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«YTBEPXOEHA»
Mpuka3s PocsapasHaasopa N2 480-Mp/10 oT oT 28 sHBaps 2010 r.
KPO N¢ 72264 ot 15.10.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENTEHUA IgG AHTUTEN
K AHTUFTEHAM MYCOPLASMA SPP. B CbIBOPOTKE (NMJ1IA3ME)

KPOBWU «Mycoplasma IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop «Mycoplasma IgG-UDA» npepgHa3HayeH ANd  KayYeCTBEHHOro
onpeaeneHns KoHueHTpauum IgG aHTUTen K aHTureHam Mycoplasma spp. B CbIBOpOTKE
(nna3me) KpoBM MeToAOM TBEPAOMDA3HOr0 MMMYHOMEPMEHTHOIO aHanusa.

1.2. Mukonna3smbl (Mycoplasma) ABns0TCA OTAENbHbBIM KNACCOM MUKPOOPraHU3MOB.
MN3-3a ocobeHHocTel MeTabonvaMa MWMKOMIasMbl He pacTyT WAW KpaihHe MeANIeHHO
pacTyT Ha CTaHAapTHbIX cpeAax, UCMosib3yeMbix B 6akTepnoniornyeckmx naboparopumsax;
3TO TpebyeT NpMMeHeHNst CEPONIOrMYeCcKMX METOA0B A ANAarHOCTUKK. B npakTuyeckom
MeAMUMHE OCHOBHYIO posib UrpatoT Buabl Mycoplasma hominis, Mycoplasma genitalium,
Mycoplasma pneumoniae. Bce 3T BuAbl HecyT obliMe aHTUreHHble AeTepMUHaHTbI;
KpOMe TOro, 3HauuTesNbHbIV NepekpecT HabntoaaeTcs ¢ poAcTBeHHbIM BuagomM Ureaplasma
urealyticum. Mycoplasma pneumoniae BbI3biBa€T MHEBMOHWUIO, TPaxeobpoOHXUT u
6ynnesHbln MEHUHIUT. OCTasibHble MUKOMa3Mbl MOTYT BbI3blBaTb OCTPblE N XPOHUYECKMe
BOCManuTenbHble 3aboneBaHMsi MOYENOIOBOro TpakTa U 6biTb MPUUMHON MYXCKOro 1
XeHckoro 6ecnnoaus.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgG aHTMTENn K aHTureHam Mycoplasma spp. OCHOBaHO
Ha WCMONb30BaHUM  «CIHABUY»-BapuaHTa TBepAodasHoro WMMyHOMEpMEHTHOro
aHanusa. Ha BHYTpeHHel MOBEepPXHOCTU JIYHOK NAaHweTa MMMOOUNIM30BaH aHTUreH —
Mycoplasma. AHTMTena u3 obpasua CBA3bIBAOTCA C aHTUIeHOM Ha MOBEPXHOCTU
NyHKn. O6paszoBaBIMNCA KOMMAEKC BbISBASIOT C MOMOLWbIO KOHbBbIOraTta MbIWWHbBIX
MOHOKJ/IOHaNbHbIX aHTUTen Kk IgG uenoBeka C MepokcMaason xpeHa. B pesynbraTte
obpa3yeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKalunii nepokcnaasy. Bo spems
MHKybaumm C pactBopoM cybcTpaTta TeTpametunbeHsuamHa (TMB) npoucxoauTt
OKpallMBaHMe pacTBOPOB B SlyHKaxX. VIHTEHCMBHOCTb OKPACKM MpsIMO NMponopLUuoHanbHa
KOHUeHTpauun cneunduryecknx IgG aHTUTENn K aHTureHam Mycoplasma spp.
KoHueHTpauusa IgG aHTuUTen Kk aHTureHam Mycoplasma spp. B uccneayembix obpasuax
paccunTbiBaeTcs No popMyne, NpUMBEAEHHON B MHCTPYKLUNU.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHN

