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TY 9398-033-27428909-2009
Kar, .Ne 443
Cepus 290924
Nara waroroenenns 02.09.2024
fodenndo  09.2025
PE3YJIATATH KOHTPOJIA
,h:& Hasmenobanue T e Fesy.rwra'r.n.n
a/m| noxasarena | ROUT PO
I.  Bewsuaun — | axon (1,0 r) - nopowok Geloro ik Ceporo useTa
| .
2. Vxcycwan kdcnota (50%) — 1 ¢nakon (100 mnj - npospayHan GecuseTnan KuaKocTh
3. T'unponepur — | ynakosxa — Tabnersy Genoro usera
4. Lunk ykcycHoxneantit (2 %) — 1 dn (100 mu1) — Gecusernas onanecumpyIoman
: Cocran HaBopa W L
1 BHewHui BHA 5. Pacteop Jlioroas — 1 quiakon (50 MA) ~ HAKOCTE KEATO-KOPHIHEBOrO UBETA CooreercTyer
PEATEHTOB 6. Peaxtus Dyiie - 1 duakes (100 M) — ¥HAKOCTL KEATONO LBETH:
, 7. Yxcycnas kuciora (30 %) - 1 gnaxon (100 mn) ~ fipospayists SecuBeTHAR MHAKOCTD
' 8. Pacreop cyaawa 111 (0,2%) — 1 dunaxos (100 mn) — KHAKOCTE OPANKEBOro UBETA
! 9.  Menienossiit cunnli (2%) ~ 1 gunakon (20 MA) ~ HKHAKOCTH CHHETD LBETA
i 10. Fanuepun - | dnraxon (130 r) - npospasinag GecuBeTHAY KIIKOCTS
; n . ", :
| JI0R0MHTRNLHAA PERKUNS HA KPOBL nacr 3cuen{13}e HIH CHHE-ICNCHOE OKPALHBAKNE B Coowercrives
: TEUCHHE NEPPLIX 2 MBI,
: 2. bunupyGuH ¢ peastupom Qyuie 22T JeREHOE WK 3ENEHOBATOE OKPMUKBAHNE. Cootsercrayer
i 3. CTepkoGUAHH ¢ PacTBOPOM YKCYCHOKHCNOND UMHK:-H PacTaOpo:- JIIOrons AgeT jeneuyio| .
| ; o ; CoorsercTave:
| QUIOOPOCUSHLIHIC, BUAHYIC Hit TEMHOM done.
4.He bHbU ' Ka
ATPaNLHbUA XUP W KANAH KHPHLIX KHCAGT NPH PeakunH ¢ cynanam 1! oxpatnneaorc Coot S
Okpacka B Opamxensifl 1peT,
5 INEMEHTOB 5.11pn oxpacke © METHACHOBBLIM CHIEHM KAfUIH XHPHLIX KHCIOT GKPALIEHS B TOYGOH Wik CBoTh GO
{(MmuKpockonmiecko _ cHHuh user. s i
e HCCNEROBANNE) 6.Mcnonviosanne cauuepra 04HUDET OT HakTCPUi % KaANOBOro ACATPHTA Miiug
FENLMHHTOB, «MPOCBCTAACT PENAPAT M NTOMOraCT YCTAHORHTE NPHHANNEKHOCTE Cocrasrirayir
obxapymenmux A, Npn 0GHAPYXENHH AL FeAMHNTOB HEOGXOAHMO NPOBECTH R e
cneunansioe uecaenonanne no Karo. )
7.Tpu Harpesansi NPenapaT Kaia ¢ YRCycHol kucaotoll (10 kunenns) raniGru 1
KPHCTALIL! MBIl CAAABARIOTCH B KATUIH NOCAE HArpesa (10 KuneH#s). VKeycHan kHeaota CooTeeTcTyer
PACIICTLIACT MLETA M OCBOGOAAACT AHPHBIC KHCAOTS, KOTOPBIC NAABATCH, OOpasyn Karuiu.
Aara: 2 centabpna 2024 r.
Hasannuux OTK ﬁ Hramn OTK
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000 «MEANAKOP C.-M.»
194100,r.C-NeTepbypr, yn. A.Matpocosa, A.4, Kopn. 2, AuT.N
Ten./cakc (812) 295-87-55, 646-72-23

