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1. HamMeHOBaHHe MeIUIIUHCKOTO U3/1eTUA

Habop peareHTOB 11 MMMyHOXpomarorpadudeckoro BoisBieHUs aHtureHa SARS-CoV-2 B
ouonmornueckom wmatepuane dyenoeka (BIOCREDIT COVID-19 Ag) (manee HaGop wunum
BIOCREDIT COVID-19 Ag).

2. Ha3nayeHue MeIMIHMHCKOIO M3/1eJIUSs

[Ipennaznauen nnsi KayecTBEHHOTO BbIsABICHHS aHTUreHa SARS-CoV-2 B OHoOrHueckoM
Marepuase yeaoBeka (Ma30K U3 HOCOTJIOTKH).

Habop siBnsieTcss BcrioMoraTelbHbIM MHCTPYMEHTOM Ui paHHel auarHocTukun SARS-CoV-2 y
MAlUMEHTOB € KIMHUYeckuMH cumnromamu uHpekinuu SARS-CoV-2. Ilpu TtectupoBaHuu
Ouosornyeckux  o0pa3loB ¢  HWcrHonb3oBaHWeM HaOopa, moydeHHBIE — Pe3yJIbTaThI,
CBUJICTEJILCTBYIONINE O PEAKTHBHOCTH 00pasia, JOJDKHBI OBITh TMOATBEPXKICHBI NMPU MTOMOIIN
QIbTEPHATHBHBIX METOJOB aHaim3a. HabOop mnpeaHasHayeH TOJNBKO ISl  BBIOJHEHUS
1a00paTOPHOI TUArHOCTUKHU B YCIOBHSX in Vitro.

Ooébnacmov npumenenus:

Knunnueckas naboparopHas auarHoctuka. HHQeKkunoHHBbIE OTAENEHUs TroCyJapCTBEHHBIX
JIe4eOHO-TPODUIAKTHICCKIX — yupexkaeHuid. JlmarHoctmdeckue aboparopuu. YacTHbIC
MEJIMIIMHCKUE IIEHTPHI, o0Jafaronue HeoOXoAUMbIM 000pynOBaHHEM. MEIUIIMHCKOE H3IC/Ne
MPUMEHSIETCS CIIELUAIMCTaMU: Bpady KIMHUYECKOM J1abopaTOpHON JUArHOCTHKH, MEIULMHCKUN
7a00paTOPHBIA TEXHUK, Bpad OOIIel MPAaKTUKH, CPETHUA MEAMIMHCKUI TepcoHal, (enbamep.
Tonbko asst mpodecCHOHATBHOTO TPUMEHEHHS.

3. Beenenue

Wnentudunmuposannas B 2019 rogy HoBas pazHouaHocTh (2019-nCoV-2) npeacrasisier coboit
kopoHaBupyc ¢ oxnorenodeunoit PHK. PecnuparoprHoe 3a0oiieBaHue, BBI3BIBAEMOE HOBBIM
BHPYCOM, TOJYYHJIO Ha3BaHWE KopoHaBupycHoi uH(pekunu COVID-19. Bupyc 2019-nCoV
NPUHAIISKAT K poay Oera-kopoHaBUpycoB. Ha3BaHHOE CeMEHCTBO BKIIOYAeT B ceOs
KOPOHABUPYC, BBI3BIBAIOLINI pa3BUTHE TSHKEIOrO OCTPOro pecnupaTopHoro cuuiapoma (SARS-
CoV, 2003) u pazButue O6mmxHEBOCTOUHOTO pectiparoproro cunapoma (MERS-CoV, 2012). B
CTPYKTYPY KOPOHABHPYCOB BXOJHUT YETHIPE BUIA BHPYCHBIX OCIKOB, MOJYYHBIIUX HAa3BaHHE
mMnoBuHOro 6emnka (S), obonoueynoro Oenka (E), 6enka memOpansl (M) U HYKJI€OKaIICHIHOTO
oenka (N).

B rpynmy Hambonee pacnpOCTpaHEHHBIX CHMIOTOMOB KOPOHAaBUPYCHOW WHQEKIIUN BXOMIST
CHUMIITOMBI CO CTOPOHBI JBIXAaTEIbHON CHCTEMBI, BBICOKas TeMIlepaTypa (JIMXopaika, kap),
Kallelb, OJBIIKA U pa3HbIe CTEIICHU 3aTPyIHEHHOCTH AbIXaHus. [Ipu OoJee TSHKEIOM TeUeHUH
3a0oseBaHus, WH(PEKIHS MOXKET CTaTh NMPUYMHOW Pa3BUTHS TTHEBMOHHH, TSDKEIOTO OCTPOTO
pEeCIpaToOpHOTO CHHIPOMA, HEIOCTaTOYHOCTH TMOYEYHOW (YHKIHMH, W JaXe MPHUBECTH K
J€TaTbHOMY HCXOTY.

CrannmapTHelii HAa0Op PEKOMEHIAIMHN IS TPEIYNPEKACHUS PacpOCTpaHeHHUs HWH(EKIHN
BKJTIOYAET B CE€0s pEryJIsIpHOE M TIIATEIIEHOE MBIThE PYK, MPUKPBITUE PTa U HOCA MPH Kallle
YHXaHWH, THIATEIBHYIO0 TEPMUYECKYIO0 00pabOTKy MUIIEBBIX MPOIYKTOB, BKIIOYAs MSCO U SHIIA.



Taxxe pexkomeHryeTcst u30eratb OJM3KUX KOHTAKTOB C JIFOJbMU, IEMOHCTPUPYIOLUIUMHU ITPU3HAKU
Y CUMITOMBI OOJIE3HEHHOT'O COCTOSIHMSI, TAKME KAK KallleJlb U YNXaHHE.

4. IMoxka3anusn:

Jlnst kauecTBeHHOTO onpeneneHust Hanmnuus anturena SARS-CoV-2 B Ma3ke U3 HOCOTJIOTKH Y JIUII
C KIIMHUYECKOW CHMIITOMATUKOW PECIIHMPATOPHOTO 3a00JICBAHUS C MOJO3PCHUEM HAa HH(EKITUIO
COVID-19.

5. IIporuBonmoka3anus:

1. Ucrekimii cpok TOAHOCTH TeCTa

2. Hapyiena ynakoBka U3ienus

3. Henaanexaiiue ycaoBusi XpaHEHUS U TPAHCIIOPTUPOBAHUS.

4. Jlpyrue IpoTUBOTIOKA3aHUSI OTCYTCTBYIOT, 332 UCKIIIOUEHUEM CIIy4yaeB, KOora 3a00p Marepuaia
HE MOJKET ObITh OCYILIECTBJIEH 10 MEIULIMHCKUM MOKA3aHUSM.

