ropoa ATslpay

15 ampenst 2022 roga B 11 wacoB 00 MuHYT 1O anpecy: T.ATbIpay yi. Bnagumupckoro, 98, mponsBena npoueaypy BCKpPBITH KOHBEPTOB C 3asiBKAMH Ha y4acTHE IO 3aKyIy

3aka3zunk: KI'TI na [1XB «ATbipayckas o01acTHast OOibHHIIA» Y IIPaBJICHUS 37paBOOXpaHeHUs ATHIpAyCKO# o0yiacTy, r. ATeipay, yi. Biramumupckoro,98

ITpoToxoa Ne30

O06 uTorax 3aKyna MEAULMHCKUX U3JEIHM MyTeM 3anpoca [EHOBBIX NPEII0KEHUN.

MEIUIIMHCKUX U3JIEINH.

Opranunzatop 3akynku: KI'TT va [TXB «ATtbipayckas o0iacTHas OONEHUIA» YTIPaBICHUs 3IpaBOOXpaHEHHs ATBIPayCcKoi o01acTH.

l.HaHMeHOBaHI/Ie, KPaTKO0€ OIMMUCAHNE U KOJIHYECTBO 3AKYNNACMbIX MCIUIIMHCKUX U3

JIEJIN

«18» anpens 2022 roxa.

Ne HaumenoBanue

Texnuueckas cneuupuranus

En. uzm.

KoJa-Bo

ena

Cymma

Tect gns
ONPEACICHUS
KoBun-19
Antigen

Rapid

20 onpeneneHuit

BricTphIit IMMyHOXpOMaTOrpauUueckuil TeCT JUIs onpesieneHus antureda SARS-
Coronavirus 2 (COVID-19) B HazodaprHTreaabHbIX 00pasiiax denoBeka. TecToBas
Kaccera okpbITa anTuTenamu kK SARS-CoV-2 (aykneokaricun),
KOHBIOTHPOBHAHHBIMH C

MHKPOYACTHIIAMH ¥ IMMOOFIIM3UPOBAaHHBEIMU Ha MeMOpane - 20 mmr, [Ipobupka
Ut 3a00pa 00pasiia ¢ SKCTPaKIUOHHBIM 0y(hepoM, MeeT TOMOIHUTEIbHYIO
3aIIUTHYIO U3OJAMOHHYIO (onbry. Pombra odecreynBaeT 3amTy OT
IIPOHUKHBEHUS B PACTBOP HEXENIATEIbHBIX OMOIIOrMUECKUX areHTOB, YTO
[IPEAOTBPAIIAeT PUCK KOHTAMUHALIMY PAcTBOPa. A TaKKe IOJIHOCTBIO HCKIII0YAT
BO3MOXKHOCTH YTE€UKH TOTOBOTO pacTBopa Oydepa u3 mpodupkw., - 20 T,
OTKpy4rBaromascs Kpsika-mgo3aTop - 20 mr, CTepriibHbIe TaMIOHBI - 20 TIT.
ITocie skcTpakuy 00pa3IThl OCTAIOTCS CTAOMIBLHBEIMY B TCUCHHE 2 U IPH
KOMHATHOH Temmepatype win 24 4 rpu temrepatype 2-8°C.

UysctButensHOCTH - 97.059%-97,069%, Criennduunocts - 99.2%-99,6%,
Tounocts - 98.5%-98,7%. Kinmnnueckas s3pdexruBHocTh: OueHka
MOJIOKUTENbHAX MPo0 - uyBcTBUTENBHOCTE 100%.

BryTpeHHMiT KOHTPOIIb KadecTBa HA0OPa: MOMOKUTENBHBI KOHTPOJIb- TECTOBAS
nunusa C.

['ubkwmii rpaduk MpovTEHUS Pe3yIbTATOB: OT 3 MUHYT JI0 2 YacoB.
Pexomennyemoe BpeMsi HHTEPIIPUTALIMH PE3YJIBTATOB TECTUPOBAHUS 15 MUHYT.
Pesynprar Tecta Ha anTUTeH SARS-COV-2 ocTaTercss CTaOUIBHBIM JI0 2 4aCOB.
UHTEPITPETALIMA PE3YJIbTATOB: IlonoXuTeNbHBIM KOHTPOJIb- TECTOBAS
muHus C Ha Kaccere

[onoxkuTrensHBIN pe3yabTaT TeCcTOBas JUHKUA T Ha Kaccere.