3.1. CneundUUYHOCTb. ICNoNb30BaHNE BbICOKOOYMLLEHHOIO NpenapaTa no3soaseT
AOCTUYb BbICOKOM CreumdunyHOCTM aHanmaa.

3.2. Bocnpon3BoAMMOCTb.

KoaddununeHT Bapraumm pesynbtaToB onpeaeneHus cogepxaHus IgG aHTtuten K
aHTMreHam Mycoplasma spp. B 04HOM 1 TOM Xe obpa3sLe CbiBOPOTKK (Nna3Mbl) KPOBU C
ncnonb3osaHmeM Habopa «Mycoplasma IgG-N®A» He npesbiwaeT 8,0%.
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K106I

5. MEPbI MPEAOCTOPOXHOCTU

5.1. MoTeHUManbHbIN puck NnpumMmeHeHus Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a mnckiw4deHneM crton-peareHTta (5,0% pacTtBop
CEpPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLEHTPaUNSAX SABASOTCS HETOKCUYHbIMM.

PactBop cepHoW kucnoTbl obnagjaeT pasapaxalowum - genctsmeM.  U3beratb
pa3bpbi3rnBaHns 1 NOMaAaHMs Ha KOXY U cnnsncTble. MNpu nonagaHnm Ha KOXY U CIM3NCTble
NMOpaxeHHbI y4acToK crieayeT NpPoMbITb 60MbLIMM KOIMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu paboTte c Habopom cneayet cobnoaaTtb «lpaBuia yCTpPONCTBa, TEXHUKMN
6e30macHoOCTN, MPOM3BOACTBEHHOW CaHWUTapuK, MPOTUMBO3MUAEMUYECKOro pexuMma u
NINYHOW rurneHbl npu paboTte B nabopatopusax (OTAENEHWUsIX, OTAeNnax) CaHUTapHO-
3MUAEMMNONIOTNYECKUX YUPEXAEHNI cUCTEMbl MUHUCTepCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneanyeT HajeBaTb OA4HOPA30Bble PE3NHOBbIE WM
NaacTUKOBble Mep4yaTku, Tak Kak obpasubl KpoBM 4enoBeka cneayeT paccMaTpuBaTb
KaK MnoTeHUManbHO WHMUUUPOBAHHbLIN MaTepuan, CnocobHbIn ANUTENbHOE BpeMs
COXpaHsaTb M nepepasaTb BWY, Bupyc rematuta unu nwoboin apyrovi Bo3byauTenb
BUPYCHOM UHpEKLNN.

6. OBOPYJOBAHUE U MATEPUAIJIbI,
HEOBXOAWUMBLIE NMPU PABOTE C HABOPOM
- QoToMeTp BEepTUKaNbHOr0 CKAHWPOBAHWSA, MO3BOSAOLWMIA NU3MEPATb ONTUYECKYHO
MAOTHOCTb COAEPXXUMOr0O JIYHOK MJaHLWeTa Npu AnvHe BoSHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHEYHWKaMK, Mo3BonswWne oTbupatb 06BLEMBI
B AMana3oHe 25-250 mMkn;
- UMAMHAP MEepHbI BMECTUMOCTbio 500 mn;
- BOJa AUCTUANIMPOBaHHas;
- nepyaTku pe3nHOBble UK NIACTUKOBbIE;
- bymara dunbTpoBasnbHas.

7. NOAroToBKA PEATEHTOB AJi1 AHAJIU3A

7.1. MNepepn npoBefeHMEM aHann3a KOMMoHeHTbl Habopa u nccnegyemblie obpasupl
CbIBOPOTKM (NMnasMbl) KpOBM CcrnefyeT BblAepXaTb MPU KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortoBneHve njaaHwWeTa.

BCKpbITb MakeT C NAaHLWWEeTOM U YyCTaHOBUTb Ha paMKy HeobxoauMmoe KOIM4ecTBO
ctpunoB. OcCTaBlWMECH  HEUCMNOSIb30BaHHbIMWM  CTPUMbl,  4TObObl  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX BNaru, TwWaTenbHO 3aknenTb byMaroin ana 3aknemBaHusl niaHweTa
M XpaHWUTb NMpun TemnepaType +2...+8 °C B TedeHMe BCEro cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHNne OTMbIBOYHOIO pacTrBopa.

