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WD AiarHocTuka In Vitro

NPU3HAYEHHS AAS BUKOPUCTAHHS
KacetHui wemakwmin tect Cellex gSARS-CoV-2 IgG / IgM - ue imyHoaHaai3 GiyHoro
NOTOKY, NPU3HAYEHWI AAS SKICHOTO BUSBAEHHS T AMCDEPEHLLIIOBAHHS QHTUTIA IgM
70 IgG A0 SARS-COV-2 y 3paskax WiAbHOI KpOoBi, NACG3MM a60 CUPOBATLL KPOBI, BiH
NPU3HAYEHMIA AAS BUKOPUCTAHHS B AKOCTI CKPMHIMIOBOTO TECTY TA AOMOMOTM B
AlarHocTuui BipycHUx iHcbekuiin SARS-CoV-2. ByAb-9KWi1 3pa3ok 3 peakuieto
OTPMMAHMIA 30 AOMOMOTOIO ekcnpec-Tecty kacetm Cellex QSARS-CoV-2 IgG /
IgM  nosuHeH ByTn niATBEPAXEHME QAABTEPHATUBHUMWU METOACMM. TIAbKM AASR
AIGrHOCTUKM In vitro.
Nepeaymosu
KopoHasipycu (CoV) - ue seanka poamHa BIPYCIB, AKi BUKAMKAIOTb 3GXBOPIOBAHHS,
MOYMHAIONM BIA 3BUYAMHOI 3ACTYAM AO BiAbLL BAXKKMX 30XBOPIOBAHb, TAKWUX SK
BCDKKMI FOCTPUI PECNIPATOPHUI CUHADOM (SARS-CoV).
SARS-CoV-2 - ue Hosui BipyC, aKkMit paHile He 6yB IAEHTUDIKOBAHMIA y AloAEH.
KopoHasipycu € 300HOTMYHI, T06T0 NEePEACIOTECH MK TBAPUHAMMU TA AOABMM.
ACTAABHMMK AOCAIAKEHHAMM BYAO BCTAHOBAGHO, O SARS-CoV Ta MERS-CoV
NepeAqioTbC BIA TBAPMH AIOAAM. KiAbKO BIAOMMX KOPOHQABIPYCIB LUMPKYAIOIOTH Y
TBAPUH, §Ki LLLE HE 3aPA3MAKM AIOAMHY.
Hosuii  koporasipyc 2019 poky (SARS-CoV-2) - Bipyc, iAeHTMCDIKOBAHME sk
NPUYMHA CNaAaXy PECNiPATOPHMX 3AXBOPIOBAHb, BNEPLUE BUABACHMI y ByxaHi,
Kuran. Nauiertr 3 SARS-CoV-2 NoBIAOMARIOTH NPO A€rKy Ta BAXKY cDOpmM
PecnipaTopHOT XBOPOBH i3 CMMMTOMAMM: MIABULLLEHHS TeEMNEePAaTypu, KALleAb,
3AAMLLKA. ICHYE HAraAbHa NOTPE6A Y LLUBUAKKX TECTAX AAS YNPABAIHHS MOTOYHOIO
NAHAEMIEIO.
Lsmakuii  ekcnpec-tect Cellex gSARS-CoV-2 IgG / IgM npusHadYeHuit  aAs
AKICHOTO BMABAGHHS QHTUTIA, LLO BKA3yE HA iHcbekuito SARS-CoV-2, i nosmHeH
BMKOPUCTOBYBATUCA K AONIOMIKHMI 3aCIE AAS AIGTHOCTHKM iHcheKLi SARS-CoV-2.
MpuHLMn Al TecTy
Wenmakinin Tect Cellex gSARS-CoV-2 I1gG / IgM - ue xpomarorpadbiyHmit
IMYHOQHQAI3 GIYHOTO NOTOKY, SKMET 3AQTEH BMSBMT QHTMTIAG npoTh Bipycy SARS-
CoV-2.
TeCToBU KACETA CKAQATETLCH 3

1. BopaoBoro KoH'iorary, WO MICTUTL PEKOMBIHAHTHI aHTUreHn SARS-
COV-2 KOH'IOTOBAHI 3 KOAOIAHMM 30A0TOM (koH'lorati SARS-CoV-2) 1a
KOH'torati IgG-30A0Ta KpoAMKA.

2. CMYXKQ 3 HITPOLEAIOAD3OI0 MEMBPAHOIO, HA K MICTUTbCS: G-
CMYTQ  MOKPUTA  GHTU-AIOACHKMM  IgG, M-CMyra noKpuTa  QHTH-
AIOACBKMM IgM, a cmyra C nomnepeaHbo MOKPUTA KOIMHMAM QHTH-
AOACBKUM IgG.

KoAn aocTathiit 06'em AOCAIAXYBAHOTO 3PA3KA PO3MNOAIAIETLCS Y NPOBHY AMKY
TECTOBOT KACETH, 3PA30K MIrpyE LLIASXOM KaniAgpHoT All B3A0OBX kaceTu. IgG anti-
SARS- CoV-2, AKULO BiH NPUCYTHIM y 3PA3Ky, 3B'HKETbCA 3 KOH'Ioratamm SARS-CoV-
2. MoTiM IMYHOKOMNAGKC 3QXOMNAIOETLCS  AHTU-AOACHKMA AlanasoHom IgG,
YT8OPIOIotH G- cmyry GOPAOBOIO KOAOPY, LLLO BKA3YE HA NO3MTHBHMEL pesyAbTar
1eCTy IgG Ha sipyc SARS-CoV-2, Lo CBIAYMTL NpPO BTOPUHHY iHdbekuilo CoV abo
nonepeaHio iHcekuiio CoV.

Bipyc IgM anti-SARS-CoV-2, skwio BiH NPUCYTHIM Yy 3pa3Ky, 3B'AXKETbCH 3
KOH'loratamm  SARS-CoV-2.  TMotim IMYHOKOMMAEKC ~ 3AXONAIOETHCS  QHTM-
AIOACBKMM AICNA30HOM IgM, YTBOPIOIOYM M-CMYry GOpPAOBOTrO KOAbOPY, LLO
BKA3y€ HA MO3WTWBHUI PE3yAbTaT TeCTy Ha IgM Ha sipyc SARS-CoV-2, 1o
TOBOPUTb NPO HOBY NEPBUHHY IHCDEKLLIO.

SIKLLLO NPOSBMAMCL AiGNA3oHn G Ta M, PE3yAbTAT TECTY CBIAYMTL NPO Mi3HIO
NepsuHHy ab0 PAHHIO BTOPWHHY iHdbekwio SARS-CoV-2. BiacyTHiCTb 060X
TeCTOBMX CMYT (G i M) rOBOPUTL NPO HEraTMBHMM PE3yALTAT.

TeCT MICTUTb BHYTPILLHI KOHTPOAD (C-cmyry), KUt NOBUHEH AEMOHCTPYBATH
Cmyry BOPAOBOrO KOALOPY IMYHOKOMMAEKCY, HEIAAEKHO BiA PO3BUTKY KOALOPY
B OYAb-sKilt i3 TectoBux cmyr (G i M). IHakwe pesyabtar BUNPOBYBAHHS
HEAINCHWI, | 3pa30K HEOBXIAHO NOBTOPHO NepesipuTi 30 AOMOMOTOIO IHLLIOTO
NPUCTPOIO.

PearenTu Ta marepiaan
PeareHTn Ta HaaaHi maTepiaau
TECTOBA KACETA B IHAMBIAYTAbHIM YNAKOBLL;
NASLLKA 3 Byhepom AAS NPOSBAEHHS 3pA3KA;
nineTka AAs 3a60py 3pa3ka;
ckapudikaTop;
CNUPTOBA CEPBETKA;
. IHCTPYKUis.
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CkAaA | KOHUEHTPpauis
KoH'toratHa MOHOKAOHQABHIHM aHTUreH SARS-CoV-2, KOH'IOroBAHMI Ha

niAKAGAKG MeMBpPaHi

G AiHis AHTU-AIOACBKMM IgG

M Ainis AHTH-AIOACHKHIM IgM

C AiHis KO3WHWI aHTU-AIOACHKMI IgG

Bycdpbep 3paskis 0.0IM PBS; PH 7.4

3acTepexeHHs Ta 3anobbkHl 3axoau

1. Len BkACAMW MOTPIBHO MPOYMTATM MOBHICTIO MEPEA MOYATKOM
BMKOHOHHS TECTY. HEAOTDMMAHHS BUMOT MOXE NPU3BECTM AO XMBHMX
pe3yAbTaTie.

2. He BIAKPMBAOITE rEPMETUYHMI NAKET, NOKM He ByAETe roTosi NPOBECTH
QAHQAAI3.

3. He BUKOPKUCTOBY#TE NPUCTPOT 3 MPOCTPOYEHUM TEPMIHOM A,

4. Mepea BUKOPUCTOHHIM BCi PEeareHTM AOBEAIT AO  KIMHATHO!
Temneparypm (15°C - 30°C).

5. He BMKOPMCTOBYITE KOMMNOHEHTM 3 IHLLOO TECTOBOroO Habopy sk
30MIHHWK KOMMOHEHTIB LIbOrO KOMMAEKTY.

6. HOCIiTb 30XMCHWI OAAr TG OAHOPQ30BI PYKABUYKM MiA Yac poBoTh 3
KOMMAEKTOM PEAreHTiB Ta KAIHIMHUMM 3PAKAMM. PETEABHO BUMMItTE
PYKU NICAR BUKOHAHHS TeCTy.

7 He nanit, He nuiiTe Ta He XKTe B MIiCLL, A€ € 3PA3KM Y4 PeareHTH, ki
0BpobAsoTLCA.

8. YTHAi3yiTE BCI 3pA3KM TA MATEPIAAM, BUKOPUCTAHI AAS NPOBEAEHHS
BUNPOBYBAHHS K BIOAOTYHO HeBe3neyHi BIAXOAM.

9. MOBOABTECS 3 HETQTUBHUM TA MO3UTUBHMM KOHTDOAEM TaK CAMO, 5K i 3
NAUIEHTHUM EK3EMMAIDOM.

10.  PE3yAbTATM TECTYBAHHS CAIA MPOYMUTATI NPOTATOM 15 XBUAMH.

11, He BUKOHYITE NPOLLEAYPY B NPUMILLLEHH] 3 CUABHWUAM NOTOKOM nosiTps,
TOBTO EAEKTPUYHUM BEHTUAITOPOM ABO CUABHMM KOHAMLIIOHEPOM.

