ORDIN DE PLATA NR.: 1131 TIP.DOC. 1
DATA EMITERII:21 ianuarie 2022

PLATITI: 23000-00 LEI: Douazeci si Trei Mii lei 00 ba
ni

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" S.R.L. MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:
BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN

tru achizitii publice central MD23TRPCCC518430B01859AA

izate in sanatate CODUL FISCAL :1016601000212 /
PRESTATORUL BENEFICIAR CODUL BANCII:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/23000,00 Pentru : TIPUL TRANSFERULUI

garantia pentru oferta la procedura de a: NORMAL/URGENT :N:
chizi?ie publica nr. ocds-b3wdpl-MD-1641: :
386480349 din 21.01.2022 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:21/01/2022 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAIBgUrDgMCGQUAMASGCSGSIb3:
DQEHAaCCBGwwggROMIIDUKADAgECAhNHAAC)bi1lrgFksQOG4AAAAAKNUMAOGCSG:
STIb3DQEBCWUAMCIxIDAeBgNVBAMTEFONFUlQxLUNBLUl1vbGRpbmRjb251YW5rMB4X @
DTIxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwDWYDVQQHEWhDaGlzaWShdTEWMBQGA1UEChMNQm1v

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJKoZIhvcNAQcCoI IGWDCCB1QCAQEXCzAJBgUrDgMCGgUAMASGCSGGSIb3 :
DQEHAaCCBHAWggRSMIIDVKADAGECAhNHAACT cahRKgbJeg8QAAAAAKNXMAOGCSIG:
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTEONFULIQxXLUNBLUlVbGRpbmRjb251YW5rMB4X
DTIxMDEyODExMzkxOFoXDTIOMDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwDwWYDVQQOHEwhDaGlzaW5hdTEWMBQGA1UEChMNQm1 v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.

Digitally signed by Poiata Vitalie
Date: 2022.01.20 18:20:15 EET
Reason: MoldSign Signature
Location: Moldova




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Nr. | A2z00892 din | 18.01.2022

1. Destinatia / HaznaueHue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mudopmanuns o Hanmoronnarensmumge

Denumirea Codul fiscal / Numirul de identificare
HauvenoBanue Puckanpuplii koa / MaeHTnuKauuoHHbIA HoMep
|BIOSISTEM MLD S.R.IL. 1010600028048 |
Adresa sediului de baza (strada, numiirul) Codul - Denumirea localititii

AJpec OCHOBHOTO MECTOPACTIONIOASHUA (Y/HLA, HOMED) Kon - HanmeHoBaHHe HACENEHHOr0 MYHKTA

| Albisoara nr.16 bl.1 of 7 |0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/

[Tonrsepskpenue OTCYTCTBHSA MW HATIMYHA HEJOHMKHU COLMIACHO AaHHEIX MIH(DOPMAIMOHHOI aBTOMATH3HPOBAHHOI
CUCTEMEI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha nary

BbIla4M JAHHOM CITPAaBKM HEIOMMKA TIepell HallHOHAIBHEIM MTYOIHYHBIM OFOKETOM COCTABIISACT:
0,00 lei/neii.

4. Valabil pini la / Heficteutenen mo 02.02.2022

5. Autentificarea ServiciphitFiscalde e FAre-FecynapcTBeHHOI HANOrOBOI CITy KOBI
Sef DDF Ris¢
a DG , Petru GRICIUC
Funcfia/[lox: Numele si prenumele/@avimns i nys

L.S/ M.IL

Executor:  Claudia @ 3%

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 18.01.2022 ora 14:37:22
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (3,52)



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 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




Data npepocTtaBnenus 11.05.2021 10:00:47 3.5. inventar si mobilier 085
Anexe la SNC "
“Prezentarea situatiilor financiare” 3.6. alte mijloace fixe 086 4458 2000
Aprobat de Ministerul Finantelor
P ol Republici Moldova A 4. Resurse minerale 090
SITUATIILE FINANCIARE 5. Active biologice imobilizate 100
pentru perioada 01.01.2020 - 31.12.2020 6. Investitii imobiliare 110
Entitatea: BIOSISTEM MLD SRIL. 7. Avansuri acordate pentru imobilizari corporale 120
Cod CUIO: 40717392 Tota P .
: ‘otal imobilizéri corporale
Cod IDNO: 1010600028018 (1d.060 + rd.070 + rd.080 + rd.090 + rd. 100 + rd.110 + 1d.120) 130 2208593 2793637
Sedil: " financiare pe termen lung
MD: 1. Investitii financiare pe termen lung in parti neafiliate 140
Raionul(municipiul): 106, DDF RISCANI
::::::':""m;: )SEC oo 2. Investitii financiare pe termen lung in parti afiliate, total 150
o :
Strada: SECTORUL RISCANI STR Albisoara nr.16 bl.1 of.7 din care: 151
2.1. actiuni si cote de participatie detinute in partile afiliat
Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice 2Sctluni 51 cote de parficipatie cednute In partlle affilate
Forma de proprietate: 16, Proprietate colectiva 2.2 imprumuturi acordate partilor afiliate 152
Forma organizatorico-juri 530, Societéti cu raspundere limitata 2.3 imprumuturi acordate aferente intereselor de participare 153
Date de contact: 2.4 alte investifii financiare 154
Telefon: +37322808719 Total investitii financiare pe termen lung 160
wes: (rd.140 + rd.150)
E-mail: zmiil3@mailru IV. Creante pe termen lung si alte active imobilizate
Numele si le al contabilului-sef: DI (dna)Tel
umele si coordonatele al contabilului (dna)Tel 1. Creante comerciale pe termen lung 170
Numérul mediu al salariatilor in perioada de gestiune: 3 persoane. 2. Creante ale partilor afiliate pe termen lung 180
Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr Inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte acti 20
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
BILANTUL Anexa 1 TOTAL ACTIVE IMOBILIZATE 230 2209080 2793637
s nexa (rd.050 + rd. 130 + rd.160 + rd.220)
Sold Ia ACTIVE CIRCULANTE
Nr. cpt. Cod rd. inceputul perioadei de ul perioadei de 1. Stocurl
gestiune gestiune 1. Materiale si obiecte de mica valoare si scurta durata 240 54051 51978
1 2 3 a B .
2. Active biologice circulante 250
ACTIV
< 3. Productia in curs de executie 260
ACTIVE IMOBILIZATE 4. Produse si marfuri 270 5710647 7221203
! Imobilizari necorporale 5. Avansuri acordate pentru stocuri 280
1. Imobilizari necorporale in curs de executie 010
{re 240 1 £ 250 + 10,260 + 14270 + rd280) 20 5764698 7273181
2. Imobilizari necorporale in exploatare, total 020 487 - - - -
din care Il Creante curente si alte active circulante
211 concestunt, licente st marci 021 487 1. Creante comerciale curente 300 4337729 3912218
- 2. Creante ale partilor afiliat t 310
2.2. drepturi de autor i titluri de protectie 022 reanie ale pargilor afiliate curente
23, programe informatice 03 inclusiv: creante aferente intereselor de participare 311
2.0, alte imabiizr necorporate oo 3. Creante ale bugetului 320 166486 74631
3 Fond come 030 4. Creantele ale personalului 330
5. Alte creante curente 340
4. Avansuri acordate pentru imobilizari necorporale 040 v
6. Cheltuieli anticipate curente 350 4 2
Total imobilizari necorporale 050 187 B
(16010 + d.020 + d.030 + d.040) g 7. Alte active circulante 360 1647908 5756117
mobilizari corporale Total creante curente si alte active circulante
1 mobiizar corporale n curs de executie pos (rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd. 350 + rd.360) 370 e1s2127 9742068
P —— - o0 1. Investitii financiare curente
i te in parti 380
3. Mijloace fixe, total 080 2208593 2793637 nanciare curente In pai
e 2. Investitii financiare curente in parti afiliate, total 390
081 din care:
3.1. cladiri 301
32 constract speciale pes 2.1. actiuni si cote de participatie detinute in partile afiiate
22,10 o date parilor afiiat 302
3.3. masin, utilaje si instalatii tehnice 083 2204135 2791637 Imprumuturi acordate pargllor afliiate
34, miloace de transport oo 2.3. imprumuturi acordate aferente intereselor de participare 393
2.4. alte investiti financiare in parti afiliate 304 din care:
721
financiare curente 200 2.1. imprumuturi din emisiunea de obligatiuni
(rd.380 + rd.390)
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
IV. Numerar si documente banesti 410 8911899 3942779
2.2. alte imprumuturi pe termen scurt 723
TOTAL ACTIVE CIRCULANTE
(1d.290 + rd.370 + 1d.400 + rd.410) 420 20828724 20958928 3. Datorii comerciale curente 730 1331928 3252667
4. Datoril fata de partile afiliate curente 740
E i Y
P 430 23037804 23752565
(rd.230 + rd.420) inclusiv: datorii aferente intereselor de participare 741
PASIV 5. Avansuri primite curente 750 159545 188105
CAPITAL PROPRIU 6. Datorii fata de personal 760 2013 50
1. Capital social si neinregistrat 7. Datorii privind asigurarile sociale si medicale 770
1. Capital social 440 5400 5400 8. Datorii fata de buget 780 434590 187676
2. Capital nevarsat 150 ( ( 9. Datorii fata de proprietari 790
B ) )
10. Venituri anticipate curente 800
3. Capital neinregistrat 460
11. Alte datorii curente 810 81963 58541
. ( (
4. Capital retras 470 ) ) TOTAL DATORII CURENTE
(1d.710 + d.720 + rd.730 + rd.740 + 1d.750 + d.760 + rd.770 + 820 2010939 3687039
5. Patrimoniul primit de la stat cu drept de proprietate 480 1d.780 + rd.790 + rd.800 + rd.810)
Total capital social si neinregistrat PROVIZIOANE
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400
ne pentru beneficiile angajatilor 830
. Prime de capital 500
ane pentru garantii acordate cumpératorilory 840
Rezerve
3. Provizioane pentru impozite 850
1. Capital de rezerva 510 F.
4. Alte provizioane 860
c 2. Rezerve statutare 520
g TOTAL PROVIZIOANE 570
3. Alte rezerve 530 (1d.830 + rd.840 + rd.850 + rd.860)
Total rezerve TOTAL PASIVE
4
(rd.510 + rd.520 + rd.530) 40 (1d.620 + rd.700 + rd.820 + rd.870) 880 23037804 23752565
V. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 X SITUATIA DE PROFIT Sl PIERDERE
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 21021465 12085295 delapina la N R
nexa
3. Profit net (pierdere neta) al perioadei de gestiune 570 x 7974831 Perioada de gestiune
. Indicatori Cod rd.
4. Profit utiizat al perioadei de gestiune 580 x } precedenta curenta
" 1 2 3 a
Total profit (pierdere)
500 21021465 20060126
(rd.550 + rd.560 + rd.570 + rd.580) Venituri din vinzari, total 010 27319617 25963175
V. Rezerve din reevaluare 600 din cares
o1 26856566 25044358
VI. Alte element ital propri 1
te elemente de capital propriu 610 venituri din vinzarea produselor si marfurilor
"rg:;:; T F R 1,590 + 1d.600 4+ rd. 610) 620 21026865 20065526 ver n prestarea serviciilor si executarea lucrarilor 012 263051 918817
DATORI PE TERMEN LUNG venituri din contracte de constructie 013
1. Credite bancare pe termen lung 630 ver n contracte de leasing 014
2. Tmpramutr pe termen lung 620 venituri din contracte de microfinantare 015
din care alte venituri din vinzari 016
2.1 imprumuturt in emisiunea de obligatiunt 641 Costul vinzarilor, total 020 15672962 15186814
o P— e . din care:
inclusiv: fmprumuturi din emisiunea de obligatiuni convertibile 642 021 15672962 15186814
22, alte impramutari pe termen lang 643 valoarea contabila a produselor si marfurilor vindute
D. 2. Datorl comerciale pe termen lung 650 costul servicillor prestate si lucrérilor executate tertilor 022
4 Datori fata de partile aflate pe termen lung 660 costuri aferente contractelor de constructie 023
inclusiv: datorii aferente intereselor de participare 661 costuri aferente contractelor de leasing 024
5. Avansari primite pe termen lung 670 costuri aferente contractelor de microfinantare 025
6. Venituri anticipate pe termen lung 680 alte costuri aferente vinzarilor 026
7. Alte datoril pe wermen ang 60 Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11646655 10776361
TOTAL DATORI! PE TERMEN LUNG Alte venituri din activitatea operationala 040 28586 247603
700
(1d.630 + 1d.640 + rd.650 + rd.660 + 1c.670 + rd.680 + rd.690) Cheltuieli de distribuire 050 16306 19740
DATORII CURENTE Cheltuieli administrative 060 964136 1259776
1. Credite bancare pe termen scurt 710 Alte cheltuiel din activitatea operationala 070 417304 640169
2. Imprumuturi pe termen scurt, total 720 Rezultatul din activitatea operationala: profit (pierdere)
(1d.030 + 1d.040 - rd.050 - rd.060 - rd.070) 080 10277405 9104279




