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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbliit LK)
BKO — BHYTPEHHWI KOHTPO/IbHbIN 0bpasel,
AHK — Ae30KCUPUBOHYKAEMHOBAs KMCO0Ta
[OHKa3za — Ae30KcnpnboHyKeasa

AHT® — Ie30KcUpunboHyKkneotTnaTpupochatsbl
NnK — NONOXKUTENbHbIA KOHTPO/Ib

K- — oTpuuaTesbHbl KoHTpob MLP

OKO — OTPULLATEIbHBIN KOHTPOJIbHBIN 06paseL, IKCTpaKLuum
MNLupP — NosiMmepasHaa LenHaa peakuua

Py — perucTpauyoHHoe yaoCcToBepeHne
TY — TeXHUYecKkue ycnosus

yar — ypauun-AHK-rankosunnasa

HAUWMEHOBAHWUE U3OENUA

Habop peareHTOoB Ans  BbisBneHna w  anddepeHumauum AOHK  Ureaplasma parvum u

Ureaplasma urealyticum metoAomM NOAMMEpPA3HOM LENHOMN peakumn C AeTEKUUEN B pPeXUMe «peasibHoro
BpemeHu» «Amnanlpaim® U. parvum [ U. urealyticum» no TY 21.20.23-193-09286667-2022.

LHanee no

TEKCTY ynotpebnsetca KpaTkoe HauMeHoBaHue: Habop peareHTOB

«Amnanlpanm® U. parvum [ U. urealyticum», a Takxe cokpalieHne Habop peareHTos.
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1. HASHAYEHUE

1.1. Habop pearentos «Amnaulpaim® U. parvum / U. urealyticum» npeaHasHayeH A0S BbIABAEHUA U
andoeperumaunm AHK Ureaplasma parvum w Ureaplasma urealyticum B 6uonormyeckom matepuane
(cOCKOOHbBIV MmaTepuan WUAM OTAENAEMOE CAU3UCTbIX 060/I0YEK YPOreHWTaNbHOro TpakTa (oTaensemoe
CAN3NCTON 060MI0YKM BRaranuuia U COCKOB anuUTenua Co CAM3UCTON O0DONIOYKM YpeTpbl), Moya, CekpeT
npeacratenbHoOW xenesbl) metogom MUP ¢ rubpuamsaumoHHO-GAyOpecUeHTHON AeTeKunein npoayKToB
aMNANOUKaLNN B pEXKUME «PeasibHOro BpeMeHn».

1.2. MaTepuanom pgns nposegeHus MUP cnyxaT npobbl OHK, sKcTparnMpoBaHHbIE M3 UCCNeayemMoro
MaTepunana c NoMoLLbIo HAabopPOoB peareHToB, PEKOMEHAO0BAHHbIX B pPasaene MHCTPYKLUMU «JonoNHUTeNbHOoe
obopyaoBaHMe U MaTepuasbi».

1.3. dyHKUMOHaNbHOE Ha3HayeHue: Habop peareHTOB npeaHasHayeH AnAa AMArHOCTUKK in  vitro
(sbinBnenne AHK Ureaplasma parvum w Ureaplasma urealyticum metogom MUP B 6uonornyeckom
MaTepuane 4yesoBeka).

1.4.ToKasaHUA K MpPOBEAEHUIO MUCCNefoBaHUA: Habop peareHTOB MCMOAb3YeTCA B KAMHWUYECKOW
nabopaTopHOM AMArHOCTUKE A/1A CKPUHMHIOBOrO UcCaeA0BaHUA BUONOrMYECcKoro matepmana, Noy4eHHoOro
OT /UL, C NOAO3PEHMEM HA Hannune UHPEKLMIH yporeHTanbHoro TpakTta. PesyabTtatsl MLUP-uccnesoBaHus
YUYUTLIBAIOTCA B KOMIM/IEKCHOW AMArHOCTUKe 3aboneBaHus.

1.5. MNpumeHeHne Habopa peareHTOB He 3aBUCUT OT NONYAALMOHHbIX M AeMorpadrUeckmnx acreKkTos.

1.6. MoTeHuManbHble nosb3oBatenn: Habop peareHTOB  [O/KEH  WMCNO/Ib30BATbCA  TOJIbKO
KBanMUUMPOBAHHbIM, 0ByYeHHbIM (B 061aCTU KAMHUYECKOM NnabopaTopHON AMArHOCTMKKM) NepcoHanom
(Bpaun KNMHUYecKon nabopaTopun U MmeauUMHCKME NabopaTopHble TEXHUKKU, 0B6yYeHHbIe MONEKYAAPHbIM
610N0TMYECKMM METOAUKAM).

1.7. anMeH‘r'ITb Ha6op peareHToB CTPOro nNno Ha3Ha4YeHUK COrNnacHO MHCTPYKLUUN NO NPUMEHEHUIO.

1.8. MpoT1BOMNOKa3aHMA K NPUMEHEHMNIO: HapyLUEHWE LieIOCTHOCTU YNaKOBKM, UCTEKLUIA CPOK FOAHOCTH,
HecobtogeHne TPeboBaHNM MHCTPYKLUMK.

2. XAPAKTEPUCTUKUN HABOPA

2.1. dopmbl BbiNyCKa, COCTaB U KOMMNNIEKTHOCTb

Habop peareHTOB BbiNycKaeTcsa B ABYX popmax (coctaB Habopa M KOMNAEKTHOCTb MNOCTABKMU YKasaHbl B
Tabnumue 1 1 2 cooTBeTCTBEHHO). Bce dopMmbl BbiNycKa NpeaHasHayeHbl AnsA nposeaeHns amnandukaummn AHK
¢ rMbpuamnsauMoHHO-GAYOPECLEHTHON AeTeKuMel NpPoAyKTOB amMnanduKaumMmM B peXume «peanbHoro
BpemeHu». s npoBeAeHUA NONHOTO UCCNeL0BaHUA HEOBXOAMMO MCMO/b30BaTb HAbOPbI peareHToB ANA
aKcTpakummn AHK, pekomeHa0BaHHble B pasgene «JonosHuTenbHoe obopyaoBaHMe U matepuasnbiy.

dopma BbinycKka 1 BKatoyaeT cmecb gns nposegeHus MUP B npobupke obvemom 1,5 nam 2 ma ans
[031MpOBaHNA B Atobble TUNbl Npobupok. Popma npegHasHayeHa [AA NPUMEHEHMA COBMECTHO C
amnamdmKaTopaMm MAAHIWETHOFO M POTOPHOrO TUMA M paccdMTaHa Ha NpoBeAeHWE MCCNef0BaHUA
100 06pa3yoB, BKAOYAA KOHTpoaM. Popma MoKeT ObiTb MCMOb30BaHa KaK AA PYYHOW PaACcKamnKu, TaKk u
COBMECTHO C aBTOMATUYECKUMM CTAHUMAMM ANA NPUFOTOBNEHNUA U A03UPOBaHUA PEAKLMOHHbIX CMECce.

®dopma BbiNycKa 2 BKAOYAET cmech AnA nposegeHus MLUP, packanaHHyo nog, npocnoiky napaduHa no
cTpunoBaHHbIM (12,5 cTpmnos no 8 npobupok) npobrpkam ob6vemom 0,2 mn. Popma npeaHasHayeHa s
NPUMEHEHUA COBMECTHO C aMnAMOUKATOPaMM MNAAHLWETHOrO TMUMA M paccyMTaHa Ha nNposeaeHue
nccneposaHmsa 100 06pa3yoB, BKAOYAA KOHTPON.

Bepcma 12.05.23-1 4



Tabnanua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuecteo OnucaHue

®dopma Bbinycka 1

MNLP-cmecb BydepHbii pacTBOp CO cneunduyeckMmu nparimepamu,
U. parvum / 1,20 1 npobupka dyopecueHTHO-MeuYeHbIMU 30HAaMu U gHTO.
U. urealyticum Mpo3payvyHas KNAKOCTb.

BydepHbIii pacTBop ¢ TepmocTabunbHol AHK-nonnmepason
MNuP-6ydpep-H 0,65 1 npobupkKa Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoit.

Mpo3payHan XKMAKOCTb.
MoNoKNUTeNbHBIM KOHTPO/IbHbIN 0bpaseLl.

MKO komnnekc 0,26 1 npobupka
Mpo3payvyHas KNAKOCTb.

OKO 1,10 1 NpoBUpKa OTpuLaTeIbHbIN KOHTPO/bHbIN 06paseL,.
Mpo3payvyHas KNMAKOCTb.

K- 0,26 1 npobupKa OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.

Mpo3payHasn KNOKoCTb.
®dopma Bbinycka 2
100 npobupok | bydepHbih pacTBOop €O cneunPpuUUecKMMn npanmepamu,

Lnjup(;iy;r;b/ 001 (12,5 ctpunos dnyopecueHTHO-MeYeHbIMM 30HAaMU U AHTO.
P . ! no 8 Mpo3payHaa KMOKOCTb, packamaHa B  CTPUMOBAHHblE
U. urealyticum 1
npobupok) npobupku nog napaduH 6enoro uBeTa.
BydepHbIi pactBop ¢ TepmoctabunbHoit AHK-nonmmepasoit
NLUP-6ydep-K 1,20 1 npobupkKa Taq, cynbdatom marHus u ypaumn-AHK-rnnkosmnasoit.

