A IHKTEXHO/IOTHS doTorpacum MmeguLUHCKOro n3aenus
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MecTo npownssoAcTea (1) MecTo npou3BoAcTBa (2)
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POTOMPAGUN MEANLIMHCKOTO N3AENNSA
ANA AUATHOCTUKU T VITRO

Habop peareHTOB 415 UccnefoBaHUs cocTaBa MUKPOOUOTLI TOCTOr0 KNeYHMKa B obpasuax
Kana geten metogom MLLP B pexxnume peasibHOro BPEMeHU

(QHTEPO®/IOP® [leTh)

2021 r.

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



A OHK-TEXHOJT0M 1A

Ha6op peareHTOB ANS1 UCCeA0BAHUSI COCTaBa MHKPOBUOTbI TONICTONO KMLLIEYHUKa B 06pasuax Kana aetein Metogom MLLP B peXxume peasnbHOr0 BpeMeHu
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A OHKTEXHOM0M1A

Habop peareHTOB /19 UCC/IeA0BaHUSA cocTaBa MMKPO6GUOThLI TONCTONO KMLLeYHMKA B o6pasuax Kana geteli metogoM MLLP B pexunme peasibHOFO spemenn (3HTK?;

rota Ha6op p—rowD» A/ mccnagoew s com —
w«poinaa A Toncn>ronlweunllna a obpawyas kon» garen

Mareaom n y apwaaiB paam iiwn opemavun

. (QHTEPO®MNOP» flata)
\ivp lIReal-time
IB 1" R1-PS15-S3»  3HTEPO®JIOP® [leTu
AMG2806Sb-2M c _
(ﬁ%gaqla»amnnllma:rajpmwarramab
d 2021-06-28 napocatom
CchunMKn 12cTtpunoa no
DA 8 npo6upoa no 20 man
2 2022-06-28 Ctpun Ni2 12 cTtpunoa no
B npo6upok no 20 man
4 * PactBop Tacukmmmapaabl 4 npobupaii no 500 man

MMliopnnl|laze macno

4 npo6upaii no 1.0 Mn
Monosarransiblii

O 3 A MOM*pculbHbI 06pasely 1npo6bupka 320 man
Ypmwsu gnsa Clpalioa 24 arr.
B,cTtpunsbl

PYMP3H.

PR i — —
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N OVK-TEXHOMOMHA

Ha6op peareHTOB 4715 UCC/e[0BaHMS COCTaBa MUKPOBHOTLI TO/ICTOrO KMLLIEYHNKA B 06pasuax Kasna aeTeii metogom lMLLP B peXxmMme peasibHOro BPEMeHM

dacoBKa S, CTpUMbI Pactsop Tag-nonvmepassl
(KOMNOHEHTbI B NPO6GUPKax C KOHNYECKMM OCHOBaHUEM) 4 Npo6npKy

MuHepasibHOe Macno
4 npobupkm

mVHaparb

MoNoXUTeNbHBbINA
KOHTPO/IbHbIA 06paseL
1 npobupka
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A~ OHKTEXHO0M 1A

Ha6op peareHTOB ANs1 UCCNeA0BaHUSA COCTaBa MUKPOBHOTLI TONCTONO KMLLIEUYHMKA B 06paslax Ka.3a feTeli MeTogom MLIP B peXume peanbHOro BpeMeH!
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OQHTEPO®NOP*A erT
CtpmnMU

o tiMmi | nr ol rLrjullsl]—
aan”yBTML B Napacumem

12 eipwea nos npeslhe» «* 20 wen

Nml-nm dacuem S, eTpunbl
N

SQHTEPO®NOP*A ar

MnayaTon*M napacuHom

12erptam no B npo6upokno 20 MW

Reei-Oma

dacoaka a. CTpMINbI

K*

Cmecu gna amnampumkauuu,
3aneyaTaHHble NapaguHOM.
Ctpun Ne2
12 Ctpunos no 8 npobupok



A OHK-TEXHO/10M 1A

Ha6op peareHTOB A4N1s1 UCC/ejoBaHMs cOCTaBa MUKPOBHOTLI TOSICTOrO KMLIeYHUKA B 06pasLax Kana Aeteit MeTogom MLIP B peXume peanbHOro BPeMeHM
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wn-TEXHONoTHA

livd IReal-time
|BEF] R1-P81S-S3i6
lixnl G2406Sb-1M

d I 2021-06-24

KSM /1o Lffo -r N

Habop peareHTOB 419 UccnefoBaHnsa cocTasa
MUMKpo6UOThl ToNicToro UNtieMHiNca e o6pasuax kana getei
MmeTonoM MLLP B pexnme peanibHOro BpeMeHu

(GHTEPOIOP* eT)

SQHTEPO®IIOP® fleTtwn

CocraB:

Cmecu ana amnand nkaynm, 3anevyataHHbl e
napauHom

Ctpun MU 12cTpunos no
8 Npobunpok no 20 Mk
Ctpun Ni2 12cTtpunoe no

8 Nnpo6bupok no 20 Mk
PactBop Tag-nonvmopasmv 4 npobupky no 500 mkn

MwuHepasibHoe Macno 4npo6ldknnol,omn
MoNOXUTENbHbIN .
MOHTPO/IbMbIi 06paseL| 1 npobupka  320MKn
KpbHUKM 418 CTpHNoa 24 .

