3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALMI MEAHLMHCKUX H3OENHIA




2.2. CocTtaB Habopa

Kon-Bo

KoMnoHeHT Habopa (CokpalieHue) MpU KOMMNEKTALN

Ornucanme KOHBIOFaTOM  KOHBIOTaToM,
KOHL,EHTpaTOM

MnaHweT pasbopHbIi ¢ UMMOOGUIN30BAHHBIMU PEKOMOU- 1 wr. 1 wr.

HaHTHbIMW aHTUreHamn M. pneumoniae

MonoXnTeNbHbIN KOHTPO/bHbIN 06pasel (KM 1¢n., 1dn.,

Copep>kuT IgM K M. pneumoniae. 0,5 mn 0,5 mn

Copep>knT HaTpua mepTuronaT (0,02%)!

OTpuuaTtenbHbI KOHTPONbHbLIN 06pasey, (K~) 1¢n., 1¢n.,

He cogep>kuT IgM Kk M. pneumoniae. 1,0 mn 1,0 mn

Copep>kuT HaTpusa asug (0,1 %).

KoHbtorat 1dn.,

KoHbloraT .MOHOK/NIOHa/bHbIX aHTUTen K IgM yenoseka ¢ ne- 13,0 mn

pOKCKAAa30M XpeHa.

Copep>kunT gheHon (0,12%), ProCln 150 (0,01%).

KoHtblorart, KOHUEHTpaT 1 n..

KoHbloraT .MOHOK/N0OHa3bHbIX aHTuUTen K IgM uenoseka c ne- - 1,5 mn

POKCUAA30M XpeHa.

Copep>knT theHon (0,08%), ProCln 150 (0,044%)

PacTBop gna passefeHns kKoHbtorata (PK) - 1n.,

Copep>knT heHon (0,125 %) 13,0 mn

PacTBop ansa passefeHuns cbiBopoTok (PC) 2 n. no 2 (hn. no

Copep>kuT HaTpusa asung (0,1 %). 13,0 mn 13,0 mn

KoHueHTpaT docaTHO-c0neBOro 6ydepHOro pacrtesopa c 1¢n., 1dn.,

TBUHOM (PCB-Tx25) 28,0 mn 28,0 mn

Copep>kuT ProCln 300 (0,25 %).

PacTtBop TeTpameTunbeHsngmnHa (Pactsop TMB) 1dn., 1dn.,

Copgep>kuT 3,3',5,5' ~TeTpameTuHbeH3nanH (0,025 Y. 13,0 mn 13 mn

CTon-peareHT 1dn., I dn.,

Cofep>XNUT KUCNOTY cepHyto (4,9 %). 12,0 mn 12,0 mn

MnaHweT pa3bopHbIA AN NpeaBapuTeNIbHOr0 pasBefeHns

nccnegyembix 06pasyos n 1 wr. 1.

lMneHKn 4na 3aknenBaHMA MaaHLLIETOB 3 wr. 3 wr.

HakoHeUHUKK 114 [03aTOpoB Ha 2-200 MK 16 wr. 16 wr.

BaHHOUYKM ANnA peareHToB 2 Wr. 2 Wr.

3. AMATHOCTUNUECKUWE XAPAKTEPUCTUNKWN

3.1. [marHoctuMyeckas 4yBCTBUTENbHOCTb BbifABfeHMA IgM kK Mycoplasma pneumoniae:

KMMHUYECKME WCNbITaHUA, NPOBEAEHHbIe Ha 76 MONOXUTE/NbHbLIX 06pa3u,ax CbIBOPOTKWN KPOBW,

nokazann 100 % 4vyBcTBUTENbHOCTL (MHTepBan 96,1 % - 100 %, ¢ 4OBEPUTENLHOM BEPOATHOCTLIO

90 %);

3.2. AnarHoctnyeckas cneymduyHoCcTb BbigBeHUs IgM k Mycoplasma pneumoniae: Knu-

HUYECKMEe WCMbITaHNA, NPOBefeHHble Ha 73 OTpULATENbHbIX o6pa3u,ax CbIBOPOTKM KPOBW, MNOKa-
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3anm 100 % cneunduyHocTb (MHTepBan 96,0 % - 100 %, ¢ 4oBepUTENbHOW BEepOATHOCTLIO 90 %).
4. MEPbI NMPEAOCTOPOXHOCTW

4.1. TloTeHUManbHbIA PUCK NpUMeHeHWs Habopa - knacc 26 (Mpukas M3 PP ot
06.06.2012 Ne4H).

4.2. Habop npefiHa3HauveH Ans NpoecCMOHaNbHOro NpUMeHeHNs B KNIMHWYECKON nabopa-
TOPHOI AMarHoCcTKe 06y4YeHHbIM MepcoHanoM. TpeboBaHMs 6€30NacHOCTM K MeAWLMHCKUM Na-
6opatopuam npusegeHsl B FTOCT P 52905-2007.

4.3. Cton-peareHT, pactBop MbB o6nafaloT pasgpaxarowum geictsnem. MN3beratb pas-
OpbI3rMBaHnsA 1 NOMagaHnsa Ha KOXy U CU3ncTble. B cnyyae nonajaHns CTON-peareHTa, pacrsopa
TMB Ha KOXy W CAM3UCTble HEO6XOLMMO MPOMbITh MOPAXKEHHbIN Y4YacTOK 6ONbLIMM KONMUYe-
CTBOM MPOTOYHOW BOAbl. HEKOTOpPbIE KOMMOHEHTbI COAepPXKaT HaTpuA asui, HaTpus MepTUONAT,
(heHon, ProCln 300, ProClin 150 B KOHUeHTpauusx, yKasaHHbIX B M. 2.2 «CocTaB Habopa».

Bce KOMMOHEHTHI, cofepXallime B CBOEM COCTaBe Marepuasibl YeI0BEeYECKOTO MPOUCXOX-
AeHWs, NHAKTUBUPOBaAHbI.

4.4. Tlpy paboTe ¢ MCCneayeMbIMN U KOHTPOSIbHBIMK 06pasuaMu cnefyeT cobnogars Me-
Pbl NPEAOCTOPOXKHOCTU, MPUHATbIE MPU paboTe C NOTEHUMANbHO WMH(EKLWOHHBIM MaTepuasioM.
OCHOBHble MpaBuia NU3N0XKeHbl B «HCTPYKUUM NO MepaM MPOUIaKTUKN pacnpoCTpPaHEHUS UH-
(heKUMOHHbIX 3ab0neBaHWin nNpu paboTe B K/IMHUKO-AWArHOCTUYECKUX nabopatopusax nevebHo-
NPOMUNAKTUYECKNX YUPEXAEHNA», YTBEPXKAEHHON MuH3gpaBom CCCP 17 aHBaps 1991 r.

4.5. Tlpu ncnonb3oBaHUM Habopa o6pa3ytoTcs 0TXoA4bl KnaccoB A, b n I'. KoTopble Knac-
CUPUUMPYIOTCA U YHUUTOXAKOTCA (YTUAN3MPYIOTCA) B cooTBeTcTBUM ¢ CaHlMunH 2.1.7.2790-10
«CaH1TapHO-3MMAeMmnonornyeckme TpeboBaHms K 06paLleHnto ¢ MeAULUHCKAMUN OTXO4aMU».

4.6. [lesnHdekuMo HabopoB peareHToB, MOCY/Abl N MaTepuanosB, KOHTaKTMPOBABLUUX C UC-
CnefyeMbIMU U KOHTPO/IbHBIMK 06pasuamu, cnegyet nposoanTs no MY 287-113 «MeTogmueckue
yKasaHua no Ae3vHgekumun, npeacTepunn3alMoHHOW OYUCTKE W CTEPUIM3ALMU U3LENUA Mefu-
LIMHCKOr0 HasHayeHus».