36epiraHHs

1. 36epiraitte Bycbep aetektopa npu Temneparypi 4°C - 30 °C. Bychbep
AIMCHUI A0 30 micauis.

2. 36epiraiite Cellex gSARS-CoV-2 IgG/IgM TecT npu 4°C - 30 °C, TEPMIH
36epiraHHs - Ao 30 micauis.

3. JKULO NpucTpin 36epiracTbcs Npu Temneparypi 2°C - 8°C, nepea
BIAKPUTTAM HEOBXIAHO AOBECTU AO 15°C - 30°C.

4. He 3amopoxyiTe KOMNAEKT | He niaacsaiite Temneparypi Giablue
30%¢C.

36ip Ta niaroroeka 3paskis
Po3rasaaite OyAb-AKi MATEPIAAM AIOACBKOTO MOXOAXKEHHS §IK iHdbekUiMHi, Ta
NPALLIOKTE 3 HUMM BUKOPUCTOBYIOYM CTAHAQPTHI NpoLieAypH BioBesneku.

MAaasma
1. 36epiTb 3pA30K KPOBI B NPOBGIPKY LUAIXOM BEHEMYHKLL,
2. BiAAIAITL NACBMY LLEHTPUDYIYBAHHIM.
3. OBepexHo BUIMITL MAQ3MY B  HOBY nonepeAHbOo  MAPKOBAHY
npoBGipky.

Cuposartka
1. 3ibpaTn 3pa3ok KPOBi B NPOBGIPKY LLUASXOM BEHENYHKLLT.
2. Aarite KpoBi 3ropHyTMCS.
3. BiAAIAIT CHMPOBATKY LLEHTPUCDYTYBAHHAM.
4. OBepexHo BUIAMITL CHPOBATKY B HOBY NOMEPEAHBO MAPKOBAHY
npoBipky.

BUnNpoOyiTe 3pasku  9KOMOra  LUBMALLE MICAS 36opy. GKWLO 3pA3KM  He
nepesipfioTbCa HeraHo, 36epiraite ix npu Temneparypi 2°C - 8°C A0 5 aHis.
3PA3KM CAIA 30MOPO3UTH Ha -20°C AAS BiAbL TPMBAAOrO 36epiraHHs. YHukamrte
AEKIABKOX LIMKAIB 30MOPOKYBAHHS- BIATABAHHS. MNepea BUNpPoByBAHHIM NPUHECITL
30MOPOXEHI EK3IEMMAIPU A0 MPUMILLIEHHS T MOBIALHO | obBepexHo 3miHoNTe
TEMNEPATypy. 3pasku, LLO MICTATb BUMAMMI TBEPAI YOACTMHKM CAiA NPOACHUTH
UEHTPHCPYIYBAHHIM NepeA BUNPOGYBAHHAM. He BUKOpPMCTOBYMTE 3paskn npu
AGMOHCTPAU rpy6oi Ainemil, rpy6oro remonisy abo MOMYTHIHHS, LLLOG YHMKHYTH
BTPYYQHHS B iHTepnpeTauji pesyAstaris.

LliAbHa kpos

Kpanai WiALHOT KPOBI MOXHA OTOMMATH LUAFXOM NYHKUI KIHIWMKa nassls abo
BEHEMYHKUII. He BMKOPMCTOBYMTE TEMOAI30BAHY KPOB AAS TECTYBAHHS. 3pa3ku
LiAbHOT KpOBI NOBMHHI 36epiratics 8 XOAOAMAbHMKY (2°C - 8°C), sKWiO iX He
NepPesipiAn HeramHo. 3pasku NosuHHI Byt NpoTecTosaHi MPOTATOM 24 rOAMH
nicas 36opy.

MpoueAypa TecTyBaHHs

Kpok 1: AoBeAiTb 3pQa30K TQ KOMMOHEHTU, AAR BUMPOBYBAHHA, AO KiMHATHOI
TeMNeparypw. 3MILLAUTE 3pA30K 3GACBIO AC NPOBU 3AAAS BIATOBAHHS.

Kpok 2: Koan Byaete rotosi A0 TeCTyBaHHS, BIAKPUIATE NAKET HA BUIMLL T BUFIMITH
NPUCTPI. MOMICTITb NPUATA AAS BUNPOBYBAHHS HQ YUCTY PiBHY NOBEPXHIO.

Kpok 3: O6os'a3k0BO Mo3HAYTE MPMCTPIM 3a IAEHTUDIKALIMHUM  HOMEPOM
3paska.

Kpok 4: HanosHite KamiAfpHy TPyGKY CUPOBATKO, NAQ3IMOI0 ABO LLAbHOIO
KPOB'I0, LLOG He NepesuLLyBATH AIHIO 3Pa3Kd, K NOKA3AHO HA HACTynHomy
300paxeHHi. OB'em 3pA3KA CTAHOBMTL BAM3BKO 10 MKA. AA KPALLLOT TOYHOCTI
NepeHeciT  3pasoK  MiNeTkolo. TPUMAKOYM  KaMIASPHY TPYBKY BEPTMKAABHO,
PO3MNOAIAITL BECb 3PA30K Y LLEHTP KOAOAS3S 3PA3KA (S KOAOAR3b), NEPEKOHYIOYMCH
Y BiaCYTHOCTI ByAbGALLIOK NOBITPS. MOTIM HEraliHO AOAQITE y npoby 2 kpanai
(NPUBAK3HO 70-100 MKA) POYMHHUKA AAS 3DA3KIB B KOAOAS3b (S kKoAOAR3b).

Kpok 5: Haaalwutyite tanmep.

Kpok é: Mpountaite pesyAbtar npotirom 15 xBUAMH.



KoHTpoab sikocTi
1. BHYTPIlWHIi KOHTPOAb: Lleit Tect micTuTb BOYAOBQHY CPYHKUIIO YNPABAIHHS, AHilO
C. AiHia C po3suBaETbCA NICAT AOACBAHHSA EKCTPAKTY 3pa3Ka. AKWLO AiHis C He
PO3BMBAETLCA, NeperAsHbTe UIAICHICTb NpoueAypH Ta NOBTOPITb TECT 3 HOBUM
NPUCTPOEM.
2. 30BHIWHIA KOHTPOAb: HarexHa AQBOPATOPHA  NPAKTUKA  PEKOMEHAYE
BMKOPWCTOBYBATH 30BHILLIHINA KOHTPOAb, NO3MTHBHI TG HEIATHBHI, LLIOG 3Q6E3NEYATH
HOAEXHE BUKOHAHHA AHAAI3Y, 30KpEMQ 3a TAKMX OBCTABMH:
A. Hosui onepartop srkopucTosye HAGIP AC NPOBEAEHHS TECTYBAHHS 3pa3Kis.
B. BukopucToByeThCA HOBQ NAIPTIS TECTOBMX Habopis.
C. BMKOPUCTOBYETLCH HOBE BIABAHTAXEHHS KOMMAEKTIB.
D. Temneparypa, aKka BUKOPUCTOBYETLCH MiA YAC 36epiraHHs HaBopY, BUXOAMTL 3a
mexi 2°C - 30°C.
E. Temneparypa AOCAIAXYBAHOT NAOLLL BUNGACE 3Q MedKi 15°C - 30°C.
F. AAf nepesipku BULLON, Hix OYiKYBAHOI, 4YOCTOTM MO3WUTMBHUX YM HErQaTUBHMX
Pe3yAbTaTiB.
G. AOCAIAMTH NPUYMHY NOBTOPHUX HEAIICHMX pe3yAbTarTis.

TAYMa4eHHs pesyAbTaTy
1. HeraTueHui pesyabTat: SKuio NPUCYTHA AuLe cmyra C, BIACYTHICTb Byab-
AKOrO KOABOPY BOPAO HA OBOX TECT-CMyrax (G i M) BKa3ye, o 8 3pasky He
BMABAGHO QHTUTIAG AO iHpeKUIl KopoHasipycy Covid-19.

Pe3yAbTaT HeraTusHuM

2. Mo3MTUBHMI pPe3yAbTAT:
2.1, Okpim HQaBHOT C-CMYXKM, FKLLLO NPOABUAACHE CMYxXKa G, pesyabtar
TECTYBAHHA BKA3YE HQ HAABHICTL AHTUTIA IgG;
Pe3yAbTAT - NO3UTUBHUI YU PEAKLLIMHO 3AQTHUI AO QHTUTIA 19G, wo
[OBOPUTL  NPO  NEPBMHHO-MI3HIO  CTAAID,  PAHHIO-BTOPUHHY Q60
nonepeAHio iHgekuilo kopoHasipycy Covid-19.

O, - -

2.2, Okpim HasBHOI C-CMYKKM, KLLLO NPOABUAACH M-CMyrd, pesyabtar
TECTYBAHHA BKA3YE HA HASBHICTb QHTUTIA IgM;
PE3yAbTAT - NO3UTUBHUM OO PEAKLMHO 3AQTHUIM AO QHTMTIA IgM ,
LLLO FOBOPUTbL MPO HAABHICTb NEPBUHHOI IHCbeKLl KopoHasipycy Covid-
19.

2.3. Okpim HQa#BHOI C-CMYXKM, FKLLO npossraace G 1a M cmyrm tect
BKA3YE HA HASBHICTb QHTUTIA IgG 1A IgM A0 BipyCy SARS-CoV-2;
Pe3yAbTAT - NO3UTUBHUIA QOO PEAKLIMHO 3AATHUI AO IgG T1a IgM, wo
CBIAYMTL NPO NOTONHY NEPBMHHY ABO PAHHbO-BTOPUHHY  IHCbEKUIIO
KopoHasipycy Covid-19.

3PA3KM 3 NOIUTUBHMMM PE3YALTATAMM NOBUHHI 6yTu niaATBEpAXEHI 3a
AOMNOMOrOI0 AAbTEPHATUBHOIO METOAY TECTYBAHHS TA KAIHINHUMM
PE3yAbTATAMM AAS BUSHAYEHHS AIArHO3y NaujieHTa.

O6epexHo: kLo AiHi C He NPOABUACCH, GHAAI3 CAIA BBOXKATH, 9K HEAINCHMIA,
HE3AAEXHO BiA KOALOPY IHLLIMX CMYT, K 303HAYEHO HIKYE.
HeobxiaHo B Takomy BMNAAKY MOBTOPUTI AHAAI3 3 HOBUM NPUCTPOEM.

i

KAlHi4YHa AliAbHICTB
Y AOCAIAXEHHS BYAO BKAIOYEHO 378 KAIHIYHMX 3pa3KiB.

