Influenza A/B 2-Panel-DAC

TecT-KapTpMAXK ANA BbiABJIEHUA BUPYCOB rpyunna tuna A v B,
onpeaensieMoOM U3 CJIM3UCTON HOCOIIOTKU
PT MD 11-15796482-005:2006
c € TonbKo ANA ANArHOCTUKU «in vitro»
XpaHutb npu 18-30°C
Kopn 42821AB

HA3HAYEHUE

[aHHbIi  3KCnpecc-TeCcT npeacTaBnsieT coboirt  MMMyHOoxpoMaTorpaduyeckui
3KCNpecc-aHann3 Ana KayeCTBEHHOro OnpeaesieHns aHTUreHoB Bupyca rpunna A
n B B Ma3skax M3 HOCa, Maskax M3 ropna wau npobax BblAeNeHWlid M3 Hoca.
MpeaHasHayeH Ans AMarHoCTUKK MHMULMpPOBaHWUS BUPYCOM rpunna A n B.

nPUHUMN METOQA

AHTUTENA, cneundUyHble K HyKeonpoTenMHaM rpunna A v rpunna B HaHeceHbl
pasgenbHO  Ha  TecToBOM  yuyacTke  Kaptpugxa. [pu  TeCcTMpoBaHwu
3KCTparmpoBaHHasi Npoba BCTynaeT B peakumio C aHTUTeNaMu, HaHeCeHHbIMU Ha
yacTuubl. CMecb ABWXETCS Mo MembBpaHe, uTobbl BCTYNWTb B peakuuio C
aHTUTeNaMm Ha MeMmbpaHe W 06pasoBaTb OAHY WAM ABE LUBETHbIE JSIMHWUM Ha
TECTOBOM y4acTke.

Hanuuve UBETHOW NMHUM Ha OAHOM MM 0BOMX TECTOBLIX y4yacTKax O3HauvaeT
NONIOXUTENbHBIA pe3ynbTaT. MpoLeaypHbIM KOHTPOMEM CNYXWT LBETHAs JINHUS,
KoTopas [O/MKHA BCeraa MosIBNSTLCS HA  KOHTPONBbHOM  yyacTke, €cnun
TECTUpOBaHWE BbINOIHEHO BEPHO.

ANATHOCTUYECKUE XAPAKTEPUCTUKHN

Fpunn npeactaBnsieT coboil oveHb 3apasHylo, OCTPYI BUPYCHYIO WHPeKuuto
AbIxaTenbHbIX NyTel. 3To UHPeKUMOHHOe 3abonieBaHne Ierko nepeaercs Yepes
Kalenb U YnxaHue, NOCKOJIbKY B Kannax, nonajalolwmnx B BO3AYX, COAEPXUTCA
XWBON BUPYC. BCMbIWKM rpunna npouCXOAAT KaXAblh rof B OCEHHe-3UMHUI
nepuoa. O6blyHO BUMpPyCbl Tuna A npeobnajaloT Ha Bupycamnm Tuna B wu
accounmpyloTcs ¢ Hambonee cepbesHbIMM 3NUAEMUSIMU FpUNna, B TO BpeMsa Kak
MHMULMPOBaHME BUPYCOM TuMa B npoTekaeT marve.

30n0TbIM  CTaHAapToM nabopaTopHOW AMarHoCTMKKM aBnsetcs  14-gHeBHas
KyNbTypa KNETOK C OAHOM M3 MHOFOYMC/EHHbIX KJ/IETOYHbIX JIMHUIA, KOTopas
MOXET MoAAepXuBaTb PoOCT Bupyca rpunna. KynbTypa KNeTok uMeeT
OrpaHNYeHHOe K/MHUYECKOE MPUMEHEHWe, TakK KakK pe3ynbTaTbl MOoay4aloT
CULWKOM NO3AHO Ana 3(MGdEKTUBHOrO BMeLWATeNbCTBA B TeyeHne 60nesHu.
MonvmMepasHasa uenHas peakuus obpaTHon TpaHckpunTasbl (RT-PCR) sasnsetca
6onee HOBbIM METOAOM, KOTOPbIA B LEJOM YyBCTBUTENbHEE, YEM KynbTypa
KNETOK, C YNYYLWEHHON CTeneHblo onpeaeneHns Ha 2-23% no CpaBHEHWUIO C
KynbTypoi knetok. OpHako, Metoa RT-PCR sBnsetrcs AOpPOrvMM, COXHbIM W
MOXET 6bITb BbINO/IHEH TOILKO B CNeLnann3mpoBaHHbix nabopaTopusax.

