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DESCRIPTION:

DT Series Real Time PCR Instruments:

® Reliable and sensitive instruments open for most Kits
® Small footprint, low noise-level
® Bi-directional LIS-integration capability
® A wide range of pre-designed PCR assays and panels that allow for
automated analysis and interpretation of the test results
® Create your very own protocols using our flexible design algorithms
® Support numerous applications including:
Pathogen detection, quantification
Quantitative analysis of microbiome
HLA typing
SNP detection
FEATURES:
® Outstanding thermal uniformity for maximum inter-run and intra-run repro-
ducibility.
® Hotlid:
Secure clamping of tube caps, eliminating the possibility of spontaneous
opening and contamination
Uniform heat distribution over the entire volume of the mixture
Prevents formation of condensation on the caps of the tubes
® Horizontal and vertical gradients for R&D: A useful option for optimization
of conditions for amplification in order to attain maximum efficiency
® Simultaneous detection of a fluorescent signal in all wells of the heating block
ensures uniform detection of fluorescence and fast run times
® Outstanding optical performance and compensation for fluorescence spill
over for maximum sensitivity.
® Available in several different configurations of the optical system: 4 or 5 chan-
nels
® Narrow band filters minimize fluorescence crosstalk
® Tube height adjustment enables the use of different PCR tube formats.
® Small footprint helps to maximize your laboratory space
® Easy performance verification - the easy-to-use, cost-effective DT Check kit
gives you confidence in your PCR results.
® Fleet control — manage multiple instruments from a single PC
® Automated data-analysis & results’ interpretation
® Theinstrument is equipped with its own memory:

Stores the last protocol
Eliminates the possibility of data loss in case of external problems with

their transfer
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Flexible and user-friendly interface of DTmaster software:

retes ERTERDFADA Draamter 110 - & %
ol ity (i Datwanabes Took LK Seltegs ol

Protocol_(96) B0 OK BEud @

‘Sample monager DON s BN dpeoney ok feocrden @ Anaksis
TeslfSample  Tubw marege  Paiameiers of salyss

Enerobor |Enternfior Conchemkons |

* el [ Bl (lg)  Hisbogren
T |
o Samphi_{ Gammple_1
i Wsempez e L e
3 o C4_Ertumelior Kikdy i 1)
. o € Fnberolle_ikty
¢ Metharsbrmdbacter s | 4 M
el
T —— ————— o B ecenes e » I
Frocessed deta - A BT M e - i i
=3 x ¥ Lactmencrss ks 5
- Ststuiam s T |
O Faabbactehin pasn 6% —]
I ELS |
Elbocterim adkescentis -
1o i ekt + Absareias Mecursamm s Vicnete 0T E—
o5 | 03| sctnamctvortsactsr sy : |
e i a3
e ¥
s ot iongun mibep. bty
Bt 00 |
t Bl Aikarmranaia macvsphila =
w3 ' © ar
& lisbarctarkitn kngun uibse. kegun
. ke 10 s I
{ B @ .
0 n - = 9 ¥ an i |
Cpcke it £
e 13 labast o
158305, 2115 @mlj
m eyl
FLL A
Pangorion of ol mécrobiota is within the nomsal range —
s .
= 6.2 GEfg. Tuweriorse diverity of sonn sl sucroticta i withn
DATEQF BRTH: 1111 2000 bl v 0%,
[
DATEF SANPUNG: 11013023 [rphrpainin, raions
i . Ths crdar
CONTAIER I0: Sample_1 reprevesbed by £ook, femt fungi s nat detected
BTN
. . FEFERENCE "
AL OF RESEARCH RESULT b EMELRAEE
Tatal biacherial mass (TBM) BA™ 3] Le (G5 g
Normal microbicts
praparsian 938 = »
iseesty. member of taa 1 21 FLS
L
rosalamaunt [F5 256 L IEEY
mitabokCall actwe s, propartion =18 a1 *
retabsobeall active “chind” 1gecies, gresaminn”* Nt marend ot the age
BRI e “Chint ypecied, Sty Nt e St g
Lictabacfiscass, quantity - »00 LR IGEL)
ncteroideter, prasence detectad cotncted
Firmiewtes, Bocteroidetes, ratio: i1 w18
Yaus1 ngl, quantity. ot 85 L 0GEAY
Beparturistic pathages, proportian [T -m 0y
Markers o and pesistasce, presence
Eathegeni apents Enteroharteraies noe doneetod et desscnad
Clestrieies dfice et detected rat detectad
eoh, e ot detected vt desected
Stophporoses aurte o detecied ot AL
meck nor doteeted  net dessctad
‘opalactire with 52 notdutocied  net deseerad
Concisn aitvcens notdotected st desserad
g e (Pl name |
Pog1et3

o

Fig. 2 Automated interpretation of the test results
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CUSTOMIZABLE CONFIGURATIONS TO MATCH
THE NEEDS OF YOUR LABORATORY:

DTlite *S1 can analyze up to 48 samples per run

Suitable for low throughput laboratories

DTprime *M** is the perfect choice for
a medium throughput laboratory

Can analyze up to 96 samples per run

Instrument models with isolated thermal plate sections
available for using multiple kits in a single run

Temperature gradient

DTprime *X1 can analyze up to 384 samples per run
Ideal for high throughput laboratories

*— denotes the number of optical channels
** _ denotes the number of sections in the thermal block
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Please note that the "DNA Technology" is selling kits with different type of registration:

RU/IVD - kits for In Vitro Diagnostic, which are registered in Russia only
CE/IVD - kits for In Vitro Diagnostic, which are registered in EU
RUO - kits for Research Use Only

All prices are exclusive of shipping costs (EX-works prices)
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- Varshavskoye shosse, 125 Zh,
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Product definition

**-X 000 -a B / p / EU
** - part
R - Real-time detection
Q - Quantitative Real-time detection
P - DNA/RNA extraction Kits
D - DNA extraction Kits

O - equipment

C - reagents

Format R (Rt) Q (qRt)
amplification R1 Q1
amplification + extraction R2 Q2
amplification + reverse transcription R3 Q3

amplification + extraction + reverse

transcription R4 Q4

X - part
P - Obligate and opportunistic pathogens
H - Human genetics

a - stock/pre-aliquoted RCR-Mix
N - stock (not pre-aliquoted)

5 - pre-aliquoted in 0,5 ml tubes

2 - pre-aliquoted in 0,2 ml tubes

S - pre-aliquoted in strips (8 x 0,2)

B - instrument compatibility

3 - DNA-Tecnology DT prime, Dtlite
Bio-Rad Lab - iQ5 instruments
(exeption - the kits marked as "Kits adapted only for DT prime, DT lite")

4 - QIAGEN Rotor-Gene instruments

M - number of tests
1 - 100 tests

2 - 50 tests

3 - 25 tests

4 - 48 tests

5 - 24 tests

6 - 12 tests

9 - 96 tests
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REAL-TIME PCR detection Kits

. N N L Tubes(ml)/ Numberof Shelf life,
Description Registration Detection instruments Strips tests months Product number
lly T tod Di

DT instruments (DNA-Technology); 0.2 96 R1-P101-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Chlamydia trachomatis CE/IVD detection channels 0.2x8 9 12 R1-P101-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P101-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P102-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Mycoplasma hominis CE/IVD detection channels 0.2x8 96 12 R1-P102-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P102-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P103-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Mycoplasma genitalium CE/IVD detection channels 0.2x8 10 12 R1-P103-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P103-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P104-23/9EU

Ureaplasma complex iQ5, iCycler (Bio-Rad) with 2 or more
detection channels - -

(U.urealyticum/U.parvum) CE/IVD ! 0.2x8 96 12 R1-P104-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P104-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P105-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Ureaplasma parvum CE/IVD detection channels 0.2x8 9 12 R1-P105-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P105-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P106-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Ureaplasma urealyticum CE/IVD detection channels 0.2x8 96 12 R1-P106-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P106-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P107-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Trichomonas vaginalis CE/IVD detection channels 0.2x8 9 12 R1-P107-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P107-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P108-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Gardnerella vaginalis CE/IVD detection channels 0.2x8 96 12 R1-P108-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P108-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P109-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Neisseria gonorrhoeae CE/IVD detection channels 0.2x8 9 12 R1-P109-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P109-24/9EU

Herpes Virus Infection

DT instruments (DNA-Technology); 0.2 96 R1-P201-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Herpes symplex virus 1,2 CE/IVD detection channels 0.2x8 9 12 R1-P201-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P201-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P202-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Human herpesvirus 6 CE/IVD detection channels 0.2x8 96 12 R1-P202-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P202-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P203-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more

Human herpesvirus 8 CE/IVD detection channels 0.2x8 96 12 R1-P203-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P203-24/9EU
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REAL-TIME PCR detection Kits

. N N L Tubes(ml)/ Numberof Shelf life,
Description Registration Detection instruments Strips tests months Product number
Herpes Virus Infection
DT instruments (DNA-Technology); 0.2 96 R1-P204-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more
Cytomegalovirus CE/IVD detection channels 0.2x8 96 12 R1-P204-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P204-24/9EU
DT instruments (DNA-Technology); 0.2 96 R1-P205-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more
Epstein Barr virus CE/IVD detection channels 0.2x8 96 12 R1-P205-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P205-24/9EU
DT instruments (DNA-Technology); 0.2 48 R1-P206-23/4EU
iQ5, iCycler (Bio-Rad) with 2 or more
Varicella zoster virus CE/IVD detection channels 0.2x8 48 12 R1-P206-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P206-24/4EU
Multiplex Realtime PCR Kits for yTr i Di Herpes Virus Infection
TNC multiplex 0.2 96 R1-P111-23/9EU
(T.vaginalis/N.gonorrhoeae/ RU/IVD DT instruments only 12
C.trachomatis) 0.2x8 96 R1-P111-53/9EU
UMC multiplex 0.2 96 R1-P113-23/9EU
(Ur.urealyticum/M.genitalium/ RU/IVD DT instruments only 12
C.trachomatis) 0.2x8 96 R1-P113-53/9EU
H Itipl 0.2 96 R1-P210-23/9EU
erpes multiplex -
(HSV1/HSV2/CMV) RU/IVD DT instruments only 12
0.2x8 96 R1-P210-53/9EU
Causative agents of mycoses
DT instruments (DNA-Technology); 0.2 96 R1-P110-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more
Candida albicans CE/IVD detection channels 0.2x8 96 12 R1-P110-53/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P110-24/9EU
MycosoScreen CE/IVD DT instruments only 0.2x8 24 12 R1-P023-S3/5EU
Human Papilloma Virus
HPV QUANT-4 * (HPV 6,11,16,18) ) R1-p315-53
. - -S3/4EU
Quantitative PCR Kit CE/IVD DT instruments only 0.2x8 48 12
HPV QUANT-15* (HPV 6,11,16,18, 31,
33,35,39,45,51,52,56,58,59,68) CE/IVD DT instruments only 0.2x8 48 12 R1-P316-5S3/4EU
Quantitative PCR Kit
HPV QUANT-21* (HPV 6,11, 44, 16,
18, 26, 31, 35, 39, 45, 51, 52, 53, 56, ) RL-P317-83/5EU
58, 59, 66, 68,73,82) Quantitative CE/IVD DT instruments only 0.2x8 24 12
PCR Kit
0.2 96 R1-P321-23/9EU
HPV 6/11 multiplex RUO DT instruments only 12
0.2x8 96 R1-P321-25/9EU
0.2 96 R1-P320-23/9EU
HPV 16/18 multiplex CE/IVD DT instruments only 12
0.2x8 96 R1-P320-25/9EU
DT instruments (DNA-Technology); 0.2 2x96 R1-P301-23/9EU
iQ5, iCycler (Bio-Rad) with 2 or more
HPV 16,18 PCR detection Kit RU/IVD detection channels 0.2x8 2x96 12 R1-P301-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 2x96 R1-P301-24/9EU
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Respiratory infections
Description Registration Detection instruments Tubesém_l)/ Number of  Shelf life, Product number
trips tests months
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P401-23/4EU
iCycler (Bio-Rad) with 2 or more
Corynebacterium diphtheriae RUO detection channels 0.2x8 48 12 R1-P401-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P401-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P002-23/4EU
iCycler (Bio-Rad) with 2 or more
Bordetella pertussis RUO detection channels 0.2x8 48 12 R1-P002-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P002-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P403-23/4EU
iCycler (Bio-Rad) with 2 or more
Legionella pneumophila CE/IVD detection channels 0.2x8 48 12 R1-P403-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P403-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P406-23/4EU
Chlamydophila pneumoniae RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P406-53/4EU
Infl Avi b HSN1) (RT 0.2 48 R3-P407-23/4EU
ntiuenza A virus (subtype ) RUO DT instruments only 12
reagents included)
0.2x8 48 R3-P407-53/4EU
Infl A il bf H1N1) (RT 0.2 48 R3-P408-23/4EU
nluenza A virus (subtype ) ( CE/IVD DT instruments only 9
reagents included)
0.2x8 48 R3-P408-53/4EU
i 0.2 48 R3-P409-23/4EU
_Influenza Avirus (RT reagents CE/IVD DT instruments only 12
included)
0.2x8 48 R3-P409-53/4EU
i 0.2 48 R3-P410-23/4EU
_Influenza B virus (RT reagents CE/IVD DT instruments only 12
included)
0.2x8 48 R3-P410-53/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P411-23/4EU
Mycoplasma pneumoniae RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P411-53/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P412-23/4EU
Streptococcus pneumoniae RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P412-53/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P402-23/4EU
iCycler (Bio-Rad) with 2 or more
Streptococcus pyogenes RUO detection channels 0.2x8 48 12 R1-P402-53/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P402-24/4EU
Multiplex Realtime PCR Kits for Respiratory infections
AVRI Panel Multiplex REAL-TIME PCR
Detection Kit CE/IVD DT instruments only 0.2x8 24 12 R3-P439-53/5EU
Viral Pneumonia RU/IVD DT instruments only 0.2x8 12 12 R3-P428-53/6EU
DT instruments (DNA-Technology); CFX 0.2 96 R1-P436-23/9E0
SARS-CoV-2/SARS-CoV CE/IVD (Bio-Rad); Rotor-Gene instruments 12
(QIAQEN) 0.2x8 9 R1-P436-53/9EU
DT instruments (DNA-Technology); CFX 0.2 96 R3-P448-23/9EU
SARS-CoV-2/RSV/Influenza AB  CE/IVD (Bio-Rad); Rotor-Gene instruments 12
(QIAQEN) 0.2x8 96 R3-P448-53/9EU
DT instruments (DNA-Technology); CFX 0.2 96 R3-P440-23/9EU
SARS-CoV-2/Influenza CE/IVD (Bio-Rad); Rotor-Gene instruments 12
(QIAQEN) 0.2x8 96 R3-P440-53/9EU
SARS-CoV-2 Lite .
R3-P446-53/9EU
(Direct PCR, without extraction) CE/IVD DT instruments only 0.2x8 96 12
SARS-CoV-2/Variants (UK, DT instruments (DNA-Technology); CFX R3-P443-53/9EU
SABR) RUO (Bio-Rad); 0.2x8 96 12
SARSCoV2/RSV/Infl AB 02 RITpAas-23/oR
o o ./ /Influenza CE/IVD DT instruments 96 12
virus Multiplex
0.2x8 R3-P448-S3/9EU
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Tubes(ml)/ Numberof Shelf life,

