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Calcitonin Test System
Product Code: 9325-300

1.0 INTRODUCERE

Utilizarea prevazuta: Determinarea cantitativa a calcitoninei Concentratia in serul uman de catre o enzima microplaca Imunotest,
colorimetric.

2.0 REZUMAT SI EXPLICATII ALE TESTULUI

Calcitonina este un helix alfa de 32 de aminoacizi produs de folicul celulele glandei tiroide. Un produs de scindare al
procalcitoninei (PCT), calcitonina este un produs al genei CALC]1 la om si ofera sprijin in reglarea homeostaziei calciului, scaderea
concentratiile serice de calciu si prevenirea hipercalcemiei. Calcitonina se caracterizeaza printr-o punte disulfura N-terminala, care
contribuie la activitatea sa biologica si un reziduu de prolind C-terminala.

Calcitonina joacd un rol in metabolismul calciului, cu osteoclastele cele mai semnificative tinte homeostatice. Calcitonina se
leaga de CT (CTR) pe osteoclaste, oprind resorbtia calciului prin prevenirea diferentierii si motilitatii celulare. Receptorii CTR sunt
gasiti, de asemenea, in rinichi si hipotalamus, oferind un cale de excretie pentru excesul de calciu seric. Calcitonina moduleaza
absorbtia calciului prin receptorii CTR de pe tubii renali, prevenind absorbtia excesiva de calciu. Receptorii CTR apartin familiei
receptorilor cuplati G-protein, utilizand mesageri cAMP pentru a se amplifica si transduce semnale initiate prin legarea calcitoninei-
CTR.

Calcitonina a aparut ca o cale terapeutica pentru pacienti cu hipercalcemie, utilizati ca biomarker PCT pentru rapiditatea sa
biomarker pentru carcinomul medular al tiroidei (MCT), furnizand o masurare facila si directa a activitatii cancerigene. Nivelurile de
calcitonina sunt de obicei scazute la populatiile normale si nivelurile crescute sugereaza prezenta hipercalcemiei sau pierderea
potentiald a functiei tiroidiene.

Carcinomul tiroidian medular este de obicei asociat cu niveluri crescute de calcitonind. Celule C parafoliculare care contin
mutatii in gena RET va afisa o expresie crescuta a calcitoninei si prezenta nodulilor in ganglionii limfatici, potential perturbatoare
homeostazia calciului.

3.0 PRINCIPIU
Metoda Sandwich Equilibrium (tip 2):

Imunotestul calcitoninei este un sandvis adaptat in doua locuri ELISA. In acest test, standardele si probele de pacienti sunt
incubate simultan cu detectarea marcata cu enzima anticorp si un anticorp cu captura cuplat cu biotina pe un strat acoperit microplaca
bine. La sfarsitul incubarii testului, microfondul se spala pentru a indeparta componentele nelegate si enzima legat de faza solida este
incubat cu substratul, tetrametilbenzidina (TMB). O solutie acidd de oprire este atunci adaugat pentru a opri reactia si transforma
culoarea 1n galben. Intensitatea culorii galbene este direct proportionala cu concentratia de calcitonind in proba. Standardele sunt
utilizate pentru a genera o curba de raspuns la doza a unitatii de absorbtie fata de concentratie. Concentratiile de calcitonind prezente in
controale si probele pacientilor sunt determinate direct din aceasta curba.

Reactivii esentiali necesari pentru un test de echilibru sandwichinclud anticorpi cu afinitate mare si specificitate (semnal si
captare), cu recunoastere diferita si distincti a epitopului, in exces si antigen nativ. In aceasta procedura, calibratorul, controlul sau
pacientul proba este adaugata la godeurile acoperite cu anticorp anti-calcitonind. Calcitonina din proba se leaga de anti-calcitonina
(MoADbD) de pe godeuri. Ulterior, o enzimd marcata anti-calcitonind este adaugat in godeu. Calcitonina din proba formeaza un sandvis
intre cei doi anticorpi. Excesul de enzima si proba sunt indepartat printr-o etapa de spalare. Interactiunea este ilustratd de urmatoarea
ecuatie:

ka
Enz Ab(p) + AgCT + Ab(m) ==== EnzAb(p) - AgCT - Ab(m)
k-a
Ab (m) = Anti-calcitonind (MoAb) (pe microfonele in cantitate excesiva)
AgCT = antigen nativ (cantitate variabila)
Enz Ab (CT) = mouse-ul marcat cu enzima o CT (P) (cantitate in exces)
Enz Ab (CT) - AgCT - Ab (m) = Ag-Anticorpi Sandwich complex
ka = Constant Constant de asociere
k-a = Rata constanta de disociere

Activitatea enzimatica in fractia legata de anticorpi este directd proportional cu concentratia de antigen nativ. Prin utilizarea
mai multe referinte serice diferite ale valorilor antigenului cunoscute, se poate genera o curba de raspuns la doza din care antigenul
se poate stabili concentratia unui necunoscut. Un substrat adecvat este adaugat in godeuri pentru a genera culoare intensitate variabila in
functie de concentratia de calcitonina godeuri. Intensitatea culorii din esantion poate fi vizuald comparativ cu calibratorii cunoscuti
pentru a obtine rezultate calitative sau dezvoltarea culorii poate fi cititd cu ajutorul unei microplaci spectrofotometru pentru a obtine
rezultate semi-semi-cantitative.
4.0 REACTIVI
Materiale furnizate:
A. Calcitonin calibratori - 1,0 ml/flacon (uscat) - Icoane A-F Sase (6) flacoane de referinte pentru calcitonind la niveluri de 0(A),
10 (B), 40 (C), 150 (D), 400 (E) si 1000 (F) pg / ml. Magazin la 2- 8§°C. Reconstituiti fiecare flacon cu 1 ml distilat sau apa deionizata.
Calibratoarele reconstituite sunt stabile pentru 1 ord la 2 8°C. A fost adaugat un conservant. Pentru mai mult timp perioade dupa
reconstituire, alicot In portiuni mai mici si congelati (<-20°C) pana la 3 luni. Cicluri de inghet si decongelare trebuie redusa la o singura
data.
B. Calcitonin Controlul M - 1,0 ml/flacon (uscat) - pictograma M Un (1) flacon de control de referinta pentru calcitonina. Depozitati la
2-8°C. Reconstituiti fiecare flacon cu 1ml de distilat sau apa deionizata. Controlul reconstituit trebuie testat imediat dupa reconstituire.



A fost adaugat un conservant. Pentru perioade mai lungi dupa reconstituire, alicotati in portiuni mai mici si inghetati (<-20 ° C) timp de
pana la 3 luni. Ciclurile de inghet si decongelare trebuie reduse la o singura data.

C. Calcitonina Reactiv enzimatic - 6ml/flacon - Un (1) flacon care contine streptavidin-HRP intr-un tampon pe baza de proteine si un
non-mercur conservant. A se pastra la 2-8°C.

D. Placa acoperita cu anticorp PCT - 96godeuri —O microplaca cu 96 de godeuri acoperita cu anticorp procalcitoninic, ambalate intr-o
punga de aluminiu cu un agent de uscare. Depozitati la 2-8°C.

E. Solutie de spalare Concentrat - 20 ml/flacon — Un (1) flacon care contine un agent tensioactiv in solutie salind tamponata. A a fost
adaugat conservant. A se pastra la 2-8 © C.

F. Reactiv de substrat - 12 ml/flacon - Un (1) flacon continand tetrametilbenzidina (TMB) si peroxid de hidrogen (0,5 M H202) in
tampon. A se pastra la 2-8 ° C.

G. solutia de stopare- 8 ml/flacon - Pictograma STOP. Un (1) flacon continand un acid puternic (0,5 M H2SO4). Depozitati la 2-8°C.
H. Instructiuni despre produs.

Nota 1: Nu utilizati reactivi dupa data de expirare a kitului.

Nota 2: Nu expuneti reactivii la cdldura, soare sau lumind puternica. Reactivii deschisi sunt stabili timp de saizeci (60) de zile cand
depozitat la 2-8 ° C, daca nu se specifica altfel. Kit si stabilitatea componentelor sunt identificate pe eticheta.