[JaHHbI 3KCnpecc-TeCcT KayeCTBEHHO OnpeaenseT Haauune aHTureHa rpunna A
n/vnu rpunna B B Maske 13 Hoca, B Ma3Ke M3 ropna wnu npobax oTaensemMoro u3
Hoca, obecneumBasi MosyyeHwe pe3ynbTaToB B TeyeHne 15 MUHYT. B Tecte
MCMONb3YyTCA aHTUTena, cneunduyHble ans rpunna A u rpunna B ansa
n3bupatenbHOro onpeaeneHns aHTureHa rpunna A w/unum rpunna B B maske u3
Hoca, B Maske u3 ropna unum npobax oTAeNsemMoro u3 Hoca

COCTAB HABOPA

1. MHanMBuayanbHO ynakoBaHHbIN TECT-KapTpmaX ¢ Bnaronornotutenem — 1 wt/1
TecT.

2. BydepHbiii pactsop — 400 mkn/1 TecT.

3. NMpobupka ANs 3KCTpakunmM C HaKOHEeYHUKoM — 1 wT/1 TecT.

4. CTepunbHble TaMMoHbl — 1 wT/1 TecT.

5. WHcTpykums — 1 3k3.

AONOJIHNTENbHOE OBOPYAOBAHMUE

. Mepuatku
. Yacbl unun Tanmep
. Wratue

XPAHEHME U CTABUJ1IbHOCTb PEAFEHTOB

1. TecT-Habop MOXHO XpaHuTb Mpu Temnepatype 18-30°C B 3aneyaTaHHoOM
ynakoBKe A0 UCTeYEeHUs Cpoka FoAHOCTU.

2. Bce koMnoHeHTbl Habopa peareHToB B abpuyHOiN ynakoBke cTabwuibHbl A0
MNCTeYEeHNs CpoKa MOAHOCTM, YKa3aHHOMO Ha 3TUKETKE YNakoBKMU.

3. TecT-Habop cneayeT 6epeyb OT NPAMbIX COMTHEYHbIX Jly4el, BIaXHOCTU U
Tenna.

OBPA3LbI AN NCCNEAOBAHUA

e Ma3ok U3 HOCOrNOTKN

BBecTn cTepunabHbIN TaMMNOH B HOCOBYIO MOJSIOCTb Yepe3 HO34pu U cobpaTb Ma3ok
CO CNM3NCTON, HECKObKO pa3 NpoTepeB HOCOBYIO PaKOBUHY.

e Masok u3 ropna

BBectn cTepunbHbIi TaMNoOH B MNOTKY M cobpaTb MasoK CO CAM3UCTOW, B
OCHOBHOM C KOHYCHOW 061acTu MOCTI/IOTOYHOM CTEHKM W HeBHbIX MWHAANWH,
npoBeAs TaMMNOHOM HECKOJIbKO pas, usberas nonagaHWsa Ha TaMnoH C/IOHbI.

¢ BbieNeHnA U3 HOCOr/IOTKHN

MNoacoeavHWUTb KaTeTep acnupatopa K yfnaBnvBaTento, BBECTUM KaTeTep B
HOCOBYIO MOMIOCTb CO CTOPOHbI HO3ApMW, 3anyCTUTb acnupaTop W cobpaTtb nNpoby
oTaensieMoro. [lOrpysuTb CTEPWSIbHBLIM TaMnoH B cobpaHHble BblAENEHUS U
HabpaTb npoby.

MEPbI NMPEAOCTOPO)XXHOCTHU

Habop npeaHasHayeH TONbKO ANA AMArHOCTUKM in vitro.
He ncnonb3oBaTb TECT NpY NOBPEXAEHHONM yNaKoBKe.
TecT-yCTpOMCTBO HE MCMNOMb30BaTh MOBTOPHO.

He 1cnonb3oBaTh TeCT-HABOP MOCNE UCTEYEHUS CPOKA MOAHOCTU, YKa3aHHOro Ha

ynakoske. Bce nonoxuTtenbHble pe3ynbTaTbl noanexar MNoATBEpPXAEHUIO
anbTeEpPHAaTUBHbIMKU METO4AMMU.
O6pasubl AOSDKHbI paccMaTpuBaTbCs KakK noTeHUManbHO onacHble n

o6pabaTbiBaTbCA Kak UH(EKUNOHHbIE.