TV ﬁﬁﬁ&ll\/iﬁmro ro?l



Habop peareHTOB A/151 UCCNEA0BaHNUS cOCTaBa MUKPOGMOTBI TO/ICTOrO KMLLeYHMKa B 06pasLiax Kana geTeit MeTogom MLLP B pexxumMe peasibHOro BpeMeHU
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N AVK-TEXHOMOMMA

Ha6op peareHToB A4/19 UCCNEA0BaHWS COCTaBa MUKPOBHOTBLI TOMICTOr0 KULLEYHUKA B 06pasuax Kana feteii Metogom MLP B pexkume peanbHOro BpeMeHu

Cmecu Ans amnandukauymm,

Cmecu ans amnandgukawmu, 3aneyaraHHble napamHoOMm.
3aneyartaHHble napagpuHoOM. Crpun Ne2
Crtpun Nel 12 cTpunoB no 8 Npo6mpok

12 Ctpvnos no 8 npo6mpok

SHTEPO®NOP* fleTn
.OHTEPO®/IOPe inun CTpun N rt

Ctpun Nrt Cmait fj/IMmunacumaL,
wnoMTewwe neee*wew

Wm Vf| }t 12eTpMion MO« rpoBupokno X MI

12 eTpunu ne s npee»vaino X Hkn
D RVMIM DS LLyAv
L Ami-lom daeomMu a. OTPMMbI ot (AU
OMOM . S m—zﬁl
ifiv* r
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/ HAOH-1chnunnn!

areHToB ANS UCCNedoBaHNA coCTaBa MUKPOBUOTHLI TOICTOrO KMLeYHUKa B 06paslax Kana Aeteit metogom MLIP B

y pexunme peasibHoro speMeHn (BHTEPO®JIOP* fieTwn)

NdGBRRa A
jroviidHeHTbl B Npo6UpPKax ¢ KOHUYECKMM OCHOBaHWEM)

WruTwrmMTw
Wq>H
wo 01
WHPVARE aHTT>DLHOP«/I* Nl
Quexa¢
</IVpAMITIOM
My

JIJM.H:IJPJH/ILI.. 2
(3HT>MOP*[s1a) CiyMiM | Wv

*«aOTIVM 2m-

ti A aLNG
@ d |TMHTM1II?/IAJ§I\'\/IA1:M
/K M»l:
AhwMr-c Wit |

-M 3HTEPO®I10PB,CI,3TM
" SrogMLMA
11» @ B

— ~Nr
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N AMKTEXHO/IOrMA

Ha6op peareHTOB ANns UccefoBaHWs cocTaBa MUKPOBHOTbLI TO/ICTOr0 KMLLIEeYHNKA B 06pasLax Kana Aeteil Metogom MLIP B peXume peasibHOro BpemeH”

dacoBka A
(KOMMOHEHTHI B MPO6UPKaX C KOHUYECKMM OCHOBaHMEM)

NS [IHK-TEXHOJ10MVA

Habop pearektoa gns nccnefoBaHus coctaBa
MWKPOBGHOTLI TONCTOTO KAWeymumka a obpaauax kana getem
meTtonom MLIP B pexume peasibHOro BpeMeHU
(BHTEPO®/IOP® fleTn)

IVD Real4ime

REF R1-P815-XA/5 3 HTEPO®J/IOP® etn
LOT G2906Ab-2M

Cocras:
Cmecu gnsa amnandukaymm
2021-08-29 CTtpum 2 cTpuna no
8 npobupok no 120 mkn
2022-06-29 MuP-6ydep Ctpum-K 2 npo6upkn no 600 MKN
Bydep ansa passegenns AHK 4 npo6upkm no 1,0 mn
MoNoXUTenbHbI
V I KOHTPO/bHbI 06pasel, 2 npo6upkun no 100 Mk
24 .U s CTpwvinbl No 8 npo6bupok 10 wir.
KpbILWKn 47151 CTPMNOB 2 wr.

aS M KOMNOHeHThbI A1 XpaHeHusa ot muHyc 18 *C

40 MuHyc 22 *C ynakoBaHbl OTAENbLHO - yNakoBKa

dacoska A Tkwumepasa TexHoTay MAX (2x60)”
Monvve$>asa
TexHoTagq
MAX (2x60) PY NePSH ot r
G06-K TY 21 20.23-128-46482062-2021

MpepgHasHavyeHo Ans I'IpO(*JeCCI/IOHa/'IbHOFO npumMmeHeHuda

KOMMOHEeHTbI oA XpaHeHna oT-18 no -22°C ynakoBaHbl OTAENIbHO
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Cwmecu ans amnangukauumn Ctpum
2 cTomna no 8 noobmook

, i ! B f\O T
&
OHTEPO®/IOP® fleTn
Cm«en Ans amnamdvkaumm CTpum
2 cTpuna no 8 npo6mpok no 120 mkn
|1YP] RMI4ime dacoBka A
1~ 6290BA n

20227-29 LL

INMNE »-| PR

CTtpunbl no 8 npobupok
10 wr.

Kpbiwkn gna Ctpunos
2 WT.
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N JVK-TEXHONOLIA

Ha6op peareHTOB 415 UCC/ef0BaHNS cOCTaBa MUKPOBUOTLI TOSICTOTO KiMLIeYHUKa B 06pasuax Kana aeteil metogom MLIP B peXnme peasibHOro BpeMeHu

dacoBKa A
(KOMMOHEHTHI B NPO6UpPKax ¢ KOHUYECKMM OCHOBaHMWEM)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Bythep ans passefieHns [H?5*
4 npobupkm

B»PNspe

e Bdepana K

MonoXnTeNbHbIN
KOHTPO/bHBIN 06pasel,

2 npobupkmn
"
100 Myi™
M B o
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N JIHK-TEXHOMOTSA

Ha6op peareHTOB /19 UCCNeAOBaHNS cOCTaBa MUKPOGUOTbI TONCTOr0 KMLLIEYHMKA B o6pasuax Kana geteit Metogom MLP B pexunme peasibHOr0 BPEMeEHM

dacoBka A
(KOMMOHEHTHLI B NPO6MPKax C KOHNYECKUM OCHOBaHMEM)

ATOHKTEXHanorug

LOT G06-K Or-1B*<

2022-09-01 22 *°C-|

Monnmepasa TexHoTagq MAX (2x60)

Monumepasa TexHoTag MAX
2 npobupku
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4 ANNTEXHONOIMHA

areHToB /19 UCCefoBaHUA cocTaBa MUKPOBMOTLI TOICTOMO KULLeYHMKa B 06pa3uax Kana geteih metogom MLP B
pexume peanbHoro spemeHn (QHTEPO®JTOP'™ [oTwn)