090 490609 519239 2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
din care: .
091 3. Profit net (pierdere neta) al perioadei de 140 X
venituri din interese de participare gestiune
inclusiv: veniturile obtinute de la partile afiliate 092 4. Profit utilizat al perioadei de gestiune 150 X ( ( (
: ) ) )
venituri din dobinzi 093 25612
- — Total profit (pierdere) 160
inclusiv: veniturile obtinute de la partile afiliate 094 (rd.120 + rd.130 + rd.140 + rd.150)
venituri din alte investitii financiare pe termen lung 095 V. | Rezerve din reevaluare 170
inclusiv: veniturile obtinute de la partile afiliate 096 VI | Alte elemente de capital propriu 180
venituri aferente ajustarilor de valoare privind investitile 097 Total capital propriu
financiare pe termen lung si curente (rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + | 190
Venituri din iesirea investitiilor financiare 098 rd-180)
venituri aferente diferentelor de curs valutar si de suma 099 490609 493627
Cheltuieli financiare, total 100 686605 597528 SITUATIA FLUXURILOR DE NUMERAR
de la pina la
din care: Anexa 4
101
cheltuieli privind dobinzile Indicatori Cod rd Perioada de gestiune
inclusiv: cheltuielile aferente partilor afiliate 102 precedenta curenta
cheltuieli aferente ajustarilor de valoare privind investitiile 103 l 2 3 b
financiare pe termen lung si curente Fluxuri de numerar din activitatea operationala
cheltuieli aferente iesirii investitiilor financiare 104 incasari din vinza: 010
cheltuieli aferente diferentelor de curs valutar si de suma 105 686605 597528 Pl pentru stocuri sl servich procurate 020
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -195996 -78289 /3ti catre angajati si organe de asigurare socials si
ti catr tis s 030
Venituri cu active imobilizate si exceptionale 120 medicald
Cheltuieli cu active imobilizate si exceptionale 130 Dobinzi platite 040
Rezultatul din operatiuni cu active imobilizate si 140 Plata impozitului pe venit 050
exceptionale: profit (pierdere) (rd.120 - rd. 130) Alte incasari 060
II"(:;ZI&(}IQIJI din alte activitati: profit (pierdere) (rd.110 + 150 195996 78289 Alte plati 070
Profit (pierdere) pina la impozitare (rd.080 + d.150) 160 10081409 9025990 e e o to0) 080
Cheltuieli privind impozitul pe venit 170 1178993 1051159 Fluxuri de numerar din activitatea de investif
Py " (pierdere netd) al perioadei de gestiune (14,160 - 180 8902416 7974831 Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
F Dobi incasate 110
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la Dividende incasate 120
Anexa 3 N
inclusiv: dividende incasate din strainatate 121
N Sold la inceputul Sold la sfirsitul —
dlo Indicatori Cod rd perioadei de Majorari Diminuari perioadei de Alte incasari (plati) 130
gestiune gestiune Fluxul net de numerar din activitatea de investitii 140
1 2 3 a 5 6 7 (rd.090 - rd.100 + rd.110 + rd.120 + rd.130)
| si neinregistrat Fluxuri de numerar din activitatea financiara
1. Capital social 010 incaséri sub forma de credite si imprumuturi 150
! nevs ( ( ( ( Plati aferente rambursaril creditelor si imprumuturilor 160
2. Capital nevarsat 020 |} ) ) )
Dividende platite 170
. 3. Capital neinregistrat 030 inclusiv: dividende platite nerezidentilor 1”71
4. Capital retras 040 " ; : " incasari din operatiuni de capital 180
5. Patrimoniul primit de la stat cu drept de 050 Alte ncasari (plati) 190
propriet Fluxul net de numerar din activitatea financi 200
Total capital social si neinregistrat 060 (rd.150 - rd.160 - rd.170 + rd.180 * rd.190)
(rd.010 + rd.020 + rd.030 + d.040 + rd.050) Fluxul net de numerar total
210
o | Prime de capreal 070 (2 1d.080 + rd.140 + rd.200)
Rezerve Diferente de curs valutar favorabile (nefavorabile) 220
1. Copital de rezerva 080 Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune
. 2. Rezerve statutare 090 (% rd.210 * rd.220 + rd.230) 240
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100) x 1
D sate - Nota
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X
Bepar s nevamm Bepar s nevamm
CoxpaHuTb CoxpaHuTb
Pacnucka 2 Pacnucka
Pecnionient Pecnionient
®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L. ®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L.
Ipenocrasmn oruér: RSF1 21 Ipenocrasmn oruér: RSF1_21
Ha ¢uckansusiii nepuoxa: A/2020 Ha ¢uckansubiii nepuon: A/2020
Jlara npenocrasnenns: 11.05.2021 Jlara npenocrasnenns: 11.05.2021
BpemenHast MeTka oTuéra 3apeructpupoBanHoro B Mxdopmarmonnoit Cucreme HBC : 11.05.2021 Bpemennas meTka otuéra 3apeructpupoansoro B Cucreme DnekrponHoit OT4éTHOCTH M
12:26:31 ornpasieHHoro B Madopmaumonnyro Cucremy BHC : 11.05.2021 10:00:47

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




Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2° N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of five (5) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

e is classified as Other Device (all devices except Annex Il and Self-Testing Devices),
that is why the Conformity Assessment follows the procedure stated in the Annex Il of
the Directive without the intervention of a Notified Body.

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.
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CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid
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CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)
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AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO
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RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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Certificate

Standard ISO 9001:2015
Certificate Registr.No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Design, development, manufacture, distribution, servicing of:

-Instruments and reagents for clinical diagnostic.
-Instruments and reagents for agro-alimentary analysis.
Distribution and service of reagents and instruments for veterinary
diagnosis.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2019-12-19 until 2022-12-18.
First certification 1996

2019-12-20

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin

www.tuv.com

(DAl A TOVRheinland®

e Akkreditierungsstelle i ‘
www.tuv.com D-ZM-16031-01-00 Precisely Right.

Utilisation and application requires prior approval

registered trademarks

10/201 1017 EA4 ® TOV, TUEV and TUV are



Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

No. Location

102 BIOSYSTEMS S.A.
Pol. Ind. Can Tapioles
naus 7-12-13
08110 Montcada i Reixac
Spain

2019-12-20

Klicken Sie hier, um Text einzugeben.

www.tuv.com

Scope

Labeling and assembly of reagent. Storage,
and shipping of: - Instruments and reagents
for diagnosis and reagents for clinical
diagnosis.- Instruments and reagents for agri-
food analysis.- Instruments and reagents for
veterinary diagnosis.

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105K6In

Page 1 of 1

A TUVRheinland®

Precisely Right.

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

10/201 1017 E A4



N ®
TUVRheinland

Certificate

i The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for
clinical diagnostic
(see attachment for sites included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-01-08
Certificate Registration No.: SX 60145545 0001
An audit was performed. Report No.: 28300434 004

This Certificate is valid until: 2022-12-12
Certification Body

( DAKKS

% Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-01-08

D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/mwww.tuv.com/safety

10/020h 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheinland g P RETe €
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

| Attachment to

Certificate
Registration No.: SX 60145545 0001
‘ Report No.: 28300434 004
Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
Scope: Site included:
‘ Poligono Industrial Can Tapioles
Naves 7, 12 y 13
08110 Montcada i Reixac
‘ Spain
Activity: Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic
Certification Body
(( -, Deutsche
— Akkreditierungsstelle

D-ZM-14169-01-02

} Date: 2020-01-08

10205 0408 ®  TOV, TUEY and TUY are registered trademarks, Utiisation and spplication requires prior approval.



a-AMYLASE-PANCREATIC

BA

COD 21799 2x60mL+2x15mL

Only for in vitro use in the clinical laboratory

C€

BioSystems

a-AMYLASE-PANCREATIC
IMMUNOINHIBITION

INTENDED USE

Reagent for the measurement of a.-amylase concentration in human serum, plasma or urine. The
obtained values are useful as an aid in the diagnosis and treatment of acute and chronic
pancreatitis.

This reagent is for use in the BioSystems BA analyzers or in other analyzer with similar
performance characteristics.

CLINICAL SIGNIFICANCE

o-Amylase catalyzes the hydrolysis of a-1,4-linkages of carbohydrates constituted of a-D-
glucose units. The result is the formation of dextrins, maltose and some glucose molecules. o~
Amylase is produced mainly by the exocrine pancreas (P-type; P-AMY) and the salivary glands
(S-type; S-AMY) but it is also found in other tissues. The enzyme present in normal serum and
urine is predominantly of pancreatic and salivary gland origin.

Assays of a-amylase activity in serum and urine are largely of use in the diagnosis of pancreatic
diseases such as acute or chronic pancreatitis. Hyperamylasemia can also be due to renal
insufficiency, acute pain of the abdomen, tumors of the lungs and the ovaries, salivary glands
lesions, macroamylasemia, diabetic ketoacidosis, biliary tract disease, cerebral trauma, chronic
alcoholism and drugs (opiates). The lack of specificity of total a-amylase measurements has led
to the interest in the direct measurement of pancreatic o-amylase instead of total enzyme activity
for the differential diagnosis of patients with acute abdominal pain'2.

Clinical diagnosis should not be made on the findings of a single test result, but should integrate
both clinical and laboratory data.