KinbkicTb HeraTtmeHWx 3paskis, BusBAEHMX TecTom Cellex ASARS CoV 2 IgG/IgM,
BIAMOBIAHO AO PE3YALTATIB NOPIBHIALHOIO peareHTy, CTaHoBMTL 241,

Bia'emHa cniabHa YacToTa cTaHoBUTL 96,4% (BiAHOCHG H4YTAMBICTb TECTY).

KiAbKIiCTb NO3MTMBHMX 3pQ3KiB, BUSBASHMX meToaom Cellex QgSARS CoV 2 IgG/IgM
KACEeTHOrO eKCNpec-TeCTy BIAMOBIAGE PE3yAbTATAM MOPIBHIABHOTO peareHTty,
CTaHOBMTS 120.

Bia'emHui 36ir craHoBumTb 93,75% (BiAHOCHG cneumdika Tecry).

3aranbHa KiAbKIiCTb MOCAIACBHUX NPOG CTAHOBUTL 361. OTKE, 3ArAAbHA 4YTAMBICTb
95,5%.

3cc1'epe>KeHHs npoueAypu

1. Tpoueaypa aHaAi3y Ta iHTEPRPETALS PE3yALTATY AHAAI3Y NOBMHHI peTeAbHO

AOTPUMYBATMCA MIA YOC TECTYBAHHS HA HASBHICTL BipyCy SARS-CoV-2 y

CHPOBATL KPOBI ABO MAG3MI Y4 3pA3KY LIALHOT KPOBi y okpemmx cy6'ekris.

AAS ONTUMOABHMX MOKA3HUKIB TECTYBAHHS BAXKAMBUAM € NPABUABHMIA 36ip

npo6.

HeAOTPMMAHHS NPOUEAYPH MOXKE AQTH HETOUHI PE3YALTATH.

3. Kacethuit wemakuit Tect Cellex QqSARS-CoV-2 0BMEeXYETBCS  FKICHUM
BUSBAEHHAM BIPYCY SARS-COV-2. [HTEHCUBHICTb AOCAIAXKYBAHOI CMYTH HE MaE
AHIFHOT KOPeAaLIT 3 TUTPDOM BIPYCY B 3pA3KY.

4. Heramshuin abo pesyabtar 6e3 peakLii AAs OKpemoro cyb'ekta Bkasye Ha
BIACYTHICTb BUABAEHHS BIpYCY SARS-COV-2. OAHAK HEraTHBHM pesyabtar 6e3
PEaKLi He BUKAIOYAE MOXAMBOCTI 3APCKEHHS BIPYCOM SARS-CoV-2.

5. HeramsHuit Pe3yAbTAT MOXe BUHMKHYTH, SKLLLO KIABKICTb Bipycy SARS-CoV-2
NPUCYTHIM Y 3pA3KY, HUXKYE MEX BUABAEHHS QHOAI3y, aBO AKLLO BUABAEHMIA
BIPYC He NPUCYTHIM y 3pasky maska, BIAIBPaHOMY QB0 BiPYCH 3Q3HAAM
He3Ha4YHOI  myTauil  amiHokucAaoT — enitoni, PO3NI3HAHOMY  QHTUTIAOM,
BUKOPUCTOBYBAHUM Y TECTI.

6. AKWO cumntomu 36epiraioTbcs, Xoua pe3yAbTar wsuakoro tecty Cellex
AGSARS-CoV-2 € HeratmsHui abo 6e3 peakLji, PEKOMEHAYETLCA Yepe3 KiAbKa
AHiB NOBTOPHO B3iTM NpPOBY nauieHTa a6o NPOMTK TECT 30 AOMNOMOrOIO0
CGABTEPHATMBHOIO TECTOBOTO MPUCTPOIO.

7. Pe3yAsTati, oTpMMAHI 30 AOMOMOTOI0 LBOTO TECTY, CAIA iHTepnpeTtysaTH
AWLLIE Y NOEAHAHHI 3 IHLLUMAMM AIQrHOCTUYHUMM NPOLEAYPAMMU TA KAIHIYHUAM
PE3YABTATAMM,
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April 1, 2020

James X. Li, Ph.D. ;
Chief Executive Officer, |
76 TW Alexander Drive

Research Triangle Park, NC 27709 US

Device: qSARS-CoV-2 IgG/IgM Rapid Test

Company: Cellex Inc. !
Indication: Qualitative detectionéof IgM and IgG antibodies against SARS-

CoV-2 in serum, plasma (EDTA or citrate), or venipuncture whole
blood from individuals suspected of COVID-19 by their healthcare
provider. Emergency{r use of this test is limited to authorized
laboratories. *

Authorized Laboratories: ~ Laboratories certiﬁe(i under the Clinical Laboratory Improvement
Amendments of 1983 (CLIA), 42 U.S.C. 263a, to perform
moderate and high complexity tests.

Dear Dr. Li: |

This letter is in response to your! request that the Fbod and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,? pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (ihe Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 564(b)(1j(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.2
Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564;f(a) of the Act.*

1

! For ease of reference, this letter will use the term “you” and[related terms to refer to the Cellex Inc..
2 For ease of reference, this letter will use the term “your product” to refer to the gSARS-CoV-2 IgG/IgM Rapid
Test used for the indication identified above. }
3 On February 11, 2020, the virus tentatively named 2019-nCoV was formally designated as Severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2). Also on February 11, 2020, the disease caused by SARS-CoV-2 was
formally designated as Coronavirus Disease 2019 (COVID-19). This document uses the updated names.
4U.S. Department of Health and Human Services, Determina{tion of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug,.gnd.
Cosmetic Act, 21 U.S.C. § 360bbb-3. February 4, 2020. 1 &
|
|
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Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I am authorizing the emergency use of your product, described in the scope Section
of this letter (Section II), subject to the terms of this authorization.

I. Criteria for Issuance of Authorization

I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:

1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness, to humans infected by this virus;

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product and

3. There is no adequate, approved, and avallable alternative to the emergency use of your
product.’

I1. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.

Authorized Product Details ]

Your product is a qualitative test for the deteq‘uon of IgM and IgG antibodies against SARS-
CoV-2 in serum and plasma (EDTA or citrate) blood specimens and venipuncture whole blood
specimens collected from individuals suspected of COVID-19 by their healthcare provider.
Results are for the detection of SARS-CoV-2 antibodies, IgM and 1gG that are generated as part
of the human immune response to the virus. IgM antibodies to SARS-CoV-2 are generally
detectable in blood several days after initial infection, although levels over the course of
infection are not well characterized. IgG antibodies to SARS-CoV-2 become detectable later
following infection. Positive results for both IgG and IgM could occur after infection and can be
indicative of acute or recent infection. \

To use your product, the device cassette, specimen, and buffer solution are allowed to equilibrate
to room temperature. Specimen (10 pL) is transferred to the center of the sample well. After the
sample well is free of liquid, two drops of Safnple Diluent are then added to the sample well.
Wait for fifteen to twenty minutes and read the test results. Results are not to be read after twenty
minutes. An IgM Positive Result occurs when a colored band appears at both the M Test Line
(M) and Control Line (C) and indicates that IgM against SARS-CoV-2 is present. An IgG
Positive Result occurs when a colored band appears at both the G Test Line (G) and Control Line
(C) and indicates that IgG against SARS-CoV-2 is present. A positive result for IgM and IgG
occurs when colored bands occur at both M and G as well as at C. A Negative Result occurs

® No other criteria of issuance have been prescribed by1 regulation under Section 564(c)(4) of the Act.
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when a colored band appears at C only and indicatés that IgM and 1gG antibodies against SARS-
CoV-2 were not detected. An Invalid Result occurs‘; when no colored band occurs at C and the
test should be repeated. |

Your product requires the following internal control, that are processed along with the patient
sample on the device cassette. The internal control listed below must generate expected results in

order for a test to be considered valid, as outlined in the Instructions for Use:

e Internal Control — The C line should appear for every test and checks that flow of
reagents is satisfactory. i

Your product also includes external positive and negative controls, or other authorized controls,
to be run as outlined in the Instructions for Use:

e Positive Control — Spiked, chemically inactivated, human serum containing IgM and
IgG antibodies against SARS-CoV-2 clépse to the cutoff of the test. The M, G, and C
lines should all appear. The positive control is used to monitor for failures of antibody
detection reagents and reaction conditions.

e Negative Control — Previously characterized, chemically inactivated, negative human
serum. a

Your product also requires the use of additional aufﬂlorized materials and authorized ancillary
reagents that are not included with your product and are described in the Instructions for Use.

The above described product, when labeled consist%ntly with the labeling authorized by FDA,
entitled “Cellex gSARS-CoV-2 IgG/IgM Rapid Test” (available at https://www.fda.gov/medical-
devices/emergencv—situations-medical—devices/emejrgencv-use-authorizations), which may be
revised in consultation with, and with concurrence of, the Division of Microbiology Devices
(DMD)/Office of Health Technology 7 Office of In Vitro Diagnostics and Radiological Health
(OHT7-OIR)/Office of Product Evaluation and Quality (OPEQ)/Center for Devices and
Radiological Health (CDRH), is authorized to be distributed to and used by authorized
laboratories under this EUA, despite the fact that it|does not meet certain requirements otherwise
required by applicable federal law.

Your product is authorized to be accompanied by the following product-specific information
pertaining to the emergency use, which is required to be made available to healthcare providers
and patients: !

e Fact Sheet for Healthcare Providers: qSARS-CoV-Z IgG/IgM Rapid Test
o Fact Sheet for Patients: gSARS-CoV-2 IgG/IgM Rapid Test

I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your authorized product, when used for the qualitative
detection of IgM and IgG against SARS-CoV-2 and used consistently with the Scope of
Authorization of this letter (Section II), outweigh the known and potential risks of your product.

I have concluded, pursuant to Section 564(d)(3) of ithe Act, based on the totality of scieni?ﬁé

|
|
|
|
|



Page 4 — James X. Li, PhD, Cellex Inc.

evidence available to FDA, that it is reasonable to believe that your product may be effective for
the indication above, when used consistently W1th the Scope of Authorization of this letter
(Section II), pursuant to Section 5 64(c)(2)(A) of the Act.

FDA has reviewed the scientific information avallable to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your product (as
described in the Scope of Authorization of th1s letter (Section 1)) meets the criteria set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.

The emergency use of your product under thls EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1),
your product is authorized for the indication above.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA is terminated under Section 564(b)(2) of the Act or when the EUA is revoked under
Section 564(g) of the Act.

ITI. Waiver of Certain Requirements ,
|
I am waiving the following requirements for your product during the duration of this EUA:
e Current good manufacturing practlce requirements, including the quality system

requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of your product.