AHAJIUTUYECKUMA ITACIIOPT

Ha6op KOHTPONBHEIK pacTBOPOB OEIKOB MOYH
«bM-kouTpoas-III'K»

Koa OKII 93 9816
Peznicmpanuonnoe yoocmosepenie Ne dCP 2010/08997
TV 9398-269-52208224-2010

Kart Ne 04.01.03
Homep cepun 07 - 24

Cpoxk rognoctu go: 05.09.2025 r.
HA3ZHAYEHHWE
Habop koHTponEHEX pacTBOpoB GenkoB Moan « BM-kouTpons-TIT'K» npenHazHaueH Ans

KOHTPOJIs IPAaBUIBHOCTH H BOCIPOU3BOAUMOCTH Pe3yJIFTATOR OIPEJENICHNA KORIEHTpaliu
OeNKOB B MOYe C MUporaxionossm kpacusm (TIF'K).

COCTAB HABOPA

Habop «bM-korTtpone-III'K» comepkur 4 ¢pnakoHa KOHTPOJIBHEIX PacTBOPOB OelKOB
MOYH ¢ YETHIPEMS YPOBHAMH KOBELEHTpaUuH 1o 2,0 M
Kontponbhsiii pactBop cogepyxutr 70% ansGymuua u 30% rmoGynmunos,

Pesynbmambi KoHmpons
Haumenosatiue CpedHee 3Haverue | Jonycrumbiil
uHmepean
1. BHewsHni Bna lNpo3padvHasn
6ecueeTtHan
KUAKOCTb
2. KoHuerTtpauna 6enka, r/n
Ne1 0,13 0,09 — 0,17
Ne2 0,47 0,41 — 0,55
Ne3 0,98 0,88 — 1,08
Ne4 1,42 1,28 - 1,56

Cpok rogHocT -12 mec.,
Temniepatypa xpanerus 2 - 8 °C
ITocne BckphITHA r1akoHa PaCTBOP MOMKHO XPaHUTH 14 mHel.

Havanbhuk oTnena
TeXHIYIECKOTO KOHTPOJISA _ ﬁ _ Kpacnononsckas E.B..

« 05» ceHTsOps  2024r
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COOTBETCTBYET TPEBOBAHMﬂM
FoCT I1sO 13485 2017 (ISO 13485 2016)

Beoinan Ha OCHOBAaHUH pemenua BKCHepTHOH xomnccmi, = ;'z.f*:‘"
IPOTOKON NO POCC RU.04Ub® 1 OC23.0000308I1 ot 30.06.2022

A.B. Apenaaps

RERHIHATE, Gargoi

A A. Akumos

HHHITRIEL, hantiiinn

! , ) Th iy mammpaﬁmsmmmum:mmmmmm- B wio Gyaer BCH
03 KOUTHoMM opiana 00 cqmuhaa o cucTesm oG poBoILHO vqmnﬁmuun cdlpmﬂn('muap‘m ] mmmmrm LR




_. " BOJIb] -.--EPTHQHRAHH‘W““G?
«HPOMTEXCTAH}IAPT» -

-.N'a POCC RU. 32001 04%313@1 B eanmom peecrpe 3apemcmnposau m,u cHeTeM mﬁponmmuu cepmq)mnun
HA NPUMEHERWE SHAKA COOTBETCTBUA CUCTEME! AOBPOBOABHOR CEPTHOUKALMM .npomzxc'r_wmﬁf.;.f

2. KO [ . om No 35, &opch I '.':m'rcpa A. Z-H, o&imcc!

2&649\-‘9_‘-&& cmali infor aesscrtm e

A
GGHDB&HHH cep'mei? 1
Hacromuee paspemeﬁue npe.qocrasnne'r I"I]IHBD anMEHEHHﬂ
3HaKa COOTBB‘-’I'CTBHH CHCTEM bl ﬂOﬁpOBORbHQH cep’mcbu Kauuu €
| « nPOMTExcmHnAPT»- S 4
npu Mapknpam:e ﬂp(mylcuml, ApH oxaaamm paﬁm.' (yc:rryr), Ha ﬁﬂaﬂmu 0praﬂmauﬂu, 1)
B pemamno-ﬂnqmpmauuoaﬂux Ma'repua.nax, T[EHATHBIX H:maﬂnﬂx, BBIBECKAX, >
BbICTABOYHBIX CTEHIAX H T.A., Ha CanTax opranmauﬂu B CETH HHTepHeT, .;’";_,
B COOTBETCTBHH C NPABHAAMH NPHMEHEHHS 3HAKA COOTBETCTBHA _?'i;___
CHCTEMbI noﬁposonﬁmm capmdamunn ”ﬂpomTexCTaHuapT"