5. ObOPYJOBAHVE NN MATEPUNANDI,
HEOBXOAMNMBbIE MNP PABOTE C HABEOPOM:

- CMeKTPO(OTOMETP, NO3BONAKLMIA NMPOBOAUTL U3MEPEHUS ONTUYECKOW MNIOTHOCTM pac-
TBOPOB B NIYHKax MNaHLleTa npu OCHOBHOW A/iMHe BOMIHbI 450 HM W ANWHE BOJHbI CPaBHEHUS B
AnanasoHe 620 - 655 HM; 4ONYCKaeTca M3MepeHne npy O4HOW AMHE BOMHbI - 450 HM;

-TepmocTaT, noagepxusarowmii Temnepatypy (37+1) °C;

- MPOMbIBOYHOE YCTPOMCTBO A/ MIaHLLETOB;

- X0N0ANNBHUK ObITOBOWA;
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- [03aToOpbl OfHOKaHa/bHble CO CMEHHbIMW HaKOHEYHWKamW, MO3BONAKOWMe 0TOMpPaTh
06bEMBI XKnaKocTh oT 50 1000 MKn;

- [03aTopbl MHOIOKaHa/lbHble CO CMEHHbIMU HaKOHeYHWKaMu, No3BONfALLIMe 0TOMpaTb
06bEMBI XuakocTeli ot 10 o 300 mMKn;

- nepyaTky MeauLMHCKME AMarHOCTMYeCKne OL4HOPa30BbIE;

- UWAVHAP MepHbIA BMeCcTUMOocCTbio 1000 mr;

- BOAA ANCTUNIMPOBaHHas;

-Ae3nHuunpyrowne cpeacraa.

- Oymara unbTpoBanbHasa nabopaTopHas.

6. AHATM3NPYEMBIE OBPA3LbI

6.1. Tpe6oBaHWA K YC/IOBUAM U NpouefypaM BefeHWUs NnpeaHaIMTUYecKoro atana KanHuye-
CKMX NnabopaToOpHbIX MCCNefOBaHWUI C Lefibl0 UCK/IOUYEHUS AN OrpaHUYeHNs BAWUSHUSA 3HLOTEH-
HbIX, 9K30M€HHbIX, ATPOr€HHbIX N NHbIX (PaKTOPOB, MeLLAKLLNX NMPaBUIbHOMY OTPaXXEHUIO COCTO-
AHUSA BHYTPEHHel cpefbl 06CneayemblX MauveHTOB B pesy/ibTaTax KAMHUYECKUX abopaTopHbIX
nccnefosaHuii nsnoxerol B FOCT P 53079.4-2008 «TexHonorum nabopaTopHble KIMHUYECKUE.
ObecneyeHne KayecTBa KIMHUYECKMX NabopaTopHbIX MccnefoBaHmin. YacTb 4. Mpasuna BegeHns
npeaHaIMTUYECKOro aTanax.

B3ATue, TpaHCNOPTUPOBaHWE N XpPaHEHMe UCCNefyeMOoro Matepuana OCyLLeCTBSETCA COo-
rnacHo MY 4.2.2039-05 «TexHunKa cbopa 1 TpaHCNOPTMPOBaHUS GoMaTepnanos B MMKPOGMONo-
rmyeckme naboparopun», yTBepXAeHHbIM PocrnoTpebHaasopom, n PekomeHpaumsam «OpraHusa-
UMa npeaHasMTUYECKOrO 3Tana npu LeHTpanu3auum nabopaTopHbIX WUCCNef0BaHWUI», 0406peH-
HbIM MPOUNbHOI KoMMccuein MunH3apaBa Poccum No KAMHUYECKON NabopaTopHO AnarHOCTUKe
30.05.2013.

6.2. Ana aHanu3a Mcnonb3oBaTb 06paslibl CbIBO|J/ITKM KPOBY 4enoBeka Mam obpasubl nnias-
Mbl KPOBMW, MOJTYYEHHOW C MUCMONb30BaHWEM B KayeCTBe aHTWMKOAarynsHta uutpara HaTpus, rena-
pvHa, SOTA.

6.3. ObpasLbl CbIBOPOTKM (Nna3Mbl) KPOBM XpaHUTb npu Temnepatype (2-8) °C He 6onee 5
CYTOK MAW Npu TemnepaTtype MUHyc 18 ®C 1 Huxe, ecnu TpebyeTcs 6oniee ANNTENbHOE XPaHeHNe.
Mocne pasmopaxunBaHus 06pasLbl cnefyeT TaTelbHO NepemeLlathb.
6.4. O6pa3siLibl CbIBOPOTKM UM Nfia3Mbl KPOBW, COAEPXKaLLMe B3BELUEHHbIe YacTuLbl, HEOb-
XOAMMO OYUCTUTH LIEHTPUDYTMPOBaHNEM.
7. MOArOTOBKA KOMIMOHEHTOB A/1d AHAJTN3A
7.1 BHuMaHuve! TwaTensHoe cob6M04eHMe ONUCAHHbIX HU>XKe TpeboBaHWiA MO3BOANT

n3de>KaTb UCKa>KeHUA pesynbTaTos U PA,
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 [lepen NOCTaHOBKOWM peakLMn BCe KOMMOHEHTbI Habopa HEO6XOAMMO BblepXXaTb Mpw
Temnepatype (18-26) ®C He meHee 30 MUHYT.

- Mpn gpo6bHOM Mcnonb3oBaHMKM Habopa nocne oT6opa HEO6XOAMMOro KOMMYecTBa KOM-
MOHEHTOB (PN1aKOHbI C pacTBOpamy HeOOXOAMMO M/I0THO 3aKPbITb, & OCTaBLUMECA CTPUMbl Cpasy
yrnaKoBaTb B MakeT C B/aronornoTuTesnem, yaanuTb U3 Hero BO3A4yX W MJIOTHO 3aKPbiTb 3aMOK.
XpaHuts npu Temnepatype (2-8) °C, ncnonb3oBaTb B TeYEHWe BCEro cpoka rogHoctu. Jonycka-
et XpaHeHne PCB-T><25 u cTon-pereHTa npu temnepatype (2-30) °C.

- PacTBOp KOHbtOraTa B paboyemM pas3BefleHUN rOTOBUTb HEMOCPEACTBEHHO Mepes UCMofb-
30BaHVEM.

- Heobxofumo m3beratb BO3LENCTBMA MPAMOro COMHEYHOro CBeTa Ha pactsop TMBE npu
MOArOTOBKe U npoBefeHun NOA.

- Mpn noctaHoBke VI®PA Henb3si MCMOb30BaTb KOMMOHEHTHI M3 HabOPOB pasHbIX Cepuii
WM CMelInBaTb WX MNpW MPUrOTOB/IEHUW PACTBOPOB, KPOME HeCrneunduyecknx KOMMOHEHTOB
(PCB-Tx25; pactBop TMBb; cTon-peareHT), KOTOpble B3aMMo3aMeHseMbl B Habopax AO «BekTop-
Bect».

- Henb3s ncnonb3oBaTb peareHTbl 13 HAOOPOB APYruUX (GUPM-NPON3BOAUTENEN.

- Ona npurotoBneHus pacTsopoB v nposegeHus N®A cnepyet MCnonb3oBatb 04HOPA30-
Bble HAKOHEYHWKW A/19 [,03aTOPOB.

- Mpu 1cnonb3oBaHWM YCTPOICTBA A5 NMPOMbIBKM MN/IAHLLETOB HEOOXOAMMO ClefuTb 3a
YMCTOTON EMKOCTU A/ MPOMbIBOYHOIO PacTBOpa ¥ COEAMHUTENbHbIX LUMAHTOB: B HAX HE JOMKHO
ObITb MMKPOOGHOW KOHTaMWHaUMW. [ns npefoTBpaLLeHNs 3aCOPEHNsT UM MPOMbIBOYHOIO YCTPOIA-
CTBa B KOHLe paboyero AHA 06A3aTe/IbHO CrefyeT BbIMOMHUTL NPOLELYPY OMoSiaCKMBaHUS CUCTe-
Mbl MOLAYN XWMLKOCTU LUCTUNNNPOBaHHOW BofoW. O4WMH pa3 B Hefento HeobXoAMMO MpPon3BO-
OWTb 3aMaynBaHWe BCeii CUCTeMbl NMPOMbIBOYHOIO yCTpolicTBa B 70% 3TWI0BOM CNvpTE WU B
APYroM pacTBope, peKOMeHL0BaHHOM WHCTPYKLMENR K npubopy.