NMPOLUEAYPA TECTUPOBAHUSA

He BcKpbiBaTb ynakoBKYy 3KCrpecc-TecTa A0 BbiNoJ/IHEHUS 1.5.

1. [loBeCcTn BCe peareHTbl U Npobbl 0 KOMHATHOM TeMnepaTypbl.

2. MoMecTUTb 3KCTPaKUMOHHYI NpobupKky B WTaTtme. B3aTb dnakoH c 6ydepom
ANA 9KCTpakumu. [lepxa ero BepTUKanbHO BBEPX AHOM, CXKaTb W MOMECTUTb B
3KCTPaKUMOHHYI0 MNpobupKy, He Kacasicb kpaes npobupku 10 kanenb (= 400
MKn) pacteopa. CMm. puc 1.

3. [lMomecTnTb TaMMoH C

npo6oii B -0 2] 0
3KCTPAKUMOHHYIO Y | l .'%.
npobupky. Bpawatb i )
TamnoH B TedyeHne 10 | |
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cTeHkaM npobupku. Cm. - &Q - .J
puc. 2. b

4. N3Bneub TaMrMoH, ?'\

npuxmmas K CTeHKaMm e e[ e [
npo6upku, ans [ 3 xanmt npofst = '[: Hu
Nony4yeHnss W3 TaMrnoHa

MaKCMManbHOro

KonuyecTBa XKUAKOCTH. -

YTunusnposaTb TaMnoH B
COOTBETCTBUM C MECTHbIMU
npasunamu. Cm. puc 3.

5. 3aKpenuTb HaKOHEYHUK L

Ha 3KCTPaKLMOHHOM HeAeHCTEHT e T HLIHR
npobupke. CM. puc. 4.

6. M3Bneyb TeCT-KapTpuAX W3 WHAUBUAYANbHOW YMaKOBKU M TMOMECTUTb Ha
UYNCTYHO U POBHYHO MOBEPXHOCTb.

7. NMomectutb 3-4 kannu obpasua u3 npobupkun (= 120-160 MKN) B NYHKY Ans
npo6bl 1 3anycTuTb TakMep. CunTaTb pesynbTaT yepe3 10 MUHYT.

WUHTEPMPETALUMSA PE3YJ/IbTATOB

MONOXXWUTEJIbHbINA Fpunn A:* pBe u4eTkue LBeTHble nAuMHMKU. OpaHa
LBeTHasa NMHMA A0NXHa 6biTb Ha KOoHTponbHOM (C) yyacTke u BTOpas B 30He,
oTBefeHHon ana rpunna A (A). MNMonoxuTenbHbI pe3ynbTaT B 30He rpunna A (A)
03HayvaeT, 4To B Npobe 6b1n 06HapyXXeH aHTUreH Bupyca rpunna A.
MONOXXWUTENIbHbINA rpunn B:* pBe yeTkne UBeTHbIE NMHUKN. OaHA LIBETHAS
NIMHMA [OSKHa 6bITb Ha KOHTponibHOM (C) yyacTke v BTOpasi B 30He, OTBEAEHHON
Ans rpunna B (B). MonoxuTenbHblli pe3ynbTaTt B 30He rpunna B o3HayaeT, 4yTo B
npobe 6bln1 06HapYXXEH aHTUreH Bupyca rpunna B.

MONOXXWUTENbHbBIA rpunn A u rpunn B:* Tpyn YeTkne UBETHble JIMHUM.
OfHa uBeTHas NMHUA AO0MXHA 6biTb Ha KOHTPoNbHOM (C) yyacTke v ABe LBETHble
NVHUK B 30Hax, oTBeAeHHbIX Ana rpunna A (A) n rpunna B (B). MonoxuTenbHbIn
pesynbTtat B 30Hax rpunna A u rpunna B o3HavaeT, 4yto B npobe 6Obln
obHapyXeHbl aHTUreHbl BUpyca rpunna A n supyca rpunna B.

*npuMeyaHue: MHTEHCMBHOCTb LiBETA TECTOBOWN /IMHUM MOXET BapbMpoBaTbCs B
3aBMCMMOCTM OT KOJIMYECTBA aHTUreHa Bupyca rpunna A unv rpunna B B npobe.
Noboit OoTTEHOK LUBETa Ha TecToBblX y4acTtkax (A wnu B) cneayeTr cuutatb
NONIOXMUTENbHBIM Pe3y/IbTaToM.