AcoBka A
KOMIOHEHTbI B MPO6UPKax ¢ 060UYHbIM OCHOBaHMEM)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2 AHKTEXHONOMMA

Ha6op peareHToB 415 UCC/ef0BaHNS COCTaBa MUKPOBMOTLI TONICTOTO KiLIeYHUKa B 06pasuax Kana getei metogom MLP B pexkMme peanbHOro BpemMeHu (A H A

NS NHK-TEXHO0M A

Habop peareHTOB AN UCC/ej0BaHNA cocTasa
MUKPOBMOTbI TOICTOTO KMLLIEYHUKA B 06pasuax kana geTei
meTofom MLIP B pexume peasnibHOro BpeMeHu
pHTEPO®NTOP«[I(nru)

|lyp| Real-time

IBEFIR1-PBISXAS  3HTEPO®/IOP® [letn
|Ww T G2S06Ab-1M

Cocras:
Cmecu ana amnandnkauum
d 2021-06-25 CTpum 2 cTpuna no
8 npo6upok no 120 Mk
2022-06-25 I P*6ycpep Ctpum-K 2 npo6yr™wiw no 600 Mk
6ychep ana passegennsa AHK 4 npo6upku no 1,0 mn
/\ J C MoNOXUTENbHbI
r KOHTPO/bHbI 06pasey, 2 npo6upku no 100 MKkn
u CTtpunbl no 8 npobupok 10 wr.
KpbIWwkn 4nsa ctpunos 2 Wr.

CI/I p' KOM/IOHEeHLW AN XpaHeHus OT muHyc 18 *C

0,0 MUHyC 22 *C ynakoBaHbl OTAE/IbHO - ynakoBka

®acoska A TkTumepasa TexHoTau MAX (2x60)*
Monumepasa
TexHoTaq
MAX (2x60) PYHBP3H or
606-K TY 21.20.23-12848482082-2021

MpepkasHavyeHo Ans I'IpOf*)ECCVIOHa]'IbHOFO npuMmeHeHna

KOMMOHEHTbI AN1A XpaHeHUA OT-18"C 1,0 -22* ynakoBaHb! OTAEBHO )
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N JIHK-TEXHOJ10M 1A

Ha6op peareHTOB A1 UCC/efoBaHMs cocTaBa MHKPOGMOThI TOMICTOFO KULLIEUHMKA B 06pasuax Kana aeTeii Metogom MLLP B pexxume peanbHoro BpeMeHn (AH i,

dacoBka A
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A JIHKTEXHO/OI A

Ha6op peareHTOB A4Ns UcC/efoBaHMsA cOCTaBa MUKPOBUOTbI TONICTOTO KMLIeYHUKa B 06pasuax Kana getein metogom MLIP B pexvme peanbHOro BpemeHun (SHTER,

5Y0 epj s’
pasBefeks> ]]_Ei_a3
. N AWK
BOK ] ]
0o ! FROs*
“up"yap’ MUP6y< ATEi Y
CrvMK tx Crpu» ! no Y
2. h 9MKnN &ﬁ b 5%
K I QON 02406 ~$1 Q2406
| 202-0K AP 202-1'
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- JVK-TEXHO/IOMMA

Ha6op peareHTOB 415 UCC/ef0BaHNS COCTaBa MUKPOBMOTLI TOSICTOT0 KMLLIEUHUKA B 06pasuax Kana geteit Metogom MLP B pexkume peanbHOro BpemMeHun (QHTEN<

dacoBKa A
(KOMNOHEHTBLI B NPO6UpKax ¢ H060UYHbIM OCHOBAHMEM)

.- 7 JHK-TEXHO/I0M/A

[15T100B-K N"-18*Cg
2 2022-08-01 -22*C
Monnmepasa TexHoTaq MAX (2x60)

MNonumepasa TexHoTag MAX
2 nNpobupkun
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MPULLNTO, NPOHYMEPOBAHO Y
CKPensieHo nevaTbio
nucta (oB)
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y A BHKTEXHONOM NS MapkrpoBKa Habopa peareHTOB
SHTEPO®J/IOP® eTtun

OpraHu3auus-npon3BoanTeNb

MecTo npoussoactsa (1) MecTo npoussojcTsa (2)
EPXXOAKO
MeHepan”™LL 8 ampekTop
fcfo(aov MVATC»
&l
L CamapuH
« Ny> A ] y 2021 r.

MAPKNPOBKA MEANUMHCKOI O N3AENUNA
ANA JUATHOCTUKW IN VITRO

Habop peareHTOoB
A1 UccnefgoBaHus coctaBa MUKPOOGMOTBLI TO/ICTOr0 KMLLEYHMKa B obpaslax Kana feTen
MeTogoMm MLLP B peXXnme peasibHOro BpemeHu

(SHTEPO®/IOP® fieTh)

2021 r.
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ASANHKTEXHONOT A MapKknpoBka Habopa peareHToB
OHTEPO®JIOP® fAeTn

MapKupoBKa n3genms

MapknpoBka MeAULWHCKOro u3genns [ANd AUArHocTUKKM in vitro «Habop peareHToB N4
nccnefoBaHMa coctaBa MMKPO6GMOTLI TONICTOMO KMLWEYHMKa B 06pasuax Kana getein metogom IMLIP
B pexxuMme peanbHoro spemeHn (QHTEPO®JTOP® [eTn)» cOOTBETCTBYET TPebOBaHUAM:

-n.6.2 TOCT P 51088-2013 «MegununHcKue n3genns Ana AUarHoCTUKM UH BUTPO. PeareHTsl,
Habopbl peareHTOB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasbl, NUTaTeNbHble cpefbl. TpeboBaHUA K
N3LeNnAM 1 NOLLEPXKMUBaIOLWEN JOKYMEHTaLNN;

-FOCT P NCO 18113-2-2015 (n.5, n.6) «MeagununHCKne nsgenus anga gmarHoCcTUKK in vitro.
WNHpopmauns, npegoctaBnsemMas wu3rotoeutesiem (mapkumposka). YacTb 2. PeareHTbl And
ANArHOCTUKM N Vitro ANn8 Npo(eccMoHanbHOro NPUMEHEHNAY;

- TOCT P NCO 15223-1-2020 «WN3pgenua megunuymHckue. CUMBOMbI, NPUMEHSAeMble MpU
MapKMpoBaHUN Ha MeAUUMHCKUX M34ennax, 3TMKeTKax W B COMPOBOAMTENbHOW AOKYMEHTaLuu.
4.1. OCcHOBHble TpeboBaHUS»;

- TpeboBaHuam n. 1.5 TY 21.20.23-128-46482062-2021.