- Ona pesvHgekunn nocyabl M MaTepuanoB, KOHTaKTUPYIOLWMX C UCCNedyeMbIMU U KOH-
TPO/ibHBIMY 06pasLamun, MCnosb3oBaTh Ae3VH(ULMPYIOLWMe CPefcTBa, He OKasblBaloLive Hera-
TUBHOTO BO3JeNCTBMA Ha KayeCcTBO VIDA. He cofiepxallme aKTUBHbIA KWUCOPOA W XN0p, Hanpu-
Mep, KOMOMHUPOBaHHble cpeAcTBa Ha ocHoBe YAC (4eTBepTUUYHbLIX aMMOHUEBBLIX COELUHEHW),
CMUPTOB, TPETUYHbLIX aMUHOB.

- B cniyyae noBTOPHOro MCNOMbL30BaHNUA MOCyay (BaHHOUYKM) AN KOHbOrata Heo6xoaumo
MPOMbITb MPOTOYHOM BOJOW W TLLATE/IbHO OMOMAOCHYTh AUCTUANMPOBAHHON BOAON, nocyay (BaH-
HOYKM) Ana pactBopa TMbB ononocHyTb BOAOW, NpombiTe 70 % pacTBOPOM 3TWIOBOIO CNupTa U

TIATENbHO OTMbITb AUCTWUNNMPOBAHHOM BOAOW. Henb3s 06pabaTbiBaTh Mocyay (BaHHOUKM) fA€3-
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VHPULMPYIOLLMMK pacTBOPaMmn 1 MOKOLLMMU CPeACTBaMMK.
- [lozatopbl 1 paboune noBepxHOCTM 06pabaTbiBaTh TO/ILKO 70 % pacTBOPOM 3TWUIOBOrO
cnupTta. He ncnonb3oBaTth Mepeknch BOAOPOAA, XI0PaMUH.
- 3anpeLyaeTcs MOBTOPHOE WMCMOMb30BaHWE MNaHLWweTa pa3bopHOro Ans npefBapuTelbHOro
pasBefieHns nccnefyembix 06pasLoB.
7.2. TToAroToBKa nnaHuleTa.
BCKpbITb MakeT € MaHLWeToOM Bbllle 3aMka. OCTaBUTb Ha pamMkKe HeobxoAuMMoe Ans rnpose-
[EeHNsA aHaim3a KO/IMYecTBO CTPUMNOB
7.3. INpuroTosneHne NPoMbIBOYHOIO pacTBopa.
MepemewaTs cofepxxumoe rakoHa ¢ PCB-T><25. MNpu BbiNafeHMN B KOHLEHTpaTe 0caKa
coneil He06X04MMO MPOrpeTh ero npu Temnepatype (3070) °C [0 NOMHOrO PacTBOPEHUS OcajKa.
B COOTBETCTBMM C YMCNOM MCMOMb3YEMbIX CTPUMOB (CM. Tabnuuy pacxoja peareHToB)
BHECTW B MEPHbIV LUMAMHAP Heobxoaumoe KonuyecTBo PCB-T><25 1 40BECTU [0 COOTBETCTBYIO-
Lwero o6bema AUCTUNNMPOBAHHON BOAOMN, TLLaTeIbHO NepemMeLlath.
XpaHeHue: npu TemnepaType (2-8) "C He 6onee 1 mecsaua uam npu (18-26)  He 6Gonee
7 CYTOK.
Tabnunua pacxoja peareHToB

KonmyecTBo MCNoMb3yeMblX CTPUNOB
1 2 3 4 5 6 7 8 9 10 n 12
MpOMbIBOYHbIV pacTBop
®CB-Tx25, mn 20 40 60 80 100 120 140 160 180 20,0 22,0 dnakoH
AvcTunnavpoBaHHas Ao Ao go Ao A0 go OO A0 pgo 40 ;o
BOAa, M/ 50 100 150 200 250 300 350 400 450 500 550
PacTBOp KOHbtOrata B paboyem passefeHum

fo 700

Kowwlorar, 01 02 03 04 05 "o 07 08 09 10 11 13
KOHLeHTpaT, MN
PK, mn 10 20 30 40 50 60 70 80 90 100 11,0 dnakoH
KoHblorat, rotoBblil K MCMO/b30BaHMHIO
KoHbtorar, Mn 10 20 30 40 50 60 70 80 90 100 11,0 ¢nakoH
PactBopTMb

Pactsop TMB, mn 1.0 20 30 40 50 60 70 80 9.0 100 110 ®nakoH

7.4. KoHblorar.
Mpn KomnnekTaumm Habopa KOHbHOraTOM, FOTOBbIM K MCMOMb30BaHNIO: B COOTBETCTBMM C

YKCNIOM WCMOMb3YEMbIX CTPUMOB (CM. TabuLL)' pacxofa peareHToB) 0To6paTh B BAaHHOUKY /1S pe-

areHTa H606X0,U,I/IMOE KO/IMYECTBO KOHbBbIOIaTa.

Mpu KomnnekTaymm Ha6opa KOHUEHTPATOM KOHbBIOrata: NPUroTtoBuUTb PacTBOpP KOHbBbIOrata
|
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B paboyem pasBeLeHUn.

OT06paTh B BaHHOUKY A/19 peareHTa He0O6X04MMOe KO/IM4ecTBO (CM. Tabnmuy pacxopa pe-
areHToB) KOHLEHTpaTa KoHblorara, f06aBnTb COOTBETCTBYHOLLEEe KONNYeCTBO PK, TwaresbHO ne-
pemeLlaTb, He JOoNycKas BCeHNBaHWS.

XpaHeHue: pacTBOp KOHblOraTa B paboyem passegeHnn cTabuned 4o 10 yacos npu Tem-
nepaType (18-26) °C.

7.5. Pacteop TMB.

PactBop TMb rotos K ncnonb3oBaHWio. B COOTBETCTBUM C YNCNOM UCMONb3YEeMbIX CTPU-
nos (cM. TabnuLy pacxofa peareHToB) 0TO6paThb B BAHHOUKY [/1 peareHTa Heo6XoAMMOoe Konnye-
CTBO pacTeopa TMB.

7.6. MopgrotoBka nccneayembix 06pasLoB.

Wccnenyemble o6pasybl passectvt B 10 pa3 PC. [114 3TOro BHECTM B JIYHKMW MaHLIeTa pas-
60pHOro Ans NpeABapuTeNbHOrO pa3BefeHns mnccnegyembix 06pasuos no 90 mkn PC n no6aBuThb
no 10 MK/ LenbHbIX 06pa3L,0B CbIBOPOTKM KPOBM, TLATENbHO NepemeLlath.

7.7. KOHTpONbHbIe 06pasLibl n K') 1 cTon-peareHT rotoBbl K MCNO/b30BAHUIO.

8. MPOBEAEHWVE AHANN3A

8.1. Mepen noctaHoBKON VIPA nyHKM CTPMNOB MPOMbITb OAUH pa3 MPOMbIBOYHbLIM pac-
TBOPOM, 3a/1MBas B KaXAYH NIYHKY He MeHee 400 MK/ NPOMbIBOYHOrO pacTteopa. Mo ucteveHun
5 MUHYT pacTBop yfanuTtb. OCTaTKy Bnarv U3 NyHOK TWATeIbHO YAannTb, NMOCTYKMBas nepesep-
HYTbIMW CTPUMaMKn MO CMIOXEHHOW B HECKOJ/IbKO CNOEB (hunbTpoBasibHOW Oymare. He gonyckatb
BbICbIXaHWS JTYHOK CTPUMOB MEXAY OTAE/IbHbIMU Onepauusammn npu nocTaHoBKe peakuum.

