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CONSUETING

Certificate
of EU product notification

Herewith we confirm that

MT Promedt Consulting GmbH
Altenhofstrabe 80

66386 St. Ingbert

Germany

has taken over the function of an European Authorized Representative according to the
requirements of Article 10 of the IVDD 98/79/EC for

1Drop Inc.
A-203, Keumkang Penterium IT Tower.
215, Galmachi-ro, Jungwon-gu,
Gyeonggi-do, Seongnam-si

Republic of Korea

MT Promedt Consulting GmbH has made the product notification at the relevant competent
authority according to Article 10(3).
The in vitro diagnostic medical devices of the manufacturer, covered by the notification, are listed
in Annex I of this certificate.

This certificate does not attest the conformity of the medical devices with the above mentioned
directive. The conformity is stated in the respective product-related Declarations of Conformity
signed under the sole responsibility of the manufacturer.

25 October 2021

N3

Michael Rinck
- Managing Director -
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Orvostechnikai Foosztily

Orszégos Gyboyszerészeti
&5 Elelmezes-cgészsegiigyi Intézet

1138 Bueapes, Szabocs uca 3.
Levicin: 1372 Postafé 450

Tl 436 1 8669500, Fax <35 1635 9480
Emak: ogeigugyel gounu
e

Az Orszigos Gyo

Ugyiratsza OCYEL27646-;
Nyilvintatis szim: HUICAO127646/22
Tarey: Nyilvintartisba vétel igazolisa
Ugyintézé: Pintér Liliana
HATOSAGI BIZONYITVANY
i s Elel Infézet (a OGYEDnevében

elidrva az in vitro diagnosztikai orvostechnikai eszkozokrd! sz616 93/70/EK eurdpai parlament é

tansesi iranyelvet honositd, az in vitro diagnosztikai orvo:
13.) ESzCsM rendelet (a tovibbiakban: R) 7.
(1138 Budapest, Révész u. 1921

eszkoz(ok)

igazolom:

Az eszkoz(ok) kategéridia az ISO 15225:2000 szerint: IVD eszkozok

eszikozokedl sz610 8/2003. (IIL
§ (5) bekezdése alapjan a Clinomics Europe Kft.
adészim: 29301063-2-41) kérelmére az alibbi in vitro
et vitr

Az eszkaz(sk) neve:
. Katalogus/Refersnsia/ | Kockizsti s
Esakoz neve Chomeliotmes | Ko | Gyt ECREP neve
Leopy™ COVID-19 St Medical Tecknalogy
el MMMDIOOT | AlulinsIVD | Meoplne. |, SR Temaee
Teopy™ COVID .
19/FlAF 1B, M2SMDIOOF | AltalinosTVD | ldroplnc. | , Medisal Techuology
9PCR Kit DRO-13) omedt Connilene
Tcopy™ COVID .
19/FAFLBRSV M2SMDIOOF | AltalinosTVD | ldreplnc. |  Medisal Techuology
4PCR Kit DRO-1) omedt Consaling
Tcopy™ COVID
19FRAFLBRSV M2SMDIOOF | AltalinosIVD | ldseplue. | o Megiedl Techaolosy
4FCR Kit DRO-15) omedt Consalting
Leopy™ COVID-19 Aieatinos Madical Technology
MDx it Professionl e300 AlmtinsIVD - ldwoplne. | p o edt Consulting GmbH
1POT™ Professionl 226690 AltlizosIVD | Mdiwpluc. | p Mgl TRty

ZX|0f

203503 QOPEIOL

B&dobdds Ne REG 5 22 00000953
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O™ in vitro By
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@ Lagstorggenmb  BGmdob, IgosEBo  @iggol bOE
Ba%buceg
om0 Ergod s daggbols
35 LsbgemdfogmemsBnfiolio GIHAIEIAIT 300!
epsBels 8ogf Bol JMEGHHEL ©sIIPEBIHIPTIT 35BEIB) AR BsdEanwmdols
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Fluorescence(498-580)
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28.604
25.694
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16.694
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1B an "‘I: 2
Exo-nuclease
5»3]

1copy ™Probe

Signal Reduction
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1copy™BCR-ABL gPCR Kit: 2Hd S/duligiy 2101 M} /DL B

4pg (~8 copies, » 95%Cl)
435 fusion mRNA (b3a2, b2a2, e1a2, e19a2)