Strips tests months Product number

Description Registration Detection instruments

Multiplex Realtime PCR Kits for Respiratory infections

c iae. M . 0.2 48 R1-P430-23/4EU
-pneumoniae, tl.pneumoniae RUO DT instruments only 12
Multiplex
0.2x8 48 R1-P430-53/4EU
Influenza A virus, 0.2 48 R3-P431-23/4EU
Influenza B virus Multiplex RU/IVD DT instruments only 6
0.2x8 48 R3-P431-53/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P404-23/4EU
Mycobacterium complex iCycler (Bio-Rad) with 2 or more
detection channels 1-P404-53/4
(M.tuberculosis/M.bovis) CE/IVD 0.2:8 48 12 RI-PA04-53/450
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P404-24/4EU
Other Infections
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P012-23/4EU
Streptococcus agalactiae CE/IVD iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P012-S3/4EU
DT instruments (DNA-Technology); iQ5, 0.2 96 R1-P001-23/9EU
iCycler (Bio-Rad) with 2 or more
Toxoplasma gondii RU/IVD detection channels 0.2x8 9 12 R1-P001-S3/9EU
Rotor-Gene instruments (QIAQEN) 0.2 96 R1-P001-24/9EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P003-23/4EU
iCycler (Bio-Rad) with 2 or more
Listeria monocytogenes RU/IVD detection channels 0.2x8 48 12 R1-P003-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P003-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P501-23/4EU
iCycler (Bio-Rad) with 2 or more
Helicobacter pylori CE/IVD detection channels 0.2x8 48 12 R1-P501-53/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P501-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P011-23/4EU
Human Parvovirus B19 RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P011-S3/4EU
MRS/MRSA Multiplex Staphyl 0.2 48 R1-P022-23/4EU
/ ultiplex staphylococcus gy DT instruments only 12
spp., Staphylococcus aureus,mecA
0.2x8 48 R1-P022-53/4EU

Multiplex Real-Time PCR kits for the detection of antibiotic resistance genes

Tubes(ml)/ Numberof Shelf life,

Description Registration Detection instruments Strips tests months Product number
BacResista GLA ;
R1-P026-53/5EU
REAL-TIME PCR Detection Kit CE/IVD DT instruments only 0.2x8 24 12 /
; 0.2 48 R1-P027-23/4EU
BacResista GLA Van/Mec .
REAL-TIME PCR Detection Kit CE/IVD DT instruments only 12
0.2x8 48 R1-P027-53/4EU

Multiplex Real-Time PCR kits for the detection of nosocomial and community-acquired infections

BacScreen OM

REAL-TIME PCR Detection Kit CE/IVD DT instruments only 0.2x8 12 12 R1-P028-53/6EU

Especially dangerous and feral herd infections

DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P005-23/4EU
iCycler (Bio-Rad) with 2 or more
Borrelia burgdorferi RU/IVD detection channels 0.2x8 48 12 R1-P005-S3/4EU
Rotor-Gene instruments (QIAQEN) 0.2 48 R1-P005-24/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P701-23/4EU
Vibrio cholerae RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P701-S3/4EU
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P702-23/4EU
Bacillus anthracis RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P702-S3/4EU
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Quantitative PCR Kits and PCR detection Kits

. N N P Tubes(ml)/ Numberof Shelflife,
Description Registration Detection instruments Strips tests months Product number
Especially dangerous and feral herd infections
DT instruments (DNA-Technology); iQ5, 0.2 48 R1-P703-23/4EU
Yersinia pestis RUO iCycler (Bio-Rad) with 2 or more 12
detection channels 0.2x8 48 R1-P703-S3/4EU
Hepatitis Viruses and HIV
The kit is compatible with DT ) 02 48 R4-P604-23/4EU
instruments (DNA-Technology); iQ5,
Hepatitis C virus genotyping PCR Kit iCycler (Bio-Rad) with 2 or more pe04-53
. - -53/4
(RT reagents and "PREP-NA" included) R/TVP detection channels 0.2x8 48 9 R4-P604-53/4%U
The kit is compatible with Rotor-Gene 02 48 R4-P604-24/4EU
instruments (QIAQEN)
The kit is compatible with DT ) 02 % R3-P603-23/9EU
instruments (DNA-Technology); iQ5,
Hepatitis C virus PCR detection Kit iCycler (Bio-Rad) with 2 or more - B
(RT reagents included) RU/IVD detection channels 028 96 ? R37P603-53/980
The kit is compatible with Rotor-Gene 02 % R3-P603-24/9EU
instruments (QIAQEN)
The kit is compatible with DT ) 02 % 04-P603-23/9EU
instruments (DNA-Technology); iQ5,
Hepatitis C virus quantitative PCR Kit iCycler (Bio-Rad) with 2 or more
. 4-P603-53/9
(RT reagents and "PREP-NA" included) RU/TVP detection channels 0.28 % 9 oume0sen/mD
The kit is compatible with Rotor-Gene
4-P603-24/9
instruments (QIAQEN) 0.2 9% oer v
The kit is compatible with DT ) 02 % R1-P602-23/9EU
instruments (DNA-Technology); iQ5,
L . . " iCycler (Bio-Rad) with 2 or more
Hepatitis B virus PCR detection Kit RU/IVD detection channels 0.2x8 9 12 R1-P602-53/9EU
The kit is compatible with Rotor-Gene
X R1-P602-24/9EU
instruments (QIAQEN) 0.2 96
The kit is compatible with DT ) 02 % 02-P602-23/9EU
instruments (DNA-Technology); iQ5,
Hepatitis B virus quantitative PCR Kit iCycler (Bio-Rad) with 2 or more oo
("PREP-NA" included) Ru/IvD detection channels 0.2x8 96 ° 02-PE02-53/9E0
The kit is compatible with Rotor-Gene
2-P602-24/9
instruments (QIAQEN) 0.2 % ex® v
Hepatitis Viruses and HIV
The kit is compatible with DT ) 02 % R3-P609-23/9EU
Human immunodeficiency virus instruments (DNA-Technology); iQs,
. y iCycler (Bio-Rad) with 2 or more
iiﬁlgsgictlon Kit  (RT reagents RU/IVD detection channels 0.2x8 96 9 R3-P609-53/9EU
The kit is compatible with Rotor-Gene 02 % R3-P609-24/9EU
instruments (QIAQEN)
The kit is compatible with DT
- : 4-P609-23/9
Human immunodeficiency virus instruments (DNA-Technology); 1Q5, o2 * o o
iCycler (Bio-Rad) with 2 or more
quantitative PCR Kit (RT reagents and RU/IVD A .( ) 0.2x8 9% 9 04-P609-53/9EU
" " detection channels
PREP-NA" included) The Kt bl with Rotor G
e kit is compatible with Rotor-Gene 4-P609-24/9EU
instruments (QIAQEN) 0.2 9% ©
Sample intake control Kit (SIC)
The kit is compatible with DT ) 2
instruments (DNA-Technology); iQ5, 0.2 9 R1-P805-23/98U
iCycler (Bio-Rad) with 2 or more
SIC RU/IVD detection channels 0.2x8 96 12 R1-P805-S3/9EU
The kit is compatible with Rotor-Gene 02 % R1-P805-24/9EU
instruments (QIAQEN)
Microbiome composition analysis
Female ur ital microbi C position 3
Femoflor® 16 CE/IVD DT instruments only 0.2x8 12 12 R1-P801-S3/6EU
Femoflor® Screen CE/IVD DT instruments only 0.2x8 24 12 R1-P804-53/5EU
Male urogenital microbi composition *
Androflor® CE/IVD DT instruments only 0.2x8 12 12 R1-P809-53/6EU
Androflor® Screen CE/IVD DT instruments only 0.2x8 24 12 R1-P810-S3/5EU
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# PREP-RAPID-GENETICS and PREP-GS-GENETICS extraction kits are recommended for sample preparation

\ int. ter. Municipal District Chertanovo Severnoye,
+ DNA-TECHNOLOGY Varshavskoye shosse, 125 Zh,
building 5, floor 1, office 12
Quantitative PCR Kits and PCR detection Kits
. N N P Tubes(ml)/ Numberof Shelflife,
Description Registration Detection instruments Strips tests months Product number
Gut microbi composition lysis**
ENTEROFLOR Kiddy CE/IVD DT instruments only 0.2x8 12 12 R1-P815-53/6EU
Microbiocenosis of the oral cavity analysis
ParodontoScreen RUO DT instruments only 0.2x8 24 9 R1-P808-S3/5EU
* PREP-NA-Plus and PREP-GS-Plus extraction kits must be used for sample preparation
** PREP-NA-Plus extraction kits must be used for sample preparation
SNP genotyping Kits *
o N N L Tubes(ml)/ Numberof Shelf life,
Description Registration Detection instruments Strips tests months Product number
NeoScreen SMA/TREC/KREC 02 R1-EB10-83/980
deletion of exon 7 of the SMNI CE/IVD DT instruments only 0.2>;8 96 12 R1-HB10-23/9EU
gene
Hypertension Susceptibility . not pre- 1-HO02-N3/4
(9 SNPs) CE/IVD DT instruments only aliquoted 48 12 RI-H N3/4EU
Thrombophilia Susceptibility . not pre- R1-H901-N3/4EU
(8 SNPs) CE/IVD DT instruments only aliquoted 48 12
Hemostasis F2,F5 mutations CE/IVD DT instruments only alri]gfxil:é 48 12 E:ggg g:gg fzig
FOLATE METABOLISM ' not pre- R1-HO08-N3/4EU
(4 SNPs) CE/IVD DT instruments only aliquoted 48 12
LACTOSE INTOLERANCE . not pre- R1-H941-N3/4EU
(1 SNPs) CE/IVD DT instruments only aliquoted 48 12
CALCIUM METABOLISM ' not pre- R1-HO13-N3/4EU
(1 SNP) RU/IVD DT instruments only aliquoted 48 12
WARFARIN Pharmacogenetics : not pre- R1-H904-N3/4EU
(4 SNPs) CE/IVD DT instruments only aliquoted 48 12
CLOPIDOGREL Pharmacogenetics . not pre- R1-HO53-N3/4
(4 SNPs) RU/IVD DT instruments only aliquoted 48 12
BRCA mutations - not pre- R1-H927-N3/4EU
(8 SNPs) CE/IVD DT instruments only aliquoted 48 12
CHEK2 mutations . not pre- R1-H945-N3/4EU
(3 SNPs) RUO DT instruments only aliquoted 48 12
CHEK2 : not pre- C-020EU
CONTROL SAMPLES RUO DT instruments only aliquoted 10 12
EGFR mutations (4 SNP) CE/IVD DT instruments only not pre- 48 12 RI-HB06-53/4EU
aliquoted
. ) not pre-
EGFR mutations (8 SNP) CE/IVD DT instruments only aliquoted 48 12 R1-HB07-53/4EU
IL 28B . not pre- R1-H930-N3/4EU
(2 SNPs) CE/IVD DT instruments only aliquoted 48 12
HEMOCHROMATOSIS . not pre- R1-H939-N3/4EU
(3 SNPs) CE/IVD DT instruments only aliquoted 48 12
CYSTIC FIBROSIS SCREEN RUO DT instruments only not pre- 48 12 RI-H943-N3/4EU
(8 SNPs) aliquoted
CYSTIC FIBROSIS - rare CFTR ) not pre- R1-H948-N3/4EU
mutations (16 SNPs) Ruo DT instruments only aliquoted 48 12
OSTEOPOROSIS . not pre- R1-HO44-N3/4EU
(16 SNPs) RUO DT instruments only aliquoted 48 12
instruments only . 3 R1-H950-N3/4EU
PHENYLKETONURIA SCREEN RUO T | not pre 48 12 1-H950-N3/4
(4 SNPs) aliquoted
AZF Microdeletions CE/IVD DT instruments only strips 0.2x8 24 12 R1-H801-53/5EU
FMF (12 SNPs) CE/IVD DT instruments only strips 0.2x8 48 12 R1-H952-N3/4EU
FMF E148Q CE/IVD DT instruments only strips 0.2x8 48 12 R1-H953-N3/4EU

* PCR-Mix contains an internal control (IC). IC assures there is sufficient DNA in the sample to exclude the possibility of false results. The
PCR-Mix for SNP genotyping kits supplyed in stock solution. Tubes or strips must be ordered separately!
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NON-INVASIVE PRENATAL DIAGNOSIS *

Tubes(ml)/ Numberof Shelf life,

Description Registration Detection instruments Strips tests months

Product number

DT instruments only. PREP-NA-FET
Fetal RHD Genotyping CE/IVD extraction kits are recommended for strips 0.2x8 96 12 R1-HB802-S3/9EU
sample preparation.

DT instruments only. PREP-NA-FET
Fetal Gender CE/IVD extraction kits are recommended for strips 0.2x8 96 12 R1-HB03-53/9EU
sample preparation.

NB! additional equipment are necessary:

IsoFreeze rack for tubes 1.5 ml; not pre-
PREP-NA-FET CE/IVD Centrifuge that is compatible with tubes aliquoted

4.5 ml (RCF at least equal to150g)

50 12 R-027/2EU

* PCR-Mix contains an internal control (IC). IC assures there is sufficient DNA in the sample to exclude the possibility of false results. The
PCR-Mix for SNP genotyping kits supplyed in stock solution. Tubes or strips must be ordered separately!



