Human Chorionic Gonadotropin (CL|A)

Free T3 Calibrators I

Free T4 Calibrators

TotalT3 Calibrators

TotalT4 Calibrators

TSH Calibrators I
FSH Calibrators I
LH Calibrators I

Prolactin Calibrators I I

Estradiol Calibrators

Estriol Calibrators * '{.
Testosterone Calibrators I b

Progesterone Cal ibrators

Totalp HCG Calibrators ax

Shenzhen Mindray Bio-Mcdical Electronics Co., Ltd.
Ke.ii l2rr' Road South, Hi-tech lnclustrial Park, Shenzhen
518057, P. R, China

Tel: F86 755 26582889
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Thyroid Function Multi Control

Reproductive Multi Control I

Carcinoembryonic Antigen (CLIA) I

Alpha-fetoprotein (CLIA) I I

Cancer Antigen 125 ( CLIA) I I

Cancer Antigen 15-3 (CLIA) I I

Carbohydrate Antigen 19-9 (CLIA) I I

CEA Calibrators I

AFP Calibrators

CA125 Calibrators

CA15-3 Calibrators I I

CA19-9 Calibrators I

Ferritin (CLIA) I I

Ferritin Calibrators

Wash Buffer I I

Substrate solution I I

Antistreptolysin "O" (ASO) Kit
(Latex I m munoturbidimetric Method )

I

Antistreptolysin "O" Calibrator I

ASO/C RP/RF triple Control

Cystatin C (CysC)Kit (Latex lmmunoturbidimetric
Method)

I

Cystatin C Calibrator I I

Cystatin C Control

Full Range C-Reactive Protein ( FR-CRP)
Kit(Latex lmmunoturbidimetric Method)

I

C-reactive Protein Calibrator

Rheumatoid Factor ( RF) Kit(lmmunoturbidimetric
Method)

I I

Rheumatoid Factor Calibrator I I

B2-Microglobulin (B2-MG) Kit
(Latex lmmu noturbid imetric Method)

B2-Microglobul in Control

B2-Microglobulin Calibrator (for Serum)
rere)l\.

ffi
\
ro
l*
lm

s/
/

B2-Microglobulin Calibrator (for Urine) I
D-Dimer kit (Particle-enhanced
lm mu noturbidimetric Assay Method) I

Angiotensin Converting Enzyme (ACE) Kit
(Enzymatic Colorimetric Assay Method)

;-'"t-g

Sherrzhen Mindray Bio-Mcdical Illcctronics Co,, LtcI.
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518057, P R. China
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RetinolBinding Protein (RBP) Kit
(Particle-enhanced lmmunoturbidimetric Assay
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit
(UV Enzymatic Method)

I

Myoglobin (MYO) Kit (Particle-enhanced
lm munoturbidimetric Assav Method)

I I

lmmunoglobubin E (lgE) Kit (Particle-enhanced
lmmunoturbidimetric Assav Method)

I I

B-Hydroxybutyrate (B-HB) Kit (Enzymatic
Colorimetric Method)

I

High Sensitivity C-reaction Protein Kit
( Particle-enhanced lmmunoturbidimetric Assay

Method )

I

HbAlc control N I I

HbAlc control P I I

Rheumatism Control N

Rheumatism Control P I I

HCY Control N

HCY Control P I

FUN Control P I I

CO2 Control N I

D-Dimer Calibrator I

ACE Calibrator

RBP Calibrator

MYO Calibrator I

lgE Calibrator

B-HB Calibrator I I

D-Dimer Control

ACE Control

RBP Control

G6PD Control I I

B-HB Control

Sample Processing System SPL lOOO

Troponin l(CLIA)

Troponin I Calibrators I 4 .rAIEali
9

9oVr
B-type natriuretic peptide(CLIA) I tr7 rn,
BNP Calibrators ' ffol=

'cl.r.. l/ '\A\

'r;rtfifttnIE
Myoglobin(CLIA) tlzc\o

rs-\Z
MYO Calibrators I '\s&
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Creatine kinase MB(CLIA) I

CK-MB Calibrators I I
Thyroglobulin(CLIA) I I

Thyroglobul in Cal ibrators I I

Antibody to thyroglobulin(CLIA) I

Anti-Tg Calibrators I

Antibody to thyroid peroxidase(CLIA)

