JlokymeHT pa3pa6oTaH Ha 0CHOBE VIHCTPYKLMM N0 MPUMEHEHMI0 MEAMLIMHCKOTO 3aenns: <HaGop peareHToB Ana KaueCTBEHHOMo 0

@HTUreHOB KC
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Bepcus 1.0/ 2022-12

MHCTPYKLMA MO NPUMEHEHUIO

Ha6op peareHToB AN KAYeCTBEHHOr 0 onpeaAesieHnsl aHTUreHoB KOPOHaBUupyca

SARS-CoV-2 u BupycoB rpunna A u B B Ma3ke U3 HOCOrIOTKU YeNoBeKa MUMMY-
Hoxpomartorpacmyeckum metogom (dkcnpecc-tect WhiteProduct Flu/Covid-19 Ag
Combo Test) no TY 21.20.23-021-46311122-2022, naptusa LOT 2022FluCovid

HAMMEHOBAHWE U3OENTNSA

HaGop peareHToB 4151 KaYECTBEHHOTO ONPefeNeRIs aHTUreHOB KopoHaBupyca SARS-CoV-2 1 Bupycos rpunna Au B B
Ma3Kke 13 HOCOrNOTKI Yenoseka MMyHOXpomMaTorpacdmuyeckum Metoaom (3xkcnpecc-tect WhiteProduct Flu/Covid-19 Ag
Combo Test) no TY 21.20.23-021-46311122-2022, naptus LOT 2022FluCovid

Kpatkoe HaumeHoBaHme: dkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test

HA3HAYEHUE

MpefHasHayeH ANs Ka4eCTBEHHOTO OMpEeAeNeHns aHTUreHos (HykneonpoTenHos)kopoHasupyca SARS-CoV-2 w Bupycos
rpunna A 1 rpunna B B Maske U3 HOCOrNOTKM YenoBeka METOA0M UMMYHOXpoMaTorpaduyeckoro aHanusa. Habop moxet
6bITb NCNOb30BAHNPOMECCUOHANbHBIM NONb30BATENEM ANSANEPBUYHOTO CKPUHMHTA C LENbIO PaHHel NpsMoii 3TMonoru-
YecKoi in vitro AMarHOCTUKI HOBOI KopOHaBmMpycHol MHdekumn (COVID-19), rpunna A 1 B y naumeHToB ¢ KNMHUYECKUMM
CMMNTOMami OCTPOIA PECNMPATOPHON BUPYCHOM MHMEKLIM.

OB/IACTb MPUMEHEHUS
KnuHuyeckas na6opatopHas AuarHoCTiKa.

OYHKLUMOHANNbHOE HABHAYEHUE

Cpencrso anarHoctukin COVID-19, rpunna A u B. PesynbTaTbl TECTUPOBAHNSA He ABNSIOTCH ANHCTBEHHBIM OCHOBAHMEM ANs
NOCTAHOBKM A1arHo3a 1 MOryT UCMONb30BaTLCS TONbKO B COYETAHUM C APYTUMI 1AGOPATOPHBIMA NOKA3ATENAMM U AMarHo-
CTU4ECKOT MHOpMALNER.

LIEJSTIEBbIE AHASTUTDI
HykneonpoTenHbl BUPYCOB: HyKneokancuaHblit 6enok (N-6enok) supyca SARS-CoV-2, HykneonpoTent Bipyca rpunna A v Hy-
KNeonpoTenH Bupyca rpunna B.

COCTAB U3AENUNA

«HaGop peareHToB 18 Ka4eCTBEHHOrO ONpe/eNeHIs aHTUreHoB KopoHasnpyca SARS-CoV-2 1 Bupycos rpunna Au B 8

Ma3Ke U3 HOCOrNOTKM YenoBeka UMMyHoXpoMaTorpaduieckum metogom (dkcnpecc-tect WhiteProduct Flu/Covid-19 Ag

Combo Test) no TY 21.20.23-021-46311122-2022, naptus LOT 2022FluCovid»

BapuaHT ucnonHehus 1, B coctaBe:

1. TectoBas kacceTta (B MHANBMAYaNbHOM ynakoske 13 ponbru) — 1wr.

2. [lpo6upkac pactBopom ans skcTpakumm (0,35 mn) — 1 wr.

3. Hacapka c kanenbHuuein — 1wrt.

4. 30HA MeAMLMHCKMIA OAHOPa30BbIi cTepunbHblii no TY 32.50.13-002-28731857-2020, nponssoactaa 000 «dapmMearlo-
nmc PT», Poccug, PY N° P3H 2021/13989 — 1 wr.

5. VHCTpyKums N0 npumeHermnio — 1wr.

BapuaHT ncnonHenus 2, B cocrase:

1. TectoBas kacceTa (B MHANBUAYa/bHOM ynakoske 13 honbri) — 5 wr.

2. Tlpobupka ¢ pactBopom ans 3kcTpakumn (0,35 ma) — 5 wr.

3. Hacaaka ¢ kanenbHuuein — 5 wr.

4. 30HA MELNUMHCKMIA 0AHOPa30BbIi CTepunbHbIA No TY 32.50.13-002-28731857-2020, npoussoactea 000 «dapmMepallo-
mc PT», Poceus, PY N° P3H 202113989 — 5 wr.

5. WHCTpyKumMs no npumeHermnio — 1wr.

BapuaHT ucnonHenus 3, B coctase:

1. TectoBas kacceTta (B MHANBUYaNbHOM ynakoBke U3 honbru) — 25 LWT.

2. [po6upka ¢ pacTBopom ans akctpakumum (0,35 mn) — 25 wr.

3. Hacapaka ¢ kanenbHuuen — 25 wr.

4. 30HA MeULMHCKHIA OAHOPa30BbIf cTepunbHbli no TY 32.50.13-002-28731857-2020, npon3soacrtaa 000 «dapmMearlo-
nuc PT», Poceug, PY N° P3H 202113989 — 25 wr.

5. WHCTPYKUMA NO npuMeHeHnio — 1 wwr.

CBEJEHWA Ob U3AENNU

BapwaHT 1cnonHexns THabopa peareHToB paccunTaHa Ha NpoBeaeHine 1 onpedeneHns.

BapwaHT ucnonHerns 2 Habopa peareHToB paccyuTaHa Ha npoBeaeHue 5 onpefeneHinii.

BapuaHT ucnonHexns 3 Habopa peareHToB paccuMTaHa Ha NpoBeAeHie 25 onpefenenmi.

Habop peareHToB Kax/40ro BapiaHTa UCMONHEHNS B COOTBETCTBYIOLLET KOMNNEKTaLUN YNakoBaH B KAPTOHHYIO KOPOOKY.