117587, Russia, Moscow, www.dna-technology.com
’ DNA-TECHNOLOGY int. ter. Municipal District Chertanovo Severnoye, info@dna-technology.com
N - Varshavskoye shosse, 125 Zh,

building 5, floor 1, office 12

HLA I genotyping PCR Kits for Real Time method

Tubes(ml)/ Numberof Shelf life,

Description Registration Comments Strips tests months Product number
DT instruments only. PREP-RAPID-
HLA-B27 alleles genotyping Kit CE/IVD GENETICS and PREP-GS-GENETICS strips 0.2x8 48 12 R1-H004-S3/4EU

extraction kits are recommended for
sample preparation

HLA II genotyping PCR Kits for Real Time method

Tubes(ml)/ Numberof Shelf life,

Description Registration Comments Strips tests months Product number
DT instruments only. PREP-RAPID-
: : GENETICS and PREP-GS-GENETICS -
- R1-H001-53/5EU
HLA-DRB1 alleles genotyping Kit RU/IVD extraction kits are recommended for strips 0.2x8 24 12
sample preparation
DT instruments only. PREP-RAPID- a;;:::tft;
HLA-DQA1 alleles genotyping Kit RU/IVD GENET.ICS a_nd PREP-GS-GENETICS (tubes should 24 12 R1-H002-N3/5EU
extraction kits are recommended for
sample preparation be ordered
pié prep separately)
DT instruments only. PREP-RAPID- a;;::&ft;
HLA-DQB1 alleles genotyping Kit  RU/IVD GENETICS and PREP-GS-GENETICS o oy iq 24 12 RI-H003-N3/5EU
extraction kits are recommended for
sample preparation be ordered
pié prep separately)
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DNA extraction kits

. N N Number of  Shelf life,
Description Registration Comments tests months Product number
PREP-RAPID CE/IVD DNA extraction from scrapes, smears. Can be used 100 1 P-001/1EU
as a transportation media.
DNA extraction from buccal epithelium;
smears/scrapings from respiratory, gastrointestinal, P-016-N/2EU
PREP-OPTIMA (rapid extraction) CE/IVD and urogenital tracts; urine; faeces; bioptates; 50 12 P-016-1/2EU
amniotic liquid; ejaculate; cerebrospinal fluid; breast
milk, as well as for DNA extraction from microbial
cultures (bacterial, fungal)
DNA extraction from blood; buccal epithelium;
smears/scrapings from respiratory, gastrointestinal,
PREP-O_PTIMA MAX (rapid CE/IVD and .ur(.JgeTnlt'aI tra@s; urine; faeces; 'b|opta.tes; 50 12 P-015-N/2EU
extraction) amniotic liquid; ejaculate; cerebrospinal fluid; breast
milk, as well as for DNA extraction from microbial
cultures (bacterial, fungal)
- . - P-016-N/2EU
PREP-CITO DBS CE/IVD |nFended for human genomic DNA extraction from 50 12 P-016-1/2EU
dried blood spots (DBS) P-015-N/2EU
PREP-GS CE/IVD DNA extraction from biopsy samples, blood plasma, 100 12 P-003/1EU
scrapes, smears, pflegm
PREP-GS plus CE/IVD DNA extraction kit PREP-GS-Plus with additional 50 12 P-003/2EU
buffer
PREP-GS genetics CE/IVD DNA extraction for genetics studies 48 12 P-023/4EU
PREP-RAPID genetics CE/IVD Express DNA extraction for genetics studies 48 12 P-021/4EU
PREP-CTAB RUO DNA extraction for GMO 50 12 P-004/2EU
PREP-FU Cell isolation kit RUO Ficoll urographin in tubes 1,5ml. 50 6 P-006/2EU
Set N1 is intended for the preprocessing of FFPE
tissues, native tissues, cervical swabs taken in fixing P-028-N/2EU
transport medium for liquid-based cytology
PREP-PK CE/IVD 50 12
is a shortened of Set N21 and is intended for the
preprocessmg of EFPE tissues and c&_arvncal o P-030-N/2EU
swabs taken in fixing transport medium for liquid-
based cytology
is intended for lysozyme pretreatment of human P-019-N/8INT
PREP-L RU/IVD biological material (faeces), as well as 2 12

bacterial cultures obtained from this biomaterial for
further extraction of bacterial DNA

P-020-N/8INT

DNA/RNA extraction kits

Description Registration Comments Tests Shelf life, 12
number months
PREP-NA CE/IVD DNA/RNA extraction from biopsy sarT]pIes, plood 100 12 P-002/1EU
plasma, scrapes, smears, pflegm, spinal fluid etc.
PREP-NA plus CE/IVD DNA extraction kit PREP-NA-Plus with additional 50 12 P-002/2EU
buffer
PREP-NA-FET CE/IVD Fetal DNA extraction from mother's blood 50 12 R-027/2EU
PREP-NA-S CE/IVD DNA/RNA extraction from nasopharyngeal, 100 12 P-007/1EU
oropharyngeal swabs
DNA/RNA extraction from nasopharyngeal,
PREP-MB DWP CE/IVD oropha_ryngeal swabs for automatic nur:Ielc _acnd % 12 P-119-N/9INT
extraction in deep-well 96-well trays (KingFisher
Flex 96/Allshena Auto-Pure 96 )
is intended for human, bacterial, viral, and fungal 48 P-103-N/4EU
DNA extraction from human biological material
PREP-MB MAX CE/IVD (whole peripheral blood; smears/scrapings from 32 12
urogenital tract and rectum; urine; ejaculate; milk; (optimal: P-103-A/8EU
faeces) one run of
32 samples.
RNA-IC CE/IVD Internal control for Sars Cov2 kit 50 12 C-206/EU
Transport medium kits
Description Registration Comments Tests Shelf life, Product number
number months
Transportation and storage of human biological
samples P-901-1/1EU
STOR-F CE/IVD (scrapes/swabs of epithelial cells from urogenital 100 12
tract, oropharynx, nasopharynx, rectum, skin, P-901-N/1EU
conjunctiva of the eye)
Transportation and storage of human biological
samples
STOR-M CE/IVD (scrapes/swabs of epithelial cells from urogenital 100 12 P-910-1/1EU

tract, oropharynx, nasopharynx, rectum, skin,
conjunctiva of the eye)

11
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Description Comments Registration Product number

RealTime PCR systems

DTprime 4M1 REAL-TIME Thermal cycler 4 channel, 96x0,2 ml CE/IVD O-DTPRIME4M1-EU
DTprime 5M1 REAL-TIME Thermal cycler 5 channel, 96x0,2 ml CE/IVD O-DTPRIMESM1-EU
DTprime 5X1 REAL-TIME Thermal cycler 5 channel, 384x0.045 ml CE/IVD O-DTPRIMESX1-EU
DTlite 4S1 REAL-TIME Thermal cycler 4 channel, 48x0,2 ml CE/IVD O-DTLITE4S1-EU
DTlite 5S1 REAL-TIME Thermal cycler 5 channel, 48x0,2 ml CE/IVD O-DTLITESS1-EU
DTlite 5L1 REAL-TIME Thermal cycler 5 channel, 192x0.045 ml CE/IVD O-DTLITE5L1-EU

Devices for electrophoresis detection

EIf-4 Power supply 400V RU/IVD O-ELF4-EU
EIf-8 Power supply 800V RU/IVD 0-ELF8-EU
Thermostat
Gnom Programable thermostat 40x1,5ml and 28x0.5ml  CE/IVD 0-TT1-EU
Thermit thermostat 40x1,5 ml,28x0.5ml RU/IVD O-TT2-EU
DTpack Microplate Heat Sealer RUO O-DTPACK-EU
PCR cabinet
UV PCR cabinet 1220x670 mm RU/IVD 0-BOX/01-EU
Racks
Gene Plus Rack for 100x0,5 ml tubes RUO 0-GN100/05-EU
Gene Plus Rack for 200x0,5 ml tubes RUO 0-GN200/05-EU
96x0,2 ml strips Rack for 0,2 ml tubes RUO 0-5T96/02-EU
200x0,5 ml tubes Rack for 0,5 ml tubes RUO 0-RA200/05-EU
200x0,2 ml tubes Rack for 0,2 ml tubes RUO 0-RA200/02-EU
100x0,5 ml tubes Rack for 0,5 ml tubes RUO 0-RA100/05-EU
50x0,5 ml tubes Rack for 0,5 ml tubes RUO 0-RA50/05-EU

for 0,5 and 1,5-2,0 ul

tubes IVD I-IsoFreeze

Rack IsoFreeze

12
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EC Certificate IVDD 21 020 0115

Full Quality Assurance System Certificate

Directive 98/79/EC on In Vitro Diagnostic Medical Devices
Annex |V excluding section 4 and section 6

“DNA-Technology,
Research&Production” LLC

Zheleznodorozhnaya street 20, Moscow
region, Protvino, 142281, Russia

Certificate holder:

Related audit report: AIVDD 2021NB019 101

“DNA-Technology” LLC, Varshavskoye shosse, 125 Zh,

building 5, floor 1, office 12, int. ter. Municipal District Chertanovo

Severnoye, Moscow, 117587, Russia

“DNA-Technology R&D”, LLC, Gurianova street, 83, bld.1, Moscow,
Other Facility(ies): 109388, Russia

“DNA-Technology TS”, LLC, Nauchnyi proyezd, 20, bld.4., 117246,

Moscow, Russia

“DNA-Technology, Research&Production”, LLC

Zheleznodorozhnaya street 3, Moscow region, Protvino, 142281, Russia

The certificate was issued with respect to the following scope:
Chlamydia trachomatis REAL-TIME PCR Detection Kit

This certificate is effective from 09 February 2022 until 26 May 2025 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 09 February 2022.

Certification has been authorized by

Radovan Macaj
Head of Notified body

bgs.
Certified In Vitro diagnostic
medical device
bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government
decree No. 569/2001 Coll. of Laws and EN ISO/IEC 17065:2012. Notified Body has performed examination of quality assurance system
in accordance with Annex IV excluding section 4 and section 6 of the directive and found that the quality assurance system meets the
requirements laid down by Annex IV. For the placing on the market of List A devices an EC design-examination certificate according to
Annex |V section 4 is required. Please see also notes overleaf if any.

CENB 2021F-05 ver.2.0 Page 1 of 2
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Additional information on certification

Related to certificate number:

IVDD 21 020 0115

Description of product(s) within the certification scope:

The Chlamydia trachomatis REAL-TIME PCR Detection Kit offers an in vitro nucleic acid based
test for qualitative pathogen detection. The test uses the Polymerase Chain Reaction (PCR)
nucleic acid amplification technique aimed to detect Chlamydia trachomatis in urogenital
specimens.

Types/Categories/Models: R1-P101-S3/9EU, R1-P101-23/9EU, R1-P101-UA/9EU
96 tubes, 12 8-tube strips

Classification: Device in List B

Validity conditions: -

This certificate is effective from 09 February 2022 until 26 May 2025 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 09 February 2022.

bgs.
Certified In Vitro diagnostic
medical device

bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government
decree No. 569/2001 Coll. of Laws and EN ISO/IEC 17065:2012. Notified Body has performed examination of quality assurance system
in accordance with Annex IV excluding section 4 and section 6 of the directive and found that the quality assurance system meets the
requirements laid down by Annex IV. For the placing on the market of List A devices an EC design-examination certificate according to
Annex |V section 4 is required. Please see also notes overleaf if any.

CENB 2021F-05 ver.2.0 Page 2 of 2



Declaration of Conformity

Manufacturer: “DNA-Technology Research&Production”, LLC
142281, Zheleznodorozhnaya street, 20, Protvino, Moscow region, Russia

Tel/fax: +7(4967) 31-06-70
E-mail: info@dna-technology.com

Sites:

— “DNA-Technology” LLC, 117587, Russia, Moscow, int. ter. Municipal District
Chertanovo Severnoye, Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;

—“DNA-Technology TS”, LLC, 117246, Russia, Moscow, proezd Nauchny, 20,
building 4;

— “DNA-Technology Research&Development”, LLC, 109388, Russia, Moscow,
Guryanova street, 83, building 1;

— “DNA-Technology Research&Production”, LLC, 142281, Russia, Moscow region,
Protvino, Zheleznodorozhnaya street, 20;

—“DNA-Technology Research&Production”, LLC, 142281, Russia, Moscow region,
Protvino, Zheleznodorozhnaya street, 3

Authorized Representative: Obelis European Authorized Representative Center
(O.E.A.R.C.)

Bd. General Wahis 53, 1030 Brussels, Belgium
Phone: +(32) 2 732-59-54/Fax: +(32) 2 732-60-03

E-mail: mail@obelis.net

Notified Body: bgs. s.r.o.,

Studentska 1641/12 Trencin, 911 01, Country : Slovakia, Phone : 00421 902 219 853,
Email : radovan.macaj@bqsgroup.eu, Website : www.bgsgroup.eu,

Notified Body number : 2854

Product name: Chlamydia trachomatis REAL-TIME PCR Detection Kit
Catalogue numbers: R1-P101-23/9EU, R1-P101-S3/9EU, R1-P101-UA/9EU

Category: in vitro diagnostic device and NAT (Nucleic Acid Test) — pathogen-detection-
based product

Indication: For in vitro diagnostics
Device classification: Class B
Classification Rule: Annex II of IVDD 98/79/EC Council Directive

Page 1 of 2




Conformity assessment route: According to Directive 98/79/EC Annex IV (excl. 4, 6),
Full Quality Assurance System

Standards applied: EN ISO 18113-2:2011, ISO 15223-1:2021, EN ISO 13485:2016, EN
13612:2002, EN ISO 23640:2015, EN ISO 14971:2019, ISO/TR 24971:2020, NCCLS
EP12AE, EN ISO 18113-1:2011

“DNA-Technology Research&Production” LLC declares that the above mentioned
products meet the provision of the Council Directive 98/79/EC for In Vitro Diagnostic
Medical Devices and mentioned applicable standards.

The Technical file to the mentioned product is kept by the manufacturer.

EC certification

EC certificate Ne IVDD 21 020 0115 issued in 09 February 2022
First issued 09 February 2022

Valid from 09 February 2022 Valid until 26 May 2025

EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

APPROVED BY  Direetor Generals/Mr. Dmitrovskiy V.Y.

-

SIGNATURE; ~ J// Yooclori

PLACE: Moscow || -\ 1, .~
DATE: 0§ 02 Qe
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EC Certificate IVDD 21 019 0118

Full Quality Assurance System Certificate

Directive 98/79/EC on In Vitro Diagnostic Medical Devices
Annex |V excluding section 4 and section 6

- . “DNA-Technology, v @
Certificate holder: o carch&Production” LLC _. ‘nr‘:' :r
Zheleznodorozhnaya street 20, Moscow Lr e
region, Protvino, 142281, Russia ﬂ:‘:‘%’e .J".'-.!!
| A
Related audit report: AIVDD 2021NB019 101 ‘- ot

“DNA-Technology” LLC, Varshavskoye shosse, 125 Zh,

building 5, floor 1, office 12, int. ter. Municipal District Chertanovo

Severnoye, Moscow, 117587, Russia

“DNA-Technology R&D”, LLC, Gurianova street, 83, bld.1, Moscow,
Other Facility(ies): 109388, Russia

“DNA-Technology TS”, LLC, Nauchnyi proyezd, 20, bld.4., 117246,

Moscow, Russia

“DNA-Technology, Research&Production”, LLC
Zheleznodorozhnaya street 3, Moscow region, Protvino, 142281, Russia

The certificate was issued with respect to the following scope:

CMV REAL-TIME PCR Detection Kit

This certificate is effective from 28 March 2022 until 26 May 2025 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 28 March 2022.

Certification has been authorized by

Radovan Macaj
Head of Notified body

bgs.
Certified In Vitro diagnostic
medical device

bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government
decree No. 569/2001 Coll. of Laws and EN ISO/IEC 17065:2012. Notified Body has performed examination of quality assurance system
in accordance with Annex IV excluding section 4 and section 6 of the directive and found that the quality assurance system meets the
requirements laid down by Annex IV. For the placing on the market of List A devices an EC design-examination certificate according to
Annex |V section 4 is required. Please see also notes overleaf if any.