Mpo3payHan »KMAKOCTb KPACHOTO LBETa.
MoNoXMTENBHbI KOHTPOJIbHbIN 06paseL.

NMKO Komnnekc 0,26 1 npobupkKa
Mpo3payvyHasa XMAKOCTb.

OKO 1,10 1 npoBupKa OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.
Mpo3payvyHas KNAKOCTb.

K- 0,26 1 NpoBUpPKa OTpuLaTeNIbHbIN KOHTPO/bHbIN 06paseL.

Mpo3payvyHas KNAKOCTb.

Tabnnua 2
KomnnekTHOCTb Habopa
KomnoHeHT ®dopmar Konunuecrso
Habop peareHToB (popma Bbinycka 1 unm 2) - 1
MHCTPYKLMA NO NPUMEHEHUIO Habopa B 371€KTPOHHOM BUAE” Ha Od)VILI,VIaI'Ib'HOM -
calite Mpounssogutens: www.nextbio.ru
KpaTkoe pyKoBOACTBO NO NpMMeHeHUto Habopa B BymaxkHOM BuAe 1
KomnnekT BKnagblwel K Habopy B BymaykHOM Buae 1

B 9/IEKTPOHHOM BUAE Ha OPULMANbHOM
MacnopT KayecTtBa " . -
cavite Npounssoautens: www.nextbio.ru

2.2. MpuHUMN meToaa

MpUHLMN TecTMpoBaHMA OCHOBaAH Ha 3KcTpakuum [JHK un3 ob6pasuos wuccnegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pa3uom (BKO-FL3) n oaHoBpemeHHOM amnanduKaLmm y4acTkos
OHK U. parvum, U. urealyticum wn WCKYCCTBEHHO CMHTE3WPOBAHHOM nocnegosatenbHoct OHK BKO c
rmbpunansaumoHHo-payopecLEHTHON AeTeKUuMen B pexume «peanbHoro BpemeHu». BKO nossonser
KOHTPOMpoBaTh Bce aTanbl MLP-nccnegosaHma ana kaxkaoro o6pasuya M oueHMBaTb BAMAHNE MHIMOUTOPOB
Ha pe3ynbTaTbl MNUP-nccnegosanmA.

1 Mpobupku c ronybbim napapuHOM He UCNONb3YIOTCA.

2MNeuyaTHas BepPCUA MHCTPYKLMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoauT B cocTas Habopa peareHToB, pekomeHAoBaHHOro [poussogutenem gna skcrpakumm AHK u3
nuccnefyemoro matepuana.
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C nonyyYeHHbIMM Ha 3Tane aKcTpakuum npobammn AHK nposoauTca peakuus amnanduKkaumm ydactka AHK
npy nomowm crneumduyHbIX K STOMY Yy4acTKy npanmepoB M depmeHTa Tag-noammepasbl. B cocrase
PEeaKLMOHHOM CMecK NPUCYTCTBYIOT GAYOPECLEHTHO-MEYEHbIE O/IMFOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTapPHbIM y4acTKOM amnanduumpyemon HK-muLweHW, B pe3yibTaTe Yero NpoMcxXoAmT HapacTaHme
WHTEHCUBHOCTM dayopecueHUnn. ITo NO3BONAET PErUCTPMPOBaTh HaKoMAeHMe cneunduyeckoro npoaykta
amnanduKaumm nytem n3amepeHmsa MHTEHCUBHOCTU GIYOPECLLEHTHOMO CUFHAMA C MOMOLLbIO aMnandunKkaTopa ¢
CUCTEMOW AeTeKLMU GAYOPeCLEHTHOIO CUTHANA B PEXKUME «PEASIBHOFO BPEMEHU Y.

Habop coaepKUT cUCTeMy 3aLUMUTbl OT KOHTAMUHAUMKU aMMJIMKOHaMM 33 cYeT NPUMeEHeHUs depmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pesokcuypmugmHa. PepmeHTt YAI pacnosHaeTr u
KaTanusmpyet paspyweHune ueneinr [OHK, cogepkawmx aesokcnypuamH, Ho He [AHK, cogep»kauei
0E30KCUTUMUAMH. [Je30KcnypuanH otcyTcTByeT B npupogHoi AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
MOCKO/NIbKY TpudocdhaT Ae30KCUypuamHa BXoaMT B cocTaB cmecn AHT® B peareHTax Ans amnanoukaumum.
[e30KcnypruanH aenaet KOHTaMUHUPYIOWME aMNANKOHbI BOCMPUUMUYMBLIMU K PaspyLUEHMI0 GepMeHTOM
YOI ao Hayana amnandouKkaumm OHK-mulieHu, U, cnegoBaTeNibHO, OHUM He MOryT 6biTb B AanbHeilliem
aMNANGULMPOBAHDI.

depmeHT YT TepmonabuneH n MHaKTUBUPYETCA NpU HarpeBaHMM Bbiwe 50 °C M NO3TOMY He paspyluaeTt
aMMJIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLP.

Ha stane amnandukaumm ogHOBpEMEHHO B OAHOW NpobuMpKe NpoBoaATCcA 3 peakLuum — amnambuKauma
yyactkoB OHK U. parvum, U. urealyticum w nocneposatenbHocT BKO. Pesynbtatbl amnavduKaumm
PEerncTpUpyoTCA No TPEM PasIMYHbIM KaHanam GyopecLeHTHOW AeTeKumm (CMm. Tabanuy 3).

Tabnunua 3
Cootsetcreue [JHK-muweHen n kKaHanos GpayopecLeHTHOMN AeTeKLUun
Kanan gna ¢payopodopa FAM R6G* ROX
] ) [OHK BKO
OHK-MmuweHb OHK U. parvum OHK U. urealyticum (3K30reHHbI BKO)
MCKYCCTBEHHO
urease complex urease complex
O6nactb amnandmkalmm CUHTEe3npOBaHHaA
component gene component gene
nocnenoBatTeIbHOCTb

2.3. TexHu4ecKoe 06cnyXuBaHMe U PEMOHT

Habop He NoANeKUT TEXHUYECKOMY 06CNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpPEeHHUI1 KOHTPOJb KauecTsa
3.1.1. OTpuuaTeNbHbIA U NONIOXKUTENIbHBIA KOHTPOIN UCCNeA0BaHUA

Ona oueHKM KayecTBa NOJslydaembix pe3ynbTaToB KaKaaa rpynna aKCTparnpyemblix 06pasLoB A0/XKHA
BK/IlOYATb OTPULATE/IbHbIN KOHTPO/b 3KCTpakummn (OKO). Kaxkpgaa wHamBMAyanbHaa noctaHoBka [MUP
AO/KHA BKAOYATb OTpuuaTenbHbit KoHTposb MUP (K-) 1 nonosxkutenbHbit KoHTpoab (MKO Komnaekc).
Pe3ynbTtatbhl AN KOHTPOAEN AO0NXHbI COOTBETCTBOBATb 3aaHHbIM KPUTEPUAM Ba/IMAHOCTM, YKA3aHHbIM B

pasaene «MHTepnpeTaLms pesybTaToB».

4 NleTekuma curHana gna payopodopa R6G ocylecTsnfeTca No KaHany AeTeKuum Ana aHanornuHbix ayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTenbHblt KOHTPObHbIN 06pa3el, (OKO) TecTupyeTca, HauMHaA € 3Tana KCTPaAKLMK, U NO3BOAIAET
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu uam amnivkoHamu. B npobupke c
oTpULaTe/IbHbIM KOHTPOJIeM He [0/KHbl geTektuposateca AHK U. parvum, U. urealyticum. B cnydyae
HECOOTBETCTBMA pe3yabTaTa, NOAYYEHHOTO A8 KOHTPOAbHOro 06pasya, 3aaHHbIM KPUTEPUAM BaZIMAHOCTH,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UCCaedyeMblX 06pa3L,0B B MOCTAHOBKE CYUTAOTCA HEAOCTOBEPHbLIMU,
HeobxoAMMO NpPeAnpUHATL Mepbl NO BbIABAEHUIO U NKBUAALUM UCTOUYHMKA KOHTaMUHALUMKU U MOBTOPUTb
nccnefoBaHue Bcex uccnegyemolx 06pasuos, B KoTopbix obHapy»KeHbl AHK U. parvum, U. urealyticum, wn
KOHTPO/IA, HAUMHAA C 3Tana aKCTPaKLLUM.

OTpuuatenbHbii KoHTpoab MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 nossonaeT 4ONOJHUTENBHO
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu uam amnivkoHamu. B npobupke c
OTpuMLATE/NIbHBIM KOHTPO/IEM HE A0/IKHbI geTekTnpoBaTbea AHK U. parvum, U. urealyticum v BKO. B cnyyae
HEeCcoOTBETCTBMA pe3y/ibTaTa, NOAY4YEeHHOro A1 KOHTPOIbHOro 06pa3La, 3a43aHHbIM KPUTEPUAM BAIUAHOCTY,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UCCaedyeMblX 06pa3L0B B MOCTAHOBKE CYUTAOTCA HEAOCTOBEPHbIMU,
HeobxoAMMO NpeanpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMM UCTOYHMKA KOHTaMUHAUMKN U MOBTOPUTb
nccnenoBaHue Bcex 06pasyoB, B KoTopbix 06HapyxeHbl AHK U. parvum, U. urealyticum n BKO, HaumHas ¢
aTana MLupP.