Anti-TPO Calibrators

lnsulin(CLIA) I I

lnsulin Calibrators I

C-Peptide(CLIA) I

C-Peptide Calibrators I
Cortisol(CLIA) I I

Cortisol Calibrators I I

Dehydroepiand rosterone sulfate(CLIA) I

DHEA-S Calibrators I

Adrenocorticotropic hormone(CLIA) I

ACTH Calibrators I

Cardiac Marker Multi Control

Thyroid Function Multi Control I

lmmunoassay Multi Control I

ACTH Control I

Antithyroid Antibodies Control I

System Detection Solution I

System Wash Solution I I

ClinChem MultiControl (level 1) I

ClinChem Multi Control (level2)

Sample Diluent

HCY Control

Homocysteine (HCY) Kit (Enzymatic Cycling
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol
Red-Molybdate Method) I &/

ffiTPUC Control
!
I ffi25-OH-Vitamin D Total (CLIA)
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25-OH-Vitamin D Total Calibrators

Parathyroid hormone (CLIA)
I

PTH Calibrators

Calcitonin (CLIA)
I I

Calcitonin Calibrators
I

Folate(CLIA)

Folate Calibrators
I

Vitamin 812(CLIA)
I

Vitamin 81 2 Calibrators

Metabolic MultiConhol I I
Red Blood Cell Folate Releasing Reagent I
Cancer Antigen 72-4 (CL|A)

Neuron-specific enolase (C LIA)

CYFRA 21-1 (CL|A)
I

Antibody to Treponema paltidum (CLIA) I
CA72-4 Calibrators

Qyfra2l-1 Calibrators

Anti-TP Calibrators

NSE Calibrators I
Tumor Marker Multi Control I I
NSE Control

Anti-TP Control
I

Bioffi7X em
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NT-proBNP Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

[PRODUCT NAME]  

NT-proBNP Test Kit (Dry Fluorescence Immunoassay)  

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

NT-proBNP Test Kit (Dry Fluorescence Immunoassay) is intended for 

in-vitro quantitative measurement of NT-proBNP (N-terminal Brain 

Natriuretic Peptide Precursor) in human serum and plasma.  

NT-proBNP can be used to evaluate heart contractile, diastolic 

dysfunction, and ventricular segment wall motion coordination. 

NT-proBNP is used to indicate heart failure patient at the early stage, 

determine HF risk levels, monitor medical efficiency of HF drug, evaluate 

prognosis of HF patient and to distinguish dyspnea that caused by HF 

from other diseases. Furthermore, NT-proBNP is a risk assessment 

indicator for Acute Coronary Syndrome (ACS). 

[TEST PRINCIPLE] 

NT-proBNP Test Kit (Dry Fluorescence Immunoassay) uses the principle 

of antigen-antibody reaction. The testing sample will migrate forward 

due to capillary action, then the NT-proBNP of the sample will combine 

with antibody which is attached to fluorescence microspheres. The 

marked complex is attached to the detection area of the immobilized 

antibody, and the other fluorescence microspheres are attached to the 

control area. 

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. 

The ratio of the two fluorescence values was used to calculate the 

content of the detected substances. 

[MAIN COMPONENTS] 

1. NT-proBNP test strip in a sealed pouch with desiccant…............25 tests 

2. QR code card for calibration........................................................1 piece 

3. User Manual................................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is 

opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum and plasma. Other bodily fluids and samples 

may not get the accurate result. 

2. Plasma can be anticoagulant with heparin and sodium citrate under 

aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours 

after the sample collection. 

4. Serum or plasma sample can be stored at 2°C-8°C for 3 days at most. 

If more than 3 days, it should be stored at -20°C. It is suggested to 

use fresh sample to test. Stale blood sample may not get accurate 

result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to 

room temperature (15°C-30°C). 

For LS-1100: 

3. Perform QR code calibration when necessary. (Details refer to 

LS-1100 User Manual). 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

7. Reaction Time: 15 minutes  

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”.  

For panel outside: After reaction time 15 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to 

use one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 

<75 years old: 125pg/mL 

≥75 years old: 531pg/mL 

The cut-off value for NT-proBNP was determined by testing samples from 

300 apparently healthy individuals. The 95th percentile of the 

concentration for NT-proBNP is 125pg/mL, and the 97.5th percentile of 

the concentration for NT-proBNP is 531pg/mL.  

It is recommended that each laboratory establish its own reference 



                                                                         

range for the population it serves. 

[INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 25000pg/mL, the 

analyzer displays “>25000pg/mL”, and if the result is less than 

50pg/ml, the analyzer displays “<50pg/mL”. Specific data can be 

exported through related software as needed. 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with 

calf serum or negative sample.  