OTPULIATE/IbHbIW: ogHa uBeTHasA NIMHUA Ha KOHTpPosbHOM (C) yuyacTke.
Ha TecToBbIx yyacTkax (A nav B) uBeTHble IMHUN He NOABNSAITCS.
HEQEWCTBUTEJIbHbIA: Her nuHuMM Ha koHTponbHoM (C) yuacrke.
HepnocTtaTouHbli 06beM npobbl MAM  HeBepHas mnpoueaypa TeCcTUPOBaHWUS
ABNSAOTCA OCHOBHbIMW NMPUYMHAMM TOMO, YTO KOHTPOJSIbHAsA JIMHUS HE NOABNASETCS.
CneagyeT nepecMmoTpeTb npoueaypy W MOBTOPUTb TECTUPOBAHWE C HOBbIM
KkapTpuaxem. Ecnn npobnema coxpaHsieTcs, cneayeT NpekpaTuTb MCMoNb30BaHne
Habopa 1 06paTUTbCS K MECTHOMY ANCTPUOBLIOTOPY.

KOHTPOJ1b KAYECTBA

BHYTpEeHHUIN  KOHTPONb KauyecTBa BK/OYeH B TecT. KpacHas nuHus,
nosBASIOWAACA Ha KOHTposibHOM (C) y4acTke, SIBNSIETCA  BHYTPEHHUM
MOJSIOXKUTENbHBIM KOHTPOJSIEM MNPOUEAypbl. DTOT KOHTPO/b MOATBEPXAAET, 4UTO
6bl71 MCMOMb30BaH AOCTATOYHLIA 06beM npobbl M npoueaypa TecTUpOBaHUS
BepHa. YWCTbil (OH SBNAETCA BHYTPEHHWM OTPULATENbHLIM  KOHTPOIEM
npoueaypbl. Ecnu TecT paboTtaeT npaBwibHO, OH Ha y4yacTke pe3y/ibTaToB
[ofxeH 6biTb OT 6e50ro 40 CBET/I0-pO30BOr0 LBETa M He Mewartb CYMTbiBaTb
pe3yfnbTaT TECTUPOBaHMUS.

OrPAHUYEHUSA

1. TecT npeagHasHayeH TOMbKO ANA NPOMECCMOHANbHON AMArHOCTUKW in Vitro.
TecT cneayeT Mcnonb3oBaThb ANa onpeaeneHus supyca rpunna A n/wnm rpunna B
B MasKax M3 HOCa, Maskax u3 ropna unu npobax oTAeNsemMoro us Hoca. [aHHbin
KaueCTBEHHbIN TECT He onpefenseT HU KONMYECTBEHHOE 3HayeHWe, HU CTeneHb
yBe/IMYEeHNS KOHLIeHTpaLuun supyca.

2. [laHHbIA TecT ykasblBaeT TOJbKO Ha MPUCYTCTBME BuUpyca rpunna A u/vwnu
rpunna B B npobe, Kak >XM3HECNOCO6HbIX, TaK N HEXM3HECNOCOOHbIX LUTaMMOB.
3. Kak » npu ncnonb3oBaHnu ApYrnx ANarHOCTUYECKMX TECTOB, BCE pe3ybTaTbl
cneayeT paccMaTpuBaTb BMeCTe C  APYrMMU  UMEIOLWMMUCS  KJIMHUYECKUMU
AAHHbLIMK.

4. OTpuuaTenbHbI pe3ynbTaT, MNOSyYeHHbI NPpU UCNONb30BaHWK 3TOro Habopa,
cnepyet noatBepauTb  6HaknoceBoM. OTpuuaTenbHbI  pe3ynbTaT  MOXHO
nony4nTb, €CNuM KOHLEeHTpauusa Bupyca rpunna A u/wam B B npobe Huxe
npeaena onpeaeneHns.

5. M3nnWwKn KpoBM MU CAU3UCTOI B MasKe MOryT OKas3aTb BAMSIHWE Ha TecT 1
NMPUBECTU K MOJTyHEHMIO JIOXKHOMOIOXUTENBHOrO pesynbTaTta.
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6. TOYHOCTb TecTUpOBaHUSA 3aBUCUT OT KayecTBa
HEMpaBW/IbHOM  B3STUM  WAW  XpaHeHWn  nNpobbl
NIOXXHOOTPpULATENbHbIX pe3yibTaToBs.