CENB 2021F-05 ver.2.0 Page 1 of 2



ESNAS

Reg. No. 575/P-051

Notified body 2854 | SKTC-180
b s bgs. s.r.o.
= Studentska 12, 911 01

The Trust. We Make. Trencin | Slovakia

www.bgsgroup.eu

L~

AL eme

- 7

[

Additional information on certification

i ) ¥ ¢

Related to certificate number: =] :.R.':'n ]
. a

IVDD 21 019 0118 ""'""ﬁ,.r j.q::i

Description of product(s) within the certification scope:

The CMV REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test (NAT) for qualitative
pathogen detection. The CMV REAL-TIME PCR Detection Kit is designed to detect CMV nucleic
acids in human biological samples with an aid of Polymerase Chain Reaction (PCR) method.
Samples are human biological materials: saliva, urine, prostate fluid, ejaculate, swabs from
urethra and conjunctiva of the eye, cervix, or posterolateral vaginal wall, breast milk, peripheral
blood mononuclear cells, liquor, amniotic fluid, tissue samples.

Types/Categories/Models: R1-P204-S3/9EU, R1-P204-23/9EU, R1-P204-UA/9EU
96 tubes, 12 8-tube strips

Classification: Device in List B

Validity conditions: -

This certificate is effective from 28 March 2022 until 26 May 2025 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 28 March 2022.

bgs.
Certified In Vitro diagnostic
medical device

bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government
decree No. 569/2001 Coll. of Laws and EN ISO/IEC 17065:2012. Notified Body has performed examination of quality assurance system
in accordance with Annex IV excluding section 4 and section 6 of the directive and found that the quality assurance system meets the
requirements laid down by Annex IV. For the placing on the market of List A devices an EC design-examination certificate according to
Annex |V section 4 is required. Please see also notes overleaf if any.

CENB 2021F-05 ver.2.0 Page 2 of 2



Declaration of Conformity

Manufacturer: “DNA-Technology Research&Production”, LLC
142281, Zheleznodorozhnaya street, 20, Protvino, Moscow region, Russia

Tel/fax: +7(4967) 31-06-70
E-mail: info@dna-technology.com

Sites:

— “DNA-Technology” LLC, 117587, Russia, Moscow, int. ter. Municipal District
Chertanovo Severnoye, Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;

—“DNA-Technology TS”, LLC, 117246, Russia, Moscow, proezd Nauchny, 20,
building 4;

— “DNA-Technology Research&Development”, LLC, 109388, Russia, Moscow,
Guryanova street, 83, building 1;

— “DNA-Technology Research&Production”, LLC, 142281, Russia, Moscow region,
Protvino, Zheleznodorozhnaya street, 20;

— “DNA-Technology Research&Production”, LLC, 142281, Russia, Moscow region,
Protvino, Zheleznodorozhnaya street, 3

Authorized Representative: Obelis European Authorized Representative Center
(0O.E.AR.C)

Bd. General Wahis 53, 1030 Brussels, Belgium
Phone: +(32) 2 732-59-54/Fax: +(32) 2 732-60-03

E-mail: mail@obelis.net

Notified Body: bgs. s.r.o.,

Studentska 1641/12 Trencin, 911 01, Country : Slovakia, Phone : 00421 902 219 853,
Email : radovan.macaj@bgsgroup.eu, Website : www.bgsgroup.eu,

Notified Body number : 2854

Product name: CMV REAL-TIME PCR Detection Kit
Catalogue numbers: R1-P204-S3/9EU, R1-P204-23/9EU, R1-P204-UA/9EU

Category: in vitro diagnostic device and NAT (Nucleic Acid Test) — pathogen-detection-
based product

Indication: For in vitro diagnostics
Device classification: Class B
Classification Rule: Annex II of IVDD 98/79/EC Council Directive

Page 1 of 2




Conformity assessment route: According to Directive 98/79/EC Annex IV (excl. 4, 6),
Full Quality Assurance System

Standards applied: EN ISO 18113-2:2011, ISO 15223-1 :2021, ENISO 13485:2016, EN
13612:2002, EN ISO 23640:2015, EN ISO 14971:2019, ISO/TR 24971:2020, NCCLS
EPI2AE, EN ISO 18113-1:2011

“DNA-Technology Research&Production” LLC declares that the above mentioned
products meet the provision of the Council Directive 98/79/EC for In Vitro Diagnostic
Medical Devices and mentioned applicable standards.

The Technical file to the mentioned product is kept by the manufacturer.

EC certification

EC certificate Ne IVDD 21 019 0118 issued in 28 March 2022
First issued 28 March 2022

Valid from 28 March 2022 Valid until 26 May 2025

EU Declaration of Conformity.is issued under the sole responsibility of the manufacturer.

APPROVED BY . /Director General¢’ Mr. Dmitrovskiy V.Y.

X7

SIGNATURE: o~
PLACE: Moscové. X '
DATE: A3 03" j0%L
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'-'%’Hréﬁean Authorrze Representative Center

CERTIFICATE

" CE (IVD)NOTIFICATION

Ref. No.: 10 2045-2013
Order No.: 10 1490-2013 Date: 26/09/2013

THIS 1S TO CERTIFY THAT, ACCORDING TO THE EUROPEAN COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A.
(O.EA.R.C.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE FUROPEAN
AUTHORIZED REPRESENTATIVE (EC REP) OF:

DNA-TECHNOLOGY, RESEARCH & PRODUCTION, LLC,

142281, MOSCOW REGION, PROTVINO,
ZHELEZNODOROZHNAYA STR., 20, RUSSIA

AS STIPU[AH D AND DFMANDFD BY THE AFOREMENTIONED DIRECTIVE.
The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (0.E.A.R.C.) on
the 10/09/2013 in compliance with the European Council Directive 98/79/EC-~article 10-requirements; =7 |

—

As of the 11/09/2013, and as long as the manufacturer will continue complylng w1th'lhje heréabo\Ve mentioned
requirements* he therefore:

- Is required to affix the CE marking on these devices; |

- place these devices in the Territory of Belgium and the other EEA Member-States (excluding territories not in élignment
with Decision 2010/227/EU).

OBELISs.a.-O E.AR.C
stered address :
Ggy . Bd Général Wahis 53
— YA 930 Bruxelles

- ’ \ j
325054 - Fax +322 732 ,iiﬁf g tﬁrg)urs’?f’f/

% stamp date & stamp

QUAZ: A £ ¢
,f‘ A%\ Obelis European Authorized Representative Center is a member of the European
i El Association of Authorized Representatives (E.A.A.R.) and ISO 9001 -2008 certified in

N j accordance to the profession of a European Authorized Representative.
T

*and provided that the product classification will not be rejected by the Competent Authorities.

Corporate Offices Bd. Général Wahis 53 - 1030 Brussels | Registered Office Av. de Tervueren 34 B44 - 1040 Brussels - Belgium
T: + 32 (0) 2 732 5954 | F: + 32 (0) 2 732 6003 | Emalil: mail@obelis.net




Ref. No.: 10 2045 - 2013
Order No.: 10 1490 - 2013

Annex A’ - List of Devices

A B B e e i W A e A P, .48 4 D T T e e e i S & Pt Loy i 0 Sen yespbmn.
(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devicas)

Generic Device Comme; i i Catalogu Short description GMDN/EDM

Term ame i > > ] +d intended use S code***

' !
neither A i

nor B
| according | O-DTPRIME4MG-EU | 48031
- to annex | O-DTPRIME5M1-EU |

IIIVD | O-DTPRIMESX1-EU |
98/79/EC | O-DTPRIMESM3-EU
| O-DTPRIMESM6-EU

Detecting

| neither A |
o ; | norB thermocyclers
| according DTliteXXX is §
i bl DTS to annex intended use for in-

ITIVD

: vitro diagnostics of
| 98/ 79/EC

| using PCR method.

orescent detector
of a polymerase

“after finishing a
polymerase chain
_reaction (PCR).

. The FEMOFLOR®
~ Real-time PCR Kit
aimed to improve
the efficiency of

[ nor B
FEMOFLOR according .

to annex current
{ na:wo gnostic tools
75 identificatig

| 98/79/EC |

tion is based on the classification ciaim of the manufact

g {2 compiete the Notif

cation.

Manufacturer’s N
«DNA-Technology,
Research&Productton»

Signatufg.«/"""
,/? Q:s 47 43

S : _ Signature:

Date: Date: gﬁ/ g ) 22/A5 Date:

Stamp: Stamp: -

OBELISs.a.-0.EAR.C &
Registered address :
Bd Général Wahis 53
1030 Bruxelles
Tél. +32 2 732 59 54 - Fax +32 2 732 60 03

Ok,

1/1




f,,ris_.g.: AMBRE D& COMME
" 2? INDUSTRIE DE
RRt SKELLES

REPRESENTATIVE CENTER

CERTIFICATE

"CE (IVD)NOTIFICATION

Ref. No.: JW 2815-2014

Order No.: JW 2504-2014 Date: 27/03/2014
THIS IS TO CERTIFY THAT, ACCORDING TO THE EUROPEAN COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A.

(O.EA.R.C.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN
AUTHORIZED REPRESENTATIVE (EC REP) OF:

NAME: DNA-TECHNOLOGY RESEARCH & PRODUCTION", LLC

ADDRESS: 20 ZHELEZNODOROZHNAYA STR., 142281 PROTVINO, MOSCOW
REGION, RUSSIA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical device(s) has been completed by Obelis s.a. (0.E.A.R.C.) on
the 27/03/2014 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (2 PAGES, 10 DEVICES)

As of the 28/03/2014, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements™ he therefore:

- Is required to affix the CE marking on these devices;

other EEA Member States ates (excludin ritories not in alignm
CHAMERE DE COMMERCT
ET D'INDUSTRIE DE
RUXELLES

- Place these devices in the Territory of Beiglum e
with Decision 2010/227/EU).

OBELIS s.a. -0O.EAARC
Registered address :

Bd Général Wahis 53

1030 Bruvalfen

o @a.

Commerce ndusry

—— date & stamp
= Obelis European Authorized Representative Center is a member of
EA the European Association of Authorized Representatives (E.AA.R.),
\{\R ISO 9001 :2008 and ISO 13485:2003 certified in accordance to

the profession of a European Authorized Representative.
*and provided that the product classification will not be rejected by the Competent Authorities.

Registered Address: Bd. Géneral Wahis 53-1030 Brussels | Registered Office Address: Av. de Tervueren 34 B44-1040 Brussels - Belgium
T + 32 (0) 2 732 5954 | F: + 32 (0) 2 732 6003 | Emall: mail@obelis.net | Website: www.obelis.net




Ref. No.: JW 2815-2014
Order No,: JW 2504-2014

Annex A’ - List of Devices

e e i e  Riiiaianie
{Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

No  Generic Device Commercial Class** Catalogue reference Short description and ES‘SSN/
Term name okt number intended use
code* %%
l Gnome
| Programmz :da
1 | Solid Stafl = O-TT1-EU ; 36785
| Therm c;{a;!\rr'lgx i (as
; PCR-Dig 98/79/EC 1 temperatury
‘ 4 | prescribe
| matrix having
| holes into whic
‘ containing reacti
e i = B ~___mixture are plag —
The Mycoplasma hoy
neither A PCR Detection Kit
nor B . | . designed to dete
2 CR- Mycoplasma | according .| Mycoplasma homini
getics hominis to annex . nucleic acids in huma
iglggical samples with

..

of Polymera
ctig b

R z;:::g::;:;:gg biological samples with
2 e aid of Polymerase Chai
| i) ! _Reaction (PCR) metho
.~ The Ureaplasma
neither A | urealyticum PCR Detecfi
nor B | R1 ; Kit is designed to defec
Ureaplasma | according | sUreaplasma ureal y
4 | F2 ARG 208
urealyticum to annex | F1 cleic acids in h
IIIVD | ; ogical sampl
98/79/EC | aid of Polymerage €
M SR ] N | (T | _Reaction (PCRj |
) | The Trichompi ‘
nener | R1-p107-23/9EU i s @
L - b R1-P107-83/9EU : 1
: { e 02 Gecordng | rupaorsi/ieu | Tefory - asaos
! 7 VD F1-P107-52/1EU iological sam ith an |
: Fi-P107-21 of PolymepAse Chain |
I . tion_ ) method. |
[ a erella vaginalis |
| Detection Kit is
} -P108-53 > designed to detect
6 |  PCR Kit/PCR- Gardnerelia ey v 1EU Gardnerella vaginalis 48208
Dlagnostics | vesinalle | torIvp. | FI-Pi0m-s2/1EU | o e an
snrpsec| TIPAS-R/AE aid of Polymerase Chain
Reaction (PCR) method.




; The Neisseria gonorrhoeae
neither A R1-P109-23/9EU PCR Detection Kit is
nor B R1-P109-53/9EU designed to detect
7 PCR Kit/PCR- Neisseria according F1-P109-51/1EU Neisseria gonorrhoeae 48208
" Diagnostics gonorrhoeae | to annex F1-P109-52/1EU nucleic acids in human
11 IVD F1-P109-21/1EU biological samples with an
98/79/EC aid of Polymerase Chain
| Reaction (PCR) method.
The Candida albicans PCR
metne A | R1-P110-23/9EU | Detection Kit is designed
PCR Kit/PCR- Candida according R1-P110-S3/9EU to detect Candida albicans
8 Disiiicailen 16lcikiic i Sndinic F1-P110-51/1EU nucleic acids in human 48208
ag . : biological samples with an
aid of Polymerase Chain
o i€action (PCR) method.
glasma complex
) vl R1-P104-S3/
i || R Yo ording | £1.p104-51/1EU 48208
. Tt ;‘vo F1-P104-52/1EU
98/79/EC F1-P104-21/1EU
Reaction (
The Ureaplasim
neither A PCR Detectiofy
nor B ::_215 23/953 designed to d
10 Ureaplasma | according Ureaplasma pa
parvum to annex F1-P105- 52 , nucleic acids in hu
II IVD Ff-P105-21/1E Y biological samples wi
98/79/EC ¥ ; id of Polymerase Cha
action (PCR) methot

on the classification claim of the

" Date:

Stamp:

OBELIS s.a. - O.f
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DObelis
EUROPEAN AUTHORIZED
\ REPRESENTATIVE CENTER

CERTIFICATE

"CE (IVD) NOTIFICATION

Ref. No.: MC 5223-2017

BELGIUM
Order No.: MC 4840-2016 Date: 12/01/2017
THIS 1S TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.E.A.LR.C.)

PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

NAME: “DNA-TECHNOLOGY, RESEARCH & PRODUCTION’, LLC

ADDRESS: 142281, 20 ZHELEZNODOROZHNAYA STREET,
PROTVINO, MOSCOW REGION,
RUSSIA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostic
medical devices, as stipulated here above, are fulfilling the applicable requirements of the Council Directive 98/79/EC
The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.)on
the 14/12/2016 in compliance with the Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (4 PAGES, 12 DEVICES)

As of the 15/12/2016, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements® he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the EU and EEA territory.