[LIMITATION] 

1. This kit is only for the serum and plasma test. 

2. The test result of this kit is only one of the diagnostic aids for the 

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, 

additional tests should be performed accordingly. 

[PRODUCT PERFORMANCE] 

1. Measuring Range: 50-25000pg/mL. 

2. Lower Detection Limit: ≤50pg/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook test 

was conducted with reference material exceeding the upper limit of 

linear range, and the detection result was greater than the upper 

limit of detection. 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness. 

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits. 

[REFERENCES] 

1. Jame LI, Carlos AC, Saif A, et al. The N-terminal pro-BNP investigation 

of dyspnea in the emergency department(PRIDE) study. Am J Cardiol, 

2005, 95:948-954. 

2. Charlotte K, Bjorn G, Lars K, et al. N-Terminal pro-B-typenatriuretic 

peptide and long-term mortality in stable coronary heart disease. N 

Engl J Med, 2005, 352:666-675. 

3. Paulo B, Ana A, Joana P, et al. N-terminal-Pro-brain natriuretic 

peptide predicts outcome after hospital discharge in heart failure 

patients. Circulations, 2004, 110:2168-2174. 

4. Lene SN, Jens S, Niels AK, et al. N-terminal pro-brain natriuretic 

peptide for discriminating between cardiac and non-cardiac 

dyspnoea. Eur J Heart Failure, 2004, 6:63-70. 
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D-Dimer Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME]  

D-Dimer Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

D-Dimer Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro 

quantitative measurement of D-Dimer in human plasma. This test is used 

as an aid in the assessment and evaluation of patients suspected of deep 

vein thrombosis (DVT) and pulmonary embolism (PE), diagnosis of 

disseminated intravascular coagulation (DIC), effective evaluation and 

monitoring the effect of thrombolytic therapy, diagnosis and assessment 

of myocardial infarction and cerebral infarction. 

[TEST PRINCIPLE] 

D-Dimer Test Kit (Dry Fluorescence Immunoassay) uses the principle of 

antigen-antibody reaction. The testing sample will migrate forward due to 

capillary action, then the D-Dimer of the sample will combine with 

antibody which is attached to fluorescence microspheres. This marked 

complex is attached to the detection area of immobilized antibody and 

the other fluorescence microspheres are attached to the control area.  

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. The 

ratio of the two fluorescence values was used to calculate the content of 

the detected substances. 

[MAIN COMPONENTS] 

1. D-Dimer test strip in a sealed pouch with desiccant.................25 tests 

2. Sample diluent........................................................................25 pieces 

3. QR code card for calibration......................................................1 piece 

4. User Manual..............................................................................1 piece 

5. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human plasma. Other bodily fluids and samples may not get 

the accurate result. 

2. Plasma sample can be anticoagulant with heparin and sodium citrate 

under aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours 

after the sample collection.  

4. Plasma sample can be stored at 2°C-8°C for 3 days at most. If more 

than 3 days, it should be stored at -20°C. It is suggested to use fresh 

sample to test. Stale blood sample may not get accurate result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100 

3. Perform QR code calibration when necessary. (Details refer to LS-1100 

User Manual) 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to deliver 100μL sample into one tube of sample diluent. 

Mix gently and thoroughly. And then drop 100μL of mixed fluid into 

the sample port in the test strip. 

7. Reaction Time: 10 minutes 

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”. 

For panel outside: After reaction time 10 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to use 

one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 0.5μg/mL 

D-Dimer concentration is determined using samples obtained from 200 

apparently healthy individuals.  

It is recommended that each laboratory establish its own reference range 

for the population it serves. 



 

 [INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 10μg/mL, the analyzer 

displays “>10μg/mL”, and if the result is less than 0.1μg/mL, the 

analyzer displays “<0.1μg/mL”. Specific data can be exported through 

related software as needed. 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with calf 

serum or negative sample. 

[LIMITATION] 

1. This kit is only for plasma. 

2. The test result of this kit are only one of the diagnostic aids for the 

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, additional 

tests should be performed accordingly. 

[PRODUCT PERFORMANCE] 

1. Measuring Range: 0.1-10μg/mL. 

2. Lower Detection Limit: ≤0.1μg/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook test 

was conducted with reference material exceeding the upper limit of 

linear range, and the detection result was greater than the upper limit 

of detection. 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 

1. Xu guanghui, Chen lixia. Experimental evaluation of quantitative 

determination of plasma d-dimer[J]. Chinese Journal of Misdiagnosis. 

