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1. HASHAYEHUE

1.1. MNonHoe oBaHue 0 uspenus
HaBop peareHTOB «OKCMpecc-TeCT AN BbIIBNEHUS aHTUreHa Bupyca rpunna TunoB A u B meTtogom

nMMyHoxpomaTtorpadpudeckoro aHanmaa «PAMNI- Mpunn A/B-AHTUreH» Ans AMarHOCTUKM in vitro, B BapuaHTax UCNOMHEHUS»
no TY 21.20.23-009-44090553-2022», panee no Tekcty — « PAMUA-Mpunn A/B-AHTUreH».
1.2. CocTaB MeOULMHCKOro usgenus
Ha6op pearextoB «PAMUA-Tpunn A/B-AHTUreH» BbinyckaeTcst B Tpex 6a30Bbix BapuaHTax KoMnnekTaumm:
- Komnnekt Ne1 ¢ TecT-kapTpuakem paccumnTaH Ha uccrnefosanve 1 obpasua,
- Komnnekt Ne2 ¢ TecT-kapTpuaKem paccuuTaH Ha uccnegosaHve 25 o6pasLios,
- Komnnekt Ne3 ¢ TecT-kapTpuaKem paccuuTaH Ha uccnegosaHue 25 o6pasLios.

B coctaB «PAMW[ Mpunn A/B-AHTUreH» BXOAAT CreayloLme KoMnnekTyowme:

Komnnekt Ne1: - TecT-kapTpUIX ANs ONpeAeneHns aHTUreHa Bupyca rpunna Tunoe A u B ¢ ocywmtenem — 1 wr.

- MnacTukoBas npobupka ¢ Hacaakoii-kanenbHuLen ¢ 6ydepHbiM pacTtBopom (0,22 mn) — 1 wwT.

- 30HA-TaMMOH CTepUnbHLIN  ANs B3sATUS Guomatepnana (30HA MEAMLMHCKWA OAHOPAa30BbIN
cTepunbHbi, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 wnu 3oHA-TamnoH
MeaNLMHCKUIA OAHOPA30BbIN, CTepunbHbIA, PY Ne P3H 2022/18561 unu 3oHabl MeauumHckue no
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) — 1 wrT.

- VIHCTpyKUMS MO NpUMeHeHnto — 1 wT.

- TecT-kapTPUIX ANs ONpeAeneHns aHTUreHa Bupyca rounna Tunoe A u B ¢ ocywmtenem — 25 wr.

- ®nakoH-kanenbHuua ¢ 6ydepHbim pactBopom (8,0 mn) — 1 wr.

- MnacTukoBas nNpobupka ¢ Hacagkon-kanenbHULen — 25 Wr.

- 30HA-TaMMOH CTepUnbHLIA  ANs B3ATUS Guomatepuana (30HA MEAMLMHCKWA OAHOPAa30BbIA
cTepunbHbid, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 unu 3oHa-TamnoH
MEAULIMHCKUIA OHOPa30BbIiA, CTepunbHbIin, PY Ne P3H 2022/18561 unu 3oHabl MeauumHckie no
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) — 25 w.

- IHCTpyKUMS No NnpUMeHeHuo — 1 .

- TecT-kapTpuax Ans onpeaeneHns aHTureHa supyca rpunna Tunos A n B ¢ ocywmtenem — 25 wr.

- MnacTukoBas npobupka ¢ Hacaakon-kanenbHuLeh ¢ GycdepHeiM pactBopom (0,22 mn) — 25 w.

- 30HA-TaMMOH CTepUnbHLIA ANs B3sATUS Guomatepuana (30HA MEAMLMHCKWA OAHOPAa30BbIN
cTepunbHbi, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 wnu 3oHA-TamnoH
MeaNLMHCKUIA OAHOPAa30BbIN, CTepunbHbIA, PY Ne P3H 2022/18561 unu 3oHabl MeauumHckue no
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) — 25 wr.

- IHCTpyKUMS No NnpUMeHeHuo — 1 .

Komnnekt No2:

Komnnekr Ne3:

Mpumep oGo3HaueHnst HaGopa Npu ero 3aka3se 1 B [I0KyMEHTaLMUN APYroro U3nenust:

HaGop peareHToB «OKCMPECC-TECT [N BbISIBMIEHUS aHTUreHa Bupyca rpunna TunoB A/B  meTogom
nMMyHoxpomaTtorpacpudeckoro aHanuaa «PAMUO-Tpunn A/B-AHTUreH» ANs AMarHoCTUKK in vitro, B BapuaHTax UCMOMHEHUS»
no TY 21.20.23-009-44090553-2022, Komnnext Ne1, kog OKIMA2: 21.20.23.110.

1.3. HasHaueHue Habopa

Ha6op pearentoB «PAMUO-Tpunn A/B-AHTUrEH» NpefHa3HaveH Ansi Ka4ecTBEHHOMO BbISIBMIEHUS aHTUreHa Bupyca
rpunna Tunos A/B B GuonornyeckoMm matepuane (Maske W3 poOTOrNOTKM WK HOCOTOTKU, UMW CPEAHErO/HUKHErNO HOCOBbBIX
XOA0B YenoBeka) METOAOM WUMMyHOXpOMaTorpachuyeckoro aHanusa Ans BCriomoraTenbHoW naGopaTopHOW AWarHOCTUKW
rpunna.

1.4. O6nacte

KnuHnyeckas naGopaTtopHasi AnarHocTuka.
Tonbko Ansi NPOdECCUOHANBHOIO UCMOMNL30BAHWSI.
TonbKo Ans AnarHocTvky in vitro.

1.5. 1 W npoT K I 0

I'Ipe,qHaaHaHeH AN OQHOKPATHOMO NPUMEHEHUs NO Ha3Ha4YeHuto.
MpoTnBonokasaHusi u NOGOYHbLIE AENCTBUSI OTCYTCTBYIOT.
MeToA NOCTaHOBKM — PYYHON.

1.6. MoTeHUManbHbIe NOTpeGUTENU

I'Ipe,qHaaHaHeH AN UCNONb30BaHNA B Pa3nnyHbIX K.I'WIHVIKO-J'IaGOPaTOPHbIX ycnoswusix, BKMOYasi, HO He OrpaHNYMBasACh:
rocyapCTBeHHble MEAULIMHCKUE OpraHn3aLmMn NHAEKLMOHHOMO NPOMUIs, MHOrONPOMUIbHbIE MEAULIMHCKAE OpraHu3aLuu.
HayuHo-uccnepoBatensckne yupexaenus. [lnarHoctuieckue naéopatopun. YacTHble MeAULMHCKUE LIEHTPbI, obnagatolyve
HeobxoanMbIM 060pyaoBaHUEM.