W3nenve BbINYCKAETCS B HECTEPUILHOM BUAE (33 UCKMIOUEHNEM KOMNOHEHTa «30H/, MeAMLNHCKII OAHOPA30BbIA CTEPUNb-

Hblii no TY 32.50.13-002-28731857-2020», nponssoactea 000 «dapmMenlonuc PT», Poccus, PY N° P3H 2021/13989), npea-

Ha3HA4YeHO NS 0[IHOPA30BOr0 UCMONb30BAHNUS, He TpeGyeT NOBTOPHOM CTEPUAM3ALIMN NN AE3NH(EKLNN, TEXHUYECKOMY

06CNYXMBAHNIO 1 PEMOHTY He MOANEXNT.

NOTEHUWAIbHbIE MOTPEBUTENN

«Habop peareHToB AN KaYeCTBEHHOrO ONPEAeNEeHNs aHTUreHoB kopoHasmpyca SARS-CoV-2 v Bupycos rpunna A 1 B B mas-
Ke 13 HOCOrNOTKM Yenoseka MMMyHoxpomaTtorpaduyeckum metopom (dxcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo
Test) no TY 21.20.23-021-46311122-2022, naptus LOT 2022FluCovid» (nanee no Tekcty — Habop peareHToB «JKcnpecc-Tect
WhiteProduct Flu/Covid-19 Ag Combo Test») npeaHasHaueH T0NbkO ANs NPOECCMOHaNbHOTO npuMeHeHus. MNposeaexne
aHasn3a AO0MKHO OCYWecTBNATbCA KBaI’IMd)VILlMpOEaHHb\M nepcoHanom — cneuuannuctamn B 061aCT! KNUHUYeCKoit nabo-
PATOPHON AUArHOCTUKM.

B cootsetcTaim ¢ nyHkTom 3.4. Metoamnyecknx pekomexaauuii MP 3.1.0170-20 «3nuaemmnonorus n npocunakiuka COVID-19»,
nepBUYHbIE CKDUHUHIOBbIE UCCNEN0BaHMS Ge3 BbleneHns BO3GyAUTeNs MOryT NPOBOANTLCS Ha 6a3e Nabopatopuil, Me-
IOLLMX CAHUTAPHO-3NMAEMUONOTMYECKOe 3aK/MoueHe Ha PatoTy ¢ BO3BYAMTENAMM UH(DEKLMOHHBIX 60Ne3He Yenoseka
III-IV rpynnbl NaToreHHoCT, Npy 3T0M K paboTe [ONYCKaloTCs CNeLnanvcTbl, AasLuMe NMCbMeHHOe Cornacie i npoluealune
NOArOTOBKY/MHCTPYKTaX Mo BONPOCaM o6ecrneyeHns TpeGoBaHuii G10N0rNyeckoil 6e30MacHOCTY NPOBeEHHbIA COTPYAHM-
KaMu opraHu3aLnii u yupexaernii PocnotpeGHaa30pa, 0CylLECTBASIOLINX AEATENbHOCTb C BO3GYAUTENAMM UH(DEKLNOHHBIX
GonesHeii Yenoseka Il rpynnbl NaToreHHoCT! (pabota NO NPOBEEHMIO TaKMX MHCTPYKTaXel OpraHn3yeTcs Ha TeppuTopu-
anbHOM YPOBHe nyTeM c6opa 06palLieHui, opPMUPOBAHIA y4eGHbIX FPYNMN NPU COrNACoBaHIM TEPPUTOPUANBHBIX OPraHoB
Pocnotpe6Hazsopa).

MOKA3AHMUS, MPOTUBOMOKA3AHUS, MOBOYHOE AENCTBUE

TMoka3saHus. Habop peareHToB MOXET GbiTb UCMONBL30BAH N5 1AGOPATOPHOr0 06CIEA0BAHMS /UL C CHMITOMaMI OCTPONA
pecnupaTopHOi MH(eKLMM B Ka4ecTBe CPeAcTBa NPSMON 3Tonoruyeckoit anardoctukn COVID-19, rpunna A v rpunna B.
TpoTMBONOKa3aHWiA K 1CNI0/1b30BAHMIO B PaMKaX YCTaHOBNEHHOIO Ha3HauYeH!s He MMeeT.

MoGouHble AEACTBUS, CBA3aHHbIE C NPUMEHEHUEM HAB0DA, OTCYTCTBYIOT.

nOnyﬂﬂLlMOHHble n Aemorpa(bw-lecxue acnekTbl KOoro

Orp npi , Cl C LleMOI'paq)Vl‘-leCKMMM W nonynaunoHHbIMK acnekTamu, OTCYTCTBYIOT.

NPUHUMN OENCTBUA

B Habope peareHTos «3kcnpecc-Tect WhiteProduct Flu/Covid-19 Ag Combo Test»peannsyetca MeTo BbiCOKOYYBCTBUTE/b-
HOrO MMMYHOXPOMATOrPahMYecKoro aHan13a Ha 0CHOBE MOHOK/OHaNbHbBIX @HTUTEN K aHTUreHaM HOBOTO KOPOHaBHMpYyCa.
Ha TecToBoii kacceTe MOHOK/OHaNbHOE aHTUTENo K SARS-CoV-2, MOHOK/IOHa/bHOE aHTUTeNO K BUPYCy rpunna A i MOHO-
KNOHaNbHOE aHTUTENO K BUPYCY rpunna B UMMOGHNIM30BaHbI Ha HUTPOLENIION03HOI MeMODaHe B 06NaCTH TECTOBbIX MHH.
Ecnu B 06pa3ue npucyTcTByIOT aHTUrersl Bupyca SARS-CoV-2 unu Bupyca rpunna A unn B, 3Tv aHTUreHbl SKCTparnpyiorcs
Gythepom ANs IKCTPaKLMM 1 B NMEPBYIO 04EPEeab PEarnpyloT C KOHbIOraTOM «KOMNOMAHOE 30110TO-aHTUTeNo K SARS-CoV-2»,
C KOHBIOTTOM «KO/NOMAHOE 30/10TO-8HTUTENO K BUPYCY rpunna A» UNn C KOHBIOTaTOM «KOMMOUAHOE 30710TO-aHTUTENO K
BUPYCY rpunna By. 37U KOMMNEKChI KOHBIOTATOB «@HTUMEH-KOMNOMAHOE30N0TO-aHTUTENO> NEPEMELLAIOTCS MO MeMGpaHe
N0 HaMpaBNIeHNio K TECTOBOM NMHMN. KOMMNEKChI KOHBIOTAaTOB BCTYNAloT BO BTOPYIO PEAKLMIO C MOHOK/OHANbHBIMU aHTH-
TeNamu Ha NMHUN TECTa, YTO NPUBOANT K NOSBNIEHNIO BUAMMON KPACHOW UK. TaKoi pesynbTaT MHTEPNPeTUpyeTcs Kak
NONOXNTENbHbIN.

KoHTponb kavecTBa. Ha kax/0/i TeCTOBO/ KacceTe MMEeTCs KOHTPONbHas Nkus C, KOTOpas OKPaLIMBAETCS B KPACHBI
LiBET NPy NPaBUIbHOM NPOBeaeHNN TecTa. i OTCYTCTBUN OKPALIMBAHNS KOHTPONbHOM MMHMM C Pe3ynbTaT aHanusa cum-
TAeTCs HeAeiCTBUTENbHbIM.