8.2. Bo Bce nyHku cTpunos BHecTn no 90 mkn PC.

B ogHy nyHKy BHecT 10 mkn K"\ B AiBe apyrune nyHku no 10 mkn K", B oCTa/IbHble NYHKN —
no 10 MKn npenBapuTenbHO pasBefeHHbIX KCCnefy?mMblX 06pasLoB, nosyyas Takum o6pasom,
passegeHne 1:100. BHeceHMe KOHTPOJIbHLIX U MUCCNeayeMbiX 06pasLoB AO/MKHO COMPOBOXAATHCS
TLWaTeNbHbIM MepeMeLLMBaHNEM MyTeM NUMNETUPOBaHWA. Mpy 3TOM NPOUCXOAUT U3MEHEHUE LiBeTa C
KpacHO-XXeNToro Ha po30Bblil. Bpems BHeceHUs 06pa3L,0B He AO/MKHO NpeBbiwaTh 10 MUHYT.

CTpunbl 3aKNenTb NAEHKON 1 MHKY6MpoBaTb nNpu Temnepatype (37+1) °C 30 MUHYT.

8.3. T10 OKOHYaHMM MHKYOaLMKN CHATb NMEHKY U NOMECTUTb €€ B COCY/ C Ae3NHPULUPYHO-
WyM pacTBOpoM. C NOMOLLBIO MPOMbIBOYHOIO YCTPOMCTBA MPOMbITL SIYHKU CTPUMNOB 5 pa3 npo-
MbIBOYHbIM pacTBopoM (cM. n. 7.3), yepefysd acnvpauuito U HeMeAsIeHHOe 3aroJiHeHWe JIYHOK
CTpunoB. B kaxayto NyHKY BHOCUTb 400 MKN XXUAKOCTM B MPOLECCE KAKAOro LMKA MPOMbIBKM.
Bpems mexxay 3anosiHeHWeM 1 ONMOPOXKHEHMEM JTYHOK AO0/IKHO 6biTb He MeHee 30 cekyHz,. 10 OKOH-

YaHUM NPOMBIBKM He06XOAMMO MCMO/b30BaTh MEPEKPECTHYH acnupauuio pacTBopa W3 NYHOK
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(pe>KMM «Crosswise» WM «Cross aspiration») wuam TWaTebHO YAaNUTb Bary u3 yHOK, NMOCTYKu-
Basi NepeBEPHYTbIM MIaHLIETOM Mo (hUIbTPOBa/IbHON ByMare.
8.4. BHecTn BO BCe NyHKM Mo 100 MK/ rOoTOBOr0 K WCMONb30BaHWKO KOHbIOraTa uav no
100 MKN KoHbtoraTta B pabouem passegeHun (CM. n. 7.4), 3aKNenTb CTPUNbI NNEHKOW N MHKY6BMPO-
BaTb Npu Temnepatype (37+1) °C 30 MUHYT.
OcTtaTkn KoHblorata u3 BaHHOYKW YTUAN3MPOBATL (Me CvMBaTh BO (PIAKOH C UCXOLHbLIM
KOHBIOraTomMm).
8.5. Mo OKOHYaHMM BTOPOW UHKy6aL MM NMPOMbITh IYHKK, Kak yKa3aHo B n. 8.3.
8.6. BHecTn BO BCe NyHKM MnaHweta no 100 mkn pacteopa TMB (cm. n. 7.5) u nHKy6mpo-
BaTb Npu TemnepaType (18-26) °C B 3alMLLEHHOM OT NPSMOro COJTHEYHOro cBeTa MecTe 25 Mmu-
HyT.
Octatkun pactsopa TMB 13 BaHHOUYKM YTUAN3MPOBaTb (He CMBaTb BO (o/IaKOH C MCXOA-
HbIM pacTBOopoM TMB).
8.7. BHecTu BO BCe nyHKM no 100 Mk cTon-peareHTa.
8.8. V13mMepuTb BeNMUMHY ONTUYECKOW MIOTHOCTU PacTBOPOB B JIyHKax Ha CNeKTpogoTo-
MeTpe B BYXBO/IHOBOM PeXMUMe: NPU OCHOBHOWM A/IMHe BOMHbI 450 HM U /IHEe BOJIHbI CPaBHEHWS
B Amana3oHe 620 —655 HM. [JonyckaeTcs M3mMepeHne npu OAHOR AnnHe BOMHbI - 450 HM. Bpems
MeXJy OCTaHOBKOM peakuuMnm W U3MepeHVeM OMTMYECKOM MNAOTHOCTU He [AO/HKHO MpeBbillaTh
5 MUHYT.
9. YYET PE3YJ/IbTATOB
9.1. PaccunTaTb cpefiHee apu(hMeTUYECKOe 3HaYeHMe OMTMYECKOM MIOTHOCTU B JIyHKax C
OTpULAaTENbHBIM KOHTPOJIbHbIM 06pa3uom (OMrpK?).
9.2. Pe3ynbTaTtbl UCCNEA0BAHNIA YUMUTbIBATb TONLKO MPWU COBMKOLAEHUN CNEAYHOLWMX YCo-
BUIA: A
- cpepHee 3HayeHue Oil B nyHkax ¢ K" He 6onee 0,2;
- 3HayeHue Ol BiyHKe ¢ He MeHee 0,7.
9.3. BbluncnnTb KPUTUYECKOE 3HAYEHMe ONTMYeCKOM NaoTHoCTK (OlKpWT) no dopmyne:
O\KkpnT=0rllcp¥lr+{),b
9.4. Nccnenyemsblii 06pasel, pacLeHBaTb Kak:
- oTpuLaTeNbHbINA, ecin COOTBETCTBYOLEee eMy 3HaveHe OWoop < O, x 0,9;
- NONOXMUTENbHbIW, ecnn 3HaveHne OYloop > Okqump, X 1,1;
- COMHUTENbHbIN, ecnn ONMTm x0,9 < OlMobp < OMnput x1,1 («cepas 30Ha»: OlMxpbiT+10%).
Mpy NONy4YeHUN COMHUTENbHOrO pe3yfbTaTa TpebyeTcs MOBTOPHO UCCNefoBaTh 3TOT 06-

pasey ana NCKNK4YeHns OLLUMOKM Ha aHaNMUTUYECKOM 3Tare.

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



10. YCNoBuMA TPAHCMOPTUPOBAHWNA, XPAHEHNA W MPUMEHEHWA HABOPA

10.1. TpaHcnopTUpoBaTb U3Jenusa crnefyet TPaHCMOPTOM BCEX BWAOB B KPbITbIX TpaHC-
MOPTHBIX CPeACTBaX B COOTBETCTBMM C MpaBuiamMmy NepeBO30K, AENCTBYIOWMMMK Ha TpaHCrnopTe
JaHHOro Buga, npw Temnepatype (2-8) °C. [onyckaeTcs TpaHCMOPTUPOBaHME MpW Temmnepatype
N0 26 °C He 60nee 10 cyToK

10.2. XpaHeHue Habopa B ynakoBKe MpesnpuaTUA-U3roTOBUTENS LO/KHO MPOU3BOAUTLCA
npu Temnepatype (2-8) °C B TeYeHUe BCEro Cpoka rogHOCTU B XONIOAMSIbHBIX KaMepax Wan Xomo-
AWNbHMKaX, 06ecneynBaroLWmnX pernameHTMPOBaHHbI TEMNeEPaTYPHbIA PeXnM C eXxefHEeBHON pe-
rucTpaumeli Temnepartypbi.

10.3. Cpok rogHocTu Habopa peareHToB - 12 mMecsALEB CO [HA Bbinycka. He gonyckaeTcs
nprviMeHeHne HabopoB MO NCTEYEHUN CPOKa UX FOAHOCTW.