6. ITo0ounblie nelicTBUS
He npumennmo i nannoro MU.

7. IToTenumnaabHbIE IOTPEOUTEIN:

HaGop nmpenHazHadyeH [uis  WCIONB30BAaHHUSA  IEPCOHAIIOM  KJIMHUKO-THArHOCTHYECKUX
nabopaTopuii HE MOJIOKe 18 JeT C BBICHIMM M CPEIHUM MEAUIIMHCKUM, OHUOJIOTHYECKUM
o0Opa3oBaHHeEM, MPOILEIIINM COOTBETCTBYIOLIYIO MPO(ECCHOHANBHYIO MOATOTOBKY B 00NacTu
WCTIOJIB3YEMBIX METOJIOB M METOJIOB 0e30MacHOi pabOThl C MATOTEHHBIMH OMOJOTHYECKUMHU
areHtamu [-IV rpynmn natoreHHocTu.

Habop npeanasHaveH Ui 0JJHOPAa30BOTO UCIIOIb30BaHMSI.

8. (DyHKIII/IOHa.]'II)HOC Ha3HAYCHHE (HaanMep, CKPMHHUHI, MOHUTOPHUHI', TUAI'HOCTHKA
HJIA BCIIOMOTaTeJIbHOE CPEACTBO B IlI/IaFHOCTI/IKe)

HaGop wucmonbp3yercs, Kak BCIIOMOTAaTEIbHOE CPEACTBO B paHHEW TUArHOCTUKE. Pe3ysbTaThl
TECTUPOBAHUSI HA AaHTUTEH HE JOJDKHBI UCIIOIH30BATHCS B KAYECTBE €IMHCTBEHHOTO OCHOBAHUS
JUISL  TIOATBEPXKJEHUA wWin  HuckimtoueHus uHbuuupoBanus SARS-CoV-2 wmm  ansa
WH()OPMHUPOBAHMSI O CTATyCE HH(DEKITUH.

9. HpuHumn geiicTBus

Habop peareHTOB M1 MMMyHOXpomarorpadudeckoro BoisBieHUs antureHa SARS-CoV-2 B
ouonornueckoM wmarepuasne uenoeka (BIOCREDIT COVID-19 Ag) npennaszHaueH amus
BBINIOJTHEHUST OBICTPOrO0 M Ka4eCTBEHHOI'O0 MMMYHOXpoMaTorpauueckoro aHainusa. B ocHoBe
JEUCTBHsI yCTPOWMCTBA JICKUT INPUHLHII IPUMEHEHHUs JBYXLBETHOM CHCTEMBI. B CTpyKTypy
yCTPOMCTBa BKJIIOUEHA MOAJIOKKA C J0OAaBIEHHUEM HAHOYACTHUI] KOJUIOMJHOIO 30JI0Ta JJIs
(hopMHpOBaHHS KOHBIOTHPOBAHHBIX KOMIUIEKCOB, U MEMOpaHHas MOJIOCKA peareHTOB (10 JTMHUA
TecTUpoBaHusl T), Ha KOTOpPYIO MpEABApUTENIbHO HAHECEHbl aHTUTENA, CcHeuu(UuUecKue K



anTureny koponasupyca SARS-CoV-2. [Ipu Hamu4uu B UCTIBITYEMOM OMOJIOTHYECKOM 00pasie
anTuresa koponasupyca SARS-CoV-2, B pesynbraTre 00pa30BaHUS KOMILJIEKCA AaHTUTENA-
aHTUIE€Ha-aHTUTEJa C BOBJICUEHUEM MHAMKATOpa (HAaHOYACTUIl KOJIJIOUHOTO 30J10Ta), MO JIMHUU
TECTUPOBaHUS (MapKUpoBaHHOW JuTepoil T) mposiBisieTcss BUAMMAS MOJOCKA YEPHOrO IIBETA.
JIuaust KoHTposast (MapkupoBaHHas Jutepod C) mpeaycMoTpeHa B TECT-CHUCTEME B KauecTBE
cpeacTtea  Juid IpoLEaypbI
TecTUpoBaHus. OKkpamuBaHue JTUHUU KOHTPOJIs (C) HOIKHO MPOSIBIATHCS MIPU JTFOOBIX YCIOBUSX,

MHTETPUPOBAHHOM IIPOBEPKM  KOPPEKTHOI'O  BBIITOJIHEHMS

OE30THOCUTENIBHO pE3yJbTaTOB TECTa,
MPOLEAYPHI.

npu HOpaBUJIBHOM  BBIIIOJIHCHUH HACIIBITATECIILHON

10. KoMnieKTHOCTH

Wznenue npencrasiser co60ii HAOOP peareHToOB, B COCTaBE KOTOPOTO HAXOASTCS:

1. TecroBast kacceTa (B MHIUBUAYAIbHOW yITaKOBKE U3 (OJIBTU B KOMIUIEKTE C OCYIIUTEIEM) —
20 mrt.;

2. [Ipobupka ¢ Oydepom s pa3BeieHus Ornoaoruaeckoro oopasma — 20 mr.;

3. Hacanka ¢ xanenpauneii — 20 mr;

4. CtepuibHbBIN TaMIIOH AJIs B3SITUS Ma3ka — 20 mT.;

5. UHCTpyKIUS K MEAULIMHCKOMY M3eNunio — 1 miT.

(1) Tecmoeasa kaccema

KomnoneHT

Crienupukanus

JIuHus KoHTpONS

AmnTuTena ko3bl k IgG kponuka (kormenTparys 0.9 + 0.2 mr/min)

JInnus TecTupoBaHUs

(T)

Koponasupyc (SARS-CoV NP) anturena (konuentpamus 1.4 + 0.4
MT/MJT)

Conepxxumoe
neTeKTopa \
(30510TBIE KOHBIOTATHI)

(1) Hyxneonporenn uenoBeka SARS xoponaBupyc / NP anturena,
Mpimnabsie Mab- koHbIoTat ¢ 30510ToM (KoHIeHTparus 0.4 +0.1
MT/MJT)

(2) IgG xponmka — KoHbrorar ¢ 30;10ToM (KoHueHTpanus 0.1 + 0.025

MT/MJT)

Tlonimoxxka s
KOHBIOraTa

CrexioBoiokuo: 7+ 1.8 x4.0 £ 1.0 mm

AbGcopbOupyrormas
MOJJTOMKKA

emmono3nas 6ymara: 18 £4.5x 4.0 £ 1.0 mm

[Mommosxka yist oOpasma

Hemmono3nas 6ymara: 18+4.0x 4.0+£1.0 MM

AbGcopbOupyrormas Hemmomo3nas 6ymara: 18+4.0x 4.0+1.0 MM
MOJITOKKA

MewmOpana u3 Hpesecnas macca: 25 +2.0 x 4.0+ 1.0 mm
HUTPOLIEIUTION036I

IlnactukoBag Kaccera

ABS — cmona




(2) Ilpooupka c oyghepom ona pazeedenus ouonozuueckozo oopasua (0.4 ma) - — rpuc-HCl
Oydep, TBuH 20, HATPUS XIJIOPHIL, HATPUS A3U]

11. MaTepuaJibl, He BXOAsIIIHE B KOMIUIEKT MNOCTABKH
—  3aluTHBIE EpYaTKY;
—  3alMTHBIC OYKH;

- CTCpI/IJIBHBIﬁ TaMIIOH IJIs B3sTHUs Ma3Ka

12. KoHTaKT ¢ Oprann3mMom 4eJioBeKa
KpaTtkoBpeMeHHBINM KOHTAKT CO CIU3UCTOM.

13. Hepequb MaTEepHUAJIOB )KUBOTHOI'O HJIH Y€JIOBCYECCKOI'O MPOUCXOKICHUS
M€)1HI.IHHCKO€ U3aCInueC M3roToBJICHO 0e3 HCIOIb30BaHUS MaTrepruajIoB YCIOBCYCCKOI'O
MMPOUCXOKIACHUA.