~A.B. Apenaaps

HIIIASILL, st

A A. Axumos

HEHHUPANEL, (aMTUTHA

S i b !.hcwmmﬁ orp‘rm)m-:n an:muu

Ry Ofin HEIET OPIINEE - : mmmpmismrw € BRIGICY K FAOHILIM CTRRIAPTOM, W10 Y401 1A
3 maknmpqnmopnmmuqm*um!cmwwﬂpnmnm Py «[Ipqsﬂex(. PF M oA : IPH Doy ML ESRCED, 05




AT

JHH
P

/‘\ /’\ //‘\ _.-\.\:

NN

PO ‘e:RU 320&1 0AUBDLOC23
TBEHHOCTBIO «EBPAE.MCKPM COI03 CEPm«mKALmH»

'?y:mltﬂ@:lemlb R, 70M No 35, koprtyC 1, mrepa A, 2- H °¢"C4

m-'wﬁm nﬂ'a@menm

_A.B. Apennaps

BPOBOJTH -.'-.._-EPTHmHRAuWHOi”iB?’
«IIPOMTEXCTAHJIAPT»

' .N‘« POCC RU. 3200] 04315‘@1 B emHoM pem pesapeme'rpuponauumx euc'rem loﬁiwso.nmou cepmtbm{mnn !

NN W N N
A, NN, N s

THPUNAIE, fAMICTHA

A A. AKuMOB

TERTHATHE, Gasa LT

W, w10 By 30T waNo e




POBOTTLE CEPTH@HRAHHJH 011'7164_“.&?{5;,
«HPGMTEXCTAH,H,APT» o i

POCC RU 32(}01 MHE@] B CAMHOM. peet'rpc 3aperncmuponmmx cuc're\: nﬂﬁpdnmmou cepmtbnmlm :

CEPTUGUKAT COOTBETCTBUSA SKCNEPTA

Pemcmmuommﬁnamepi’()cc RILMPIB@'LO@SWZIB

__ 29%2025 >

THOCTRIO «EBPA:MZC}G@& coroa CEPTHQHKALIHH»
empﬁ;gt -ymnm Owemlbm}ra, a0M st 35, mpnyc 1 mn‘epa A Z-H OIIJHC 4
e @M}mﬂx%-wm infol@essent ry: i

A.B. Apenaaps

WHHEHATE, QraMimin — — -

AA. AKHMOB

SRATE COCTOHmE. B0 REMBIX pﬂnru

cranaprom, aro Gyaer

TTHHEHDIRE, m {hii:i




«IIPOMTEXCTAH,[[APT»

N POCC RU.32001 04HE¢I B e,muw pe{rrpe 3ammcrpnpnkanuux cuc'reM ndﬁpﬁnmmmﬂ cepmdlmmm 5

poMTe,

o

CEPTUGUKAT COOTBETCTBMS SKCTIEPTA

Pemcrpanuonﬁmﬁnemep POCCRUMMB(DIOCZSOOO?ZZB

- 29.06.2025

DARHICHHOR mm«ﬁapmcm COIO3 CEPTHOHKAITM,
=lletepbypr. ymima Oero [yn . 20M No 35, xopnyc 1. m'mpa A, 2—H, oc}mc 4
7 /@3 -93*&651&&1, infoi@essertim

& 5 BbmaH ‘Ha OCHGB&HPIH pemeumméﬁmoa GM‘PIOCHH., S
/ : = ﬂpo'rolcon No POCC RU. O4I/IB(D1 0(:23 eoonzm 0:1”30 06. ?.GZD =

" 33pemc*rpnpoaa}r B peecrpe amnepms cﬂcremm_noﬁposo

A .B. Apennaps

CEPTHQHRAHMUHTI% :

_)bHOH cep'rmbnxauu _.-_-ITpOMTexCTaHnapT“. :

MHHIDIRL, GaMIETHE.