B KauecTBe nonoxutenbHoro KoHtpons MLUP ncnonbsyetca peareHT NKO Komnnekc, BXOAALLMA B COCTAB
Habopa. B cnyyae HeCOOTBETCTBUA Pe3yNbTaToB A/1A MOJIOKUTENbHOrO KOHTPOASA 33a4aHHbIM KPUTEPUSM
BaMAHOCTWN, pe3ynbTaTbl A Bcex ob6pa3LoB B MOCTAHOBKE CUMTAOTCA HeAOCTOBEpPHbIMK, TpebyeTcA
NoBTOPWUTb UCC/IeL0BaHME BCEX UCCeayeMbIX 06pa3L0B M KOHTPoOIEeN, HauMHas ¢ 3Tana MLUP.

3.1.2. KOHTpPOAb MHrMb6UpoBaHUA

[na KOHTpoAA Bcex 3TanoB uccnepoBaHuA, 3ddeKTUBHOCTM 3KcTpakuum JHK M oueHKW BAMAHMA
nHrnbutopos MNLP npeaycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopbili Ao6aBnseTca B KaxKAbli
nuccneayemblin U OTpULLATENbHbIA KOHTPOJIbHbIMA 06paseu, Ha 3Tane sKCTpaKumMn. PesynbTaTbl UCCAef0BaHUA
BKO po0nkHblI COOTBETCTBOBATL 33a[aHHbIM KPUTEPUAM BAAUMAHOCTU ANA OTPULLATENIbHbIX UCCneayeMbiX
06pa3LoB, YKasaHHbIM B pasgene «MHTepnpeTaumsa pesynbratoB». Ecanm B umccnegyembix obpasuax,
oTpuLUAaTeNbHbIX Ha Haanune OHK U. parvum w U. urealyticum, He obHapyxeHa JHK BKO, To pesynbTaThl
nccnenoBaHNA AaHHbIX 06pa3L,0B CYMUTAOTCA HEAOCTOBEPHbIMU, TPebyeTcs NOBTOPUTL MX aHANN3, HAYMHaAsA
C 3Tana aKCTpaKLUuUu.

3.1.3. MOHUTOpPUHTr NabopaTopun Ha HaAMUME KOHTaMUHaLUU

PekomeHayeTca pa3 B MecAL, NPOBOAUTb MOHUTOPUHT NabopaTopuMM Ha KOHTaMWMHALMIO NPOAYKTaMM
amnandukaumm, ucciegyembiMu 06pasLamm, MONOKUTENbHBIMU KOHTPO/AbHbIMK ob6pasuamn. OueHKa
HaNMYMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAaHUA CMbIBOB C Pas/MYHbIX OBbEKTOB:
nuneTok, pabounx nosepxHocTel nabopatopHoii mebenu, obopyaoBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3aTme W uccnegoBaHME CMbIBOB  CnefyeT  MNpPOBOAWMTbL  COMIAaCHO  npoueaype, OMMCAHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl  amnanduKkaumm
HYKNEWHOBbLIX KMUCAOT NpuW paboTe C MaATepUanom, COLEPNKaLLMM MUKpoopraHmsmbl |-IV  rpynn
natoreHHoctTu». Mpu OGHAPYXEHUN KOHTAMMUHAUMKM HeobxoaMmo npoBecTM 06paboTky nabopaTopum
MOOLMMU M Ae3UHPULMPYIOLLMMM PacTBOPAMM COrACHO YKa3aHUAM, onMcaHHbiM B MY 1.3.2569-09. Tak:ke
419 NpeaoTBPaALLEHNS KOHTAMUHALMK N1abopaTopmm UK B KAYeCcTBe Mep No AEKOHTaMUHaL MK paboymx 30H
pekoMeHAyeTCA UCNONb30BaTh PAcTBOP A/1A AEe3aKTUBALMM HYKIEMHOBbLIX KUCNOT, Hanpumep, «Oauratop»
npoussoactea OO0 «HekcTtbno», Poccua.
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3.2. PeKkomeHAayeMble KOHTPOJIbHble maTepuanbl

B KauyecTBe KOHTPOJIbHbIX MAaTEPUANOB ANA MPOBEPKM 3aABNEHHbIX QYHKLMOHANbHbBIX XapaKTePUCTUK
Habopa mMoryT 6bITb MCNOb30BaHbl 3aPErMCTPUPOBAHHbIE Ha TeppuTopumn Poccuiickoih Peaepaumun naHenm
KOHTPONbHbIX 06pasLoB, NpegHasHayYeHHble ANA MNPOBeAEHUA BHYTPEHHErO M BHELUHEro KOHTpoOnei
KayecTBa flabopaTopHbIX UccneaoBaHnin no obHapyxeHuto AHK U. parvum v U. urealyticum.

4. OTPAHUYEHUA METOAUKUN UCCNNEAOBAHUA

4.1. Habop npumeHaeTca TONbKO ANA AMArHOCTUKM in vitro.

4.2. Habop npepHasHayeH ana paboTbl TONILKO C MUCCIeAYEMbIM MATepUasom, yKasaHHbIM B pasaene
«HasHauyeHuMe». UccnegosaHue ApyrMx BUAOB BUONOTMUYECKOro MaTepuana MOXKeT NPUBECTM K MOAYHYEHMUIO
HeA0CTOBEPHbIX Pe3y/1bTaToB.

4.3.MonyyeHne  [AOCTOBEPHbIX  pe3y/nbTatoB  obecrneymBaeTca  BbINOJHEHMEM  TpeboBaHWN,
npeabaABASEeMbIX K B3ATUIO, TPaHCMOPTUPOBAHMIO, MOATOTOBKE W XpaHeHWIo 06pasuoB Mccaeayemoro
maTepuana (cm. pasgen «Mccnemyemblini matepuany).

4.4. C nomouibto Habopa Bo3moxkHO [MUP-uccnegoBarHmne Tonbko npob OHK, aKCTparMpoBaHHbIX U3
nccneayemoro matepuana  COBMECTHO C  BHYTPEHHMM KOHTPO/ibHbiM  obpasuom — BKO-FL. bes
ncnonb3oBaHnAa BKO-FL HEBO3MOXHO NPOBECTM OLLEHKY BaIMAHOCTM MOCTAHOBKMU.

4.5. Habop npeaHasHayeH AnA nNpodeccMoHanbHOro npumeHeHusa. Habop Ao/KeH Mcnonb3oBaTbeA
TONbKO KBanMUUMpoBaHHbIM, 0bydeHHbIM (B 06/1aCTU KAMHUYECKOM nabopaTopHOW AMArHOCTUKM)
NepcoHanomM (Bpauu KAMHUYECKOW NabopaTopum U MeaUUMHCKME NabopaTopHble TEXHUKU, 0ByyeHHble
MOJIEKYNAPHBIM BUONOTMYECKMM METOONKAM).

4.6.Mpu paboTte ¢ Habopom cneayeT MCNONb30BaTb TONbKO aMMANPUKATOPbl C CUCTEMON AETEKUMM
bAyopecLeHTHOro CMrHana, XapakTePUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe60BaHMAM, YKa3aHHbIM B pasgene
«JononHutensHoe obopyaoBaHMeE U MaTepUuabl».

5. MEPbI NMPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fosrKHa NpoBoAMTLCSA B 1abopaTopui, BbIMOHAKOLLEN MONeRyAsipHO-6uonormyeckme (MLP)
nccnefoBaHns BMOIOrMYECKOro matepuana Ha Hanuume BosbyauTenelt MHOEKUMOHHbIX 6onesHel, c
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-aNugemuonornyeckme TpeboBaHWs MO NPOPUNAKTUKE
MHOEKUMOHHbIX 6onesHen», CaHlMuH 2.1.3684-21 «CaHuUTapHO-3NMAEMMONOrMYeckne TpeboBaHMA K
COAEPKAHUIO TEPPUTOPUIM FTOPOACKMX M CEMbCKUX MOCENEHUIM, K BOAHbIM OObEKTAM, MUTbEBOW BOZE M
NMUTbEBOMY BOAOCHAbGXKeHUIo, aTMochepHOMY BO3AyXY, MOYBAM, XWJ/bIM MOMELLEHUAM, SKCMAyaTaLum
NPOW3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHUI, OpraHM3auuMM W NPOBEAEHWUI0  CaHWUTapHO-
NPOTUBO3NUAEMMUYECKUX (NPOPUNAKTUUECKUX) MEPOMPUATUINY U METOAMUYECKUX YKasaHuii MY 1.3.2569-09
«OpraHusauna paboTtbl 1abopaTopuit, NCNONBL3YIOLWMX METOAbI aMNANPUKALLUM HYKNENHOBBIX KUCNOT NpU
paboTe c MaTepmasom, CoAepKalLMM MUKpoopraHmuamsl I-1V rpynn natoreHHOCTU».