10.4. [na nonyyeHus HaféXHbIX pe3y/nbTaToB HeoOXOAMMO CTpPOroe cobntofeHue WH-
CTPYKLMM NO NPYMEHEHUIO Habopa.

10.5. Habop npeAHa3HayeH 41 O4HOKPATHOrO MPUMEHEHNS.
11. TAPAHTUWHBLIE OBA3ATE/IbCTBA

11.1. MNpown3BogmMTeNb rapaHTUPyeT COOTBETCTBME BbIMYCKaeMbIX U3Lenuii TpeboBaHWUAM
HOPMaTVBHOW M TEXHWYECKOI AOKYMEHTaLUN.

BesonacHOCTb 1 Ka4yecTBO U3feNWUsA rapaHTUPYIOTCA B TEYEHME BCEro CPOKa roAHOCTM.

11.2. Mpown3BoauTenb OTBEYAET 3a HEAOCTATKN U3LeNus, 3a UCK/IYeHneM LedeKToB, BO3-
HUKLIWX BCMEACTBME HapyLUeHWs NpaBun Mosib30BaHWS, YCI0BUA TPaHCNOPTUPOBAHWUA U XpaHe-
HWA, NN60 [eNCTBUSA TPETbUX UL, NMOO HeNpeoLONNMOW CUNbI.

11.3. Mpown3BoanTens 0653yeTcs 3a CBOW CYET 3aMeHUTb<U3AeNne, TeEXHUYECKNe N (PYHK-
LIMOHAa/bHble XapaKTepucTUKK (NoTpebuTenbCK1e CBOMCTBA) KOTOPOrO He COOTBETCTBYHOT HOPMa-
TUBHOIN W TEXHUYECKOW JOKYMEHTALMM, eCn YKa3aHW HefoCTaTKN ABUANCH CMEeLCTBMEM CKPbI-

TOro ,El.e(beKTa MaTepnanoB NI HEKAYECTBEHHOIO U3roToBNEHUA N3OENNA NPON3BOAUTENEM.

Mo Bonpocam, Kacawowumcs KadvectBa Habopa «Mycoplasma pncumoniae-lgM-U®A-
BECT», obpallarbca:
B AO «BekTtop-becT» no agpecy: 630117, r. 11oBocnbupck-117, a/a 492.
Ten. (383) 332-92-49, 227-60-30;
Ten./dakc (383), 332-94-47. 332-94-44.
E-mail: plkobtk@vector-hest. ru

HauvanbHuK nabopaTtopum
6aKTepranbHbIX NHDEKLMIA
AO «BekTop-becT» C.A. KpoTtoB

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



JnpeKTop no Npons3BoOACTBY
AO «BekTtop-bect»

;YHON paboTe
nH3apasa Poccum

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

B.K. TkaueB

T.W. Mocnenosa
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Poccus, 630559, HoBocuGupckas 06/1., p N KonbLoBo, HayyHo-npon3BogcTBeHHas 30Ha, kopnyc 36. k. 211, AO «Be>crop-bect»

[na nucem; 630117. r. HoBocnbupck, a/a 492

MACMOPT Ne

Mpuemnas; Ten. (383)-227-60-30.

hakc
(383)-332-94-44

2278-18

Mycoplasma pneumoniae-lgM-W®A-BECT
Habop peareHTOoB 151 UMMYHOhEPMEHTHOTO BbISIB/IEHVA UMMYHOT106Y/IMHOB Knacca M
pneumoniae jy

TY 21.20.23-047-23548172-2018

XpaHuTb npu Temnepatype 2-8*C

TpaHcnopTupoBsaTb npu Temnepartype 2-8°C. [lonyckaetcs

TpaHcnopTupoBaHue npu Temnepatype go 26°C He 6onee 10

CyTOK.

Cocras
MnaHweT pas36bopHbIii ¢ UMMOGUIN30BAHHBIMYN
peKoMBUHaHTHbIMM aHTUreHamu Mycoplasma pneumoniae,
cepus 1

MonoxuTenbHbli KOHTPObHLIA 06pasel,
NHaKTUBUPOBaHHbIN (K+), cepusa 1

OTpuuaTtenbHbllii KOHTPONbHBIN 06pasel,
MHaKTUBMUPOBaHHbI (K-), cepus 1

KoHbloraT, KoHUeHTpaT, cepus 1

PacTBop Ans pa3segeHna koHbtorata (PK), cepusa 1

PacTtBop Ana passegeHns coiBopoTtok (PC), cepus 1

KoHueHTpat dhochaTHO-coneBoro 6ycepHoro pactesopa ¢
TenHom (PCB-Tx25), cepus

PactBop TeTpameTnnbeHanaunna (TMB), cepus 1

CTton-peareHT, cepusa 1

MnaHweT pa3bopHbIii ANA NpefBapuUTENbHOTO pasBefeHns
ncecnepyembix 06pasuos

MneHka AnAa 3aknenBaHua niaHwera

HakoHeuYHukn ans fo3atopos Ha 2-200 MKN

BaHHOuKa ANA peareHToB

TexHunyeckne xapakTepucTukm
CpefiHee 3HauYeHne oNTUYECKOW NIOTHOCTU
oTpULATENIbHOTO KOHTPO/IbHOTO 06pasua, ef. onT. M0TH.,
He 6onee

CpepHee 3HayYeHMe ONTUYECKOI NIOTHOCTU

NOMIOXUTENBLHOTO KOHTPONLHOTO 06pasua, ef. onT. NA0TH.,
He meHee

MokasaTenu NpaBuUNbHOCTY ONpeaeneHus
YyBCTBUTENLHOCTb MO 06pasuam cTaHfapTHON naHenm
npeanpuaTusa, cogepxawmum 1aM k Mycoplasma
pneumoniae, {CM 05-2-255), %

CneyndunyHocTb No o6pasLlam cTaHfapTHON naHenm
npeanpuaTua, He cogepxawmm 1M k Mycoplasma
pneumoniae, {CM 05-2-255), %

ij
H

www.vectof-best.nj
vbobtk@vector-best.ru

ns BepHa

AT MU nenna 2018-07-7/,

Jata Bl

Cpok rogHocTn Habao6ag6./ 2Ll 6417-20

XapakTepucTmka u HoOpMbl
96 NIYHOUHBbI Pa36OPHbIA NONNCTUPONOBLIN
nAaHWeT ¢ Npo3payHbIMU GECLBETHLIMU JlyHKaMu, 1
.

XunpgkocTb kpacHoro ugeta, 1 dhnakoH 0.5 mn

XXngkocTb xentoro useTa, 1 conakoH 1,0 mn

XungkocTb cuHero ugeta, 1 donakoH 1.5 mn

BecuseTHasa xungkoctb, 1 pnakon 13,0 mn

KpacHo-XenToro userta Xunakoctb, 2 dpnakoHa no

13.0 mn

BecuBeTHas XWAKOCTb, A0NYCKAETCA Hanu4ne
He60/1bLIOro ocajka coseil, pacTBopsioLerocs npu
HarpeBaHun, 1 donakoH 28,0 mn

BecuBeTHas UM CBET/I0-XENTOrO LBEeTa XUAKOCTb,
1 chnakoH 13,0 mn

BecuBeTHas xugkocTb. 1 hnakoH 12,0 mn

96-N1YHOYHbIi pa36opHbIii NOMCTUPONOBbIN
nnaHweTe Npo3payHbIMU GeCLBETHbIMK flyHKaMu, 1
wT.

Mpo3payHas 6ecuyseTHas nuUnkas nieHka Ha
6yMaxHOM ocHoBe, 3 wWr.

HakoHeuYHVK1 13 Npo3payvHoro nnactuka, 16 wr.

BaHHOYKa 13 CBET/I0r0 NoNAnCTUpona, 2 LWr.