Coaepxumoe hnakoHa C KOHLLEHTPAaTOM OTMbIBOYHOIO pactBopa (22 M), nepeHecTn
B MEPHbIN uUMAMHAp BMecTuMocTbio 500 mn, pobaButb 440 MA AUCTUANIMPOBAHHOM
BOAbl M TLWATeNbHO NepeMewartb. B cnyyae gpobHoro ncnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOEe KONMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBOpa M pa3BecTu
ANCTUNIMPOBaHHOM Bodon B 21 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOrO pactesopa + 20 mn
OVCTUNIMPOBAHHONM BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJIYATALUUN HABOPA

8.1. Habop peareHToB «Mycoplasma IgG-UDA» pfonxeH XpaHUTbCS B YyMakoBKe
npeanpusaTUa-n3roToeuTens npu Temnepatype +2..+8 °C B TeyeHMe BCero cpoka
rOAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopa)xuBaHue uenoro Habopa.

8.2. Habop paccuuTaH Ha mMpoBeAeHue aHanusa B aybnukatax 45 vccneayembix
obpasuoB, 1 KanMBpOBOYHbLIX MpPo6 M 2 Npobbl KOHTPOSIbLHOW CbIBOPOTKM (BCEro
96 onpeaeneHun).

8.3. B cnyyae apobHoro mcnonb3oBaHns Habopa KOMMOHEHTbI CnefyeT XpaHuTb
cneaywowmm obpasom:

-  OCTaBLUMECS HEeWCrnosb30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb
bymaror pna  3aknevMBaHus NaHWweTa W XpaHWTb NpW  TemnepaType
+2...+8 °CB TeuyeHue Bcero cpoka rogHoctu Habopa;

-  WN®A-bydep, KoHblOraT, cybcTpaT, CTomn-peareHT nocne BCKpbITUS (1aKOHOB
cnepyeT XpaHuTb nNpu Temnepatype +2...+8 °C B TeuyeHne BCcero cpoka ro4HoCTm
Habopa;

- KanmbpoBouYHble NPO6bl N KOHTPOJIbHYHO CbIBOPOTKY MOC/E BCKPbITUSA (h1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 Mecsues;

-  OCTaBLUMINCA HEUCMOSIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cleayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHWe BCEro cpoka roAHOCTU
Habopa;

—  MNPWroTOB/IEHHbIA OTMbIBOYHbIN pacTBOp C/lleAyeT XpaHWUTb MPU KOMHAaTHOW
Temnepatype (+2...4+48 °C) He 6onee 5 cyTok unu npu temnepatype +2...+8 °C
He 6onee 30 cyToOK;

MpumMeyaHue. Mocne MCNOAb30BaHMS peareHTa HeEMeA/IeHHO 3aKpblBalTe KPbILWKY

dnakoHa. 3akpbiBaniTe Kaxabli NakoH CBOEN KPbILLKOW.

8.4. ina nposeAeHna aHanus3a He creayeT MCMNoJfib30BaTb FEMOSIU3NPOBAHHYIO,
MYTHYO CbIBOPOTKY (M1a3My) KpOBM, @ TakxKe CbIBOPOTKY (Ma1a3My) KpOBM, coaepiKallyto
a3ua HaTpusa. Ecnn aHanns npon3soanTCcs He B AeHb B3STUS KPOBW, CbIBOPOTKY (Na3my)
cnefyeT XpaHuTb npu Temnepatype -20 °C. NoBTOpHOe 3aMOpaxuBaHue-oTTamBaHue
06pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBM HE AOMycKaeTcs.

8.5. VckntoyaeTcs mMcnonb3oBaHue Ans aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmebl)
KPOBW NIOAEN, MOMyYaBLIMX B Lensx AMarHoCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILWMHbIE aHTUTeNa.