PRINCIPLE OF THE METHOD

Amylase catalyzes the hydrolysis of 4-nitrophenyl-maltoheptaoside-ethylidene to smaller
oligosacharides which are hydrolyzed by o-glucosidase liberating 4-nitrophenol. The catalytic
concentration is determined from the rate of 4-nitrophenol formation, measured at 405 nm34,
Specific antibodies inhibits the salivary isoenzyme and thus allow the measurement of pancreatic
a-amylase5s.

CONTENTS AND COMPOSITION

A. Reagent: 2 x 60 mL. HEPES 50 mmol/L, calcium chloride 0.075 mmol/L, sodium chloride 90
mmol/L, magnesium chloride 13 mmol/L, a-glucosidase > 4 U/mL, pH 7.1, monoclonal
antibodies (mouse) 50 mg/L.

B. Reagent: 2 x 15 mL. HEPES 50 mmol/L, 4-Nitrophenyl-maltoheptaoside-ethylidene 18
mmol/L, pH 7.1.

STORAGE AND STABILITY
Store at 2-8 °C.

Components are stable once opened until the expiry date marked in the label if they are stored
well closed and care is taken to prevent contamination during their use.

On board stability: Reagents open and kept in the refrigerated compartment of the analyzer are
stable 2 months.

Indications of deterioration: Absorbance of the blank over the limit indicated in “Test Parameters”.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)
Biochemistry Calibrator Human (BioSystems cod. 18044).

REAGENT PREPARATION
Reagents are provided ready to use.

SAMPLES

Serum, plasma or urine collected by standard procedures.

Pancreatic a-Amylase in serum or plasma is stable for 30 days at 2-8°C. Use heparin or EDTA as
anticoagulant.

Pancreatic o-Amylase in urine is stable for 1 month at 2-8°C if pH is adjusted to approximately 7
before storage. Centrifuge or filter before testing.

CALIBRATION
A reagent blank should be done every day and a calibration at least every 2 months, after reagent
lot change or as required by quality control procedures.

QUALITY CONTROL

It is recommended to use the Biochemistry Control Serum level | (cod. 18042), level Il (cod.
18043) and the Biochemistry Control Urine (cod. 18054 and cod. 18066) to verify the accuracy of
the measurement procedure. Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if control results are not within the acceptable limits.

REFERENCE VALUES
Serum, plasma’ Urine?
UL pkat/L UL pkat/L
13-53 0.22-0.88 7-356 0.12-5.92

These ranges are given for orientation only; each laboratory should establish its own reference
ranges.

METROLOGICAL CHARACTERISTICS

The metrological characteristics described below have been obtained using a BA400 analyzer
and following the guidelines of the Clinical & Laboratory Standards Institute (CLSI).

M21799i-06

— Detection limit: 4.30 U/L = 0.072 pkat/L.
— Linearity limit: 1300 U/L = 21.6 pkat/L
— Precision:

Serum. Mean concentration

Repeatability (CV)  Within-laboratory (CV)

66 U/L = 1.10 pkat/L 1.5% 1.7%
149 U/L = 2.47 pkat/L 14% 1.4%
Urine. Mean concentration Repeatability (CV)  Within-laboratory (CV)
62 UIL = 1.03 pkat/L 21% 25%
124 U/L = 2.06 pkat/L 1.3% 1.9%

— Trueness: Results obtained with this reagent did not show systematic differences when
compared with reference reagents. Details of the comparison experiments are available on
request.

LIMITATIONS OF THE PROCEDURE

— Interferences: bilirubin (up to 20 mg/dL), hemolysis (hemoglobin up to 1000 mg/dL) and
lipemia (triglycerides up to 3000 mg/dL) do not interfere. Other drugs and substances may
interfere®.

BIBLIOGRAPHY

1 Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press,
2001.

2 Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th edition. Burtis CA,
Ashwood ER. WB Saunders Co., 2005.

3. IFCC primary reference procedures for the measurement of catalytic activity concentrations of
enzymes at 37°C. Part 8. Reference procedure for the measurement of catalytic concentration
of a-amylase. Clin Chem Lab Med 2006; 44: 1146-1155.

4. Lorentz K. Routine a-amylase assay using protected 4-nitrophenyl-1,4-o.-D-maltoheptaoside
and a novel a-glucosidase. Clin Chem 2000;46:644-649.

5. Gerber M, Naujooks H, Lenz H, Wulff K. A monoclonal antibody that specifically inhibits human
salivary a-amylase. Clin Chem. 1987;33:1158-62.4.

6. Steen G, Blijenberg BG, Leijnse B. Experiences with a new assay for pancreas specific alpha-
amylase. Ann Biol Clin 1990;48(2):91-97.

7. Junge W, Werner W, Wilke B et al. Development and evaluation of assays for the
determination of total and pancreatic amylase at 37°C according to the principle
recommended by the IFCC. Clin Biochem 2001;34:607-615.

8. Young DS. Effects of drugs on clinical laboratory tests, 5th ed. AACC Press, 2000.

TEST PARAMETERS

These reagents may be used in several automatic analyzers. Specific instructions for application
in many of them are available on request.

R1: use Reagent A, R2: use Reagent B.

BA200 BA400

GENERAL

Name AMYLASE PANCREAT AMYLASE PANCREAT

Short name P-AMY P-AMY

Sample type serum / plasma / urine serum / plasma / urine

Analysis mode kinetic bireagent kinetic bireagent

Unit ulL UL

Decimals 1 1

Reaction type increasing increasing
PROCEDURE

Reading mode monochromatic monochromatic

Main filter 405 405

Reference filter - -

Sample 9 9

Vol. R1 240 240

Vol. R2 60 60

Reading 1 (cycle) 21 43

Reading 2 (cycle) 31 63

Predilution factor -1-12 -1-12
CALIBRATION AND BLANK

Blank type distilled water distilled water

Calibration mode experimental calibrator experimental calibrator

Number of calibrators 1 1

Calibration curve - -
OPTIONS

Blank absorbance limit 0.300 0.300

Kinetic blank limit - -

Linearity limit 1300/ 1300/ 2600 1300/ 1300/ 2600

Substrate depletion - -

www.biosystems.es
Quality System certified according to
EN ISO 13485 and EN 15O 9001 standards

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)

01/2018




a-AMYLASE-PANCREATIC

BA

KOO 21799 2x60mn+2x 15mn

MpeaHasHayeH UCKNIYMTENBHO ANA AUArHOCTHKM in Vitro B
YCIOBUSIX KIMHWYECKO NlaBopaTopuin

C€

BioSystems

REAGENTS & INSTRUMENTS

NMAHKPEATUYECKAA a-AMUITA3A
MMMyHouHIMbrpoBaHue

HA3HAYEHUE

PeareHT Ans onpefenexns akTMBHOCTU — o-aMumasbl B CbIBOPOTKE, MNnasMe KpOBM MM Mode
yerioeka. MonyyeHHble pesynbTatbl GyAyT NOMe3Hbl MW AMArHOCTUKE M NEYEHUM OCTPOO W
XPOHUYECKOTO NaHKpeaTUTa.

JT0T peareHT AomKeH ObiTb McnOnb3oBaH B BA aHanu3aTopoB aHanusarop Guocuctem unm
ApYTMX NoJOGHBIX MPEUMYLLECTB.

KIMHWYECKAA 3HAYUMOCTb

o-amunasa katanuaupyer raponus o-1.4-cBs3elt yrneBofoB, COCTOALWMX M3 OCTATKoB
o-D-rriokosbl, ¢ 06pa3oBaHNeM [eKCTPaHOB, ManbTo3bl W FMIOKO3bl. C:-aMiUNa3a B OCHOBHOM
obpasyeTcs B nomkenyaouHoit xenese (tvun-P; P-AMY) 1 B critoHHbIX xenesax (tun-S; S-AMY),
XOTS TaKke BCTPEYaeTCs M B APYIUX TKaHsX. PepMeHT, HaXOAALLMACA B CbIBOPOTKE M MOYe,
rnaBHbIM 06Pa3oM NPOUCXOAMT U3 NOLKEMYAO4HOIA Xenebl U CIIOHHbIX Kenes.

VlavepeHne aKTMBHOCTW amunasbl B CbIBOPOTKE M MO4Ye [MaBHbIM 06pa3oM ChyxuT Ans
AVarHoCTUKM 3aBoneBaHMi MOMKENyAOYHON Kemnesbl, Takux Kak XPOHWYECKWI WrWM OCTPblil
naHkpeatuT. MMnepamunasemus Take MOXET BO3HUKHYTb M3-3a MOYEYHON HE[OCTAaTOYHOCTH,
ocTpoit 6onu B BPIOLIHOM NOMOCTK, paka NeErkMX U SMYHUKOB, MOBPEXAEHUS CIIOHHBIX Xenes,
Makpoamunasemun, auabetndeckoro ketoauuaosa, GonesHelt enyeBbIBOAAWMX nyTel,
NOBPEXAEHNIA MO3ra, XPOHMYECKOrO ankoronmMamMa M rpuema MeuKaMeHTOB  (OmuaTbl).
OTcyTCTBYE CNELMMUIHOCTI NPU 3MEPEHMsIX aKTMBHOCTY o-aMunasbl BbI3Bano He06XoAuMocTb
orfpeseneHns NaHkpeaTMveckon a-amunasbl BMecTo 0bLeit aKTMBHOCTM (hepMeHTa npu
AuddepeHUnanbHON AarHocTike Y NauMeHTos ¢ ocTpbiMu Gonsamu B GpioluHoi nonocty 2,
KnuHudeckuiz inarHo3 He MOXET ObiTb YCTAHOBMEH Ha OCHOBAHUW PE3yNbTaToB €AMHUYHOTO
ccnenoBaHus v JomkeH 6asnpoBaThCs Kak Ha KMMHUYECKUX AaHHbIX, Tak U Ha pesynbTaTax
nabopaTopHoro aHanusa.

MPVHLIMN AENCTBUS METOOA

o-amMunasa  KaTanuaupyeT  rMaponu3  4-HUTPOEeHUN-ManbTorenTaosna-aTunuaeHa ¢

obpa3oBaHMeM ONMrocaxapuaoB, KOTOpble KOTOPble MOf  [EACTBUEM  O-TMIOKO3MAA3bI

TMAPONM3YITCH € BbicBoOOXAEHNEM  4-HuTpodbeHona.  KatanuTuuyeckas — KOHLEHTpauus

ornpegensieTcs no ckopocT o6pa3oBaHus 4-HUTpodheHona, uaMepeHHast npu 405 HM34,

Cneunduyeckue aHTUTENa UHIMOUPYIOT M30(EPMEHTBI CTIIOHHOI Oi-aMMnasbl, YTO NO3BONSAET

NPON3BECTY M3MEPEHUE aKTUBHOCTY NaHKpeaTUIeckoi amunassl 56,

COCTAB U KOMMNOHEHTbI

A. PeareHT: 2 x 60 mn. HEPES 50 mmonb/n, kanbuus xnopua 0.075 mmonb/n, HaTpus xnopua
90 wmmomb/n, MarHus xnopua 13 mMomb/n, o-rniokoaupasa > 4 E/mn, aHTuTEna
MOHOKNOHanbHble (Mbillb) 50 mr/m, pH 7.1.