Nota 3: Componentele de mai sus sunt pentru o singurd microplaca cu 96 de godeuri

4.1 Obligatoriu dar nedefinit:

1. Pipeta capabila sa livreze volume de 0,050ml (50p1) cu un precizie mai mare de 1,5%.

2. Dispenser pentru livrari repetitive de 0,050ml (50ul), 0,100ml (100ul) si 0,350ml (350ul) volume cu o precizie mai buna peste 1,5%.
3. Saibe pentru microplaca sau o sticld de stoarcere (optional).

4. Cititor de microplaci cu lungimea de unda de 450nm si 620nm capacitate de absorbtie.

5. Hartie absorbanta pentru stergerea sondelor de microplaca.

6. Invelitoare de plastic sau capace de microplaci pentru pasi de incubatie.

7. Aspirator de vid (optional) pentru etapele de spalare.

8. Cronometru.

9. Materiale pentru controlul calitatii

5.0 PRECAUTII

Pentru diagnostic in vitro
Nu pentru uz intern sau extern la oameni sau animale

S-a constatat ca toate produsele care contin ser uman sunt non-reactiv pentru antigenul de suprafata al hepatitei B, HIV 1 si 2 si VHC
Anticorpi de la reactivi autorizati de FDA. Deoarece niciun test cunoscut nu poate oferiti o asigurare completa ca agentii infectiosi sunt absenti
produsele serice umane trebuie tratate ca potential periculoase si capabile sa transmita boli. Laborator bun procedurile de manipulare a produselor din
sange pot fi gasite in Centrul pentru Controlul Bolilor / Institutul National de Sanatate, ,,Biosecuritatea in laboratoarele microbiologice si biomedicale”,
al 2-lea Editie, 1988, publicatia HHS nr. (CDC) 88-8395. Eliminarea in siguranta a componentelor kitului trebuie sa fie conforma cu reglementarile
locale cerinte de reglementare si statutare.
6.0 COLECTIA SI PREGATIREA SPECIMENELOR

Probele trebuie sa fie de tip seric de sange si obisnuite, trebuie luate masuri de precautie in colectarea probelor de

venopunctura observat. Pentru o comparatie exacta cu valorile normale stabilite, trebuie obtinutd o proba de ser matinal pe nemancate.
Sangele ar trebui sa fie colectate intr-un tub rosu simplu de venipunctura fara aditivi sau anti-coagulanti. Lasati sangele sa se coaguleze
pentru probe. Centrifugati specimenul pentru a separa serul de celule. Probele pot fi refrigerate la 2-8°C pentru o perioadd maxima de
cinci (5) zile. In cazul in care specimenul (specimenele) nu poate fi testat in acest sens timp, proba (probele) poate fi pastrata la
temperaturi de -20°C timp de pana la 30 de zile. Evitati utilizarea dispozitivelor contaminate. Evita inghetare si dezghetare repetitive.
Cand este analizat in duplicat, Este necesar 0,100 ml (100 pl) din specimen.
7.0 CONTROLUL CALITATII

Fiecare laborator ar trebui sa testeze controalele la niveluri joase, intervalele medii si ridicate ale curbei doza-raspuns pentru
monitorizarea performantei testului. Aceste controale ar trebui tratate ca necunoscute si valori determinate in fiecare procedura de
testare efectuat. Hartile de control al calitatii ar trebui mentinute pentru a fi respectate performanta reactivilor furnizati. Statistica
pertinenta ar trebui folosite metode pentru a stabili tendintele. Semnificativ abaterea de la performanta stabilitd poate indica neobservata
schimbarea conditiilor experimentale sau degradarea reactivilor kit. Reactivi proaspeti trebuie utilizati pentru a determina motivul
variatii.
8.0 PREGATIREA REACTIVILOR

1. Bufer de spalare. Se dilueaza continutul de solutie de spalat concentrat la 1000 ml cu apa distilata sau deionizata intr-un
recipient adecvat pentru depozitare. Tamponul diluat poate fi depozitat la 2-30°C timp de pana la 60 de zile.

9.0 PROCEDURA DE TESTARE
Inainte de a continua testul, aduceti toti reactivii, serul referinta calibratorilor si control la temperatura camerei (20-27°C).
** Procedura de testare trebuie efectuati de o persoana calificatd sau profesionist instruit **
1. Formatati godeurile microplacilor pentru fiecare referinta de ser calibrator, martor si specimenul pacientului care urmeaza sa fie
analizat duplicat. Inlocuiti inapoi orice benzi de godeu neutilizate, punga de aluminiu, sigilati si depozitati la 2-8°C.
2. Pipetati 0,050 ml (50mkl) de referinta serica corespunzatoare calibrator, control sau specimen in godeul atribuit.
3. Adaugati 0,050 ml (50mkl) de reactiv enzimatic in fiecare godeu. Este foarte important sa distribuiti toti reactivii apropiati de partea
inferioara a godeului acoperit.
4. Invartiti usor microplaca timp de 20-30 de secunde pentru a amesteca (500 - 600 rpm) si capac.
5. Incubati 60 de minute (1 ord) la temperatura camerei.
6. Aruncati continutul microplacii prin decantare sau aspiratie. Daca se decanteaza, atingeti si stergeti placa cu hartie absorbanta.
7. Adaugati 0,350 ml (350 mkl) de tampon de spalare (a se vedea Prepararea reactivului Sectiune), decantati (apasati si stergeti) sau
aspirati. Repetati doua (2) ori suplimentar pentru un total de trei (3) spalari. Un automat sau masina de spalat placi manuala. Urmeaza



instructiunile producatorului pentru o utilizare adecvata. Daca in stoarcere se foloseste sticla, umpleti fiecare godeu apasand recipient
(evitarea bulelor de aer) pentru a elibera spalarea. Se decanteaza spalarea si se repeta inca doua (2) ori.
8. Adaugati 0,100 ml (100 mkl) de reactiv substrat la toate godeurile. Addugati intotdeauna reactivi in aceeasi ordine pentru a minimiza
diferentele de timp de reactie intre puturi. NU AGITATI PLACA DUPA ADAUGAREA SUBSTRATULUI
9. Incubati la temperatura camerei timp de doudzeci (20) de minute.
10. Adaugati 0,050 ml (50 mkl) de solutie de oprire in fiecare godeu si amestecati usor timp de 15-20 de secunde. Adaugati intotdeauna
reactivi in acelasi ordine pentru a minimiza diferentele de timp de reactie intre godeuri.
11. Cititi absorbanta din fiecare godeu la 450 nm (folosind o referinta lungimea de unda de 630 nm pentru a minimiza imperfectiunile
gpdeului) Intr-un cititor de microplaci. Rezultatele trebuie citite in termen de cincisprezece (15) minute de adaugare a solutiei stop.
Nota 1: Pentru refacerea probelor cu concentratii mai mare de 1000 pg ml, diluarea trebuie efectuata.
Nota 2: Nu utilizati reactivi care sunt contaminati sau au cresterea bacteriana.
Nota 3: Ciclarea (pornirea si oprirea) amestecarii (4 cicluri) pentru 5-8 secunde/ciclu este mai eficient decat unul continuu (20-
30 secunde) ciclu pentru a atinge omogenitatea. Un mixer de placi poate fi folosit pentru efectuarea ciclurilor de amestecare.
Nota 3: Este extrem de important sa distribuiti cu precizie, corectati volumul cu o pipeta calibrata si adaugand aproape de partea
inferioara a puturilor sub un unghi in timp ce atingand partea laterala a putului.

10.0 CALCULUL REZULTATELOR

Se utilizeaza o curba de raspuns la doza pentru a stabili concentratia de Calcitonina la specimene necunoscute.

1. Inregistrati absorbanta obtinuti din imprimarea fisierului cititor de microplaci, asa cum este prezentat in exemplul 1.

2. Trasati absorbanta pentru fiecare calibrator duplicat fatd de concentratia corespunzatoare de calcitonina in pg/ml pe grafic liniar
hartie.

3. Conectati punctele cu o curba de potrivire optima.

4. Pentru a determina concentratia de calcitonind pentru o necunoscuta, localizati absorbanta medie a duplicatelor pentru fiecare
necunoscut pe axa verticala a graficului, gasiti intersectia, indicati curba si cititi concentratia (in pg/ml) din axa orizontald a graficului
(duplicatele necunoscutului poate fi calculat ca indicat).

Nota: Software de reducere a datelor pentru computer conceput pentru ELISA teste pot fi, de asemenea, utilizate pentru reducerea
datelor. Daca este asa software-ul este utilizat, validarea software-ului ar trebui sa fie constatat.