Habop pexoMenoBaH K NCIOJIB30BAHHUIO:

Habop

10

67 000

670 000




BceemupHoit opranusanueii 3apaBooxpanenus (BO3) - WHO-Common list of
COVID-19

EBponeiickum Komurerom nmo 6ezonacuoctu 310poBbsi- Health Security
Committee

Cpok rogHocTd Habopa ¢ IaThl IPOU3BOJCTBA- 12 MeCsIIeB.

COOTBETCTBYIOT BceM TpeboBaHusAM aupekTuBsl 98/79/EG

Hannune ceprugukara CE.

Hanuyne perucTpainoHHOrO YOCTOBEpEHHS.

Hanuune paboueit HHCTpYKIWH.

JlokyMeHTanbHOE MTOATBEPIKCHNE OT MIPOM3BOIUTENS C JIOKa3aHHOM
MaKCUMAaITbHOU (P (PEKTUBHOCTHIO 11O BHISBJICHIO BCEX U3BECTHBIX B HACTOSIIIEE
BpeMs mTamMMoB anTurena SARS-CoV-2.

Brttouast BapuaHThI: JebTa mtamm, anbda mramm (Benukodpuranus Ib. 1.1.7),
6era mramm (FOxnas Adpuka Ib. 1.351), sncunon mramm (CLHA
1b.1.427/b.1.429) u ramma mwrramm (Bpasumnus P.1),omukpon-mramMm SARS-CoV-2
(SARS-CoV-2 Omicron, SARS-CoV-2 B.1.1.529) — mrramMM KOpoOHaBHpyca
SARS-CoV-2[1]

EN 13612:2002

EN I1SO 14971:2012

EN I1SO 15223-1:2017

EN I1SO 17511:2003

EN I1SO 18113-1:2013

EN I1SO 18113-2:2013

EN I1SO 18113-3:2013

EN 1SO 23640

EN 1SO 62366:2008

EN 60601-1:2013

Hroro: 670 000,00

2. Caenyommue noTeHIMAIbHbIE NOCTABIINKH NPEACTABU/IN CBOU LIEHOBbIE NPeIJI0KeHHUs 110 JIOTaM, 10 HCTeYeHUsI OKOHYATEJbHOI0 CPOKA NMpeACTABIEHHUS 10
10:00 yacoB mecTHOTrO BpemeHu 15 anpenst 2022 roxa:

Ne HaumeHoBaHHNe MOTEHIMAJILHOIO Jara u BpeMsi ipegocTaBjieHNs 3aBKU
MecToHaxo0xK/1eHHe NOTeHUHATBHOI0 MOCTABIIUKA
n/n NMOCTABIIUKA HAa y4yacTue B 3aKyIe

1 UIT «kOckaeB» r.Akro6e, yi./xanrunabauna, a.l 12.04.2022 r. 09 yacos 15 MuHyT




TOO «Men®opn»

r.Akro0e, ynuua C.bauiesa, 7a

12.04.2022 r. 11 yacos 00 munyT

TOO «Dana Estrel

la» AnmanuHckuil paiioH, T.Anmatel, yauna ['orons, 89A, opuc 101

13.04.2022 r. 11 yacos 20 MuHyT

TOO «<SAMRUNI

» r.Hyp-Cynran, npocniext Typasn 50, Hii-1, opuc 209-2

15.04.2022 r. 09 yacos 10 MunyT

3. [IpenocraBiieHHbIE 3asiBKH HA YYacTHe B 3aKyIie 3alIpOCa HEeHOBBIX NMPeAIoKeHU:

UIT «}OckaeB» 1o J10T

y Nel J0 UCTCYCHUA OKOHYATCIIBHOI'O CPOKa MpEaA0CTaABUII CBOC HEHOBOC MMPCAIIOKEHUE!

HaumenoBanue
MU

En.
Texnuueckas cnenqupuKanus M3M.