B. Pearent: 2 x 15 mn. HEPES 50 mmonb/n, 4-HUTpocheHun-manbTorentao3na-aTuniaeH
18 mmonb/n, pH 7.1.

XPAHEHME U CTABUNIBHOCTb

Xpanutb npu Temnepatype 2-8 °C.

KOMNOHeHTbI CTabunbHbl C MOMEHTa OTKPbITUS YNaKOBKA W A0 WCTEYEHUs CPOKa XpaHeHWs,

0603HaYeHHOr0 Ha 3TUKETKE, €CIIN peareHT XpaHWUTCS B 3aKPbITOI YNakoBKe M MpUHUAMAlTCS

Mepbl NPeA0CTOPOXHOCTM BO N3BexaHe KOHTaMUHALM NPY UCTIONb30BaHMM.

CrabunbHoCTb BO BpeMS WCMONb30BAHWS: PeareHT, OTKPbITHIA W YCTaHOBMEHHbIA B

OXNaX[aeMblil OTAEN aHanM3aTopa, CoxpaHsieT CTabunbHOCTb 2 Mec.

Tpu3Hakv Ae3aKTMBALMA: MOMMOLAEMOCTb XONIOCTOrO peareHTa Bhille rpaHuLibl, 0603Ha4eHHOM

B pasgene «apameTpbl UCTIbITAHNSY.

[laHHble BENMUUMHBI OPUEHTUPOBOYHBI, Kaxaas nabopaTopust [OMKHA YCTaHaBmMBaTb CBOU
[1ana3oHbl HOPMATbHbIX 3HAYEHU.

METPOJIOrMYECKWUE XAPAKTEPUCTUKKN

MeTponoruyeckie xapakTepuCTUKIA, ONUCaHHbIE HUXE, NOMYYeHbl C MPUMEHEHNEM aHann3aTopa
BA400 B COOTBETCTBUM C METOAMHYECKUM PYKOBOACTBOM WHCTUTYTa  KIMHUYECKUX U
nabopatopHbix cTaHgapTos (CLSI).

— [oporosas 4yBcTBuUTENbHOCTS: 4.30 ELI/N = 0.072 MKkaT/n.

— Mpepgenbl nuHenHocTy: 1300 EA/N = 21.6 mkkaT/n

— TouHoCTb:

CbiBopoTka. CpeaHsist KOHLEHTpaLms MosTopHOCTb (CV) BHyTpunabopatopHblit nokasatens (CV)

66 EL/M = 1.10 Mkkat/n 15% 1.7%
149 E[VN = 2.47 mkkat/n 14% 14%
Moua. CpeaHsist KOHLEHTpaLUs MosTopHocTb (CV) BHyTpunabopatopHbiii nokasarens (CV)
62 E[/M = 1.03 mkkat/n 24% 25%
124 EQ/N = 2.06 mkkaT/n 1.3% 19%

— TorpewHocTb:  pe3ynbTaTbl, MOMYYeHHbIE C MPUMEHEHWEM [aHHOTO peareHTa He
[EMOHCTPUPYIOT CUCTEMATUYECKYHO MOTPELLHOCTb B CPABHEHUM CO CTAHAAPTHBIM PEareHToM.
[laHHble CpaBHUTENbHBIX AKCTIEPUMEHTOB NMPEJOCTABASIOTCS MO TPEGOBAHMIO.

OrPAHWYEHUA METOOA

— Wutepdeperummn: 6unupybud (go 20 wmr/gn), remonms (remornobuH go 1000 wmr/pn) w
rMnepnunemust (Tpurnuuepuasl 4o 3000 Mr/an) He BNMAIOT Ha pesynbTatsl. [ipyrie BelecTa
NN NekapcTBEHHbIE CPEACTBA Takke MOryT 0kasaTb BRnsHUe Ha MeToas.

BUBJTMOrPADUA

Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press, 2001.

Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th edition. Burtis CA, Ashwood ER.
WB Saunders Co., 2005.

IFCC primary reference procedures for the measurement of catalytic activity concentrations of
enzymes at 37°C. Part 8. Reference procedure for the measurement of catalytic concentration of a-
amylase. Clin Chem Lab Med 2006; 44: 1146-1155.

Lorentz K. Routine a-amylase assay using protected 4-nitrophenyl-1,4-o-D-maltoheptaoside and a
novel o-glucosidase. Clin Chem 2000;46:644-649.

. Gerber M, Naujooks H, Lenz H, Wulff K. A monoclonal antibody that specifically inhibits human
salivary a-amylase. Clin Chem. 1987;33:1158-62.4.

Steen G, Blijlenberg BG, Leijnse B. Experiences with a new assay for pancreas specific alpha-
amylase. Ann Biol Clin 1990;48(2):91-97.

Junge W, Wemer W, Wilke B et al. Development and evaluation of assays for the determination of
total and pancreatic amylase at 37°C according to the principle recommended by the IFCC. Clin
Biochem 2001;34:607-615.

8. Young DS. Effects of drugs on clinical laboratory tests, 5th ed. AACC Press, 2000.

MAPAMETPbI UCMBITAHUA

[laHHble peareHTbl MOTYT GbiTb MCMOMb30BaHbI AN Psda aBTOMATUYECKUX aHanu3aTopos.
KOHKpETHbIE MHCTPYKLMM MO MPUMEHEHMIO BO MHOTUX TUMNaX aHanM3aTopoB NPEefoCTaBNsoTCs no
Tpe6oBaHuto.

R1: ncnonb3osats peareHT A, R2: ncnonb3osath peareHT B.

N =

5

b

(3

52

~

BA200 BA400
HEOBXOAWMbIE OOMNONHUTENIbHLIE MATEPUATBI (B KOMIMNEKT HE BXOAAT) OBIVE
Kaf'm6paTop Ans GUMOXMMMYECKMX WCCMELOBaHU Ha OCHOBE YeroBEYECKONM CblIBOPOTKM HavmeHosanve AMYLASE PANCREAT AMYLASE PANCREAT
(BioSystems kop 18044). Kpatkoe HanumeHosanne P-AMY P-AMY
MOArOTOBKA PEATEHTA Tun npoGel CbIBOPOTKa / Nnaama / Moya CbIBOPOTKa / niasma / Moya
PeareHT roToB k ynotpebnenuio. Cnocob n3mepeHus 6Gupear. KuH. 6Gupear. KiH.
OBPA3Lb Eaunia Ewn EAN
[lecsiTuyHble 3Hakun 1 1
Cbmopoma, nnasma u moua, 336paHHbIe npy NOMOLYK CTaHAAPTHbLIX METOAO0B. Tun peakumm HapacTatoLas HapacratoLas
MaHkpeaTnyeckass o-amunasa B CbIBOPOTKE Wi nnasme cTtabunbHa B Tevenne 30 AH npw MPOLENYPA
Temnepatype 2-8°C. B kayecTBe aHTuKoarynsiHTa ucnonb3osartb renaput unu OATA. Tun npouTeHmst MOHOXP. MOHOXP.
MaHkpeaTnyeckas o-amunasa B Mode cTabunbHa B Tevenne 30 AH npu Temnepatype 2-8°C npu OCHOBHOI hUNbTP 405 405
YCOBUM, YTO Mpu XpaHeHun pH npubnuantensHo paseH 7. LieHTpudpyra unu cunbTp nepeq KOHTPONbHbII unsTp - -
TECTUPOBAHWEM. Mpoba 9 9
KANMBPOBKA 06.R1 240 240
XOmnocToit ONbIT AOMKEH NMPON3BOANTLCA KaXabl AeHb, @ kannbpoBka Mo kpaiHel Mepe pas B 06.R2 60 60
2 Mec., Mocne Hadana MCMONb30BaHUS HOBOW MapTMM peareHTa WM B COOTBETCTBUNM C Cunrbisanve 1 (k) 2 43
TpeGOBaHUAMM K KOHTPOMIO KayecTea. CumbiBatme 2 (4wkn) 31 63
dakTop npeppasseaeHns -1-12 -1-12
KOHTPOJIb KAYECTBA P penpaseene
PekomerpyeTcs Cnonb3oBaTb KOHTPOMbHYO BUOXMMIMYECKYI0 CbIBOPOTKY YpoBHs | (kop 18042), KAHMBPTC; iﬁi?i?ooizﬂiamm HCTUMDOBAHHAR BOMA HCTUMDOBAHHER BOMA
ypoeHs I (kog 18043) u Orina Control de Bioquimica (kog 18054 u kop 18066) uToGbl P A P A A P A
Pexum KaﬂIAf)pOEKI/I KCnepumeHTanbHaa dKCnepumeHTanbHasa
NoATBEPANTL SEKTUBHOCTb NPOLIEAYPbI U3MEPEHNS. KanHGpOBKa KanBpoBKa
Kaxpas nabopatopusi JomKHa yCTaHOBUTL CBOKO MPOrpaMMy KOHTPOMS kayecTa M npoLeaypbl KonecTso kanuGpatopos 1 1
KOPPEKTMPOBKM MPOLIECCOB B Crly4ae, €CRN KOHTPOMbHbIE Pe3ynbTaTbl BLIXOAST 3a A0MYCTUMbIE T PAmyVOBONHAR XapaKTepHCTHka )
npegensl.
onuy
PE®EPEHTHBIE 3HAYEHUA Mpezen a6e. Garia 0.300 0300
CbiBOpOTKa, NNasma’ Moua’ Mpenen 6naxka KUHETUKY - -
EOM MKKaT/n EOM MKKaT/n IMpepen nuHelHoCTU 1300/ 1300/ 2600 1300/ 1300/ 2600
1353 0.22-0.88 7-356 012592 Obeprerue ocanka - :
M21799r-06 BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain) 0112018
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a-AMYLASE-PANCREATIC

BA

COD 21799 2x60mL+2x15mL

Numai pentru folosire in vitro in laboratoare clinice

C€

BioSystems

a-AMILAZA PANCREATICA
Immuno-inhibare

UTILIZARE PREVAZUTA
Reactiv pentru mésurarea concentratiei deo-amilazei in ser, plasmé sau urind umana. Valorile
obtinute sunt utile ca un ajutor in diagnosticul si tratamentul pancreatitei acute si cronice.

Acest reactiv trebuie sa fie utilizat in BA analizoare Biosystems analizor sau alte beneficii
similare.

VALORI CLINICE

Amilaza catalizeaza hidroliza legaturilor o-1.4 din carbohidratii constituiti din unitati de
o-D-glucoza, si genereaza formarea de dextrani, maltoza si glucoza. Amilaza se produce fn mod
principal in pancreasul exocrin (tip-P; P-AMY) si in glandele salivare (tip-S; S-AMY) si se
gaseste de asemenea in alte tesuturi. Enzima prezenta in mod normal in ser si urind este, in mod
principal, de origine pancreatica i salivara.