T4
L1

Obelis European Authorized Representative Center is a member of the European Association
of Authorized Representatives (E.A.A.R.), ISO 9001:2008 and ISO 13485:20083 certified in
accordance to the profession of a European Authorized Representative.

*and provided that the product classification will not be rejected by the Competent Authorities.

‘Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Av. de Tervueren 34 B44 - 1040 Brussels - Balgium
T:+ 32 (0)2 732 5954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net




Catalogue
reference number

R1-P205-23/9EU
R1-P205-S3/9EU
1 R1-P205-24/9EU
F1-P205-51/1EU
F1-P205-21/1EU

Ref. No.: MC 5223-2017
Order No.: MC 4840-2016

Annex A" - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Commercial
name

EBV

Generic
Device Term

PCR
Kit/PCR-
Diagnostics

Short description and

intended use

The EBV REAL-TIME PCR
Detection Kit and EBV
FLASH PCR Detection Kit
are intended for research
and diagnostic
applications. The EBV
REAL-TIME PCR Detection
Kit and EBV FLASH PCR
Detection Kit are an in
vitro Nucleic Acid Test
(NAT) - based pathogen
detection product. The EBV
REAL-TIME PCR Detection
Kit and EBV FLASH PCR
Detection Kit are designed
to detect Epstein Barr virus
nucleic acids in human
biological samples with an
aid of Polymerase Chain
Reaction (PCR) method.

GMDN/EDMS

code

49653

Class**

All

others

R1-P201-23/9EU
R1-P201-S3/9EU
2 R1-P201-24/9EU
F1-P201-51/1EU
F1-P201-21/1EU

HSV 1, 2

PCR
Kit/PCR~
Diagnostics

The HSV 1, 2 REAL-TIME
PCR Detection Kit and HSV
1, 2 FLASH PCR Detection

Kit are intended for
research and diagnostic
applications. The HSV 1, 2

REAL-TIME PCR Detection

Kit and HSV 1, 2 FLASH
PCR Detection Kit are an in

vitro Nucleic Acid Test

(NAT) ~ based pathogen

detection product. The HSV
1, 2 REAL-TIME PCR
Detection Kit and HSV 1, 2
FLASH PCR Detection Kit
are designed to detect
Herpes symplex virus 1, 2
nucleic acids in human
biological samples with an
aid of Polymerase Chain
Reaction (PCR) method.

49539

All

others

3 R1-P315-S3/4EU

HPV-QUANT-4

PCR
Kit/PCR-
Diagnostics

The HPV-QUANT-4
quantitative PCR Detection
Kit is intended for research

and diagnostic
applications. The HPV-
QUANT-4 quantitative PCR
Detection Kit is an in vitro
Nucleic Acid Test (NAT) -
based pathogen detection
product. The HPV-QUANT-4
quantitative PCR Detection
Kit is intended for the
specific identification and
quantification of low-risk
(HPV 6,11) and high-risk
(HPV 16,18) in regard to
their oncogenic properties
human papillomaviruses
nucleic acids in human
biclogical samples with an
aid of Polymerase Chain
Reaction (PCR) method.

49994

>z

X

&

All

others

Version 2, Revised 18/11/2014

Page 1 of 4
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a4 R1-P317-S3/5EU

HPV-QUANT-21

PCR
Kit/PCR~
Diagnostics

The HPV-QUANT-21®
quantitative PCR Detection
Kit is intended for research

and diagnostic
applications. The HPV-
QUANT-21® quantitative
PCR Detection Kit is an in
vitro Nucleic Acid Test
(NAT) - based pathogen
detection product. The
HPV-QUANT-21®
quantitative PCR Detection
Kit is intended for the
specific identification and
quantification of low-risk
(HPV 6, 11, 44) and high-
risk (HPV 16, 18, 26, 31,
33, 35, 39, 45, 51, 52, 53,
56, 58, 59, 66, GB, 73, 82)
in regard to their
oncogenic properties
human papillomaviruses
nucleic acids in human
bioclogical samples with an
aid of Polymerase Chain
Reaction (PCR) method.

49994

All
others

R1-P403-23/4EU
R1-P403-8§3/4EU
5 R1-P403-24/4EU

F1-P403-51/2EU
F1-P403-21/2EU

mlunnlh
mumaphtla

PCR
Kit/PCR-

: 'Dlagnwtim -

The Legionella
pneumophila PCR
Detection Kit is intended
for research and diagnostic
applications. The
Legionella pneumophila
PCR Dchetlon Kit is an in
vitro Nucleic Acid Test
(NAT) - - based pathogen
dataﬁﬂoﬂ product. The
‘Legionella pneumophila
PCR Detection Kit is
designed to detect
Legionella pneumophila
nucleic acids in human
biological samples with an
aid of Polymerase Chain
Reaction (PCR) method.

51060

All

R1-P404-23/4EU
R1-P404-S3/4EU
6 R1-P404-24/4EU
F1-P404-51/2EU
F1-P404-21/2EU

M. tuberculosis
= M. bovis

PCR
Kit/PCR~
Diagnostics

The M. tuberculosis - M
bovis REAL-TIME PCR
Detection Kit and M.
tuberculosis - M. bovis
FLASH PCR Detection Kit
are intended for research
and diagnostic
applications. The Kits are.
an in vitro.Nucleic Acid
Test (NAT) .~ based
pathogen detection
products. The Kits are
designed to detect
Mycobacterium
tuberculosis and
Mycobacterium
bovis nucleic acids in
human biological samples
with an aid of Polymerase
Chain Reaction (PCR)
method.

51149

All
others

R1-P206-23/4EU
R1-P206-$3/4EU
7 R1-P206-24/4EU
F1-P206-51/2EU
F1-P206-21/2EU

Vzyv

PCR
Kit/PCR-
Diagnostics

The VZV REAL-TIME PCR
Detection Kit and vZVv
FLASH PCR Detection Kit
are intended for research
and diagnostic
applications. The Kits are

All
others

Version 2, Revised 18/11/2014

Page 2 of 4




an in vitro Nucleic Acid
Test (NAT) ~ based
pathogen detection
product. The Kits are
designed to detect
Varicella zoster virus
nucleic acids in human
biological samples with an
aid of Polymerase Chain
Reaction (PCR) method.

R1-HB01-S3/5EU

AZF
Microdeletions

PCR
Kit/PCR-
Diagnostics

The AZF Microdeletions
REAL-TIME PCR
Genotyping Kit is intended

for research and diagnostic

applications. The AZF
MicrodeletionsREAL-TIME
PCR Genotyping Kit is in
vitro Nucleic Acid Test
(NAT) - based human
genotyping product. The
AZF MicrodeletionsREAL-

TIME PCR Genotyping Kit is |

intended for detection of
AZF locus deletions which
are the common cause of
male infertility defined by
loss of spermatozoids
motion ability

(azoospermia) with an aid
~-of Polymerase Chain

Reaction (PCR} method.

R3-P408-23/4EU
R3-P408-S3/4EU

Influenza A
virus (subtype
H1iN1)

PCR
Kit/PCR-
Diagnostics

16.01.04.90

All
others

The Inﬂuem A virus

(subtype HiN1) PCR
nntucﬁon Kit n’tend.d
for research a

A virus (subtype H1N1)
PCR Detection Kit is an in
vitro Nucleic Acid Test
(NAT) - based pathogen
detection product. The
Influenza A virus (subtype
H1N1) PCR Detection Kit is
designed to detect
Influenza A virus (subtype
H1iN1) nucleic acids in
human biological samples
with an aid of Polymerase
Chain Reaction (PCR)
method.

n lnonocttc.
_applications. Thatnﬂuum-

49165

All
others

10

R1-P316-S3/4EU

HPV-QUANT-15

PCR
Kit/PCR-
Diagnostics

The HPV-QUANT-15

quantitative PCR Detection

Kit is intended for research
and diagnostic
applications. The HPV-
QUANT-15 quantitative
PCR Detection Kit'is an in
vitro Nucleic Acid Test
(NAT) - based pathogen
detection product. The
HPV-QUANT-15®
quantitative PCR Detection
Kit is intended for the the
specific identification and
quantification of low- and
high-risk (in regard to
oncogenic properties)
human papillomaviruses
including:
low-risk HPV types 6 and
11 without differentiation
high-risk HPV types 16, 31,

49994

All
others

Version 2, Revised 18/11/2014
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33, 35, 52, 58 without
differentiation
HPV types 18, 39, 45, 59
without differentiation
HPV type 56
HPV type 51
HPV type 68 in human
biological samples with an
aid of Polymerase Chain
Reaction (PCR) method,

11 R3-P409-23/4EU
R3-P409-5S3/4EU

Influenza A
virus

The Influenza A virus PCR
Detection Kit is intended
for research and diagnostic
applications. The Influenza
A virus PCR Detection Kit is
an in vitro Nucleic Acid
PCR Test (NAT) ~ based

Kit/PCR- pathogen detection
Diagnostics product. The Influenza A
virus PCR Detection Kit is

designed to detect
Influenza A virus nucleic
acids in human biological

samples with an aid of
Polymerase Chain Reaction
(PCR) method.

All
49161 others

5 IB-P410-23(4EU

Influenza B
nz-mm«&;l&lu :

virus

The Influenza B virus PCR
Detection Kit is intended
for research and diagnostic
applications. 1 Influenza
B virus PCR Det ction Kit is |
an i Ni Acid '

All

others

produmﬂ‘he-!“ uenza B
°'°°“°“‘“  virus PCR Detection Kit is
designed to detect
Influenza B virus nucleic
acids in human biological
samples with an aid of
Polymerase Chain Reaction
(PCR) method.

49205

Annex A is part of the Agreement

** The here above product list classification is based on the classification claim of the manufacturer and under its sole respansibility (ivD

98/79/EC).

Manufacturer’s Name

«DNA-Technology,
Research&Production», L

Sig_nqgum:.—--ﬂ-——-ﬁ -

Version 2, Revised 18/11/2014

Obelis S.A.
| bt &~

Signature- g’? Am

s — a2

Stamp:

A.R.(
\, ]l_l \, ¢
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belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE

IVD NOTIFICATION

Ref. No.: GR 1922-2021

Order No.: LM 2003-2021 Belgium

Date: 27/07/2021

This is to certify that, according to the Council Directive 98/79/EC, Obelis s.a. (O.E.A.R.C.) performed all notification
duties and responsibilities as the European Authorized Representative (EC REP) of:

DNA-Technology, Research & Production, LLC

20 Zheleznodorozhnaya Street
Protvino, Moscow Region
142281, Russia

Address:

as stipulated and demanded by the aforementioned directive.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 27/07/2021 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

In-vitro diagnostic medical devices: Please See Annex A - List of Devices ( 6 pages, 10 Devices)

As of the 28/07/2021, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements™ he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU).

e

Mr. G. Elkayam CEO
Obelis sa

- N Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in
accordance to the profession of a European Authorized Representative.

* This is not a E mark and is only provided
as a template for informational purposes.

** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement.

Registered Address: Bd. Général Wahis 53 - 1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: +32(0)2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
V3 — ID: 00454716 — 22/02/2019




Order No.: GR 1922-2021
Ref No.: LM 2003-2021

Annex A - List of Devices

|1of6

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Catalogue
# reference
number

Commercial
Name

Generic Device Term

Short description
and intended use

GMDN/
EDMS Code

Class

P-910-1/1EU

STOR-M transport
medium

General specimen container
IVD, additive/medium

The STOR-M transport
medium is intended for
transport and storage.of
human biological samples
(scrapes/swabs of
epithelial cells from
urogenital tract,
oropharynx, nasopharynx,
rectum, skin,

conjunctiva of the eye),
including those containing
an impurity of mucus,
followed by nucleic acids
analysis (human and
microbial DNA, viral RNA)
by polymerase chain
reaction method.

63232

neither Aor B
according Il IVD
98/79/EC

P-001/1EU
P-021/4EU

PREP-RAPID DNA
Extraction Kits

Nucleic acid
extraction/isolation kit IVD

The PREP-RAPID DNA
Extraction Kit is intended
for DNA extraction from
biological materials (saliva,
urine, prostatic fluid,
cerebrospinal fluid,
epithelial cells scrapes
from posterior pharyngeal
wall, urethra, cervical
canal, posterior vaginal
vault etc.) for further
analysis by polymerase
chain reaction [PCR). The
PREP-RAPID Genetics DNA
Extraction Kit is intended
for DNA extractionfrom
whole peripheral blood for
further DNA genetic
testing:by PCR.

52521

neither A or B
according I IVD
98/79/EC

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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P-002/1EU
P-002/2EU

PREP-NA DNA/RNA
Extraction Kits

Nucleic acid
extraction/isolation kit IVD

The PREP-NA and PREP-
NA PLUS DNA/RNA
Extraction Kits are
intended for DNA/RNA
extraction from biological
materials for further
analysis with reverse
transcription (RNA) and/or
polymerase chain reaction
(DNA). In the PREP-NA
PLUS DNA/RNA Extraction
Kit the total volume of
purified DNA/RNA is larger
comparing tostandard
PREP-NA DNA/RNA
Extraction Kit (50 pL) for
more PCR tests.

52521|neither A or B
according Il IVD

P-007-N/1EU

PREP-NA-S DNA/RNA

Extraction Kit

Nucleic acid
extraction/isolation kit IVD

The PREP-NA-S DNA/RNA
Extraction Kit is intended
for fast NA extraction from
biological materials for
further analysis by RT-PCR
(PCR with Reverse
Transcription)/PCR
(polymerase chain
reaction). The PREP-NA-S
DNA/RNA Extraction Kit
is designed to extract NA
fram biological materials:
nasopharyngeal,
oropharyngeal swabs.

98/79/EC
52521|neither A or B

according Il IVD

98/79/EC

P-003/1EU, P-
003/2EU, P-023/4EU

PREP-GS DNA
Extraction Kits

Nucleic acid
extractionfisolation kit IVD

The PREP-GS and PREP-GS
PLUS DNA Extraction Kits
are intended for DNA
extraction from biological
materials for further
analysis by polymerase
chain reaction (PCR). In
the PREP-GS PLUS DNA
Extraction Kit the total
volume of purified DNA'ls
larger comparing o
standard PREP-GS DNA
Extraction Kitfermore
PCR tests. The PREP-GS
Geneties DNA Extraction
Kit is intended foprDNA
extractiomfrom whole
peripheral blood for
further DNA genetic
testing by PCR.