KoJ-
BO

Hena Cymma HII «KOckaeB»

Tect s
OIpeeeHus
KoBun-19
Antigen

Rapid

20 onpeneneHuit

BricTphlit HMMyHOXpOMaTOrpauecKuil TECT JUIs ONpe/IeTIeHNs] aHTUTeHa
SARS-Coronavirus 2 (COVID-19) B HazohapuHTeanbHEIX 00pa3max
yenoBeka. TecToBast kaccera MokpbeiTa antuteamu Kk SARS-CoV-2
(HyKJIEOKaICu 1), KOHBIOTHPOBHAHHBIMHU C

MHUKpPOYaCTHIIAMUA M IMMOOWITN3UPOBAaHHBIMU Ha MeMOpane - 20 T,
[Ipobupka mis 3abopa oOpasia ¢ IKCTPAKIHOHHBIM Oy(hepoM, UMeeT
JOTIONTHUTENBHYIO 3AIIUTHYIO H3O0JAHOHHYI0 (osbry. dombra
o0eclieunBaer 3aluTy OT IPOHUKHBEHUS B PACTBOP HEXKeIaTelbHbIX
OMOJIOrMYECKUX areHTOoB, YTO MIPEAOTBPAIIAET PUCK KOHTAMUHALIIH
pacTBopa. A TakKe IOJHOCTBIO UCKIII0YAaT BO3MOKHOCTh YTEUKH T'OTOBOTO
pactBopa Oydepa u3 mpodupk., - 20 mT, OTKPyIHBAIOMIASACS KPBITITKA-
no3atop - 20 mt, CtepruibHBIC TaMIOHHI - 20 mT. [locie skcTpakmmm
00pasIbl 0CTAIOTCS CTA0OMIHFHBIMH B TEUCHHE 2 U P KOMHATHOM HaGop
TemrepaType uin 24 41 mpu Temmepatype 2-8°C.

UysctButensHOCTH - 97.059%-97,069%, Criennduunocts - 99.2%-99,6%,
Tounocts - 98.5%-98,7%. Kinmnnueckas spdexruBHocTh: OrLieHKa
MOJIOKUTENbHAX NPo0 - uyBcTBUTENBHOCTE 100%.

BryTpeHHMiT KOHTPOIb KauecTBa HA0Opa: MONOKUTENBHBIN KOHTPOIh-
tecroBast auHusA C .

['ubkwmii rpaduk MpodTEHUS Pe3yabTaTOB: OT 3 MUHYT JI0 2 YacoB.
Pexomennyemoe BpeMsi HHTEPIIPUTALIMN PE3YJIbTATOB TECTUPOBAHUA 15
MuHYT. Pesynbrar Tecra Ha anTuren SARS-CoV-2 ocrarercs cTabUiIbHBIM
JI0 2 4acos.

UHTEPITPETALINA PE3YJIbTATOB: IlonoXUTenbHbI KOHTPOIb-
tecroBast TuHUA C Ha Kaccere

IlonoxuTenbHbIN PE3YJIbTAT TECTOBAA JIMHUSA T na xaccere.

10

67000 | 670000 45000




Habop pexoMeH10BaH K HUCHONB30BaHHIO:

BceemupHoit opranusaiueit 3apasooxpanenus (BO3) - WHO-Common list
of COVID-19

EBponeiickum Komurerom nmo 6ezonacnoctu 310poBbsi- Health Security
Committee

Cpok rogHocTH Habopa ¢ IaThl IPOM3BOJCTBA- 12 MecsIIeB.
COOTBETCTBYIOT BceM TpeboBaHusAM aupekTuBsl 98/79/EG

Hannune ceprugukara CE.

Hanuyne pernctpainoHHOrO YAOCTOBEpEHHS.

Hanuune paboueit nHCTPYKIIWH.

JlokyMeHTaIbHOE MOJATBEPKIACHUE OT TPOU3BOJUTEINS C JIOKa3aHHOU
MaKCUMAaITbHOH (P (EKTUBHOCTHIO 110 BHISBJICHIO BCEX U3BECTHBIX B
HacTosiiee Bpems mramMMoB antureHa SARS-CoV-2.

Bxuttouast BapuaHThI: enbTa mramm, anbga mramM (Bemukobpurtanwst Ib.
1.1.7), 6era mrramm (FOxHast Adpuka Ib. 1.351), snicuion mrramm (CIITA
1b.1.427/b.1.429) u ramma mtamm (Bpaswms P.1),omukpon-mramm SARS-
CoV-2 (SARS-CoV-2 Omicron, SARS-CoV-2 B.1.1.529) — mramm
koponaBupyca SARS-CoV-2[1]