EXAMPLE 1
Sample L.D. Conc. (pg/ml) Mean Abs
Cal A 0 0,016
Cal B 10 0,062
Cal C 40 0,268
Cal D 150 0,772
Cal E 400 2.150
CalF 1000 3.347
Control M 80 0,365

* Datele prezentate in Exemplul 1 si Figura 1 sunt ilustrative numai si nu trebuie utilizat in locul unei curbe de raspuns la doza pregatit cu fiecare test.

Figura 1

(vezi originalul!)
* Daca citirea absorbantei este in afara scalei sau mai mare decat media absorbanta celui mai mare calibrator, proba trebuie repetata cu diluare.
11,0 Q.C. PARAMETRI
Pentru ca rezultatele analizei sa fie considerate valide, trebuie indeplinite urmatoarele criterii:
1. Absorbanta (DO) a calibratorului F (1000 pg/ml) trebuie sa fie >1,3
2. Patru din sase grupuri de control al calitatii ar trebui sa se afle 1n intervale stabilite.
12.0 ANALIZA RISCURILOR
Fisa MSDS si formularul de analiza a riscurilor pentru acest produs sunt disponibile la cerere de la Monobind Inc.
12.1 Performanta testului
1. Este important ca timpul de reactie in fiecare godeu sa fie tinut constanta pentru a obtine rezultate reproductibile.
2. Pipetarea probelor nu trebuie sd depaseasca zece (10) minute pentru a evita deriva analizei.
3. Foarte lipemic, hemolizat sau puternic contaminat, nu trebuie utilizate specimen (e).
4. Daca se utilizeaza mai multe (1) placi, se recomanda repetarea curba doza-raspuns.
5. Adaugarea solutiei de substrat initiaza o reactie cinetica, care se termind prin addugarea solutiei de oprire. Prin urmare, trebuie
adaugat substratul si solutia de oprire aceeasi secventa pentru a elimina orice abatere de timp in timpul reactie.
6. Cititoarele de placi masoara vertical. Nu atingeti fundul godeului.
7. Nerespectarea solutiei aderente in mod adecvat in etapele de spalare prin aspiratie sau decantare pot duce la slabe replicare si
rezultate false.
8. Folositi componente din acelasi lot. Fara amestec de reactivi din diferite loturi.
9. Acuratetea si pipetarea precisa, precum si urmdrirea exacta cerintele de timp si temperatura prescrise sunt esentiale. Orice abatere de
la IFU-ul Monobind poate produce inexactitati rezultate.
10. Toate standardele, reglementarile si legile nationale aplicabile, inclusiv, dar fara a se limita la, proceduri bune de laborator, trebuie
sd fie respectate cu strictete pentru a asigura conformitatea si dispozitivul adecvat utilizare.
11. Este important sa calibram toate echipamentele, de ex. Pipete, Cititoare, saibe si/sau instrumentele automate utilizate cu acest
dispozitiv si pentru a efectua preveniri de rutind Intretinere.
12. Analiza riscurilor - conform cerintelor Directivei CE IVD 98/79 / CE - pentru aceasta si alte dispozitive, realizate de Monobind, pot
fi solicitat prin e-mail de la Monobind@monobind.com.
12.2 Interpretare
1. Masuratorile si interpretarea rezultatelor trebuie sa fie efectuate de un individ calificat sau de un profesionist instruit.



2. Rezultatele de laborator singure sunt doar un aspect pentru determinare Ingrijirea pacientului si nu ar trebui sa fie singura baza pentru
terapie, mai ales daca rezultatele intra in conflict cu alti factori determinanti.

3. Reactivii pentru procedura sistemului de testare au fost formulat pentru a elimina interferentele maxime; in orice caz, interactiunea
potentiald intre probele serice rare si testul reactivii pot provoca rezultate eronate. Anticorpi heterofili cauzeaza adesea aceste
interactiuni si se stie cd sunt problematica pentru tot felul de imunoanalize. (Boscato LM Stuart MC. ,,Anticorpi heterofili: o problema
pentru toate testele imunologice” Clin.Chem. 1988: 3427-33). In scopuri de diagnostic, rezultatele acestei analize trebuie utilizate in
combinatie cu examen clinic, istoricul pacientului si toate celelalte clinici constatari.

4. Pentru rezultate valide ale testelor, controale adecvate si alti parametri trebuie sa se incadreze in limitele listate si cerintele de testare.
5. Daca kiturile de testare sunt modificate, cum ar fi prin amestecarea partilor din diferite kituri, care ar putea produce rezultate false ale
testelor sau daca rezultatele sunt interpretat incorect, Monobind nu isi asuma raspunderea.

6. Daca reducerea datelor controlate de computer este utilizata pentru interpretarea rezultatele testului, este imperativ ca valorile prezise
pentru calibratorii se incadreaza in 10% din concentratiile atribuite.

7. Trusa de calcitonind ELISA nu a prezentat nicio doza mare efect carlig, cu probe cu varfuri de 1.000.000 pg/ml de calcitonina.
Probele cu niveluri de calcitonind mai mari decat cele mai mari cu toate acestea, calibratorul trebuie diluat si re-testat valori corecte.

13.0 GAMA DE VALORI ASTEPTATE

Nivelurile de calcitonina au fost masurate in treizeci si unu (31) aparent indivizi normali. Valorile obtinute au variat de la 0,292 la
118,643 pg/ml. Pe baza testelor statistice privind asimetria si curtoza, populatia, atunci cand este transformata logaritmic, urmeaza
distributia normala sau gaussiana aga cum se arata in histograme. media geometrica = 2 abateri standard ale mediei au fost calculat la
4,49 pana la 41,83 pg/ml. Este important sa retineti ca stabilirea unei game de , care poate fi de asteptat sa fie gasite printr-o metoda
data pentru o populatie de persoane ,,normale”, depinde de o multiplicitate de factori: specificitatea metodei, populatia testata si precizia
metodei in mainile analistului. Pentru acestea Din motive, fiecare laborator ar trebui sa depinda de gama de valorile asteptate stabilite
de producator numai pand la o gama interna poate fi determinata de analistii folosind metoda cu o populatie indigena in zona in care se
afla laboratorul.

14.0 CARACTERISTICI DE PERFORMANTA

14.1 Precizie

Precizia de analiza in interiorul si intre calcitonina Sistemul de testare AccuBind® ELISA a fost determinat prin analiza trei niveluri
diferite de seruri pentru controlul bazinului. Numarul (N), medie (X) valoare, deviatie standard (o) si coeficient de variatie (C.V.) din
fiecare dintre aceste seruri de control sunt prezentate in tabelul 1 si tabelul 2.

TABLE 1
Within  Assay Precision  (Values in pg/ml)
Sample N X c CV.%
Low 20 2623 2.58 9.9
Normal 20 6550  3.67 5.57
High 20 318.101 7.88 2.51
TABLE 2
Between Assay Precision (Values in pg/ml)
Sample N X c C.V.%
Low 20 26.03 3.81 14.62

Normal 20 6597 12.24 18.5
High 20  313.73 3.02 9.89

14.2 Sensibilitate
Sistemul de testare Calcitonin AccuBind® ELISA are o sensibilitate de 4,4871 pg / ml. Sensibilitatea a fost stabilita prin determinarea
variabilitatea calibratorului seric 0 ng / ml si utilizarea 26 (95% certitudine) statistica pentru a calcula doza minima.



ﬁB Declarati £ Conformit Document ref.: DoC2021 vs. 12
%) Monobind Inc. eclaration of Conformity Page: 1 0f 6

DECLARATION OF CONFORMITY
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Instruments
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Registration nr. : NL- CA002-22758 and NL- CA002-22762

AShahla

Tony Shatola; QA Director, Monobind Inc.
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer)

Lake Forest, USA; 2021-09-20

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2020-11
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List of devices.