5.2. MNpwu paboTte HeobxoaMMO BCerga BbiNONHATL CAeaylolme TpebosaHus:

- anMEHHTb Ha60p CTpPOro no Ha3Ha4eHUK B COOTBETCTBUNU C ,D,aHHOVI MHCTDYKLLMGVI. OTKNOHEeHMe oT
nponuncaHHbIX Npoueayp n nopAaaka AEVICTBMVI MOXET NPUBECTU K NONTYHEHNIO HEAOCTOBEPHbLIX PEe3y/1IbTaTOB
aHann3a.
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- JlabopaTopHbii npouecc AomKeH ObiTb OAHOHaMpaB/eHHbIM. AHanM3 cneayet MNPOBOAUTbL B
OTAeNbHbIX MnomelleHnsax (3oHax) B cooTtBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpauwartb 06pasupl,
obopynoBaHMe U peareHTbl B 30HY, B KOTOPOI Obl/la NpoBeAeHa NpeablayLwan cTagna npouecca.

- PaccmatpuBath uccnegyemble 06pasubl Kak MHOEKLMOHHO-OMACHble, OPraHn30BbIBaTb pPaboTty u
XpaHeHue B cooTBeTcTBMM ¢ CanlTnH 3.3686-21.

- Ybupatb n Ae3mHOULMPOBaTb PasnuTble 0b6pasubl MAM peareHTbl, UCNOAb3yA Ae3nHbMUMpyoWwme
cpeacTsa B cootBeTcTBUM ¢ CaHlunH 3.3686-21.

- YpganaTb HeWCcno/sib30BaHHble peareHTbl, pPeareHTbl C MUCTEKWWMM CPOKOM [OAHOCTW, a TaKXKe
MCNONb30BaHHbIE peareHTbl, yNakoBKy>, 6BUONOrMyecknii matepuan®, Bkaoyas matepmasnbl, UHCTPYMEHTbI 1
npeameTbl, 3arpAsHeHHble 6MOIONMYECKMM  MaTepuasiom, B  COOTBETCTBMM C  TpeboBaHUAMMU
CaHlunH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxomoB nocsie amnamdukaummn (Nnpobupok, coaepskawmx npoayktsl MLP)
HeA0MyCTUMO OTKpbIBaHWE NPOBUPOK M pa3bpbi3rMBaHNE COAEPIKUMOTO, NOCKO/IbKY 3TO MOXET MPUBECTU K
KOHTamuHauumn npoayktamu MLP nabopatopHo 30HbI, 060pyA0BaHNA U peareHTos.

- Wcnonb3oBaTb U MeHATb NPU KaXKAoM onepauumn oAHOPa30Bble HAKOHEYHUKM 419 aBTOMaTUUECKUX
Ao3atoposB ¢ ¢duabTpom. OQHOPA30BYIO NAACTUKOBYIO nocydy (MpobupKWM, HaKOHEYHWMKU) Heobxoaumo
cbpacbiBaTb B CNeLMaNbHbIA KOHTEMHEp, cogepiKalLmii Ae3snHULMpYIoLLEee CPesCcTBO, KOTOPOEe MOXKET BbiTb
MCMNO/Ib30BaHO A1 06e33apakmnBaHMA MegUUNHCKUX OTXOLO0B.

- Habop npegHasHayeH Ana OAHOKpATHOrO npumeHeHua ana nposeaeHus [UP-uccnepoBaHua
YKa3aHHOro KonmyecTtsa 06pasuoB (cm. pasgen «Popmbl BbiMyCcKa, COCTAB M KOMMJIEKTHOCTbY).

- K pabote c Habopom LoNyCKaeTcA TO/IbKO NePCOHas, 06yYEHHbIN MeToAam MOIEKYNAPHOM ANArHOCTUKM
1 Npasunam paboTbl B KAMHUKO-AMArHOCTMYECKOM N1abopaTopum B YCTaHOBNEHHOM NOPSAAKe (B COOTBETCTBUM C
TpeboBaHMamM CaHlMuH 3.3686-21).

- He wucnonb3osaTtb Ha6op, €C/IN HapyweHa BHYTPEHHAA YyMakOBKa WUIU BHELIHWUN BUL peareHta He
COOTBETCTBYET ONMNCAHUIO.

- He ucnonb3oBaTtb Habop, ecnn He cobAOAANNCH YCIOBUA TPAHCNOPTUPOBAHNA U XPAaHEHWA COTIacHO
MHCTPYKLMW.

- He cmelunBaTh peareHTbl pasHbiX CEpuUi.
- He ncnonb3osaTtb HAbOpP NO UCTEYEHMM CPOKA FOAHOCTH.

- Wcnonb3oBaTtb 04HOPa30Bble HEOMyAPEHHbIE NepYaTKK, NabopaTopHbIe XanaThl, 3alMLATb rNasa Bo
Bpems paboTbl c 06pasuamm 1 peareHTamu. TLLaTeNbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce onepaunmn
NPOBOAATCA TONbKO B NEpUaTKax A8 UCK/IOUYEHNA KOHTAKTa C OpraHM3MOM Ye/iIoBeKa.

- He ecTb, He NUTb M He KypWUTb B NPOLLECCE MCNONb30BaHMA Habopa. M36eratb KOHTAKTa peareHToB C
KOXKeMl, rnasamu u camsucton obonouvkoi. He rnotats.

- TpK KOHTaKTe HemenJ/IeHHO MPOMBbITb MOPa*KEHHOE MecTo 60/bMM KONMYECTBOM BOAbl U MNpuU
NJIOXOM CaMOYYBCTBUM 0OPaATUTLCA 33 MESUUMHCKOM nomouwbto. Mpy nonagaHuM BHYTPb PBOTY He
BbI3bIBaTb, MPOMOAOCKATb POT BOAOM, 06paTUTLCA K Bpady MNPM NI0XOM CaMOYyBCTBUMN.

> Hencnonb3oBaHHbIE PEAreHTbl, pPeareHTbl C UCTEKWMM CPOKOM FOAHOCTM, WMCMO/Nb30BaHHble peareHTbl, YNaKoBKa
OTHOCATCA K KJaccy OMacHOCTU MeANUMHCKUX 0TX0408 I.

® BonorMueckmnii matepuan, BKKOUYas MHCTPYMEHTbI U NpeaMeTbl, 3arpA3HEHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08 b.
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5.3.Mpn  M“Cnonb3oBaHWM MO  Ha3HAYeHUIO WU COBAIOAEHUM  BbllEMNEPEeUYUCNEHHbIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaepyKaT HaTpPMA a3ng B KOHLEHTpauun He 6onee
0,1 % 1 coOTBETCTBEHHO He KNaccudULMPYIOTCA KaK onacHble U He TPebytoT cob1o4eHUn cneLmanbHbiX mep
NpPeaoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgesne.

5.4. Cneumduueckme Bo3aencTemna Habopa Ha OpraHM3m YesloBeKa:
- KaHueporeHHbI 3pdeKT oTcyTCTBYET.
- MyTareHHoe aeicTBue oTCyTCTBYET.

- PenpoAayKTvBHasA TOKCUUYHOCTb OTCYTCTBYET.

6. AONO/THUTENbHOE OBOPYAOBAHUE U MATEPUANbI

6.1. B3atue uccnegyemoro matepmana

6.1.1. TpaHcnopTHasA cpefa ANA B3ATUA, TPAHCNOPTUPOBAHMA U XpPaHeHUs BUoNOrMYeckoro matepumana
(cOoCKOBHbBIM MmaTepuan WUAM OTAENeMOe CAU3UCTbIX 060/I0UEK YPOreHWTaNbHOro TpakTa (oTaensemoe
CAN3NCTON 060/I0MKM BAaranulia, COCKOb anuTenusa co CAM3UCTOM 060/I04KM ypeTpbl)), coaeprkalian
6ydepHoO-coNeBOM  pPacTBOP C  MYKOJIMTMKOM, KOHCepBaHTOM UK cTabuausatopom (Hanpumep,
«TpaHCcnopTHaA cpeaa € MYKOAUTUMKOM «Amnaulpaim TCM» (PY Ne ®CP 2012/14205) wau gpyras,
3apernctpuposaHHan B PO).

6.1.2. 30HA AnA B3ATUA BUONOrMYECKOro maTepuasna C NOBEPXHOCTU C/IM3UCTbIX 060/104eK (COCKOBHbIN
maTepuan MAM OoTAenAemoe CAM3UCTbIX 0B0/I0YEeK YPOreHWTasibHOro TpakTa (oTaensemoe CAU3UCTOM
060/104KM Bnaranuniia, COCKob anNUTeNNA CO CAN3INCTON 0BOIOUYKM ypeTpbl)) OAHOKPATHOTO NMPUMEHEHUS,
CTepunbHbIA. Paboyan YacTb 30HAA MOXKET OT1aMbIBaTbCA MO MMEIOLLENCA HaceukKe.

6.1.3. EMKOCTb AnA B3ATWA, TPAHCMOPTUPOBKM U XPaHEHWA MOYM, CEKpeTa MpeacTaTe/ibHOMN Kefesbl
(o6bbemom 4o 60 M) OOHOKPATHOTO MPUMEHEHMS, CTEPUAbHAsA, C 3aBMHUMBAIOWEWNCA WAM MIOTHO
3alLLe/IKMBAIOLLENCA KPbILWKOM, U3rOTOB/IEHHAs U3 NOAUNPONuIeHa.