52521 |neither A or B
according Il IVD
98/79/EC

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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R1-P023-S3/5EU MycosoScreen REAL- |Multiple fungi/yeast species | The MycosoScreen REAL- 51973|neither A or B
TIME PCR Detection |nucleic acid IVD, kit TIME PCR Detection Kit is according Il IVD
Kit intended for detection and| 98/79/EC

typing of fungal infectious
agents from genus
Candida, Malassezia,
Saccharomyces and
Debaryomyces:
Meyerozyma
guilliermondii (C.
guilliermondii), Candida
albicans, Pichia
avzevii (C.krusei),
erevisiag,

@\1‘50 RE=z S

& i
RS

dubliniensis, Candida ‘
glabrata, Candida

parapsilosis, Malassezia
==

spp., Kluyveromyces

marxianus (C.kefyr),

alassezia furfur. Samples

E
@
»

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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y‘\qjiﬂ

B27 alleles {major
histocompatibility
complex, class |, B) by Real]
Time PCR method.

Samples are human

RES

biological materials:
peripheral blood. These
alleles are generally
pgnized as a genetic
iple disease

(Bekht
Indications fot

)
the presence of cl ‘
symptoms of

spondyloarthropathies:
inflammatory back pain,
asymmetric peripheral
oligoarthritis, mainly of
/er extremities,

Qo

5

R1-HO04-23/4EU, R1- |HLA-B27 REAL-TIME |HLA-B27 genotyping IVD, kit, |The HLA-B27 REAL-TIME 65537|neither A or B

H004-S3/4EU, R1- PCR Genotyping Kit  |nucleic acid technique (NAT) |PCR Genotyping Kit is according Il IVD

HO04-N3/4EU intended for rapid group- 98/79/EC
specific detection of HLA-

S3/9EU, R1-
9EU R1-
DEU

5
%

Helicobacter pylori
REAL-TIME PCR
Detection Kit

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017

NCE 198°

human biological
materials: bioptates,
faeces.
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R1-P028-53/6EU BacScreen OM REAL- |Multiple-bacteria-genus IVDs
TIME PCR Detection
Kit

The BacScreen OM REAL-
TIME PCR Detection Kit is
designed for DNA analysis
of opportunistic bacteria
from classes Bacilli,
Betaproteobacteria and
Gammaproteobacteria
that cause nosocomial and
community-acquired
infections with an aid of
Polymerase Chain
Reaction (PCR) method.
Samples are human
biological materials
(phlegm, urine,
swabs/scrapes of
epithelial cells from
respiratary tract,
gastrointestinal tract and
urogenital tract, feaces,
aspirates, exudates) and
bacterial cultures.

63010

neither A or B
according 11 IVD
98/79/EC

R1-P026-53/5EU, R1- |BacResista GLA REAL- |Multiple antimicrobial
P027-S3/4EU, R1- TIME PCR Detection |resistance nucleic acid IVD, kit
P027-23/4EU Kits

The BacResista GLA and
BacResista Gla Van/Mec
REAL-TUME PCR.Detection
Kits are designed for DNA
analysis of bacteria
resistant to glycopeptide
(G) and beta-lactam (L)
antibiotics (A) in DNA
material obtained from
biological samples and
bacterial cultures with an
aid of Polymerase Chain
Reaction (PCR) method.
Samples are human
biological materials
{phlegm, urine, swabs of
epithelial cells from
respiratory tract,
gastrointestinal tract and
urogenital tract, feaces,
aspirates, exudates) and
bacterial cultures:
Indicationsfor the use: the
need to studya possible
antibiotic resistance in
|bacteria that caused
linfectious disease!

60673

neither A or B
according Il IVD
98,/73/EC

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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* Annex A [s part of the Agreement.

#* The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility (IVD 98/79/EC).
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Registered Office Address .
: - Bd Brand Whitlock 30 www.obelis.net
Obel Is B-1200 Brussels Belgium
Registered Adresss .
Bd Général Wahis 53
\ 1 G R O U P B-1030 Brussels Belgium “ +32273259 54

Reference No.: LM 0622-2022 BELGIUM Date: 13/06/2022
Order No.: EU MD 0481-2022

This is fo certify that, according to the Council Directive 98/79/EC, Obelis s.a. performed all notification
duties and responsibilities as the European Authorized Representative (EC REP) of:

Name: DNA-Technology, Research & Address: 20 Zheleznodorozhnaya Street
Production, LLC Protvino, Moscow Region
142281, Russia

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.
The manufacturer declares that the IVD device(s) comply(ies) with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (EC REP) with all the appropriate declarations according to the
98/79/EC Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-
Vitro Diagnostics medical device(s), as stipulated here above, is/are fulfilling the applicable requirements of the
European Council Directive 98/79/EC on the

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (EC REP) on
in compliance with the European Council Directive 98/79/EC - article 10 requirements on the 25/05/2022

IN-VITRO DIAGNOSTIC MEDICAL DEVICE(S): Please See Annex A - List of Devices (11 Devices; 3 Pages)

As of the26/05/2022 , and provided that the manufacturer will continue complying with the
hereabove mentioned requirements* he therefore:

- Is required to affix the CE marking on this(ese) device(s);

- Place this(ese) device(s) in the Territory of Belgium and/or the other EEA Member States
(excluding territories not in alignment with Decision 2010/227/EU).*

=M. G. Elkayam CEO

Obelis sa
~ ‘\
EA Obelis European Authorized Representative Center is a member of the
A R European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and I1SO 13485 : 2016 certified.

*This certificate will become void automatically upon termination of the EAR agreement

V4 - 1D 00454716 - 01/05/2022
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Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

# Catalogue I Generic GMDN| Class and
reference - Device Short description and intended use / GIVD | Rule under

number Term Code IVDD

C. diphtheriae Tox Multiplex REALTIME
PCR Detection Kit is intended for

detection of DNA and differentiation Neither A

R1-P445- C. diphtheriae |REAL- of toxigenic and nontoxigenic strains nor B
$3/4EU Tox Multiplex |TIME ‘ ' ‘ofc, . ‘ according

1. REAL-TIME PCR diphtheriae in human biological 50879 |1 1vD
R1-P445- PCR Detection | Detection material (smears/scrapes from 98/79/EC
23/4EU Kit Kit nasopharyngeal, oropharyngeal mucous

membrane, smears from affected skin
areas) and bacterial cultures from this
biomaterial by real-time PCR.
FAMILIAL Neither A
R1-H952- 'IA\‘/lNEEg/EEiRANE ?:El\/zlé- Familial Mediterranean Fever ol
REALTIME PCR Genotyping Kit is .
2 :f/::él REAL-TIME PCR intended for the identification of MEFV| 59478 acI(:IOI(/leng
J - PCR Detection| gene mutations (OMIM #134610) with
N3/4EU Genotyping Kit an aid of PCR method. 98/79/EC
Kit
Neither A
R1-P202- REAL HHV6 REAL-TIME PCR Detection Kit is nor B
HHV6 TIME . ; ; .

3 S3/9EU B Dcicction d.e5|gned to fjeteFt HHV6 nuclel_c acids 49743 according
R1-P202- Detection kit |Kit in human biological samples with an Il IVD
23/9EU aid of PCR method. 98/79/EC

REAL- Neither A
R1-P203- e HHV8 REAL-TIME PCR Detection Kit is nor B
4 S3/9EU REALTIME PCR | Detection d-e5|gned to 'detest HHV8 nuclel'c acids 49809 according
R1-P203- - ) ’ in human biological samples with an
Detection Kit |Kit . I11VD
23/9EU aid of PCR method. 98/79/EC
HPV 16,18 Multiplex REAL-TIME PCR
Detection Kit is intended for detection Neither A
HPV 16.18 REAL- and typing of two most oncogenic and nor B
R1-P320- ! TIME . . . - i
23/9EU Multiplex PCR persistent high-risk human papilloma according
5 R1.P320. REAL-TIME | = . |virus types (HPV 16, HPV 18) in human | 49997 IMIVD
PCR Detection Kit biological samples (epithelial cell 98/79/EC
S3/9EU Kit smears from urethra, cervical canal,
cervix) by method of multiplex Real
Time PCR.
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HPV SCREEN HR14(16-18-45) REALTIME
PCR Kit is designed to detect HPV Neither A
R1-P325- HPV SCREEN REAL- nucleic ac.ids in hyman biological nor B
$3/9EU HR14(16-18- Egl: Chsa.m:Ies vs.nth aPnC:|d of I:]olzj/mseraseI according
6 R1-P325- 45) REAL-TIME S ain (:lactlonk()‘ | )‘melt ot. 'a:n'p es 49997 11 IVD
23/9EU PCR Kit ' a.re L_Jman iological materials: 98/79/EC
Kit epithelial smears/scrapes from the
mucous membrane of the cervical canal
and the vagina.
R3-Paas- SARSCoV-2/RSV/Infl AB vi
53/9EU e o IR e Neither A
R3.PAAS. CoV2/RSV/  |REAL- : (;‘ 'P Xd i . 'SAR; nor B
Influenza AB | TIME is designed to detect Coronavirus - di
23/9EU ! CoV-2, Human respi ial accorading
; - , piratory syncytia
7 virus Multiplex| PCR . . 47922 11 IVD
R3-P448- R Detection virus (RSV), Influenza A virus and
N3/9EU 3 . Kit Influenza B virus in human biological 98/79/EC
R3-P448 PK(':tR Pz dem | L samples with an aid of Polymerase
- . i . .
VA/XEU Chain Reaction (PCR) method.
EAL- E .
R1-PS04- REATE Femoflor S.cr‘een R. AL-TIME PCR B, according
$3/5EU Femoflor TIME Detection Kit is designed to detect I
S athogens, opportunistic flora and
8 R1-P804-  |oeen PCR . _ s0409| VD
REALTIME PCR et normal flora in urogenital specimens 98/79/EC
XA/4EU Detection Kit Ki?c g with an aid of Polymerase Chain
Reaction (PCR) method.
The Androflor and Androflor
READ Screen REAL-TIME PCR Detection Kits
R1-P809- Androflor TIME_ are designed to detect the total
9 S3/6EU REAL-TIME bacterial DNA (total bacterial mass), 50409 B,according
R1-P809- PCR Detection Detection DNA of the opportunistic and true I
XA/5EU Kit Kit pathogens in men's urogenital tract by IVD
multiplex Real Time Polymerase Chain 98/79/EC
Reaction (PCR) method.
The Androflor and Androflor
& 7 Screen REAL-TIME PCR Detection
R1-P810 - TIME_ Kits are designed to detect the total
Androflor bacterial DNA (total bacterial mass), B, according
S3/5EU Screen PCR I
10 . DNA of the opportunistic and true 50409
R1-P810- | REALTIME PCR | Detection . . : IVD
Detection Kit | Kit pathogens in men's urogenital tract by
XA/4EU multiplex Real Time Polymerase Chain 98/79/EC
Reaction (PCR) method.
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P-122-A/9EU | prep_MB- REAL- PREP-MB-RAPID DWP DNA/RNA Neither A
P-122-N/9EU |RaAPID TIME Extraction Kit is designed to extract NA nor B
11 P-122-P/9EU |pwp PCR from blologlcal'mat.erlals: 52521 according
P-123-P/9EU | DNA/RNA Detection scrapes/smears of epithelial cells from Il IVD
P-124-P/9EU | Extraction Kit | Kit urogenital tract, oropharynx, 98/79/EC

nasopharynx.

*Annex A is part of the Agreement.

** The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility
(IVD 98/79/EC).

Obelis s.a.

Date: 13/06/2022

Stamp

Obelis s.a.- O.EAR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél.+32273259 54 - Fax+3227326003
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Declaration of Conformity

According to annex III of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

“DNA-Technology, Research&Production”, LLC
Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Declare under our sole responsibility that the following in vitro diagnostic medical devices other
than those covered by annex II and devices for performance evaluation

List of Products

Code No.
O-DTPRIME4MI1-EU
O-DTPRIME4X1-EVU
O-DTPRIME4M3-EU
O-DTPRIME4M6E-EU
O-DTPRIMEBMI-EU
O-DTPRIMESX1-EU
O-DTPRIMESM3-EU
O-DTPRIMESM6-EU

O-DTLITE4S1-EU
O-DTLITE4S2-EU
O-DTLITE4LI-EV
O-DTLITESS1-EU
O-DTLITESS2-EU
O-DTLITESLI-EU
O-GENE4-EU Gene-4
R1-P801-53/6EU
4 R1-P802-53/5EU FEMOFLOR
R1-P803-S3/4EU

DTprime

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which apply to
them.

Undersigned declares to fulfill the obligations imposed by Annex III section 2 to 5:

- availability of the technical documentation set in Annex III (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.

- the manufacturer shall take necessary measures to ensure that the manufacturing process
follows the principles of quality assurance as appropriate for the products manufactured
(Annex IIT section 4).

Version 2 Revision on 27.07.2019 Page 1of2




- the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement appropriate
means to apply any necessary corrective actions (Annex IIT section 5).

Conformity assessment was performed according to Article 9 (7) and Annex III, section 3.

Our current Quality System is formatted to international standards:

e IS0 9001:2015;
o IS0 13485:2016.

Corporate Contact Information

"DNA-Technology, Research&Production”, LLC

Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Phone: +7(495)640-17-71; +7(4967) 31-07-64;

Fax: +7(4967) 31-06-70; +7(495)640-17-71

E-mail: info@dna-technology.com, protvino@dna-technology.ru

Mr. Vladimir Dmitrovskiy

Position: General Director

Obelis s.a.

Bd. Général Wahis 53

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)

Version 2 Revision on 27.07.2019 Page 2 of 2



Declaration of Conformity

According to annex III of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

"DNA-Technology, Research&Production”, LLC
Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Declare under our sole responsibility that the following in vitro diagnostic medical devices other
than those covered by annex IT and devices for performance evaluation

List of Products

Code No. _ Name

O-TT1-EU Gnome

R1-P102-23/9EU Mycoplasma hominis
R1-P102-S3/9EU REAL-TIME PCR detection Kit
F1-P102-51/1EU
F1-P102-52/1EU
F1-P102-21/1EU
R1-P103-23/9EU Mycoplasma genitalium
R1-P103-S3/9EU REAL-TIME PCR detection Kit
F1-P103-51/1EV
F1-P103-52/1EU
F1-P103-21/1EVU
R1-P106-23/9EU Ureaplasma urealyticum
R1-P106-S3/9EU REAL-TIME PCR detection Kit
F1-P106-51/1EV

Mycoplasma hominis
FLASH PCR detection Kit

Mycoplasma genitalium
FLASH PCR detection Kit

Ureaplasma urealyticum

F1-P106-52/1EU _ '
F1-P106-21/1EU FL:.iSH PCR detection Kit

R1-P107-23/9EU Trichomonas vaginalis
R1-P107-S3/9EU REAL-TIME PCR detection Kit
F1-P107-51/1EV
F1-P107-52/1EV
F1-P107-21/1EU
R1-P108-23/9EU Gardnerella vaginalis
R1-P108-S3/9EUV REAL-TIME PCR detection Kit |
F1-P108-51/1EU
F1-P108-52/1EU
~ F1-P108-21/1EV

Trichomonas vaginalis
FLASH PCR detection Kit

Gardnerella vaginalis
FLASH PCR detection Kit

Version 2 Revision on 27.07.2019 Page 1o0f3



R1-P109-23/9EU Neisseria gonorrhoeae
R1-P109-53/9EU REAL-TIME PCR detection Kit
F1-P109-51/1EVU
F1-P109-52/1EU
F1-P109-21/1EV
R1-P110-23/9EU Candida albicans
R1-P110-S3/9EV REAL-TIME PCR detection Kit
F1-P110-51/1EU
F1-P110-52/1EV
F1-P110-21/1EVU
R1-P104-23/9EU Ureaplasma complex
R1-P104-S3/9EU REAL-TIME PCR detection Kit
F1-P104-51/1EU
F1-P104-52/1EVU
F1-P104-21/1EU
R1-P105-23/9EU Ureaplasma parvum
R1-P105-53/9EU REAL-TIME PCR detection Kit
F1-P105-51/1EU
F1-P105-52/1EU
F1-P105-21/1EU

Neisseria gonorrhoeae
FLASH PCR detection Kit

Candida albicans
FLASH PCR detection Kit

Ureaplasma complex
FLASH PCR detection Kit

Ureaplasma parvum
FLASH PCR detection Kit

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which apply to
them.