MapknpoBka MeLUUMHCKOro W3genus ANd AMArHoCTUKM in vitro «Habop peareHTOB [Ans
nccnefoBaHna coctaBa MMKPOOMOTLI TONCTONO KULIEYHMKa B 06pasuax Kana geteli metogom IMLIP
B peXume peasibHOro BpemMeHn (AHTEPO®J/IOP® [ieTu)» BbINOJSIHEHA Me4vyaTHbIM CNOCO6OM W
BK/HOYaeT:

- MHOpMaLMIO HEenocpeiCcTBEHHO Ha KOPOOKe, HAaHECEeHHYH Tunorpagckum crnocobom,
cofiep>KaLlyto:

e noroTum,
* a/ipec M3roTOBUTENIA N ero KOHTaKTHbIE AiaHHbIE.

- 3TUKETKMN Ha KOpobOKy Habopa peareHTOB, cofepxXalime nHpopmMawuto
(o6pasubl cM. nnCT J N v
HavMeHOBaHWe N3roTOBUTENSA, NN TOBAPHbIA 3HAK M3TOTOBUTENSA, UK NOTOTUNM;
a/ipec U3roToBuTeNs;

MOMHOE W COKpaLleHHOoe HaMMeHOBaHWe Habopa;

KaTanoXHbli HOMep;

BapuaHT (hacoBKM,;

COCTaB U3Lenus;

HOMep cepuu;

[aTa N3roToB/IEHNUS;

CPOK FogHOCTMK;

CPOK FogHOCTMK;

YC/I0BUA XpaHEHUS;

yKa3aHue Ha Hanmuune X0/1040BOM 4acTu Habopa;

cumBon «lIVD»;

cumBo «KonnyecTBo TeCTOBY;

CcUMBOJT «O6pPaTUTECH K MHCTPYKLUMN NO NPUMEHEHUIO»;

cumBON «HecTepunbHO»;

Hagnuce: «lMpefHa3HavyeHo 415 NPOodeccCUoHanbHOro NPUMeHeHNA»;

HOMEP TEXHUYECKNX YCNOBUM;

HOMeEp 1 JaTy perucTpaLMoHHOro y40CTOBEPEHNS.
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N AHKTEXHONOTM A MapkupoBka Habopa peareHToB
OHTEPO®JIOP® fleTn

- 3TUKETKY Ha KaXAbl/i KOMMOHEHT, BXOASLLINA B COCTaB Habopa peareHTOB, COAep Kallyto
cnepyrowyo nHpopmaynio (06pasubl CM. NUCT S. » gP A ):
- HauMeHOBaHWe U3rOTOBUTENSA, UMW TOBAPHbIA 3HAK N3rOTOBUTENSA, UIWN NOTOTUN;
- COKpallleHHOe HaMeHOoBaHMe Habopa;
HaMMeHOBaHWE KOMIMOHEHTA;
- 00BbEM/KONNYECTBO KOMMOHEHTA,;
- HOMep cepuu;
- CPOK rofHOCTH;
- YCNOBUS XPaHEeHUS;
- CcMMBON «He gonyckKaeTcs BO3AENCTBME COMHEYHOrO cBeTa» (Mpyn HeE06X0AMMOCTH);
- cnumBon «I1VD».

MpumeyaHua:

1 Pa3vep BHYTPeHHE YNakoBKM He [OCTaTO4eH [A1a pa3MeLLleHnss YKa3aHHOro CojAepaHus
MH(opMaLMM Ha 3TMKETKAX KOMIMOHEHTOB, B CBA3M C Yem, HAANUCb WM cUMBON «MeanUMHCKOoe
n3genvie 4Na AMarHOCTUKK in Vitro» Ha HEKOTOPbIX KOMMOHEHTaX OMyLUEHbI.

2.  TpebosaHve 00 yKa3aHWN «COKPALLEHHOr0 HauMEeHOBAaHWUA W3AeNvs» PacrnpoCTPaHAETCA TOMbKO Ha
CrMeununYHble KOMMOHEHTbI A1 [aHHOro Habopa peareHTOB: CMeCb A1S  aMnavgmKaumm,
3anevyataHHyt0 napajuHOM, CMecb Ansa amnanukaumm CTpUM M NONOXKWTENbHbIA KOHTPO/bHbIV
obpaseL,

3. TpeboBaHve 006 YyKasaHWM 3HaKa TOKCUYHOCTW, arpecCMBHOCTU WM [PYroi OMacHOCTU He
MPMMEHUMO, TaK KakK Habop He COLEPXXMUT BELLECTB B OMACHbIX KOHLEHTpaLmsX.

4.  TpeboBaHUs 00 yKa3aHUM «KaTa/l0XHOr0 HOMepa» He PacrnpoCTPaHSeTCs Ha YMNaKOBKY «XO/040BOA
yacTu» Habopa peareHToB.

5  Hagnucum npu  MapKupoBKe W3AENMA  YaCTUYHO 3aMeHeHbl CUMMBOJIaMKW, COOTBETCTBYHOLLMMU
TpebosaHusm TOCT P MCO 15223-1-2020.