IV. Conditions of Authorization

Pursuant to Section 564(e) of the Act, I am eStabhshmg the following conditions on this
authorization:

Cellex Inc. (You) and Authorized Distribut;or(s)6

A. Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate directions
for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); any appropriate
limitations on the use of the device including information required under 21 CFR
809.10(a)(4); and any available information regarding performance of the device,
including requirements under 21 CFR 809.10(b)(12).

& “Authorized Distributor(s)” are identified by you, Cellex Inc in your EUA submission as an entity allowed to
distribute your device. |
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B.

You and authorized distributor(s) will make your product available with the authorized
labeling to authorized laboratories. You may request changes to the authorized
labeling. Such requests will be made in consultation with, and require concurrence of,

DMD/OHT7-OIR/OPEQ/CDRH.

You and authorized distributor(s) will prov
for Healthcare Providers and the authorized

de to authorized laboratories the Fact Sheet
Fact Sheet for Patients. You may request

changes to the authorized Fact Sheets. Such requests will be made in consultation
with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

Sheet for Healthcare Providers and the Fact

. You and authorized distributor(s) will make available on your website(s) the Fact

Sheet for Patients.

You and authorized distributor(s) will inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product, authorized labeling and authorized Fact Sheets.

. I
Through a process of inventory control, you and authorized distributor(s) will maintain
records of the authorized laboratories to which they distribute the test and number of tests

they distribute.

You and authorized distributor(s) will collect information on the performance of your
product. You will report to FDA any suspected occurrence of false positive and false
negative results and significant deviations from the established performance

characteristics of the product of which you

become aware.

You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letter of authorization.

You and authorized distributor(s) will make

authorized control materials for purchase at

Cellex Inc. (You)

available the control material or other
the same time as your product.

J. You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any authorized distributor(s).

You will provide its authorized distributor(é) with a copy of this EUA and communicate
to authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials $e. g., Fact Sheets).

K.

You may request changes to the Scope of A,:hthorization (Section II in this letter) of your

product. Such requests will be made in consultation with DMD/OHT?7-

OIR/OPEQ/CDRH, and require concurrence of, Office of Counterterrorism and
|
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|
Emerging Threats (OCET)/Office of the Chief Scientist (OCS)/Office of the
Commissioner (OC) and DMD/OHT7-OIR/OPEQ/CDRH.

M. You may request the addition of other ancillary methods for use with your product. Such
requests will be made in consultation with, and require concurrence of, DMD/OHT7-
OIR/OPEQ/CDRH. |

N. You may request the addition of other| specimen types for use with your product. Such
requests will be made in consultation |with, and require concurrence of, DMD/OHT7-
OIR/OPEQ/CDRH. |

O. You may request the addition and/or substitution of control materials for use with your

product. Such requests will be made ?n consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.

P. You may request substitution for or cﬁanges to the authorized materials used in the
detection process of human antibodies against SARS-CoV-2. Such requests will be
made in consultation with, and requiré concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

Q. You will evaluate the performance and assess traceability’ of your product with any
FDA-recommended reference material(s) or established panel(s) of characterized
clinical specimens. After submission to FDA and DMD/OHT7-OIR/CDRH’s review of
and concurrence with the data, you will update your labeling to reflect the additional
testing. Such labeling updates will be made in consultation with, and require
concurrence of, DMD/OHT7-OIR/OREQ/CDRH.

R. You will track adverse events, including any occurrence of false results and report to
FDA under 21 CFR Part 803. i

S. You will complete the agreed upon capillary fingerstick whole blood study. After
submission to FDA and DMD/OHT74OIR/CDRH’s review of and concurrence with the
data, you will update your product labeling to reflect the additional testing. Such
labeling updates will be made in consultation with, and require concurrence of,
DMD/OHT7- OIR/OPEQ/CDRH |

T. You will complete the agreed upon real-time stability study for your product. After
submission to FDA and DMD/OHT7-OIR/CDRH’s review of and concurrence with the
data, you will update your product labeling to reflect the additional testing. Such
labeling updates will be made in consultation with, and require concurrence of,
DMD/OHT7- OIR/OPEQ/CDRH. |

U. You will evaluate different transfer pi;pettes capable of consistently delivering 10 pL to
mitigate possible operator error. After submission to FDA and DMD/OHT7-
OIR/CDRH’s review of and concurrence with the data, you will update your product

7 Traceability refers to tracing analytical sensitivity/reeictivity back to an FDA-recommended refeféricématerial.
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labeling to reflect the additional testing an

| the recommendation for inclusion of

acceptable pipettes for use with your devic(%ﬂ. Such labeling updates will be made in

consultation with, and require concurrence
Authorized Laboratories

V. Authorized laboratories using your product
product, all authorized Fact Sheets. Under ¢
methods for disseminating these Fact Sheet

media.

. Authorized laboratories using your product

f, DMD/OHT7- OIR/OPEQ/CDRH.

|
|
|
|
i

will include with result reports of your
exigent circumstances, other appropriate
s may be used, which may include mass

will use your product as outlined in the

Instructions for Use. Deviations from the authorized procedures, including the

authorized instruments, authorized clinical s
authorized other ancillary reagents and auth
are not permitted.

specimen types, authorized control materials,
orized materials required to use your product

Authorized laboratories that receive your product will notify the relevant public health

authorities of their intent to run your product prior to initiating testing.

. Authorized laboratories using your product
results to healthcare providers and relevant

will have a process in place for reporting test
public health authorities, as appropriate.

Authorized laboratories will collect information on the performance of your product and

report to DMD/OHT7-OIR/OPEQ/CDRH (Y:via email: CDRH-EUA-
Reporting@fda.hhs.gov) and You (tech@céllex.us) any suspected occurrence of false

positive or false negative results and signifi}:ant deviations from the established

performance characteristics of your product

AA. All laboratory personnel using your
immunochromatographic techniques and us
protective equipment when handling this kit
the authorized labeling. All laboratory persc

of which they become aware.

product must be appropriately trained in

e appropriate laboratory and personal

, and use your product in accordance with
nnel using the assay must also be trained in

and be familiar with the interpretation of results of the product.

Cellex Inc. (You), Authorized Distributors and Authorized Laboratories

BB. You, authorized distributors, and au
ensure that any records associated with this

;“chorized laboratories using your product will
IEUA are maintained until otherwise notified

by FDA. Such records will be made availal?le to FDA for inspection upon request.

Conditions Related to Advertising and Promotidjn

cC.
your product shall be consistent with the Fa

the terms set forth in this EUA and the applicable requirements set forth in the Act and

FDA regulations.

All advertising and promotional deseriptive printed matter relating to the use of

;;:t Sheets and authorized labeling, as well as
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DD. All advertising and promotion al descriptive printed matter relating to the use of
your product shall clearly and conspicuously state that:

e This test has not been FDA cleared or approved;

o This test has been authorized by FDA under an EUA for use by authorized
laboratories;

o This test has been authorized only for the presence of IgM and IgG antibodies
against SARS-CoV-2, not for any other viruses or pathogens; and

o This test is only authorized for the duration of the declaration that circumstances
exist justifying the authorizatiin of emergency use of in vitro diagnostic tests for
detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Act, 21
U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked
sooner. f

No advertising or promotional descriptive prihted matter relating to the use of your product
may represent or suggest that this test is safe or effective for the detection of SARS-CoV-2.

The emergency use of your product as described in this letter of authorization must comply
with the conditions and all other terms of this|authorization.

’.

i’

1\

V. Duration of Authorization
This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of in vitrd‘diagnostic tests for detection and/or diagnosis of

COVID-19 is terminated under Section 564(6)(2) of the Act or the EUA is revoked under
Section 564(g) of the Act. 1

|
Sincerely,

RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration

Enclosures
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Bepcis: A00

3Bit npo oninky crabisbHoCTI

Has3sa pearenTty Cellex gSARS-CoV-2 IgG/IgM
| lIBuaKuii excnpec-Tect

T
! |

{Hcnexuilinuii Biaait: | Binaijt KOHTPOJIIO AKOCTi:
‘ ,

1

Hata 01/2020 - 04/2020
Cellex gSARS-CoV-2 1gG/IgM wiBmkui excripec-rect (6iunni noTik xpomarorpadidnui
| Pearent ;
3 IMyHoaHani3)
fomeopens | HOWEP | 20200120WISS13C | 20200121WISS13C | 20200122WIS513C
; | napTii | |
| AMOPTH3ALIS r £ t .
Tecty npu 37 °C TloMicTiTh Ha6OPH 2 3 Pi3HUX mapriit B 37-mokMoBHi iHKyGaTop Ha 1 xenb, 20 auis, 30 auis, 40 axis,
KpuTrepii 50 nuib, 60 auis, 70 auis, 80 auis, 85 xuiB, 90 AHiB i npoTecTyiiTe NPoAyKTHBHICTh HabOpiB Yepes 0
roauH, 960 roxun, 720 romus , 960 roaus, 1200 roaus, 1440 roaun, 1680 roaun, 1920 roaun, 2040
roaus ta 2160 ronus.
PesyanTaTh Tpuctpiit crabinsHo npaiioBas Bix 1 10 42 anis npu 37°C.
Jata 01/2020 —07/2021
Cellex qSARS-CoV-2 [gG/IgM wsuakuit excnpec-tect (Giunnit noTik xpomarorpadivaui
Pearent IMyHOaHani3)
Epinane Homep 20200120W15513C 20200121 WIS513C 20200122WI5513C
36epiraHHs TecTy | papril
npu 4 °C
PosmictiTh HaGopu 3 3 pisuux napriki npu temneparypi 2 °C nporarom 20 Micauis.
| Kpurepit : i . -
IepeBipTe 30BHiLIHIl BUNIAA Ta IPOTECTYITE pe3ynbTaTH Yepes 1 micaus, 3 Micaui, 6
Micsauis, 12 Micauis, 18 Micsuis.
PesyabTath | Bei Tpy naprii cMyxok Bianosizaiors cranaapram Bia 1 1o 1 micaus npu 4°C.
Jata 01/2020- 07/2021
Cellex gSARS-CoV-2 1gG/IgM mBuaxu# excrpec-tect (6iunuit MOTik XpomarorpadivHui
Pearent IMyHOaHaJi3)
Tpusane -
36epiranus Homep 20200120WI5513C 20200121WI5513C 20200122WI5513C
Tecty npH naprif
30 °C i PoamicTiTe Ha6opu 3 3 pisuux naprié npu 30 °C npotsrom 18 micauis, [lepesipte
1 it ’
{ puTep! 30BHILIHIM BULJIAA | IPOTECTYHTE pe3y/ibTard yepes 1 Micsaub, 3 Micawi, 6 micauis, 12
Micauis, 18 Micauis.
Bci Tpu maprii cMy>KOK BiANOBiNalOTh CTaHAapTaM Bix |
PesynbTati | 16 | micaus npu 30°C

MicsiliB.