I'IPEIJYI'IPE)KIJ.EHVIFI 1 MEPbI MPEOOCTOPOXXHOCTHU
ToNbKO AN ANArHOCTUKM in vitro.

«  [lepenoTkpbiTueM Ans UCNonb30BaHNs yOeanTech, YTo Naket 13 (hobrin, COAEPXalLyii TECTOBYIO KACcCeTy, He NOBPEX-
AEH.

+ He ucnonb3osarb U3e/Me Mo UCTEUEHUN CPOKA FOAHOCTH.

+ Vicnonb3oBaTb Npy NPOBEAEHNM aHaNN3a KOMMOHEHTbI TONIbKO AAHHOI NapTui HAaGopa peareHTos.

- Hapesaiite nepyatki npu paGoTe CHAGOPOM peareHToB 1 06pa3LaM1 GHONOTUUYECKOro MaTepuana, 3beraite npukoc-
HOBEHWs K PeakLMOHHOMEMOPAHE 1 <OKOLLIKY» (yHKE) ANst BHECEHMs 06pa3La, He AOMycKaiiTe NonafaHus Ha Memopa-
Hy NOCTOPOHHYX BELLECTB.

« He ponyckaiite nonaganus 6yepa Ang 3KCTPaKUMK B 1133, Ha KOXY ¥ CIN3KCTble 060104KN. [pn nonafaHum oydepa
QNS 3KCTPAKLMX B N1a3a, POT UK Ha KOXY €ro HEOGXOAMMO TILATENbHO CMbITb MPOTOYHOM BOAOH 1, €CNM HEOGXOANMO,
06paTUTLCS K Bpauy.

+ [laHHbIVi TECT YyBCTBUTENIEH K BO3AEICTBUIO BAATK: Ype3MepHast BAAKHOCTb MOXET MPUBECTM K YXYALIEHUIO ero pabounx
XapaKTepucTuK. Heo6XoaMMO YHeCTb, UTO BNBXHOCTb TECTOBOM KACCETbI MOXET MOBLICUTLCS BCAEACTBUE KOHAGHCALMM,
KOTOpast MPOUCXOANT B MOMEHT BCKPbITUSI YNaKOBKM U3 (hOMbry, eCnvt TeMnepatypa TeCTOBOM KacCeTbl HKe KOMHATHOI.

+ OtpuuaTenbHble pe3ynbTaTbl He UCKNIOUaIOT MHDULMPOBaHHs KOPOHaBMPYCOM SARS-CoV-2, Bupycom rpunna A uiv Bupy-
COM rpunna B vt He AOMKHbBI UCMO/Ib30BATLCS B KAYECTBE eAMHCTBEHHOTO OCHOBAHMS NS NPUHSTUS PELLEHNs O TakTUKe
BE/IeHUS NaLMEHTOB.

« O6pasLibl, NoNyyeHHble Ans NabopaTopHOro UCCNe0BaHNS, CNeAyeT CYUTaTb MOTEHLINANbHO MHMLMPOBAHHBIMM, U NPK
paboTe C HUMI AOMKHBI yunTbiBaTLCS TpeGoBaHus CaHluH 3.3686-21 «CanuTapHo-3nMaemMuonoruyeckne Tpe6oBaHms
0 NpothnnakTuke MHHEKLMOHHbIX Gone3Hei». MeanLmMHcKie paboTHUKK, KOTOPbIE COBMPAIOT UK TPAHCMOPTUPYIOT KK-
Huyeckne o6pasubl B n1aGopaTtopuio, LOMKHbI GbiITb 06y4eHbl NpakTuke 6e30nacHoro o6palleHus ¢ Guomatepuanom,
CTpOro co6nt0aaTb Mepbl NPELOCTOPOXHOCTI W UCMONL30BATb CPEACTBA MHANBMAYaNbHON 3awwnTbl (CK3).

YCNOBUA SKCNJTYATALIMU, XPAHEHUA U TPAHCMOPTUPOBKWU. CPOK TrOAHOCTU

YcnoBus xpaHeHNs N TPaHCMOPTUPOBKN

XpaHuTb u3aenne Heo6XxoaMMO B OPUrMHANBHON ynakoske npyu Temnepatype natoc (5 — 30) °C.

TpaHcnopTMPOBaTL U3AENVs ClleayeT TPAHCMOPTOM BCEX BIAOB B KPbITbIX TPAHCMOPTHbIX CPE/ACTBAX B COOTBETCTBUM C Npa-

BUNaMM NEPEBO3OK, AEMCTBYIOLMMI Ha TPaHCNOpTe aHHOTO BUAA, B YNaKoBKe NPOU3BOAUTENs MPU TeMnepaType nmoc

(5 —30) °C. Mpu TpaHcnopTMPOBaHMK He nojBepraTb Habopbl peareHToB BO3AEHCTBIIO BAATM 1 NPAMbIX CONHEUHbIX Nyyell.

He 3aMopaxugatb.

YcnoBus skcnayatauum

TecT Heo6X0AMMO BbINOAHSATL NPU KOMHATHO Temnepartype oT 15 4o 25 °C v 0THOCUTENbHOI BAAXHOCTM BO3ayXa He Gonee

80%.

TECTOBWO Kaccety nocne BCKPbITUS YNAaKOBKK U Gy(hep AN 3KCTPaKLuuMm nocne BCKPbITUA HDOGMDKM cneflyet uCnonb3osatb
HeMe/NEHHO.

Cpok rogHocTu Ha6opa — 24 mecsua npu Temnepatype naioc (5 — 30) °C. [lata ucteyeHns cpoka roaHoCTv ykasaHa Ha
yNaKoBKe Habopa peareHToB.

Mpumeatme: CpoK TOAHOCTH YCTaHOBAEH B Pe3yAbTaTe yCKOPEHHOM OLLEHKM CTABUABHOCTH (NPU XPAHEHHH B YCNOBHAX YCKOPEHHOTO CTapeHKs) 1 He
BepM[‘)MLLVIpOBHH NCNbITAHAAMM B PEANIbHOM BPEMEHM. M[CHEAOBBHMQ CTabunbHOCTH B PeanbHOM BpemeH# NPoAONKaeTCs.

AHAIWISMPYEMI:IVI BUOJTIOrMYECKUA MATEPUAN
Buonornyeckum marepvanom Ans uccnefoBaHna SBNAETCS Ma30K U3 HOCOTNI0TKM YenoBeka. MCCﬂEﬂOBaHMK} noanexur
TO/bKO HATWBHbIA HOCOrMOTOYHbIA Ma30K.