0,2

0,7

100

10

Pe3-Tbl KOHTpPONA
96 NYHOUHbIV pa36opHbIi
NoSIMCTUPONOBLIV NNAHLWET ¢
npo3payHbiMu GecLBETHbIMU
NyHKamu, 1 wt., (COOTBETCTBYET)

XXngkocTb KpacHoro useta. 1
cdnakoH 0,5 mn, (cooTBeTCTBYET)

XugkocTb xentoro uyseTa, 1
cdnakoH 1,0 mn, (cooTBEeTCTBYET)

JXunpgkocTb cuHero useta, 1
dnakoH 1,5 mn. (cooTBETCTBYET)

BecuBeTHas XnAKoCTb. 1 hnakoH
13,0 mn, (COOTBETCTBYET)

KpacHo-XenToro useTa XuaKocTb.
2 cbnakoxa no 13,0 mn.
(cooTBeTCTBYET)

BecuseTHas XnWAKOCTb, 1 dhnakoH
28,0 mn, (cooTBeTCTBYET)

BecuseTHas, 1 dnakoH 13,0 mn.
(cooTBETCTBYET)

BecuBeTHas XnWAKoCTb, 1 dhnakoH
12,0 mn, (cOOTBETCTBYET)

96-NyHOUHbI pa36opHbIit
NOSINCTVPO/OBbLIA NAaHWeT ¢
npo3payHbIMu 6ecLBeTHbIMU
nyHkamu, 1 wt. (COOTBETCTBYET)

Mpo3pauHas 6ecuBeTHas nunkas
nneHka Ha 6ymaxHoi ocHoBe, 3
WwT., (COOTBETCTBYET)

HakoHeYHWKN U3 NPo3payHoro
nnactuka, 16 wr.,
(cooTBeTCTBYET)

BaHHOuYKa 13 CBETNOrO
nonuctupona, 2 Wwr.,
(cooTBeTCTBYET)

0,009 (cooTBeTCTBYET)

1,98 (cooTBeTCcTBYET)

100 (cooTBeTCTBYET)

100 (cooTBETCTBYET)

B KOMNAeKT nocTaBkn BXOAAT: HAGOP peareHToB, MHCTPYKLMA NO NPUMEHEHNIO, nacnopT.

3aknoyeHue:

HayvanbHuk OBTK B.B. LWAMNPOB

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

MokasaTenun kayecTBa, KOMNIEKTHOCTb, yNakoBka 1 MapkupoBka COOTBETCTBYIOT Tpe60BaHNAM
TY 21.20.23-047-23548172-2018



Poccus, 630559, HoBocnbupckas o6n., p.n. KonbLoso, HayuHo-nponssoacTBeHHas 30Ha, kopnyc 36, k. 211, AO «BekTop-becT»
Mpuemnasn: Ten. (383)-227-60-30, hakc www.vector-best.m

ns nucem: 630117, r. HoBocubupck, a/a 492
A P (383)-332-94-44 vbobtk@vector-best.ru

MACMOPT Ne 2279-18

Mycoplasma pneumoniae-lgM -W O A-BECT I/Iﬂ eevna

Ha6op peareHTOoB /15 UMM/HO epMeHTHOTO BbIAB/IEHUSA UMMYHOT106y/IMHOB Hnacca MuHycopbBTB i\
pneumoniae X

TY 21.20.23-047-23548172-2018

XpaHutb Npu Temnepartype 2-8X

_an
TpaHcnopTupoBaTb Npu Temnepartype r-e~C. [lonyckaertcs [laTa Bblgay
TpaHcnopTMpoBaHue npu Temnepatype go 26°C He 6onee 10
CyTOK. Cpok rogHocT Habopos o 2019-07-20
Cocras XapaKTepUCTUKA U HOPMbI Pes-Tbl KOHTpONSA
MnaHweT pa3bopHblii ¢ UMMOGUIN30BAHHLIMI 96 NYHOUHbIV pa3GopHbIi MONNCTUPONOBBIN 96 NYHOUHbIW Pa36opHbIii
pekoMBUHaHTHbIMK aHTUreHamn Mycoplasma pneumoniae, nnaHweTe Npo3payHbIMU 6eCLBETHbIMK TyHkamu, 1 NoNNCTUPOIOBLIN NAAHWET ¢
cepus 2 . npo3payHbIMy 6eCLBETHLIMM
NyHKamu, 1 WT., (COOTBETCTBYET)
MonoXuUTeNbHbI KOHTPO/bHLIV 06pasell, XugkocTb kpacHoro useta, 1 dnakoH 0,5 mn XXnpkocTb KpacHoro ugeta, 1
MHaKTUBMPOBaHHbI (KT), cepua 2 ¢nakoH 0,5 mn, (cooTBeTCTBYET)
OTpuuaTeNibHbIA KOHTPONBLHBI 06pasel, XupakocTb xentoro uyseta, 1 dnakon 1,0 mn XXunpkocTtb xentoro useta, 1
MHaKTUBMPOBaHHbIN (K-), cepus 2 cthnakoH 1,0 mn, (cooTBETCTBYET)
KoHblorar, KoHLeHTpar, cepusi 2 XunakocTb cuHero useta, 1 dpnakoH 1,5 mn XunakocTb cuHero ugeta, i
dnakoH 1,5 mn, (cooTBeTCTBYET)
PacTBop ANns passefeHus Konblorata (PK), cepusa 2 BecuseTHas xunakocTb. 1 dnakon 13,0 mn BecuseTHas XnaKoctb. 1 dhnakoH
13,0 mn, (cooTBETCTBYET)
PacTtBop A1s passefeHus cbiBopoTok (PC), cepus 2 KpacHo-xenToro uBeTa XugKocTb. 2 haiakoHa no KpacHO-XenToro uBeTa XuakoCTb,
13.0 mn 2 cbnakoxa no 13,0 mn,
(cooTBeTCTBYET)
KoHueHTpat thocthaTHo-coneBoro 6ycepHoro pactsopa ¢ BecuBeTHas XUAKOCTb, AONYyCKAETCA Hanuume BecuBeTHas xuakocTb, 1 chnakoH
TBUHOM (PCB-Tx25), cepus 2 HeB60/MbLIOro 0cafKka coneii, pacteopsioLieroca npu 28,0 mn, (cooTBETCTBYET)
HarpesaHuu, 1 donakoH 28,0 mn
PacTtBop TeTpameTun6ersuguHa {TMB}, cepus 2 BecyBseTHas UM CBETN0-KENTOro LBeTa XNAKOCTb. BecugeTHas, 1 dnakoH 13,0 mn,
1 cpnakon 13,0 mn (cooTBeETCTBYET)
Cron-peareHT, cepus 2 becuBeTHas XUaKocTb, 1 dpnakoH 12,0 mn BecuBeTHas XnakocTb, 1 hnakoH

12,0 mn, (cooTBETCTBYET)

MnaHweT pa36opHbIii AN NpeABapuTeIbHOro passefeHns 96-NyHOUHbI Pa36OPHbIA NONNCTUPOIOBLINA 96-NyHOUHbI pa36opHbIii
uccnegyembix o6pasuos nnaHLWeT ¢ NPo3payHbIMU GeCLBETHLIMU NyHKamm, 1 NoMMCTUPONOBbLIV NAaHWeT ¢
LT, npo3payHbiMn 6ecLBETHbIMU

nyHkamu, 1 wr. (cooTBeTCcTBYET)

MneHka AnA 3aknenBaHUs NnaHweTa MpospayHas 6ecyBeTHas NUNkas NaeHka Ha MpospayHas 6ecuseTHasa nunkas
6yMarHOI ocHoBe, 3 WT. nneHka Ha 6ymaxHoii ocHose, 3
WwT., (COOTBETCTBYET)

HakoHeuHuKkn Ans f03aTopoB Ha 2-200 Mkn HaKoHeuYHMKM U3 NPO3PaYHOro NnacTuka, 16 wr. HaKOHeuYHMKN 13 NPO3payHoro
nnacTtuka, 16 wr.,
(cooTBeTcTBYET)