A A AxumMos

ML, asnunty

! — g
:mwm W B murmmt nm;uram mwmmm, o ByAeT BaXOHTLCR
d’!wu‘fﬂf‘ THOR P 1]




«HP OMTEXCTAH,Z[APT»

'._N‘n POCC RU 3200LU4HB(D1 B e;mum{ peccrpe 3apcmt rpﬂpﬂBaHan cHerem noﬁpanmwnu cepmq)mcmum

CEPTUGMKAT COOTBETCTBMSI SKCMIEPTA

Perncrpansonsbii momep POCC RU.04MBD1.0C23,0007235

_,-HDC@RU 32091 94P[B<DI OC23 )

&l ’ OTPAHIYCHHON OTBeTCTBORHOCTLIO. «(EBPASHHCKII COI03 CEFTH¢HKAL[§%>

192239 mmncaggrﬁempuyg; yimua Onero. mqa. A0M Ne 35, kopny¢ 1, :mTe;;a A. 2-H oqmc 4
o S {812}‘349‘9338‘8‘%!!15&* mﬁlﬂfmnm es

PyKkoBoguTens oprama KB A

IR, asoe

AA. AKHMOIBI

HETTIHAT, l*.l' INFTIS

] cocronme : -pa&nmmnﬂamc“ ey "--ﬂirg-' . trvo By ner MTRCH
cncT e ! 1105 i «lpowTexCranmpr u nogney FLCH A PO :

< E'PTHcDHRAuI»F\HO““GG

TGN

N




CHCTEMA 11-; BONGLHOU CE TH@HRAHWHWTIG‘T
«IIPOMTEXCTAH,IIAPT»

Ne POCC RU 32001 04HB¢DI B e,r;uuom peecme 3apemcrpupnnanum cucrem noﬁpmmm,lmn cemeananun o

e - CEPTUOUKAT COOTBETCTBMS SKCTIEPTA

ATl
IHHHIII

c_m'pangﬁmoﬁ errmmcuaocmo <{EBPA3PMCKMI71 COIO3 CEPTHOHUKALIW

fi Igzmg"'mppnca‘msnmpﬁyﬁ vmma&rscxo ,E{ym'ia,now .N'e 35 Kopn)cl .rmmpaA 2-I~L oqmcd,

A.B. Apennaps

HHATHUTEL, daMITTHE -

A.A. AKHMOB

BT AT, dasguiig

i T B EOOTBETATH : IO, 10 yaer waso T
CepTUgm (TTPONT eSCTAIIIBT B HOAT B FbE HPH IROXOKIeAIm CoeromOro

T RNTONTONT NN AN INTN WA AD <OTEAOH: Hotwns 10317 el SN NN NN NI NI NI NGO TN NN N

VAN NN AN NN




CHCTEMA JIOEPOBO _--_Ho 8 CEPTHMHAHH‘EOH”GS |
2 «HPOMTEXCTAHHA_PT» S
J\ﬁz POCC RU 32001 04[!5@1 B emutm peecrpe mpcm(:’!]mponaum-!x cucre-u rmﬁpono IBHOH cep'mq:al.aumt

NN
!

HPMAO)KEHHE Ne1 .

K cepmcpmca'iy coame'rcmm No POCC RU.4UB®D1,0C23, 0900308 SR
(mae'mx Hmmeuou qacrt,m cep*mtlzwmm mmewmns) S

S DR IIBOTO0 Lo Set S
octeio KEBPASMICKHI COI03 GEPTH@&{AJMH
s, 10w No 35, xopaye 1. e a A, 2~H,mjmc4 .

OKB 2.
21202 npo

A .B. Apenzaps

MM, damiTia SRR

A A AxUMOB

FPHPFILERT, R

TR obsgract o . " : 3 . ummsmvu\tﬂmtummm AP M, T0 Gy et on
g mmmmowmwnwu‘mmmrmmpmm’mm‘mquucrmmmn i vennpn,' s CRCTOARGID 1 o

X " F
" N N W ~ L —




AO «OKOnaby

ITACIIOPT Ne 168
Ha6op pearesToB ANA AHAJIA3A CIIHHAOMO3N0OBOM MAXKOCTH
«Knarnka - CM»