MeguumHckoe usaenve NpUMeHsAeTCca cneuvanuctamn: Bpavu, B TOM 4ucne Bpay KIUHUYeCKOon naﬁopaTopHoﬁ
AWArHoCTUKY, BPaY-UHHEKLMOHUCT, CPEAHWIA MEANLIMHCKUI NEPCOHan, MeAULIMHCKUIA NaBopaTopHblii TEXHMK.

0 u3penus

1.7. KnuHnyeckoe HasHauyeHne

TpuUnn SIBMSIETCA OCTPLIM @HTPOMOHO3HBIM WMH(EKLMOHHBIM 3aB0MEBaHNEM, CKMOHHBIM K BbICTPOMY, rroGansHoMy
PacnpoCTpaHeHuIo, Bbi3bIBAEMbIM BMPYCOM rpunna Tunos A, B n C, npoTekaiolUM C Pa3BUTUEM WHTOKCUKALMOHHOIO
CMHOPOMa W NOpPaXeHUeM ANUTENNA BEPXHUX AbIXaTenbHbIX nyTei [1].

Bo3byantenb — PHK-reHomHbI Bupyc poaa Influenzovirus, cemeiictea Orthomyxoviridae. MexaHuam nepegayn —
adp0o30NbHLIA, MyTh NEpeaayn — BO3AYLIHO-KaNenbHbIA. BoCipuiMUnBOCTL NIOAEN K BUPYCY SBMSIETCA BbICOKOIA, OCOBEHHO K
HOBbIM cepoTunam [2].

TMOBEPXHOCTHbIE a@HTUTEHbI BUPYCA rpUNNa — reMarrioTUHAH U HepaMWHWAAE3a — WrpaloT BaXHyl pofb B
hopMUpOBaHUM UMMYHHOTO OTBETa OpraHMama v No3BOoMsioT BblAENUTL MOATUNBI BUpYyca rpunna tuna A: H1N1, H3N2 u ap

OCcoBEHHOCTLIO BUpYCa rpunna siIBNSIeTCst UX CNOCOBHOCTb K YacTOi U3MEHYMBOCTU MYTEM «aHTUTeHHoro Apemnda»
(4aCTUYHON U3MEHUMBOCTM AHTUMEHHbIX AETEPMUHAHT) UMK «aHTUFEHHOTO WU Ta» (NONHOE 3amelLieHne pparMeHTa reHoma,
KOAMPYIOLLErO CUHTE3 FEeMarrMioTUHMHA WU HepamMuHWAE3kl), YTO OGYCOBNMBAET Pa3BUTUE M HEMpencKasyemocTb
anuaemuii [3].

BbigensitoT nerkuin, CpeaHeTsKenblii U TsKenblil BapuaHTbl TedeHusi 3abonesaHusi. MHoraa TeveHne 3abonesaHus
npuobpeTtaeT ocnoxHeHHble hopMbl. KnuHnieckas kapTuHa xapakTepuayeTtcsi pa3BUTMEM MHTOKCUKALMOHHOIO (nuxopagka,
03HOG, 06Lasi cnabocTb, ronoBHas Gornb, rONOBOKPYXXEHWe, MUaNMKM U apTpantmn) 1 KatapanbHoro (CyXoCTb, NeplieHne B
ropne, GONesHeHHOCTb B HOCOINOTKE, 3arOXEeHHOCTb HOCA, CKyAHbIE CAIM3UCTbIE, CEePO3Hble BbIAENEHNs U3 HOCa, CyXoit
Kallenb) cCUHapomosB [4].

KnuHuyeckyio 3Ha4MMocTb Ans Yenoseka umetoT Tunbl A (noatunsl H1N1 1 H3N2) n B. Bupyc rpunna tuna A obnapaet
Hanbonee BblpaxeHHbIMIU BUPYNEHTHLIMU CBOMCTBAMM W CKIMOHEH K aNUaeMU4eckomy pacnpocTpaHeHuto [5, 6]

BbIsiBNIEHWe aHTUreHa BUpyCa NocPeCTBOM 3KCMPECC-TeCTUPOBaHUs obecneynBaeT nposeeHne AuddepeHLnansHon
[ANarHoCTUKKA rpunna ¢ ApYrMMU OCTPbIMM PECnMpaTopHbIMIA BUPYCHbIMM MHbekuusmmu (OPBU), B yacTHoCTW — ¢ HOBOWM
KOpOHaBMpYyCcHOit UHekumeln (COVID-19), nossonseT onpeaenuTb Tun BO3ByauTens, a Takke Ha3HauYMTb KOPPEKTHYH
3TMOTPONHyo Tepanuio [2].

1.8. WHdopmauus o ctepunbHoCTU
HaGop peareHTOB MMEET CTEpPUNbHbIi KOMMOHEHT — 30HA-TAMMOH CTEPWUMbHLIA ANs B3sATUS Guomatepuana,
CTEPUNM30BAHHBIA OKCUIOM JTUMIEHA W YNaKOBaHHBIA B WHAVBUAYANbHYIO T€PMETUYHYI0 YNakoBKy (30HA MEAULMHCKUM
OfIHOpa3oBblii cTepUnbHbI, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 unu 30HA-TaMnoH MeAVULMHCKUI
0fIHOpa3oBblit, CTepunbHbIA, PY Ne P3H 2022/18561 unu 3oHabl meavumnHckue no TY 9436-002-98349125-2016, PY Ne P3H
2018/7058).
He ncnonb3oBarth Npu NOBPEXAEHAM YNakoBKu.
1.9. OnucaHune U3MepuTenbHbIX XapakTepUCTUK U NpPorpaMMHoOro oéecneyeHuns

He npumennmo.

Ha6op peareHToB «PAMUA-punn A/B-AHTUreH» He aBTOMaTU3UpOBaH U He COAEPXWUT NporpaMMHOro obecneveHus.
1.10. MonynsunoHHble, AeMorpaduyeckme acnekTbl meauL 0

MpeaHa3+HayeH Ans o6ereoBaHNs BCeX rpynn HaceneHus 6e3 rpaaaLii no AemorpacuyeckoMy Unu nomnyssiLMOHHOMY
MPU3HaKY.