« B Poccuiickoit Gefepaunn B3sTME, TDAHCMOPTUPOBAHKME U XPaHEHWe UCCNEAyeMOro Matepuana ocyLLecTBnseTcs co-
rnacko MY 4.2.2039-05 «TexHuka c60pa 1 TpaHCNoOpTMPOBaHMs G1ioMaTepuanos B MUKPOOMONOrMYecKie naGopatopumy,
yTBEPX/AEHHbIM PocnoTpebHaasopom. MMpu 06palleHnn aHannusnpyemoro GMoA0TMYecKoro Matepuana 1 npoBeseHnn
MCCNeaoBaHnin cnefyet Takxke PyKOBOACTBOBATbCSA BpeMeHHbIMVI METOANYEeCKUMU pekoMeHaaunsmm MWHMCTEPCTEH
3apaBooxpaHenns PO «podunakTnka, AMarHocTka u neyeHne HoBON KOPOHaBMPYCHON Hdekuu COVID-19» B peit-
CTBYIOLLEA BEPCUN.

AOMNONHUTENbHOE OBOPYOBAHUE N MATEPUAJIbl, HEOBXOAWMUMBbIE NMPU PABOTE

C USAEJZIMEM, HO HE BXOAALUME B KOMIMJIEKT MOCTABKU

1. Taiimep.

2. TlepyaTki MeaULMHCKME.

3. MeanuUHCKuA xanaT, MeAnLUMNHCKas Macka.

. Wc y npn aHaNu3a MeANLMHCKIE U3AeAns A0NXHbI ObiTb 3aperucTpupoBaksl B Poccuiickoit Geaepalinn B

YCTGHOB/IEHHOM NOPALKe.

METOAMKA NPOBEAEHWUA 9KCMPECC-TECTA
1. B3atue o6pasua

[InS1 ONTUMANLHOTO BbINONHEHNS TECTA MPEANOUTUTENLHO UCMONBb30BaHME CBEXECOGPaHHBIX
06pasLo8. HenpaBunbHblii c6op 06pa3uoB W HenpasuibHoe obpalieHe ¢ 06pa3uamn
MOTYT 1aTb IOXHOOTPULATENbHbIA PE3y/bTar.

BcTaBbTe 30HA MEANLMHCKUIA OHOPA3O0BbI CTEPUNbHBIA, BXOASLLMIA B 3TOT HAGOP peareH-
T0B, B HOCOTIOTKY W CAENaiiTe HECKOMBKO KPYroBbIX ABWXEHMI Ans COopa Matepuana co
CAU3UCTON 0GONOYKY.

Mpy B3STUN Ma3KOB U3 HOCOT/IOTKM PEKOMEHAYETCS! BCTABUTL 30H/, B HOCOBOW XOf C Hau-
GONbLMM 0GLEMOM BbIfENEHMiA, YTOObI B3ATb [OCTATOUHOE KONMYECTBO GUONOTMYECKOro
Matepuana, Npu KOTOPOM 30K/ CTAHOBMTCS BNAXHbIM NPY BU3yabHOM OCMOTPE.
MoaroTosbTe 06pa3eL ANs TECTUPOBAHNS KaK OMUCAHO HIXE.

2. MoparoToBka Tecta

lepen Hauanom TeCTMPOBAHHS BbIAEPXHTE, HE BCKPbIBAs YNaKoBKM, TECTOBYIO KacceTy, Gyep Ans 3KCTPaKLMN 1 NPOGHPKY

A8 3KCTPAKLWUN C HacafiKoii Npyu KoMHaTHoM Temnepartype (15-30 °C) B Teuenne 30-45 MuHyT.

3. MoproroBka o6pasua Ans TeCTMPOBaHUSA

1. Bosbmute 0aHy Npo6upky ¢ 6ydhepom Ans SKCTPaKLmMn, BCKPOWTe ee.

2. BcaBbTe 30HA C Ma3KOM, B3ATbIM y 06CneayemMoro, B pobupky ¢ 6ydhepom Ans sKCTpakumuu. NoBepHUTE 30H4 BHYTPU
npo6upki He MeHee 8-10 pa3 KPYroBbIMM ABUXEHUSMW, 38TEM HECKObKO pa3 MpUXMUTE FOMOBKY 30HAA K CTEHKaM
npo6upku. Mocne 310ro CoXmuTe NPOGUPKY HECKOMBKO pas, a 3aTeM, MPUKMMas rof0BKY 30HAA K CTEHKaM NpOGUPKi,
4TOGbI BbIAABUTL OCTABLUYIOCH XMAKOCTb, U3BNEKUTE 30HA. YTUAM3MPYiATE 30HA, @ Ha NPOGUPKY HaZeHbTe HacaaKy C
KanenbHULEd. Mony4eHHbIi SKCTPAKT ByaeT CRyxuTb 06pasLoM ANs TECTUPOBAHHUS.

4. Mpoueaypa TeCTMpoBaHUs

1. M3BnekuTe TeCTOBYIO KACCeTy M3 3aneyaTaHHOro naketa U3 (oNbrit HENOCPEACTBEHHO Nepe/ NPOBEAEHNEM aHaNN3a.
TomecTuTe TECTOBYIO KACCETY HA YMCTYI0 POBHYIO NOBEPXHOCTb.

2. Bo3bMUTE KOHTEIIHED C NPUrOTOBNEHHBIM 06PA3LIOM NS TECTMPOBAHNS 1 aKKYPATHO NepeMellaiiTe Nerkium nokaumsa-
HUEM ero coepXmmoe.

3. [loGaBbTe 4 Kanau pacTBOpa B NyHKY ANs 06pasLia Ha TeCTOBOI KacceTe, a 3aTeM 3anycTuTe Taiimep. CunTaiite pesynstar
yepes 15-20 MuHyT. He nHTepnpetupyite pesynbrar nocne 30 MUHYT.

CXEMA NMPOBEAEHUS TECTUPOBAHUSA NMPU AHAJTIU3E MA3KA

U3 HOCOI 1IOTKU

3B AeKHTe TaMNOH, NPIKMMas
€10 K CTeHKaM NpoGIpKA

Bekpoitre NoBepHuTe 30H4
nPOGHpKY He meree 8-10 pa3

CoxMuTe NpOGHPKY
HECKOAIbKO a3
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lpoBeuTe y4er pesynbTaros
WHTEPMPETALINA PE3YJ/IbTATOB
MONIOXUTE/bHbIN PE3Y/IbTAT
PesynbTar TeCTUPOBaHMS CYNTAETCS NONOXMTENbHbIM MPU HANMYUN ABYX KPACHBIX MHUI Ha PEAKLIMOHHOM MeMOpaHe: of-
HOW — B 06N1acTh KOHTPONbHORA NMHWKM C 1 0fiHOM — B 06NACTV TECTOBbLIX NMHWIA S, A unn B (He3aBKUCUMO OT Toro, Kakas
NMHUS NOABASIETCS NePBOA). OTTEHOK LBETa TECTOBOI MHUM MOXET BapbUPOBATH, HO €0 ClIeAYeT CUUTATL NONOXUTENbHBIM,
KOTfia eCTb fiaxe CN1abas NMHMS.

lMonoxutenbHbIi pesynbTar Ha kopoHasupyc SARS-CoV-2: oaHa KpacHas nHUS
nosiBNseTcs B 06N1aCT KOHTPONbHOM MMHMM C 1 O[HA KpacKas MK — B Te-
CTOBOW 06nacTh S.