2A|7F 263

Total RNA(EY, =4

MFDS, CE-IVD, dtE&2t, Hot5, HIEH

O UyzI A O ey7Y2:NGOH
U 115 37401 CHoHOd

drop gPCR kit7t ddPCR} 7}% correlation0] =2 (R2 = 0.97) =
. x . =/ 0 O H=
YN AJIE: DIHE/ HEEREAHS
1drop vs ddPCR. Patients | 1copy™ BCR-ABL qPCR Kit Log
3 QA vs ddPCR BAt vs ddPCR e
- - : 3 1 0.0000472 0.000000
M F:;szgg'zs y=107x+017 y=099x-02¢ .
2 - . 2| Koo - 4 2| F=-tm 2 0.0068702 0.000000
% 2 s . . -%'
£ ’ Z, . 2 L 3 0.024929 0.000000
5 ‘ = & 2 ¥
- * % 2 : = g v 8
e 3 e g o . 4 0.070189 0.000000
=] e & 50 ‘e z 0 -
S .._t'. = . . e S ‘-.
= 0 . z W < .o 5 7.2802 5.4899
= ’ g - g . -
= g < },". = .o
. s 3 £ = Mg 6 22.8609 369591
o . - . o o0
g -1 oadd 2 % . 2 tar
= .£ - o me 7 71814 77.945
) .
uﬁ.’s 3 3
-2 . -3 -2 - 0 1 2 3 -3 -2 -1 0 1 2 3 8 91.296 130748
,: LY ddPCR Log %Ratio ddPCR Log %Ratio
g 8.954 11.984
-3
-3 -2 -1 0 1 2 3 10 66.868 27.196
ddPCR Log %Ratio

<E|-A|— 7E=|II_I-> 1 90,162 73976
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BCR-ABL fusion gene
Ot
First Line Treatment - geet T 7ks
(Imatinib) 1 Month 3 Month 6 Month 12 Month_ BCR-ABL% - Meist DL EEI0| 2 X{2of dose 2™
100%
10%
Farly Molecular I@sponse 0%
(BCR-ABL 10~1%). . _____ P § 1%
Major Molecular Response
Diagnostics (BCR-ABL < 0.1 ® 0.1%
9 ° Q|2 E A
(o) -
Complete Molecular Response 0.01% -HY HAZ 25 B
(BCR-ABL < 0.0032%) 0.0032% - Jéléd Q_IEI_ .7:."_4_
Y
: Does : 400 ~ 800 mg/day
Therapeutlcs Combination with ogher tyrosine kinase inhibitors
. J

M Baccarani et al. Blood. 2014 Jul 24;124(4):469-71. Molecular response in CML: where is the bar?
“ P > 0.0017%
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1copy™ COVID-19 gPCR Kit

FZL dEo] Zigst 270 StE FHSI ME0 SO F 5529| COVID-19 EIE 7| E 483}

Tcopy™ COVID-19 gPCR Multi Tcopy™ COVID-19 gPCR Triplex Tcopy™ COVID-19 gPCR 4plex Tcopy™ COVID-19/FluA/FluB/RSV 1copy™ COVID-19 Variants Kit
E ' e I
-C
L W_

5 a

e

- = Ce & Ce
o
' Y. “‘3»4 ¢ v, (“}4

MZ IZLIHRO[Z A, I E R AU} HiO|2
A

hdoo|
hdoay
hdoo(

hdoo|

ME IZLHH[O[Z A Bl Ho| el {HXL

= AZLIHO|2A ZHS19 AZLHH0|2A ZHS19 AZLIHO|2A ZHS19 A
= HOIQHAL WY HE 7|IE HRIRHAL HE HEJIE HRIRHA MY HEJIE SE7IMZgettio|2{A [TXt YEHEIIE
BEHEEJIE
5 copies/rxn(SARS-CoV-2 N, RdARP gene)
4copies/mxn 5 copies/rxn 5 copies/rxn 10 copies/rxn (Flu A) 10 copies/rxn
(RdRP, E) (N, E) (N, E, RdRP) 10 copies/rxn (Flu B) (N,RdRp,E484A,N DEL 31/33)
10 copies/rxnL (RSV)
2 tube 1 tube 1 tube 1 tube 1 tube
AZ 3 ZLHHEO|2{ A (SARS-CoV-2) AZ 3 ZLHHEO|2{ A (SARS-CoV-2)
RdRP, E N,E N . E RdRP N, RdRP gene N,RdRp Gene
(Charité procotol) (CDC protocol) e QIE QX HIO[2{A A, B (Flu A, Flu B) 0|3 EfAl
ZEI| M= geHo[2 A (RSV) E484AN DEL31/33
A=A 28 90& 50& 50& 50& 50&
PCR =&t (LC480 Quantaudios, CFIS6 (LC480 Quantaudios, CFIS6 (LC480 Quantanudios, CFYS6 3 3
XI_ ( ( d ( ( d 1 l d H H
SH Roter-gene, ABI7500 ,GTOWER3) Roter-gene, ABI7500, gTOWER3) Roter-gene, ABI7500, GTOWER3) (QuantastudioS, CFX96, ABI7500) (QuantastudioS, CFX96, ABI7500)