1.11. Ki f A

0 u3penus

W3nenue npumeHsieTcsi ANs BCNOMOraTenbHoOM AUarHoCTUKK in vitro.

Kog O6Lepoccuiickoro knaccudukatopa npoaykLumn no Buaam akoHoMuyeckoi AesitenbHoctn OKMA2 — 21.20.23.110.

Knacc NOTeHUManbHOro pucka npuMeHeHns MeguumnHCKOro VI3IJEJ'IVI$| B COOTBETCTBUM C HOMeHKJ'IaTyPHOVI
knaccucukaumeii (no Mpukady Munsgpasa Poceun ot 06.06.2012 N 4H) —

Bua meauumMHCcKoro usaenus — 296170 «Bupyc epunna A/B aHmueeHbf MBH Habop, UMMyHOXpOoMamozpaguyecKull
aHanus, pecc-aHanus,
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MHCTPYKUMA NO NPUMEHEHUIO
MEAVLIMHCKOrO U3AENNA ANS AVATHOCTUKM IN VITRO

1.12. Nep I aHanusa pucka

Puckn npumeHenunsi Habopa pearenToB «PAMUA-Tpunn A/B-AHTUreH» npoaHanuapoBaHbl B cootBetcTBumn ¢ FOCT
1SO 14971-2021.

Bce pucku, c C u3sgenuvem, ci
06nacTv HeoMyCTUMON 30HbI PUCKW HE BbISIBMEHBI.

Monb3a npumeHeHust HaGopa peareHToB «PAMUA-Mpunn A/B-AHTUreH» npeBanupyeT Haa puckamu Ans nauueHTa,
NPON3BOASALLETO U AKCNNYaTUPYIOLLEro NepcoHana, TPETbUX NUL, 1 OKpyxatoLLen cpeabl. MoMnHbIf OCTAaTOuHbIA PUCK SiBNSieTCS
A0onyCTUMbIM.

2. XAPAKTEPUCTUKA MEOULIMHCKOIO U3OENUA

HanmeHoBaHve nokasatens |

maeHTUd K B np

10 NPMEMIIEMOTO YPOBHSA C MOMOLLbI0 Mep YnpaBneHns puckamu. B

XapaKTepucTiKa i HOpMbl

1. BHewwHwit Bua
MnacTUKoBbIA KOHTEHEP NPSIMOYToNbHON hOpMbI C ABYMS OTBEPCTUAMU, B
KOTOPbIA NOMELLEHa TECT-NONoCKa

1.1. TecT-kapTpuax Ans
onpeaeneHus aHTUreHa supyca
rpunna TunoB Au B ¢
ocylmTtenem

1.2. ®nakoH-kanenbHULa ¢
BydepHbIM pacTBOpom

1.3.MnacTtukoBas npobupka ¢
HacagKow-KanenbHuLen

®nakoH-kanenbHuua, cogepxawas 8,0 wmn  GydepHoro pacteopa
(Npo3payHas unu cnerka onanecumpyioLas XuwakocTb 6e3 3anaxa)
MnactukoBas npoGMpKa [ Haca,qKoﬁ-KaneanMueﬁ ANa NOrpy>XeHnsa 3o0H0-
TamnoHa CTepUbHOro nocrne B3saTua GMoMaTepMana

MnacTtukoBas npobupka ¢ HacaaKon-kanenbHuLe, cogepxatias 0,22 mn
BydhepHoro pacTsopa (npospayHasi unu crerka onanecumpytoLas
XMAKOCTb 6€3 3anaxa) ANs NOrPYKeHNsi 30HA-TaMMOHa CTEPUNLHOTO
nocne B3sTus Guomatepuana

30HA MeAVLMHCKWIA OfHOPa30BbI CTepurbHbIn no TY 32.50.13-002-
28731857-2020,PY Ne P3H 2021/13989, npousBogutens OO0
«PapmMealonuc  PT», Poccus wunu  30HA-TAMMOH  MeAULMHCKWIA
OfAHOPa3oBbIi, CTepunbHbi, PY Ne P3H 2022/18561, npoussoauTesns
«Li3sHcy XaHXeH Mepukan Texwonomku Ko., Jlta» Kutait unu 3oHapl
meauumHckue no TY 9436-002-98349125-2016, PY Ne P3H 2018/7058,
npoussoautens OO0 «MeauumHckue usgenusi», Poccus

2. TexHNYecKne xapakTepucTUku

2.1. pH BycepHoro pacTeopa 8,8-9,2

2.2. Bpemsi BOCTUXEHUS 5-12
yCTOl:NIABbIX BU3yarnbHbIX
pesynbTaToB, MUH

1.4. MnacTtukosas npobupka ¢
HacafKomn-kanenbHuLen ¢
BydepHbIM pacTBOpom

1.5. 30HA-TaMMNOH CTepUnbHbIA Ans
B37TUs GMOMaTepuana

2.3. OTpuUaTenbHbIil KOHTPOIb MosiBneHue Tonbko KOHTPOMbHOI Nonockl «Cx»

2.4. Tonoxu1TenbHbIi KOHTPONb MosiBneHMe B TECTOBOM OKHE ABYX OKPALUEHHbLIX NOMOC: KOHTPOMbHON

nonockl «C» 1 TecToBOM Nonockl «A» unn «Bx»

MunumanbHas AOCTOBEPHO onpeaensemas KOHLIEHTpaums
PEKOMBUHAHTHOrO HykneonpoTenHa Bupyca rpunna A B Guonornyeckom
matepuane 0,3 Hr/MN; peKOMBUHAHTHOTO HyKneonpoTenHa Bupyca rpunna
B B 6uonornyeckom matepuane 0,3 Hr/mn

Mpu TectupoBaHun 06pasLoB, COAEPXALUMX AHTUTEHbl pPecrMpaTopHoO-

2.5. AHanuTtuyeckas
4yBCTBUTESIbHOCTb (Mopor
oBHapyxeHust)

2.6. AHanuTnyeckas

cneumguyHoCTL CUMHLMTWanbHOro BuUpyca, BupycoB naparpunna 1, 2, 3 u 4 Tunos,
puHoBMpyca, aaeHoBupycoB rpynn B, C u E, u4enoseueckoro
MeTanHeBMoBupyca, 6okasupyca, MERS-CoV, SARS-CoV, nepekpécTtHas
PeakKTUBHOCTb OTCYTCTBYET
2.7. BocnpoussoaMMocTb 100 %
2.1. H MaT n He BXC B KOMMMEKT

P Py
- TaliMep 1N CekyHoMep;
- UIHAVBUAYarbHbIE CPEACTBA 3aLNThI, NPEAYCMOTPEHHbIE PErNaMEHTOM MEANLIMHCKOTO YUPEXAEHNS.