Device types

Appendix

Item#
AccuBind®
ELISA

Item#
AcculLite®
CLIA

Item#
QSure®

Control

Instru-

Date: 2021-09-20

Item#
Risk  First date of

EDMS code Class CE-marking

ment

Allergy & Anemia

Microwells

Microwells

" 2825-300A | 2875-300A
Ferritin Test System 2825-300B 2875-300B 12.07.01.02.00 | Low | 2005-11-11
Folate T 7525-300A | 7575-300A 12 ] L 201 5
olate Test System 7525-300B 7575-300B .07.01.03.00 ow 010-06-29
. 2525-300A | 2575-300A
Immunoglobulin E (IgE) Test System 2595-300B 2575-300B 12.02.01.02.00 | Low | 2005-11-11
Transferrin Soluble Receptor (sTfR) Test 8625-300A | 8675-300A AL
System 8625-300B | 8675-300B 12.07.01.06.00 | Low | 2010-06-29
o i 7625-300A | 7675-300A
Vitamin B-12 (Vit B12) Test System 7625-300B 7675-300B 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (Anemia Panel VAST) Test | 7825-300A | 7875-300A
System 7825-300B | 7875-300B 12.07.01.00.00 | Low | 2013-09-16
Autoimmune
Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP | 12725-300A | 12775-300A "
IgG) Test System 12725-300B | 12775-3008 12.11.01.90.00 | Low | 2019-04-03
) . ) 1025-300A | 1075-300A
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300B 1075-300B 12.10.03.04.00 | Low | 2005-11-11
Anti-Th i Anti-TPO) T 1125-300A 1} 1175-300A 12.1 1 L 2005-11-11
nti-Thyroperoxidase (Anti-TPO) Test System 1125-300B 1175-300B .10.03.01.00 ow 005-11-
Bone Metabolism & Growth
L 9325-300A | 9375-300A
Calcitonin Test System 9325-300B 9375-300B 12.06.03.02.00 | Low 2019-04-03
1725-300A | 1775-300A
Growth Hormone (hGH) Test System 1725-300B 1775-300B 12.06.04.02.00 | Low 2005-11-11
. 9025-300A | 9075-300A
Parathyroid Hormone (PTH) Test System 9025-300B 9075-300B 12.06.03.13.00 | Low | 2011-09-26
Parathyroid Hormone (PTH) 3rd & 2nd Gen 10025-300A | 10075-300A A
(VAST) Test System 10025-3008 | 10075-3008 12.06.03.13.00 | Low | 2019-04-03
25(OH) Vitamin D Total Direct (Vit D-Direct) 7725-300A | 7775-300A oo
Test System 7725-3008 | 7775-3008 12.06.03.10.00 | Low | 2017-07-05
Cancer Markers
) 1925-300A | 1975-300A
Alpha-Fetoprotein (AFP) Test System 1925-300B 1975-300B 12.03.90.01.00 | Low 2005-11-11
A125 T 3025-300A | 3075-300A 12 ] L ) 1111
CA-125 Test System 3025-300B 3075-300B .03.01.06.00 ow 005-11-
5625-300A | 5675-300A
CA 15-3 Test System 5625-300B | 5675-3008 12.03.01.02.00 | Low | 2010-06-29
A 199 T 3925-300A | 3975-300A 12 1 L 5 1111
CA 19-9 Test System 3925-300B 3975-300B .03.01.03.00 ow 005-11-
. . ) 1825-300A | 1875-300A
Carcinoembryonic Antigen (CEA) Test System 1825-300B 1875-300B 12.03.01.31.00 | Low | 2005-11-11
Next Generation Carcinoembryonic Antigen 4625-300A | 4675-300A 12.03.01.31.00 | Low | 2010-06-29
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

(CEA-Next Gen) Test System 4625-300B | 4675-300B
Free B-Subunit Human Chorionic Gonadotropin | 2025-300A | 2075-300A
(Free Beta hCG) Test System 2025-300B | 2075-300B 12.03.01.90.00 | Low | 2005-11-11
Cardiac Markers
s 2925-300A | 2975-300A
CK-MB Test System 2925-300B 2975-300B 12.13.01.02.00 | Low 2005-11-11
Digoxin (DIG) T 925-300A | 975-300A 12.08.01.01 L 2005-11-11
igoxin (DIG) Test System 925-300B 975-300B .08.01.01.00 ow 005-11-
_ - 3125-300A | 3175-300A
High Sensitivity CRP (hs-CRP) Test System 3125-300B 3175-300B 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test S 3225-300A | 3275-300A 12.13.01.05.00 | L 2005-11-11
yoglobin Test System 3225.300B | 3275-300B 13.01.05. ow -1-
. 3825-300A 3875-300A
Troponin | (cTnl) Test System 3825-300B 3875-300B 12.13.01.07.00 | Low | 2005-11-11
Diabetes
. 2725-300A 2775-300A
C-Peptide Test System 2795-300B 2775-300B 12.06.01.01.00 | Low 2005-11-11
Insulin T 2425-300A 2475-300A 12 1 L 5 11-11
nsulin Test System 2495-300B 2475-300B .06.01.03.00 ow 005-11-
_ _ 5825-300A
Rapid Insulin Test System 5825-300B 12.06.01.03.00 | Low 2010-06-29
Insulin - C-Peptide (Di Panel VAST 7325-300A | 7375-300A 12.06.01 L 2005-11-11
nsulin - C-Peptide (Diabetes Panel VAST) 7325-300B 7375-300B .06.01.03.00 ow 005-11-
Endocrine
ACTH Test System 10625-300 10675-300 12.06.04.01.00 | Low 2019-04-03
Aldosterone Test System 10125-300 10175-300 12.06.02.01.00 | Low | 2019-04-03
Leptin Test System 10925-300 10975-300 12.06.90.17.00 | Low 2019-04-03
Fertility & Prenatal
- 9725-300A | 9775-300A
Anti-Mllerian Hormone (AMH) Test System 9725-300B 9775-300B 12.05.02.16.00 | Low | 2019-04-03
) . ) 425-300A 475-300A
Folicle Stimulating Hormone (FSH) Test System 495-300B 475-300B 12.05.01.04.00 | Low 2005-11-11
B-Human Chorionic Gonadotropin (hCG) Test 825-300A 875-300A L
System 8253008 | 875-3008 12.05.02.05.00 | Low | 2005-11-11
B-Human Chorionic Gonadotropin Extended 8825-300A 8875-300A
Range (hCG-XR) Test System 8825-300B | 8875-300B 12.05.02.05.00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300A L
-hCG) Test System 3325.300B 12.05.02.05.00 | Low 2005-11-11
. 9525-300A 9575-300A
Inhibin A Test System 9525-300B 9575-300B 12.05.01.90.00 | Low 2019-04-03
Inhibin B Test S 9625-300A 9675-300A 12.05.01.90.00 | L 2019-04-03
nhibin B Test System 9625-300B | 9675-300B :05.01.90. ow -04-
T 625-300A | 675-300A 12.05.01
Luteinizing Hormone (LH) Test System 625-300B 675-300B .05.01.05.00 | Low | 2005-11-11
Pregnancy Associated Plasma Protein — A Mass | 12625-300A | 12675-300A
Units (PAPP-A Mass Units) Test System 12625-300B | 12675-3008 12.05.02.10.00 | Low | 2017-07-05
Prolactin H PRL) T 725-300A | 775-300A 12.05.01 L 2005-11-11
rolactin Hormone ( ) Test System 725.300B 775-300B .05.01.08.00 ow 005-11-
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