14. dynknuuoHa bHbIE XaPAKTEPUCTHKHU

Ucneitanus Habopa peareHTOB It UMMYHOXpOMaTorpaduyeckoro BeIsiBJIeHNs aHTUTeHa SARS-
CoV-2 B buonoruueckom Marepuaiue yenoeka (BIOCREDIT COVID-19 Ag) 6b111 npoBeeHbI
C WCIIOJIb30BaHUEM BBIOOPKH OWOJIOTHYECKHUX OO0pa3loB, paHee IMPOTECTUPOBAHHBIX METOJ
MOJINMEpa3HOM LIETHOM peakiuu B peskuMe peasibHoro Bpemenu (I1LIP). [Tonydyennslie pe3yapTaTsl
IIPEICTaBIICHBI B CIIEAYIOIIEH TalmuIte.

1 YyecmeumenbHoCHb u cneyuguunocms
[TosrydeHHBIE pe3ynbTaThl B 3aBHCHMOCTH OT IHS 3a0opa oOpa3ia OT Havajia 3a0o0JieBaHUs
MPE/ICTaBIICHBI B CIICAYIOIIEH TaluIie.

UyBCTBUTEIBHOCTD
(95% AU, %)

Crrentu(hnaHOCTH
(95% N, %)

0-3 1n 33 88.2% (62.25-97.93) | 100% (75.93-100.0)
4-7 nm 150 96.7% (87.64-99.43) | 96.6% (89.77-99.13)
Tocne 8 ans 17 100.0% (46.29-100.0) |91.7% (59.75-99.56)

OOm1re pe3yabTaThl MPECTABICHEI B CIEIY OIS TabmuIe.

TMOJIOKUTEIbHBIN OTpPULATEIbHbIN
MOJIOKUTENbHBIH (1) 79 4
OTpULATEIbHBI (-) 4 113
EEEES—




95.18% (87.45-98.44%, 95% CI)
96.58% (90.96-98.90%, 95% CI)

2. Bocnpouszeooumocmo

Jnsi mpoBepKM TOBTOPSIEMOCTH M BOCHPOM3BOAMMOCTH Habopa HCHOIB30BaluCh HUEM
COOCTBEHHBIE MOJIOKUTEIIbHBIC U OTPULIATEIHLHBIC CTAHIAPTHBIE KOHTPOJIH.

[Ipu mpoBeneHUM SKCIIEPUMEHTOB, HE OBLTO OOHAPYKEHO pas3iuYMil B MpeaesiaX OJHOW Cepuu
WCTIBITAHUN, MEXTY Pa3HBIMH CEPUSMHU UCTIBITAHUHN, MEXK]Ty Pa3HBIMU MTAPTHSIMHU HAOOPOB, MEKITY
Pa3HBIMU JTAO0OPATOPHBIMH TUIOIIAJAKAMHU U MEXKAY Pa3HbIMU JHSMU MTPOBEICHUS HCTIHITAHUM.

3. Ilepexpecmmuasa peakmuernocmo

Hns MPOBEPKHU MEPEKPECTHOM PEaKTUBHOCTH Hab6op peareHToB InIE:
UMMyHOXpomarorpaduueckoro BbisiBieHus: aHtureHa SARS-CoV-2 B Ouonormueckom
matepuasie yenoeka (BIOCREDIT COVID-19 Ag) Obur ucnbiTaH B OTHOIIEHHH OOpa3IoB,
cojepkaux 19 pasHbIX MHUKpOOPTraHHW3MOB M BUPYCOB. [losydyeHHbIE pe3ynbTaThl MOKa3alid
oTCyTCTBHE y aHHOTO Habopa nmepekpecTHO peaKTUBHOCTH B OTHOIICHUH BCEX aHATM3UPYEMbIX
MAaTOT€HOB, 33 UCKJIFOUYEHUEM C1a00ii MePEeKPECTHOM PEaKTUBHOCTH, KOTOpas Oblila onpezesicHa B
oTHoleHnu KopoHaBupyca SARS-CoV.

e Bupyc Konuentpanus
n/n
1 Koponasupyc uenoseka (pazHoBUAHOCTH 229F) 2,2 x 10° BOE/mn
2 Koponasupyc uenoseka (pasHoBugHocts OC43) 6,1 x 10° BOE/mn
3 Koponasupyc uenoseka (pazHoBUAHOCTH NL63) 6,31 x 10* TCIDso/mn
4 Koponasupyc uenoseka (paznoBuanocts HKUT) 1 Mkr/mir*
5 Koponasupyc MERS 0,1 MKr/mMi
6 Koponasupyc SARS 1,0 Mxr/mm**
7 Mycoplasma pneumonia 4,5 x 10* KOE/Mn
8 Streptococcus aureus (mutamm 3284) 1,0 x 10° KOE/mn
9 Bupyc rpunma, Tan A (pazHoBugaocts HIN1) 3,1 x 10° BOE/mn
10 | Bupyc rpunmna, Tun A (pazHoBuaHocTs H3N2) 5,0 x 10° BOE/mn
11 | Bupyc rpunmna, Tun B 8,5 x 10° BOE/mn
12 | AneHoBupyc 4yenoBeka, Tum 1 5,0 x 10° TCIDso/mn
13 | MeranHeBMOBHpPYC YeJIOBEKa 1,6 x 10° BOE/mn
14 | PecriupaTopHO-CHHIIUTHATIBHBIN BUPYC 2,4 x 10° BOE/mn
15 | PunoBupyc 21 (A) 2,4 x 10° BOE/mn
16 | Bupyc naparpumnma, tu 1 1,6 x 10° BOE/mn
17 | Bupyc naparpumnra, Tu 2 1,0 x 10° BOE/mn
18 | Bupyc naparpumnma, tun 3 5,0 x 10° BOE/mn
19 | Bupyc naparpumnma, tum 4A 5,2 x 10* BOE/mn




4. Humepgepenyusn

Hns  mpoBepku uHTepdepenimn HaGop peareHTOB I HWMMYHOXpOMATOTrpauuecKoro
BosiBiicHUsT aHTHUreHa SARS-CoV-2 B Ouonormyeckom marepuane uenoBeka (BIOCREDIT
COVID-19 Ag) Obln ucobplTaH B OTHOLIEHUM OOpa3loB, coaepkKamux 13 3HIOT€HHBIX U
9K30r€HHbIX BemecTB. [losydyeHHble pe3yibTaThl HUCHBITAHUN TOKa3aldd OTCYTCTBUE
UHTEPGEPEHINH C aHATM3UPYEMBIMH BEIIECTBAMH SHAOT€HHOW U 9K30TC€HHOM MPHUPO/IBL.