6.2. NMpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1.1. TpaHcnopTHanA cpeaa ANA B3ATUA, TPAHCNOPTUPOBAHKUA U XpaHeHUA 6MO0rMYECcKoro Matepuana,
coZepKallas KOHCepPBaHT, Uau ¢pusmnonormyeckmii pacteop (0,9 % pactBop HaTPWA X0PUAA) CTEPUBHBIN.

6.2.1.2. MuKpoueHTpUPYKHblE 0AHOPa30BbIe NOANNPONUAEHOBbIE MNJIOTHO 3aKPbIBatOWMeECs NPOBUPKM
obbemom 1,5 mn.

6.2.1.3. OgHOpa30Bble HAKOHEYHWUKM 4S8 403aTOPOB NepemeHHoro obbema ¢ punbTpom go 1000 mkn.
6.2.1.4. OgHOpa3oBble HAKOHEYHWNKM AN1A 403aTOPOB nepemeHHoro ob6bema 6e3 punbtpa Ao 200 mKA.
6.2.1.5. ABTOMaTU4YECKMI £03aTOp NepemeHHoro ob6bema Ha 1000 mKkA.

6.2.1.6. LUTaTnebl gnsa npobrpok obbemom 1,5 ma.

6.2.1.7. MukpougeHTpudyra ana npobMpoK Tmna «dnneHgopd» o6vemom 1,5 mMn ¢ ycKoOpeHMem He meHee
10 000 g.

6.2.1.8. BakyyMHbIi OTcacblBaTe/lb MeOUUMHCKUIA C KONOON-NOBYLIKON ANs yAaneHUa HaLoCafLouHOM
KUOKOCTH.

6.2.1.9. BopTekKc.
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6.3. 3kctpakuma OHK u3 nccnegyemoix o6pasuos

6.3.1. Habop peareHTOB ANA 3KCTPAKLUMU HYKJAEMHOBbLIX KUCAOT, 3aperncTpupoBaHHbIn B PO u
COOTBETCTBYHOLWMI CNeayoWmMm TpeboBaHUAM:

- Habop nossossAeT BblaenaTb OHK u3 6uonorumyeckoro matepuana (COCKOBHbIM maTepuan wau
oTAeNAeMOe C/IM3UCTbIX 060/104EK YPOreHUTaNbHOro TPaKTa (oTAenaemoe CM3MCTON 060104KM BRaranmila
M COCKODO 3nuTenns co CAu3MCcTon 0OO0JIOYKM ypeTpbl), Moya, CEKpeT npeacTaTeNbHON Kenesbl) ANA
nocneayloLLero nccaefoBaHMa MeTo40M NoIMMepPasHoM LenHoW peakumu;

- Habop He OTHOCUTCA K 3KCNpecc-MeToaam sKcTpakuuu AHK;
- Habop nosBosseT uccaenosatb 06pasubl o6bemom He meHee 100 mMKn;
- Habop no3BosAeT NPOBOAUTL 3t0UMI0 ounweHHol [HK B o6beme He meHee 100 mKA.

B xofe NpoBeAeHUsA KAMHUYECKUX UCNbITaHMIA BaiMAauMIO nNpowen Habop peareHToB 418 SKCTPaKLMM
OHK «MarHoMpanm® GACT» (PY Ne P3H 2019/8043).

6.3.2. [JononHuTeNbHblE MaTepuanbl U obopyaoBaHue, HeobxoamMmble ana skcTpakumm JHK, — cornacHo
WMHCTPYKUMK K Habopy peareHTOB AnA sKcTpakunm AHK.

6.4. AMnanduKauma, peTeKuua NpoAyKTOB amnanduKauum, aHaiuM3 M UHTepnpeTauus
pe3ynbTaToB

6.4.1. OaHOpa30Bble NOAMMNPONUAEHOBbIE NPobUpKK, cBoboaHble oT [AHKas, cnegyowmx Buaos (npu
Ncnosib3oBaHMM GopMbI Bbinycka 1):

- 3aBMHYMBAIOLLMECA NMPOOUPKM U KPLIWKM K HUM MAKN NAOTHO 3aKpblBatowmeca Npobupkm obbemom
1,5 -2 mn — gnsa npuroToBAeHMA PeakuMOHHOW CMeCH.

- TOHKOCTeHHble Npobupku gna NLUP o6vemom 0,2 MA € BbINYKAOM UAM NIOCKOWM ONTUYECKM NPO3PpadHOi
KPbIWKOMN nan npobupKkn obbemom 0,2 M1 B CTpMMax No 8 WT. C NPO3PayYHbIMM KPbILWKaMKU — 418 NTpoBeAeHMs
MLP npu ncnonb3oBaHUM Npnbopa NAaHLWETHOro TMNa;

- TOHKOCTeHHble nNpobupkn ans MLUP ob6bemom 0,2 Ma C NAOCKOWN KpbIWKOW uan npobupkn gns MLUP
obbemom 0,1 mn B cTpMnax no 4 wWT. ¢ KpbllWKamu — ansa nposeaeHuns NLUP npu ucnonb3osaHmMn npmubopa
pPOTOpPHOro TMNa.

6.4.2. OgHopa3oBble HAaKOHEYHWKK, cBobogHble oT [AHKas, gns [o3aTtopoB nepemeHHOro obvema c
dunbtTpom go 100 mkn.

6.4.3. Wtatmebl gna npobupok obbvemom 0,2 ma uam 0,1 mn (B COOTBETCTBUM C MUCMOJIb3YyEeMbIMU
npobupkamu ans MNLUP).

6.4.4. BoKc abaKkTepuanbHoOW Bo3ayLiHon cpeabl (MLP-60Kc).
6.4.5. UeHTpndyra-sopTekc.
6.4.6. ABTOMATM4YeCKME A03aTOPbl NepeMeHHOro obbema.

6.4.7. CTaHUMA aBTOMATUYECKAA C MoAy/leM A8 NPUrOTOBAEHUA M PaCKamnKuM PeakuMOHHbIX CMecein U
KOMMNEKT PacxoAHblX MATepMasoB K Hel COrnacHo MHCTpyKuuu Mpoussoautens, - Npu MCNosb30BaHWUU
¢dopmbl BbiNycka 1 B cayvyae MPUrOTOBEHMA PEAKLMOHHOM CMECUM C MCMNOJIb30BAHMEM aBTOMATUYECKOM
CTaHuMW.

6.4.8. NMporpammupyemblit amnamduKkaTop ¢ cUcTeMon aeTekuumn GayopecUeHTHOIO CUrHaNA B peXMMe
«pPeanibHOro BPEMEHW» POTOPHOrOo /MO0  MNAAHWETHOro TWMa, 3aperncTpupoBaHHbIN B PO n
COOTBETCTBYIOLWNI Cneayowmnm TpeboBaHUAM:
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- Ha/AMuuMe He3aBUCUMbIX KaHanoB ¢payopecueHTHON aetekunmn ana dnyopodopos FAM, R6G n ROX co
cnesyroLWwmnmm XapakTepucTMkamu:

Tabnvua 4
Tpebyemble xapaKTepUCTUKM KaHaNoB ¢pyopecL,eHTHOWN geTeKuum
ONUHbI BONH, HM
KaHan ana ¢nyopodopa Bo36yxaeHus JeTteKkuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580
ROX 565 585 605 650

- Ans npnbopoB NAaHLWETHOro TMMna Haanymne NoaorpeBaemMomn KpbIWKKU ¢ TemnepaTypon 6onee 100 °C;
- TOYHOCTb NOAAEePKaHUA TemnepaTypbl < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OXNaxaeHuna He meHee 1 °C/cek.

B xoge npoBeaeHUA KAMHUYECKMX UCMbITaHMI BaiMZaumio NPOLWM ciefylolme nporpammupyemble
amMnNAnNPUKATOpPbl C CUCTEMOW geTeKuumn GNYOpPecLLeHTHOrO CUTHasMa B PEeXUME «PeasibHOTO BPEeMEHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B Komnnekte ¢ moaynem CFX96
(PY Ne &C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.4.9. XonogMnbHUK, NoaaepXK1Batowmii TemnepaTypHbln pexxum ot 2 1o 8 °C.
6.4.10. OTAenbHbIN XanaT, Wanoyku, obysb M 04HOPA30BbIe NepyaTkM B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.4.11. EmKoCTb ans cbpoca HAaKOHEYHMKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepmanom Ana nccnenoBaHmA CayXKart:

- COCKOBHbIN MaTepuan Uav oTaensemMoe CAM3UCTbIX 060/104eK YPOreHUTaIbHOro TpakTa (oTaensemoe
CIN3NCTOM 060/1I04KM BAArasInLLLA M COCKOD 3NMUTENNA CO CAM3NCTOM 0B0I0UKKN YPETPbI);

- Moua;
- CEKpeT npeacTaTesibHOM Kesesbl.

B3ATne, npeaBapuTenbHylo 06paboTKy, TPAHCNOPTUPOBAHWME U XpPaHEHWEe  UCCAedyemoro
61OoN0rMYeckoro matepmana ciegyer NPoBoOAUTL B COOTBETCTBUM C HUMKENEepeuyncaeHHbIMMN TpeboBaHUAMM,
Hecob1t04eHMEe KOTOPbIX MOXKET MPUBECTU K NOJYYEHUI0 HEKOPPEKTHbIX Pe3y/bTaToB UCCAeA0BaHMA.