2010, 10(09): 2064-2065. 

2. Chen jiuyan. Detection of d-dimer and its application in the diagnosis 

and treatment of thrombotic diseases. Shanxi Journal of Medicine. 

2008, 37(24): 1123-1125. 
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PCT Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME]  

PCT Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

PCT Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro 

quantitative measurement of PCT (Procalcitonin) in serum and plasma. 

This test is used as an aid in the differential diagnosis of bacterial infection 

and viral infection, early diagnosis and death assessment of sepsis, 

monitoring of therapeutic effect of bacterial infection.  

[TEST PRINCIPLE] 

PCT Test Kit (Dry Fluorescence Immunoassay) uses the principle of 

antigen-antibody reaction. The testing sample will migrate forward due to 

capillary action, then the PCT of the sample will combine with antibody 

which is attached to fluorescence microspheres. This marked complex is 

attached to the detection area of immobilized antibody and the other 

fluorescence microspheres are attached to the control area.  

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. The 

ratio of the two fluorescence values was used to calculate the content of 

the detected substances. 

[MAIN COMPONENTS] 

1. PCT test strip in a sealed pouch with desiccant........................25 tests 

2. QR code card for calibration.......................................................1 piece 

3. User Manual...............................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum and plasma. Other bodily fluids and samples 

may not get the accurate result. 

2. Plasma can be anticoagulant with heparin and sodium citrate under 

aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours  

after the sample collection.  

4. Serum or plasma sample can be stored at 2°C-8°C for 3 days at most. 

If more than 3 days, it should be stored at -20°C. It is suggested to use 

fresh sample to test. Stale blood sample may not get accurate result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100 

3. Perform QR code calibration when necessary. (Details refer to LS-1100 

User Manual) 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

7. Reaction Time: 10 minutes 

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”. 

For panel outside: After reaction time 10 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to use 

one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 0.5ng/mL 

CRP concentration is determined using samples obtained from 200 

apparently healthy individuals.  

It is recommended that each laboratory establish its own reference range 

for the population it serves. 

[INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 50ng/mL, the analyzer 

displays “>50ng/mL”, and if the result is less than 0.1ng/mL, the 

analyzer displays “<0.1ng/mL”. Specific data can be exported through 

related software as needed. 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with calf 



                                                         

serum or negative sample. 

[LIMITATION] 

1. This kit is only for serum and plasma test. 

2. The test result of this kit are only one of the diagnostic aids for the  

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, additional 

tests should be performed accordingly. 

 [PRODUCT PERFORMANCE] 

1. Measuring Range: 0.1-50ng/mL. 

2. Lower Detection Limit: ≤0.1ng/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook test 

was conducted with reference material exceeding the upper limit of 

linear range, and the detection result was greater than the upper limit 

of detection. 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 
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Medicale, 2000, 29(3): 128-34. 
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levels as an early indicator of sepsis. Am J EmergMed, 2002, 20(3): 
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cTnI /CK-MB/Myo Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME] 

cTnI /CK-MB/Myo Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION] 

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

cTnI /CK-MB/Myo Test Kit (Dry Fluorescence Immunoassay) is intended 

for in-vitro quantitative measurement of cTnI /CK-MB/Myo (Cardiac 

Troponin I/ Creatine Kinase Isozyme/Myoglobin ) in human serum . 

cTnI is used as an aid in the diagnosis of myocardial injury such as Acute  

Myocardial Infarction (AMI),Unstable Angina, Acute Myocarditis and 

Acute Coronary Syndrome (ACS). 

CK-MB is an important indicator for the diagnosis of acute myocardial 

infarction (AMI), which is secreted into the blood in large quantities 

during the attack.CK-MB began to rise 3-6h when AMI symptoms occur, 

and reached the peak value after 12-24h. If there were no 

complications, the level of CK-MB in the blood would be restored to the 

normal level after 3d; if there were complications, the level of CK-MB in 

the blood would remain high and not decrease. If AMI occurs again, the 

CK-MB that has declined will rise again. CK-MB measurement can also 

be used as a non-invasive evaluation index for myocardial reperfusion 

after thrombolytic therapy.  

Myo can be used as the most sensitive index in the early diagnosis of 

acute myocardial infarction (AMI). 