Prolactin Hormone Sequential (PRLs) Test 4425-300A | 4475-300A L
System 4425-300B | 4475-3008 12.05.01.08.00 | Low | 2005-11-11
Human Chorionic Gonadotropin (hCG) , Human | 83253008 | 8375-300B
Prolactin (hPRL), Human Luteinizing Hormone 8325-300D | 8375-300D e
(hLH), Follicle Stimulating Hormone (FSH) 5305.300E | 8375.300E 12.05.01.90.00 | Low | 2006-08-24
(Fertility Panel VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorionic 8525.300A | 8575.300A
Gonadotropin (hCG), Unconjugated Estiol (u- - - R
E3) Triple Screen (Triple Screen Panel VAST) 8525-300B 8575-300B 12.05.01.90.00 | Low | 2010-06-29
Test System
Infectious Diseases
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 1425-300A | 1475-300A
System 1425-300B 1475-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM (H. Pylori Ab IgM) Test 1525-300A | 1575-300A L
System 1525-3008 1575-300B 15.01.04.03.00 | Low | 2005-11-11
) ) i 1625-300A | 1675-300A
Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 1625-300B 1675-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-SARS-CoV-2 (COVID-19) IgG Test S 11925-300A 1 11975-300A 15.04.80.90.00 | L 2020-08-25
nti-SARS-CoV-2 ( -19) IgG Test System | 44955 3008 | 11975-3008 04.80.90. ow -08-
) 11725-300A | 11775-300A
Anti-SARS-CoV-2 (COVID-19) IgM Test System 11725-300B | 11775-3008B 15.04.80.90.00 | Low | 2020-08-25
] 11825-300A | 11875-300A
Anti-SARS-CoV-2 (COVID-19) IgA Test System 11825-3008 | 11875-300B 15.04.80.90.00 | Low | 2020-08-25
Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 12025-300A | 12075-300A oL
Test System 12025-300B | 12075-300B 15.04.80.90.00 | Low | 2021-09-20
) 9225-300A | 9275-300A
D-Dimer Test System 9295-3008 9275-300B 13.02.05.03.00 | Low 2020-08-25
o 1425-300A | 1475-300A
Procalcitonin (PCT) Test System 1425-300B 1475-300B 12.06.90.16.00 | Low 2017-07-05
Neonatal
5525-300A
Neonatal 170HP (N-170HP) Test System 5525-300B 12.05.01.07.00 | Low | 2008-02-01
N | (N-T4) Thyroxine TestS 2625-300A 12.04.01.12.00 | L 2005-11-11
eonatal (N-T4) Thyroxine Test System 2625-300B .04.01.12. ow -11-
8925-300A
Neonatal TBG (N-TBG) Test System 8925-300B 12.04.01.09.00 | Low | 2013-09-16
3425-300A
3425-300B
Neonatal TSH (N-TSH) Test System 3425-300D 12.04.01.90.00 | Low | 2005-11-11
3425-300E
Steroid
. 12425-300A | 12475-300A
Androstenedione (ANST) Test System 19425-300B | 12475-300B 12.05.01.01.00 | Low | 2021-09-20
) 3625-300A | 3675-300A
Cortisol Test System 3625-300B 3675-300B 12.06.02.04.00 | Low 2005-11-11
Deh i DHEA) T 7425-300A | 7475-300A 12.05.01.02.00 | L 2011-09-2
ehydroepiandrosterone ( ) Test System 7425-300B 7475-300B .05.01.02. ow 011-09-26
Dehydroepiandrosterone Sulfate (DHEA-S) 5125-300A | 5175-300A .
Test System 5125-3008 | 5175-3008 12.05.01.02.00 | Low ) 2010-06-29
E E1) Test S 10325-300A | 10375-300A 12.05.02.04.00 | L 2019-04-03
strone (E1) Test System 10325-300B | 10375-300B 05.02.04. ow -04-
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Itemi# Itemi# o ltemi#t Itemi
. AccuBind® | Acculite QSure® Instru- Risk  First date of
Device types ELISA CLIA ment ~ EPMScode | cics  CE-marking
Microwells Microwells Control
. 4925-300A | 4975-300A
Estradiol (E2) Test System 4925-300B 4975-300B 12.05.01.03.00 | Low | 2010-06-29
. ) 5025-300A | 5075-300A
Unconjugated Estiol (u-E3) Test System 5025-300B 5075-300B 12.05.02.02.00 | Low | 2010-06-29
4825-300A | 4875-300A
Progesterone Test System 4825-300B 4875-300B 12.05.01.06.00 | Low 2010-06-29
5225-300A | 5275-300A
17-OH Progesterone (17-OHP) Test System 5225-300B 5275-300B 12.05.01.07.00 | Low | 2010-06-29
17-OH Progesterone S| (17-OHP-SI) Test 9925-300A | 9975-300A
System 9925-300B | 9975-3008B 12.05.01.07.00 | Low | 2010-10-18
Sex Hormone Binding Globulin (SHBG) Test 9125-300A | 9175-300A oL
System 9125-300B | 9175-300B 12.05.01.09.00 | Low | 2013-09-16
3725-300A | 3775-300A
Testosterone Test System 3795-300B 3775-300B 12.05.01.10.00 | Low 2007-11-01
5325-300A | 5375-300A
Free Testosterone Test System 5325-300B 5375-300B 12.05.01.10.00 | Low 2010-06-29
Thyroid
125-300A 175-300A
. . 125-300B 175-300B
Total Triidothyronine (tT3) Test System 125-300D 175-300D 12.04.01.05.00 | Low 2005-11-11
125-300E 175-300E
1325-300A | 1375-300A
. . 1325-300B 1375-300B
Free Triidothyronine (fT3) Test Stystem 1325-300A 1375-300D 12.04.01.01.00 | Low 2005-11-11
1325-300B 1375-300E
. ) 8125-300A | 8175-300A
Total Triidothyronine (tT3 SBS) Test System 8125-300B 8175-300B 12.04.01.01.00 | Low | 2010-06-29
i i i id - 11225-300A
gsstlgn':'otal Triidothyronine (Rapid -tT3) Test 112953008 12.04.01.01.00 | Low 2017-07-05
525-300A 575-300A
T3-Uptake (T3U) Test System 525.300B 575-300B 12.04.01.06.00 | Low | 2005-11-11
225-300A 275-300A
) 225-300B 275-300B
Thyroxine (tT4) Test System 225-300D 275-300D 12.04.01.07.00 | Low 2005-11-11
225-300E 275-300E
1225-300A | 1275-300A
) 1225-300B 1275-300B
Free Thyroxine (fT4) Test System 1225-300D | 1275-300D 12.04.01.02.00 | Low | 2005-11-11
1225-300E 1275-300E
) 8225-300A | 8275-300A
Total Thyroxine (tT4 SBS) Test System 8225-300B 8275-300B 12.04.01.01.00 | Low 2010-06-29
) ) ) 11125-300A
Rapid Total Thyroxine (Rapid -tT4) Test System 11125-300B 12.04.01.01.00 | Low | 2017-07-05
325-300A 375-300A
) 325-300B 375-300B
Thyrotropin (TSH) Test System 325-300D 375-300D 12.04.01.11.00 Low 2005-11-11
325-300E 375-300E
6025-300A | 6075-300A
Rapid TSH Test System 6025-3008 | 6075-300B 12.04.01.11.00 | Low | 2010-06-29
) o ) 3525-300A | 3575-300A
Thyroxine-Binding Globulin (TBG) Test System 3525-300B 3575-300B 12.04.01.09.00 | Low | 2005-11-11
Thyroglobulin (Tg) Test System 2225-300A | 2275-300A 12.04.01.08.00 | Low | 2005-11-11
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Itemi# B /teT# o ltemi#t Itemi
AccuBind® ceulLite QSure® Instru- First date of
ELISA CLIA ment EDMS code CE-marking

Microwells Microwells Control

Device types

2225-300B 2275-300B
Total Thyroxine (tT4), Total Triidothyronine (t73) | 8025-300B | 8075-3008
& Thyroid Stimulating Hormone (TSH) (Thyroid | 8025-300D | 8075-300D 12.04.01.01.00 | Low | 2005-11-11
Panel VAST) Test System 8025-300E 8075-300E
Free Thyroxine (fT4), Free Triiodothyronine 7025-300B | 7075-300B
(fT3) & Thyroid Stimulating Hormone (TSH) 7025-300D | 7075-300D 12.04.01.01.00 | Low | 2010-06-29
(Free Thyroid Panel VAST) Test System 7025-300E 7075-300E
Miscellaneous Controls
Anti-H. Pylori Control (IgA, IgG, IgM) — Positive HPC-300 12.50.01.16.00 | Low | 2013-09-16
& Negative
Anti-Tg & Anti-TPO Control — Positive & AIT-101 12.50.01.16.00 | Low | 2010-06-29
Negative
Materna_l Control — (AFP, uE3, hCG, Free beta MC-300 12.50.01.16.00 | Low 2010-06-29
hCG) Tri Level
TBG Control — Tri-Level TBG-300 12.50.01.16.00 | Low 2013-09-16
Tg Control — Tri-Level TG-300 12.50.01.16.00 | Low 2010-06-29
Tumor Marker Control - (CA 125, CA 15-3, CA TMC-300 12.50.01.16.00 | Low | 2013-09-16
19-9) Tri-Level
Miscellaneous Instruments
Autoplex® ELISA & CLIA Analyzer INOO6 21.02.10.01 Low | 2010-06-29
Autoplex® G2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low | 2013-09-16
Autoplex® G3 ELISA & CLIA Analyzer INO06-3 21.02.10.01 Low | 2017-07-05
NeoEldex® ELISA Analzyer INOO9 21.02.10.01 Low | 2011-09-26
Impulse® 3 CLIA Analyzer INOO7 21.02.10.01 Low | 2010-06-29
NeoLumax® CLIA Analyzer INO10 21.02.10.01 Low | 2011-09-26
LuMatic® CLIA Analyzer INOO8 21.02.10.01 Low | 2011-09-26
PrisMatic® ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
PlateWash - Immunoassay Washer INOO2 21.02.10.01 Low | 2010-06-29
TITIN® ELISA & CLIA Analyzer INO15-EC 21.02.10.01 Low | 2017-07-05
TITIN® ELISA Analyzer INO15-E 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA & CLIA Analyzer INO16-EC 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA Analyzer INO16-E 21.02.10.01 Low | 2017-07-05
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NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) IgG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 1gG