2.2. CocTaB KOMMOHEHTOB MeAULIMHCKOro usaenus

HaumerosaHne
Coctas
KOMMOHEHTa
TecT-KapTpuax ans KoHbloraTHasi MembpaHa C HaHeCEHHBIM Ha HEe KOHBIOraTOM KOMIOUAHOrO 30710Ta C
onpefeneHust  aHTUreHa MOHOKIOHAMBHBIMIA MBILIMHBIMA @HTUTENaMK K HyKNeonpoTeMHam Bupyca rpunna
Bupyca rpunna Tunos Au B Tunos Au B
C ocywwmTenem HuTpouennionosHas MembBpaHa C  HaHECEHHbIMM Ha Hee  MbIUMHLIMU

MOHOKIOHanbHbLIMU aHTUTENaMM K HyKneonpoTenHam Bupyca rpunna tunos A u B B
Ka4yecTBe TECTOBbIX MOJSIOC, M HAHECEHHbIMU Ha Hee KPONMUYLUMMU aHTUKYPUHBLIMU
aHTUTEenamm B Ka4eCTBE KOHTPOIILHOI NONOCh!

BydepHblit pacTsop [AvctunnuposanHas soaa, NaCl, Tpuc (ruapokcumeTtnn), asua Hatpus, NP-40

2.3. UndhopmMauma o HanNMuUM B MeAULIMHCKOM U3[enuu NeKapCTBEeHHOro CpeAcTBa, MaTepuanoB
XKUBOTHOTO U (MNK) YeNOBEYECKOTO NPOMCXOXKAEHUSA

B coctaB HaGopa peareHtoB «PAMUO-Fpunn A/B-AHTUreH» He BXOAST neKapCTBeHHble npenapatbl W
hapmaLleBTUYeckue cybeTaHumm.

TecT-kapTpuaX ANs ONpeaeneHust aHTUreHa Bupyca rpunna TunoB A u B cogepxuT KoHbloraTHylo memGpaHy ¢
HaHeCeHHbIM Ha Hee KOHBHratoM KOnaoMaHOro 30/10Ta ¢ MOHOKMOHANbHbIMUA MbIWWHBIMW @aHTUTENamMun K HykneonpoTemHam
BUpyca rpunna TMnoe A U B 1 HUTPOLIENIONO3HYI MeMGpaHy C HaHECEHHBIMU Ha HEEe MbILMHBIMA MOHOKMOHANbHLIMU
aHTUTENamu K HyKNeonpoTenHy Bupyca rpunna A B ka4ecTBe TECTOBOW NMOMOCk! «A» 1 K HyKNeonpoTeuHy Bupyca rpunna B 8
Ka4yecTBe TECTOBOW NONOCkI ((B». N HaHECEHHbIMN Ha Hee KPONUYbMMU aHTUKYPUHBIMW aHTUTENamu B Ka4ecTee KOHTPOJ’IbHOVI
nonock! «C».

3. AHANIUTUYECKUE U ANATHOCTUYECKUE XAPAKTEPUCTUKU
3.1. AHanuTMyeckas cneunduyHOCTb
3.1.1. UnTepdbepeHuus

IMo AaHHbIM UCCNeAoBaHMIA, HTEPEPUPYIOLLIME BELLIECTBA OKCUMETA30NNH, GyAECOHNA, (hyHM30NM, AeKCaMeTas3oH,
MYMUPOLIMH, 3aHAMUBMP, MYLIMH HE OKa3biBaloT HEraTUBHOTO BIUSIHUSA Ha BbINOMHEHUE TecTa.

Ne n/n Cy6cTaHums KoHueHTpauus

OKCUMeTasonuH 0,6 mr/mn

2 Byneconua 200 mkr/mn
®dnyHusonug 6,8 Hr/mMn

4 lekcameTasoH 0,8 mr/mn

5 MynupounH 12 mr/mn

6 3aHamusup 282 Hr/mn

7 MyuunH 5 wr/mn

3.1.2.MepekpecTHaA peaKTMBHOCTb
Tpu TecTMpoBaHM 06pa3LIOB, COAEPXKALLNX aHTUTEHbI PECTIMPATOPHO-CUHLMTUANBHOTO BIPyCa, BUpYCa naparpunna 1,
2, 3 n 4 T1noB, puHoBUpYCca, ageHosupyca rpynn B, C u E, yenoseyeckoro metanHeBmoBupyca, 6okasupyca, MERS-CoV,
SARS-CoV, SARS-CoV 2, nepekpécTHas peakTMBHOCTb OTCYTCTBYeT.

3.2. AHanuTuyeckas HyBCTBUTENbHOCTb

MuHMManbHas OCTOBEPHO OnpefensieMast KOHLEHTPaLMs PEKOMBMHAHTHOTO HyKreonpoTeuHa Bupyca rpunna A B
Buonornyeckom matepuane 0,3 Hr/mn; pekoMBUHaAHTHOrO HyKneonpoTenHa Bupyca rpunna B B Guonornyeckom matepuane
0,3 Hr/mn.

PAMUA- Mpunn A/B-AHTUreH

WHCTpykumsi no npumeHexuto. Bepcusi 1.0

Crpanuua 1


http://www.rapidbio.ru/

3.3. BocnpousBoaumMocTb

MoBTOPSIEMOCTL Pe3ynbTaToB BHYTPU OAHON Cepum 1 Mexay cepusimm coctasuna 100%.

3.4. Bpewms npoBeaeHus aHanusa

Bpems fOCTKEHNs yCTOMUMBLIX NokasaTtenen 5-12 MuHyT.