7.1. OTpenaemoe cAM3UCTOI 060/10UKHM BARaranuwa

B3ATMe maTepuana npoBecTM W3 33a4HeOOKOBOro CBOZA BfAra/Miia C MOMOLLBIO CTEPUSIBHOIO
04HOPA30BOro 30HAA-TAMMOHA WAW YHMBEPCANbHOrO 30HAA B MNPOBMPKY C TPaHCMOPTHOM cpedoil B
COOTBETCTBUM C MHCTPYKUMEN MO NPUMMEHEHUIO 30HAa. HeobxoAMmMO MaKcMManbHO MoAHO cobpaTb
otaensemoe. Pabouyto NOBEPXHOCTb 30HZA MOMECTUTbL B TPAHCMOPTHYIO cpedy, 06/10MaB MAaCTUKOBYHO
ocHoBY. JonyCcTMMO MUHMMAa/IbHOE NPUCYTCTBUE NMPUMECEN B BUAE CIN3U U KPOBMU.

BHUMAHMUE! Bo nsbexkaHne KOHTaMMUHaLMN, HeNb3sA 06pe3aTb 30H4, HOXKHULaMK |
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Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrnacHo cieayrowmm TpeboBaHnAM:

- NpUW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToOK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 MecALEB;
nmMbOo COrnacHoO MHCTPYKLMKN K MCNOIb3YEMOM TPAHCNOPTHOM cpese.

ﬂ,OI'IyCKaETCFl Wb OOHOKPATHOE 3aMOpPaKnBaHME—OTTanBaHNE maTephana.

7.2. CocKob anutenuna co cAnsncTon 060104KM ypeTpbl

B3ATMe 3anuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTL C MOMOLLbIO CTEPUIBHOFO 04HOPAa30BOro
YHMBEPCANbHOIO 30HAa B NPOBMPKY C TPAHCMNOPTHOM CPeson C MyKOJIMTUKOM B COOTBETCTBUM C UHCTPYKLMEN
no NpMMeHeHuto 30HAa. JonycTMMO MUMHMMaIbHOE NPUCYTCTBUE NPUMECEN B BUAE CIN3U U KPOBMU.

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUMTb M TPaHCMOPTMPOBATb
COrNacHo ceayrowmm TpeboBaHNAM:

- NpUW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 MecALEB;
NMBO COrNAcHO MHCTPYKLMM K MCNONb3yEMOI TPAHCNOPTHOM cpeae.

ﬂ'OI'IyCKHETCﬂ INWb OAHOKpPAaTHOE 3aMOpaXKnBaHMe—0TTanBaHME MmaTepknana.

7.3. Moua

7.3.1. NMopagok c6opa

Y KeHWMUH O1s aHanusa oToMpaloT NepByto MOPLUIO YTPEHHEN MouM B KoaumdectBe 15-—25mn B
cneumanbHyto emkocTb. C60p MoYM NPOBECTU NOC/E TLWLATENbHOMO TyasieTa HAPYXKHbIX MNONOBbIX OPraHoB.
enatenbHo 3akfagpiBaTb TaMMOH BO Bjaranauile nepen cbopom maTtepuana Ana npeaynpexpeHun
KOHTaMMHALUN MOYM OTAENAEMbIM U3 BRaraauwa. TakKe He cneayeT Npou3BoaAMTb COOp MOYM BO Bpems
MEHCTpyauuun.

Y MY»UMH Npu MoYenCnycKkaHUmM HeobxoaMmo 0cBo60ANTb HaPYKHOE OTBEPCTME MOYEUCNYCKATENBHOTO
KaHana, NOSIHOCTbIO OTTAHYB KOMKHYIO CKAAAKyY. [InA aHannsa oTbmnpatot nepsyo NOPLMIO YTPEHHEN MOYM B
Konunyectse 15 — 25 mn B cneymanbHYt0 eMKOCTb.

B cnyyae ecnm c6op MouUM OCyLLECTBAAETCA B EMKOCTb 6e3 peareHToB AN KOHCepBaLMn 1 CTabuamsauuu,
[OMYCKaeTca XpaHeHWe M TPaHCMoPTMPOBaHMe 06pasL,0B MOYM A0 NpoBeaeHNsa NpesobpaboTku:

- npu Temnepatype oT 2 Ao 8 °C — B TeyeHue 1 cyToK;
- Npu Temnepatype oT MMHyc 24 ao mnHyc 16 °C — B TeueHue 1 Hegenw;
- Mpw TemnepaType He Bbilwe MUHYC 68 °C — ganTenbHo.

Mpu ocylecTeaeHNN cbopa MOUYM B @MKOCTb C TPAHCMOPTHOM Cpeaoit AN peareHTaMu ANA KOHcepBauum
M CcTabwuavsauumn, xpaHeHWe 06PasLOB MOYM A0 NpoBeAeHUs npenobpaboTKM MPOBOAUTL COMACHO
MHCTPYKLMM K UCTIOSIb3yEeMOW eMKOCTU ans cbopa.

JonycKkaeTca nnwb O4HOKpPaTHOE 3aMOpaXKMBaHMe-oTTanBaHme maTtepmana.
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7.3.2. NpepBaputenbHasa 06paboTka

®nakoH c moyoii B36bonTaTb. MepeHecTn 1 Ma MOYM, UCNONb3YA HAKOHEYHUK C GUABTPOM, B CTEPUABHYIO
0AHOpPa30Byto Npobupky obbemom 1,5 mn. LleHTpudyruposaTsb 5 muH npm 10 000 g. Mpu Hananuumm 6onbluoro
KOMYEeCcTBA CONEeN pecycneHaAMpoBaTb TOIbBKO BEPXHWM CNOW ocagKa cosneit B obbeme 1mn
$M3MONOrMYECcKOro pacTBopa CTEPUIBHOIO MM TPAHCMOPTHOM Cpebl, U 3aTEM CHOBAa KOHLEHTPMPOBATD.
Mcnonb3ya BaKyyMHbIN oTcacbiBaTeslb C KO60M-N0BYLIKOM, NOAHOCTBIO YAANUTb CyNepHaTaHT, UCNOb3yA
ANA Kaxgoro obpasua oTaenbHbIM HAKOHEYHUK 6e3 dunbTpa, He 3axBaTbiBasa 0CafoK. K ocagky no6asutb
200 MK $M3MONOrMYECKOTO PaCcTBOpPa CTEPU/IbHOTO WM TPAHCMOPTHYO Cpedy B ob6beme, yKasaHHOM B
WMHCTPYKLMM NO ee NpumeHeHuto. TWaTenbHO NepemellaTb CoOAepPKMMOoe Ha BOPTEKCe.

[onyckaeTca xpaHeHue npeaBapuTesibHO 06paboTaHHbIX 06pasuLoB MOYM A0 NpoBeseHuUs
nccaenoBaHuA:

- npu Temnepatype oT 2 2o 8 °C — B TeyeHne 1 cyTOK;
- npu Temnepatype oT MMHyC 24 1o mnHyc 16 °C — B TeueHue 1 Hegenw;
- Mpu TemnepaType He Bbile MUHYC 68 °C — AAnTenbHo.

ﬂ,OI'IyCKaETC‘r'I Nwb OQHOKPATHOE 3aMOpPa*KnBaHMe-0TTanBaHe matepumana.

7.4. CekpeT npeacTaTeNbHOM Kenesbl

Mepen nosnyyeHMem ceKpeTa MpeAcTaTeNbHON Kesie3bl FOMIOBKY MOJIOBOro 4neHa obpaboTtatb
CTePUNbHBIM BaTHbIM TamnoHom. CekpeT npocTaTbl 3abpaTb Nocsie NpeasapuTENbHOrO MAcCaXka NpocTaThl
yepes NPAMYIO KULWIKY. Bpay npoBoANT maccak C HaAaB/IMBaHNEM HECKO/IbKUMM IHEPTUYHBIMU ABUKEHUAMMU
OT OCHOBaHMA K BepxyLKe. [locne OKOHYaHWA Maccayka NpeacTaTeNbHOM Kenesbl ee CEKPET B KOIMYECTBE
0,5—-1,0 mn cobpatb B 04HOPA30BYO MIACTMKOBYO NPobUpPKY ob6bemom 2,0 M1 UK KOHTEMHED.

Mpy HEBO3MOKHOCTM NOJIYYUTb CEKPET Cpa3y Nocae Maccayka NpocTaTthl, cobpaTb NepByo NOPLUI0 MOYU
(8 KOTOpOI coaepPKMTCA CEKpeT npeacTaTesibHON Kenesbl) B Kosamyectse 15— 25 ma (cm. nopagok cbopa
Mmoun).

[onyckaeTca xpaHeHWe 06pa3LL0B CeEKpeTa NpeacTaTeNbHOM Kenesbl 40 NPOBEAEHMA UCCNEA0BaHUA:
- NPV KOMHaTHOW TemnepaType (8o 25 °C) — B Te4eHMe 6 4acoB;

- npu Temnepatype oT 2 2o 8 °C — B TeyeHne 1 cyToK;

- npu Temnepatype oT MMHYyC 24 10 mnHyc 16 °C — B TeueHue 1 Heaenw;

- NpuW TemnepaType He Bbiwe MUHYC 68 °C — AnnTenbHo.