 

[TEST PRINCIPLE] 

cTnI/CK-MB/Myo Kit (Dry Fluorescence Immunoassay) uses the principle 

of antigen-antibody reaction. The testing sample will migrate forward 

due to capillary action, then the sample will combine with antibody 

which is attached to fluorescence micro-spheres. This marked complex is 

attached to the detection area of immobilized antibody and the other 

fluorescence micro-spheres are attached to the control area. When the 

test strip is inserted into the analyzer, the analyzer automatically scans  

ribbons and detected the fluorescence intensity of the composite 

emission from the testing area and the control area. The ratio of the two 

fluorescence values was used to calculate the content of the detected 

substances. 

[MAIN COMPONENTS] 

1. cTnI/CK-MB/Myo test strip in a sealed pouch with 

desiccant...................................................................................25 tests 

2. QR code card for calibration.......................................................1 piece 

3. User Manual...............................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 60 minutes once the foil pouch is 

opened. 

[APPLICABLE DEVICES] 

1. LS-1000 Dry Fluorescence Immunoassay Analyzer 

2. LS-2000 Dry Fluorescence Immunoassay Analyzer 

3. LS-1100 Dry Fluorescence Immunoassay Analyzer 

4. LS-2100 Dry Fluorescence Immunoassay Analyzer 

5. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

6. LS-7000 Dry Fluorescence Immunoassay Analyzer 

7. LS-7100 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

8. LS-3000 Automatic Fluorescence Immunoassay Analyzer 

9. LS-3100 Automatic Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum . Other bodily fluids and samples may not get 

the accurate result. 

2. At room temperature(15°C-30°C), the test should be performed 

within 4 hours after the sample collection. 

3. Serum sample can be stored at 2°C-8°C for 24 hours, can be stored at 

-20°C for 6 months. It is suggested to use fresh sample to test. 

Microbial contamination samples can not be used. 

4. Frozen samples should be completely melted, rewarmed and mixed 

completely before use. Avoid repeated freeze-thaw. It is suggested 

freeze - thaw of sample should not more than 1 time. 

5. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100: 

1. Perform QR code calibration when necessary. (Details refer to 

LS-1100 User Manual) 

2. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

3. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

4. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

5. Reaction Time: 10 minutes  

For panel inside: Insert the test strip into the analyzer immediately 

after sample dispensing. Then click “Test”.  

For panel outside: After reaction time 10 minutes is elapsed, insert 

the test strip into the analyzer and then click “Test”. 

6. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting 

to use one new batch of kit. 

[EXPECTED VALUE] 

Reference Range:  



                                                        

cTnI   ≤0.5ng/mL 

CK-MB ≤5ng/mL 

Myo   ≤70ng/mL 

cTnI/CK-MB/Myo concentration is determined using samples obtained 

from 180 apparently healthy individuals.  

It is recommended that each laboratory establish its own reference 

range for the population it serves. 

 [INTERPRETATION OF RESULT] 

1. If the test result of cTnI is more than 40ng/mL, the analyzer displays 

“>40ng/mL”, and if the result is less than 0.1ng/mL, the analyzer 

displays “<0.1ng/mL”. If the test result of CK-MB is more than 

80ng/mL, the analyzer displays “>80ng/mL”, and if the result is less 

than 2ng/mL, the analyzer displays “<2ng/mL”. If the test result of 

Myo is more than 500ng/mL, the analyzer displays “>500ng/mL”, and 

if the result is less than 20ng/mL, the analyzer displays “<20ng/mL”. 

Specific data can be exported through related software as 

needed(Optional) . 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with 

calf serum or negative sample. 

[LIMITATION] 

1. The test result of this kit are only one of the diagnostic aids for the 

clinicians. 

2. Samples containing interfering substances may affect the test results, 

and the maximum allowable concentrations are: hemoglobin 

3mg/mL, bilirubin 2mg/mL, and triglyceride 10mg/mL.  

 

[PRODUCT PERFORMANCE] 

1. Measuring Range:   cTnI:   0.1ng/mL～40ng/mL 

CK-MB:  2ng/mL～80ng/mL  

Myo:  20ng/mL～500ng/mL 

2.  Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

3.  Within-Run Precision: ≤15%. 

4.  Between-Run Precision: ≤15%. 

 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 
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Markers of Myocardial Injury. Chinese Journal of Laboratory 

Medicine,2002,25(3):185-189. 