Masurarea activitatii amilazei in ser si urind este foarte utild pentru diagnosticul bolilor de
pancreas, cum ar fi pancreatita cronica sau acutd. Hiperamilazemia poate fi provocaté si de o
insuficientd renald, durere abdominala acuta, tumoare la plamani si ovare, leziuni ale glandelor
salivare, macroamilazemie, cetoacidoza diabeticd, afectiuni biliare, traumatism cerebral, alcolism
cronic i medicamente (opiacee). Lipsa specificitatii la masurarea a-amilazei a dus la nevoia
determindrii a-amilazei pancreatice in locul activitéjii enzimatice totale in momentul realizarii unui
diagnostic diferentjal in pacientji cu durere abdominala acuta’2.

Diagnosticul clinic nu trebuie bazat numai pe rezultatele unei singure probe ci trebuie sa
integreze date clinice si de laborator.

PRINCIPIUL METODEI

o-Amilaza catalizeaza hidroliza  4-nitrofenil-maltoheptaosid-etilidenului in oligozacaride, care
sunt substraturi pentru o-glucozidasa, capabila s& elibereze 4-nitrofenol. Concentratia catalitica
se determind in functie de viteza de formare a 4-nitrofenolului, masurat la 405 nm3®4. Prin
folosirea unor anticorpi specifici se inhiba izoenzima salivard a a-amilazei ceea ce permite
masurarea izoenzimei pancreatice %6.

CONTINUT $I COMPOZITIE

A. Reactiv: 2 x 60 mL. HEPES 50 mmol/L, clorura de calciu 0.075 mmol/L, clorurd de sodiu 90
mmol/L, clorurd de magneziu 13 mmol/L, o-glucozidasd > 4 U/mL, anticorpi monoclonali
(soarece) 50 mg/L, pH 7.1.

B. Reactiv: 2 x 15 mL. HEPES 50 mmol/L, 4-nitrofenil-maltoheptaosid-etiliden 18 mmol/L, pH
7.1.

DEPOZITARE $I STABILITATE

A se pastra la 2-8 °C.

De la deschidere, componentii sunt stabili pand la data expirarii marcaté pe eticheta daca se vor
péstra perfect inchisi si se va evita contaminarea lor pe timpul utilizarii.

Stabilitate: reactivii deschisi si conservati in compartimentul refrigerat al analizorului sunt stabili
2 luni.

Indicatii de deteriorare: Absorbtia spatiului peste limita indicata in “Parametrii de proba”.
MATERIALE ADITIONALE NECESARE (NEFURNIZATE)

Calibrator de Biochimie Uman (BioSystems cod. 18044).

PREGATIREA REACTIVILOR

Reactivii sunt gata de utilizare.

PROBE

Ser, plasma sau urina extrase prin procedee standard.

o-Amilaza pancreatica in ser sau plasma este stabila timp de 30 zile la 2-8°C. Ca anticoagulant
se va utiliza heparina sau EDTA .

o-Amilaza pancreatica este stabild in urina timp de 30 zile la 2-8°C in conditiile in care pH-ul se
va mentine la 7 pentru conservare. Se centrifugheaza sau se filtreaza inainte de determinarea.

CALIBRARE

In fiecare zi trebuie realizat un alb al reactivului ;i o calibrare la cel putin fiecare 2 luni, dupa
schimnarea de lot al reactivului sau la cererea procedeelor de control de calitate.

CONTROL DE CALITATE

Se recomanda utilizarea unui Ser de Control Biochimic de nivel | (cod. 18042) si Il (cod. 18043) si
Urina de Control Biochimica (cod. 18054 si cod. 18066) pentru verificarea preciziei procedeului
de masura. Fiecare laborator ar trebui s& stabileasca un program propriu de control intern al
calitdtii, precum si procedurile de actiuni corective in cazul in care controalele nu indeplinesc
tolerantele acceptabile.

VALORI DE REFERIN]’A

Ser, plasma’ Urina 7
UL pkat/L UL pkat/L
13-53 0.22-0.88 7-356 0.12-5.92

Aceste valori sunt oferite numai in scop orientativ; fiecare laborator ar trebui sa-si stabileasca
propriile intervale de referinta.

CARACTERISTICI METROLOGICE

Caracteristicile metrologice descrise au fost obtinute cu un analizor BA400 dupa ghidul Clinical &
Laboratory Standards Institute (CLSI).

M21799r0-06

— Limita de detectare: 4.30 U/L = 0.072 pkat/L.
— Limita de linialitate: 1300 U/L = 21.6 pkat/L
— Precizie:

Ser. Concentratie medie Repetibilitate (CV) In laborator
66 UL = 1.10 pkat/L 15% 1.7%
149 U/L = 247 pkat/L 14% 14%

Urin&. Concentratie medie Repetibilitate (CV) In laborator
62 U/L =1.03 pkat/L 21% 25%
124 U/L = 2.06 pkat/L 13% 1.9%

— Veracitate: Rezultatele obtinute cu acesti reactivi nu prezinta diferente sistematice
semnificative la compararea lor cu procedee de referinta. Detalii privind studiile comparative
sunt disponibile la cerere .

LIMITATII ALE PROCEDEULUI

— Interferente: bilirubina (20 mg/dL), hemoliza (hemoglobina pana la 1000 mg/dL) si lipemia
(trigliceride de pa&na la 3000 mg/dL) nu interfereazd. Alte medicamente si substante pot
interfera®.

BIBLIOGRAFIE

1 Friedman and Young. Effects of disease on clinical laboratory tests, 4th ed. AACC Press,
2001.

2 Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th edition. Burtis CA,
Ashwood ER. WB Saunders Co., 2005.

3. IFCC primary reference procedures for the measurement of catalytic activity concentrations of
enzymes at 37°C. Part 8. Reference procedure for the measurement of catalytic concentration
of a-amylase. Clin Chem Lab Med 2006; 44: 1146-1155.

4. Lorentz K. Routine a-amylase assay using protected 4-nitrophenyl-1,4-o.-D-maltoheptaoside
and a novel a-glucosidase. Clin Chem 2000;46:644-649.

5. Gerber M, Naujooks H, Lenz H, Wulff K. A monoclonal antibody that specifically inhibits
human salivary o-amylase. Clin Chem. 1987,33:1158-62.4.

6. Steen G, Blijenberg BG, Leijnse B. Experiences with a new assay for pancreas specific alpha-
amylase. Ann Biol Clin 1990;48(2):91-97.

7. Junge W, Werner W, Wilke B et al. Development and evaluation of assays for the
determination of total and pancreatic amylase at 37°C according to the principle
recommended by the IFCC. Clin Biochem 2001;34:607-615.

8. Young DS. Effects of drugs on clinical laboratory tests, 5th ed. AACC Press, 2000.

PARAMETRII DE ANALIZA

Acesti reactivi pot fi utilizati in majoritatea analizoarelor automatice. Instructiunile specifice de
aplicare a multora dintre ele sunt disponibile la cerere.

R1: folositi reactivul A, R2: folositi reactivul B.

Tip de mostra
Mod de analizare

ser / plasma / urind
cinetica bireactiva

BA200 BA400
GENERAL
Nume AMYLASE PANCREAT | AMYLASE PANCREAT
Nume scurt P-AMY P-AMY

ser / plasma / urind
cinetic bireactiv

Mod calibrare
Numar de calibratoare
Curba de calibrare

calibrator experimental
1

Unitate uiL ulL

Decimale 1 1

Tip de reactie crescatoare crescatoare
PROCEDEU

Mod de citire monocromatica monocromatica

Filtru principal 405 405

Filtru referinta - -

Mostra 9 9

Vol. R1 240 240

Vol. R2 60 60

Citire 1 (ciclu) 21 43

Citire 2 (ciclu) 31 63

Factor prediluare -1-12 -1-12
CALIBRARE SIALB

Tip alb apa distilata apa distilata

calibrator experimental
1

Substrat consumat

OPTIUNI
Limita absorbtie alb 0.300 0.300
Limita alb cinetic - -
Limita linialitate 1300/ 1300/ 2600

1300/ 1300/ 2600

www.biosystems.es
Quality System certified according to
EN ISO 13485 and EN 15O 9001 standards
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HEMOGLOBIN A1C-DIRECT (HbA1C-DIR)

BA

COD 22047 2x60mL+2x12mL COD 22147 1x60mL+1x12mL

Only for in vitro use in the clinical laboratory

C€

BioSystems

REAGENTS & INSTRUMENTS

HEMOGLOBIN A1C-DIRECT (HbA1C-DIR)
DIRECT

INTENDED USE
Reagents for the measurement of hemoglobin A1C (HbA1C) concentration in human blood. The obtained values
are useful as an aid in the diagnosis and monitoring of diabetes mellitus.
This reagent is for use in the BioSystems BA analyzers or in other analyzer with similar performance
characteristics.
CLINICAL SIGNIFICANCE
HbA1C is the product of the irreversible condensation of glucose with the N-terminal residue of the B-chain of
hemoglobin A.
The HbA1C concentration in blood is directly proportional to the mean concentration of glucose prevailing in the
previous 6-8 weeks, equivalent to the lifetime of the erythrocytes’, and the estimated average glucose (€AG)
during this period can be calculated with the formulas below2.

eAG (mg/dL) = 28.7 x HbA1C-NGSP-DCCT (%) - 46.7

€AG (mmol/L) = 1.59 x HbA1C-NGSP-DCCT (%) - 2.59

€AG (mg/dL) = 2.64 x HbA1C-IFCC (mmol/mol) + 15.0

€AG (mmollL) = 0.146 x HbA1C-IFCC (mmol/mol) + 0.843

HbA1C levels are a valuable adjunct to glucose determinations in the assessment and follow up of individuals
with diabetes mellitus, providing much more reliable information for glycaemia monitoring than do determinations
of glucose. Numerous studies have shown that diabetes related complications may be reduced by the long term
monitoring and tight control of blood glucose levels. The HbA1C concentration may also be a useful tool in the
diagnosis of diabetes?.
Clinical diagnosis should not be made on the findings of a single test result, but should integrate both clinical and
laboratory data.

PRINCIPLE OF THE METHOD

After preparing the hemolysate, the Hemoglobin A1C (HbA1C) concentration is quantified by a latex turbidimetric
assay. The different hemoglobins present in the hemolysate are unspecifically adsorbed on the latex particles
surface in a ratio equivalent to their concentration in the sample. The addition of an anti-human HbA1C antibody
causes agglutination that is proportional to the concentration of hemoglobin A1C and can be measured by
turbidimetry.

CONTENS
COD 22047 COD 22147
A. Reagent 2x60mL 1x60 mL
B. Reagent 2x12mL 1x12mL
COMPOSITION

A. Reagent. Suspension of latex particles, sodium azide 0.95 g/L, pH 8.0.
B. Reagent. Anti-human HbA1C antibody, stabilizers, pH 6.0.

STORAGE AND STABILITY

Store at 2-8 °C.

Components are stable once opened until the expiry date marked in the label if they are stored well closed and
care is taken to prevent contamination during their use.

On board stability: Reagents open and kept in the refrigerated compartment of the analyzer are stable 30 days.
Indications of deterioration: Absorbance of the blank over the limit indicated in “Test Parameters”.

ADDITIONAL MATERIALS REQUIRED (NOT PROVIDED)

S. HbA1C Direct Standards (cod. 31048). 4 levels for 0.5 mL. Human blood. HbA1C concentration is given on
the label.
Human blood used in the preparation of the standard has been tested and found to be negative for the
presence of antibodies anti-HIV and anti-HCV, as well as for HBs antigen. However, the standard should be
handled cautiously as potentially infectious.