's
Hata wsrotoenenns 2024.06.27

Cepns 05724
IMacnopt Beimas  2024.06.27
Ne HaumenoBaHHe Tpebopauns PesynsTatel
/i MOKA3aTeN TV 9398-100-70423725-2008 aHamsa
1. | Bueurmii Bug
1.1. | Pearent 1 — peaktue CaMcoHa IpospadHad XHAKOCTE KPACHOBATO-(HHONETO- CooTBercTRYeT
BOIO 1IBETA
1.2. | Pearent 2 — ¢eHON BeclpeTHEIe KPHCTAUTEI Had Gemas kprctaiwt- | Benas kpuctaiu-
geckad Macca qecKat Macca

1.3 |Pearenr 3 — kucnoTa cynbpocampno- | Bempili kpHCTALTHIECKAN MOPOMOK CooTBeTCTBYET
Bas 2-BOJHAA

1.4 | Pearent 4 — HaTpHit cEpHOKHCBIH BecupeTHEI KpUCTAUIHGECKIE OPOIIOK CoOTBETCTBYET

1.5 | PeareHt 5 - xannGpoBOTHLIH pacTBOD IlpospayHas XHIKOCTE C XKENITOBATHM OTTEH- CoOTBETCTBYET
obmero Senka, 10 r/n KOM

1.6 | PeareHT 6 - aMMOHHAI CEPHOKMCBIH BecuperHeie KpHCTADIN, B Macee Genoro mpeta | CooTBeTCTBYET

. | TexamgeckAe XapaKTepHCTHKH

2.1, | OmTHYeckas WIOTHOCTE PacTBOpA peak- 0,500 0,817
THea Camcona (1:500, Boga npu A =540
oM, 1,0 cM), ef. ont. UL, He MeHee .

2.2. | HommunHocTs PearenTa 2 ITomytaerue ¢ KJIP obmero Genka CooTBETCTRBYET

2.3. |HonmeHocts PearetTa 6 Momytaenue ¢ KJP riobynunon CooTBeTCTBYET

2.4. | CooTBeTcTBHE KaNHOPATOPa KOHTPOJIL- 10 1,0
HOMY Ha00paTOpPHOMY PacTBOPY OOMIETo
Genxa, 10 r/n, % oTknolcHHs, He Honee

3. | [MokazaTesau NpaBWTLHOCTH ONpeAcIeHns

3.1 | YyBCTBHTEJLHOCTE, I/ He Oonee 0,05 0,048

3.2. |TecT ua «WIHHEHHOCTEY B AHANA30HE 10
xkoHueRTpamutt ot 0,1 r/i go 1,5 r/n, %
OTKIOHEHRA, Ke Gonee
0,1 o/n 2,0
0,4 t/n 04
0,6 r/n 4.8
1,0 t/n 02
1,51/n 13

3.3. | Tect Ha COTKpEITHED, Y OTKIOHEHHA, HE 10
Bonee
0,5 r/n » 20 |
0.8 r/n 0,32

3.4. | Koaddumenr sapHaipu, % e 6oree 10
0,6 t/n 4.8
1,0 r/n 0,2

3.5. | HomycTHMeiit pa3Gpoc pesyasTaToOR IPH 10
MapanelsHEIX OnpeciieHiax oHoit == 3,0
1poGEl PazHEIMH HAGOpaMY OiHO1 Ce-
puit, % He Gonee NS AN

3.6 |Oxpacka anep neiikomHTOB TeMHO-PO30BBL KIH/KPACHORATHIH IBeT <\ PRCHOBATLI IBET

3axmodenne: HaGop cooteerctayet TpeGoparmm TV 9398-100-‘?0423?2’?%0’08 2y BKO s

TCogeu no  2025.06.27

XpaHUThH H TPAHCIOPTHPOBATH [PH TEMIIEPAType
paType no 25 °C He Gonee 20 cyTok.
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EC Cer“ﬂcate TUVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.:

Manufacturer:

Products:

HL 1038121-1

MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Diren

Germany

Products for self-testing
- Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex 1V, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Report No.:
Effective date:
Expiry date:

Issue date:

1106581-20
2022-02-16
2025-05-26

2022-02-16 g .

TillystraRe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.