2. Jin Caining ,Xu Guobin,Zhu Lihua,etc. Determination of Human 

Myocardial TnI and its application in clinical diagnosis. Journal of  

 

 

 

3. Clinical Laboratory,2002,20(2):118-120. 
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CRP Test Kit User Manual
(Dry Fluorescence Immunoassay)

[PRODUCT NAME]

CRP Test Kit (Dry Fluorescence Immunoassay)

[PACKAGE SPECIFICATION]

1 test/kit

5 tests/kit

25 tests/kit

50 tests/kit

100 tests/kit

[INTENDED USE]

CRP Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro

quantitative measurement of CRP in human serum,plasma and whole

blood.

Creactive protein ( CRP) is a typical acute-phase reactive protein

synthesized by the liver,named for its ability to bind to the capsular C

polysaccharide of Streptococcus pneumoniae.Under normal conditions,

CRP molecules exist in the form of pentamers,which can also be

decomposed into monomers in acidic or alkaline environments,which

can cause certain immune reactions.However,because CRP monomers

exist in cell membranes instead of serum,it is difficult Detection. In

inflammation,infection, tissue damage,CRP is rapidly synthesized in the

liver under the stimulation of cytokines (such as interleukin-6,tumor

necrosis factor),and 20% of the liver's ability to synthesize protein at the

peak of the acute phase reaction is directly It points to the synthesis of

CRP,which can be used for routine verification and the detection of

cardiovascular inflammation.

Full-scale CRP includes conventional hypersensitive CRP (hs-CRP) and

regular CRP.The common use of hs-CRP can be used as an auxiliary

means of cardiovascular disease risk identification.Used in conjunction

with traditional clinical diagnosis of acute coronary syndrome,it can be

used as an early warning indicator for recurrence of coronary artery

disease or acute coronary syndrome. Common uses of regular CRP can

be used to evaluate infection, tissue damage and inflammatory

diseases.Commonly used clinical and laboratory testing methods include

immunoturbidimetric method, immunofluorescence method, latex

enhanced immunoturbidimetric method and so on.

[TEST PRINCIPLE]

CRP Test Kit (Dry Fluorescence Immunoassay) uses immunofluorescence

double antibody sandwich method quantitatively detect the content of

CRP.Two highly specific and sensitive monoclonal antibodies, of which

CRP mouse monoclonal antibody 1 is a capture antibody, are coated on

the test area on a nitrocellulose membrane, and CRP mouse monoclonal

antibody 2 is labeled as fluorescent microspheres and fixed on the

binding pad. The detection buffer is mixed with the sample, the antigen

in the sample is combined with the CRP mouse monoclonal antibody 2

labeled fluorescent microspheres in the binding pad, and the complex is

then captured by the CRP mouse monoclonal antibody 1 immobilized on

the test area to form fluorescent microspheres Sandwich structure; the

chicken IgY-labeled fluorescent particle complex in the binding pad

combines with the goat anti-chicken IgY immobilized on the quality

control area of the nitrocellulose membrane to form a quality control

area. The compound can be measured and analyzed by supporting

equipment, which can quantitatively detect the content of CRP in human

blood.

[MAIN COMPONENTS]

1. CRP test strip in a sealed pouch with desiccant........................25 tests

2. Sample diluent........................................................................25 pieces

3. QR code card for calibration.......................................................1 piece

4. User Manual...............................................................................1 piece

5. Quantitative suction and dropping tube (Optional).

Note: Do not mix or interchange different batches of kit.

[STORAGE AND VALIDITY]

Store the test kit at 4°C-30°C, with a valid period of 18 months.

Test strip should be used within 30 minutes once the foil pouch is

opened.

[APPLICABLE DEVICES]

1. LS-1000 Dry Fluorescence Immunoassay Analyzer

2. LS-2000 Dry Fluorescence Immunoassay Analyzer

3. LS-1100 Dry Fluorescence Immunoassay Analyzer

4. LS-2100 Dry Fluorescence Immunoassay Analyzer

5. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer

6. LS-7000 Dry Fluorescence Immunoassay Analyzer

7. LS-7100 Microfluidic and Dry Fluorescence Immunoassay Analyzer

8. LS-7800 Automatic Microfluidic and Dry Fluorescence Immunoassay

Analyzer

9. LS-3000 Automatic Fluorescence Immunoassay Analyzer

10. LS-3100 Automatic Fluorescence Immunoassay Analyzer

[SAMPLE REQUIREMENT]

1. Used for human serum, plasma and whole blood. Other bodily fluids

and samples may not get the accurate result.

2. Whole blood and plasma sample can be anticoagulant with

EDTA ,heparin and sodium citrate under aseptic conditions.