TecroBasn
. He B TB
No Tun HNurepdepupyromme Bemecrsa KOHIEHTPANHA
| HAMA CriBopotka, Tun 1 (Berpeuaercs y 310poBBIX 63 mr/ao D
JIOHOPOB)
HAMA CriBopotka, Tumn 11
2 (Bo3HuKaeT mocie JieueHHs: MOHOKIIOHATEHBIMH 63 ur/mn D
AQHTHUTENIAMHN)
3 PeeMarouubil paxrop 20 Ex/mn?
DHIIOTeHHOE
4 BunupyGun 200 mxr/mr”)
5 BunpyGuHa KOHbIOrar 290 mxr/mrY)
6 Temorio6uH 5 mr/mir®)
7 Xonecrepun 5 mr/mir®)
8 DJITA-2Na 5 mr/mm®
9 Tenapun 1 mr/mr®
10 Troko3a 10 mr/mi)
OK30reHHoe
11 Harpus nurpar 10 mr/ma®
12 AneramuHopen 5 mr/mir®)
13 AneTuiicaniiuioBas KUciuora 5  wmr/mnd
5. Ilpeoen oonapyscenus
beuto  moaTrBepxkaeHo, 4TO  mpenen — oOHapyxeHms ~— HaGopa  peareHTOB s

UMMyHOXpomarorpaduueckoro BbisiBieHus: aHtureHa SARS-CoV-2 B Ouonormueckom
matepuaie yenoseka (BIOCREDIT COVID-19 Ag) cocrasnsier 7,81 x 10> BOE/mun.

6. Cmaounvnocmo

PesynbraThl ncciegoBaHMi CTAOMIBHOCTH METOJIOM YCKOPEHHOTO CTapeHHs TOTOBOTO TPOIYKTa
MOKa3ajy, 4YTO XapaKTePUCTUKH NpPOAYKTa ObUlM cTa0WIbHBIMM B TedeHue 90 nHeil npu
temneparype xpaHenust 50 °C (oTHocUTeIbHAas BIAXHOCTh 75%) B YIIaKOBKE FOTOBOT'O MPOIYKTA.
PesynbTarhl nccienoBaHuil CTaOMIBHOCTH METOJOM YCKOPEHHOI'O CTapeHHsl MOATBEP)KIAIOT
CTaOUIIBHOCTD B T€UEHUE 24 MECSIIEB.

Ucnpitanue crabuwibHocTn HabGopa B pekume pealbHOrO BpPEMEHM MOATBEPAWIO, YTO
XapaKTEPUCTUKU MPOAYKTa ObUIM CTAaOMIIbHBI B T€UEHHE 12 MecsLEeB MIPU TEMIIEpaType XpaHeHus
443 °C / 4043 °C B 3ameyaTaHHOM / 3aIIMIAIONICH OT CBETA YIIAKOBKE.
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15. Mudopmauus o coaepkaHuM JIeKAPCTBEHHBIX CPEACTB

MenunuHCKoe U3ASIne He COACPIKHUT B CBOEM COCTABC JICKAPCTBCHHBIX CPCACTB.

16. Undopmanus o cTepuwjIn3anui MeIUIMHCKOT0 U3/1eJus

MenuinHcKoe U3/ieNue SABJISIETCS CTEPUIbHBIM. By cTepunn3aiiuu ra3oBast (OKCUIOM STUJICHA).

17. Undopmanms 0 peMOHTe U 00CYKUBAHUN MEeIUIIMHCKOT0 U31eJINs

MenuinHcKOe U3/IeNie He TOJICKUT PEMOHTY U OOCTY>KUBAHUIO.

18.
1.
2.