FIwCOVID-19
Combo

MoNOXUTENbHbIA PesyNbTaT Ha BUPYC rpunna A: 0AHa KpacHasi NuHMs Nosias-
eTcs B 0671aCTU KOHTPONbHOM NMkui C M OAHA KpacHasi MKW — B TECTOBOW
obnactn A.

FIw/COVID-19
Combo

White



WhiteProduct COVID-19 Ag Test

MonoxutenbHbli pes3ynbrar Ha BUPYC rpunna B: ogHa KpacHas NnH1S NosBNg-
ercs B 06nactu KOHTDOﬂbHOﬂ unnmn C O[lH@ KpaCHasa NuHWG — B TECTOBO
obnactu B.

FIw/COVID-19
Combo

OTPULIATE/IbHbIN PE3Y/IbTAT

MosiBNSETCS TONBKO 0AHA KpacHas KNS B 06ACTI KOHTPONbHOA MuHim C, nu-
HUW B TECTOBOI 06N1acTh OTCYTCTBYIOT. OTpULIATENbHBI PE3YNbTaT YKasbiBaeT Ha
T0, 4TO B 00pasLie OTCYTCTBYIOTaHTUreHbl KopoHaBupyca SARS-CoV-2, Bupycos
rpunna A v rpunna B nnm KONNYeCTBO aHTUreHOB HXe npeaena oGHapyXeHus
[NaHHOTO 3KCMpecc-Tecta.

FIWCOVID-19
Combo

HEAEWCTBUTE/IbHbIA PE3Y/IbTAT

BoGnactn KOHTDOﬂbHOM C KpacHas MHusa He NoaBngeTca

Tect HeAelcTBUTENEH, AaXe eCW eCTb IMHNS B TECTOBO o6nactu.

Han6onee BEPOATHbIMU NPUYUHAMU OTCYTCTBUA KOHTpOI’IbHOV] NMHUYM SBNAIOTCS HEAOCTATOUHbI 06beM 06pa3Lla wnn Henpa-

BUNbHOE NPOBE/AEHMe Npoueaypbl. [POCMOTpUTE NpoLieaypy TECTUPOBAHUS 1 MOBTOPUTE TECT C MOMOLLBIO HOBOTO HaGopa

peareHToB. Ecnn FIpOG!'IeMa He YCTPaHWUTCH, HEMEA/IeHHO NpeKpaTuTe UCNonb30BaHWe usfenus u OﬁpaTMTer K NpousBo-

ovTenio.

OrpaHuyenus

« Jkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test npeaHasHayeH TobKo ANst KaYeCTBEHHOrO OnpeaeneHuns su-
pycoB SARS-CoV-2, rpunna A v rpunna B. PesynbTathl TecTa SBAKIOTCH OPUEHTUPOBOYHbIMU. OTpULATENbHbIA pesynbTar
He MCKNI0YaeT 3apaxerns HOBbIM KOPOHABUPYCOMUIN BUPYCaMu Tpunna 1 AOMKEH NOATBEPXKAATbCA APYrimu, 6onee
UyBCTBUTENbHBIMU MeToAamu, Hanpumep MLP-uccneposaqnem.

« [laHHblit 3KCnpecc-TecT 06HaPYXMBAET aHTUTEHbI Kak XU3HECNOCOBHBIX, Tak W He XM3HECNOCOOHbIX BMPYCOB. Monoxu-
TeNbHbIA TECT He UCKNK0YAET NPUCYTCTBMA APYTAX NATOrEHOB U CONYTCTBYIOWLEN MH(EKLMI, NO3TOMY Pe3ynbTaTbl HE06X0-
[IMMO COOTHOCUTb CO BCEt LOCTYMHOM KANHN4ECKOT 11 Na60PaTOPHON MH(OPMALMENd, 4TOBbI NOCTaBUTb TOYHBIN AnarHo3.

«  OTpuuatenbHbIi pesynbTaT TecTa MOXeT OblTb NOMYYEH, eCAN COAEPXaHue aHTUreHa B 06pasLie nocne KCTPaKLmMN Hike
YyBCTBUTE/IbHOCTU TeCTa, @ Takxe Mpu HapylleHun npouemypebl B34tmsa HDOG 61onornyeckoro martepuana uam ux xpa-
HEeHuA.

« [laHHblit TeCT N03BOASIET YCTAHOBUTL TONKO MPUCYTCTBME aHTUreHoB Bupyca SARS-CoV-2, Bupyca rpunna tana A unm
BUPYCa B; MHTEHCMBHOCTb NMHWIA TECTa M KOHLEHTpaums auturenos SARS-CoV-2 wan Bupycos rpunna tuna A u B He
B3aMMOCBA3aHbI.

OMUCAHME U TEXHUYECKUE XAPAKTEPUCTUKN KOMMNOHEHTOB U3OENNS

HavmeHoBaHve KoMnoHeHTa usnenus,

Bbina nposesieHa nposepka Hatop pearextos kcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo TestHa nHtepdepupyto-
uiee BAUAHUE 3K30reHHbIX U SHAOMeHHbIX BEWeCTB, KOTOPble MOryT NPUCYTCTBOBATL B HDOGBX. B oTpuuatefibHble n cna6o-
NONOXUTENbHbIE FIpOGbI AO3MPOBAHHO /J,OﬁaBﬂﬂﬂMCb BeLlecTBa U3 nepeyHs, NpUBeAeHHOro B Tabnuue Huxe,B yKa3aHHOI7\
KOHLEHTPaLK. MccneioBaHMe MOKa3ano, YTo NepeuncieHHble BellecTa He 0KasbiBanyu BIMAHUS Ha paboTy HaGopa pea-
renToB Jkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test.