6. Tpy mMapkMpoBKe KOMMOHEHTOB Habopa [onyckaetcs HaHeceHWe QR-Kofa, BapuaHTa (hacOBKM W
Hagnvcy «Real-time». [lonyckaeTcs NOMOXUTENbHbIA KOHTPO/bHBIA 06pa3eL, MapKupoBaTb Kak K+.

7. [AmzaiiH (BK/IKOYas LBET 3TMKETOK) U CMoco6 MapKMpOBKW MOrYT ObiTb U3MEHEHbI MPOV3BOAUTENEM
npw ycnoBuu cobnoaeHns Tpe6osanmnii n. 6.2 TOCT P 51088 n TOCT P CO 15223-1 1 TpeboBaHwi
TEXHUYECKUX YC/IOBWIA.

8. MapkmpoBka ¥ VH(opmauus [LO/MKHa OblTb W3M0XKeHa (NpefcTaBfieHa) Ha PYCCKOM  fA3blKe.
[JonyckaeTcs Ha KOpobke MHOpPMaLUmMIo 0 npon3soauTene (M3roToBmUTeNE) U NIOTOTUN NPUBOAUTL Ha
PYCCKOM U @HT/IMACKOM 5i3bIKax.

9. [onyckaeTcAa HaHeCeHWe Ha BHELLHIOK YNAaKOBKY WHbIX CreuyasibHbIX CBEAEHWI, He VMEroLMX
peKknaMHOro xapakrepa, a Takxe nukrorpamm v ronorpamm (FTOCT P 51088, nognyHkKT 6.2.10).
Hanpumep, Hagnueun: «CpaenaHo B Poccum.

CVMBO/bI, UCNOMb3YEMbIE NPY MapKUPOBKe Habopa

; MeanuuHCKoe n3genue ans
livd] o
[AWarHoCcTUKM in vitro Alata n3rotosnexus
X TemneparypHbili qvanason I O6paTnTech K MHCTPYKLUK No
NPUMEHEHUIO
vV KonunuecTso TecToB REF KaTtanoxHblil Homep
loseH go id Afpec n3rotosutens

He gonyckaeTca Bo3gelicTene

Cepus Habopa
COJ/THEYHOr O CBeTa

HecTtepunsHo
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AN IHK-TEXHONOT A MapKkupoBKa Habopa peareHToB
SHTEPO®JIOP® eTtn

3TUKETKY Ha TPaHCMOPTHYK Tapy, cofepxawyt uHpopmaunio (o6pasubl CM.
ncer mo, v ):
- Toprosoe (NpW HaMnM4uKn) U NOJIHOE HaMMeHOBaHMe Habopa;
- HaMMeHOBaHWe U afipec U3roToBUTeNS;

- CPOK rogHocTu Habopa (rod, MecsL, BKNOYNTENLHO);

- jarty u3rotosneHus (rog, mecsy);

- TpeboBaHMA K VYC/IOBUAM  XpaHeHMA U TpaHCNopTupoBaHuA Habopa (npu
Heobxo4MMOCTH - 0cobble yCn0BUA 06palleHns ¢ Habopom);

- HOMep cepuu;

- 0C06ble UHCTPYKLMN U3FOTOBUTENA B OTHOLLEHUN U3LENNS;

- KONMYecTBO HAbOpOB B TPAHCMOPTHOM Tape;

- Macca HeTTo U Macca 6pyTTO Ha TPaHCMOPTHOW Tape;

- Macca HeTTO NOTPeOMTENbCKOM YNAKOBKMU;

- NpefynpexpaeHns n Mmepbl MPefoCTOPOXHOCTU B OTHOLWEHWW W3[eNns, KOoTopble
Heo6X0ANMO UCMONHATL, MAaHUNYNALMOHHbIE HaANUCK (NP HEOO6XOANMOCTHN);

- cumBon «rVD».

MpnmeyaHns

1. Hagnwucw Ha TpaHCMOPTHOW Tape, cofepXallme faHHble 0 YNCne U3Lennid, AaTe N3roTOBEHUS 1
CPOKe roAHOCTW, HOMepa Cepuu [LOMYCKaeTCA BbIMOMHATL OT PYKW WAM C MOMOLLLIO KauLle
(FOCT P 51088, nognyHKT 6.2.4).

2. MapkupoBka 1M uWHMOpMaLna [O/MKHA OblTb M3N0XeHa (npefcTaBfieHa) Ha PYCCKOM A3bIKe.
Jonyckaetca Ha Kopobke wuHQopmauuiw o npoussoanTene (M3rotoBuTene) u orotTun
MPUBOANTb HA PYCCKOM U aHTIMACKOM fi3blKaX.

MpumeyaHue - B gaHHOM JOKYMeHTe npuBefeHbl 06pasLbl AM3aiiHa ITUKETOK.
[un3alin  (BKNnYasd LUBET 3TUKETOK) W Cnocob MapKMpoBKM MOTYT OblTb  WU3MEHEHbI

NPOn3BOANTENEM MPWU YCNoBUKM cobntofeHuns TpebosaHuii n. 6.2 TOCT P 51088, TOCT P NCO
15223-1 n TexHu4Yeckux ycnosumii TY 21.20.23-128-46482062-2021.
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m-"QHKTEXHOJ/IOMA

MapkupoBka Habopa peareHToB
SHTEPO®JIOP® [leTn

Habop peareHTOB A/ UccnefoBaHnA coctaBa MUKPOOMOTbI TONICTON0 KNLLEYHUKA
B 06pasuax Kana geteii metogom MLLP B pexxume peanbHOro BpeMeHu
(BHTEPO®JIOP® fleTn)