Mepsb! npeocTOPOKHOCTH
Habop npeanasHaueH TOJIBKO AJIsl AMATHOCTUKU B TAOOPATOPHBIX YCIIOBUSX in Vitro.
BoznelicTBue Biiaru Uiy TEMI0OBOIO U3IYUYEHHUS] MOXKET CHUXKATh CTAOMIIBHOCTD peareHToB. C
Y4E€TOM JaHHOTO OOCTOSITENHCTBA, MEAUIIMHCKOE M3/ENINe HEOOXOAMMO HCIIOJIb30BaTh KaK
MOJKHO OBICTpee TOCIIe BCKPBITHS YIIaKOBOYHOT'O KOHBEPTA M3 (POIBrH, HE MOABEprasi TECT-
CUCTEMY BO3ECHCTBHIO BHEIIHEN CPEIbl B TEYEHHUE MTPOJOJKUTEILHOTO BPEMEHHU.
He wucnonb3oBaTh TECTOBYIO KacceTy HpPHU HAIWYUU TOBPEXKICHUM AJIEMEHTOB YNAKOBKH
(KoHBepTa TSl YIIAaKOBBIBAHUS WHAMBHYaTbHON NCTIHITATEIHHOMN KaCCEThI MM MEMOpPaHBI 13
ATIOMUHUEBON (OJIBTHU JIJIsl TepMETH3aIMU (IakoHa ¢ pa30aBUTENEM).
[Tocne 3aBepiieHHs TECTUPOBAHUSA, HEOOXOJUMO HaJUIEKAIIMM 00pa3oM yTUIIM3UPOBATh BCE
npoObI 1 Matepuaisl. [Ipu obpameHnn 1 yTHIN3aIUH JIIOOBIX OMOJIOTHIECKUX MAaTePHAaJIOB,
KOTOPBIE IIOTEHIIUAIBHO MOTYT OBITh HHOUITUPYIOIIUMH, HEOOXOMMO CTPOTO COOJTI0IaTh BCE
TpeOOBaHMUs, YCTAHOBJICHHBIE B CTaHIApPTaX, PyKOBOJCTBAX U MPOIEIypax Mo 00ECIIeYCHUIO
Omonorudeckoi 0ezonmacHoCTH. sk yTHIN3aIuu HEOOXO0IMMO MCIOJIF30BATh CIICIHAIbHBIC
KOHTEIHEepHI 151 OMOJIOTUYECKUX OTXO/10B.
IIpu oOpaimeHun ¢ TecTUpyeMbIMH oOOpa3luaMu HEOOXOJMMO HCIIOJIb30BATh 3alllUTHBIC
MepyYaTKy, 3alIMTHYIO0 BEPXHIOIO OJCKIY U 3allUTHbIE oukH. [locie TecTupoBanus cienyet
THIATEJIBbHO BBIMBITH PYKH.
BoinonHeHne MOBTOPHBIX LMKIOB 3aMOpPAaXXUBAHUS M Pa3MOpaXKUBaHUS OMOJIOTMYECKUX
0o0pa3loB ~ MOXET  MPHUBECTH K  TONYYCHUIO  JIOKHOTOJIOKHUTENBHBIX WU
JIO’)KHOOTPULIATEIbHBIX PE3yIbTATOB.
[lepen yrunuszanueil TBEpAbIX OTXO0/I0B HEOOXOAUMO BBIIIOJIHUTE UX 00€33apakuBaHUE MPU
nmomoInu 00padoTKU B aBTOKJIaBe B TeueHue 1 yaca npu temmnepatype 121 °C.
Bydep conepxut natpus azun B konmmdectse MeHee 0,1 %. [Ipu nomaganuu Oydepa Ha KOKY
WIK B TJa3a, NOCTpa/aBlIeMy CIeAyeT HMPOMBITH MOPaKEHHbIE YYaCTKU KOXHU WIM IJla3a
OOJNIBIIMM  KOJMYECTBOM TIPOTOYHOW BOABI M OOpaTUThCS 3a KBaTH(PUIMPOBAHHON
MEIUIMHCKONW MTOMOUIBIO, TPU HEOOXOAUMOCTH.
[Tocne 3aBepiieHHs TECTUPOBAHUS, HEOOXOJUMO HaJUIEKAIIMM 00pa3oM yTUIIM3UPOBATh BCE
npoObI 1 Matepuaisl. [Ipu obpameHnn 1 yTHIN3aIUH JIIOOBIX OMOJIOTHYECKAX MAaTepPHAaJIOB,
KOTOPBIE IIOTEHIIUAIBHO MOTYT OBITh HHOUITUPYIOIIUMHU, HEOOXOIMMO CTPOTO COOIIOIaTh BCE
TpeOOBaHMUs, YCTAHOBJICHHBIE B CTAaHIAPTaX, PyKOBOJCTBAX U MPOIEIypax Mo 00ECIeYCHUIO



10.
11.
12.
13.

14.

19.

Omonorudeckoi 0ezonacHocTH. st yTHIN3aIuu HE0OOXO0IMMO MCIIONB30BATh CIICIHATIBLHBIC
KOHTEIHEepHI J1s1 OMOJIOTUYECKUX OTXO/10B.

He ncnons3o0BaTe MEIUIIMHCKOE U3EIHE ITOCIIE UCTEYEHHS CPOKA FOJTHOCTH.

MenuuuHcKoe U3enre He IPeAHa3HauYeHo Il HOBTOPHOTO IIPUMEHEHUS.

[Ipu TecTupoBaHUU 3aIpeliaeTcsl UCOIb30BaTh KOMIIOHEHTHl Habopa U3 pa3HbIX cepHil.
[Ipy mosydyeHUU CHOPHBIX (COMHHUTENIBHBIX) PE3yJNbTaTOB, PEKOMEHIYETCSI BBIIOJIHEHHE
aHaJIM3a C UCIIOJIb30BAHUEM AJIbTEPHATUBHBIX METOJIOB, JOCTYIIHBIX B JAHHBIX KIIMHUYECKHUX
ycinoBusx. Takke Kak B 0OOCTOATENbCTBAX MPUMEHEHMSI JIIOOBIX APYTHUX METOAOB U CHUCTEM
JUIsL TECTUPOBAHMS, PE3YJIBTATHl UCIIBITAHUN TAaKOIO TUIIA HE JIOJKHBI HCIIOIb30BAaTHCS B
KauecTBE €IMHCTBEHHOTO OCHOBAHUS JJISl IOCTAHOBKHU JuarHo3a. OKoHYaTenbHOE pelIeHHe
JNOJDKHO NPUHHUMAThCA BpadyoM (KIMHMYECKUM CIEHUAINCTOM) IIOCIIE€ PacCMOTPEHHUS
pEe3yJIbTaTOB BCEX Ja0OPATOPHBIX TECTOB U aHAJIN30B, C YUYETOM OLIEHKU 001N KIMHUYECKON
KapTUHBI.

[Ipu ncnonb30BaHUM AJ11 MA3KOBOM MPOOBI, B3TOM M3 00JACTH HOCOIJIOTKH, KUIKUX CPEX
JUIS.  TPAHCTIOPTHUPOBKH 00pa3noB, coaepxkamux Bupyckl (UTM/VTM), Ttakym cpemy
HE0OXOUMO pPa3BOAUTH B mporopnuu 1:1 pa3zbaBuTelleM, BKIIOYCHHBIM B KOMIUICKT
nocraBkd. BmecTte ¢ TeM, HEOOXOIMMO YYHTBHIBATH, YTO Pa3BEICHHE MOXKET NMPUBECTH K
CHWIKEHUIO YyBCTBUTEIBHOCTH TECT-CHCTEMBI.

B3situe o6pa3uosB

Bce o0pasupl, momydeHHbIE Ui Ja00OpaTOPHOTO HCCICIOBAHUSA, CIEAYyeT CUYHTATh
MOTEHINATBPHO WH(PHUIMPOBAHHBIMH, W TpU pabdOTe€ C HUMH JOJDKHBI YYHUTBHIBATHCS
tpedoBanus CII 1.3.3118-13 «be3omacHocTh paboThl ¢ Mukpoopranusmamu 1 - II rpymm
MAaTOTEeHHOCTH (OMacHOCTH)». MeauIMHCKUue paOdOTHUKH, KOTOpPbIE COOUpAIOT WU
TPAHCIIOPTUPYIOT KIMHUYECKHUE 00pa3Iibl B Ia0OPATOPHIO, TOTKHBI OBITH O0YUYECHBI IIPAKTUKE
0e30macHOTo oOparieHus ¢ OMOMaTepUaIOM, CTPOTO COOITIOIATh MEPHI TPEOCTOPOKHOCTH U
UCIOJIb30BaTh CPEJICTBA MHAUBUIyalIbHOM 3amuThl (CU3).

B3ste Owonorndyeckux O0O0pasloB JIOHKHO BBIOJMHATHECS TOJBKO IMOJITOTOBJICHHBIM
MEJIUIMHCKUM TiepcoHanoM. OOpamieHne ¢ B3sTHIMH OHOJIOTHYECKIMH 00pa3laMu JTOJIKHO
OBITh OCTOPOKHBIM, C YIE€TOM CYIIECTBYIOIIEH YIpO3bl HHPHIIMPOBAHUSL.