EN 13612:2002

EN ISO 14971:2012

EN ISO 15223-1:2017

EN ISO 17511:2003

EN ISO 18113-1:2013

EN ISO 18113-2:2013

EN ISO 18113-3:2013

EN ISO 23640

EN 1SO 62366:2008

EN 60601-1:2013

TOO «Men®opay» o oty Nel 10 ricTedeHrs OKOHYATEIHHOTO CPOKa MPEAOCTABIII CBOE I[EHOBOE MPEIOKEHNUE:

Ne HaunmeHoBaHue En. Koa- Hena Cymma TOO
JoTa MU Texnnuyeckasi cneuupuranus M3M. BO «Men®Popa»
Tect s BricTpelit tMMyHOXpOMaTOrpauueckuii TECT JUIs ONpEeeTICHNs] aHTUTeHa
oTpeeneHus SARS-Coronavirus 2 (COVID-19) B HazohapuHTeabHBIX 00pa3iax
1 p ( ) ap pasn Habop 10 67000 | 670000 45 000
KoBun-19 yesnoBeka. TectoBast kaccera mokpbiTa aHTuTenamu K SARS-CoV-2
Antigen (HyKJIeOKaIcuI), KOHbIOTHPOBHAHHBIMHU C




Rapid
20 onpeneneHuit

MHUKPOYACTHLIAMH U HIMMOOHIIN3UPOBAaHHBIMU Ha MeMOpaHe - 20 mT,
[IpoGupka s 3abopa oOpasia ¢ IKCTPAKIMOHHBIM Oy(hepom, uMeeT
JONOJTHUTENBHYIO 3aIIUTHYIO H30JIIIUOHHYIO ponbry. dombra
o0ecIieunBaer 3aluTy OT IPOHUKHBEHHS B PACTBOP HEXKeNMaTeIbHbBIX
OMONOrMUECKHUX areHTOB, YTO MPEAOTBPAIIAET PUCK KOHTAMHUHALINH
pacTBopa. A TakKe MOTHOCTHIO UCKITIOYAT BO3MOKHOCTh YTEUKH TOTOBOTO
pactBopa Oydepa u3 nmpodupku., - 20 mwr, OTKpyUHBAIOIIASCS KPBIIIKA-
no3atop - 20 mt, CtepuiibHble TaMmoHE - 20 mT. [Tocne sxcTpakumuu
00pa3Ibl OCTAIOTCSl CTAOMIBLHBIMH B TEUEHHUE 2 4 MIPH KOMHATHOM
TemrepaType uin 24 4 npu Temmnepatype 2-8°C.

UysctBuTenbHOCTh - 97.059%-97,069%, Crieriuduunocts - 99.2%-99,6%,
TounocTsb - 98.5%-98,7%. Knunuueckas apdexruBrocTh: OreHKa
MOJIOKUTENbHAX TPO0 - 4yBcTBUTENBHOCTE 100%.

BryTpeHHMi1 KOHTPOIb KauecTBa HAOOpa: MOMOKUTENBHBIN KOHTPOJIb-
tecroBas guaus C .

I'ubkwii rpaduk MpOYTEHHS PE3yabTATOB: OT 3 MUHYT 10 2 YacoB.
PexoMenyeMoe BpeMst MHTEPIIPUTAIIMH PE3YJIbTATOB TECTUPOBaHUS 15
MUHYT. Pe3ynbTaT Tecta Ha aHTHreH SARS-COV-2 ocrarercst cTaOMIbHBIM
710 2 4acoB.

HMHTEPITPETAILIA PE3VJIbTATOB: [1on0oXHTETBHBIN KOHTPOIH-
tecroBast muHusA C Ha Kaccere

[TonoxuTenbHbIN pe3yapTaT TeCTOBas IMHUA T Ha Kaccere.

Habop pexoMeH10BaH K UCTIOIb30BAHUIO:

BceemupHoit opranmsartueii 3apasooxpanenns (BO3) - WHO-Common list
of COVID-19

Esponeiickum Komurerom mo 6e3omacuoctu 3m0poBbsi- Health Security
Committee

Cpok rogaHocTi Habopa ¢ IaThl IPOU3BOICTBA- 12 MecsIIeB.
CooTBeTCTBYIOT BceM TpeboBaHUsAM aupekTuBsl 98/79/EG

Hanmaue cepruduxara CE.

Hannume perucTpaiioHHOTO yI0CTOBEPEHUSL.

Hanaue pabodeit MHCTpYKIHH.