Ycnosua xpaHeHud: ot 2°C go 8°C

dacoBKa S, CTpuUnbl

STMKETKa Ha KOPOOKy

WM OK K K K K K K K K K K K K K K K DKM KK KOK WK K- KK T KL OK K K KOKOKOK K K K K K K K K K K K m

NN\
ﬂHK—TEXHOﬂOrMﬂ Ha6op peareHTOB 418 UccnenosaHnAa coctaea

IVD Real-time

|REF| R1-P815-S3Ne

LOT  30000KK-XX
XOXK-XK-XX

40
as

®acoska S, cTpmnbl

MWKPOGMOTLI TONICTOTO ML eYHNKa a o6pasuax kana AeTeit
meToAoM [MLP e pexume peanbHOro BpeMeHn

(QHTEPO®NOP* fletn)
OHTEPO®/IOP® feTtn
Cocrae:
Cunecu gnsa amnandukaumn, saneyataHHble
napaguHom
Ctpun N»1 12cTpunos no

8 Npo6Mpok nNo 20 MKN
Ctpun Ne2 12cTtpunos no

8 nNpo6upok no 20 M/
PacTBop Taqg-nonvumepasbl 4 npobupku no 500 mkn
MwuHepasbHoe macno 4 npo6upku no 1.0 mn
MonoxutenbHbIi
KOHTPO/IbHbIN 06pasel,
KpbIWwkn ansa crpunoe

1 npo6upka 320 MK

24 vn.

PYMBP3H or r

7V 21 2023128-46482062-2021
Mpefka»<ayeHo 415 NPOheCCUOHANbHOTO NPUMeHE HUs

ATUKeTKa Ha NONNITUNEHOBbLIV NakeT (ipnnng))

Cmecu ans amnnmgukalmn, sanedataHHble napaguHoMm.

Ctpun Ne 1
12 cTpmnos no 8 npo6upok no 20 MKn

OHTEPO®J/IOP® fetu
Ctpun Nel

Cwmecun gna amnandukaymu,
3aneyaTaHHble napauHom

12 cTpunos no 8 npobupok no 20 MKn

IVD Real-time
LOT XXXXXX

dacoBka S, cTpunbl

[1-8*C 1|4’

XXXX=-XX=-XX

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ctpun Ne 2
12 ctpunos no 8 npo6upok no 20 MKn

OQHTEPO®/NOP® fetn
Ctpun Ne2

Cmecu aAns aMnandmkaumm,
3aneyaTaHHble napanHoOM

12 cTpmnoB no 8 npo6upok no 20 MKn

IVD Real-time dacoBka S, CTpUMbI
LOT XXXXXX

XXXX=-XX-XX

CmMecu Ans amnanguKaumm, sanedaTaHHble napaguHoMm.



AOHK TEXHOJTIOIMA

MapkunpoBKa Habopa peareHToB
OHTEPO®JIOP® AeTn

STUKETKM Ha KOMMOHEHTbI (MPO6UPKN)

W, XXX

-~ T—/%/ 55 e 881

MuHepanbHoe macno
[tor XXX

NOXXXX XX XX %

ubhiase RUNEE BB BRBIT O

PactBop Tag-nonumepasbl

I/)QQQOQOQ(M

SIDKDKDK DKL DKDKDK DK DK DK DK DK DK DK DK DK DK DK DKy
MwuHepanbHoe Macno
4 npobupkn no 1,0 mn

"WOKDKLLIMIM+ TORDISHORL,
PacTBop Tag-nonnmepasbl
4 Npobupku no 500 MKn |
PacTtsop CD
Taqg-nonumspassbl
800 mkn
Irot] XXX

2 XXXX-XX-XX

7 MuHepanbHoe

].,ONH macno O

® XXX
i XXXX-XX-XX

KK DK AOKMOKAOKIKAOK DK DK KK R K DD DR IO KK AOK XK DK DK KK K DK DK DK DK K DK DK DK IO DK KK IR DK DKOK K DR SKOKIA
MoNoXnTeNnbHbI KOHTPO/bHbLIN 06paseL|

> OHTEPO®/IOP®eTn
MONBXUTCNLHBINA KOHTPO/bLHbIN 06pa3ou

dacoska S

320 mkn )
U XXXX-XX-XX7

1 npobupka 320mMKn

A QHTOPO®/IOP® f«Tn

MonoXuTensHeli 1'Vn
KOHTPONLHLIA O6pamu b y
320 MKn B «o,«$
[iotl xxx

2 XXXX-XX-XX

PN
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N IHK-TEXHONOT A MapkumpoBka Habopa peareHToB

OHTEPO®J/IOP® feTwn
dacoBka A
Ycnosua xpaHeHusa: ot 2@RC go 8°C
ITUKeTKa Ha KOPObKY 3TNKeTKa Ha NONUITUIEHOBLIN NakeT (rpunny)

KM LK =K OK M OK K K @ 9% K K KK K KK K ke ke

Cwmecun gns amnnmgukaumm CTpum

) 2 cTpuna no 8 npobupok no 120 MKn
AH KTEXHOnO rl/lﬂ H'e)> peareHToB ANnA uccneaosaHus coctaBsa
MUKPOGMOTbI TONCTOrO KM EYHKKa B o6pasuax kana getei
meTofoM MLLP B pexume peanbHOro BpeMEHN
i «3HTEPO®NOP» leTu)
Real-time

R1-P8IS-XAS  3HTEPO®/IOP® AeTw

XXXXXK-XX _ “

Cocrsa: OQHTEPO®JIOP® fleTn
XXXX-XX-XX Cmecu gnsa amnandukaumnmn

CTpum 2 cTpuna no Cmecu gna amnamdukaumm CTpum

8 npobupok no 120 mMxn
pooup 2 cTpuna no 8 npo6ypok no 120 mMkn

XXX X-XX-XX NuP-6ydep CTpumX 2 npo6upku no 600 Mk
Bydep gns passegenus AHK 4 npo6upku no 1,0 mn
C MoNoXuUTeNbHbINA )
\ - T KOHTPO/IbHbLIN 06pasel 2 npo6upku No 100 mMkn VO Real-time dacoBKa A
CTpunbl No 8 Npo6upok 10wr.