3.5. O6BLeM uccneagyemoro obpasua

HomuHanbHbIin 06bem obpasua, Heobxoaumblii Ans nposeaerust «PAMUO-Tpunn A/B-AHTureH» coctasnsiet 150 mkn.
3.6. [narHocTMyeckme XapaKkTepuUCTUKN

[ins noATBEPXKAEHUS ANarHOCTUHECKNX XapaKTepucTuk Gbino uccnenosaqo 391 Guonornyecknx o6pasLos, B3sThIX CO

CNN3UCTON 0BOMOYKM POTOFNIOTKA WM HOCOTNOTKM, WM CPeaHero/ HUXHEero HOCOBbIX XOAOB Yenoseka. Mo pesynbTatam
NPOBEAEHHbBIX UCMbITAHUI YYBCTBUTENBHOCTL U cneumndniHocTs «PAMUI-Mpunn A/B-AHTUreH» coctaBnsieT:

AHanut [narHocTnyeckas YyBCTBUTENBHOCTb C [uarHocTudeckas CneumnyHOCTb C
AOBEPUTENbLHOI BEPOATHOCTLIO 95% [AOBEPUTENbLHOI BEPOATHOCTLIO 95%
AHTUrEH 100% (95% AN 97,2%-100%) 100% (95% [N 98,6%-100%)
Bupyca rpunna A
AHTUrEH 100% (95% AN 97,2%-100%) 100% (95% [N 98,6%-100%)
Bupyca rpunna B

4. MEPbI NPEOOCTOPOXHOCTHU

1. BHMMaTENbHO 03HAaKOMbTECH C MHCprKLLIASIZ nepej “Mcnonb3oBaHWeMm, CTporo KOHTpOﬂMpyﬁTe Bpems peakuuu.

2. CTporo KOHTPONMpYIiTE KONNYECTBO pekomMeHayeMoro obbema obpasLia Ans BHECEHUs B TECT-KapTPUaXK.

3. He nposoauTte TecTupoBaHue, eCnn ynakoBka TecT-kapTpuxa MoBpexaeHa unu TecToBasi kacceTa siBnsieTcs
BNIAXHON.

Mcnonb3ayiTe HaGop peareHToB B TEYEHWE CpoKa rOAHOCTH.

Mepen ucnonb3oBaHue JoBeANTE BCE peareHTbl 1 06pasLibl 40 KOMHATHOW TeMnepaTypbl.

He 3ameHsiiiTe KOMNOHEHTLI HaGopa KOMMOHEHTaMW ApYrX HaGopoB.

Ha6op peareHTOB AOMKEH XPaHWUTLCSI B CTPOTOM COOTBETCTBUM C YCNIOBUSIMU, YKa3aHHbIMU B JaHHON WHCTPYKLWN.
MeToabl W pe3ynbTaTbl TECTUPOBAHUS [OSKHLI UHTEPNPETUPOBATHLCS B CTPOrOM COOTBETCTBUM C AaHHOM
WHCTPYKUMeEN.

5. MPOLIEAYPA AHATIU3A

[ns npoBeneHns aHann3a MCMonb3ylT obpasel — Ma3ok U3 POTOFMOTKM WUAKM HOCOTMOTKM, UMW CPEAHEro/HKHero
HOCOBbIX XO710B YenoBeka.

HenocpeAcTBEHHO Nepea WUCCMeAoBaHMEM NAUMEHTY He PEKOMEHOyeTCsi MpoMblBaTh MOMOCTb pra W Hoca,
MCMonb30BaTk HasanbHbIe kanmnu v cnpeu. ATv JeCTBIS MOTYT NOBANSTL Ha Pe3ynbTaThbl UCCNEA0BaHNS.

B npouecce B3atTus obpasuoB cneagyeT cobniogarb TexHuky 6GesonacHocTu npu pabote ¢ Buonormyeckumn
matepuanamu U WUCromnb3oBaTh CPEACTBA WHAMBUAYANbHOW 3aliUThl B COOTBETCTBMM C MPUHATLIMU B MEAULIMHCKOM
opraH13aLum npovesypamu. NMpu CryyaiiHoM KoHTakTe ¢ 06pasLioM He0BXOANMO CBOEBPEMEHHO NPOU3BECTM 0BPaBOTKY KOXM
MMM CIM3UCTBIX—TLLATENBHO BbIMbITL PYKU C MBIMIOM MO/ MPOTOYHOM BOAOI B TeUeHne He MeHee 40-60 cekyHa.

5.1. TexHuka B3aTUA GUoMaTepuana:

+  TexHuKa B3siITUSI Ma3ka CO CIIM3MCTO 0BGOMOYKM POTOMMOTKN: MEAMEHHBIM, NETKUM ABVKEHNEM BBECTU CTEPUTbHBIN
30H[ Ans B3ATMS GUOMaTepuana B MofoCTb PTa, HE KacasiCb €€ CTEHOK W si3bika. 3aTeM, OCYLIECTBAsA BpaliaTerbHbie
[IBWXEHNSI, B3AITh Ma30K C NOBEPXHOCTM 0GEUX MUHAANMH, HEBHBIX [yXeK, 3aHeil CTEHKU POTOrMOTKWA. YAAnUTh TaMMoH, He
KacasiCh i3blka, CTEHOK MOMOCTM pTa 1 3yGoB

+ TexHuKa B3siITUSI Ma3ka CO CIN3MCTON OGOMOUKM HOCOMMOTKN: , nerkum /| BBECTU CTEPUNbBHBIV
30HA ANA B3ATUA GromaTtepuana no HapyHOW CTEHKe MOMoCTU Hoca Ha rny6uHy 2—-3 CM [0 HKHEn HOCOBOW PaKOBMHbI.
BaTem, crerka OnyCTUB 30HA KHU3Y, BBECTM €0 B HIXKHUIA HOCOBOW XOf] MOJ, HIKHIOK HOCOBYIO PakOBUHY A0 3a/IHEN CTEHKM
HOCOFOTKM, OCYLECTBITL BpaLLaTeNbHbIE ABIXEHWUS 1 YAANUTL 1o BAOMb HAPY)XHOI CTEHKN NONOCTU Hoca.