Reconstitute with 0.5 mL of distilled water. Stable for 30 days at 2-8°C. For longer periods, keep frozen. Avoid

repeated freeze-thaw cycles.

REAGENT PREPARATION

Reagents are provided ready to use.

SAMPLES

Venous blood collected by standard procedures and with EDTA as anticoagulant.

HbA1C in blood is stable 7 days at 2-8°C.

PROCEDURE

Hemolysate preparation

The calibrators should be treated as patient samples.

1. Pipette into a test tube:

IFCC mmolimol) NGSP-DCCT (%) Reference values/Degree of control
20-48 40-65 Non Diabetic
42-53 60-7.0 Goal
53-64 70-8.0 Good Control
>64 >8.0 Action suggested

This range is given for orientation only; each laboratory should establish its own reference range.

METROLOGICAL CHARACTERISTICS

The metrological characteristics described below have been obtained using a BA400 analyzer and following the

guidelines of the Clinical & Laboratory Standards Institute (CLSI).

— Detection limit: 1.9 mmol/mol

— Measurement interval: (approximate value dependent on the highest standard concentration): 2 - 140
mmol/mol.

— Precision:
Mean concentration Repeatability (CV) Within-laboratory (CV)
34 mmol/mol 33% 53%
70 mmol/mol 1.5% 22%

- Trueness: Results obtained with this reagent did not show systematic differences when compared with
reference reagents. Details of the comparison experiments are available on request.

LIMITATIONS OF THE PROCEDURE

- Interferences: bilirubin (up to 10 mg/dL) and Lipemia (triglycerides up to 400 mg/dL) do not interfere. Other
drugs and substances may interfere.
In the immunoassay methods, the presence of acetylated-Hb, carbamylated-Hb, labile HbA1C HbE and HbD
do not affect the results”. Other hemoglobin variants like HbS, HbF or HbC can interfere?.
In hemolytic anemia, iron deficiency anemia and transfusion, the average age of erythrocytes is altered.
Caution should be used when interpreting the HbA1C results from patients with these conditions.

NOTES
1. To avoid possible interferences by other assays performing HbA1C determinations in different runs of the
other test is recommended.

BIBLIOGRAPHY

1. Tietz Textbook of Clinical Chemistry and Molecular Diagnostics, 4th ed. Burtis CA, Ashwood ER, Bruns DE.
WB Saunders Co, 2005.

2. Nathan DM, et al. Translating the A1C assay into estimated average glucose values. Diabetes Care 2008; 31:
1473-1478.

3. Nathan DM, et al. International Expert Committee report on the role of the HbA1C assay in the diagnosis of
diabetes. Diabetes care 2009: 32: 1327-1334.

4. Hoezel W et al. IFCC reference systems for measurement of hemoglobin A1C in human blood and the
national standarization schemes in the United States, Japan and Sweden: a method-comparison study. Clin
Chem 2004;50:166-174.

5. The Diabetes Control and Complications Trial Research Group. The effect of intensive treatment of diabetes
on the development and progression of long term complications in insulin-dependent diabetes mellitus. N Engl
J Med 1993; 329: 977-986.

6. Young DS. Effects of drugs on clinical laboratory tests, 5th ed. AACC Press, 2000.

7. Bry L, Chen P, Sacks D. Effects of hemoglobin variants and chemically modified derivates on assays for
glycohemoglobin. Clin Chem 2001;41:153-163.

8. Little RR., Rohlfing C; Hanson S, Connolly S, Higgings T, Weykamp C, D'Costa M, Luzzi V, Owen W,
Roberts WL. Effects of Hemoglobin (Hb) E and HbD traits on measurements of Glycated Hb (HbA1C) by 23
methods. Clin Chem 2008, 54: 1277-1282..

TEST PARAMETERS (Notes 1 & 2)

These reagents may be used in several automatic analyzers. Specific instructions for application in many of them
are available on request.

R1: use Reagent A, R2: use Reagent B.

Blood 50 pL
Distilled water 50mL

2. Mix gently. Avoid the formation of foam. Incubate at room temperature for 5 minutes.
The hemolysate is stable 72 hours at 2-8°C.
Test according to Test Parameters.
CALCULATION
The HbA1C values obtained are traceable to IFCC Reference Method.
The traceable values to Reference Method as described by the US National Glycohemoglobin Standardization
Program (NGSP) are calculated using the following general formula“.
%HbA1C-NGSP-DCCT (%) = 0.0915 x HbA1C-IFCC (mmol/mol) + 2.15
CALIBRATION
A reagent blank should be done every day and a calibration at least every 30 days, after reagent lot change or as
required by quality control procedures.
QUALITY CONTROL
Itis recommended to use the Hemoglobin A1C Controls, Normal (cod. 18001) and Elevated (cod. 18002) to verify
the accuracy of the measurement procedure.
Each laboratory should establish its own internal Quality Control scheme and procedures for corrective action if
control results are not within the acceptable limits.
REFERENCE VALUES
The following cut-off points have been established by the Diabetes Control and Complications Trial Research

Group (DCCT) and have been adopted by many countries for a reference population (Non diabetic) and for the
evaluation of the degree blood glucose control in diabetic patients's.

Calibration mode
Number of calibrators
Calibration curve

experimental calibrator
4
increasing polygonal

BA200 BA400
GENERAL
Name HbA1C-DIR HbA1C-DIR
Short name HbA1C-DIR HbA1C-DIR
Sample type WBL WBL
Analysis mode fixed-time bir. fixed-time bir.
Unit mmol/mol mmol/mol
Decimals 0 0
Reaction type increasing increasing
PROCEDURE
Reading mode monochromatic monochromatic
Main filter 670 670
Reference filter - -
Sample 3 3
Vol. R1 190 190
Vol.R2 40 40
Reading 1 (cycle) 19 37
Reading 2 (cycle) 34 70
Predilution factor - R
CALIBRATION AND BLANK
Blank type distilled water distilled water

experimental calibrator
4
increasing polygonal

OPTIONS

Blank absorbance limit
Kinetic blank limit
Linearity limit
Substrate depletion

0.700

0.700

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)
www.biosystems.es
Qunality System certified according to
EN 150 13485 and EN 15O 9001 standards
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HEMOGLOBIN A1C-DIRECT (HbA1C-DIR)

KO[L 22047 2x60mn+2x 12 mn KOM 22147 1x60mn+1x12mn

MpeaHasHaYeH UCKNIYMTENBHO ANS AUArHOCTUKY in vitro B

YCNOBMSIX KNUHUYECKOI NaGopaTopum

C€

BioSystems

REAGENTS & INSTRUMENTS

FEMOrJIOBMH A1C-DIRECT (HbA1C-DIR)

HA3HAYEHUE

PeareHTbl Ans onpefeneHns KoHLeHTpauym obLyero remornobuna A1C (HbA1C) B cbiBOpoTKE KPOBY YenoBeka.
MonyyeHHble pesynbTaThl GyayT NONE3HbI NPY AMarHOCTUKe M MOHUTOPUHTE caxapHoro auabeTa.

10T peareHT AomkeH GbiTb UCMONb3oBaH B BA aHanu3atopoB aHanuaatop GuocucTem unu Apyrux NofoBHbIX
NpEeVMyLLECTB.

KIMHUYECKASA 3HAYUMOCTb
['emornobun A1C npeacTaensieT coboit NpofykT HeobpaTUMOoil KOHAEHCALWMM TMtoKo3bl ¢ N -KOHLIEBbIM OCTATKOM
B-Lienw remornobuna A.
KoHueHTpauumst HbA1C B KpoBuM NpsMO NMponopLyoHanbHa CpeaHeit KOHLEHTpaLuu riokosbl B TeyeHue 6-8
Heflenb, YTO COOTBETCTBYET CPEAHEN XU3HM SPUTPOLMTOB', 1 MpeAronaraeMoe CpeaHee 3HaueHue TMioko3bl
(eAG) MoxeT BbITb paccyMTaHo Mo cneayroLm dopmynam 2.
eAG (mr/pn) = 28.7 x HbA1C -NGSP-DCCT (%) - 46.7
€AG (mmonb/n) = 1.59 x HbA1C -NGSP-DCCT (%) - 2.59
eAG (mr/an) = 2.64 x HbA1C -IFCC (mmonb/morb) + 15.0
eAG (mmonb/n) = 0.146 x HbA1C -IFCC (Mmonb/mons) + 0.843

Onpepenetue ypoBHs HbA1C siBNsieTCst LieHHbIM JOMONHEHNEM K OMpeAerneHuio rioko3bl B KPOBY MPU OLiEHKe
KOHTPOMS! rMMKeMUN Anst HaGmiofeHust 3a GonbHbIMK AuabeTom, YTo AaeT Gonee [OCTOBEPHYIO MHGOPMALWIO,
YeM KOHLIEHTPaLVsi rioko3bl. CyLLECTBYHOT UCCNe0BaHMs, KOTOPbIE YKa3bIBAIOT, YTO KONMMYECTBO OCTIOKHEHWN,
CBS3aHHbIX C ANabeToM, MOXeT BbiTb CHIKEHO BCTIECTBUE CTPOTOrO KOHTPONS COAEPXaHs MMioko3bl B KPOBH.
Mamepetne koHLeHTpauwmn HbA1C Taloke MOXET CryxuTb B AMarHocTuke anaberas.
KnuHnyeckuit [uarHo3 He MoxeT BbiTb YCTAHOBIIEH Ha OCHOBaHMM Pe3ynbTaToB eAMHUYHOTO UCCTIef0BaHUS 1
[nomkeH 6a3npoBaThCA Kak Ha KIMHUYECKUX AaHHbIX, Tak U Ha pe3yribTaTax nabopaTopHOro aHamnusa.

MPUHLMN AENCTBUA METOOA

lMocne npUroTOBMEHUS remonu3ata OMpedensioT YpoBeHb KoHUeHTpauuu remornobuha A1C  (HbA1C)
TypﬁMLlMMeTpMHeCKVIM MEeTOAO0M C UCMONb30BaHWEM fnaTekca. PasHble BUabI remornoﬁmua, npucyTcTeyoLue B
remMonusate, NpPOM3BONbHO AACOPOMPYIOTCS Ha MOBEPXHOCTW MaTEKCHbIX 4YacTWl B MPOMOpLMM, PaBHOM
KOHL|EHTpaLyN Kaxaoro Buaa remornobuna B obpaaue. [loGaBnenue uenoseveckoro aHtutena anti-HbA1C
NpoBOLMPYeT arrntTuHauuio, NponopLMOHanbHY KOHLEHTpauun remornobuHa A1C, KoTOopas MOoXeTt BbiTh
13MepeHa ¢ MomMoLLbio TypbuanmeTpui.

COCTAB
Kof 22047 koA 22147
A. PeareHt 2x60mn 1x60mn
B. Pearent 2x12mn 1x12mn
KOMMOHEHTbI

A. PeareHT: CycneHans u3 naTekcHblx yacTi, asug Hatpus 0.95 r/n, pH 8.0.
B. PeareHT: yenoseyeckoe aHTuteno anti-HbA1C, koHcepsaHTbl, pH 6.0.