7. Wcnonb3oBaHWe BbICOKOM KOHLEHTpauun 6e3peuenTypHbiX W peLenTypHbIX
HasanbHbIX CNpeeB MOXET OKa3aTb B/IMSIHUE Ha pe3ynbTaTbl U MNPUBECTU K
NoSTlyYEHUIO HEAENCTBUTENbHbIX MW HEBEPHbIX PE3yNbTaToB.

8. ToNOXUTENbHbLIW pe3ynbTaT Ha rpunn A u/wunu rpunn B He wuckno4vaet
CKpbITOro KOMHbUUMpOBaHMA C ApyrMM natoreHoM. COOTBETCTBEHHO, cneayeT
paccMaTpuBaTb BEPOSATHOCTb CKPbITON 6akTepuanbHON MHdeKUUH.

B3ATOro Maska. [lpu
BO3MOXHO  MofnyyeHue

OXXWAAEMbIE 3HAYEHUSA
[aHHbIA TecT CpaBHUAM C M3BECTHbIM TecToM MeTtogom [UP (RT-PCR).
Koppensauwnsa coctasuna 97%.

XAPAKTEPUCTUKH

YyBCTBMTENILHOCTb, CNELUN(PUUYHOCTb U TOYHOCTb

[JaHHbIl TecT 6bIN UCMbITaH C UCMONb30BaHMEM Mpob naumeHToB M Habopa RT-
PCR B kayecTBe pedepeHcHOro metoaa. lpobbl CUMTANNCh MOMOXUTENbHBIMU,
ecnn Habop RT-PCR nokasbiBan MOMIOXMUTENbHbIA pe3ynbTaT. Mpobbl cuMTanuch
oTpuuaTenbHbiMKU, ecnn Habop RT-PCR nokasbiBan oTpuuaTenbHblii pe3ynbTaT

YyBCTBUTENIbHOCTb: 99.1%
CneunduUyHOCTb: 98.4%
TouyHoCcTb: 95-100%

PeakLunoHHaA cnoco6HOCTb CO WITAMMOM Y€/I0BEYECKOro rpunna

LWtamMm rpunna A, yKasaHHbIA B CNUCKe, Aan MOMOXUTENbHbIA pe3ynbTaT npu
6bICTPOM TecTMpoBaHuMu Ha rpunn A+B. XoTa cneunduyeckue wrTammbl rpunna,
Bbl3blBalOLLME MHPEKLMNIO Y YenoBeKa, MOryT O4eHb CMJIbHO OT/INYATbLCS, BCE OHU
coaepxaT KOHCEPBUPOBAHHbIE HYK/IEOMPOTEWHbI, HaleneHHble Ha 6bICTPbI TecT

rpunna A+B.
TectupoBaHue Ha cneunduUyHOCTb _C a3/INYHbIMU __BUPYCHbIMU
wramMmMmamu
HanuMeHoBaHne UcTouHnk Moatun YpoBeHb
TecTupoBaHusa
Flu A/Hubei/PR8/2001 Yenosek HIN1 1.8x10* TCIDso/test
Kal:'duo’:i/a’jgg o0 Henosex HINL 1.8x10° TCIDso/test
Flu A/Yamagata/32/89 Yenosek HIN1 1.8x10* TCIDso/test
Flu A/Beijing/262/95 Yenosek HIN1 1.8x10% TCIDso/test
Flu A/Singapore/1/57 Yenosek H2N2 3.0x10* TCIDso/test
Flu A/Hubei/3/2005 Yenosek H3N2 3.0x10% TCIDso/test
Flu A/Akita/1/94 Yenosek H3N2 3.0x10* TCIDso/test
KyElsl\J/Q/fslt;/% Henogex H3N2 3.0x10* TCIDso/test
Flu A/Towa/15/30 CBUHbS H1N1 3.0x10* TCIDso/test
Flu A/Hongkong/168/93 CBUHbS H1N1 3.0x10* TCIDso/test
Flu A/Anhui/24/2004 CBUWHbA H5N1 6.0x10% TCIDso/test
Flu A/Hubei/134/2000 CBUWHbA HON2 6.0x10°TCIDso/test
Flu A/Hubei/251/2001 CBUWHbA HON2 6.0x10°TCIDso/test
Flu A/Yuyao/1/2006 Kypuua HS5N1 6.0x10* TCIDso/test
Flu A/Yuyao/2/2006 Kypuua HS5N1 6.0x10* TCIDso/test
Flu A/Jiangsu/2/2004 Kypuua H5N1 6.0x10* TCIDso/test
Flu A/Hubei/216/83 YT1Ka H7N8 3.0x10° TCIDsgtest
Flu A/Hubei/118/2003 YTKa HON2 1.5x10° TCIDso/test
Flu A/Hubei/155/2003 YTKa HION2 6.0x10° TCIDso/test
Flu A/Hubei/137/1982 YTKa H10N4 3.0x10° TCIDso/test
Flu A/Singapore/3/97 YTKa H5N3 6.0x10% TCIDso/test
Flu A/Henan/1/2004 benka H5N1 6.0x10° TCIDso/test
Flu A/Henan/2/2004 benka H5N1 3.0x10° TCIDso/test
Flu A/Henan/4/2004 Benka H5N1 6.0x10% TCIDso/test
Flu A/Wisconsin/66 WHpelika HIN2 6.0x10% TCIDso/test
Flu A/England/1/63 WHpevika H7N3 6.0x10% TCIDso/test
Flu A/Singapore/1/57 Mtrua H5N1 6.0x10* TCIDso/test
Flu A/Hunan/71/2004 MNtuua H5N1 6.0x10% TCIDso/test
Flu A/Shanxi/50/2006 MNtuua H5N1 6.0x10% TCIDso/test
Flu A/Shanxi/42/2006 MNtuua H5N1 6.0x10% TCIDso/test
Flu A/Fujian/320/2004 MNtuua H5N1 3.0x10° TCIDso/test