BuchoBok: Tepmin aii:
Buie3a3HadeHi TECTH MOKa3aaH, 110, KOJIH cMY*&KH 36epiranuce npu Temnepatypi 4 °C i 30 °C nporsirom 19 micsuis a6o koporuwe,
eKCIUIYaTANINHI XapaKTepPHCTHKH BiAMOBIAAIM MiKHAPORHHM cTaHAapTaM. TomMy MH BU3HAUHJIH TepMiH 36epiraHHs NPoAyKTY 19

I
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Cellex, Inc.

Version: AOO

Stability evaluation report

Name of reagent: Cellex gSARS-CoV-2 IgG/IgM .
Cassette Rapid Test Inspection Department: QC. Department
Date: 01/2020 — 04/2020
Cellex qSARS-CoV-2 IgG/IgM Rapid Test (lateral Flow Chromatographic
Reagont: Immunoassay)
Batch No.: 20200120WI5513C 20200121WI5513C 20200122WI5513C
Accelerated Aging
Test at 37 C .
Place the kits of 3 different batches in the 37°C incubator for 1 day, 20 days, 30 days, 40days, 50days,
Criterion 60days, 70days, 80days, 85days, 90days and test the kits’ performance at 0 hour, 960 hours, 720
hours, 960 hours, 1200 hours, 1440 hours, 1680 hours, 1920 hours, 2040 hours and 2160 hours.
Results The device were stable from 1 to 42 days at 37°C.
Date 01/2020 — 07/2021
Cellex gSARS-CoV-2 IgG/IgM Rapid Test (lateral Flow Chromatographic
Reagent Immunoassay)
Long term storage | Batch No. 20200120WI5513C 20200121WI5513C 20200122WI5513C
testat4 'C
e Place the kits of 3 different batches at 2 ‘C for 20 months. Check the appearance and test
riterion
the performance after 1 month, 3 months, 6 months, 12 months, 18 months .
Date All the three lots of strips meet the standards from 1 to 1 months at 4°C.
Date 01/2020-07/2021
R Cellex gSARS-CoV-2 IgG/IgM Rapid Test (lateral Flow Chromatographic
SAREIK Immunoassay)
Long term
storage test at BatchNo. | 20200120WI5513C 20200121 WI5513C 20200122WI5513C
30C
Criteri Place the kits of 3 different batches at 30 C for 18 months. Check the appearance and test
riterion
the performance after 1 month, 3 months, 6 months, 12 months, 18 months.
Result All the three lots of strips meet the standards from 1 to 1 months at 30°C.
Conclusion: Validity:
The above tests showed that, when the strips were stored at 4 ‘C and 30 °C for 19 months or shorter, the performan
meet the International standards. Therefore we determined the shelf time of the product to be 19 months. 2

Address: 76 TW Alexander Drive, Research Triangle Park, NC 27709-0002, USA




MIHICTEPCTBO OXOPOHH 3J0POB’S] YKPA Hn
(MO3 Ykpainn)
sysr. M. Tpywegcekoro, 7, M. Kuis, 01601, en. (044) 253-61-94, E-mail: moz(@moz.gov.ua,
web:http://www.moz.gov.ua, koat €JIPTIOY 00012925

Ha No 01/03/06 sin 03.06.2020

TOB «MEJPIKC»

eyn. Kyopseceka, 5, og. 1,
m. Kuis, 04053

[TOBIIOMJIEHHA
IIpO BBEEHHS B OOIr Ta EKCILTyaTallit0 OKPEMHX METMHIX BUPOOIB, CTOCOBHO SKHX
He BUKOHAHI BUMOTH TEXHIYHUX PEITIAMEHTIB, ajle BAKOPUCTAHHS AKMX HEoOXiaHE B
iHTEepecax 0XOPOHH 30POB s

MiHiCTEpCTBO ~ OXOPOHM - 310pOB’S  YKpaiHW  pO3TIAHYTO  3adBY
TOB «MEJ®IKC» Bin 03.06.2020 Ne 01/03/06 npo BBENCHHA B obir Ta
eKCIUTyaTalil0 MEIWYHMX BHUPOOIB pa3oM 3 MONAHMM IAKETOM JIOKYMEHTIB T2
HOBiZOMJIIE, IO MEAUYHI BUPOOH, a caMe:

paspa; [1IBMaKi (EKCIIpec) TecTH IS JiarHOCTHKM KOPOHaBIpycy COVID-19
Cellex Inc, 1 Tect B ymaxosmi Cellex gSARS-CoV-2 IgG/IgM Cassette Rapid Test,

BupoGHuk: Bupobumk: Cellex Inc., CIIA, anpeca BupoGHUIITEA Cellex Inc.,
KHP,

HoMep naprii abo cepiiinnii Homep: 5513C,

o6car naprii: 22500 oguHULE TECTIB,

npu3Hauenns  Bupoby Ta  cnoci6 ii: iMyHoaHami3 OiYHOro MOTOKY,
NPU3HAYEHHUI UL AKICHOTO BHSBIICHHA Ta andepenniroBanns auTutin [gM ta IgG no
SARS-CoV-2 y uinbHilt KpoBi, cupoBatni KpoBi abo niasmi,

MeTa BBSJGHHS B 00Ir  Ta/abo ekciuyaTauiio: 3MIACHEHHA 3ax0/iB,
CIpSIMOBAaHMX Ha 3aMoGiraHHs BUHMKHEHHIO | TOIIMPEHHIO, JIOKami3allilo Ta
JIKBiANi0 cnanaxiB, eMiaeMiil Ta maHaeMii KOpOHaBipycHOi XBOpoOH (COVID-19),

pimodeni g0 Ilepemiky TosapiB (y TOMY 4YHCHi JiKapChKHX 3ac00iB, MEAMYHMX
BUpOGiB Ta/ab0 MEAMYHOro 06JaXHAHHA), HeOoOXiJHMX Ul BUKOHAHHSA 3aXOIIB,
CHPSMOBAaHMX HA 3aNoGiraHHs BWHWKHEHHIO | MOIIMPEHHIO, JoKaJ3amnio  Ta
MiKBiZamiro cranaxis, emiZemiii Ta NaHeMill rocTpoi pecripaTopHOI XBOpOOU
COVID-19, cnpuunneHoi koponasipycoM SARS-CoV-2, ki 3BIILHAIOTECA BiJ

FBIZHOTO MHUTA Ta ONEpauii 3 BBE3EHHS AKHX HA MHUTHY TepuTopito YKpaiHu

MiticTEpCTBO 0XOPOHM 3A0POR'R YkpaiH

24-04/15824/2-20 Bip, 05.06.2020
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ta/abo onepauii 3 MOCTa4aHHA AKUX Ha MuTHii TepuTopil Yikpaliu 3BiMBLHAIOTHCA Bl
ONOJATKYBAHHS TIONATKOM Ha JOXaHy BapTicTh, W10 3aTBEPKEHO MOCTAHOBOIO
Kabinery MinicTpis Ykpainu gin 20.03.2020 Ne 224 (y penakuii TOCTaHOBU
Ka6inery MinicTpis Ykpaiim gin 08.04.2020 Ne 271), TOMY MOKYTLh OyTu BBENCHI B
o6ir Ta/aG0 eKCIIYaTauilo BiANOBIAHO 1O MYHKTY 2' nocranosu Kabinery
Minictpis Yxpaiun Bil 02.10.2013 Ne 754 «Ilpo 3aTBCPAKCHIL TexHIUHOTO
PETIAMEHTY LIONO MEAWIHIX BUpoGIB JUIs AATHOCTHKA in vitro».

Jasnavaeno, mo xis 3axory Ykpainu «IIpo 3a0¢3NeUEHHs QyHKUIOHYBaHHS
ykpaiHChbKO1 MOBH SIK JepKaBHOI» PO3MOBCIOIKYETHCA Ha BUpoOH, CTOCOBHO AKMX HE
BHKOHAHi BHMOIH TEXHIYHMX PErIaMeHTIB, aje BUKOPUCTAHHA AKUX HeoOXigHe B
iHTEpecax OXOPOHH 310POB’s.

3a 10CTOBIpHiCTH MOXAHO indopmanii pinosigaabHicThL Hece 3asiBHUK.

TenepaabHUil IMPEKTOP
dapmaneBTHYHOr0 JMpeKTopaty Osexcanap KOMAPIJA

BB rinicrepcTes 0x0poHt F10R0EA YepdHL

S 26.04115824.2-20 Bl 05062020
Korapha Ongkcangp Qnenoauy



TOB "Ykpaincnie cepriinaitiiine arcirc o’

Koy C/IPHOY 37955271

01021, s, Knfe, sya. M, I'pyiieschroro, 6y, 28 20 LTS
Ten.: +38 044 223 7208, + 380980856383
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04053, Vipaina. st Kiis. sy, Kyapsasenia 5. o, |

Opran 3 ouinku sixnosianocri TOB "Vkpainebke ceprudikaniiie arenreiiso”
(nasti — OOB TOB "YCA") y Bianosiae na Baw auer No 1/04 8i0 21.04.2020 nosizioniisic
HACTYIIHC.

OOB TOB "VCA" npusnauciio MinckOHOMPO3BHTKY Ha 3uiicHens oKy
BIUTOBIZHOCTI  BUMOramM  TCXIHUHONO  PCIJIAMEHTY  HI0JI0  MEJIMUHUX  BUPOOIB L1
JUarHOCTUKH 1N Vitro.