XPAHEHUE W CTABUIIbHOCTb

XpaHuTb npu Temnepartype 2-8 °C.

KOMMOHEHTBI CTabunbHbI C MOMEHTa OTKPLITUS YNakoBKW U [0 UCTEHEHUS CPOKa XpaHeHus, 0603HaYEHHOro Ha
JTUKETKE, €CMM PEareHT XPaHUTCS B 3aKPbITO YMAakoBKe M MPUHUMAIOTCS Mepbl MPeAoCTOPOXHOCTU BO
13bexaH1e KOHTaMUHaLWY NPU UCMOMNb30BAHMM.

CTaBuUnbHOCTL BO BPEMS WCTONb3OBAHWUS: PEAreHT, OTKPbITBIA W YCTAHOBIEHHbIN B OXNaXdaemblit OTAen
aHanu3aropa, CoXpaHsieT cTabunbHoCTb 30 AH.

MpusHaky Ae3aKTMBaLMW: MOMOLIAEMOCTb XONOCTOTO PeareHTa Bbille TpaHuLpl, 0G03HAYeHHON B paspene
«[MapameTpbI UCTbITaHUsY.

HEOBXO[UMbIE [JONONHUTENLHbIE MATEPUATbI (B KOMNIEKT HE BXOAAT)

S. Kanu6patopsl HbA1C Direct (kop. 31048). 4 yposHs ans 0.5 mn. Kposb yenoseka. KoHueHTpauus HbA1C
YKa3blBAETCS Ha ATUKETKe amnyribl.
Yenoseueckas cbig0pomka ¢ ycmaHosieHHbIM omeymemeuem aHmumen K BUY u k eupycy ezenamuma C, a
makKe K NnosepxHOCMHOMY aHmuaeHy eupyca zenamuma B. Tem He MeHee, UCNnOb308amb C Mepamu
npedocmopoXHOCMU Kak NOMEHRYUabHbIL UCMOYHUK UHGPEKYUU.

BoccraHoBuTe nuocunuanpoBaHHyto KpoBb C ucTonb3oBaHreM 0.5 Mn auCTNMpoBaHHoN Boabl. OHa ocTaeTcs

crabunbHoit B TeweHue 30 a1 npu 2-8°C. Mpu HeobxoaMMOCTH XpaHeHNs B TeyeHne Gonee NPOAOMKUTENBHOTO

nepuoga XpaHUTb PacTBOp, pacacoBaHHblii B anvKBOTHble MPOGUPKM, 3aMOPOXEHHbIM BO W3bexaHue

TOBTOPHOTO 3aMOPaXMBAHWS 1 OTTaUBAHMUS.

NOArOTOBKA PEATEHTA

PeareHT roToB Kk ynotpebnexio.

OBPA3LbI

BeHo3Has kpoBb, 3a6paHHast CTaHAAPTHbIM METOZOM C ucnonb3oBaHueM S TK B kayecTBe aHTUKoArynsHTa.

HbA1c B kpoBM ocTaeTCs CTabunbHbIM B TeYeHe 7 aH npy 2-8°C.

NPOLIEAYPA

Mpwuro T | 0 06p

Cnepyet npuaepxuBaTbCs CTaHAAPTOB, AeiCTBYHOLMX Ans 06pa3LoB G1omaTepuanos naumeHToB.

1. MunetuposaTtb B NPOBUPKY:

50 mkn
5.0mn

2. AkkypaTHo B3bonTaTb, u3beras BcneHnBaHus. BbliaepxaTb B TeUeHUe 5 MUHYT Npu KOMHATHOI TemMnepaType.
['emonuanpoBaHHbIit 06pasel cTabuneH B TeueHme 72 yacos npu Temnepatype 2-8°C.
[MpoBecTi UCTbITaHWe B COOTBETCTBUN C AHanuaupyeMbiMi MapameTpamu.

BbIYUCNEHUA

MonyyeHHble 3HAaYeHU KOHLIEHTPALMM SBMSIOTCA MPOCTIEXMBAEMbIMA N0 3TanoHHomy MeTogy IFCC.

[lononHuTenbHbIX Bul4MCNEHNI He TpebyeTcs.

MpocnexuBaemble 3HauyeHWs N0  3TAnoHHOMY MeTOAy, ONUCaHHOMY HauwoHanbHoW nporpammolt Mo

craHaapTu3auyu rukoremornobiHa CLUIA (NGSP), paccumTbiBaloTest no cnepyioluelt obuueit popmyne .
HbA1C-NGSP-DCCT (%) = 0.0915 x HbA1C-IFCC (Mmonb/monb) + 2.15

Kposb
[ucTunnupoBakHas Boga

KANMBEPOBKA

XorocToi ONbIT AOMKEH NPOM3BOAMTLCS Kaxbli AeHb , @ kanubposka — no kpaiiHeit Mepe pa3 B 30 fH., nocne
Hayara 1Cronb30BaHIst HOBOV MapTUN PeareHTa Unk B COOTBETCTBUN C TPEBOBAHMSIMM K KOHTPOSIHO KayecTBa.
KOHTPONb KAYECTBA

PexomerpyeTcs MCnonb3oBaHWe KOHTPONbHOI CbiBOPOTKM remornobuHa A1C, HopmanbHoit (kog. 18001) w
noBbILWeHHOM (koA. 18002), Ans NpoBepKi HOPMANbHOTO XoAa MPOLEAYPbI N3MEPEHUS.

Kaxpas nabopaTtopisi JOMKHa YCTAHOBUTL CBOK MPOrpaMMy KOHTPOMS kauyecTsa W MpoLieAypbl KOPPEKTUPOBKA
MPOLIECCOB B Cry4ae, €CTN KOHTPOMbHbIE Pe3yNbTaTbl BbIXOASAT 3a AOMYCTUMbIE MPEAenbl.

PE®EPEHTHbIE 3HAYEHUA

CregyloLme rpaHnyHble TouKi Gbinv yCTaHOBNEHbI VccrefoBaTenbCkoit rpynnoi Mo KoHTporio Avabeta u ero
ocnoxHeHuit (DCCT) u Gbinv NPUHSTbI BO MHOMAX CTpaHax AN pedepeHTHbIX rpynn Hacenewus (He
CTpajatoLmx AvabeTom), a Takke ANs OLEHKM YPOBHS IMIOKO3bI B KPOBM Y NaLMEHTOB ¢ Anabetom 5.

M22047r-08

DIRECT
IFCC (MMonb/Monb) NGSP-DCCT (%) OnopHble 3HayeHus/CTenerb KOHTpons
20-48 40-65 He anabetuky
42-53 6.0-7.0 Lens
53-64 70-80 Haanexalywit KoHTporb
>64 >8.0 Pekomenayemoe feiicTaine

ﬂaHHble BENUYUHBI  OPUEHTUPOBOYHDI, Kaxaas naﬁopaTopMﬂ AOSKHA yCTaHaBn“BaTb CBOM  Auana3oHbl

HOPMarbHbIX 3HA4EHNIA.

METPOJIOrMYECKUE XAPAKTEPUCTUKN

MeTponornyeckne xapakTepucTuki, ONMMCaHHbIE HIKE, MOMy4YeHbl C NpUMeHeHueM aHanusatopa BA400 B
COOTBETCTBIM C METOAMHECKIM PYKOBOACTBOM VIHCTUTYTa KNuHMYeCkux U nabopatopHbix ctanaaptos (CLSI).

— [oporoeas YyBCTBUTEMbHOCTL: 1.

9 Mmonb/Monb

— WHTepBan uamepeHuit (MpubnuanTenbHoe 3HaueHue, 3aBUCSLLEe OT HaMBbICLUEH BEMUYMHBI CTaHAApTHON
KOHUEHTpauum): 2 - 140 Mmonb/Monb.

- TouHocTb:
CpepHsist KOHLEHTpaLus MosTopHocTb (CV) BHyTpunabopatopHbiii nokasarens (CV)
34 Mmonb/monb 33% 53%
70 MMonb/mMonb 15% 22%

- [orpelwHocTb;  pe3ynbTathl,

nofly4YeHHble C NpPUMEHEHWeM [aHHOro peareHTa He [EeMOHCTPUPYHT

CucTeMaTyeckyto MOrpelHoCTb B CPaBHEHWM CO CTaHOAPTHbIM peareHToM. uaHHble CpaBHUTENbHbIX

IKCMIEPMMEHTOB MNPEAOCTaBNAIOTC:
OrPAHUYEHUA METOLA

1 no TpeGoBaHmio.

WHTepcbepeHuyn: Gunupybu (no 10 mr/an) u runepnunemus (Tpurnuuepuabl Ao 400 mr/an) He BAUSIOT Ha
pesynbTathl. [lpyrie BelecTsa Uy NlekapCTBEHHbIE CPECTBA Takke MOTYT Oka3aTb BAUsHUE Ha MeTo 6.

B uMMyHonorvdeckux aHanusax MpUCYTCTBME aLETUIMPOBAHHOTO remornobiHa, kapbammnnpoBaHHoro
remornobuHa, nabunbHoro remorno6uHa A1C, aMBpuoHanbHoro remornobuHa E M aHomanbHoro
remornobuHa D He BnusieT Ha pedynbTathl’E. [ipyre BapuaHTbl remornobua, Takne kak HbS, HbF n HbC,

MOTYT CO373aBaTb NoMexu 7.

Y nauneHToB C reMOnMTUYECKOI aHemMmel, xene3oaeduUNTHON aHeMUel Unu nocne nepenueaHns Kposu
CpeqHuiA BO3pacT 3pUTPOLMTOB M3MeHsieTcs. 10 3Toi NpudnHe pedynbTathl ypoBHs remornobuHa A1C Takiux
NaLyeHTOB CredyeT MHTEPNPETUPOBATL C OCTOPOXHOCTBIO.

NPUMEYAHUA

1. YroBbl u3bexaTb BO3MOXHbIX MOMEX C [PYrMMM TUMamu WCTIbITAHWIA, PEKoMeHayeTCsi NpoM3BOAUTL
13mepeHme remornobuHa A1C oTAenbHO OT APYruX METOLOB.
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MAPAMETPbI UCMbITAHWUA (MPUMEYAHUE 1)
ﬂaHHbIe peareHTbl  MoryT ObiTb  MCMOMb30BaHDI Ana psoa aBTOMATUYeCKUX aHanm3aTopoB. KOHerTHbIe

MHCTPYKLIM NO MPUMEHEHMIO BO MHOTUX TUMax aHanu3aTopoB NPeAoCTaBNSIoTCs Mo TpeGOoBaHMI0.
R1: ucnonb3osatk peareHT A, R2: ncnonb3oaTth peareHT B.