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) IgG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A 1gA

INFG0290 Influenza Virus A 19G

INFM0290 Influenza Virus A IgM

INFAQ0300 Influenza Virus B IgA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus IgG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 1gG

PARMO0370 Parvovirus B 19 IgM

RSVA0380 Respiratory syncytial Virus 1gA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG

2
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICM0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVMO0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovaLisa ®© Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis I1gA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae 1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORGb5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELA0220 Helicobacter pylori 1gA

HELG0220 Helicobacter pylori 1gG

PHELAO22 Helicobacter pylori 1gA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGGO0650 Legionella Pneumophila IgG
LEGMO0650 Legionella Pneumophila IgM
LEPG0660 Leptospira IgG

LEPMO0660 Leptospira IgM

20022020-BZ
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovaLisa ® Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
Novalisa © Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus 1gG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 19G
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM
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NovAaATEC

ImMmunDiagnosTIcCaAa GveH

®

NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva
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NovAaATEC

ImMmunDiagnosTIcCaAa GveH

PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3

DNOVO063 CA 19-9
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NovAaATEC™S

ImMmunDiagnosTIcCaAa GveH

MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH
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NCIVATEC"?

ImMmunDiagnosTIcCaAa GveH

Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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NDVATECb

ImMmunDiagnosTIcCaAa GveH

NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM

10
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Nova Tec
Immunodiagnostica GmbH

Taenia solium
1gG — ELISA

NovaTec Taenia solium IgG-ELISA npegHasHadeHbl 4nsi KAYECTBEHHOIrO onpeneneHns aHTuTen npoTmne
Taenia solium unpkynupytoLLen B 4YeroBEYECKON KPOBMW.

1. BBEJIEHHUE

Taenia solium - conutep 2-7 M Ha ANUHe, KOToOpasa HaxXoAUTCHA B TOHKOMW KULLIKE JIOAEN HO TakKe ApYroro
BMa XXUBOTHOIO (06€3bsiHbI, XOMSKKM). ConuTepbl Npon3BoaaT npornotuapl (MeHee Yem 1,000, n Kaxable €
50,000 avuamm) KoTopble OTAENSATLCS U3 CONUTEPA N MUTPUPYET B 3aHUI NpOXoa 1 Aanblue ¢
ncnpaxHeHuamu. Anua cogepxnmble B gravid proglottids n npongeHHble ucnpaxHeHNAMM MOryT
COXpPaHNTbLCS B TeYEHME MecsLEB B roapl B cpege. locne ingestion NpurogHoro npoMeXXyTo4yHOro Xxo3amHa
(CBMHBM 1 Opyrve XUBOTHbIE, BKINtOYas MoAen) BbiNycKaloT OHKOCEpPbI, KOTOPble Yepe3 CTEHKY TOHKON
KWLLKK NonagaroT B nosiocatble MYCKYIbl, B MO3T, NeYeHb 1 ApyrMe TKaHW Xo3sunHa. B TOHKOM KMLIKe, UUCThI B
TeyeHne 2 MecsLEB NpeBpaLlalnTCa BO B3POCIbIA CONUTEP, KOTOPbIE MOTYT COXPaAHUTLCS BNNOTh 40 25 neT.
Conutep cBuHbM Taenia solium BceMupHbIN B pacnpegeneHnn. PacnpoctpaHeHune 6onee Bbicokoe B 6eaHbix
obLecTBax rage NoAmM XMBYT B TECHOM KOHTAKTE CO CBMHbAMW U €OST HeLOBAPEHHYIO CBUHMHY.

nPUHUMN
MukponnaHLeTbl NOKpbITLI Taenia solium - cneundnyHbiMM aHTUuTenammn  [pu nepeon MHKyGauun TBépaas
(a3a obpabaTtbiBaeTcs pa3BegéHHbIMM 0Opa3sLamMm 3axBaTbIBAKOTCS, ECIM UMEKTCS B HanNn4yuun, TBEpAOH
ason.lNocne oTMbIBaHWUS APYrnMX KOMMNOHEHTOB 00Opas3La, BO 2-11 MHKybauumn cesasaBlumecs Taenia solium
0BHapyXuMBalTCa NOCPeACTBOM AobaBneHns aHTureHa, MevyeHHoro nepokcvgason (HRP).

OH3MM, 3axBadeHHbIN Ha TBEpAON hase, AeNCTBYHA Ha cybcTpaT/ XPOMOreHHy0 CMeCh, nopoxaaeT
ONTMYECKMI CUrHar, KOTOPbIN MPOMNOpLMOHaneH KonmyecTsy Taenia solium aHTureHa , HanNMYeCTBYIOLWMX B
obpasue.

Kaxgpbin Habop coaepXnT AOCTaTOYHO peareHToB, YTOObI BbINOMHUTEL 96 TECTOB.

MukponyHKu, NOKpbIMble aHMuUMes1oM:

8x12 MUKPONYHKOBbIE MOMOCKK, MOKPbITbIE aHTU- Taenia solium - cneuunduryeckumm apdUHHBIMK

nPMHUMN

MukponnaHLweTbl NOKPbIThI - cneumMdnyHbiMU aHTureHamu Taenia solium lMpu nepeor HKy6aumun TBépaas

(a3a obpabaTtbiBaeTcs pa3BeéHHbIMM 0Opa3sLaMy 3axXBaTbIBAKOTCS, €CNM MMEKTCH B HANu4mMm, TBEpAOH

ason.lNocne oTMbIBaHWS APYrnMX KOMNOHEHTOB 00OpasLa, BO 2-11 MHKyDauumn cBA3aBLuMecsa aHTu- Taenia

solium obHapyxuBatTca nocpeacTsom gobasnerHms aHTU-hlgG aHTMTeNna, MedeHHoro nepokcugason (HRP).
OH3MM, 3axBadeHHbIN Ha TBEpAOKN ase, AeWCTBYS Ha cybcTpaT/ XPOMOreHHy0 CMeCh, NopoxaaeT

ONTMYECKMI CUrHAI, KOTOPbIN MPOMNOPLMOHANeH KONM4ecTBy aHTK- Taenia solium, HanuyecTByoLWwux B

obpasue.

KOMIMOHEHTbI

Kaxgpin Habop coaepXnT AOCTaTOYHO peareHToB, YTOObI BbINOMHUTL 96 TECTOB.
MukponyHkKu, NoKpbImbie aHmMumMesiom:

8x12 MUKpONYHKOBbIE MOMOCKU, MOKPbITbIE aHTU- Taenia solium - cneuunduryeckumm apdUHHBIMK
aHTUreHHbIMU aHTUTENamMn B MELLOYKE C AeCUKkaToM. [lante MukponnaHweTe JO0CTUYb KOMHaTHON
TemnepaTypbl 0 OTKPbITUS;
NOBTOPHO 3anevaTanTe HEUCNONb30BaHHbLIE NMOMOCKU B MELLOYKE C AECUKKAHTOM 1 XpaHuTe rnpu 4°C.