BaHHouka 415 peareHTos BaHHOuKa 13 CBET/I0TO NOMNCTMPONA. 2 LT, BaHHOuKa 13 CBET/NOTO
nonucTupona, 2 Wr.,
(cooTBETCTBYET)

TexHU4Yeckue xapakTepucTrkm

CpefHee 3HaueHVe ONTUYECKON MIOTHOCTM 0,2 0,015 (cooTBETCTBYET)

0TpULATENIbHOMO KOHTPOJIbHOTO 06pasya, ef. onT. NIoTH.,

He 6onee

CpefHee 3HaueHve oNnTUYECKO NIOTHOCTH 0.7 1,86 (cooTBETCTBYET)

NONOXMTENBHOTO KOHTPOJILHOTO 06pasua, ef. onT. N/oTH.,

He MeHee

Moka3aTenu NpaBuUbHOCTU OonpegeneHus
YyBCTBUTENLHOCTL NO 06pasuam cTaHAapTHON naHenu 100 100 (cooTBETCTBYET)
npeanpusaTus, cogepxawum IgM k Mycoplasma
pneumoniae, (CMNMN 05-2-255), %
CneyundunyHocTb No o6pasyam cTaHAapTHOW naHenu 100 100 (cooTBeTCTBYET)
npeanpusaTus, He cogepxatum igM k Mycoplasma
pneumoniae, (CMM 05-2-265), % !

B KkOMNeKkT nocTaBkn BXOAAT: Ha6op pearekToB, MHCTPYKLMA NO NPUMEHEHUIO, nacnopT.
3aknoueHne: [okasaTenu kayecTBa, KOMMIEKTHOCTb, yNakoBka W MapkupoBka COOTBETCTBYIOT Tpe6OBaHNAM
TY 21.20.23-047-23548172-2018

HavanbHuk OBTK BB LWAMNPOB

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



Poccus, 630559, HoBocmbupckas o61., p.n. KonbLoBo, HayuyHo-Npou3BoACTBEHHAsA 30Ha, Kopnyc 36, K.

Ona nucem: 630117, r. HosBocubupck, a/a492

MpuemHas: Tten. (383)-227-60-30,
dhakc (383)-332-9444

211, AO «Bekrtop-Bect»

www.vector-best.ru
vbobtk@vector-best.ru

MACMOPT Nb 2280-18 s t8§rr A~ "N-CL-
Mycoplasma pneumoniae-IlgM -W O A-BECT
Habop peareHTOB /19 UMMYHOPEPMEHTHOIO BbIAB/IEHNA UMMYHOT/100yNIMHOB Knacca M jt*ycoptesma
pneumoniae i
TY 21.20.23-047-23548172-2018
XpaHuTb npu Temnepartype 2-8°C
. M=><[ UM

TpaHcnopTupoBaTb npu Temnepatype 2-8°C. lonyckaeTtcs Jata Bbiga-N n iinoinibro! -20

TpaHcnopTupoBaHue npu temnepartype o 26°C He 6onee 10
CYTOK.

Cocras
MnaHweT pasbopHblii C UMMOGWUIN30BAHHBIMU
peKoM6UHAaHTHbIMW aHTUreHamn Mycoplasma pneumoniae.
cepua 3

MonoXUTeNnbHbIA KOHTPONbHbLI 06pasel,.
NHakTuBmMpoBaHHsblii (K-b), cepusa 3

OTpuuaTtenbHblii KOHTPONBHLIA 06pasel,.
WHaKTUBMpPOBaHHbIA (K-), cepua 3

Konblorat, cepus 3

PacTtBop Ans pa3sefeHus coiBopoTtok (PC), cepusa 3

KoHueHTpaT dhocdaTHo-coneBoro 6ycepHoro pactesopa ¢
TBUHOM (PCB-Tx25), cepusa 3

PacTtBop TeTpameTun6ensngnra (TMB), cepus 3

Cron-peareHT, cepus 3

MnaHweT pa3bopHbIil AN NpefBapuTe/IbHOTO pa3BejeHuns
nccnepyembix o6pasyos

MneHka AnAa 3aknevBaHua naadHwerta

HakoHeuHuKn ansa gos3atopos Ha 2-200 Mkn

BaHHOuUka gnA peareHToB

TexHuyeckne xapakTepucTuku
CpefiHee 3HaYeHMe ONTUYECKO NAOTHOCTH
oTpuLaTenbHOro KOHTPobHOro o6pasua, es. onT. NAOTH.,
He 6onee
CpepiHee 3HayeHue onTUYEeCcKol NNOTHOCTKH
NONIOXWUTENbHOTO KOHTPO/IbHOTO 06pasua, e4. onT. NIOTH..
He MeHee

MokasaTtenu npaBUAbLHOCTN OnNpefeneHus
YyBCTBUTE/ILHOCTb MO 06pa3syaM cTaH4apTHOW naHenu
npeanpuaTtus, cogepxatwmm 1aM k Mycoplasma
pneumoniae, (CIMM 05-2-255). %

CneundnyHocTb No o6pasyam CTaHAapTHOW naHenn
npeanpuATua, He cogepxawum 1aM k Mycoplasma
pneumoniae, (CIM 05-2-255). %

B KOMMNeKT nocTaBKN BXOAAT:
MokasaTenun kayecTsa, KOMNAEKTHOCTb, yNakoBka U MapKkMupoBka COOTBETCTBYOT Tpe6oBaHUAM
TY 21.20.23-047-23548172-2018

3aknwoyeHue;

HavanbHuk OBTK B.B. WWAMNPOB

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

Cpok rogHocTn Habopos o 2019-07-20

XapakTepuctmka v HoOpMbl
96 NYHOYHbI pa36opHbIi NOANCTUPONOBLIN
nnaHweT ¢ NPo3payHbiMu 6ecuyBeTHbIMU yHKaMu, 1
wr.

XwnpkocTb kpacHoro useta. 1 dnakoH 0,5 mn

XunakocTb xenToro useta, 1 dnakoH 1,0 mn

XwnpkocTb cBepno-cuHero useta, 1 dpnakoH 13,0 mn

KpacHo-XenToro yseta XUAKOCTb, 2 haiakoHa no

13,0 mn

becuBeTHas XUAKOCTb, fONycKkaeTcs Hanuune
He60NbLIOro ocajka conei, pacTBopstoLWerocs npu
HarpeBaHuu, 1 onakoH 28,0 mn

BecuBeTHas WAN CBET/IO-XENTOrO LBeTa XUAKOCTb.
1 dhnakoH 13,0 mn
BecuBeTHas xunakocTb. 1 dpnakod 12,0 mn

96-NYHOUYHbI pa3GopHbI NONCTUPONOBbLI
nnaHweT ¢ Npo3payHbIMy 6eclyBeTHBIMU lyHKamMu, 1
wr.

npo3pavyHas 6ecuBeTHasa nunkasa naeHka Ha
6yMaxKHO ocHoBe. 3 LWT.

HakoHe4YHMKM M3 Npo3payHoro nnactuka, 16 wr.

BaHHOYKa 13 CBETN0r0 NoAUCTUpPONa, 2 Wr.