BA200 BA400
OBLUVE
HaunmeHoBaHve HbA1C-DIR HbA1C-DIR
KpaTkoe HaumeHoBaHne HbA1C-DIR HbA1C-DIR
Tun npoBbl LienbHas Kposb LienbHas KpoBb
Cnocob 13mepenms 6upeareHTHOE UK. BP. 6upeareHTHOE UK. BP.
EanHuua MMOb/MOMb MMOnb/Monb
[lecaTnyHble 3Hakn 0 0
Tun peakum Hapacraiolas HapacTaiolas
MPOLIEAYPA
Tun npouTeHns MOHOXP. MOHOXP.
OcHoBHo# unbTP 670 670
KoHTponbHIit hunbTp - R
Mpoba 3 3
06.R1 190 190
06.R2 40 40
CunTbiBaHme 1 (ywkn) 19 37
CunTbiBaHme 2 (Lwkn) 34 70
®akTop npeapasseaeHns - -
KANVEPOBKA 11 XONOCTOW
PEATEHT

Tun xonocToro pearenTa

Pexvm kanubposku

Konnyectso kanubpatopos
T'pagyvpoBoYHas xapakTepucTuka

AUCTUNNPOBaHHas Boda
KCNepuMeHTanbHasa KantpoaKa
4
BO3pacTaroLaa nonuroHansbHasa

AWUCTUNNWPOBaHHaa BoAa
KCnepumeHTanbHaa KaJ'IVIGpOBKa
4
BO3pacTaroLaa nonuroHansHasa

onuu
lMpepen abc. bnatka
Mpepen 6naxka KMHETUKM
Mpepen nuHeitHocT
ObepaHeHme ocaaka

0.700

0.700
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HEMOGLOBIN A1C-DIRECT (HbA1C-DIR)

COD 22047 2x60mL+2x12mL COD 22147 1x60mL+1x12mL

Numai pentru folosire in vitro in laboratoare clinice

BA
C€

BioSystems

REAGENTS & INSTRUMENTS

HEMOGLOBINA A1C-DIRETA (HbA1C-DIR)
DIRECTA

UTILIZARE PREVAZUTA
Reactivi pentru mésurarea hemoglobinei A1C (HbA1c) in sange uman. Valorile obtinute sunt utile ca un ajutor in
diagnosticul si monitorizarea diabetului zaharat.
Acest reactiv trebuie sa fie utilizat in BA analizoare Biosystems analizor sau alte beneficii similare.
VALORI CLINICE
HbA1C este produsul condensérii ireversibile dintre glucoza si reziduul N-terminal al lantului 3 al hemoglobinei A.
Concentratia HbA1C din sénge este direct proportionalé cu concentratia medie de glucozé predominanta in cele
6-8 saptamani anterioare, echivaland cu durata de viata a eritrocitelor’, iar glucosa medie estimata (eAG) in
aceasta perioada poate fi calculata cu ajutorul formulelor de mai jos 2.

eAG (mg/dL) = 28.7 x HbA1C -NGSP-DCCT (%) - 46.7

€AG (mmol/L) = 1.59 x HbA1C -NGSP-DCCT (%) - 2.59

€AG (mg/dL) = 2.64 x HbA1C -IFCC (mmol/mol) + 15.0

€AG (mmol/L) = 0.146 x HbA1C -IFCC (mmol/mol) + 0.843

Nivelurile de HbA1C ajutd semnificativ la determinarea glucozei in procesul de evaluare si reexeminare a
indivizilor cu diabet zaharat, oferind informatii mult mai sigure pentru monitorizarea glicemiei decat metodele de
determinare a glucozei. Numeroase studii au arétat ca toate complicatiile aparute din cauza diabetului pot fi
reduse prin monitorizarea pe termen lung si prin controlul indeaproape al nivelului de glucoza in sénge.
Concentratia de HbA1C poate fi un instrument util si in diagnosticarea diabetului®.
Diagnosticul clinic nu trebuie bazat numai pe rezultatele unei singure probe ci trebuie sé integreze date clinice si
de laborator.

PRINCIPIUL METODEI

Dupé prepararea hemolizatului, concentratia de hemoglobina A1C (HbA1C) este cuantificatd printr-o metoda
turbidimetricé cu latex. Hemoglobinele diferite prezente in hemolizat sunt absorbite pe suprafata particulelor de
latex in mod nespecific i intr-o proportie echivalenta cu concentratia sa din mostra. Adaugarea unui anti-HbA1C
umana genereaza o aglutinare proportionald cu concentratia de hemoglobina A1c care se poate cuantifica prin
turbidimetrie.

iNDICE
COD 22047 COD 22147
A. Reactiv 2x60mL 1x60 mL
B. Reactiv 2x12mL 1x12mL
COMPOZITIE

A Reactiv:'Suspensie de particule de latex, azida de sodiu 0.95 g/L, pH 8.0.

B. Reactiv: Anticorp anti-HbA1C umana, conservantj, pH 6.0.

DEPOZITARE $I STABILITATE

Ase pastrala 2-8°C.

De la deschidere, componentii sunt stabili pana la data expirarii marcatd pe eticheta daca se vor pastra perfect

inchisi si se va evita contaminarea lor pe timpul utilizarii.

Stabilitate: reactivii deschisi si conservati in compartimentul refrigerat al analizorului sunt stabili 30 zile.

Indicatii de deteriorare: Absorbtia spatiului peste limita indicaté in “Parametrii de proba”.

MATERIALE ADITIONALE NECESARE (NEFURNIZATE)

S. Modele de HbA1c directa (cod. 31048). 4 nivele pentru 0.5 mL. Sange uman. Concentratia de HbA1C este
indicatd pe eticheta eprubetei.
Serurile umane folosite la prepararea solufiei standard au fost testate cu rezultate negative privind antigenul
HBS, anticorpii anti- HIV, si anti- HCV. In orice caz, trebuiesc sa fie manipulati cu precautie, ca fiind potential
infectiogi.

Liofilizatul se reconstruieste cu 0.5 mL apé distilata. Stabil timp de 30 zile la 2-8°C. Pentru perioade mai lungi,

conservati in congelator in parti proportionale pentru a evita cicluri repetate de congelare.

PREGATIREA REACTIVILOR

Reactivii sunt gata de utilizare.

PROBE

Sange venos recoltat prin proceduri standard si cu EDTA ca anticoagulant.

HbA1C din sange este stabila 7 zile la 2-8°C.

PROCEDURA

Pregatirea mostrei hemolizate
Mostrele de control trebuie tratate in acelasi mod ca si mostrele de la pacienti.
1. Seintroduce cu pipeta intr-o eprubeta:

Sange 50 pL

Apé distilata 5.0mL

2. Agitati cu grija pentru a evita formarea de spuma. Incubati la temperatura camerei timp de 5 minute.
Mostra hemolizata este stabild pentru 72 de ore la 2-8°C.

Testati in conformitate cu parametrii testului.

CALCUL

Valorile concentratiei obtinute pot fi urmérite pana la metoda de referinta IFCC.

Valorile ce pot fi urmarite pana la metoda de referinta, asa cum este aceasta descrisa de catre Programul

American Natjonal de Standardizare a Glicohemoglobinei (NGSP), sunt calculate folosind urméatoarea formuld
generald‘.

HbA1C-NGSP-DCCT (%) = 0.0915 x HbA1C-IFCC (mmol/mol) + 2.15
CALIBRARE
In fiecare zi trebuie realizat un alb al reactivului ;i o calibrare la cel putin fiecare 30 zile, dupa schimnarea de lot al
reactivului sau la cererea procedeelor de control de calitate.
CONTROL DE CALITATE
Se recomanda folosirea testelor de hemoglobind A1C, normal (cod. 18001) si ridicat (cod. 18002) pentru
verificarea preciziei procedeului de masura.
Fiecare laborator ar trebui sa stabileascé un program propriu de control intern al calitatii, precum si procedurile de
actiuni corective in cazul in care controalele nu indeplinesc tolerantele acceptabile.
VALORI DE REFERINTA
Punctele de intrerupere urmétoare au fost stabilite de cétre Grupul de Cercetare Studii de Control i Complicatji
in Diabet (DCCT) si adoptate de numeroase téri pentru o populatie de referinta (nediabetica) si pentru evaluarea
gradului de control al glucozei din sénge la pacientji diabetici'®.

Aceste valori sunt oferite numai in scop orientativ; fiecare laborator ar trebui sa-si stabileasca propriile intervale
de referinta.
CARACTERISTICI METROLOGICE

Caracteristicile metrologice descrise au fost obtinute cu un analizor BA400 dupa ghidul Clinical & Laboratory
Standards Institute (CLSI).

—  Limita de detectare: 1.9 mmol/mol

— Intervalul de masurare (valoare aproximativa, dependentd de concentratia standard maxima): 2 - 140

mmol/mol.
- Precizie:
Concentratie medie Repetibilitate (CV) In laborator
34 mmol/mol 33% 53%
70 mmol/mol 1.5% 22%

- Veracitate: Rezultatele obtinute cu acesti reactivi nu prezintd diferente sistematice semnificative la
compararea lor cu procedee de referinta. Detalii privind studiile comparative sunt disponibile la cerere .

LIMITATII ALE PROCEDEULUI

— Interferente: bilirubina (pana la 10 mg/dL) si lipemia (trigliceride de pana la 400 mg/dL) nu interfereaza. Alte
medicamente si substante pot interfera 6.
La testele de imunitate, prezenta de Hb-acetilata, Hb-carbamilata, HbA1C labila, HbE si HbD nu afecteaza
rezultatele 78, Pot interveni alte variante de hemoglobina cum ar fi HbS, HbF o HbC7.
La pacientii cu anemie hemolitica, anemie cu carenta de fier sau cand a avut loc o transfuzie, varsta medie a
eritrocitelor se va modifica. Din acest motiv, rezultatele de HbA1C ale acestor pacienti trebuie interpretate cu
precautje.

NOTA

1. Pentru a evita posibilele interferente cu alt tip de testari, se recomanda efectuarea masuratorilor de HbA1C in
serii independente de restul tehnicilor.
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PARAMETRII DE ANALIZA (Not3 1)

Acesti reactivi pot fi utilizati in majoritatea analizoarelor automatice. Instructiunile specifice de aplicare a multora
dintre ele sunt disponibile la cerere.

R1: folositi reactivul A, R2: folositi reactivul B.

BA200 BA400

GENERAL

Nume HbA1C-DIR HbA1C-DIR

Nume scurt HbA1C-DIR HbA1C-DIR

Tip de mostra sange total sange total

Mod de analizare timp fix bireactiv timp fix bireactiv

Unitate mmol/mol mmol/mol

Decimale 0 0

Tip de reactie crescatoare crescatoare
PROCEDEU

Mod de citire monocromatica monocromatica

Filtru principal 670 670

Filtru referinta - -

Mostra 3 3

Vol.R1 190 190

Vol. R2 40 40

Citire 1 (ciclu) 19 37

Citire 2 (ciclu) 34 70

Factor prediluare - -
CALIBRARE SIALB

Tip alb apa distilata apa distilata

Mod calibrare calibrator experimental calibrator experimental

Numér de calibratoare 4 4

Curb de calibrare poligonal crescator poligonal crescator
OPTIUNI

Limita absorbtie alb 0.700 0.700

Limita alb cinetic - -
Limita linialitate - -
Substrat consumat - -

BioSystems S.A. Costa Brava, 30. 08030 Barcelona (Spain)

IFCC mmol/mol) NGSP-DCCT (%) Valori de referinta / Grad de control
20-48 40-65 Nediabetic
42-53 6.0-7.0 Objectiv
53-64 70-8.0 Control bun
> 64 >80 Actiune sugerata
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