JIOKyMEHTaJIbHOE TOATBEPIKICHNE OT IPOU3BOIUTEIS C JOKAa3aHHOM
MaKCHMaJIbHON 3()(heKTUBHOCTBIO 11O BBISBJICHIO BCEX N3BECTHBIX B
HacTosiiee BpeMs mramMmoB anturena SARS-CoV-2.

Bxutouast BapuaHThl: AenbTa mramm, anbga mraMM (BenmukoOpurtanus Ib.
1.1.7), 6era mtamm (FOxnast Appuka Ib. 1.351), sancunon mrramm (CIIA
1b.1.427/b.1.429) n ramma wtamm (bpasunus P.1),omukpon-mramm SARS-




CoV-2 (SARS-CoV-2 Omicron, SARS-CoV-2 B.1.1.529) — mramm
kopoHaBupyca SARS-CoV-2[1]
EN 13612:2002

EN ISO 14971:2012

EN ISO 15223-1:2017

EN ISO 17511:2003

EN ISO 18113-1:2013

EN ISO 18113-2:2013

EN ISO 18113-3:2013

EN ISO 23640

EN ISO 62366:2008

EN 60601-1:2013

TOO «Dana Estrella» o oty Nel 10 ncTeuenuss OKOHYATENBHOTO CPOKA MPETOCTABHI CBOE IIEHOBOE MPETOKEHHE:

Ne HaumenoBanue En. Koua- Hena Cymma TOO «Dana
JoTa MU Texnuueckas cnenqupuranus M3M. BO Estrella»
BrIcTpEIli IMMYHOXpOMATOTpaUICCKUN TECT IS OTPEICIICHHS] aHTHTeHA
SARS-Coronavirus 2 (COVID-19) B HazohapuHTealbHBIX 00pa3max
yenoBeka. TecToBast kaccera MokphiTa antutenaMu Kk SARS-CoV-2
(HyKIIeoKaricu), KOHbIOTHPOBHAHHBIME C
MHKPOYACTHIIAMHI ¥ HMMOOWIIH3UPOBAHHBIMU Ha MeMOpane - 20 T,
[Ipobupka s 3a6opa obpasna ¢ IKCTPAKIIHOHHBIM Oyhepom, nMeer
JOTIOTHUTENTFHYIO 3aIIUTHYIO N30JIIUOHHYIO (obry. Dombra
Tect mns o0ecriednBaeT 3aluTy OT TPOHUKHBEHUS B PACTBOP HEXeENMATENbHBIX
OIIpeeeHus OMOJIOTMYECKNX areHTOB, YTO MPEIOTBPAIAET PIUCK KOHTAMUHAIINH
1 KoBun-19 pacTBopa. A TaxKe MOTHOCTHIO UCKITF0OYAT BO3MOXKHOCTh YTE€UKHA TOTOBOT'O HaGop 10 67 000 670 000 55 000
Antigen pacTtBopa Oydepa u3 mpoOUpKH., - 20 mT, OTKPYIHBAIOMIASCS KPHIIIKA-
Rapid no3atop - 20 wr, CrepuiibHble TaMIoHbI - 20 w. Ilocne skcTpakuuu

20 onpeneneHuit

00pas3Ibl OCTAOTCS CTAOMIIBHBIMU B T€UEHHUE 2 4 IPH KOMHATHOM
TemrepaType nin 24 4 npu temreparype 2-8°C.

UysctButenbHOCTb - 97.059%-97,069%, Criennduunocts - 99.2%-99,6%,
Tounocts - 98.5%-98,7%. Kimnnueckas spdexruBHocTh: OlieHKa
MOJIOKUTENbHAX Mpo0 - uyBcTBUTENBHOCTE 100%.

BHyTpeHnHUI1 KOHTPONb KadecTBa HAOOpa: OJOKUTEIbHBI KOHTPOIb-
tectoBas auHus C .

I'uOkuit rpaduk NpoOUTEHHUs PE3YNIBTATOB: OT 3 MUHYT JI0 2 4acoB.




Pexomennyemoe BpeMsi HHTEPIIPUTALMH PE3YIbTATOB TECTUPOBAHHA 15
MuHYT. Pesynbrar Tecra Ha anturen SARS-CoV-2 ocrarercs: cTaOHiIbHBIM
J10 2 4acos.

UHTEPITPETALIMA PE3YJIbTATOB: IlonoXuTenbHbIH KOHTPOJIb-
tecroBas JuHHUg C Ha KacceTe

ITonoxuTenbHbBIN pe3yapTaT TeCTOBast IMHUA T Ha Kaccere.