Page 1of 2




EC Certificate TUVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,

Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

101 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Diren
Germany

102 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Duren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

_ >
18pynged

ipl.-Ing. SverrFoffmann

TUV Rheinland LGA Products GmbH

Tillystralle 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 2 of 2
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Urine Analysis
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The technical maintenance training course
-NAGEL GMBH & CO.KG
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intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of:
0089217-01

M Ed ica co rpo ratio n Initial Certification Date:

2019-04-19

(FIN F002402) Date of Certification Decision:
2022-03-24

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States Certification Effective Date:

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Certification Expiry Date:

has been registered by Intertek, an MDSAP recognized auditing organization,
2025-04-18

as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; e DICAL DEVICE SINGLE ALDIT PROGRAM
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

60 13 485.‘20 16‘

Qa’"n pa\°‘\
Canada: Medical Devices Regulations — Part 1- SOR 98/282 FIC ™

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) lntc.\rtek

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act

The management system is applicable to:

Design, Development, Manufacture, Service, Installation and Distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis

Calin Moldovean
President, Business Assurance

and management Of cancer, immune status, disease status, autoimmune Intertek Testing Services NA, Inc
, .
status, cardiac markers, protein metabolism, endocrine disorders, blood 900 Chelmsford Street
analytes, urinalysis, blood gases. Lowell, MA, USA 01851
Crigds
it
'i;,@a#.{
HEge: X/
[E] g
In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This
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MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
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Cepmugpuxam coomeemcmeus.
HacToswuii cepTuduKaT yA0CTOBEPALT, YTO OpraHu3aLms

AO «BekTop-bect»

Poccuiickaa ®epepauma, 630117, r. Hosocubupck, yn. Apbysosa, 1/1

noatsepauna cootserceme Cuctembl MeHempkmenTa Kauectsa TpebosaHuam

ISO 13485:2016

B oTHOWeHUM 061aCTU AeATeNbHOCTH, NPeACTaBNeHHON HIXKe

MpoeKkTuposaHue u paspaboTka, NPOU3BOACTBO U peanusauyma MegULUHCKUX
usaenuii ANA AUarHoCTUKK in vitro (MPA, NUP, kKanHnyeckasa 6uoxmmus)

MoppobHoe onucaxme AaHHbIX Bbiwe cm. Ha http://www.urs-holdings.com/logos-and-regulations

«

é% Om umeHu mMeHedxcepa no cepmugbuxkayuu
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Ecm Aavmarn ion com

, O M L i ot d o
URS AeareTcA sperom United Registrar of Systems (Holdings) Lid, United House, 4 Hinton Road, BH1 2EE, UK. P it Howmep KOMNaHu 5298465

. Homepcepinfukata 209535/A/0002/UK/RUS
Hauyano cepTudMKLUOHHOrO Homep . [ara OKOHYaHWA CPOKa CeprndKauNGHHbI LKA
uuKna BEpCHM aeicTena ceptudmkaTa P H
~ 050kmA6pA 2022 § 1 04 ok1A6pA 2025 1
Homep MNepsoHa4anbHaA aara eeiNyCcKa
[ara pegakumm peaKLMM ceprudmKara Homep cxembl
 06oKTA6pa 2022 A 05 oKTa6ps 2022 He npumenserca



ZAO “Vector-Best”