Undersigned declares to fulfill the obligations imposed by Annex III section 2 to 5:

- availability of the technical documentation set in Annex III (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.

- the manufacturer shall take necessary measures to ensure that the manufacturing process
follows the principles of quality assurance as appropriate for the products manufactured
(Annex III section 4).

the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement appropriate

means to apply any necessary corrective actions (Annex III section B).

Conformity assessment was performed according to Article 9 (7) and Annex III, section 3.
Our current Quality System is formatted to international standards:

e 150 9001:2015;
e TS0 13485:2016.

Corporate Contact Information

"DNA-Technology, Researché&Production”, LLC

Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Phone: +7(495)640-17-71; +7(4967) 31-07-64;

Fax: +7(4967) 31-06-70; +7(495)640-17-71

Version 2 Revision on 27.07.2019 Page 2 of 3



E-mail: info@dna-technology.com, protvino@dna-technology.ru

Mr. Viadimir Dmitrovskiy
Position: General Director

Signature; = ———— ““”‘“’&-/

gsentative:

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEQ)
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Declaration of Conformity

According to annex IIT of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

"DNA-Technology, Research&Production”, LLC
Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Declare under our sole responsibility that the following in vitro diagnostic medical devices other
than those covered by annex II and devices for performance evaluation

e Please refer to the attached Annex to Declaration of Conformity

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which apply fo
them.

Undersigned declares to fulfill the obligations imposed by Annex III section 2 to 5:

- availability of the technical documentation set in Annex III (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing process
follows the principles of quality assurance as appropriate for the products manufactured
(Annex III section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement appropriate
means to apply any necessary corrective actions (Annex III section 5).

Conformity assessment was performed according to Article 9 (7) and Annex III, section 3.
Our current Quality System is formatted to international standards:

e ISO 9001: 2015
e IS0 13485:2016
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Corporate Contact Information

"DNA-Technology, Researché&Production”, LLC

Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20
Country: Russia

Phone: +7(495)640-17-71; +7(4967) 31-07-64;

Fax: +7(4967) 31-06-70; +7(495)640-17-71

E-mail: info@dna-technology.com, protvino@dna-technology.ru

Mr. Vladimir Dmitrovskiy

Position: General Director

Regis’rered Address:

Obelis s.a.

Bd. Général Wahis 53

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEQ)
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Annex to the Declaration of Conformity

CATALOGUE

NUMBER COMPONENTS

SHORT DESCRIPTION AND

REFERENCE NUMBER OF TESTS
R1-P205-S3/9EU

= Paraffin sealed

INTENDED USE

EBV REAL-TIME o P
SeR Dete;tion (0.2 ml strips) » Tag-polymerase
Kit R1-P205-23/9EU solution The EBV REAL-TIME PCR
96 = Mineral oil Detection Kit and EBV FLASH
= iti PCR Detection Kit are intended
(0.2 ml tubes) kosithve cantin) for research and diagnostic
/ ( = Paraffin sealed applications. The EBV REAL-
F1-P205-21/1EU (0.2 i TIME PCR Detection Kit and EBV
il tubies 100 PCR-mix FLASH PCR Detection Kit are an
= Tag-polymerase | jn vitro Nucleic Acid Test (NAT)
EBV FLASH PCR solution - based pathogen detection
Detection Kit = Mineral oil gg::l:;d' i il i
etection Kit and EBV
F1-P205-51/1EU (0.5 100 = Background FLASH PCR Detection Kit are
ml tubes) buffer designed to detect Epstein Barr
. o | virus nucleic acids in human
Positive contro biological samples with an aid of]
EBV REAL-TIME ® Paraffin sealed ?:‘I:s{!n;era:: thain Reaction
i PCR-mix NESIREG
PCR Detection | R1-P205-24/9EU (0.2
Kit (Rotor ml tubes) 96 ® Tag-polymerase
Giene)o . solution
® Pgositive control
= Paraffi aled
R1-P201-S3/9EU (0.2 s
. 96 PCR-mix
HSV 1, 2 REAL- | ml strips) z
TIME PCR Tag-polymerase
. . solution The HSV 1, 2 REAL-TIME PCR
Detection Kit | R1-P201-23/9EU (0.2 % = Mineral oil Detection Kit and HSV 1, 2
ml tubes) » Positi - FLASH PCR Detection Kit are
ositive contro intended for research and
: diagnostic applications. The HSV
F1~P201~21/1EU (O % " Paraffin s?ealed 1, 2 REAL-TIME PCR Detection
Yret y 100 PCR-mix Kit and HSV 1, 2 FLASH PCR
ml tubes = Tag-polvmerase | Detection Kit are an in vitro
HSV 1, 2 FLASH ke Nucleic Acid Test (NAT) - based
PCR Detection ?0 4 ion_ pathogen detection product. The
Kit = Mineral oil HSV 1, 2 REAL-TIME PCR
! F1-P201-51/1EU (0.5 = Background Detection Kit and HSV 1, 2
mi tubes) 100 FLASH PCR Detection Kit are
buffer designed to detect Herpes
B Positive control svr':lplex Vli:ruT 1, 2 nucleic acids
- in human biological samples
HSV 1, 2 REAL- = Paraffin sealed with an aid of Polymerase Chain
TIME PCR R1-P201-24/9EU (0.2 PCR-mix Reaction (PCR) method.
Detection Kit | ml tubes) . 98 ) Taq-po!ymerase
(Rotor-Gene) Sk
® Positive control
= Paraffin sealed The HPV-QUANT-4 quantitative
PCR-mix f PCR Detection Kit is intended for|
HPV-QUANT- mix ror research and diagnostic
4® quantitative| R1-P315-53/4EU (0.2 - HPV 6,11 aEPlig_iggnS-Jg; II)-IPtV;tQUAT(T_t-f
¥ " ifi H quanti ve etection Kit Is
Real-Time PCR | ml str[ps) g ampllflcanon an in vitro Nucleic Acid Test
Detection Kit Paraffin sealed (NAT) - based pathogen
PCR-mix for detection product. The HPV-

QUANT-4 quantitative PCR

Version 2 Revision on 27.07.2019
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DEVICE

CATALOGUE

REFERENCE NUMBER OF TESTS

NUMBER COMPONENTS

HPV 16,18
amplification
Paraffin sealed
PCR-mix for
SIC
amplification
Tag-polymerase
solution
Mineral oil
Positive control

SHORT DESCRIPTION AND
INTENDED USE

Detection Kit is intended for the
specific identification and
quantification of low-risk (HPV
6,11) and high-risk (HPV 16,18)
in regard to their oncogenic
properties human
papillomaviruses nucleic acids
in human biological samples
with an aid of Polymerase Chain
Reaction (PCR) method.

Paraffin sealed

The HPV-QUANT-21®
quantitative PCR Detection Kit is
intended for research and
diagnostic applications. The
HPV-QUANT-21® quantitative
PCR Detection Kit is an in vitro
Nucleic Acid Test (NAT) - based

Detection Kit
(Rotor-Gene)

ml tubes)

solution
Positive control

a 3 PCR-mix pathogen detection product. The
HP;’ QUANT . HPV-QUANT-21® quantitative
21 5 s MAX Tag- PCR Detection Kit is intended for

. R1-P317-S3/5EU (0.2 Tk Aol g
guantitative ml strips) 24 polymerase the sp?cmc |der;t:f|cat|or|: .'Emd

_Ti i quantification of low-risk (HPV
Real-Time PCR soluion 6, 11, 44) and high-risk (HPV
Detection Kit = Mineral oil 16, 18, 26, 31, 33, 35, 39, 45,

® Positive control 51, 52, 53, 56, 58, 59, 66, 68,
73, 82) in regard to their
oncogenic properties human
papillomaviruses nucleic acids
in human biological samples
with an aid of Polymerase Chain
Reaction (PCR) method.
= Paraffin sealed
R1-P403-S3/4EU (0.2 2
Legionella : / ( 48 PCR-mix
s ml strips)
pneumophila = Tag-polymerase
Real-Time PCR solution
Detection Kit R1-PA03-23/4E0:(0:2 48 = Mineral oil The Legionella pneumophila PCR
ml tubes) = Positive control Detection Kit is intended for
- research and diagnostic
= Paraffin sealed applications. The Legionella
F1-P403-21/2EU (0.2 PCR-mix pneumophila PCR Detection Kit
. mi tubes) 50 is an in vitro Nucleic Acid Test
Legionella = Tag-polymerase | (NAT) - based pathogen
pneumophila solution detection product. The
. : Legionella pneumophila PCR
FERSHIRER T S Detection Kit is designed to
Detection Kit | F1-P403-51/2EU (0. 50 = Background detect Legionella pneumophila
ml tubes) buffer nucleic acids in human
= Positi | biological samples with an aid of|
ositive contro Polymerase Chain Reaction
Legionella = Paraffin sealed (PCR) method.
pneumophila PCR-mix
R1-P403-24/4E 2
Real-Time PCR BS2478ELMp 48 = Tag-polymerase

Version 2 Revision on 27.07.2019
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" CATALOGUE

REFERENCE NUMBER OF TESTS

' NUMBER COMPONENTS

SHORT DESCRIPTION AND
INTENDED USE

= Paraffin sealed
F1-P404-51/2EU (0.5 50 PCR-mix
M . ml tubes) = Tag-polymerase
tuberculosis — solution
M. bovis FLASH : ;
PCR Detecti = Mineral oil The M. tuberculosis - M. bovis
etection | rq.p404-21/2EU (0.2 S = Background REAL-TIME PCR Detection Kit
Kit ml tubes) biiffer and M. tuberculosis = M. bovis
FLASH PCR Detection Kit are
= Positive control intended for research and
. ; diagnostic applications. The Kits
1-P404-23/4EU (0.2 Raraffin :?eaied are an in vitro Nucleic Acid Test
N . aHEUL 48 PCR-mix (NAT) - based pathogen
tuberculosis - | ml tUbES) = Tag-polymerase detection products. The Kits are
M. bovis REAL- solutitm designed to detect
Y i Mycobacterium tuberculosis and
TIME P.CR ’ R1 P4p4 S3/4EU (0.2 48 = Mineral oil Mycobacterium bovis nucleic
Detection Kit | ml strips) = positive control | acids in human biological
samples with an aid of
M. = Paraffin sealed Polymerase Chain Reaction
tuberculosis — PCR-mix (PCR) method.
M. bovis REAL-| R1-P404-24/4EU (0.2 48 = Tag-polymerase
TIME PCR ml tubes) solution
Detection Kit = Positive control
(Rotor-Gene)
= Paraffin sealed
R1|-I1296—S3/4EU (0.2 48 PCR-mix
VZV REAL- ml strips) « Tag-polymerase
TIME P_CR i . solution
Detection Kit | R1-P206-23/4EU (0. 48 = Mineral oil
ml tubes) ® positive control | The VZV REAL-TIME PCR
Detection Kit and VZV FLASH
= Paraffin sealed PCR Detection Kit are intended
F1-P206-21/2EU (0.2 PCR-mix for research and diagnostic
ml tubes) 50 applications. The Kits are an in
® Tag-polymerase | yitro Nucleic Acid Test (NAT) -
VZV FLASH PCR solution based pathogen detection
Detecton igeraloll |, BSLEEE The i ignd
F1-P206-51/2EU (0.5 50 ® Background nucleic acids in human
ml tubes) buffer biological samples with an aid of
4 Positive contic) Polymerase Chain Reaction
(PCR) method.
= Paraffin sealed
\VZV REAL- PCR-mix
TIME PCR R1-P206-24/4EU (0.2
. - 48 = Tag-polymerase
Detection Kit | ml tubes) Sl
(Rator-Bene) ® Positive control
® Paraffin sealed The AZF Microdeletions REAL-
PCR-mi TIME PCR Genotyping Kit is
AZF Ll intended for research and
i . = Tag-polymerase diagnostic applications. The AZF
Microdeletions| R1-H801-S3/5EU (0.2 24 soliition MicrodeletionsREAL-TIME PCR
REAL-TIME PCR| ml strips) P ﬁe%oxpin(gﬂlﬂt)is ig vitLohNucleic
; : ci s - based human
Genotyping Kit = Positive control | genotyping product. The AZF
MicrodeletionsREAL-TIME PCR
Genotyping Kit is intended for
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CATALOGUE

NUMBER COMPONENTS
REFERENCE NUMBER OF TESTS

SHORT DESCRIPTION AND
INTENDED USE

detection of AZF locus deletions
which are the common cause of
male infertility defined by loss
of spermatozoids motion ability
(azoospermia) with an aid of
Polymerase Chain Reaction
(PCR) method.

Influenza A
virus (subtype
H1N1) PCR
Detection Kit

R3-P408-23/4EU (0.2
ml tubes)

48

R3-P408-S3/4EU (0.2
ml strips)

48

= Paraffin sealed

PCR-mix

® Positive control
= “RT-RANDOM”

package

The Influenza A virus (subtype
HiN1) PCR Detection Kit is
intended for research and
diagnostic applications. The
Influenza A virus (subtype
H1iN1) PCR Detection Kit is an in
vitro Nucleic Acid Test (NAT) -
based pathogen detection
product. The Influenza A virus
(subtype H1N1) PCR Detection
Kit is designed to detect
Influenza A virus (subtype
H1iN1) nucleic acids in human
biological samples with an aid ofJ
Polymerase Chain Reaction
(PCR) method.

HPV-QUANT-
15%
quantitative
PCR Detection
Kit

R1-P316-53/4EU (0.2
ml strips)

48

= Paraffin sealed
PCR-mix

= MAX Tag-
polymerase
solution

= Mineral oil

® Positive control

The HPV-QUANT-15 quantitative
PCR Detection Kit is intended for
research and diagnostic
applications. The HPV-QUANT-
15 quantitative PCR Detection
Kit is an in vitro Nucleic Acid
Test (NAT) - based pathogen
detection product. The HPV-
QUANT-15® quantitative PCR
Detection Kit is intended for the
the specific identification and
quantification of low- and high-
risk (in regard to oncogenic
properties) human
papillomaviruses including:
low-risk HPV types 6 and 11
without differentiation

high-risk HPV types 16, 31, 33,
35, 52, 58 without
differentiation

HPV types 18, 39, 45, 59
without differentiation HPV type
56

HPV type 51 HPV type 68 in
human biological samples with
an aid of Polymerase Chain
Reaction (PCR) method.