Habop pexoMeHnioBaH K MCIOIB30BAHHUIO:

BcemupHoit opranusanueii 3apasooxpanenus (BO3) - WHO-Common list
of COVID-19

Esponeiickim Komurerom mo 6e3omacuoctu 310poBbsi- Health Security
Committee

Cpok rogHocTH Habopa ¢ IaThl IPOU3BOJCTBA- 12 MecsIIeB.
CooTBeTCTBYIOT BceM TpeOoBaHUsIM aUpeKTHBH 98/79/EG

Hanmaue cepruduxara CE.

Hannyne perucTpaninoHHOrO Y0CTOBEpCHHS.

Hannune paboueit HHCTPYKIIUH.

JlokyMeHTaIbHOE MOJTBEPKICHUE OT MTPOU3BOJUTEINS C JIOKA3aHHOU
MaKCUMaJIbHOM 3(peKTUBHOCTBIO 1O BBISABIICHIO BCEX M3BECTHBIX B
HacTosiIee Bpems mraMMoB antureHa SARS-CoV-2.

Bxittouast BapHaHThI: JebTa mTamm, aidbda mramm (Bemukoopuranus Ib.
1.1.7), 6era mramm (FOxnas Adpuka Ib. 1.351), sncumnon mramm (CILIA
1b.1.427/b.1.429) u ramma mramm (bpaswus P.1),omukpor-mramm SARS-
CoV-2 (SARS-CoV-2 Omicron, SARS-CoV-2 B.1.1.529) — mramm
kopoHasupyca SARS-CoV-2[1]

EN 13612:2002

EN I1SO 14971:2012

EN ISO 15223-1:2017

EN ISO 17511:2003

EN ISO 18113-1:2013

EN ISO 18113-2:2013

EN ISO 18113-3:2013

EN ISO 23640

EN ISO 62366:2008

EN 60601-1:2013

e  TOO «SAMRUNI» o oty Nel no vicTedeHns: OKOHYATEIBHOTO CPOKA MPEIOCTABHIII CBOE IIEHOBOE MPEITIOKEHHE:




JoTa

HaumenoBaHnue
MU

Texnuueckas cnenuupuKanus

En.
H3M.

KoJ-
BO

ena

Cymma

TOO
«SAMRUNI»

Tect mst
OIIpeeNeHus
KoBun-19
Antigen

Rapid

20 ompenencHuiA

BricTpelit tMMyHOXpOMaTOrpauueckuii TECT JIs ONpe/IeTICHNs] aHTUTeHa
SARS-Coronavirus 2 (COVID-19) B HazohapuHTeaTbHBIX 00pa3ax
yenoBeka. TecToBas kaccera MokpbiTa antutenamMu Kk SARS-CoV-2
(HyKJIeOKaIICH 1), KOHBIOTHPOBHAHHBIMHU C

MHUKPOUYACTHLIAMH U KIMMOOHIIN3UPOBAaHHBIMU Ha MeMOpaHe - 20 mT,
[Ipobupka mis 3abopa oOpasia ¢ IKCTPAKIMOHHBIM Oy(hepoM, UMeeT
JOTIOJTHUTENBHYIO 3aIIUTHYIO H30JISIIUOHHYIO (ponbry. donbra
o0ecIieunBaer 3aluTy OT IPOHUKHBEHHS B PACTBOP HEXKeNaTeIbHBIX
OMONOrMYECKHUX areHTOB, YTO MPEAOTBPAIIAET PHCK KOHTAMHUHAIIUH
pacTBopa. A TakKe IMOJTHOCTBIO UCKIIIOYAT BO3MOXKHOCTh YTEUKH TOTOBOTO
pacTtBopa Oydepa u3 mpoOUpPKH., - 20 mT, OTKpyIHBAIOMAsACA KPBIIIKa-
no3atop - 20 mt, CtepriibHbIe TaMIOHHI - 20 mT. [locne skcTpakmmm
00pa3Iibl OCTAIOTCSl CTAOMIILHBIME B TE€UEHHUE 2 U TIPH KOMHATHOMN
TemrepaType nin 24 41 mpu temrieparype 2-8°C.

UysctBuTenbHOCTh - 97.059%-97,069%, Crieriuduunocts - 99.2%-99,6%,
Tounocts - 98.5%-98,7%. Kimunueckas apdexkruBHOCTE:  OlieHKa
MTOJIOKUTENBHAX P00 - TyBCTBUTENHHOCTH 100%.