it Rev. 01 | v=srem ZAO “Vector-Best” Rev. 01
o~ #%_ml.% i ... EC Detlarationofconformity | Pasciofd ! . 1_ wE/E, SITA [ EcDeteion of conformity. Pagotoid [
S JON 1) Bt st 2 mﬂ DmO_LPmb._._OZ Om OOZ_,..O_‘AE:{ Product name .n_oamzogaoa data REF
o i = R R e i e e . T m_w...wm Wit for ..nmﬁ:a_awao s _.mz_ e > i s
: : “JELISA kR for quantitave and  qualitative |
2 |Vectonsp A1g6 delenmination of G t hepatitis A vinus, Do3s2
............ ..m____._#m_sm:ﬁ of ._P::mx 1 D...mﬁ.&n omﬁw..mo 2 Mu Onﬁwmq ._wmw Emwa.:m in vitro diagnostic 2. {Veciohep TTV-4gG ELISA Kit for determination of [gG ta TTvirus - |- D-0B0Z2
medical devices.
4 |Vectohep E-HgG m__.._cw» kit fordetenmination of 19G o hepatitis £ o o0 |
_____ — e L = 5. |vecwnepE-igh ELISA. Kl for deterinaton of lOM10.hepatlls €1 1, 1959
9,:2 nmsnﬁ = amsomm oxoms _pz_._mx Vo : et B T A oo A DS =
il s el Sl C o WIS EROMEN By i S SO = Lo g AP CEVICE S B S snek-iliana ™ — — —— =~ e X = ELISA ki _for_detemmination . of .15 to. :wn_mgmlm.. vl oy
self-testing devices) B | Vectohep GHlgS——+ R 95 D-1252-
ELISA %it for determination of 19G _o !aoﬁ_sm
Annex lll (not including seclion ). e qlomeBestiol | porretiosis agents : D-1452
8. |LymeBestigM ELISA - kit mqo_. detemmination of tghd 10 infectious D-1454
Manifaciuer ZA0 “Vector-Best” 9
Address: AHC, Koltsovo, 9. |RecombiBest antipalidum-gG m...@mqﬁ_._, 48 for, damamination, of G 0 TEPonemiayd. .oy
Movosibirsk mbo.o.... mwommo _ﬂ_.am_m P
...... . .. ,.._.m_ .L.wwwﬁ umunoma i A . An_ mwnnacmmwm.ﬂ.&vm-_ngf ELISA it for nm,o_..._._% oq 38. w_..ﬁon.mm ‘w0 _u.mmmm.. :
Fax: +7 (383) 363 3555 = Hotal antibodies™ ~ITreponema pakdum D
1 RecombiBest m..c_umsa_._.._._. ELISA kit for determination of _m_s to ._..,moo:m.._.ﬁ O-1858
“Llgh-. pallidum S Y % I !
£ authorized r entative: Bioron GrnbH, 12 RecombiBest antipatiidum- ELISA it for detenmination of otal sntibodies o B-1857
Rheinhorststr. 18, D-67071 " total antibodies Treponera paliidum
Ludvigshafen, Germany. ; ELISA kit for determination of 19G to herpes simplex
tell: +49 (0) 621 5720 915, 13, {VecoHSV-1.2 - 196G virus types 4 and 2 D-2152
fax: +49 (0} 621 5720 916 5 .
©} 14, | VéctoMSV - oM Mﬁhxﬁﬂ.uﬂwmﬂﬂgoﬂ_mgs_ﬂmﬁmwg@_ﬁ D2154
15. | VectoHHV-8- Ig6 gwﬂ nm_m:_..._..mﬁo_._ of 195G 8 husman :ma.@m D2160
16_{VActoHHV.6 - 1gG m:ggwsgﬂmaoaa_mosgaﬁ::ﬂwﬁ P i
17 Ureaplasma urealyticum — ELISA ¥t for determination of 1gG o Ureaplasma 02254
© {IQG-EIA-BEST ‘ureafyticum antigans
18. Ureaplasma urealyticurm — m_._m.»._ﬁ for aﬂm.._.___:mmo_.. of 1gA to Ureaplasma D-2258
Date: 2013/0412 Murat Khusainov I9A-EIA-BEST urealyticum anligens :
General Director ZAO «Vector-Bast» 19, | VectoParotitisHigl ELISA kit for determination of IgG to parolitis vious D-2602
20. | VectoParotitis-igM " | ELISA kit &r datermination of IgM to parotitis virus D-2604
21.  ToxacacalgG-EIA-BEST m__hg_wwsi far| detorminalion of GROACKICHIH, . ooysy
f ; Oummﬁ._..onn_._wmmmm — laG-ElA- ELISA kit for determination of IgG to au_w__uo-ﬂ.swm_m
= |2 {eesT antigens D2352
23. | Echinococcus-1aG-EIA-BEST | ELISA kit for determination of 19G to Echinococous| D-3356