TCID50 = Tissue Culture Infectious Dose — 3T0 TUTp BUpPYyCa, KOTOPbIN B
ycnosusx aHanusa nHpuumpyet 50% MHOKYNMPOBaHHbIX COCYA0B C KYNbTypoW
KNeTokK.

MpeunsnoHHoOCTb

WHTpa-aHanM3a u MHTep-aHanusa

npeLlVIBVIOHHOCTb WHTpa-aHanusa n WHTEp-aHanusa onpeagenuvnun C
ncnonb3oBaHMeM 5 npob crtaHAapTHOro KOHTpons. Tpu cepuu npoaykTa 6biin
nNpoTEeCTMPOBaHbI c MCMob30BaHNEM oTpuLaTenbHo npobsl,
cnabononoxuTenbHo Ha rpunn Bupyca A, cnabononoxuTenbHON Ha BUpycC
rpunna B, CMIBHOMONOXMTENbHOW Ha BUPYC rpunna A, CUIbHOMONOXWUTENbHON
Ha Bupyc rpunna B. [lecATb pennukKaToB KaxAoro YPOBHS TeCTMpOBaIUChb
KaXablih AeHb B TeyeHue 3 AHeit noapsad. Mpobbl 6binn BepHO onpeaeneHsbl
B >99% cnyvaes.

NepexkpecTtHana peakuus

Cneaytowme MUKPOOPraHuaMbl 6bi1M MpoTeCTUpOBaHbl Ha yposHe 1.0x10%org/ml
N NoKasajan oTpuuaTesibHble pe3y/ibTaTbl NPMY NCMNOJ1b30BAHUN AAaHHOIO TeCTa:

Arcanobacterium Pseudomonas aeruginosa
Candida albicans Staphylococcus aureus subspaureus
Corynebacterium Staphylococcus epidermidis

Enterococcus faecalis
Enterococcus faecium
Escherichia coli
Haemophilus
Moraxella catarrhalis
Neisseria gonorrhoeae
Neisseria lactamica

Staphylococcus saprophylicus

Streptococcus agalactiae

Streptococcus bovis

Streptococcus dysgalatiae / subsp.dysgalatiae
Streptococcus oralis formerly Streptococcus
Streptococcus pneumoniae

Streptococcus pygenes

| Streptococcus salivarius |
| Streptococcus sp group F.type 2 |

[ Nesseria subllava
| Proleus vulgaris
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CUMBO/Ibl MAPKMPOBKM Ha NOTpPe6uTenbCcKoi ynakoske
EN 15223-1:2012

- NpeaHasHaveH AN AMarHOCTMKM «in vitro»

- KaTanoxHblii HOMEp MPOAYKLMM
- - HOMep cepuu
1 - AaTa W3roToBNeHNA

g - rofeH Ao

v - KONIMYECTBO TECToB

I:E - nepea MUCMonb30BaHWEM W3YUYNTE UHCTPYKLMIO

30°C
18°C /ﬁ/ - UHTepBan TemnepaTypbl XpaHeHns Habopa

H - HAMMEeHOoBaHune nponssoanTens Ha6opa
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