OmpuyamersibHbIU KOHMPOJIb:

e 1x2.0 mn/cpnakoH. OTOBbIN K UCNONb30BaHUIO. OKpacUBLLEE XeNTbIM, CUHUIA KONNaYvok.
lMonoxumenbHbIl KOHMPOJIb:

e 1x2.0 mn/cbnakoH. [OTOBbIV K UICNOSb30BAaHWUIO. OKPaCKBLLEE XEMNTbIM, KPACHbIA KOMMaYoK.
ExuHokok 1gG Kymoe koHmporsib

e 1x3.0 mn/cbnakoH. FOTOBbIV K UCMOJTb30BaHUIO. OKPaCKBLLEE XENTbIM, CEPbIN KOMNMMna4vok
lMpombieoYHbIl 6yhepHbIl KOHYUeHmpam:

e 1x50mn / 6yTbinka. Bydep ona pasbasneHus obpasua; pH 7.2 0.2; okpacuBsLLee XenTbiM;6enbIn

Konmna4ok

SH3UMHBIU KOHbIO2AM:

1x20 mn/cpnakoH. CoaepXnT KOHbIOIMPOBAHHOE C NEpPoKcuaa3on xpeHa 6enok A, okpacusLLee KpacHbIN,
YEepHbIV KOMNMayok.
TMB cy6cmpam:

1x15mn/dnakoH. Cogepxut 6ydepHbIi pacTBop CTabunuanpoBaHHoOro TeTpameTun-6eHsnguHa nnm TMB,
XEeNTbIN Kanmna4vok

Pa3z6basumernb ob6pa3yoes:
1 cdnakoH 100 mn. BbenkoBbll pacTBOp AnA NpUrotoBneHus obpasuoB. CopepXuT LeTepreHT,
benkoBble cTabunusaTopsl, 0,1% HaTpusa asmga n 0,3 KatoHa GC B KayecTBe KOHCEPBAHTOB.

MpumeyaHue: XpaHumb 8 3aWUUEHHOM Om ceema mecme.
Ocmanaenusarowuli pacmeop:

1x15 mn/cpnakoH. Cogepxut 0.3M pactBopa H2SOa4, 6enbii konnadok
NHcmpykuyus

Tpebyrouwjuecsi, HO He NocmasJisieMbie Mamepuarsbl
1. MuKponMnNeTKkn U CMEHHbIE HAKOHEYHUKW
2. Bopa EIA ctenenu yicToThbl
3. Tanmep ¢ 60-TM MUHYTHLIM AManNa3oHOM
4-AbcopbeHTHas bymara.
5. MykponnaHLWeTHbIN TepMOCTaTUYECKMI MHKYDaTop, YCTAaHOBMEHHbIN Ha +37°C.
6. CunTbIBaTENb MUKPOMYHOK C (PUNbTPOM Ha 450HM 1 ¢ punbTpamm Ha 620-630HM.
7. NpoMbiBaTENb MUKPOMSIAHLLIET.

Mepbi npedocmopoxHocmu.
e [locne nonyyeHns xpaHuTte Habop npu 2-8°C.

NMPUTOTOBJIEHUE BY®EPA

Pasbanesnsaetca 6ycdep 1+19; 10 mn 6ydep + 190 mn guctunnupoBaHHowm Bogon. bydep ctabunuH
B TeyeHune 5 gHen.

NMPUrOTOBNEHUE OBPA3LIOB

AcenTtnyeckn HabepuTe KpOBb MOCPEACTBOM NPOKONa BeHbl U cobepuTe CbiIBOPOTKY C MOMOLLIbIO

CTaHOapTHbIX

meToauk. N3berante NCnonb30BaHUSA reMONTM3NPOBAHHBIX Y MMNEMUYECKNX CbIBOPOTOK, KOTOPbIE MOTYT AaTb
owmnboyHble pesynbTaTel.OBpasubl CbIBOPOTOK MOTYT XpaHuUTbes npu 2°C-8°C go natu gHen nocne cbopa.

[ns 6onee anuTenbHbIX CPOKOB XpaHeHus obpa3subl creayeT XpaHuTb 3aMOpPOoXeHHbIMK npu - 20°C.

[o ncnone3oBaHne pasdasutb obpasubl 1 + 100 ( 10 mkn obpasua + 1 mn pasbaeutens obpasuos ), He
pasBoauTe cTaHaapThbl, Tak Kak OHW yXKe NnpeaBapuTeNibHO pasBefeHbl U roTOBbI K MCMONb30BaHUI0



NPOLEEOYPA AHAITIU3A

MoxanyncTa yntaeTe npouenypy Tecta TwaTenbHo npexae, Yem BbIMONHATbL TECT. HaaexHOCTb pesyneTtaTa
3aBUCUT OT cTpororo cobnogeHnsa Tecta . [pwu BbinonHeHuu Trichinella spiralis Mbl pekomeHgyem
yBenMuMBaThb NPOMBIBKY OT Tpex Ao natu pa3 no 300ul Ha 350mkn.

Moxanyilicma pacnpedesiume nNyHKU 8 makoli nocsiedoeaHHocmu:
1 nyHka (Hanp.. Al) ans 6naHka ,

1 nyHka (Hanp.. B1) gnsa oTpuuaresibHOro KOHTpons,

2 nyHkm (Hanp.. C1+D1) ons KyToB KOHTpons ,

1nyHka (Hanp.. E 1) AnA nonoXuTenbLHOro KOHTPOJs.

1. HakanawnTte nunetkorn 100 un koHTponen n 3atem 100 un o6pa3suoB.VIHKYGUpyNnTEe MUKpONNaHLWeTy Apu
+37°C e meyeHue 60 MmuHym.

2. Korga nHkybaums 3aBeplueHa, yganute dornbry, 0TcacbiBaTb COAEPXKUMOE MYHKN Y MOWTE KaXabln
xopouwo natb pa3 no 300ul motowero pacTteopa. Vi3berarte nepenonHeHun . NMpomMbiBKa Mexay Kaxabim
LUUKITOM [oJmKkHa ObiTh >5sec. B koHeYHOM cyeTe TwaTenbHO yaanuTe, OCTaBLLYICS XUOKOCTb
BCTPSAXMBaHMEM Ha punbTpoBanbHHOM Gymare!

lNpumeyvaHue: HepocrtaTtoyHas NPOMbIBKA YMEHbLUAET TOYHOCTb BEMMYMHBI ONTUYECKON MIIOTHOCTY.

2. Hakanante nunetkomn 100 pn Trichinella spiralis koHblorata Bo BCe NyHKM Ucknoyasi 6raHk

NHkyBupyiiTe MMKponnaHLwleTy npu KOMHamHou memnepamype 8 meyeHue 30 MuHym.N36ezatime

npsiMmo2o ceema .

3.Korga nHkybaums 3aBeplueHa, yganute gornbry, oTcacbiBaTb COAEPXKUMOE FNyHKN 1 MOWTE KaXKObI XOPOLLO

naTb pa3 no 300ul motowero pacteopa. M3beraiite nepenonHeHuin . NMpomMbiBKa Mexay KaxabiM LMKITOM

OorkHa 6bITb >5sec. B KOHEYHOM cueTe TaTernbHO yaanuTe, OCTaBLLYCH XUOKOCTb BCTPSAXUMBAHMEM Ha

dunbTpoBansHHOW Bymare!

4.Hakanante nunetkon 100 un TMB cybcTparta B Kaxaow nyHKU.MHKyOUpynTe MUKpOnnaHLweTy npu

KOMHaTHOW memnepamype e me4YyeHue 15 muHym.N36ezalime npsimo20 ceema .

5. Hakanante nunentkon 100 yn ocTaHaBnNUBarKoOLWeEro pacTBopa B KaXKAyto FyHKY.

CvHuI uBeT B TeYeHue MHKyBauumn nepexoanT B XenThIN.

lNpumeyaHue: O4yeHb NONOXMTENbHBIE 0Bpas3ubl MOryT ObITb MPUYMHON 3apaxeHue cybecTpara! 1o

BMNMSIET Ha ONTUYECKYH NMOTHOCTb. PasbaBnsieTe obpasewl ¢ hU3MONOrMYECKMM pacTBOPOM , HaNnpuMep

1+1 pekomeHayeTcs. 3atem pa3baBbTe 06pasel 1+100 ¢ 6ydepom pazbaBneHus n ymHoXanTe pesynbtaT

Ha 2.

M3mMepbTe onTuyeckyto NoTHOCTbL obpasua Ha 450/620 nm B npeaenax 30 MuH.