I£|,OI'IYCI‘(aETCF| Wb OOHOKPATHOE 3aMOpPaxKnBaHMe-0TranBaHe matepumana.
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8. MPOBEAEHUE UCCNEQOBAHUA

UccnepoBaHWe [OMKHO NPOBOAUTLCA MPUM HOPMAJbHbIX MOKa3aTeNnaX MWMKPOKAMMATA  KAWHWMKO-
[AMarHocTnyeckoin nabopatopmm’:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BnaxKHocTb 40 — 75 %.

8.1. dKctpakuma AHK us nccnegyemoro marepmana

Ona akctpakumm OHK mcnonb3oBaTb Habopbl peareHTOB, pekomeHAoBaHHble [lpousBoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U maTepuanbl». Nopagok paboTbl c HAbopamu ANA IKCTPaAKLUUN
OHK cmoTpuTe B MHCTPYKLUM NO UX NPUMEHEHMIO.

BHUMAHUE! [lpu npoBeaeHUM WUcCAeoBaHUA HeaoonycTMMO WCMNOJIb30BaHME 3KCMpPecc-MeToAoB
aKcTpakuum JHK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparmpyembix 06pasuoB AOJI)KHA COMPOBOMKAATLCA MNOCTAHOBKOWM
oTpuuatenbHoro KoHTpoaa (OKO) B ogHOM noBTOpE.

B npouecce aKkcTpakumm AHK ncnonb3osath cneaytolime o6bembl peareHToB 1 uccieayembix 06pasLoB:

- obbem peareHTa BKO-FL — 10 mKn B npobupky gns OKO, a TakKe B Kaxayl MNpobupKy c
uccnegyembiMm 0b6pasLamu;

- obbem nccnegyemoro obpasua — 100 mKa B npobmpku gnsa nccneayembix obpasLos;
- ob6bem peareHta OKO — 100 mkn B npobupKy ana OKO;

- obbem peareHTa, ucnonbzyemoro ana sawouum AHK, — 100 MK (COrnacHoO MHCTPYKUUKM MO
NPUMEHEHWUIO K UCMOJIb3yemMoMy Habopy ana akcTpakumm HK).

8.2. MoAaroToBKa peareHTOB AnA amnandukauum
8.2.1. NMpu ncnonbsoBaHnn popmbl Bbinycka 1

BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu c/eayeT CMeLllMBaTb HEemnocpeaCcTBEHHO nepejs,
nposegeHuem MMLP.

BHUMAHUE! B cnyyae NpUrotToB/NEHMA PEaKLMOHHOM CMEeCM C MOMOLLbIO aBTOMATMYECKOW CTaHLUK
cnepymnTe yKasaHUAM MHCTPYKLUMM MO €€ NCMOJIb30BAHMIO.

8.2.1.1. Paccuntatb 06bembl NUP-cmecu U. parvum [ U. urealyticum n NUP-6ydepa-H, Tpebytowmecs
ONA NPUrOTOBNEHMA PeaKLMOHHOM cmeck (cm. Tabanuy 5). Cmecb roToBKTb Ha obLiee YMcno uccnenyembix
N KOHTPOJIbHbIX 06Pa3LL0B NAIOC 3aMac HE MEHEE YeM Ha O4HY PeaKkuuio.

Tabnnua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHOWN cmecu
PeareHT 06bem, MKn 0O603HaueHus
MNuP-cmeckb U. parvum [ U. urealyticum 10,0*(N+1) N — KOAMYECTBO aMPAMGULMPYeMbix OBpasLLos,
”U,P'6Y¢ED'H 5,0*(N+1) BK/1l04aA KOHTPO/U

8.2.1.2. Nepen, CMeLLNBaHMEM peareHToB nepemeLlaTb cofepmmoe npo6MpoK C
nuP-cmecobto U. parvum [ U. urealyticum v NUP-6ydbepom-H, ocagntb Kanam Ha BopTeKce.

7YKasaHbl A0NYCTUMble HOPMbl TemnepaTypbl M OTHOCUTENbHOM BAAXHOCTM BO3Ayxa B paboyeit 30He
NPOW3BOACTBEHHbIX MOMELLEHUIA B CcOOTBeTCTBUM C TpebosaHuamm [OCT 12.1.005-88 «Cuctema CTaHZApTOB
6e3onacHocTM Tpyaa. ObLwue caHUTapHO-TUrMeHNYecKkme TpeboBaHMA K BO3AyXy paboueit 30HbI».
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8.2.1.3. MNpUroToB1Tb PeEAKLMOHHYID CMecb, A06aBMB KOMMNOHEHTbl B 06bemax, PacCYUTAHHbLIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb 1 0CAZUTb KaNnn Ha BOPTEKCE.

8.2.1.4. OTobpaTb HEobXoAMMOE KOAMYECTBO MNPOOMPOK MAM cTpunoB ana amnavdukauum [AHK
nccnefyemblx U KOHTPObHbIX 06pasyoB. Beibop npobunpok ans amnandumkaLmm 3aBUCUT OT UCNOb3YEMOTO
amnanMduUKaTopa C CUCTEMOM AETEKLMUM B PEXKUME «PEasIbHOrO BPEMEHW Y.

8.2.1.5. BHecT1 B npobMpKn no 15 MK NpUrotoBeHHON peakLMOHHOWU CMecH.

BHMMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO He NoaJiexKar.

8.2.2. NMpu ncnonbsoBaHnu popmbl Bbinycka 2

8.2.2.1. Otobpatb Heobxoaumoe Konndectso cTpunos c MNUP-cmecbio U. parvum [ U. urealyticum ans
amnanoukaummn AHK nccnegyembix U KOHTPObHBIX 06Pa3LoB.

8.2.2.2. Y6eaunTtbca, YTo napaduH MOSIHOCTbIO MOKPbLIBAET PAcTBOP Ha AHEe MPoObUpPOK. B nMpoTuMBHOM
C/alyyae, He UCMONb30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha noBepxHocTb napadumHa BHect no 10 mkn MNUP-6ydepa-K, npu atom oH He ponxkeH
NpoBannBaTbCcA NoA NPOCAOMKY NapaduHa U cmewmsaTbea ¢ MNLP-cmecoto.
8.3. BHeceHue npob OHK, nposeaeHne amnanpuKaumm m getekumm

BHUMAHMUE! Mpn pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NOMOLLbIO HAaboOpPOB peareHToB A/
NpoBeAEeHUsA 3KCTPAKLUUMM METOAO0M COpPOLMM Ha CUAMKArene WaM MarHWTHOM cemapauuu, Heobxognumo
nsberatb NnonagaHuA copbeHTa B PeaKLMOHHYIO CMECh.

BHUMAHMUE! Mpu pyyHOM aHanM3e NporpaMmuMpoBaHME M 3anmyck amnandukaTtopa NPOBOAUTb COracHO
WMHCTPYKLMM NO €ro NpuMeHeHnto. PekomeHayemble MapameTpbl 413 NPOrpaMmMMpoBaHNA aMninGUKaTopos
yKa3aHbl BO BK/agbllle, Mpuaaraemom K Habopy. MNpu Mcnonb3oBaHWKM NporpaMmmHOro obecnevyeHus
FRT Manager nporpammunpoBaHve aMnanduKaTopa ycTaHaBANMBAETCA aBTOMATUUECKM.

8.3.1. BHecTM B NOArOTOB/NEHHbIE MPOBUPKM C peakLMOoHHOM cMmecbio no 10 mka npo6 AHK, nonyyeHHbIX
B pe3y/ibTaTe 3KCTPaKLUu.

8.3.2. BHeCTM B No4roTOB/IEHHbIE NPOBMPKM C PEaKLMOHHOW CMECbIO KOHTPO/IbHbIe 06pasub:

a) NONOXKUTENbHbIN KOHTPoAb MUP — B ogHy npobupky ana obpasua MK BHectn 10 MK peareHTa
MNKO komnnekc.

6) oTpuuaTenbHbI KoHTpob MLP — B ogHy npobupKy ans obpasua K- BHecTn 10 mKn peareHTa K-.

B) OTpuMLLaTeNbHbIA KOHTPO/Ib SKCTPAKLUUKN — B O4HY NPobupKy ana obpasua OKO sHecT 10 mKa npobbl,
aKcTparupoBaHHoi us OKO.

8.3.3. 3anporpammupoBaTb aMnAMPUKATOP C CUCTEMOM AETEKLUN B PEKMME «PeaNbHOro BpeMEHN» Ans
BbINOJIHEHWNS eAMHOM NPorpammbl aMNANPUKaLMM U AeTeKUUN GayopecLLeHTHOro curHana (cm. Tabauuy 6).