8.6. Mpn wucnonb3oBaHun Habopa Ana npoBeAeHUs HECKONbKUX He3aBUCUMbIX
cepuin aHanuM30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBMCMMOro onpeaeneHms
HeobxoAMMO  MOCTpPOEHMe HOBOro KanuMbpoBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCa onpeaeneHne KoHueHTpauum IgG aHTuTen K aHTureHam Mycoplasma
Spp. B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [ins nony4vyeHuns HaAeXHbIX pe3ynbTaToB HeobxoauMo cTporoe cobntogeHune
WNHCcTpykumMn no npumeHenmto Habopa.
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Ecnn 3HauveHue K nexut B mHTepBane ot 1.1 go «BToporo cut-off», sTo moxeTt
CBMAETeNbLCTBOBaTbL /MO0 O HayanbHOM nepuofe MNepBUYHON UKHPeKkuun, nmbo
06 WH@eKuun, nepeHeceHHOW paHee. YTO6bI MNPOSCHUTHL CUTyauuto, Heobxoammo
nccnepoBaTb NOBTOPHble 06pasubl KPOBM TOrO XXe NaumeHTa, B3ATble Yepe3 HECKOIbKO
Hepenb. HapactaHve TuTpa B MOBTOPHOM oObpasue CBUMAETENbCTBYET O HaaMuuu
nHdekumn. Ecnm xxe TUTp He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBMWN aKTUBHOWN
MHGbEKUMN 1 06 aHaMHECTUYECKOM XapaKTepe aHTUTen.

Wccnepyemas EanHunubl, K
rpynna HwxHui npeaen | BepxHuit npeaen
CepoHeraTtuBHble <0.1 0.9
HOBOPOXAEHHbIE* <0.1 1.3
Ao 8 mecsues* <0.1 2.6
8 mMecaueB - 3 roga <0.1 2.1

*MaTepMHCKMe aHTuTena
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Mo BonpocamM, kacatowmnmcs kayectsa Habopa «Mycoplasma IgG-UDA >,
cneayet obpawatbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/a 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasibHbIN)

3NEeKTpPOHHas noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cny»x6bl knueHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. . C. KoCcTpukuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgG ANTIBODIES TO MYCOPLASMA
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to Mycoplasma in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to Mycoplasma in blood serum
or plasma. For possibility of use with other sample types, please, refer to Application
Notes (on request). The kit contains reagents sufficient for 96 determinations and
allows to analyze 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Mycoplasma represent a separate class of microorganisms. Unique metabolic
properties of Mycoplasmae determine their poor growth on standard microbiological
media and require the application of serological methods in diagnostics.

Among large variety of speciei, M.hominis, M.genitalium, M.pneumoniae and
closely immunologically related Ureaplasma urealiticum, play the most considerable
role in medical practice. All these microorganism share common antigenic epitopes.

M.pneumoniae causes pneumonia, bronchitis and bullous meningitis; other
mycoplasmae can cause acute or chronic pelvic inflammations and may contribute to
male and female infertility.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by the antigen. Antibodies from the
specimen bind coated antigen on the microwell surface. Unbound material is removed
by washing procedure. Second antibodies directed towards species specific Ig, labelled
with peroxidase enzyme, are then added into the microwells. After subsequent
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related to the
quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2. This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.
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4.4. Avoid contact with stop solution containing 5,0% H2S04. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from
XEMA Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2.

5.3.

Equipment and material required but not provided

Distilled or deionized water;
Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;
Calibrated micropipettes with variable volume, range volume 25-250 ul;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Storage and stability of the Kit

Store the whole kit at +2...48 °C upon receipt until the expiration date.

Afte

r opening the pouch keep unused microtiter wells TIGHTLY SEALED BY

ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

This

hemolyti

6. SPECIMEN COLLECTION AND STORAGE

kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
ic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2..8 °C before testing. For

a longer
thawing

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation
- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+25 °C) before use.
- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.
- Itis recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.
- Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.
7.2. Procedural Note:
It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.
7.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.
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7.5. Sample processing

blood Grossly hemolytic, lipemic, 25 pl of 100 1
serum or | or turbid samples should be sample +
plasma | avoided and should be treated 500 pl of
by centrifugation before diluent
testing.

8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and
if all other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

Some laboratories, based on their population studies, set up a second cutoff, which
stands between anamnestic ('normal') IgG antibody level and 'high' IgG antibody level
characteristic of reactivation or late period of primary infection. Recommended values
for this second cut-off for two age groups (8 months - 3 year, > 3 years) are presented
in the table below.
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range
for Mycoplasma IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Sex, age Units, K
Lower limit Upper limit
Seronegative <0.1 0.9
Seropositive > 3 years 1.1 3.9
newborn* <0.1 1.3
under 8 months* <0.1 2.6
8 months - 3 years <0.1 2.1

*antibodies of maternal origin
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