OOB TOB "YCA" posrasiys nactvini nokyventa najgani TOB «Mendines:

- Jekjapaitito 1po Bianosiicts Nol i 06.04.2020 i3 repmitiom it 10 05.04.2021 111010
BULIOBItHocTi BUpoby «Kacernnii excripec-teer Cellex gSARS-CoV-2 1gG o/ TaM. 25
tectiny BupobHuirea Cellex, Inc. (76 TW Alexander Drive, Rescarch Triangle Park. NC
27709-0002, USA) sumoram Texiiunoro periamMenty o0 Me s supodin s
JIarHOCTHKY In Vilro;

- inerpykiiio Bijn supodiika s kpain Caportin na Bupio «Cellex gSARS-CoV-2
12G/1gM Cassette Rapid Testy DRSS13 Rev. A02 810 02.04.2020:

- 3pa3oK MapKyBalsg BUpoOin Juls kpait CBpolin:

- 317 npo kiainiuny ouinky Cellex gSARS-CoV-2 1gG/IgM Cassette Rapid Test:

- 3BiT 1po ananiz pusukin na pupid Cellex gSARS-CoV-2 1gG/IgM Rapid Test (Iateral
Flow Chromatographic Immunoassay), jokysment ClELEEX/CEO97-17 s 20.01.2020.
nepeist A/00;

- 3BiT 1po oninky crabinsiiocti supody Cellex qSARS-CoV-2 [gG/lgM Cassette Rapid
Test, Homep naprii 20200120WI5513C, 20200121 WISS13C, 20200122WIS5153C:

- ceprudpiar TUV SUD win 26.06.2018 i3 repminom i g0 25.06.2021 Ne Q5 18 02
03200 001 mono sihwosbwocti cucremu yvipaainns sxicrio Cellex. Inc. (76 TW
Alexander Drive, Rescarch Triangle Park. NC 27709-0002. USA) suvoram EN SO
[3485:2010;

(OTO 30BHINIILOIO BUIISLLY Ta BMICTY 1Had0py:

OYKJICT 13 O1IMCOM BUPOOY;

- IHeTpYKUis Ui podeciiiiioro BUKOpUCTariis BUPOOIB Bepeis Juis 3"1\‘]3:.1‘1'1(1’
- IPOCKT MAPKYRamtist BUPOOHIB Julst Y kpaiim: 3 OPU l'pfﬁ : /w
3HEAY i z
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- newuapattiio Cellex, Inc. (76 TW Alexander Drive, Rescarch Triangle Park. NC 27709-
0002, USA), ajipeca supoduumirrsa: 11, North Black. 16 Building. 8 Jinfeng Road. Suzhou
New District, 215011 Suzhou, Jiangsm P.R.iChina Bin 02.03.2020 Ne CELLEX/CE095-0,
Bepeist A/00 niojo Binnosiatocti Bupo6in Cellex gSARS-CoV-2 [¢G/IeM Cassette Rapid
Test (Lateral Flow Chromatographic Immunoassay) Bumoram jmpexrtusi 9879 1C.
(annex I11);
- nopyvenns Bin Cellex, Inc. (76 TW Alexander Drive, Research Triangle Park. NC
27709-0002, USA) Bin 06.04.2020 3 tepminom i 12 Micgill 110,10 HOBHOBAKCHE OB
«Meadiken»;
- JOKYMEHT «3pazok etukerki a mosay CELLEX/CE095-07, sepeist A/0U:
- ceprudirar ananizy COA-5513C, sepcis A00 na supi6 Cellex qSARS-CoV-2 TeG/1eM
Cassette Rapid Test, katanoxnuii nomep 5513C. Jot Neo 202003 1TWISST3C. fara
gupodnuursa 11.03.2020, repmin npuariocti o 15.05.2022:
- auct janux npo Gesneky marepianis Cellex qSARS-CoV-2 TgG/lgM Cassette Rapid
Test No 5513-01 Bij1 01.02.2020; '
- 3BiT npo anagitnuny oninky Cellex gSARS-CoV-2 1gG/1gM Cassetie Rapid Test
IpoanasizyBaBiiin 3a3Ha4cHi JIOKYMCHTH MOKIHBO 3po0HTH BHCHOBOK. 110 BUPIO -
Kacernuit ekenpec-teer Cellex qSARS-CoV-2 1gG / [gM, 25 7tectin, BUPOOHIIITEY
Cellex, Inc. (76 TW Alexander Drive, Rescarch Triangle Park, NC 27709-0002, USA)
HAJACKHUTL 10 MEJAMUHNX  BHPOOIB Ul JUAIHOCTHRH  in VIlro, 3o BH3HAUCHIT
TexuiqHoro peraaMeHty Ho/0  MEAMUIMX  BHPOOIB Ul JHAloC R N vVitro.
sarBepiLkeHoro nocranosolo KaGinery Minicrpis Yipainn sijt 02.10.2013 Noo 754,
Bupobu ripusHateni juis tipodeciiinoro sukopuctanig. 3rino nynkry 10 sasmatcioro
TexXHIUHOrO PErIaMEHTY JUIs OIIHKH  BULTOBLIHOCTI BUPOOIB MOKIMBO  3aCTOCY BT
HPOIEYPY OHIHKW BIANOBUIHOCTI, ‘;zi‘allzifncﬁ:_\ v OI0aTRY 3 010 Texumnono perianicrn
HL0JL0 MCJIMHHKMX BUPOOIR JUISH AT HOCTHKH in vitro (KPINM HVHKTIB 0-8).

Lla npoteiypa e nepeidadac 3aiyucHis oprany 3 OWHKH BUUOBLTTOCH 14
BUHJIAHHSI cCpTH(IKATY.

Jupexrop C. Jlocnwo

(044) 223 72 08

] o N .
Jinpewrop C.Jbocnko

Cmopinsa 7 is .



JIEPIKABHA CJIYHKBA YKPATHH 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(lepaaikenysxba)
npocnext [Mepemori, 120-A, m. Kuis, 03115, ren/daxe: (044) 422-55-77, e-mail: dls@dls.gov.ua,
hetp://www . dls.gov.ua Koa CJIPIIOY 40517815

Ne Ha No BIJI

TOB «Meadike»

y/1. Kyapsscbka, 5, of. 1.
M. Knis, 04053

Jlepknikenyx6a B Mexax KoMmeTeHUil po3risHyna JIMCT TOB «Meadike»
Bix 05.05.2020 Ne 05/05/20 Ta noBiIOMIIsE.

[opsnok Bedenns Peectpy oci6, BinosilanbHHX 33 BBCACHHA MEAHYHHX
BHPOOIB, AKTHBHUX MeJHYHHX BUPOGIB, AKI iMIIAHTYIOTh, T& MEAHTHHX BUPOOIB U5l
JHArHOCTHKM in vitro B 06ir (ani — Peectp ociG), GopMu MOBIAOMIEHD, nepeJiKy
BigomocTeil, aKi 30epiraloTbCsi B HbOMY, Ta PEKUMY AOCTYIY [0 HHX 3aTBepAKEeHHIH
HakasoM MiHicTepeTBa OXOpOHH 310poB A YKpaity Bil 10.02.2017 Ne 122.

V Peectp oci6 BHeceHa iHPOPMALLito 1OA0 0COOH, BiAMOBIAAILHOT 338 BBEJECHHS
MeMYHUX BHPOOGIB IS AiarHOCTHKY in Vitro B obir TOB «Meadike» (Ne 3/n 6941)
CTOCOBHO MeAHYHOro BUpOOY /s AlarHOCTHKH in vitro KaceTHHH ekcrpec-TecT Cellex
qSARS-CoV-2 IgG/IgM, 25 tectin» Bianosiano a0 Jleknapauii npo BiANOBIAHICTDL
Bin 06.04.2020 Ne 1 supoGuuursa Cellex, Inc. 76 TW Alexander Drive, Research
Triangle Park, NC 27709-0002, USA. |

Peectp o0cCi6 po3MilUeHHH Yy BibHOMY JocTyrni Ha ocdiuifinomy BebcailTi
Jepnikeayx6u www.dls.gov.ua B po3zini «JlepikaBHi peecTpu», L0CTYI 10 AKOrO €
BIAKPUTHM | 3arajibHOAOCTYTHUM.

3actynuuk 'onioBu

Bikropia Jlucrounua 422-55-15 /%/

w2 Hepwnikcnywba
N23487.001.3/1005 i1 7-20 BIiG O 7.05.202¢
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Cellex”

-
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JEKJAPALLIA BIAMOBIAHOCTI Ne 1

BupoSuuk: Cellex, Inc.
76 TW Alexander Drive, Research Triangle Park, NC 27709-0002, USA
Autpeca BUpoOHUMLTBA:
CELLEX BIOTECH (Suzhou) Co., Ltd.
IF. North Black, 16 Building, 8 Jinfeng Road, Suzhou New District,
213011 Suzhou, Jiangsu, P.R. China

VY noBHOBaKeHHUI ToBapucTBO 3 00MeKeHOK BiANOBiIAAbLHICTIO «Meadike»
NpeaCcTaBHUK: 04053, Ykpaiua, v. Kuis, Bya. Kyapascoxa 5, 0. 1
(3rinno nopyueHns Bix 06.04.2020)

Ipoaykuis: Kaceruuii exenpec-reet Cellex gSARS-CoV-2 IgG / IgM, 25 recris
Knacudikauis 3a1exHO Bil Bupobu wist npodeciiHoro BUKOPUCTAHHA

[OTEHLUIHHOTO PU3HKY

3aCTOCYBAHHA:

Binnosinae Bumoram: Jloaarky 3, TeXHIUHOTO per;aMeHTy LOA0 MEAMUHHX BHPOOIB s

AiarHoCTHKH in vitro, 3aTBepmkeHoro [locrakosoto KaGinery Minictpis
Vpainu Ne754 Bia 2 xoerhs 2013 p. (kpim nyHkTiB 6-8)

Jlo4aTKOBO NPOLYKLUIA JICTY EN1SO 15223-1:2018
BIANOBIZAE TAKUM

rapMOHI30BaHUM

HallIOHAIbHUM Ta

€BPOTNEHCHKUM CTAHIAPTaM:

MH ZeKIapyeMo. [0 Bilue3asHaiedi BUpodH BiINOBILAIOTH OCHOBHHM BUMOraM, BUKJIaieHiM y Jlonarky I
TexXHIYHOrO PErIAMEHTY OO MEAMMHUX BUPOGIB And aiarHocTHkK in vitro, sateepameroro [locranosoto KaGinery
MinicTpis Vipainn Ne754 gin 2 ostHs 2013 p., 3aCTOCOBHA NPOUEAYPA OUIHKH sianosiznocti Jonarok 3 (kpim
NyHKTIB 6-8).

Kauainiuesa 1.B.

AupeKTop (sinoaiato a0
nopysiernsn sin 06.04.2020):
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JEKJAPALIS BIANOBIAHOCTI Ne 1/1

BupobHuk:

‘VOBHOBaXKEHUH
NIpeCTaBHHK:

[Tpoaykius:

Knacudikauis 3anexHo Bin

Cellex, Inc.

76 TW Alexander Drive, Research Triangle Park, NC 27709-0002, USA
Ajpeca BUDOOHULITBA:

CELLEX BIOTECH (Suzhou) Co., Ltd.