FDA-EUA, MFDS, CE-IVD
= 14715 A7t

=LH 517} (MFDS), & 23 (CE-IVD)

=gt 97i= S 7t

=i 517} (MFDS), & 23 (CE-IVD)

=g 1745 A7t

2UY| 8|7} (VMFDS), SIS (CE-IVD), THE|Y

1]

b

LS 7(MFDS) &=
SIS (CE-IVD) MM etz
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35
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. OTO
(2 PCR 20~302) (28t PCR 1952] ) x,r 18] 8% 712
ST AL =H| 28 #HE2 Hands-On-Time A
20| MEFYUZF PCR

K= Pipetting 2 &
dY F a3}

gk rjo

/HH
H]

Ho >
Of rIO
r.I:J.

ofo o
nX [0

\
i
¥ b

COPYRIGHT(C) 2022. 1Drop. All rights reserved



Lab. On a Smart-Phone | ADOFEZE QO] ZAA

M= mo|=cfel

o

C &2
—

o

HMI|=S HIZ2E o O}

M 1drop

W& ofd

il p e
&40 OF
= ~10
sdETdudy
HEZESE2 COVID-19
ET
COVID-19/FLU/RSV
Hed 2= HPV
HBV/HCV
Malaria, dengue, zika
EGFR
Y BRAF
CTC

29/51



I

M 1drop



Lab. On a Smart-Phone

AOFEE Qo] HAMA

Glucose

REPORT GRAPH LOGBOOK

‘ TODAY

‘ 2020/03/20
Low ((inRange H

10705
L
Highest

In range

M 1drop

Smart
A ALRMS WO U T Kl4dt ADIEE O{Z2|H0|M ASoZ H
B|SIBIME 24|12 HLR2|7} 7Hs

Affordable

2o 57|7t ER8l0| 48 ADEEI; XM RA7E HO|R M=

340 HO AlAH XXSF A Ol
g2l d22 €4 5L = US

Expandable
ADIEEO| ¢ OIO|E BIO2 ALZRITL 28 SHEBS FI1E + US 23
SRNEERETEEEREE



Lab. On a Smart-Phone | ADOFEZE QO] ZAA

M 1drop
1drop™ THdHtgte| &8 M

o748

AOLEE,

Backcover

06 43 TE718 201517}, S HASHS Y

T HL- O

3= 7|01 =‘#LH °|/017f | = (UA,Glu)

2H L gE=2E 5= =3

1O

SOl L QA = =X MA
-I d rOp L|p|d TC

ol L £ S AHE ST
Sof ||| ZEGhsr =X
PP Gluco i =




M 1drop

Pl

OrEE ool At

A

Lab. On a Smart-Phone

ATHA|

3EHA

2CHA

1CHA|

o c
=

It
—

g Qo) 2

tE

o
=
A0



Lab. On a Smart-Phone | ADOFEZE QO] ZAA

1drop™ 7|=

712 1 o " Q_HeZ22 Hj0|2HIA]
712 2 HENEETH_JE ADEE 7t SSHAIE E8ols 7I&

Light transfer pathway
Reflected light

Light guide plate ~ Membrane SELTCEL Phone

/ Cover

Flash (Light) Camera lens e

M 1drop

(HzT + 3

RBC
(=3
8
(B, QA SAHZ, 7|E)
=
U E=+13 -2
O=2 o 74



M 1drop

Lab. On a Smart-Phone | ADOFEZE QO] ZAA

1drop™ HIO|MIA HE

1drop™ Hemo 1drop™ UA 1drop™ TC 1drop™ Glucose
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T
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Ut o o R

o|o| x| Wrop drop

=ZE™S=E Hemoglobin Uric Acid Total Cholesterol Glucose

Cat no. H18190 U18190 C18190 G18190

ZHES 5-25 g/dL 3-20 mg/dL 100-400 mgy/dL 50-500 mgy/dL
AlZt 15% 15% 60% 15%
SEME 2HE
HEL 4 e
Mo 96.3% 95.0% 96.8% 97.0%
IS MFDS,CE
R 1~30°C

o577t 1270
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