SPDEKT BbICOKOM 103bl («XYK»-3PDEKT)

N° [MoTeHuUManbHo MHTEPdEPUPYIOLIME BELLECTBA KoHueHTpauvs
1 Myunt 1mr/wn
2 IHAOreHHbIe LlenbHasi BeHO3HaA KPOBb 1%

3 Temornout 80 r/n
4 1mr/vn
5 Beknometason 1 mr/mn
6 [vcTammHa avri 1%

7 Tammdnio (oc pa thoccar) 5 mr/mn
8 IK30reHHble Menton 1 mr/mn
9 1 mr/mn
10 T 1mr/va
1 50 mr/mn
12 Xnoprekcnanta GurniokoHar 25%

[Mpn NpoBefeHUN KNMHUYECKMX McnbiTaHuin Habopa peareHtos dkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test
NPOAEMOHCTPUPOBAHO OTCYTCTBME «XyK»-3(heKTa Npu NCNONb30BAHMN:

« SARS-CoV-2 CLLIA-WA1/2020—8 KoHLeHTpaumm 1,51 x 108 TCID, /mn;

- Bupyca rpunna A HIN1 Hosas Kanepnorus/20/99 — 8 KoHueHTpauui 3,16 x10° TCID, /mn;

- Bupyca rpunna A H3N2 Texac/50/12 — B koHUeHTpaLmm 4,17 x10° TCID, /mn;

+ Bupyca rpunna B ®nopuna/02/06 — B koHueHTpauuu 1,41 10° TCID, /Mn

KIMHUYECKAS 3P DPEKTUBHOCTb
[narHoctuyeckmue xapakTepucTukm
Io AaHHbIM KNMHWYECKIX NCMIbITaHWI HAbopa peareHToB GbiM YCTaHOB/EHbI IMArHOCTUYECKIE XaPaKTEPUCTUKY, YKa3aHHbIe
Hike (AN — fosepuTensHbIi MHTEPBan).
[lononnuTenbHo np 1a TOYHOCTb OMp! KaX/0ro LieNeBoro aHanuTa C NoMoLLbio Habopa peareHToB JKCnpecc-
Tect WhiteProduct Flu/Covid-19 Ag Combo Test no oTHowenwio kK metoay MLP (Konn4ecTBo NpaBubHbIX pe3ynsbTatos /
o6LLee KoNNYecTBo NPoBeseHHbIX TecToB — 100%).
1. [ins kopoHasupyca SARS-CoV-2 (npu uccnenoBaHini 48 NonoxutenbHblx 1 132 oTpuLatenbHbIX KIMHUYECKX 06pa3Lios
6110N10rMYEeCKOro MaTepuana (Maskos U3 HOCOrNOTKH)):
a.  [lnarHoctuyeckas 4yBCTBUTENBHOCTL: 93,75% (AN 95%: 83,16-97,85%).
b.  [narHoctnyeckas cneumduunocts: 100% (AN 95%: 97,17-100%).
c. TouHoctb: 98,33% (AN 95%: 95,22-99,43%).
2. [lns Bupyca rpunna A(npu uccnefosaxini 31 nonoxuTensHoro 1 149 otpuuatenbHbIx KAMHUYECKUX 06pasLioB 61onoru-
Yeckoro Matepuana (Maskos 13 HOCOrNOTKM)):
a.  [larHoctnueckas YyBCTBUTENLHOCTL: 93,55% (MM 95%: 79,28-98,21%).
b.  [arHoctnyeckas cneumduyurocTs: 99,33% (M 95%: 96,30-99,88%).
¢ TouHocTb: 98,33% (M 95%: 95,22-99,43%).
3. [ins Bupyca rpunna B(npu nccneaosanni 26 NonoxutensHelx 1 154 oTpuLaTenbHbIX KIMHUYECKX 06pasLios 61onoruye-
CKOrO MaTepnana (Maskos 13 HOCOrNOTKM)):
a.  [lnarHoctnyeckas 4yBCTBUTENBHOCTS: 96,15% (AN 95%: 81,11-99,32%).
b.  [narHoctiyeckas cneumduunocts: 100% (LM 95%: 97,57-100%).
¢ TouHocTb: 99,44% (1M 95%: 96,92-99,90%).
NOoPAAOK YTUTUSALIUU UJTN YHUYTOXEHUSA MEOAULIMHCKOI O USAENUA

HavnmeHoBaHve MaTepuana un uHrpeauenTa Kon-80
Mec " VHrDe/MeHTa
MOHOK/NIOHa/bHbIE AHTUTENa MbiLuY K HYKNEONPOTENHY
"
OCHOBHbIE MHIPeMeHTs! omy (N) Geny) SARS-CoV-2 0,78+0,15 Mk
Nunns MOHOK/NIOHA/NLHOE AHTUTENO MbILLIM K HYKNEOMPOTEMHY
4
Tecta OCHOBHbIE MHTPEANEHTbI BUpyCa rpunna A 0,64+0,128 mkr
MOHOK/IOHA/IbHOE AHTHTENIO MbILLIM K HYKNIOMPOTEMHY
4
MemGpata OCHOBHbI® UHTPeAUEHTbI Bupyca rpnana B 0,96+0,192 mkr
KoHtponb-
s s OCHOBHbI® WHTpeANEHTbI MOHOKNOHaNbHbIE aHTUTENa MbILLKM K NUS-MeTKe 1,120,224 mkr
BcnomoratensHble
+5x4
JHIDEIMEHTE! Hutpouennionosa 25£5x4+0,8 MM
B Kokbtorat HbIX aHTUTEN MbILN K
+
OCHOBHO MHrpeaneHT TeuHy SARS-CoV-2 ¢ Son0Tom 0,25:0,05 mkr
B KoHbtorat HbIX GHTUTEN MbILLN K
P +
Tfacgg:%“ MloanoxKa ¢ Kok OcHosHOM UHrpeauenT TevHy Bupyca rpunna A ¢ 30/10TOM 0,130,026 ur
: P Kokbtorat HbIX GHTUTEN MBILLIN K
P 4
oraTom (OCHOBHOI MHrPeANeHT TeuHy BMDyCa rpunna B ¢ SonoTom 0,23+0,046 mkr
(OCHOBHOW MHTPeNneHT Konbiorar Nus-m c 3010TOM 0,08+0,016 mkr
BcnomoratenbHble
+1xd
JHTDEMEHTE! Monuacrep 5£1x4+0,8 MM
BcnomorarenbHble
40,84
Mognoxka ans npoBe! 1 HIDENVEHTE! Monuactep 4+0,8x4+0,8 MM
BcnomoratensHble
+3,0%4+
Mognoxka Ans npobel 2 HTDELMEHTb Xnonok 1543,0x4+0,8 Mm
A6copbupyioLas BcnomoratensHbie
43,64+
WHTDESMEHTL Xnonok 18+3,6x4+0,8 MM
= Bcnomoratenbble MnacTMaccoBas BEPXHAS YacTb Twr.
Mnacruaccosit kopnyc VHTDEMEHThI [11aCTMACCOBAA HIKHAA YaCTL [Ima
By(hepHbii pacTeop KapGoHarHblii 6yd i pacTBop
KoHcepBaHT Hatpus asug
HoBepx:gﬂ:gs;maHb\e SOFTANOL 90
2 PacTeop Ang sKCTpakumm
Bcnomorarenbhble 30TA .
VHIDEAVEHTbI
Bcnomoratenbhble
UHIDEVEHT! NaCl
- Bcnomoratenbhble
3 Hacaaka ¢ kanenbHuLei " Mnactmacca Twr.

ﬂeKapCTBEHHbIe CpeacTsa n matepuasbl 4eN10BE4ECKOro NPOUCXOXAEHUS B COCTAB U3AENNA He BXOAAT.