1F, North Black, 16 Building, 8 Jinfeng Road, Suzhou New District,
215011 Suzhou, Jiangsu, P.R. China

ToapucTBo 3 06MekeH0I0 BiXNOBiAa bHICTIO «Meadike»
04053, Ykpaina, M. Kuis, Byn. Kyapssceka 5, og. 1

(3rinHo popyueHHs 8in 06.04.2020)

Kacerunii excnpec-tect Cellex SARS-CoV-2 IgG / IgM, 1tecr

Bupobu ans npodeciitHoro BUKOPUCTaHHA

NOTEHUiHOTO PU3UKY
3aCTOCYBaHHSA:

Honatky 3, TexHIYHOro perfiaMeHTy LWOXO0 MeIW4HUX BUpOOIB Ljis
JIaTHOCTUKM in  vitro, 3aTtBepkeHoro [locraHoBowo KaGiHeTy
Minicrtpis Vkpainu Ne754 Bin 2 soBTHs 2013 p. (kpim nyHKTIB 6-8)

Bianosinae BUMOram:

JloaaTKOBO NpoayKLis JOCTY EN ISO 15223-1:2018
BIATOBI1a€ TAKMM

rapMOHi30BaHUM

HalliOHAILHUM Ta

€BPOMNEHCHKUM CTAHIApTaM:

MH neKapyeMo. 1o BULIe3a3HaveHi BHPOOH BIAMOBIZalOTh OCHOBHWM BHMOTaM, BHKnaneHuM y Jonatky |
TexHi4HOro pernaMeHTy MIOAO0 MEeAMYHUX BUPOGIB LIS JIATHOCTHKM in Vitro, 3aTBepaxeHoro [loctaHosoto Kabinety
MinicTpis Yxpainu Ne754 Bin 2 sostHsa 2013 p., 33CTOCOBHa NPOLIENYPa oulmm anoamﬂocn Jonatok 3 (KpiM MyHKTIB

6-8). / F
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Cellex, Inc. Title: CE Declaration of Conformity

Declaration of Conformity

Manufacturer: Cellex, Inc.
76 TW Alexander Drive, Research Triangle
Park, NC 27709-0002, USA

T. 001-301-9057269

European Representative: MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807
Munich, Germany

T: +49(0)89 189174474
F: +49(0)89 5485 8884

Products: see attachment 1
Conformity assessment route: |VDD Annex ll|

We, the manufacturer, under the sole responsibility, hereby declare that:

The product with CE mark manufactured by our company meet the provisions of the
EU Council Directive (IVDD 98/79/EC) of In Vitro Diagnostic Medical Devices. The
product can fulfill the intended use.

The products includes LATERAL FLOW CHROMATOGRAPHIC IMMUNOASSAY,
BIOCHEMILUMINESCENT ON AUTOMATED INSTRUMENT, Homogeneous
Biochemiluminescence Rapid Test (HBA) and INSTRUMENT.

Date of starting CE-marking: 2018-02-21

Place, Date of Issue: Durham, USA, 2018-02-21

_—

Gereraf Manager: Mr. James Li

/10M




Cellex, Inc. Title: CE Declaration of Conformity
Attachment 1
Products Name CE . Rt'_SK ! EDMA Code First C =
Classification | classification Marking
LATERAL FLOW CHROMATOGRAPHIC IMMUNOASSAY
Cellex gSARS-CoV-2 IgG/IgM Cassette ; .
Others Low Risk 1570 90 90 00 2020-02-01

Rapid Test




“ 2 [3I U.S. FOOD & DRUG

ADMINISTRATION

June 12,2020

James X. Li, Ph.D.
Chief Executive Officer
76 TW Alexander Drive !
Research Triangle Park, NC 27709

Device: qSARS-CoV-2 IgG/IgM Rapid Test
Company: Cellex Inc.
Indication: Qualitative detection bf IgM and IgG antibodies against SARS-

CoV-2 in serum, plaSﬁna (EDTA or citrate), or venipuncture whole
blood from individuals suspected of COVID-19 by their healthcare
provider. Emergency use of this test is limited to authorized
laboratories.

Authorized Laboratories: ~ Laboratories certifiediunder the Clinical Laboratory Improvement
Amendments of 1988/(CLIA), 42 U.S.C. 263a, to perform
moderate and high co*nplexity tests.

Dear Dr. Li:

On April 1, 2020, based on your! request, the Foodi and Drug Administration (FDA) issued a
letter authorizing emergency use of your product,’ pursuant to Section 564 of the Federal Food,
Drug, and Cosmetic Act (the Act) (21 U.S.C. §3 60bbb 3) for the indication identified above, for
use by authorized laboratories.

FDA has received multiple signals of EUA-authori%ed tests with variable or poorer performance
than expected, including instances where independem testing shows different performance than
was submitted to FDA to support Emergency Use Authorlzatlons (EUA). Thus, FDA is
reissuing the April 1, 2020, letter in its entirety with revisions incorporated? to authorize the
emergency use of your product for the indication identified above, by authorized laboratories,
having concluded that revising the April 1, 2020, letter of authorization is appropriate to protect
the public health or safety under section 564(g)(2)(¢) of the Act (21 U.S.C. § 360bbb-

3(2)(2)(C)).

! For ease of reference, this letter will use the term “you” and related terms to refer to the Cellex Inc..

2 For ease of reference, this letter will use the term “your product” to refer to the gSARS-CoV-2 IgG/IgM Rapid
Test used for the indication identified above. |
3 The revisions to the April 1, 2020, letter include: (1) revison of the Section III Waiver of Certain Requirements to
exclude waiver of some requirements, (2) addition of Conditions of Authorization under Section IV concerning
good manufacturing practices, lot release procedures, and post-authorization review of test performance to ensure
consistent final product is distributed that meets labeled perfotmance, and (3) addition of a specified a period of time
in Condition U, Conditions of Authorization under Section IVt and (4) minor revisions to incorporate updated
language consistent with more recent EUAs. |

HOF!



Page 2 — James X. Li, PhD, Cellex Inc.

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.*
Pursuant to Section 564 of the Act, and on the basis|of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act.’

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I am authorizing the emergency use of lyour product, described in the scope Section
of this letter (Section II), subject to the terms of this authorization.

I Criteria for Issuance of Authorization

I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:

|
1. The SARS-CoV-2 can cause a serious or lifp-threatening disease or condition,
including severe respiratory illness, to hum;ans infected by this virus;

2. Based on the totality of scientific evidence a‘{/ailable to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and

3. There is no adequate, approved, and available alternative to the emergency use of your
product.®

I1. Scope of Authorization
I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.

Authorized Product Details \
!
Your product is a qualitative test for the detection of IgM and IgG antibodies against SARS-
CoV-2 in serum and plasma (EDTA or citrate) blood specimens and venipuncture whole blood
specimens collected from individuals suspected of COVID-19 by their healthcare provider.

1

4 On February 11, 2020, the virus tentatively named 2019-nCaV was formally designated as Severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2). Also on February 11, 2020, the disease caused by SARS-CoV-2 was
formally designated as Coronavirus Disease 2019 (COVID-19). This document uses the updated names.

5 U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 7,2020).

6 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.

PUT IHA/IOM
3T1AHD
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Page 3 — James X. Li, PhD, Cellex Inc. }

\

Results are for the detection of SARS-CoV-2 antibodies, IgM and IgG that are generated as part
of the human immune response to the virus. IgM antibodies to SARS-CoV-2 are generally
detectable in blood several days after initial infection, although levels over the course of
infection are not well characterized. IgG antibodies to SARS-CoV-2 become detectable later
following infection. Positive results for both IgG and IgM could occur after infection and can be
indicative of acute or recent infection. ;
To use your product, the device cassette, specimen, and buffer solution are allowed to equilibrate
to room temperature. Specimen (10 pL) is transferred to the center of the sample well. After the
sample well is free of liquid, two drops of Sample Dlluent are then added to the sample well.
Wait for fifteen to twenty minutes and read the test results. Results are not to be read after twenty
minutes. An IgM Positive Result occurs when a col{)red band appears at both the M Test Line
(M) and Control Line (C) and indicates that IgM agamst SARS-CoV-2 is present. An IgG
Positive Result occurs when a colored band appears‘ at both the G Test Line (G) and Control Line
(C) and indicates that IgG against SARS-CoV-2 is present. A positive result for IgM and 1gG
occurs when colored bands occur at both M and G as well as at C. A Negative Result occurs
when a colored band appears at C only and indicates that IgM and IgG antibodies against SARS-
CoV-2 were not detected. An Invalid Result occurs when no colored band occurs at C and the
test should be repeated. |
Your product requires the following internal control, that are processed along with the patient
sample on the device cassette. The internal control listed below must generate expected results in
order for a test to be considered valid, as outlined irﬁ the Instructions for Use:

e Internal Control — The C line should appear for every test and checks that flow of
reagents is satisfactory.

Your product also includes external positive and negatlve controls, or other authorized controls,
to be run as outlined in the Instructions for Use: |
I
e Positive Control — Spiked, chemically mactlvated human serum containing IgM and
IgG antibodies against SARS-CoV-2 cldse to the cutoff of the test. The M, G, and C
lines should all appear. The positive control is used to monitor for failures of antibody
detection reagents and reaction conditions.
e Negative Control — Previously characterized, chemically inactivated, negative human
serum. '
Your product also requires the use of additional authorized materials and authorized ancillary
reagents that are not included with your product anq are described in the Instructions for Use.

The above described product, when labeled con51stently with the labeling authorized by FDA,
entitled “Cellex gSARS-CoV-2 I1gG/IgM Rapid Test” (available at https://www.fda.gov/medical-
devices/emergency-situations-medical- dev1ces/eme; gency-use-authorizations), which may be
revised in consultation with, and with concurrence Qf the Division of Microbiology Devices
(DMD)/Office of Health Technology 7 Office of In|Vitro Diagnostics and Radiological Health
(OHT7-OIR)/Office of Product Evaluation and Quality (OPEQ)/Center for Devices and
Radiological Health (CDRH), is authorized to be distributed to and used by authorized
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laboratories under this EUA, despite the fact that it
required by applicable federal law.

Your product is authorized to be accompanied by th
pertaining to the emergency use, which is required t
and patients:

Fact Sheet for Healthcare Providers: qSA
e Fact Sheet for Patients: qSARS-CoV-21
I have concluded, pursuant to Section 564(d)(2) of t
the known and potential benefits of your authorized
detection of IgM and IgG against SARS-CoV-2 and
Authorization of this letter (Section II), outweigh th:

does not meet certain requirements otherwise

e following product-specific information
o be made available to healthcare providers

\RS-CoV-2 IgG/IgM Rapid Test
2G/IgM Rapid Test

he Act, that it is reasonable to believe that
product, when used for the qualitative

used consistently with the Scope of

e known and potential risks of your product.