Influenza A
virus Real-
Time PCR
Detection Kit

R3-P409-23/4EU (0.2
ml tubes)

48

R3-P409-S3/4EU (0.2
ml strips)

48

= Paraffin sealed
PCR-mix

= Positive
control

= “RT-RANDOM”
package

The Influenza A virus PCR
Detection Kit is intended for
research and diagnostic
applications. The Influenza A
virus PCR Detection Kit is an in
vitro Nucleic Acid Test (NAT) -
based pathogen detection
product. The Influenza A virus
PCR Detection Kit is designed to
detect Influenza A virus nucleic
acids in human biological
samples with an aid of
Polymerase Chain Reaction
(PCR) method.

Version 2 Revision on 27.07.2019
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DEVICE

Influenza B
virus Real-

CATALOGUE

REFERENCE NUMBER OF TESTS

R3-P410-23/4EU (0.2 48
ml tubes)

Time PCR
Detection Kit

R3-P410-S3/4EU (0.2
ml strips)
48

NUMBER COMPONENTS

® Paraffin sealed
PCR-mix

= Positive control

= “RT-RANDOM”
package

SHORT DESCRIPTION AND
INTENDED USE

The Influenza B virus PCR
Detection Kit is intended for
research and diagnostic
applications. The Influenza B
virus PCR Detection Kit is an in
vitro Nucleic Acid Test (NAT) -
based pathogen detection
product. The Influenza B virus
PCR Detection Kit is designed to
detect Influenza B virus nucleic
acids in human biological
samples with an aid of
Polymerase Chain Reaction

(PCR) method.

Corporate Contact Information

"DNA-Technology, Research&Production”, LLC
Address:142281, Moscow region, Protvino, Zheleznodorozhnaya street, 20

Country: Russia

Phone: +7(495)640-17-71; +7(4967) 31-07-64;
Fax: +7(4967) 31-06-70; +7(495)640-17-71

E-mail: info@dna-technology.com, protvino@dna-technology.ru
Mr. Viadimir Dmitrovskiy

Position: General Director
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Europeari®

pzized Representative:

Registered Address:

Obelis s.a.
Bd. Général Wa

his 53

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEQ)

Version 2 Revision on 27.07.2019

Page 7 of 7




Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

Name: "DNA-Technology Research&Production”, LLC
Address: 142281, Moscow region, Protvino, Zheleznodorozhnaya street 20
Country: Russia

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex |l and devices for performance evaluation

Catalogue
reference
number

Commercial
Name

Short description and intended use

Class

P-910-1/1EU

STOR-M transport
medium

The STOR-M transport medium is intended for transport
and storage of human biclogical samples
{scrapes/swabs of epithelial cells from urogenital tract,
oropharynx, nasopharynx, rectum, skin,

conjunctiva of the eye), including those containing an
impurity of mucus, followed by nucleic acids analysis
(human and microbial DNA, viral RNA) by polymerase
chain reaction method.

neither A or B
according Il
IVD 98/79/EC

P-001/1EU
P-021/4EU

PREP-RAPID DNA
Extraction Kits

The PREP-RAPID DNA Extraction Kit is intended for DNA
extraction from biological materials (saliva, urine,
prostatic fluid, cerebrospinal fluid, epithelial cells scrapes
from posterior pharyngeal wall, urethra, cervical canal,
posterior vaginal vault etc.) for further analysis by
polymerase chain reaction (PCR). The PREP-RAPID
Genetics DNA Extraction Kit is intended for DNA
extraction from whole peripheral blood for further DNA
genetic testing by PCR.

neither A or B
according Il
IVD 98/79/EC

P-002/1EU
P-002/2EU

PREP-NA
DNA/RNA
Extraction Kits

The PREP-NA and PREP-NA PLUS DNA/RNA Extraction Kits
are intended for DNA/RNA extraction from biological
materials for further analysis with reverse transcription
(RNA) and/or polymerase chain reaction (DNA). In the
PREP-NA PLUS DNA/RNA Extraction Kit the total volume
of purified DNA/RNA is larger comparing to standard
PREP-NA DNA/RNA Extraction Kit (50 pL) for more PCR
tests.

neither A or B
according Il
IVD 98/79/EC

P-007-N/1EU

PREP-NA-S
DNA/RNA
Extraction Kit

The PREP-NA-S DNA/RNA Extraction Kit is intended for
fast NA extraction from biological materials for further
analysis by RT-PCR (PCR with Reverse Transcription)/PCR
(polymerase chain reaction). The PREP-NA-S DNA/RNA
Extraction Kit is designed to extract NA from biological
materials: nasopharyngeal, oropharyngeal swabs.

neither A or B
according Il
IVD 98/79/EC

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
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P-003/1EU, P-
003/2EU, P-023/4EU

PREP-GS DNA
Extraction Kits

The PREP-GS and PREP-GS PLUS DNA Extraction Kits are
intended for DNA extraction from biological materials for
further analysis by polymerase chain reaction (PCR). In
the PREP-GS PLUS DNA Extraction Kit the total volume of
purified DNA is larger comparing to standard PREP-GS
DNA Extraction Kit for more PCR tests. The PREP-GS
Genetics DNA Extraction Kit is intended for DNA
extraction from whole peripheral blood for further DNA
genetic testing by PCR.

neither Aor B
according Il
IVD 98/79/EC

R1-P023-S3/5EU

MycosoScreen
REAL-TIME PCR
Detection Kit

The MycosoScreen REAL-TIME PCR Detection Kit is
intended for detection and typing of fungal infectious
agents from genus Candida, Malassezia, Saccharomyces
and Debaryomyces: Meyerozyma guilliermondii (C.
guilliermondii), Candida albicans, Pichia kudriavzevii
(C.krusei), Saccharomyces cerevisiae, Candida auris,
Candida tropicalis, Clavispora lusitaniae (C.lusitaniae),
Debaryomyces hansenii (C.famata), Candida dubliniensis,
Candida glabrata, Candida parapsilosis, Malassezia spp.,
Kiuyveromyces marxianus (C.kefyr), Malassezia furfur.
Samples are human biological material (blood, phlegm,
urine, swabs/scrapes from respiratory tract,
gastrointestinal and urogenital tracts, faeces, bioptates),
catheter and endotracheal tube washings, and fungal
cultures.

neither Aor B
according Il
IVD 98/79/EC

R1-H004-23/4EU,
R1-HO04-S3/4EU, R1-
HO04-N3/4EU

HLA-B27 REAL-
TIME PCR
Genotyping Kit

The HLA-B27 REAL-TIME PCR Genotyping Kit is intended
for rapid group-specific detection of HLA-B27 alleles
(major histocompatibility complex, class |, B) by Real-
Time PCR method. Samples are human biological
materials: peripheral blood. These alleles are generally
recognized as a genetic marker of multiple disease
conditions e.g. rheumatoid arthritis and ankylosing
spondylitis (Bekhterev’s disease). Indications for the use:
- the presence of clinical symptoms of
spondyloarthropathies: inflammatory back pain,
asymmetric peripheral oligoarthritis, mainly of the lower
extremities, enteritis and/or tendosynovitis; - as an
additional laboratory indicator for predicting the severity
of spondyloarthropathies

neither A or B
according Il
VD 98/79/EC

R1-P501-53/9EU, R1-
P501-23/9EU R1-
P501-UA/9EU

Helicobacter
pylori REAL-TIME
PCR Detection Kit

The Helicobacter pylori REAL-TIME PCR Detection Kit is
designed to detect Helicobacter pilory DNA in human
biological samples with an aid of Polymerase Chain
Reaction (PCR) method. Samples are human biological
materials: bioptates, faeces.

neither A or B
according Il
IVD 98/79/EC

R1-P028-S3/6EU

BacScreen OM
REAL-TIME PCR
Detection Kit

The BacScreen OM REAL-TIME PCR Detection Kit is
designed for DNA analysis of opportunistic bacteria from
classes Bacilli, Betaproteobacteria and
Gammaproteobacteria that cause nosocomial and
community-acquired infections with an aid of Polymerase
Chain Reaction (PCR) method. Samples are human
biological materials (phlegm, urine, swabs/scrapes of
epithelial cells from respiratory tract, gastrointestinal
tract and urogenital tract, feaces, aspirates, exudates)
and bacterial cultures.

neither A or B
according Il
IVD 98/79/EC

R1-P026-S3/5EU, R1-
P027-53/4EU, R1-
P027-23/4EU

BacResista GLA
REAL-TIME PCR
Detection Kits

The BacResista GLA and BacResista Gla Van/Mec REAL-
TIME PCR Detection Kits are designed for DNA analysis of
bacteria resistant to glycopeptide (G) and beta-lactam (L)
antibiotics (A) in DNA material obtained from biological
samples and bacterial cultures with an aid of Polymerase
Chain Reaction (PCR) method. Samples are human
biological materials (phlegm, urine, swabs of epithelial
cells from respiratory tract, gastrointestinal tract and
urogenital tract, feaces, aspirates, exudates) and
bacterial cultures. Indications for the use: the need to
study a possible antibiotic resistance in bacteria that
caused infectious disease.

neither A or B
according Il
IVD 98/79/EC
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Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex lll (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.

- the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Il section 4).

- the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex ll, section 3.

Our current Quality System is formatted to international standards:

o ISO 9001:2015
o ISO 13485:2016

Corporate Contact Information

Name: "DNA-Technology Research&Production”, LLC
Adress: 142281, Moscow region, Protvino, Zheleznodorozhnaya street 20
Country: Russia
Phone: +7(4967)31-07-64; +7(495)980-45-55
Fax: +7(4967)31-06-70; +7(495)980-45-55
E-mail: mail@dna-technology.ru, protvino@dna-technology.ru
Web: www.dna-technology.ru
Responsible person: Mr. Vladimir Dmitrovskiy
Position: General Director
SIGNATURE : y
Date : 22.07.2021 /
Stamp o el
& ' : European Authorized Representative:
Registered Address:
Obelis s.a.
Bd. Général Wahis 53
B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net
Representative: Mr. Gideon ELKAYAM (CEO)
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

Name: "DNA-Technology Research&Production”, LLC
Address: 142281, Moscow region, Protvino, Zheleznodorozhnaya street 20
Country: Russia

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

Catalogue Commercial
reference Short description and intended use

Name
number

C. diphtheriae Tox Multiplex REAL-TIME PCR Detection Kit
is intended for detection of DNA and differentiation of
toxigenic and nontoxigenic strains of C. diphtheriae in neither A or B
human biological material (smears/scrapes from according Il
nasopharyngeal, oropharyngeal mucous membrane, IVD 98/79/EC
smears from affected skin areas) and bacterial cultures
from this biomaterial by real-time PCR.

C. diphtheriae
R1-P445-S3/4EU Tox Multiplex
R1-P445-23/4EU REAL-TIME PCR
Detection Kit

FAMILIAL
MEDITERRANEAN
FEVER

REAL-TIME PCR
Genotyping Kit

Familial Mediterranean Fever REALTIME

PCR Genotyping Kit is intended for the identification of
MEFV gene mutations (OMIM #134610)

with an aid of PCR method.

neither A or B
according Il
IVD 98/73/EC

R1-H952-N3/4EU
R1-H964-N3/4EU

HHV6 REAL-TIME PCR Detection Kit is designed to detect neither A or B
HHV6 nucleic acids in according Il
human biological samples with an aid of PCR method. IVD 98/79/EC

R1-P202-S3/9EU HHVE REAL-TIME
R1-P202-23/9EU PCR Detection Kit

HHV8 REAL-TIME PCR Detection Kit is designed to detect neither Aor B
HHV8 nucleic acids inhuman biological samples with an according ||
aid of PCR method. IVD 98/79/EC

R1-P203-S3/9EU R1- | HHV8 REAL-TIME
P203-23/9EU PCR Detection Kit

HPV 16,18 Multiplex REAL-TIME PCR Detection Kit is

HPV 16,18 intended for detection and typing of two most oncogenic
R1-P320-23/9EU Multiplex REAL- and persistent high-risk human papilloma virus types
R1-P320-S3/9EU TIME PCR (HPV 16, HPV 18) in human biological samples (epithelial
Detection Kit cell smears from urethra, cervical canal,

cervix) by method of multiplex Real-Time PCR.

neither A or B
according Il
IVD 98/79/EC
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R1-P325-S3/9EU
R1-P325-23/9EU

HPV SCREEN
HR14(16-18-45)
REAL-TIME PCR
Kit

HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is
designed to detect HPV nucleic acids in human biological
samples with an aid of Polymerase Chain Reaction

(PCR) method. Samples are human biological materials:
epithelial smears/scrapes from the mucous

membrane of the cervical canal and the vagina.

neither A or B
according Il
IVD 98/79/EC

R3-P448-S3/SEU
R3-P448-23/9EU
R3-P448-N3/9EU
R3-P448-VA/XEU

SARS-CoV-
2/RSV/Influenza
AB virus
Multiplex REAL-
TIME PCR
Detection Kit

SARSCoV-2/RSV/Influenza AB virus Multiplex REAL-TIME
PCR Detection Kit is designed to detect Coronavirus SARS-
CoV-2, Human respiratory syncytial virus (RSV), Influenza
A virus and Influenza B virus in human biological samples
with an aid of Polymerase Chain Reaction (PCR) method.

neither A or B
according Il
IVD 98/79/EC

P-122-A/9EU
P-122-N/9EU
P-122-P/9EU
P-123-P/9EU

PREP-MB-RAPID
DWP DNA/RNA
Extraction Kit

PREP-MB-RAPID DWP DNA/RNA Extraction Kit is designed
to extract NA from biological materials: scrapes/smears
of epithelial cells from urogenital tract, oropharynx,
nasopharynx.

neither A or B
according Il
IVD 98/79/EC

P-124-P/9EU

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex lll (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Il section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex lll section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.

Our current Quality System is formatted to international standards:

o TISO 9001:2015
e TSO 13485:2016

Corporate Contact Information

Name: "DNA-Technology Research&Production”, LLC

Adress: 142281, Moscow region, Protvino, Zheleznodorozhnaya street 20
Country: Russia

Phone: +7(4967)31-07-64; +7(495)980-45-55

Fax: +7(4967)31-06-70; +7(495)980-45-55

E-mail: info@dna-technology.com, protvino@dna-technology.ru

Web: www.dna-technology.com

Responsible person: Mr. Vladimir Dmitrovskiy

Position: General Director
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European Authorized Representative:
Registered Address:

Obelis s.a.

Bd. Général Wahis 53

B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEOQ)
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