PE3YJIbTATbI
Bnank Al: Benn4mMHa onTU4eckor NNOTHOCTU A0MKHA ObITb Huke Yem 0.100.
Heratns B1: BennunHa onTu4eckom NOTHOCTU AOMmKHa bbiTb Huke Yyem 0.200.
KyToB koHTponb C1 u DI: BennyuHa ontuyeckon NNoTHOCTM formkHa ObiTe mexay 0.250 n 0.900.
MonoXNTENbHBIM KOHTPOSb: BENMYMHA ONTUYECKON NNOTHOCTU A0MMKHA ObiTb paBHasa nnmn 6onblue,
YeM KyTOB KOHTPOIb.
BbluncneHne pesynbTaToB OTCEYKMN ABMSIETCS CPeAHEN BENMUYMHON ONTUYECKON NAIOTHOCTM KYTOB KOHTPOSS.
Mpumep :0O kyT.K.- na 0.39 + O kyT. k.- na 0.37 =0.76/2 = 0.38
KytoB koHTponb = 0.38
WHTepnpeTauus pe3ynbTaToB CYMTAETCH NOSNOXKUTENBHON €CN BENNYMHA ONTUYECKON NAOTHOCTYU BbiLIE YEM
10% Hap KyTOBOM.
Cepas 30Ha - pekoMeH0BaHO MOBTOPSITbL TECT CHOBA Yepe3 2-4 Hedenu co CBeXuM obpasuom.
Ecnu pesynbTaTbl BO BTOPOM TECTE - CHOBA B CEPON 30HE 0Opa3seL, A0MmKeH ObiTb CHMTaBLLMM HEraTUB.
OGpasubl cunTalTCs HEraTMBOM €CN BENMMYNHA OMTUYECKON NITOTHOCTU HKe, YeM 10% Hmke OTCeuKN.
e [lnarHocTtu4yeckas cneuyndU4HOCTb oNpeaerieHa Kak BePOSTHOCTb HeEraTvea B MPUCYTCTBUM
cneumdguyeckoro analyte. 310 6onbLue 98 %.
e [lnarHocTuyeckasi HyBCTBUTENbHOCTb ONpeAeNieHa Kak BEPOSATHOCTb NO3UTMBA B MPUCYTCTBUMK
cneynduryeckoro analyte. 31o 6onbLue 98 %.



WHTepdepeHLM C reMONUTUYECKON, NIUNEMUYECKON UIN UKTEPUYE CbIBOPOTKM HEe NoHabnioaaHbl BNNoTh A0
KoHueHTpauuu 10 mr./mn remornobunHa, 5 mr./mn Tpurnuumpuaos n 0.2 mr./mn 6unupybuHa.

OrPAHUYEHUA NMPOLUEQYPLI

BakTepuanbHoe unu perynsipHoe 3aMmopaxusaHne obpasLa MoryT NoBrmaTb Ha BENMYMHBI ONTUYECKON
NAOTHOCTU. JnarHo3 MHEKLMOHHON 6one3HN He JomKeH OblTb YCTAHOBNMBaH HA OCHOBE €AMHCTBEHHOIO
pesynbTaTta Tecta. TOUHbIA ANarHo3 AOMKeH NPUHUMATBLCA BO BHUMaHWE KMMHUYECKUM AaHHBLIM, a Takke
CepOonornyecku.

MEPbI NMPEAOCTOPOXXHOCTWU U NMPEAYNPEXAEHUA

B cooTtBeTcTBUM C cTaTben 1 - 2B EBponerickux anpekTuBbl naparpada 98/79/EC ucnonb3oBaHue in
vitro guarHoctuyeckne MeauLUmMHCKNE NPoAyKThl Npeanaraemble M3roToBuTenem, AOMmKHbI
obecneunBaTb COOTBETCTBME, UCMONHEHME 1 BesonacHOCTb NpoaykTa. CrnegoBaTensHO npoueaypa
TecTa, MHdopMaLms, Mepbl NTPeJOCTOPOXKHOCTU U NpeaynpexaeHns B MHCTPYKUNSX ANs
NCMNOMb30BaHNsA JOMKHBI ObITb CTPOro CONPOBOXAEHBI. Vicnonb3oBaHMe HabopoB ¢ aHanM3aTopamu
W aHarnornyHeiM 060pya0BaHNEM AOIMKHbI ObITh NOATBEPXKAEHDI. Jllo6oe N3MeHeHMe B NPOEKTE,
KOMMOo3uumMmM 1 npouedypbl TeCcTa, a Takke Ang noboro Ncnonb3oBaHUA B KOMOMHaUMM ¢ ApYrumm
npogykTamu He o40OpPEHHOE N3rOTOBUTENEM HE pa3peLleHO; cam MoSb30BaTelb OTBETCTBEHHbIN 3a
Takne n3MeHeHus. MIarotoButenb He OTBETCTBEHHbBIN 3a NOXHbIE pe3yrbTaThl .

Bce KOMNOHEHTBI UCNOMb30BaHHOMO Afsi MPOM3BOACTBA 3TUX PeareHToB NPOTECTUPOBaHbI Ha
aHtutena HIV, -antntena HCV n HBsAg 1 moryT 6biTb HeuHdUUMpoBaHbl. Tem He MeHee, Bce
MaTepuanbl AOMPKHbI CYUTATLCH NOTEHUUANbHO MHAEKLNOHHBIMU.

PeareHTbl Apyrnx U3rotoBUTEnen He 4OMmMKHbI BbITb NCNOMb30BaHbl BMECTE C peareHTaMm 3Toro
KoMnnekTa

He Mcnonb3ynTe peareHTbl Nocrne TOro, Kak UCTEKaeT AaTa yCTaHaBMMBaeMasl Ha 9TUKETKeE.
3akpbiBaeTe hriakoHbl peareHTa NoTHO HEMEeA IEHHO NOCcIe UCNOoNb30BaHUs, YTOObI n3beratb
ncnapeHnst 1 MUKPOBHOro 3apakeHus.

NPEOQYNPEXAOEHUE:
CepHas kncrnoTa pasgpaxaert rnasa u koxy. beperute or gerten. B koHTakTe ¢ rmasamu, nponosriockaeTe
TWaTenbHO C BOAOW M obpallanTech k gokTopy!
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Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

hereby certifies that the organization

DRG International., Inc.

841 Mountain Avenue

Springfield NJ 07081
USA

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

Scope see attachment

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: 2020-11-25
Certificate Registration No.: $X 60153210 0001
An audit was performed. Report No.: 21238158 008

This Certificate is valid until; 2023-11-22
Certification Body

(! DAKKS
... - Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-11-25

Dipl.-lngg.écé/n/Hoffmann

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +43 221 808-1371 Fax: +40 221 808-3835 e-mail.cart-validty@de.tuv.com httpiwww tuv.comisafety
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Attachment to
Certificate

Report No.:

Organization:

Scope:

(( DAKKS

Deutsche

Date: 2020-11-25

1020 h UA.05 ©& T, T " ann T are recisters] b demarks. Ubisatian

Registration No.:

Akkreditierungsstelle
D-ZM-14169-01-02

and aglication fequIres crine appi- 2l
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TUVRheinland

TUV Rheinland B2l [ BV
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60153210 0001
21238159 006

DRG International., Inc.
841 Mountain Avenue
Springfield NJ 07081
USA

Manufacturing and distribution of in vitro diagnostic
reagents used in the diagnosis of autoimmune status,
cancer, cardiac markers, disease status, fertility testing,
pregnancy testing, diabetes and immune status.

Installation and service of in vitro diagnostic analyzers.

Certification Body




Certificate TOVRheinland

Certificate No.: MD 3277299-150

Manufacturer: DRG International Inc.

841 Mountain Avenue, 07081 NJ Springfield, USA

D-U-N-S No.: 07-515-0847
Certification criteria: ISO 13485:2016

Australia Therapeutic Goods (Medical Devices) Regulations 2002,
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance

Brazil RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC
ANVISA n. 67/2009

Canada Medical Devices Regulations — Part 1 — SOR 98/282

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 —
Subparts Ato D

Scope: Design and development, manufacture and distribution of in-vitro
diagnostic test kits used in the diagnosis or detection of
transmissible agents and sexually transmissible agents, cancer,
prenatal screening, immune status, disease status, autoimmune
status, drugs of abuse, cardiac markers, protein metabolism,
endocrine disorders, compatibility testing, fertility testing, pregnancy
testing and the design and development, installation and service of
in-vitro diagnostic analyzers.

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality management system of the Manufacturer has been audited against and found to conform the
Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

Project No.: 21238159 006
Issue Date: 2020-11-17
Effective Date: 2020-11-17
Expiry Date: 2022-11-01

m m Certification officer: MSc. |. Carraretto
MEDICAL DEVICE SINGLE AUDIT PROGRAM TUV Rheinland Of North America, |nC.

The validity of the certificate can be verified by calling 1-888-743-4652.

Page 1 of 1 TUV Rheinland of North America, Inc., 12 Commerce Road, Newtown, CT 06470, USA
g Tel: (925) 249-9123, Fax: (925) 249-9124
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