+  TexHuka B3ATUS Ma3ka CO CNIN3UCTON 0GONMOHKM MONOCTY HOCA: MEAMNEHHBIM, NETKMM ABKEHMEM BBECTU HaKOHEUHIK
CTEpUILHOTO 30HAA B HO3APIO NapannentHo HEBY Ha rnyBuHy He Gonee 2-3 cM W caenaTb HECKONbKO BpaluaTenbHbIX
ABWXEHWIA, 4ToGbI coBpaTe MaTepuan co CrmsnucToin 06onoYku Hoca. Micnonbays aTOT Xe 30HA, NOBTOPWUTL Npoueaypy Ans
[DPYroi Ho3apu.

Morpy3nTb 30HA-TAMMOH ANs B3STUSt GUoMaTepuana ¢ NonyyeHHsIM 06pa3sLom B NPoBUpKy ¢ GyhepHbIM pacTBOpoM 1
BpaLLaTenbHLIMU ABVKEHMAMY TwaTenbHo (o1 10 go 20 pas) nepemeluats 6uonornyeckmii obpasel ¢ 6ydepHbIM pacTBOpoM.

YaanuTe 30HA-TamMnoH U3 NPOGUPKM, OCTOPOXHO MPWKMMAs €ro rofioBKy K CTEHKam NpoBupku. YTUnnuauposaTb 30HA-
TaMnoH Ans B3aTMs BGuomatepuana c cobniogeHnem mep 6uonomyeckor 6esonacHocTyu.

XpaHeHune 06pa3sLioB HEAONYCTUMO.
5.2. Mpouepypa npoBefeHUs TecTa

. Mepep ucnonb3oBaHMem Bce KOMMOHEHTbI Habopa AOBECTM [0 KOMHaTHOM Temnepatypsl (18°C — 25°C) ¢ yuetom
NNaHMPYeMOro KOMMYECTBa NOCTaHOBOK.

. V13Bneyb TeCT-KapTPUAXK 13 YNakoBKM 1 MOMECTUTH Ha CYXYHO POBHYIO FOPU3OHTAIBHYIO MOBEPXHOCTL OTBEPCTUSIMU BBEPX.
BCKpbITbIit TECT-KAPTPUAXK MCMOMBb30BATL B TEYEHME 3 HacoB, He XpaH!TL B OTKPLITOM BUAE.

. MoprotoBuTb BydhepHbIit pacTBOp Anst pa3BedeHnst obpasua:

3.1. Ana komnnektaumu Ne 1 — BCkpbITb NPOGUPKY € BydepHbIM PacTBOPOM, MOTSHYB S13bI4OK anioMUHUEBON KPbILLKW

BBEpX.

3.2. Ana xomnnektauum N2 2 — BHecTu 8 kanmenb (nMpumepHo 220-250 mkn) GycepHoro pacTeopa U3 chnakoHa-

KanenbHWLb! B NNacTUKOBYIO NPOGUPKY C HACaAKO-KaNenbHULE.

3.3. OAna komnnektaumu Ne 3 — BCkpbITe NPOGUPKY C BychepHbIM PacTBOPOM, MOTAHYB S3bIYOK aNOMUHUEBOI KPbILLKA

BBEpX.

4. TlpoBecT! NpoLeAypy B3ATUSI Maska CO CIIM3UCTON OBOMOYKM M3 POTOMMOTKA UM HOCOTNIOTKU, UM CPEAHErO/HUKHEro
HOCOBbIX XOA0B YenoBeka no BblLLeonucaHHoM TexHuke B3sTuUs Guomartepuana (n.5.1.).

. Torpy3uTb 30HA-TAMMOH AnNs B3sTUS GUoMaTepuana ¢ nofy4eHHbIM 06pasLoM B NPoBUpPKY ¢ BydepHbIM PacTBOpOM 1
BpallaTensHbIMU ABWKEHUsIMKA TwatensHo (ot 10 go 20 pa3) nepemewats Guonoruyeckuin obpasey ¢ GydepHbiM
pacTBopoM.

. Crerka cxvmas npobupky, BpaljaTenbHbIM1 ABWKEHUSIMA U3BMEYL 30HA-TAMMOH, CTapasick MakCUMarbHO €ro oTXaTtk O
CTEHKM Npo6upKu.

. YTunuanpoBaThb 30HA-TaMMoH ¢ cobnioaeHnem mep Gronornyeckoi 6esonacHocTu.

. TNOTHO 3aKpbITh NNACTUKOBYIO NPOGUPKY HAacaAKOW-KaNenbHULIE U NOCTENEHHO, He 10NyCkas NepenuBaHms, BHECTU No
Kannsim Bce cofepkumoe (Ho He Gonee 6 kanerb) B OKHO At BHECEHUs oBpasLia (@) TecT-kapTpumka.

. 3aceub Bpems. [lo nonyyeHnsi pesynbTara TeCT-KapTPUAK AOTDKEH HAXOAUTLCS B MOKOE — €ro He CrieayeT nepeasurarb,
nepeBsopaunBaTh 1 T.4.

10.BusyanbHo oLeHNTb pesynbTaT peakuuy Yepes 5-12 MuHyT.

PN oM

N

w

I3

=3

® N

©

WHTepnpeTauus pe3ynLTaTos

[NosiBNEHNe B TECTOBOM OKHE TOMKO KOHTPOSbHOM MoMock! «Cx.
OkpaluvsaHne TecToBoii Nonocel «A» unu «B» He npoucxoant

OTpulaTenbHbIR
pesynbTat:

lNosiBneHne B TECTOBOM OKHE /1ByX OKPaLLIEHHBIX NOMOC: KOHTPONLHOM Nomockl «C» n
TEeCTOBOW nonockl «A» unn «B»

VIHTEHCUBHOCTL  OKpACKM TECTOBOM
MIOMI0CH! MOXET BapLUPOBATHCS.
MioGylo  CTeneHb  WHTEHCMBHOCTH
OKpaCKU TECTOBO/ NONOCH! CrieayeT
pacuenvBaTs, Kak MONOKATENbHbIA
pesynerar.