LOT  XXXXXX

[E KpblIwWwKky ANsa cTpunos 2 wr.
XXXX-XX-XX 'K . n
o

KOMMoHeHTbI A1 XpaHeHUs oT MUHyC 18 *C
[0 MUHYC 22 *C ynakoBaHbl OTAe/IbHO - yNnakoBKa

®acoska A Tk>numep3asa TexHoTaq MAX (2x60)'

Monumepasa

TexHoTaq

MI1AX(2x60) PY NBP3H ot .
XXX TY 21.20.23-128-46482062-2021

MpefHasHaueHo ANs Mo eccuoHanbUore NPUMEHeHs

KoMMoHeHTbl 419 XpaHeHus oT -18RCA0 -224: ynakoBaHbl oTAesIbHO 17

OTUKETKN Ha KOMMOHEHTbI (NPoBupKn)

MLUP-6yep Ctpnm-K
2 npobupkn no 600 MK

MuP-6ycep
MuP-6ydep CTpHM-K Cronm-K
t00 MKn ng
(k21 XXX llotl XXX
XXXX-XX-XX
Bytep gns passegeHna JHK i
4 npobupkmn no 1,0 mn u
Bydep ana passegeruns JHK > Bydhep MZHK
"' passBefeHus
LLI*xx [H e .
1 2 XXRX-XX-XX Jh: 0
2 XXXX-XX-XX -Cn 0]
(4
|
T TVLLIDKC WA T4 0K MM LU MMM M > DK YT AT MK M 4T MOK MK OK LK K KK KK /K /LK K K K DK K K M K LXK K K K K K /MK K K K K K A

MoNoXnTenbHbIN KOHTPO/bHbIA 06pasel,
2 npobupku no 100 mkn

OHTEPO®/IOP®/1BTH
MonoTri/1bHblii KOHTPENKHbIN 06pbIAL * QHTEPO®/IOP1B fleTn
®BCcoekk A I'IeneMHTeIReowéhm
/N7 K pamm
Y cere
XXXXXXXX -8 [Mxxx !
2 XXXKXK-XX
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/ n7p,H KTEXHOJIOTNA MapkupoBka Habopa peareHToB
OHTEPO®/IOP® fleTn

Ycnosus xpaHeHus; ot MuHyc 18°C fo muHyc 22°C

3TMKeTKa Ha KOPOOKy

7TOHK-TEXHONOrNA
fOTIXXX ¢ [i*iwi
AXXXX-XX-XX -22

Monnmepasa TexHoTaq MAX (2xB0)

it AKKIHOK HOK, K, I HOKHOKROK/ HOK I MK HOKAOHKKRRIOK/ YK HHOKLL ORI YK/ K HK-HOKMMA K K KK KK KOK ]

STUKETKM Ha KOMMOHEHTbI (MPoBUpKN)

" " M HKOKOK HKM-MW W K K K K K KK K /K K K /K K K KK /K K SK-KOK K K K OK K OKOKOK K A

Monnmepasa TexHoTag MAX
2 Npobupkn no 60 mMKn

Monumepasa
Monumspasa TexHoTag MAX 5 MII_IaxHoTaq MAX
BO MKN *Hk XXX nMm «

NXXXX-XX-XX
2 XXXX-XX-XX ; | ™

\JKOK M HOKK KOOI KKK KK KKK KKK KKK AMKIK KKK KK KK KKK KKK KK KKK KKK IKKOK
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OBPA3EL! MAKET!

~  AHK-TEXHOJIOrMA MakKeT 3TUKEeTKM Ha TPaHCMOPTHYIO Tapy

Habop peareHTOB 41A uUccnegoBaHMsA coctaBa MUKPOOGMOTbI TOSICTOrO
KMwe4vyHnKa B obpasuax Kana geten metogom MLP B pexxnme peanbHOro
BpemeHn (QHTEPO®JIOP® feTn)

iVd] g ook A SHTEPO®/IOP® [leTn
YcnoBusi TpaHCMopTUPOBaHUS

L B TepMOKOHTeiHepax ¢ Xn1a03ieMeHTamu

S ji/- 25 “C

2°C
He 60/1ee 5 cyToK

YCnoBus XpaHeHUs
KonnuyecTBo HabopoB:

.

2 =C

Macca HeTTO NoTPebUTEeNbCKON YNaKOBKMN:
Macca HeTTO:
Macca 6pyTTO:

BHNMAHWE! Monnmepasa TexHoTaq MAX ynakoBaHa 0TAe/1bHO!

Mpounssogutens: OO0 «AHK-TexHonornsa TCx»

agpec: 117246, r. Mocksa, HayuHbIn npoesa, 4. 20, cTp.4.

MecTo npoun3BoacTBa:

000 «[HK-TexHonorua TCx»: Poccusa, 117246, r. MockBa, HayuHblii npoesg, 4. 20, cTp.4

000 «HMO AHK-TexHonorus»: Poccust, 142281, MockoBcKasi 06/1. I. 'hoTenHo, ys. XKenesHoaopoxHas, 4. 20.
Apnpec Ansa obpaleHunsa: o Bonpocam KadecTBa Habopa peareHTOB, clefyeT 06pallaTtbCst B CNYyXOy
KIMEHTCKOW MOAAEPXKN.

CnyXb6a KIMEHTCKOW NNAaL KKu1-

8 (800) 200-75-15 (3BOHOK Mo Poccnun GecnnatHbIi),

+7(495) 640-16-93 (gnsi ctpaH CHI™ 1 3apy6exbsl, 3BOHOK MATHbIA).
E-mail: hotline@dna-technologv.ru
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OBPA3EL! MA1AN

JIHK-TEXHONOTH MakeT 3TUKETKN Ha TPAHCMOPTHYIO Ta»

Habop peareHTOB AN uccnefoBaHnsa coctaBa MUKPOOMOTbI TONCTONO

KunuieyHnKa B o6pasuax Kana aeteit metogom MLP B pexxnme peanbHOro

BpemeHun (GHTEPO®JIOP® feTn)

ivdl OHTEPO®J/IOP® [letn
______ e bacoBKa A Monumepasa TexHoTag MAX
YcnoBusa TpaHCNOPTUPOBaHMUSA
L1 B TepMOKOHTEeMHepax ¢ x1afo3ieMeHTaMum
2 y 25°C
2°C
L He 6onee 5 cyToK
YcnoBusa XpaHeHus
KonnuectBo HabopoB:
wT. -22=C
-18 °C -/g

Macca HeTTO NOTPEO6UTENbCKOM YNaKOBKN:
Macca HeTTO:
Macca 6pyTTO:

Mpowussoautens: OO0 «AHK-TexHonornsa TC»

agpec: 117246, r. MockBa, HayuHblli npoesg, a. 20, cTp.4.