ZA0 “Vector-Best” |

| veor Rey. 01 — ".
. Bew. @ ZoTo AQ “Vector-Best” Rev. 31
| BIEIS/TF EC Declaration of conf | et | s Z |
.............. i / = _EC Declaration of conformity _ _uumn-—a: i _ M\I.N\I@'.M\lq .. EC Declaration of conformity. Pace 3 of 3 _
_ antigens _ ;
i ] - ELISA kit far deteqnination of concentration o
ca laccais oo oozt ELISA kit for detemmination of _mo 1o Ascars 46. | Fermitin-EA-BEST | femitin - : b i
e e e L | Siraisout 'EERSS—— i B ELISA it for detenmination of scoacentration:of total
e T e e —— it for determin g PR
: i T T T ELSATK Tor detenTunation ofscr L ol
25. | Lambtia-sativodies-E1a-BEST Wf:._m_w.mﬁ m..ﬁm %.”Ma._..m”_a: of _mm _az and _m.» o 47 | E total-EIA-BEST 19E :
. ELISA kit for determination of concentration. of 1otal
il A-B662
26. | Lamblia-IgM-EIABEST ELISA kit for determination of IgM to Lambia 48. |19G total-ElA-BEST 19G
£ e - — ELSA on of tolal
o7 | Lamblia-antigan-EIA-BEST mCmap kit for determination af Lambtid anfigen 0. 43, |igM 10tal-EIA-BEST. el tImn R Y, - - -7
9 . 1ghh
i 7 Helicoiacter pylori-CagA- ELISA kit for ‘determination of “total antibodies “ta|* ELISA kit for determination of concentration of total] - oac—
26. | antigen-EWA-BEST CagA Helicobacter pylori 50. | 104 total-E1A BEST _n>m> A-8066
TRy S ; ELISA kit for determinafion of no_.ﬁm_.&ﬂ—._o: of ; ; & noanmaz,m___o: R —
e 29 ATSHEABEST v ipiyroigestifilating fiomione - iz a0 ks e e 1. L Gammak|nterermnEIA-REST. nﬁam:m»mﬁimmaqaﬂmméﬂeg St LS T
S St e ! L — e A
30| T3 total-EIA-BEST e . 53 |1 n. KA EhBEST mEm__p_._rn ~for—determination--of-—-concen n--of. 8754
: A ELISA kit for determination of concentration of total of concentra q
31| T4 5tal-EIA-BEST | thyroxine = 153 | Atpha TNF-EIA-BEST | hm___w_w> kit for %Mﬂ:meo: : tion o ABT56
L EUISA kit for determination of antib ntration m ;
i g TR CEL BEST: concentration 1 thyroperoxidase o 54, | Afpha-interferon-EIA-BEST m_:_w> .a_ maq vt Lty i O asTse |
5 1
. et ELISA kit for determination of concantration of it for determination of concentration of
. 33 | PAPP-A-EIA-BEST pregnancy-assaciated plasma protein A 55. | intereukine-6-EIA-BEST m__.__.»._%_wc%m.mq Ly A-uree
. | Mycoplasma hominis-igG- EHISA kit for determination of [gG to Zu.oo_u.mw..:m i d ralion of of| S
34 | 1a-BEST hominis : 156 interteuine emansT — | FHSA WA for_detemi L L SN
Mycoplasma :o_...___.__m._ub ElA-|ELISA kit for determination of IgA to §8u_mm3m . : kit far nﬁm.:s:wco_.. oq B:omaﬂag of
135 |BEST hominis 57. |ProcalctoninEA-BEST . [EUS S 99 A-9004
Mycoplasma prewmoniae- ELISA kil for determination of IgG to Mycoplasma ELISA &it a.. nmﬁ.ﬂnao... of concertration of R-
% | 1gG-E1A-BEST preumoniae 58. | NTproBNP-EIA-BEST terminal prohotmone of brain natrrelic paptide A-S302
4 =7 | Mycoplasma pneumoniae- ELISA kit for determinztion of laM to _s__aou_umam ELISA it for determination of concentrstion of ;
3T lgM-EIA-BEST preumonias 59. 9108

38. | Vectosimean — CHF - 196

ELISA kit for deterination of 1gG to ‘Crmean-
Congo hemorhagic fever virus

39. j Vectocrimean — CHF —IgM

ELISA kit for determination of IigM o oa.som?
Congo hemorrhagic fever virus

s CEABIABEST — i

EUSa kit for determination of copcentration of
cartinoembryonic antigen

Troponin LEIA-BEST

tropaain |

41. | AFP-EIA-BEST

ELISA kit fer determination of concentration of
Alpha-Fetal Protein

42, |CA-125-CIA-BEST

ELISA kit for detenmnination of concentration of
oncomarker CA-125

43 |CA 15-3-EIA-BEST

ELISA kit for deteemination of concentration of CA
15-9

24, 1CA 15.3-FIABEST

EWUISA kit far determnination of concentration of
oncomarker CA 15-3

45, | NSE-EIA-BEST

ELISA kit for determination of concenlration of
neuron specific enolase
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