MonoxuTtenbHbIi
pesynbrar:

B TECTOBOM OKHE KOHTPOfIbHAs M0Moca «C» He MOSIBSETCS HE3aBUCMMO OT Hanuunst
TECToBOIt Nonockl «A» umnu «B»

HepeiicTBuTeNbHLIN
pe3ynbTar

BHumanue! MHTepnpeTtaums pe3ynbTaToB AOMKHA NPOBOAUTLCS B TeYeHne 5-12 MUH OT Havana npoBeAeHusi TecTa, HO
He nosgHee 20 MUHYT. VIHTepnpeTauus pe3ynbTaToB no UctedeHnn 20 MUHYT HeponycTuma.
WHTepnpetauma OTpuuaTtenbHOro pesynbrara:
MosBneHne B TECTOBOM OKHE TOMbKO KOHTPOMbHOM nonockl «C». OkpalumBaHue TECTOBOIA nomnockl «A» unn «B» He
MPONCXOANT.
OTpuLaTenbHbI Pe3yrnbTaT aHanu3a ykasblBaeT Ha OTCYTCTBUE aHTUrEHa BUpyca rpunna TMnos A v B B uccneayemom
obpasLie B Npeaenax YyBCTBUTENLHOCTU TecTa.

OtpuuateneHblin pesynbtat Tecta «PAMUO-Tpunn A/B-AHTUrEH» He UCKMoYaeT BO3MOXHOCTU WMHMDULIMPOBaHWS
BUpycom rpunna. Ecnu pesynbTaT Tecta oTpuLATENbHbIA, @ KIWHWYECKWEe CUMNTOMbI COXPaHsIOTCs, creayeT npoBecTn
NOBTOPHOE TecTupoBaHue. Mpu HeoBXxoaMMOCTU crieayeT NPOBECTU [AOMNOMHUTENLHOE TECTUPOBAHWE C UCMONb3oBaHUEM
APYrUX NaBbopaTtopHbIX MUK MHCTPYMEHTamNbHbLIX METOA0B.

WnTepnpeTtauus MonoxurensHoro pe3ynbTarta:

MosBneHne B TECTOBOM OKHE ABYX OKPALU@HHbIX MOMOC: KOHTPOSLHOW Nonockl «C» 1 TECTOBOW NONOCk! «A» Uim «B».
MHTEHCMBHOCTb OKpacku TECTOBOW MOMOCHI MOXET BapbupoBaThbCsi. JIoOylo CTeneHb WHTEHCUBHOCTWU OKpacku TeCTOBOW
nonockl cnegyeT pacLeHnBaTh, kak NoNOKUTENbHBIN pesynbTar.

OpHa nonoca 06a3aTenbHO JOMKHA HAXOANTLCS B KOHTPONbHOI 30He (C), Apyrasi — B TecToBor 3oHe (A) / (B).

o T[losiBieHWe TECTOBOM MONOChl «Ax» CBMAETENbCTBYET O HANM4Yun aHTUreHa BMpyca rpunna tuna AB uccnegyemom

obpasLe B npeaenax YyBCTBUTENBHOCTU TECTa;

« T[losiBNeHVe TecToBOM nonockl «Bx» CBUAETENbCTBYET O HANM4YuMn aHTUreHa BMpyca rpunna tuna Bs uccnegyemom

oﬁpaaue B npegenax 4yBCTBUTENbHOCTU TecTa.

WHTepnpetauuna HeaelicTBUTenbHOro pesynbrarta:

B TecTOBOM OKHe KOHTPOsIbHas nofoca «C» He NOSBNAETCA HE3ABMUCUMO OT Han4Ms TECTOBOM NONOCHI «A» uin «Bx.
Bo3amoxHble NpuinHbl HepencTeuTenbHoOro pesynbrara:
* Vicnonb3oBaHue oﬁpaaua B OﬁbéMe, 0TNMYaKLerocs OT peKOMeHQyemMoro B UHCTPYKLUMKU;
. HapyLueHMe peKOMSHﬂOBaHHOﬁ TEeXHUKU NpoBeAeHNA aHanusa Ha nio6om atane TECTUPOBaHUSA.
I'IepecMoTpme npoueaypy BbiNOMHEHUS U NOBTOPUTE TECTUPOBAHWE, UCMONb3ysA HOBBIV TECT.
Ecnmn npoﬁneMa COXpaHAeTCHA, HeMeaneHHO npekpaTuTe WCnonb3oBaHWe TEeCcTOBOro Haﬁopa u OﬁpaTMTer K
npoussoauTenio (AucTpubblotepy).

KoHTponb kauecTBa

BHYTpEHHUI KOHTPOIb BKMIOYeH B TecT. OkpalleHHasi NMHUS, NOSBNSIOLLAsACcs B KOHTPONbHOA obnactn (C), sensetca
BHYTPEHHWUM KOHTpOnem. 3To NOATBEPKAAET ONTUMANbHbIN 06beM NPobbl ¥ NPaBUBHOCTL BbINOHEHUSI NPOLEAYPbI.

6. OrPAHUYEHUE METOOA

TecT sBRsieTCA  BCTIOMOraTeflbHbIM  AMArHOCTUYECKAM  MHCTPDYMEHTOM, — pedynbTaThl  BCerda  [OMKHbI
MHTEPNPETUPOBATLCS B COOTBETCTBUM C KIMHUYECKUMM JaHHBIMU 1 [JONONTHUTENBHBIMU [IMArHOCTUHECKUMM NapaMeTpamiu.

Ha6op peareHtoB «PAMI-Tpunn A/B-AHTUreH» ykasblBaeT TONMbKO Ha HanMynMe/oTCyTCTBUE aHTUIeHa BUpYyca rpunna
TvnoB A/B B GUONOTMYECKOM MaTepuane (Maskax U3 POTOrMIOTKA UMW HOCOTSIOTKM, UMW CPEAHETO/HKHETO HOCOBBIX XO0B
yeroBeka) B npeaesnax YyBCTBUTENbHOCTI TECTA U HE [OSKEH UCMOMNb30BaTLCS B KAYECTBE €AMHCTBEHHOTO KpUTEpUst ANst
[ANarHoCTUKM rpunna.

HW KONMYECTBEHHOE 3HAYEHME, HU CKOPOCTb HAPaCTaHWUs! KOHLIEHTPALWM aHTUreHa BUPYca rpunna Tnos A/B He mMoryT
6bITb ONpefeneHb! C NOMOLLBI0 3TOFO KaYECTBEHHOTO TeCTa.

Kak 1 BO BCEX [IpyrX INarHOCTUYECKUX TECTaX, NOMyYeHHbIE pesynbTaTbl A0MKHLI PACCMATPUBATLCS B COBOKYMHOCTY
C ApYroi KNMHUYECKON, NabopaTopHOI N UHCTPYMEHTarnbHOW MHopMaLmeit.