3. Ilpu oOpareHuu ¢ OMOJOTUYECKUMH O0Opa3laMu HEOOXOIUMO COOJII0IATh OCTOPOKHOCTH;

Tr00bIe HApYIICHHS PEANTMCAHHBIX MTPOIETypP MOTYT HEOIAarONpUsATHO MOBJIUATH HA 00paserl,
Y IIPUBECTH K ITOJIYYEHUIO HEJTOCTOBEPHBIX PE3YJIbTATOB TECTUPOBAHUS.

4. Ilns mosrydeHus 0ojiee TOUHBIX PE3YJIbTATOB TECTUPOBAHMS, MPHU B3ATUU OHOJIOTUYECKOTO

oOpa3a PEeKOMEHIYeTCsS BBIMOJHATh Ma30K Ha HECKOJBKHX YyYacTKaX HOCOTJIOTOYHOU
00JacTH.

5. BBINOMHATE TECTUPOBAHUE CIIEAYET HEMEUIEHHO Mocie B3sTus obpasma. Ilpu oTrcyTcTBUM

TaKoM BO3MOXKHOCTH, JTOMYCKAETCsl XpaHEHHE TaMIIOHA C MA3KOM B T€UEHHWE MaKCUMyM 12
4acoB B XOJIOJWJIBHUKE, IPU TeMIiepatype B auamnazone 2 — 8 °C, uin B TeU€HHE MAaKCUMyM
24 yacoB B MOpo3wiIbHHKE TIpH Temneparype —20 °C.



Ilpoueoypa é3amus mazka u3 odnacmu HOCO2NOMKU

Jlig B3sTHS OHMOJIOrMYECKOro oOpasiia U3 HOCOTJIOTOYHOM 00J1IacTH, C OCTOPOKHOCTHIO BBEAUTE

TaMIIOH Ha MaJIOYKE B HOCOBYIO ITOJIOCTD. HpOILOJ'DKB,fITG AKKYpaTHO BBOAWUTH TaMIIOH JO TEX I10P,

IIOKa HC BCTPCTUTC COIIPOTUBJIICHHUA B HOCOBOM PaKOBHUHE. Msrkumu JABMXKCHUAMU I1AJIBIICB

HCECKOJIBKO pa3 MOBCPHUTEC MAJTOUYKY C TaAMIIOHOM BOKpPYT CBOCH OCH U M3BJICKUTE €€ U3 HOCOBOU

II0JIOCTH. BI/ISyaJ'II)HO y6eI[I/IT€CI) B TOM, YTO KOHYHK TaMIIOHA YBJIaKHCH.

20.

=\
-

B3saTre Ma3ka U3 HOCOIJIOTOYHOM 001acTH

IlopsaoK BHINOJIHEHHUS TECTUPOBAHUSA
IoaroroBuTEABLHBIH 3TAN
[lepen BBIMONHEHHEM TECTHPOBAHMS, CTAOMIM3UPYHTE TeMIepaTypy OHOJIOTHYECKOTO
oOpasna u Bcex koMrnoHeHToB Habopa Ha ypoBHE KOMHATHOM.
He BckpbIBaiiTe MHAMBUAYAIbHYIO YIIAKOBKY TECTOBOW KacCEThI JI0 TE€X MOp, MTOKa HE OyIyT
BBITNIOJTHEHBI BCE NPEABAPUTEIbHBIE MAaHUMYJSALUU, U MPOLELypa TECTUPOBAHUS HE OyIeT
rOTOBA K HEMEJICHHOMY IPOBEJICHHUIO.

JTanbl TECTUPOBAHUSA

VY nanure MeMOpaHy U3 aTFOMUHHEBOH (HOIIBIH C IIakoHa, B KOTOPOM COZIEpKUTCS Oydep amst
pasBeseHus Ouonormdeckux ooOpas3no. IlomecTuTe TaMmoH ¢ Ma3koM M3 00JacTu
HOCOTJIOTKH B €MKOCTb ¢ OydepoM, 1 NpuKMHUTE KOHYHK TaMIIOHA K BHYTPEHHEH CTEHKE MU
K JIOHBIIKY (praKoHa, IJIsi BHICBOOOXKACHUSI OMOJIOTMYECKOTO OOpaslia M ero mepeHoca B
cpeny Oydepa. Ilpomomkas mnprKuMaTh KOHYMK TAaMIIOHA K CTEHKE WJIM JIOHBIIIKY,
BbINOJIHUTE 5 — 10 KpYroBbIX IBUKEHUH.

[IprxMuUTEe KOHUMK TaMIIOHA K BHYTPEHHEHW CTEHKE JJIsl BHIAABIMBAHMS U3 HETrO >KUJIKOCTH,
[ocjie 4ero W3BJICKUTE TaMIOH W3 (UIaKOHa W YTWIM3UPYWTE B COOTBETCTBHM C
TpeOOBAHUSAMHU, KOTOPBIE YCTAHOBIJICHBI JIsl YTUIIM3AIMN OMTACHBIX OMOJIOTHYECKHX OTXOJIOB.
HanexHo 3akpoiite (h1akoH, HCTIONB3Ys HACAJIKY ¢ KanenbHuIel n3 Habopa.

Bckpolite nHAMBU Y JIBHBIN YITAKOBOYHBIN KOHBEPT U U3BJIIEKUTE U3 HET'O TECTOBYIO KaCCETY.
[Tomectute KacceTy Ha CyXyro, pOBHYIO IOBEPXHOCTb.

[TepeBepuute iakon ¢ Oydepom n OHOTOTHIECKUM 00pa3IOM, U JIETKUM YCHIINEM HAXKMUTE
Ha €ro CTeHKH, YTOObI obecreunTs BhiAeneHue 3 — 4 kamenb (90 — 150 ). BeigeneHHslit
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00beM HEOOXOIMMO TIOMECTHTh B IIEHTP YIIIyONeHHs Ui OOpas3lloB Ha IOBEPXHOCTH

TECTOBOW KacCeThl, MAPKUPOBAHHOTO JIUTEPOH S.
(*) ybenurech B TOM, YTO JUIsS MCHBITAHUS HCIONB3YeTCs alleKBaTHBI 00beM Oydepa, KOTOPBIHA

cofiepkuUT Ouonorndeckuit odpasen. Hegoctatounslii mim n30bITOYHBI 00bEM 00pa3ia, paBHO Kak
HEOCTATOYHBIH WM W30BITOUYHBIA 00BbeM Oydepa MOTyT MPHUBECTH K TONYYEHHIO HETOYHBIX

(HETOCTOBEPHBIX MJIM UCKAKEHHBIX) PE3yJIbTaTOB TECTUPOBAHUS.