Buonorunyeckue MmaTtepuanbl XXMBOTHOrO MPOUCXOXAEHNS, BXOAALLNE B COCTAB U3enns, 6e30nacHbl AN YenoBeka.

3oHp Kui i creg #no TY 32.50.13-002-28731857-2020 — 3apeructpupoBaHHoe B Poc-
cuiickoit Gefepaunm 8 yCTaHOBHEHHOM nopsake MeANLMHCKOE n3aenne «30Ha MeANLMHCKUA OAHOPA30BbIi CTEPUNbHBIA N0
TY 32.50.13-002-28731857-2020» npoussoactea 000 «dapmauestnieckmnit Meanumnxckmii Moanc Pecny6nuku Tatapctan»
(000 «dapmMeafonuc PT»), PY N° P3H 2021/13989.

BN KOHTAKTA C OPFTAHU3MOM YEJ/TOBEKA

[N KOMNOHeHTa u3fenns «30HA MeAULMHCKIIA 0HOPa30BbIA CTepubHbIid no TY 32.50.13-002-28731857-2020»: kpatko-
BPEMEHHbII KOHTAKT CO C/U3UCTOR 0GOM0UKOI HOCOTNIOTKA.

KOHTaKT Apyrux KOMNOHEHTOB M3aeNuns (TeCToBas kacceTa (B MHAMBIMAYaNbHOM ynakoske u3 (honbri); npobupka ¢ 6ycdepom
ans sketpakumm (0,35 Mn); Hacadka ¢ KanenbHULei) He NpeaycMOTPeH (Npy NPOBEAEHUN TECTUPOBAHNS HEOOXOANMO WC-
n0/1b30BaTb MEANLMHCKIE NepyaTky).

AHAHI/ITVI‘-IECKVIE OyHKLIVIOHAﬂbeIE U 3KCNNYATALUUNOHHBIE XAPAKTEPUCTUKU
Mpepen py LoD)

Mpenen o6HapyxeHns (aHanmmwecxaﬂ UyBCTBUTENBHOCTD) HaBopa pearenTos Jkcnpecc-Tect WhiteProduct Flu/Covid-19 Ag
Combo Test A5l Kaxaoro 13 BbIABASEMbIX BUPYCOB YKa3aH B TabMLe.

Bupyc, wramm KoHuenTpauvs
SARS-CoV-2 (USA-WA1/2020) 5.90x10? TCIDso/ml
SARS-CoV-2 SARS-CoV-2 (ltaly-INMI1) 7.46x10° TCIDso/ml
SARS-CoV-2 {Hong Kong/VM20001061/2020) 1.23x10° TCIDso/ml
Bupyc rpunna A (HINT) 9.76 HA Unit/ml
Tpunn A Bupyc rpunna A (H3N2) 20.02 HA Unit/ml
Bupyc rpunna A (HSN1) 0.09ugHA/m!
Bupyc rpunna B (Hong Kong 5/72) 20 HA Unit/ml
Mpunn B Bupyc rpunna B (Malaysia/2506/2004) 1.56ugHA/mI
Bupyc rpunna B (Yamagata/16/88) 0.34ugHA/mI

BOCI‘IPOVBBOAMMOCYI:

BocnponssoanMocTb Npu ncnonb3osaxui Habopa peareqtos dkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test co-
ctasnset 95-100 %.

MepekpecTHas peakTMBHOCTD ( Kas C Tb)

Mpvt uccnefoBaHMMBO3MOXHOI NEPEKPECTHON PEAKTUBHOCTM C PasINUHbIMI GaKTEPUAMI U BUPYCaMI, KOTOPbIE MOTYT OKa-
3aTbCA B NPoGax, Habop peareHToB «Jkcnpecc-Tect WhiteProduct Flu/Covid-19 Ag Combo Test» nokasan nonoxurensHele
pesynbTathl Ha TECTOBOM MHMN S Ans n30na108 SARS-COV-2, Non0XuTeNbHbIE PEe3yNbTaTbl Ha TECTOBOW MMHUM A ANg U3015-
TOB BUPYCa rpUnna A v NONOXHTENbHbIE Pe3yNbTaTbl Ha TECTOBOV MHUM B Ans n301sT0B BUpyca rpunna B. 3a uckniouexnem
31X BUpycoB «Jkcnpecc-tect WhiteProduct Flu/Covid-19 Ag Combo Test» He AeMOHCTPUPOBaN NEPEKPECTHON PeakTUBHOCTH
C naToreHamy BaOTb 10 YKa3aHHOrO B TAG/NLIE 3HAYEHNS KOHLIEHTPALIMM.

MuKpoopratam win Bupyc 10 Nacnopry

c 0C43 1.58x10° TCIDso/ml
KopoHaeupyc NL63 1x10° TCIDso/m!
Kopowasupyc 229E 1x10° TCIDso/m!

Mer. 1.25x10°* TCIDso/ml

Bupyc naparpunna tvna 1 1.14x10° TCIDso/ml
Bupyc naparpunna tina 2 1x10° TCIDso/ml
Bupyc naparpvnna na 3 3.21x10" TCIDso/ml

1.25x10°% TCIDso/ml
3.21x10” TCIDso/ml

Bupyc naparpunna tuna 4a
AneHosupyc na 1
A

™na 5 1.25x10°% TCIDso/ml

PuroBupyc 1.25x105° U/ml

PecnmpaTopHo CUHLNTUANbHBIA BADYC 1x10° TCIDso/ml
] nanoyka 1x10° cfu/ml
St[pnm occu: 1x10° cfu/ml
Streptococcus pyogenes 1x10° cfu/ml
taphylococcus aureus 1<10° cfu/ml
taphylococcus aureus 1x10° cfu/ml

Mo Bonpocam O[’}pr]LLleHMQ MeaNUMHCKOro usgenns 06DHU_LaTbC§IZ 061wecTso ¢ OrpPaHNYEeHHO OTBETCTBEHHOCTD

AT CEPBUC> (000 «YAUT CEPBUC) Anpec: Poccws, 141983, Mockosckasi o6/1acTs,
r. 0. [ly6Ha, r. fly6Ha, np-kt Hayku, .33, nomed. 2.3 Ten.: +7 (495) 108-75-79 Aapec 3neKTpoHHoM noyTsl: info@white-service.org

Nl MEeAMLMHCKOrO 3[eN1s JOMKHA NPOBOANTLCA COrNACHO AEACTBYIOLLEMY 3aKOHOAATENbCTBY.