OTpULaTENbHBIN Pe3yNbTaT HE UCKIoYaeT BO3MOXHOCTU UH(ULIMPOBAHMS BUPYCOM rpunna Tunos A/B. Ecnu pesynsTat
TecTa oTpULaTENbHbIN, @ KTUHUYECKUE CUMNTOMBI COXPaHSIOTCS, HEOGXOAMMO NPOBECTI MOBTOPHOE TECTUPOBAHME, a TalkKe
[0NONHUTENbHOE TECTUPOBAHWE C UCMONB30BAHMEM [PYrX NAaGOPaTOPHBIX M/MNK MHCTPYMEHTaMNbHbIX METOA0B.

7. TPAHCMTOPTUPOBAHUE N XPAHEHUE

Ha6op pearentoB «PAMUO-Mpunn A/B-AHTUTEH» [OMKEH XPaHWUTLCS B TEYEHWE BCEro Cpoka FOAHOCTU B yrnakoBke
NPON3BOANTENS, B 3aKPbITbIX MOMELLEHUSIX B CYXOM NPOXNajHOM MecTe npu Temnepatype oT + 2°C ao + 30°C 1 BnaxHoOCTU
He Gonee 60 %. He ponyckaioTcs peskue konebaHusi OTHOCUTENBHOW BNAXHOCTW BO3AyXa U TemnepaTypbl B MOMELLEHUN.
M3nenmsi, XpaHMBLLNECS C HapyLLIEHNEM PEernamMeHTUPOBAHHOTO PEXMa, NPUMEHEHIIO He noanexar.

TecT-kapTPUIK 3 NOBPEXAEHHON YNaKoBKM He NPUrOfIeH [iNsi NPOBE/ASHNs aHanusa.

Mocne BCKPLITUS  (hOMBIMPOBAHHON YNAKOBKM HEWUCTIONb30BaHHbIE TECT-KApTPUAKNA AOMYCKAETCS XpaHWTb Mpu
Temnepatype oT + 18°C go + 25°C He 6onee 3 4yacoB. BydepHblit pacTBop Ans passeaeHust obpasua rnocne BCKPbITUS
nnacTukoBoi nNpobupku ¢ Hacaakon-kanenbHuuen ¢ BydepHbiM pactBopoM (Komnnekt Ne 1, 3) xpaHeHuo He MOANexuT.
BydbepHblii pacTBop Ans pa3seaeHus obpaslia nocrne nepBoro UCMonb3oBaHUsA rakoHa-kanenbHuubl (Komnnekt Ne 2)
XpaHuTb Npu Temnepatype ot + 18°C go + 25°C [0 UCTeYeHUs Cpoka rOAHOCTU N3AEenust.

CknapupoBanue «PAMUA-Tpunn A/B-AHTUreH» AonyckaeTcsl B TPAHCMOPTHOI Tape U Npov3BoauTes B LUTabensix Ha
NoAZOHAX UMK Ha cTennaxax. [lonyckaeTcs cknaguposaHue B 3—4 sipyca.

TpaHcrnopT1poBaH1e MeanNLMHCKOro n3aenus — npu Temnepatype ot — 20°C go + 30°C He Gonee 7 cyTok, TPaHCNIOPTOM
BCEX BUOB B KPbITbIX TPAHCTIOPTHBIX CPEACTBAX B COOTBETCTBUW C NpaBUnamu NepeBo3oK, ACNCTBYIOWMMIA Ha TPaHCMopTe
[iaHHOrO BUAa.

M3nenusi, TpaHCNOPTUPOBaHHBIE C HAPYLLEHUEM TEMNEPATYPHOTO PEXMMA, MPUMEHEHMIO He NoANexar.

8. YTUNU3ALUnA

YTunusaums nocne 1crnonb3oBaHus - 0Txoapl knacca b. Ymunusauuio unm yHuutoxenne HaGopa peareHtos «PAMAI-
Fpunn A/B-AHTUreH» crnegyeTt NnpoBoauTb B cooTeeTcTBUM ¢ CanlnH 2.1.3684-21.

Mocne ncteveHns cpoka roaHocT Habop peareHToB «PAMVO-Mpunn A/B-AHTUIEH» YTUNU3NPYeTCs kak OTXOAb! knacca
A B cooTseTcTaun ¢ CanluH 2.1.3684-21.

9. TEXHUYECKOE OBCITYXXUBAHUE U PEMOHT
W3penne TexHmieckoMy 0BCMyKUBaHMIO M PEMOHTY He NOANExXNT.
10. FTAPAHTUU N3rOTOBUTENA

MpeanpusTMEe-U3roToBUTENb  rapaHTUpyeT CcooTBETCTBUMEe Habopa TpeGoBaHWMAM TEXHUYECKMX YCINOBUIA MNpu
COGJ‘IIO‘JSHIAM ycnoamﬁ TPaHCNOPTUPOBAHUA, XPaHEHUS W MNPUMEHEHUs, YCTaHOBMEHHbIX TEeXHUYecKomn ﬂOKyMeHTaLlMeﬁ
npeanpuATUA—-U3roToBUTENA.

CpOK ro4HOCTU MEeOULIMHCKOro n3genusa coctaBnset 24 Mecsua C AaTbl U3roTOBNEeHUNA.

MeﬂIALlIAHCKOE unsgenue c WCTEKLIMM CPOKOM rogHOCTU NPUMEHEHUIO HE NOANEXUT.

MpounssoauTens: O6LLECTBO C OrpaHUyeHHo oTBeTCTBEHHOCTbIO «PAMA BUO» (OO0 «PANWA BUO»).

Anpec (MecTo HaxoxaeHus) lopuauieckoro nuua: 670017, Pecnybnuka bypsitusi, r. Ynau-Yao, yn. Ceepanosa 13a,
ochuc 4, +7 495 105 99 16, info@rapidbio.ru, www.rapidbio.ru

MecTo npou3BoAcTBa MeAMUMHCKOro wuapenusi: Poccuiickas ®epepauus, 121205, r. Mocksa, TeppuTopusi
WHHOBALMOHHOrO LieHTpa «CkonkoBoy, Bonbluon Gynbsap, 4. 42, ctp.1, nom. 179, 180.
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12. CUMBOIbl, IPUMEHAEMbIE MPU MAPKUPOBKE MEAULIMHCKOIO U3OENNA
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