6. CuauraiiTe pe3yibTaT TECTUPOBAHUS Yepe3 5 — 8§ MUHYT.
BHuMaHue: HE WHTEPIPETUPOBATH TOJNYYCHHBIA peE3yJIbTaT dYepe3 8 MHUHYT IOCHe

TCCTUPOBAHUA.

CxemaTnyHOE Tpe/ICTaBIeHHIE MIPOLEAYPHI TECTUPOBAHUS

21. HHTepnperaums pe3yabTaTOB
OTpunaTe/bHbIH pe3yJbTaT TECTHPOBAHUS

Read result

within
5~8 min

Ecau B okomke IMMPOABJICHUA PE3YyJIbTaTa OKPAlIMBACTCA B KpaCHl)If/'I IOBCT TOJILKO KOHTPOJIbHAA

nuHus (C): aHanIu3 Aajl OTPULATEIbHBIA PE3yJIbTaT Ha HAJIUUNE aHTUI€HA K KOPOHABUPYCY.

Negative

s,

One red line “C” within the result window.

i

IHoJs10kHTeIBHBIH pe3yJbTAT TECTHPOBAHUS

Ecnu B okolke nposiBIEHUS pe3yibTaTa OKpAIIMBaeTCs B KpaCHBIN 1[BET KOHTposbHas JuHus (C)
U OKpalIMBaeTcsl B YepHbIM LBeT JnHUA TectupoBaHus (T): aHanu3 Jan MOJIOKUTEIbHBIN

pe3yabpTaT Ha HAIMYME aHTUT€HA K KOPOHABUPYCY.

11



Positive

\
o

c
T
S

\

Two bands ; black “T" test line and red
“C" control line within the result window.

COovID-19
Ag
-

e /

HeneiicTBuTeIbHBIN pe3yabTaT TECTHUPOBAHUSA

[Ipy OTCYTCTBMM B OKOIIKE IIPOSIBICHUS PE3YJIBTATA OKPAILIEHHON B KPACHBIN LIBET KOHTPOJIBHOU
muaun  (C), pe3ynbTaT TECTUPOBAHUA SIBISIETCS HeIEUCTBUTENbHBIM. [lpuumHOi Takoro
pe3yabpTaTa MOXKET ObITh HAapyIICHHE TPeOOBAaHUN MPOIEAYP B3SATHS OMOJOTHYECKOTO 00pasia,
W/WIM TIPOTIeyp MPOBEACHNUS aHAN3a, WIIH HETOTHOCTh MCIIOJIb3YEMOM HCITBITATeIbHON KAaCCEThI
(TecT-cucTemsl). B yka3aHHBIX 00CTOSITEIHCTBAX PEKOMEHAYETCS BHIIIOJIHUTH MOBTOPHBIA aHATN3
C UCIOJIb30BAaHUEM HOBOM MCIBITATEIbHON KaCCETHI.

IIpuMeyaHue: MUPUHA MOJOCKU UM MHTEHCUBHOCTD OKPAIIMBAaHUS HE UMEIOT 3HAYMMOCTH.

Invalid
— o
‘ eg 1 |

8

- O [
‘é&’ m |

Q

(5]

No “C” line within the result window,
It is recommended that the specimen be retested.

by 2

22. OrpannyeHusi NP UCNOJIL30BAHNHU

1. TectupoBaHHEe MOXET AaTh OTPHLATEILHBIM PE3yNbTaT B TOM CIydae, €CJIU COAEp’KaHHE
(TMTp) KOpOHaBHpyca B OMOJIOTHYECKOM 0Opas3lie HAaXOAWTCS Ha YPOBHE HIDKE Ipenena
oOHapyXeHHUs.

2. TlomydeHue OTPULATENHFHOTO Pe3yJIbTaTa TECTUPOBAHMS HE HCKIIOYAET HAIMYME WHPEKIUH,
B CJlydae HeJaBHETO WH(PUIIMPOBAHUSI.

25. Undopmanus 00 yTHIAM3ALMN MEJUIMHCKOT0 U3/1e/IUs

YTunuzauuss MEIUIMHCKOTO HW3JEiHs JOJDKHA IPOBOJAUTHCS COTJIACHO JAEUCTBYIOLIEMY
3aKOHOAATENbCTBY. [IpH HcTIONb30BaHUM METUILIMHCKOTO U3/ENUs 00pa3yroTCsl OTXO/bl, KOTOPbIE
KIIaCCU(DUIIUPYIOTCST U YHUUYTOXKAIOTCS (YTHIIM3HPYIOTCS) KaK: SMUJAEMHOJOTHYECKH OIAaCHbIC
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orxonsl (CanlluH 2.1.3684-21: knacc b).

Cepun TecTOB, NMPUIIEIIINE B HETOJHOCTb, CEPUU C UCTEKIIMM CPOKOM TI'OJHOCTH, MOJJIEKAT
yHUYTOXKEHUIO B cooTBeTCTBUU ¢ CanlluH 2.1.3684-21 xak oTx0/bl, MpUHAJICKAIINE K KIACCY
«A» - (3MHUIEMUOJIOTUYECKH O€30MacHbIE OTXOJIbl, NMPUOJMKEHHBIE IO COCTaBYy K TBEPABIM
OBITOBBIM OTXOJlaM), JIOOBIM CIIOCOOOM, MPEAOTBPAIIAIOIIUM TOBTOPHOE HCIIOIb30BAHUE.
VYnakoBka IOClieé TIOJHOTO H3pPAcXOJOBAHUSA COAEPKUMOIO, MOJIEKUT YTHWIM3ALUU B
cootBercTBUM ¢ CanlluH 2.1.3684-21 xak oTX0Abl, NpUHAAJIEKAILNE K KIIACCY «A».
YTunusupyiite omnacHble BeIIeCTBA MWJIM OWOJIOTMYECKH 3arpsi3HEHHbIE MaTepuaibl B
COOTBETCTBUM C MPAKTUKOM, IPUHATON B BallleM YUYPEKICHUU. Y THIM3UPYUTE BCE MaTepHaIbI
0€30MacHBIM W TPHEMJIEMBIM 00pa3oM B COOTBETCTBHU C JACHUCTBYIOIIUMH HOPMAaTHBHBIMU
TpeOOBaHUSAMH B 00JIaCTH CAHUTAPHO-ITHIEMHOIOTUIECKOTO OJIaromorydusi.