3. At room temperature, the test should be performed within 4 hours

after the sample collection. Serum or plasma sample can be stored at

2°C-8°C for 3 days at most. If more than 3 days, it should be stored at

-20°C. It is suggested to use fresh sample to test. Stale blood sample

may not get accurate result.Whole blood samples cannot be stored

in freezing, only can be stored for 3 days under the conditions of 2℃

-8℃.

4. Avoid using microbial contamination samples.
5. Frozen samples must be completely melted, restored to room

temperature, and mixed well before use. Avoid repeated freezing

and thawing. It is recommended that the sample be frozen and

thawed no more than once. If there is sediment in the thawed

sample, the sample should be centrifuged before testing.

[TEST PROCEDURE]

1. Collect samples according to user manual.

2. Before the test, the sample and test strip should be recovered to

room temperature (15°C-30°C).



For LS-1100

3. Perform QR code calibration when necessary. (Details refer to

LS-1100 User Manual)

4. On the main interface of LS-1100, press “Test” icon to enter testing

interface. Input patient information, sample information, doctor

information when necessary. (Details refer to LS-1100 User Manual)

5. Remove test strip from sealed pouch and put it on a clean table,

horizontally placed.

6. Using pipette to deliver 5μL of sample into one tube of sample

diluent. Mix gently and thoroughly. And then drop 100μL of mixed

fluid into the sample port in the test strip.

7. Reaction Time: 3 minutes

For panel inside: Insert the test strip into the analyzer immediately after

sample dispensing. Then click “Test”.

For panel outside: After reaction time 3 minutes is elapsed, insert the

test strip into the analyzer and then click “Test”.

8. The result will be shown on the screen and printed automatically.

Notes: It is required to perform QR code calibration when starting to

use one new batch of kit.

[EXPECTED VALUE]

Cut-Off Value: CRP≤10μg/mL；hs-CRP≤3μg/mL

CRP concentration is determined using samples obtained from 178

apparently healthy individuals. hs-CRP concentration was determined

using samples obtained from 158 apparently healthy individuals.

It is recommended that each laboratory establish its own reference

range for the population it serves.

[INTERPRETATION OF RESULT]

1. If the test result of the sample is more than 200μg/mL, the analyzer

displays “>200μg/mL”, and if the result is less than 0.5μg/mL, the

analyzer displays “<0.5μg/mL”. Specific data can be exported through

related software as needed.The results of regular CRP and hs-CRP are

shown separately. When the test result is greater than 10 mg/L, the

specific value is displayed in the CRP; when the test result is less than

5 mg/L, the specific value is displayed in the hs-CRP.

2. When the sample concentration exceeds the detection limit, the

maximum dilution ratio is 2 times when the sample is diluted with

calf serum or negative sample.

[LIMITATION]

1. The test result of this kit are only one of the diagnostic aids for the

clinicians.

2. Samples containing interfering substances can affect test results. The

maximum allowable concentration is: hemoglobin 3 mg/ mL bilirubin

0.25 mg/ mL and triglyceride 10 mg/ mL.

[PRODUCT PERFORMANCE]

1. Measuring Range: 0.5-200μg/mL,r≥0.990.

2. Lower Detection Limit: ≤0.5μg/mL.

3. Accuracy: Verify with comparison experiments, the relative deviation

≤15%.

4. Within-Run Precision: ≤15%.

5. Between-Run Precision: ≤15%.

[PRECAUTIONS]

1. Only used for in vitro diagnostics,and it is for one-time use, please do

not reuse it.

2. After the test strip is removed from the sealed pouch, it should be

tested as soon as possible to avoid excessive time in the air, resulting

in dampness.

3. The damaged test strip or package cannot be used.

4. Do not mix the components of different kits.

5. All samples from patients should be treated as potential sources of

infection.

6. Used reagent cards should be properly disposed of in accordance

with local regulations to avoid contamination.

[REFERENCES]

1. Zhao heping, xiao qunfeng. Quantitative determination of c-reactive

protein. Journal of practical medicine, 2006, 13(21):3908.

2. Yang zhenxiu. Detection of c-reactive protein. Shanghai journal of

medical examinations, 1999, 14(5):261-263.
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BC-30s
Auto Hematology Analyzer

Minimum Size, 
Maximum Capability

www.mindray.com

©2017 Shenzhen Mindray Bio-Medical Electronics Co.,Ltd. All rights reserved.