Ha tepputopum Poccuiickoii efepalii npy MCnob30BaHMM MEAULMHCKOTO U3AeNNS 06PA3YIoTCs OTXO/bl, KOTOPbIE YHIY-
ToXatoTes (ytunusmpytotcs) B cootsetctaun ¢ CanlNuH 2.1.3684-21 «CanutapHo-3nunaemmuonornyeckue Tpebosanms K conep-
XaHMIO TEPPUTOPHIA TOPOACKMX M CNbCKUX NOCENEHHA, K BOAHBIM 0GBbEKTAM, NUTbEBOI BOAE U NUTbEBOMY BOAOCHAGXKEHMIO,
aTMocepHOMy BO3ZYXy, MOYBAM, XWUbIM NOMELLEHUSIM, SKCMyaTaluui NpoU3BOACTBEHHbIX, OBLLECTBEHHBIX NOMELLEHH,
OpraHn3alui 1 NPOBEAEHNIO CaHUTAPHO-NPOTUBOINMAEMUYECKMX (MPOMIUNAKTIYECKHX) MEPONPUSTUID. Mcnonb30BarHbIe
N0 Ha3HAYEHMIO HABOPbI PEareHToB YTUAM3NPYIOTCS Kak OTXOAbI, OTHOCALMECS K Knaccy B; uspenus, npuweswne B He-
TOAHOCTb, B TOM YMCNE B CBA3M C UCTEYEHNEM CPOKA FOIHOCTH, — KaK OTXOfbl, OTHOCALLMECS K Knaccy b. Ynakoska Habopa
peareHToB NOANEXNUT YHUUTOXEHMIO B cooTBeTcTBIM ¢ CanluH 2.1.3684-21 kak 0TX0Abl, OTHOCALUMECS K Knaccy A (3nuaemu-
onoruyecku 6e3onacHble 0TXofbl, N0 coctasy npubnmxerhsle k TKO). OTxoabl cneayeT yTuau3npoBaTb Yepes OpraHn3aLim,
MMelOLLMe IMLEH3NIO Ha STOT BIZ A€ATENbHOCTH.

I'IEPE‘-IEHb NMPUMEHSAEMbIX CTAHOAPTOB

[OCT IS0 14971-2021 U3aenus meanumHckue. NpUMEHeHne MeHeXMeHTa pucka K MEANLIMHCKIM U3AENNAM.

[OCT P 1CO 18113-1-2015 MeaunumHckne n3penus Ans AnarHocTuky in vitro. VHdopmauns, npegoctasnsemas U3rotosu-

Tenem (Mapkuposka). YacTb 1. TepMuHbl, onpefenerns u o6Lmue Tpe6oBaHus.

« TOCT P MCO 18113-2—-2015 MeaununHckine U3nenns Ans auarHoCTvkm in vitro. MHdopmauns, npeaoctasnsiemas u3rotosm-
Tenem (Mapkuposka). YacTb 2. PeareHTsl A8 AnarHoCTUKM in vitro Ans npoeCCMORanbHOro NpUMEHEeRNs.

« TOCT P MCO 15223-1-2020 N3aenus meanumHckne. CUMBOAbLI, NPUMEHSIEMbIE MPYU MAPKNUPOBAHNM Ha MEAULIMHCKUX 13-

[ENUAX, STUKETKAX 1 B CONPOBOAMTENbHO AOKYMEHTaLMM. YacTb 1. OCHOBHbIE TPEGOBAHMS.

[OCT P UCO 23640-2015 M3penus MeauumHcKne ans AnarHoCTuky in vitro. OueHka cTabunbHOCTM peareHToB Ans aAna-

THOCTUKY in Vitro.

« TOCT P 51088-2013 MeauunHckne n3penus Ans AMarHoCTUKN WH BUTPO. PeareHTbl, HaGopbl peareHToB, TeCT-CUCTEMbI,
KOHTPO/IbHbIE MaTepHatbl, MUTaTeNbHbIE CPEabI.

«  TOCT P 51352-2013 MeanumHckue n3penus ans AuarHoCcTuku UH BuTpo. MeToabl ucnbiTamii.

FAPAHTUMHbIE OBSISATE/IbCTBA

Mpou3BoANTENb FAPAHTUPYET CTABUABLHOCTL MEANLIMHCKOTO U3eNS 0 OKOHYAHMS CPOKa FOAHOCTY NP COBNIOAEHIM YCNO-
BUV TPAHCNOPTUPOBAHNS, XPAHEHNS 11 NPUMEHEHNS, YKA3aHHbIX B UHCTPYKLMM.

MpousBoawTeNb rapaHTMpyeT 6e30MacHOCTb MeAMLIMHCKOrO N3eNNs, OTCYTCTBUE HEA0NYCTIMOrO PUCKA NPUUMHEHUS Bpeaa
XWU3HM, 3[0POBbIO YENOBEKA M OKPYXaloLel cpeie Npy UCMONb30BaHNN Habopa PeareHToB No Ha3HAYEHMIO B YCNOBUAX,
Npe/lyCMOTPEHHbIX NPON3BOANTENEM.

MpoussoawTens oTBeyaeT 3a HefocTatki Habopa, 3a ucknioyeHrem AeekToB, BOSHUKLLMX BCNEACTBIE HAPYLIEHNS NPaBU
3KCNAyaTaLnu, YCNOBHiA TPAHCNOPTUPOBAHMS 1 XPAHEHWS, NGO NeACTBUS TPETbIUX L, MO0 HENPEOAOMMONA CHAbI.
MpousBoanTeNb 0673yeTcs 3a CBOV CHeT 3aMeHuTb Habop, TexHUUeckne U YHKUMOHANbHBIE XapaKTepUCTUKM (NOTpedu-
TeNbCKIe CBOVCTBA) KOTOPOrO HE COOTBETCTBYIOT HOPMATUBHOI U TEXHNYECKOH AOKYMEHTALIUN, €CM YKa3aHHbIEe HeAOoCTaTKM
ABUNNCH CNEACTBUEM CKPBITOrO AeheKTa MaTepUanos UM HeKaueCTBEHHOrO U3rOTOBNEHNS HAG0Pa NPOU3BOAUTENEM.

MpovnssoawTens: O6LIECTBO C OrpaHNyeHHOM
0TBETCTBEHHOCTbIO «YAUT CEPBUCH

(000 <YAVT CEPBIC)

Anpec: Poccus, 141983, MockoBckas 061acTb, T. 0.
[y6Ha, r. [ly6Ha, np-kT Hayku, A. 33, nomeLy. 2.3
Ten.: +7 (495) 108-75-79

Anpec a1eKTPOHHOI MOYTbI:
info@white-service.org

YNONHOMOYEHHBIA NPEACTaBUTENb NPOU3BOANTENS HA TEPPUTOPUM
Poccuiickoii ®eaepauuu:

06LecTBO € OrpaHn4eHHoi oteetcTBeHHocTb 000 «YaiiT MpoaakT
Anpec: 433405, YnbsiHoBCKast 061aCTb, M.p-H YepAaKNMHCKURA, C.n.
MupHoBckoe, Tep. MopToBas 0co6as IKOHOMUUECKast 30Ha, NP-A
WHpycTpuanbHbiid, 34. 15 ¢Tp. 1, nomew. N° 7

Ten.: +7 (495) 108-52-41

Anpec 3neKTpoHHOM NoyTl: info@white-product.com
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