I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific

evidence available to FDA, that it is reasonable to b
the indication above, when used consistently with t
(Section II), pursuant to Section 564(c)(2)(A) of th

}

0

elieve that your product may be effective for
e Scope of Authorization of this letter
Act

FDA has reviewed the scientific information avallable to FDA, including the information

supporting the conclusions described in Section I ab

described in the Scope of Authorization of this lette
Section 564(c) of the Act concerning safety and pot

The emergency use of your product under this EUA
exceed, the terms of this letter, including the Scope

ove, and concludes that your product (as
r (Section IT)) meets the criteria set forth in
ential effectiveness.

must be consistent with, and may not
of Authorization (Section II) and the

Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determmatlon under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresRondmg declaration under Section 564(b)(1),

your product is authorized for the indication above.

This EUA will cease to be effective when the HHS Heclaration that circumstances exist to justify
the EUA is terminated under Section 564(b)(2) of the Act or when the EUA is revoked under

Section 564(g) of the Act.

ITI. Waiver of Certain Requirements

|

I am waiving the following requirements for your pfoduct during the duration of this EUA:

Current good manufacturing practice re juirements, including the quality system

requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of the Cellex gSARS-CoV-2

IgG/IgM Rapid Test, but excluding Subﬁ

art H (Acceptance Activities, 21 CFR

820.80 and 21 CFR 820.86), Subpart I (Nonconforming Product, 21 CFR
820.90), and Subpart O (Statistical Techhiques, 21 CFR 820.250).

IV. Conditions of Authorization
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Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this

authorization:
Cellex Inc. (You) and Authorized Distributor(s)”|

A.

L.

Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate directions
for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); appropriate limitations on
the use of the device including information required under 21 CFR 809.10(a)(4); and any
available information regarding performance of the device, including requirements under
21 CFR 809.10(b)(12).

You and authorized distributor(s) will make your product available with the authorized
labeling to authorized laboratories. You may request changes to the authorized
labeling. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.

You and authorized distributor(s) will provide to authorized laboratories the Fact Sheet
for Healthcare Providers and the authorized Fact Sheet for Patients. You may request
changes to the authorized Fact Sheets. Such requests will be made in consultation
with, and require concurrence of, DMD/OH’I7-OIR/OPEQ/CDRH.

You and authorized distributor(s) will make|available on your website(s) the Fact
Sheet for Healthcare Providers and the Fact Sheet for Patients.

You and authorized distributor(s) will info n authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product, authorized labeling and authorized Fact Sheets.

Through a process of inventory control, you|and authorized distributor(s) will maintain
records of the authorized laboratories to which they distribute the test and number of tests
they distribute.

. You and authorized distributor(s) will collect information on the performance of your

product. You will report to FDA any suspedted occurrence of false positive and false
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.

You and authorized distributor(s) are authorized to make available additional

information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letter of authorization.

You and authorized distributor(s) will make |available the control material or other

7« Authorized Distributor(s)” are identified by you, Cellex Inc
distribute your device.
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Cellex Inc. (You)

Ja

K.

authorized control materials for purchase at ihe same time as your product.
|

|

You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any auf‘horized distributor(s).

You will provide its authorized distributor(s} with a copy of this EUA and communicate
to authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials (¢.g., Fact Sheets).

You may request changes to the Scope of A;?lthorization (Section II in this letter) of your
product. Such requests will be made in consultation with DMD/OHT?7-
OIR/OPEQ/CDRH, and require concurrence of, Office of Counterterrorism and

Emerging Threats (OCET)/Office of the Chief Scientist (OCS)/Office of the
Commissioner (OC) and DMD/OHT7-OIR/OPEQ/CDRH.

. You may request the addition of other ancillary methods for use with your product. Such

requests will be made in consultation with, and require concurrence of, DMD/OHT?7-
OIR/OPEQ/CDRH.

. You may request the addition of other specimen types for use with your product. Such

requests will be made in consultation with, and require concurrence of, DMD/OHT7-
OIR/OPEQ/CDRH. !

i
You may request the addition and/or substittption of control materials for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH. |

You may request substitution for or changes|to the authorized materials used in the
detection process of human antibodies against SARS-CoV-2. Such requests will be
made in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

. You will evaluate the performance and asseps traceability® of your product with any

FDA-recommended reference material(s) or established panel(s) of characterized
clinical specimens. After submission to FD/A and DMD/OHT7-OIR/OPEQ/CDRH’s
review of and concurrence with the data, you will update your labeling to reflect the
additional testing. Such labeling updates w}ll be made in consultation with, and require
concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

|
You will track adverse events, including anj/ occurrence of false results and report to
FDA under 21 CFR Part 803.

8 Traceability refers to tracing analytical sensitivity/reactivity
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S. You will complete the agreed upon capilla: | fingerstick whole blood study. After
submission to FDA and DMD/OHT7-OIR/CDRH’s review of and concurrence with the
data, you will update your product labeling to reflect the additional testing. Such
labeling updates will be made in consultatidn with, and require concurrence of,
DMD/OHT?7- OIR/OPEQ/CDRH |

T. You will complete the agreed upon re_al-tim‘ stability study for your product. After
submission to FDA and DMD/OHT7-OIR/CDRH’s review of and concurrence with the
data, you will update your product labeling to reflect the additional testing. Such
labeling updates will be made in consultatidn with, and require concurrence of,
DMD/OHT7- OIR/OPEQ/CDRH. ;

U. You will evaluate different transfer pipettes|capable of consistently delivering 10 uL to
mitigate possible operator error and submit the results to FDA within 1 month of the
date of this letter. After submission to FDA and DMD/OHT7-OIR/CDRH’s review of
and concurrence with the data, you will update your product labeling to reflect the
additional testing and the recommendation for inclusion of acceptable pipettes for use
with your device. Such labeling updates will be made in consultation with, and require
concurrence of, DMD/OHT7- OIR/OPEQ/CDRH.

V. You will comply with the following requirements under FDA regulations: Subpart H
(Acceptance Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I (Nonconforming
Product, 21 CFR 820.90), and Subpart O (Slzgatistical Techniques, 21 CFR 820.250).

W. You must have lot release procedures and the lot release procedures, including the study
design and statistical power, must assure that the tests released for distribution have the
clinical and analytical performance claimed fin the authorized labeling.

X. Within 48 hours following this re-authorization, you must submit lot release procedures
to FDA, including sampling protocols, testing protocols, and acceptance criteria, that you
use to release lots of Cellex qSARS-CoV-2 *gG/IgM Rapid Test for distribution in the
US. ;

|
Y. Ifrequested by FDA, you will periodically submit new lots for testing at the National
Cancer Institute (NCI), or by another government agency designated by FDA, to confirm
continued performance characteristics across lots. In addition, FDA may request records
regarding lot release data for tests to be distributed or already distributed. If such lot
release data are requested by FDA, you mus& provide it within 48 hours of the request.

Authorized Laboratories

Z. Authorized laboratories using your product will include with result reports of your
product, all authorized Fact Sheets. Under exigent circumstances, other appropriate
methods for disseminating these Fact Sheetsmay be used, which may include mass
media. s X
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AA.

Authorized laboratories using your piroduct will use your product as outlined in

the Instructions for Use. Deviations from the authorized procedures, including the
authorized instruments, authorized clinical specimen types, authorized control materials,

authorized other ancillary reagents and auth
are not permitted.

BB. Authorized laboratories that receive

Erized materials required to use your product

Eyour product will notify the relevant public

health authorities of their intent to run your Troduct prior to initiating testing.

CC.
reporting test results to healthcare providers
appropriate.

DD. Authorized laboratories will collect i

product and report to DMD/OHT7-OIR/OPE
Reporting@fda.hhs.gov) and You (tech@ce

Authorized laboratories using your p\roduct will have a process in place for

and relevant public health authorities, as

nformation on the performance of your
Q/CDRH (via email: CDRH-EUA-
llex.us) any suspected occurrence of false

positive or false negative results and signific

performance characteristics of your product

EE.All laboratory personnel using your product

immunochromatographic techniques and us¢
protective equipment when handling this kit
the authorized labeling. All laboratory perso
and be familiar with the interpretation of res

Cellex Inc. (You), Authorized Distributors and A

v

FF.You, authorized distributors, and authorize

ant deviations from the established
of which they become aware.

must be appropriately trained in

> appropriate laboratory and personal

and use your product in accordance with
nnel using the assay must also be trained in
ults of the product.

uthorized Laboratories

laboratories using your product will ensure

that any records associated with this EUA are maintained until otherwise notified by
FDA. Such records will be made available ﬂ‘o FDA for inspection upon request.

|

Conditions Related to Printed Matter, AdVertisil?g and Promotion

GG.

All descriptive printed matter, incluciing advertising and promotional materials,

relating to the use of your product shall be consistent with the Fact Sheets and authorized
labeling, as well as the terms set forth in this EUA and the applicable requirements set

forth in the Act and FDA regulations.

HH.

relating to the use of your product shall clea*ly and conspicuously state that:

All descriptive printed matter, incluciing advertising and promotional materials,

|

l

o This test has not been FDA cleared or approved;

\
e This test has been authorized by FD@* under an EUA for use by authorized

laboratories;

|
|
!
1
|
|
!
|
|
l
|
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e This test has been authorized only fo
against SARS-CoV-2, not for any otﬁ\er viruses or pathogens; and

r the presence of IgM and IgG antibodies

This test is only authorized for the dtﬁration of the declaration that circumstances

exist justifying the authorization of emergency use of in vitro diagnostics for

detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Act, 21
U.S.C. § 360bbb-3(b)(1), unless the t:authorization is terminated or revoked

sooner.

No descriptive printed matter, including advertising
use of your product may represent or suggest that th

of SARS-CoV-2.

The emergency use of your product as described in

or promotional materials, relating to the
is test is safe or effective for the detection

|
[

this letter of authorization must comply

with the conditions and all other terms of this authorization.

V., Duration of Authorization

This EUA will be effective until the declaration that
authorization of the emergency use of in vitro diagn

COVID-19 is terminated under Section 564(b)(2) o
Section 564(g) of the Act.

Sincere

circumstances exist justifying the
ostics for detection and/or diagnosis of
f the Act or the EUA is revoked under

o

1
|
\
|

T
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