MecTo npousBoacTBa:

000 «AHK-TexHonorns TC»: Poccusa, 117246, r. MockBa, Hay4uHbIi npoesg, a. 20, cTp.4

000 «HIMO AHK-TexHonorus»: Poccus, 142281, MoclioBckast 0671. T. MpoTBMHO, yn. XKenesHog toxHas, 4 20.
Agfpec gns obpauwieHus: Mo BonpocaMm KayecTBa Habopa peareHTOB, cneAyeT obpaliaTbcsa B CAYXOy
K/IMEHTCKOV MOAAEPXKM.

CnyXba KIMEHTCKOW NOAAEPKKN:

8 (800) 200-75-15 (3BOHOK Mo Poccum becnnaTHbIiA),

+7(495) 640-16-93 (gns ctpaH CHI™ 1 3 y6eXbsl, 3BOHOK MaTHbIN), ,
E-mail: hotline@dna-technolofv.ru
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OBPA3ELL! MAKET!

N JIMK-TEXHOJTOIM A MakeT 3TUKETKW Ha TPAaHCNOPTHYI Tapy

Habop peareHToB 419 UCCnefoBaHMA cocTtaBa MUKPOOMOTbI TONICTOIO
KuwevyHnkKa B obpasyax Kana geteit metogom MLP B pexxume peanbHOro
BpemeHn (QHTEPO®PJIOP® fleTn)

|__\{__q !L DACOBKA S OHTEPO®JIOP® feTun
YcnoBusa TpaHCNoOpTMPOBaHUS
B TepMOKOHTeliHepax ¢ xnafoa/ieMeHTaMu
y 25 »C
2°C
L He 6onee 5 cyTOK
YCcnoBusi XxpaHeHus
KonunyectBo Ha6opoB:
wT. 8 “C
2°C

Macca HeTTO NoTPebUTEeNbCKOM YNaKOBKMU:
Macca HeTTO:
Macca 6pyTTO;

Mpounssogutens: OO0 «AHK-TexHonorns TC»

agpec: 117246, r. MockBa, Hay4Hblii npoesga, 4. 20, cTp.4.

MecTo npoussojcTaa:
000 «[AHK-TexHonorus TC»: Poccusi, 117246, r. MockBa, HayuHblli npoesg, 4. 20, cTp.4

000 «HMO AHK-TexHonorus»: Poccust, 142281, MockoBcKasi 06/1. T. MpoTBMHO, yn. XKenesHoac™kHas, 4. 20.

Agpec Ans o6pallueHus: Mo Bonpocam KayecTBa Habopa peareHTOB, cfefyeT o6pallaThes B CNYXGy
K/IMEHTCKOW MOAAEPXKKN.

Cnyxb6a KNMeHTCKON NOAJEPXKKM:

8 (800) 200-75-15 (3BOHOK Mo Poccum becniaTHbI),

-*-7(495) 640-16-93 (gnsi ctpaH CHI™ 1 3\py6exbsi, 3BOHOK M/ATHbIN).
E-mail: hotline@dna-technologv.ru
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OBPA3EL! M A Ne

N AHK-TEXHOJ/IOIMN4A MaKeT 3TUKEeTKN Ha TPaHCNOPTHYI Tapy

Habop peareHTOB 4N UccnefoBaHUA cocTaBa MUKPOBGMOTbI TONCTOr0
KuweyHnKa B obpasuax Kana geteli metofom MNLIP B pexxnme peanbHOro
BpeMeHn (QHTEPO®JIOP® [leTn)

bivdl o coskas SHTEPO®/IOP® [leTu

YcrnoBusi TpaHCNOPTUPOBaHMSA
B TepMOKOHTeliHepax ¢ Xn1af03/ieMeHTamu

25 »C

2°C Y\

L]

KonnuecTBo HabopoB:
WwT.

He 6osiee 5 cyTOK
Ycnosua xpaHeHus

8»C
2°C

Macca HEeTTO NOTPEO6MTENbCKOM YNaKOBKN:
Macca HeTTO:
Macca 6pyTTO;

MpoussoanTtens: OO0 «AHK-TexHonorns TC»

agpec: 117246, r. MockBa, HayuHbIi npoesg, 4. 20, cTp.4.

MecTo nponsBoAcTBa:

000 «AHK-TexHonorus TC»: Poccusi, 117246, r. Mocksa, Hay4HbIli npoesg, 4. 20, cTp.4

000 «HMO AHK-TexHonorus»: Poceus, 142281, Mockosckas 061. T. MhoTBUHO, yn. XKenesHogopoxxHas, 4. 20.
Appec gna obpauieHma: Mo Bonpocam KavecTBa Habopa peareHTOB, crefyeT obpawiarbcsi B Cnyx6y
K/INEHTCKOV NOAAEPXKKMN.

Cnyxb6a KNMEHTCKO NOAAEPXKKN:

8 (800) 200-75-15 (3BOHOK M0 Poccum 6ecniaTHbIi),

+7(495) 640-16-93 (g1 cTpaH CHI™ 1 3apy6exbs, 3BOHOK MAaTHbIN).
E-mail: hotline@dna-technologv.ru



NPOLUNTO, MPOHYMEPOAAHO U
CKpen/ieHo neyartbto
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