P/N: ENG-BC-30s-210285x6P-20200616

Minimum size with the footprint similar to that of a 17 inch laptop, 

with space saving design that allows internal storage of lyse giving 

small labs more space.

10.4  inch TFT touch screen together with our powerful software 

enhances user operations and experience.

New technology that eliminates the need for cleanser and rinse, 

reducing the number of reagents needed while at the same time 

lowering overall reagent consumption.

Flexible packaging of reagents, with normal and small sizes to 

better cater to the needs of different daily sample volumes. 

Higher throughput at 70 tests per hour.

Micro sample volume at 9.0uL for whole blood mode with 

capillary whole  blood samples supported, perfect for 

pediatric samples.

Technical Specifications

Principles
Impedance method for WBC, RBC and PLT counting
Cyanide free reagent for hemoglobin test

Performance
Parameter       Linearity Range       Precision (CV %)        Carryover
WBC(109/L)        0-200                        ≤3.5% (4.0-6.9)            ≤0.5％
                                                                 ≤2.0% (7.0 -15.0)
RBC(1012/L)        0-8.00                       ≤1.5% (3.5-6.5)           ≤0.5％
HGB(g/L)            0-280                        ≤1.5% (100 -180)        ≤0.5％
MCV(fL)                                                 ≤1.0% (70 -110) 
PLT(109/L)          0-4000                     ≤5.0% (100 -149)        ≤1.0％
                                                                 ≤4.0% (150 -500)

Parameters
21 parameters: WBC, Lymph#, Mid#, Gran#, Lymph%, Mid%, Gran%, RBC, 
HGB, HCT, MCV, MCH, MCHC, RDW-CV, RDW-SD, PLT, MPV, PDW, PCT, 
P-LCR,P-LCC 
3 histograms for WBC, RBC and PLT
2 research parameters: NLR, PLR

Reagent
M-30D DILUENT 
M-30CFL LYSE
PROBE CLEANSER

Sample Volume
Prediluted mode                   20μL
Whole blood mode               9 μL

Throughput
70 samples per hour

Display
10.4 inch TFT Touch Screen

Multi-language
Chinese, English, Spanish, Portuguese, Russian, French, Bahasa Indonesia

Data Storage Capacity
Up to 500,000 results including numeric and graphical information

Communication
LAN Port supports HL7 protocol
Support bi-directional LIS

Interface
4 USB port (for external printer, software upgrade, barcode reader,
WIFI adapter,keyboard and mouse), LAN port (1)
 
Printout
Thermal recorder, 50 mm wide paper, various printouts formats
External printer optional

Operating Environment
Temperature:     10°C~40°C
Humidity:            10%~90%
Air pressure:       70kPa～106kPa

Power Requirement
100V-240V
≤300VA
50Hz/60Hz

Dimension and Weight
Dimension: Depth(410 mm) x width(300 mm) x height(400 mm)
Weight:        ≤20Kg

Better Usability

Enhanced Performance



Leucopenia

Lymph decreased

Pancytopenia

Detailed flag information never before seen on a 3-part analyzer. 

Provides information useful for diagnosis including WBC flag, RBC flag 

and PLT flag.

Different flag information provided  
according to parameter results together 
with histograms. 

WIFI capability provides you an added option for data communica-

tion together with bi-directional LIS, USB port and LAN port, 

barcode reader, printer and keyboard.

Sample 3 : Flag “Throm-

bopenia” indicator is shown 

together with Platelets low flag.

Sample 2 : Flag “Anemia” means 

that the sample has the possibility of 

anemia.

Sample 1 : BC-30s shows flags  

“Leucopenia” , ” Lymph decreased”, 

“Pancytopenia” which mean white 

blood cell decreased, the low number 

of Lymphocyte and decreased of 

leukocyte, erythrocyte and plate count. 

Meanwhile “R3” flag is also displayed. 

Two kinds of flag messages are both 

supported to ensure clinicians have 

better understanding of sample results.

Printer

LIS

Thrombopenia

Anemia

Keyboard

USB port

WIFI

Barcode Reader

Exclusive Feature
Leucopenia
Lymph decreased
Pancytopenia

Q W E

A S

XCtrl

S h i f t

Tab

C V

BC-30s
Auto Hematology Analyzer

What a 3-part should be
At Mindray we pride ourselves in our dedication and experience in 

developing better solutions for small labs. Our new line of 3-part 

hematology analyzers is the culmination of that effort. Compact yet 

powerful, full featured yet affordable, the BC-30s is what a 3-part 

analyzer should be. 
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