BryTpeHHMiT KOHTPOIJIb KadecTBa HabOpa: MONIOKUTEIBHBINA KOHTPOJIb-
tecroBasg quausS C .

I'ubkwii rpaduk MpOUTEHHS Pe3yabTaTOB: OT 3 MUHYT 10 2 YacoB.
PekomeHtyemoe BpeMsl HHTEPIPUTALAH PE3YJIBTATOB TECTUPOBAHHUS 15
MUHYT. Pesynbrar Tecta Ha anTiren SARS-C0OV-2 ocrarercs cTaOHIbHBIM
JI0 2 4acoB.

HUHTEPIIPETALIA PE3VJIBTATOB: [1onoXUTENbHBII KOHTPOJIb-
tecToBas auHUs C Ha Kaccere

[TonoxuTenpHbIN pe3yapTaT TECTOBasl IMHUA T Ha Kaccere.

Habop pexoMeH10BaH K HCITOIB30BaHUIO:

BcemupHhoit opranusanueii 3apasooxpanenus (BO3) - WHO-Common list
of COVID-19

Esponeiickum Komurerom o 6e3onacuoctu 310poBbsi- Health Security
Committee

Cpok rogHocti Habopa ¢ 1aThl IPOU3BOJICTBA- 12 MecsIIeB.
CooTBeTCTBYIOT BCeM TpeOoBaHUsIM AUpeKTHBH 98/79/EG

Hannune ceprugukara CE.

Hanuyue peructpainoOHHOrO YOCTOBEPEHHUS.

Hanuaue paGodeli MHCTpYKIIHH.

Habop

10

67 000

670 000

67 000




JokyMeHTaIbHOE MOATBEPKIACHUE OT MTPOU3BOJUTENS C TOKa3aHHON
MaKCHUMaJIbHOH 3((EKTUBHOCTHIO 1O BHISIBICHIO BCEX U3BECTHBIX B
HacTosiiee BpeMs mrammoB anturena SARS-CoV-2.

Bxutouast BapuaHThI: AenbTa mramm, anbga mramm (BenmukoOpurtanus Ib.
1.1.7), 6era mramm (FOxuas Adpuxka Ib. 1.351), sncuon mramm (CHIA
16.1.427/b.1.429) u ramma wtamm (Bpasunus P.1),omukpon-mramm SARS-
CoV-2 (SARS-CoV-2 Omicron, SARS-CoV-2 B.1.1.529) — mramm
koponaBupyca SARS-CoV-2[1]

EN 13612:2002

EN I1SO 14971:2012

EN I1SO 15223-1:2017

EN I1SO 17511:2003

EN ISO 18113-1:2013

EN ISO 18113-2:2013

EN I1SO 18113-3:2013

EN 1SO 23640

EN I1SO 62366:2008

EN 60601-1:2013

PEHIEHHUE:
Ha ocnoBanuu riasbl 9, nynkra 100 nacrosimuux Ipasua Ne375 ot 04 urons 2021 roaa:

e JIOT Nel cocrosiBIMMCS ¥ IPU3HATH OTeHInaapHOro noctaBimuka UIT «FOckaeB» mobemuTeneM 3aKyIKH CIIOCOOOM 3arpoca IIEHOBBIX TPEITTIOKSHIH.

4. Ha ocuoBanuu riasbl 9 mynkra 102, 103 nacrosiuux Ipasua Ne375 ot 04 urons 2021 roaa, modeauresnio 3aKyna 3anpoca eHOBbIX NpeIIoKeH il 1Jst
3aK/04eHus Jorosopa npeocTaBuTh B TeUeHUE 1eCATH KaJeHIAPHbIX /IHeil 10KYMeHTbl, NOATBeP:KIal0lIie COOTBETCTBHE HX KBAIM(PUKALMOHHBIM TPeOOBAHUSIM.
B Teuenun 3 (Tpex) KaJleHIAPHBIX AHEH ¢ MOMEHTA NMPeAOCTABJIEHHS TOKYMEHTOB IPH COOTBETCTBHE KBAIN(PUKANMOHHBIX TPeOOBaHM il
3aKJIKYUTh J[oroBop ¢ nodeauTtesneM 3aKynok.

MeHnemxep oTes1a rOCy1aPCTBEHHBIX 3aKYIIOK AiiTky:xxknna JI.M.