26. TpancnopTupoBKa U XpaHeHHe

e XpaHUTb TECT-CUCTEMY B OpUTMHAJIbHOM ynakoBke mpu temmeparype 1 —40 °C.

e Tecr-cuctemy cremyer XpaHHTh B HEBCKPHITOM  YNaKOBOYHOM  KOHBEpPTE 1O
HETIOCPEICTBEHHOTO MOMEHTA BBHITIOJTHEHHUS aHAJTH3a.

e He 3amopaxuBars.

e llI3enre MOKET TPAHCTIOPTUPOBATHCS BCEMU BUAAMHU KPBITOTO TPAHCIIOPTA B COOTBETCTBHHU C
MpaBUJIAMH TIEPEBO30K, JEHCTBYIOIIMMH HAa TPAHCIOPTE JaHHOTO BHJA, B YIIaKOBKE
nipou3BoauTeNs npu temreparype 1 —40 °C.

e I3nenus, TpPaHCTIOPTUPOBAHHBIE C HAPYIICHUEM TEMIIEPATYpHOTO PEXHMa, TPUMEHEHUIO HE
HOJIEKAT.

27. CpoK rogHoCTH MeIUIUHCKOT0 U3/1e/Iusl
Cpox ronHocTu: 12 Mecs11eB ¢ 1aThl U3TOTOBJICHHUS.
He ncrions30BaTh mocie UCTeUeHHs CPOKa TOAHOCTH.

28.  T'apaHTuiiHble 00513aTEJILCTBA

[IpousBoauTeNh TapaHTUPYET CTAOMIBHOCTH MEIUIIMHCKOTO H3JENHS 10 OKOHYAHUS CpOKa
TOJTHOCTH MU COOJIIOIEHNH YCIOBUN TPaHCIIOPTUPOBAHUS, XPAHEHUS U IPUMEHEHUS], YKAa3aHHBIX
B UHCTPYKLHUH.

[IpousBonutens  rapaHtupyer  0€30HaCHOCTh  MEIUIMHCKOTO  M3JENHs, OTCYTCTBUE
HEIOMyCTUMOI0 PUCKa MPUUMHEHUS! BPEAa JKU3HHU, 3/I0POBBIO UEIOBEKA M OKpYKaIOILEH cpene
IIPU WCTIONIb30BAaHMHM Ha0opa pEareHTOB 10 HA3HAYEHHWIO B YCJIOBHUSAX, INPETYCMOTPEHHBIX
MIPOU3BOIUTEIIEM.

29. KonrtakTHas nHpopmanus
IIpousBoauTenn:
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Panmul'EH, Unk. (RapiGEN, Inc.)
3-4 srax, 16, JIC-po 916eon-run, [lonan-ry, Aasa-cu, Kéaru-no, 14119, Pecrryonmuka Kopest
Tenedon: +82-31-427-4677, @akc: +82-31-427-4678

ITo Bcem Bompocam cieayer oOpamiaTbCcsi K mpeacraBurenio npoumssoaurens 00O
«ABUBHP»:

141401, MockoBckas o0, T. XuMmkH, yi. Pabodas, nom 2A, ctpoenue 1, atax/mom. 2/7
Ten (495) 925-30-74

30.

CaeneHust 0 MADKHPOBKe
Ha kascooit KapmoHHOIl KOpOOKe yKA3aHo:
HAaUMEHOBAHME MPEANPUATUS - U3TOTOBUTENS, TOBApPHBIN
M3roTOBUTENS (IIPU €0 HAJIWYWN), UITU JIOTOTHII,
aZpec MPeIPUITHS-U3TOTOBUTEISI, Tene(oH, pakc;
MIOJIHOE U COKpPAIlEHHOE HAaMMEHOBaHKUE Habopa;
Homep Lot (kox maptun);
HOMEp U3JENHUs [0 KaTaJlory;
CPOK I'OJTHOCTH;
YCIIOBUSI XpaHEHMUS;
cocTaB Habopa;
HaJMKUCh UK 3HaK « TONbKO JUIsl TMarHOCTUKU UH BUTPOY,
HOMEpP PETUCTPALIMOHHOIO yIOCTOBEPEHUS U JaThl PETUCTPALIUN;

3HaK MPEIIPUATHSA-

3HAaK TOKCUYHOCTH, arpeCCUBHOCTH WJIM APYTOil ONacHOCTH (MpU HEOOXOAUMOCTH).

3HaK «KonmuecTBo ncciaeaoBaHuny;
3HaK «O0paTuTech K MHCTPYKIIUHU TI0 IPUMEHEHUIOY,

npu HeoOxonumocTH Haamucu: " s mpodeccuoHanbHOTo MpuMeHeHHs "

3HaK «He ncnons30BaTh IIOBTOPHO»;
3HaK ((CTepI/IJ'II/ISaLII/Iﬂ OKCHJOM 3THJICHA»
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Jnsa nponaxxu Ha teppuropun Poccuiickoit ®enepanuu yrnakoBKa MEIUIMHCKOTO H3JEIINs

CONPOBOXKAAECTCS TOIOJIHUTEIBHBIM CTUKEPOM C PYCCKOSA3BIYHON MapKUPOBKOM.

SARS-CoV-2 (BIOCREDIT COVID-19 Ag).
Pamul'EH, Nuk. (RapiGEN, Inc.)

Kopes
Tenedon: +82-31-427-4677, dakc: +82-31-427-4678

3-4 atax, 16 JIC-po 916eon-run, Jlonan-ry, Ausa-cu, Kéuru-no 14119, Pecriy0nmka

Haﬁop pPe€areHToB 1Jist HMMyHOXpOMaTOFpa(l)H‘leCKOFO BbIfSIBJICHHUS AHTUI'CHA

Jliis mpodhecCHOHaNBHOTO PUMEHEHUS

Cocras Habopa:
1. TecToBas kacceTa (B HHAMBHIYAIbHOU YIAKOBKE U3 (POJBTH B KOMILIEKTE ¢ ocymmTenem) — 20 mT.;
2. [Ipobupka ¢ 6ydepom s pa3BeneHns: dnoaormyeckoro oopasna — 20 mr.;
3. Hacanxka ¢ kanenpuuneit — 20 mr;

4. CTepuIIbHBIN TaMIOH AJs B3ATHS Ma3ka — 20 mrT.;

4. HCTpYKIIKS K METUIIMHCKOMY U3JEHI0 — 1 mT

LOT
REF

"

G61RHA20

.

Jara perucrpanuu

40

[

il DN

IVD
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3KC”JluKal(u}l CUMEB0J106, HAHECEHHbBIX HA YNAKOBKY

CumBoJ Omnmcanue
g Hcnons3oBath 10
LOT Kon maptun
REF Homep m3zienust 1o KaTanory
IVD U3nenue s in vitro IMarHOCTUKH

XpaHHUTh B yKazaHHOM TemrieparypHoM nuanazone (1 —40 °C)

ConepKUMOro J0CTaTOUHO /IS TPOBEICHUS N-TECTOB

H3rorosurenn

Jlata u3rotoBieHust

3anper Ha OBTOPHOE HUCIIOIb30BAHUE

i

CTepI/IHI/BaHI/Iﬂ OKCHUIOM OTUJICHA

M
m

3nak EBpormeiickoro COOTBETCTBUS

=

OOpatuTech K MHCTPYKIMH 110 TPUMECHEHHIO
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