0.2

0.7

100

100

Pe3-Tbl KOHTPONA
96 NYHOUYHbIN pa3bopHbIii
MOMMCTMPO/IOBLIV NNaHLWeT ¢
npo3payHbiMi 6eCLBETHLIMU
nyHkamu. 1 wt.. (COOTBETCTBYET)

XwnakocTb KpacHoro yseta. 1
tnakoH 0,5 mn, (cooTBeTCcTBYET)

XXunpgkocTb xentoro useta. 1
tnakoH 1,0 mn, (cooTBeTCTBYET)

XunpkocTb CBETN0-CHHETO LBeTa.
1 dpnakoH 13,0 mn,
(cooTBeTcTBYET)

KpacHo-XenToro uBeta XWAKOCTb.
2 chnakoHa no 13.0 mn,
(cooTBeTCTBYET)

BecuBeTHasa XnakocTb. 1 dynakoH
28,0 mn. (cooTBETCTBYET)

BecuseTHas, 1 dpnakoH 13.0 mn.
(cooTBETCTBYET)

BecuBeTHas xuakocTb. 1 hnakoH
12,0 mn, (cooTBeTCTBYET)

96-NYHOUHbI pa36opHbIii
NoNNCTUPONOBLIA NNaHwWweTe
npo3payHbiMu 6ecuyBeTHbIMN
nyHkamu, 1 wT. (COOTBETCTBYET)

Mpo3payHas 6ecuyBeTHas nunkas
nfieHka Ha 6ymaxHoil ocHoBe. 3
wT.. (COOTBETCTBYET)

HakoHeYHWKN 13 Npo3pavyHoro
nnacrtuka. 16 wr..
(cooTBETCTBYET)

BaHHOuKa 13 CBET/IOTO
nonucTupona. 2 wr.,
(cooTBETCTBYET)

0.018 (cooTBeTCTBYET)

1.85 (cooTBETCTBYET)

100 (cooTBeTCTBYET)

100 (cooTBeTCTBYET)

Ha6op peareHToB, MHCTPYKLMUS MO MPUMEHEHUIO, NacnopT.
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Mycoplasma pneumoniae-tgM -U S A-BECT
Habop peareHTOB A1 UMMYyHO(EPMEHTHOrO BbISAB/IEHNS UMMYHOrNo6ynnHos kKnacca Md”~~op”sma

TY 21.20.23-047-23548172-2018

XpaHuTb Nnpu Temnepatype 2-8'C

TpaHcnopTuposaTb npu Temnepartype 2-8°C. [lonyckaeTtcs
TpaHcmopTupoBaHue Npu TemnepaTtype 40 26 X He 6onee 10

CyTOK.

CocTaB
MnaHweT pa36opHbIi ¢ UMMOGUIN30BAHHLIMY

pPeKoMOUHAaHTHbIMU aHTUreHamMmun Mycoplasma pneumoniae,

cepuna 4

MoN0XUTENbHbI KOHTPO/IbHBI 06pasel,
MHaKTUBMPOBaHHbIA (K+), cepus 4

OTpuuaTenbHbIi KOHTPONbHbLIA 06pasel,
NHaKTUBMpPOBaHHBI (K-). cepus 4

KoHblorar, cepus 4

PacTteop gnsa pa3segeHns coiBopoTtok (PC), cepus 4

KoHueHTpaT hochaTHo-coneBoro 6ydepHoro pactsopa ¢

TBUHOM (®CB-Tx25), cepus 4

PacTtBop TeTpameTunbeHsnguHa (TMB). cepus 4

Crton-peareHT, cepusa 4

MnaHweT pa3bopHbIi ANa npefBapuTeNbHOrO passefeHus

nccnegyembix o6pasyos

MneHka gna 3aknenBaHnsa nnadwera

HakoHeuyHuKu gns fo3atopos Ha 2-200 mkn

BaHHOYKa A5 peareHToB

TexXHUYEeCKne xapaKTepuUCTUKN
CpejHee 3Ha4YeHne onTNYeCcKoi NNOTHOCTM

OTPULATENBHOTO KOHTPO/IbHOMO 06pasya, ef. onT. MoTH,,

He 6onee

CpefiHee 3HayeHune ONTWYECKOW NIOTHOCTH

NONOXNTENIbHOIO KOHTPOIbHOTo o6pasua, ef. onT. NA0TH.,

He meHee

MokasaTenn NpaBUILHOCTU onpefeneHns

YyBCTBUTENBLHOCTbL MO 06pa3yam cTaHfapTHON naHenun

npeanpuaTua, cogepxawmnm 1M k Mycoplasma
pneumoniae, (CAMN 05-2-255). %

CneuundgunyHocTb No o6pasyam cTaHfapTHOW naHenu

npeanpuaTua, He cogepxauwmm 1M Kk Mycoplasma
pneumoniae, (CMNM 05-2-255), %

pneumoniae i
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Cpok rogHoctn Habopos go ~19-07-20

XapakTepucTnka v HopMbl
96 NYHOYHbI pa36opHbIi NOANCTUPONOBLI
nAaHWeT ¢ NPo3payHbIMN GECLBETHLIMU lyHKamu, 1
wr.

XXwnpkocTb kpacHoro useta. 1 dnakoH 0,5 mn

XXnpakocTb xentoro useta. 1 dnakoH 1.0 mn

XwnpkocTb cBepno-cuHero ueeta. 1 onakoH 13,0 mn

KpacHo-xenToro yseta >»J]KocTb, 2 h1akoHa no

13,0 mn

BecuBeTHas XUAKOCTb, AoNyCcKaeTcs Hanuune
He6O0NbLIOro ocagka conei, pacTeopstoLwerocs npu
HarpesaHuun. 1 pnakoH 28,0 mn

BecuBeTHas UMM CBETNI0-XENTOrO LBeTa XUAKOCTb.
1 dnakoH 13,0 mn

BecuyBeTHasa Xunakoctb, 1 pnakoH 12,0 mn

96-NYHOUHbI pa36GopHbLI NONNCTUPONOBBIA
naaHwWeT ¢ NPo3payHbIMN 6eCLBETHLIMU yHKamMu. 1
wr.

Mpo3payHas GecuyBeTHas nUNkas naeHka Ha
6ymMaXKHO ocHoBe. 3 wWT.

HakoHeYHUKN U3 npo3payvyHoro naacTtuka, 16 wr.

BaHHOYKa 13 CBET/N0r0 NOANCTUPOIA. 2 WT.

0.2

0,7

100

Pe3-Tbl KOHTpONA
96 NYHOUHbIV pa3bopHbIii
NONMCTUPONOBLI/ NNaHWeT ¢
npo3payHbiMy 6eclyBeTHbIMY
nyHkamu, 1 WwT.. (COOTBETCTBYET)

XugkocTb KpacHoro useta, 1
¢ nakoH 0.5 mn. (cooTBeTCTBYET)

XXupkocte x«nToro yseta. 1
dnakoH 1,0 mn, (cooTBeTCTBYET)

XXunpkocTb CBETNO-CUHETO LiBETA.
1 chbnakoH 13.0 mn.
(cooTBeTCTBYET)

KpacHo-XenToro useTa XUAKOCTb,
2 dhnakoHa no 13,0 mn,
(cooTBeTCTBYET)

BecuyBeTHasa XunakocTb, 1 dhnakoH
28,0 mn, (cooTBETCTBYET)

BecugeTHas. 1 dnakoH 13,0 mn,
(cooTBeTcTBYET)

BecuyseTHasa XxuakocTb, 1 hnakoH
12,0 mn, (cooTBETCTBYET)

96-NyHOUYHbI pa36bopHbIi
NoNUCTUPONOBLIA NNaHwWweT ¢
npo3payHbIMu GeclBeTHbIMU
nyHkamu, 1 wT. (COOoTBETCTBYET)

Mpo3payHas G6ecuBeTHas nunkas
nneHka Ha 6ymaxHoii ocHoBe, 3
wT., (cooTBETCTBYET)

HakoHe4YHWKN M3 Npo3payHoro
nnacTtuka, 16 wr..
(cooTBeTCTBYET)

BaHHOYKa 13 CBET/I0M0
nonucTupona, 2 wWr..
(cooTBeTCTBYET)

0,018 (cooTBeTCTBYET)

1,85 (cooTBeTCTBYET)

100 (cooTBeTCTBYET)

100 (cooTBETCTBYET)

B KOMMAEKT rnocTaBKu BXOOAT: Ha60p peareHToB, MHCTPYKUMA MO NMPUMEHEHUIO, NacnopT.
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B.B. WAMNPOB

Moka3aTenn KayecTBa, KOMMIEKTHOCTb, YaKoBKa 1 MapKUpOBKa COOTBETCTBYIOT Tpe603avaM
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