Tabnuua 6
EAMHaﬂ nporpamma amnnmbukau,uu n pgetTekuumn (bnyopecu,eHTHoro CUTHaNa
o JeTtekumna no KaHanam AnA Konunuecteo
T b B
Linukn emneparypa, °C pemsa ST T

1 50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20 ¢ FAM, R6G, ROX

Bepcma 12.05.23-1 16



MpumeyaHue: ¢ NCNONb30BAHMEM €4MHON MPOrpamMmMbl MOXKHO OLHOBPEMEHHO MPOBOAWUTL B OAHOM
npubope noboe coyeTaHWe TECTOB, BKAKOYAA TeCTbl C 06paTHOM TpaHCKpunuuen n amnandukauuein. Mpu
OfHOBPEMEHHOM NPOBEAEHUN HECKONbKUX TECTOB AeTeKuna GpayopecLeHTHOro CUrHaaa Ha3Ha4vaeTca M no
OPYTMM UCMNOJIb3yeMbIM KaHanam, MOMMMO YKasaHHbIX B Tabauue. B ciyyae ecnm B ogHOM npubope
OZHOBPEMEHHO NPOBOAATCA TECTbI TO/ILKO Aa BbiaBneHna AHK, MOXHO yaanuTb U3 AaHHON Nporpammsl
nepBbli Wwar o6paTHol TpaHcKpunumm (50 °C — 15 MUHYT) A4NA SKOHOMUN BPEMEHMN.

8.3.4. MNepea NOCTaHOBKOW B aMNANGUKATOP NAAHLLETHOrO TUMNa 0CaAMTb Kamnan Co CTEHOK NPOBMPOK Ha
BOpTEKCE.

8.3.5. YCTaHOBUTbL MPOBUPKM UK CTPUMbI B AUEMKN peakUMOHHOTo Moayns npmubopa.
8.3.6. 3anycTUTb BbINOJIHEHWE NpOorpammbl amnanduKaumm ¢ aetekumen GayopecuUeHTHOro curHana.

8.3.7.NMpubop npoBoguT perucTpaumio GAyopecLeHTHOTO CUrHana aBTOMATMYECKM B pexume
«peanbHOro BpemeHm».

8.4. AHanu3 u BblYMUCNEHNE PE3YNbTATOB
AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

- B aBTOMaTMYECKOM peXMme C WCMNo/Jb30BaHWEM NporpammHoro obecneyeHus FRT Manager
(000 «UHTepabCepsucy, Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHyH BO BKAaAblle, Mpuaaraemom K Habopy. PyKoBOACTBO NO/b30BATENA Pa3MELLEHO Ha
oduumanbHom cainte 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pEXMME C MNOMOLLbIO NporpammHoro obecnedyeHna npubopa, UCNOsb3yemoro And
nposeaeHua [LUP c peTekuveir B pexXMme «peasibHOro BPEMEHM», COMIaCHO WHCTPYKUMM MO ero
NPUMEHEHMIO N UHCTPYKLMKN K Habopy.

BHUMAHMUE! MMpu pyyHOom aHanmse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPMBbLIX), MOAYYEHHbIX B
nporpaMmHom obecneyeHur npubopa, Mcnonbsyemoro ans nposegeHus MLUP ¢ geTekumen B pexume
«peanbHOro BpPeMeHW», MPOBOAMTb COrMAcCHO MHCTPYKLUUW MO €ero npumeHeHuto. PeKkomeHayemble
napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl BO BKAaApllle, NpuaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB MPONUCXOAMT Ha OCHOBAHWUM HaNMYMA (MKW OTCYTCTBUA) NepeceyeHnn
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) Gdopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBOM IMHUEN, YTO onpeaensieT Haanume (MAn oTcyTcTBME) ANs AaHHOM npobbl HK 3HayeHus
noporosoro uukna (Ct) B cootBeTcTByloWwen rpade Tabauupl pesynbTaToB. lMapameTpbl 06paboOTKM
bAyopecUeHTHbIX KPMBbIX 3aBUCAT OT MCMONb3yeMOW Moaenn amnambukatopa (cm. BKnagbiw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO aMNAndUKaTopa).

Kpusble HakoniaeHua ¢GayopecUeHTHOro CuUrHana aHaau3vpyloTCca Mo TPemM KaHanam AeTekuuu
(cm. Tabanuy 7).

Tabnuua 7
Detekuuna ¢payopecueHTHOro cMrHana
KaHan ana o] R6G cOX
¢nyopodopa
MpoayKt )
aMnANbUKaLMM AHK U. parvum [OHK U. urealyticum [IHK BKO
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8.5. UHTepnpeTtauusa pesynbtatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPY4YHYlO B COOTBETCTBMM C Tabauuein 8 M BKAagplliem, npunaraembim K Habopy. Pesynbtart
NCCNeaoBaHUA CYMTAOT AOCTOBEPHbIM, €CAM Pe3ynbTaThl, MOAYYEHHble ANA KOHTPO/bHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUSAM BaIMAHOCTU, YKA3aHHbIM B Tabauue 9;

—B aBTOMaTMYECKOM pEeXMME C WCMo/ib30BaHMEeM MporpaMmHoro obecneyeHuss FRT Manager
(000 «UHTepabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
MEeTOAMKY, YKa3aHHyI0 BO BKAaAblle, Mpuaaraemom K Habopy. PyKoBOACTBO NO/1b30BaTeNA Pa3sMELLEHO Ha
oduumanbHom cante 000 «MHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Ncnonb3yemble B MPOrpaMmmHOM obecneyeHnn anropuTm MHTEPNpeTaLmMm pesyibTaToB 410 UCCeayembix
06pa3sLOB M KPUTEPUN BAIMAHOCTM PE3YNbTATOB, NOYYEHHbIX A1 KOHTPOAEN, NpeacTaBeHbl B Tabamuax 8
1 9 COOTBETCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTaToB ANA uccneayembix o6pasuos
Pesynbrar UHTepnpeTtauuma
3HayeHns Ct no kaHanam ana onyopodopos FAM, R6G u ROX HesanupaHbiit!
He onpegeneHbl AN onpeaeneHbl Bbilue rpaHuyHoro®. C60it BKO! TpebyeTca NoBTOPUTL aHaNU3

3HayeHma Ct no KaHanam ans ¢ayopodopos FAM u/van R6G
onpepeneHbl He Bbllwe rpaHU4Horo. [lpy 3TOM  KpuBble
dnyopecueHUMM AaHHOM MpPobbl MO AaHHbIM KaHanam nepecekatoT
NMOPOroOBYI JIMHUIO Ha Y4YaCTKE XapaKTEPHOro 3KCMOHEHLMANbHOro
nogbema dnyopecueHumn. 3HadyeHune Ct no KaHany gna ¢nyopodopa
ROX He yuuTbIBaeTcA.

OHK U. parvum w/vnn
DOHK U. urealyticum
o6HapyKeHa

3HayeHma Ct no KaHanam ans ¢nayopodopos FAM u/van R6G
He onpegenieHbl U onpeesieHbl Bbille rPaHMYHOro, a No KaHany
ons  ¢nyopodopa ROX 3HaueHne Ct onpepeneHo He Bbllwe

OHK U. parvum n/vnn
OHK U. urealyticum
He obHapy)XeHa

rPaHU4YHoOro.
Tabnuua 9
KpuTepuu BaaMaHOCTU AN KOHTPO/IbHbIX 06pa3u,oB
Pe3synbTtatbl amnandukaumm no KaHany ana payopodopa
KoHTponb
FAM R6G ROX
. OnpepgeneHo 3Ha4yeHne
OKO (oTpMuaTenbHbll  KOHTPONb 3HayeHue Ct 3nadenne Ct Ct He Bblwe
3KCTpaKLmn oTCyTCTBYET OTCyTCTBYET
paKuuy) yTeTey yTeTey rpaHnyHoro®

MKO Komnnekc (NONOMKUTENbHbIN

N OnpegeneHo 3HayeHme Ct He BblLe FPaHNUYHOrO
KOHTPO/IbHbIN 06pa3el)

K- (oTpuuatenbHbiii KOHTPOAL MLLP) 3HauyeHue Ct oTcyTCcTBYET

8 ['paHMuHble 3HaYeHMs Ct yKasaHbl BO BKaAbllle, Npunaraemom K Habopy.
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8.6. Bo3MOXKHble oWwnbKu n pekomeHaauuun no Ux peweHunto

8.6.1. [lna oTpuLaTenbHOro KOHTPOAA akcTpakumm (OKO) no kaHanam ana payopodopos FAM n/mnmn R6G
onpefeneHo 3HavyeHue noporosoro uuKna (Ct). BepoAaTHa KOHTaMWHauuMAa nabopaTopum NpoayKTamu
amnAnuKaLMM MAM KOHTaMMHALMA peareHToB WAW wccneayemblx 06pasuoB Ha Kakom-nnbo 3Tane
nccnenoBaHunn. Heobxoaumo npeanpuHATL MePbI MO BbIABAEHUIO U IMKBUAAUMWN UCTOYHMKA KOHTaMUHALLMN
M MOBTOPWUTb MCCNedoOBaHWe AOnA Bcex 06pasLoB, B KOTOpbiXx o6HapyseHbl AHK U. parvum u/unm
OHK U. urealyticum, HauMHas ¢ aTana akcTpakummn OHK.

8.6.2. [ina otpuuatensHoro KoHTpons MLUP (K-) no kaHanam ansa ¢ayopodopos FAM u/uan R6G, u/mam
ROX onpeneneHo 3HavyeHWe noporosoro umkaa (Ct). BepoaTHa KoOHTamuMHauma nabopatopum npoaykTamm
aMmnNAnOUKaUMM  MAM  KOHTaMWHALMA peareHToB, wuccneayemblx 06pa3uoB Ha Kakom-anmbo 3aTtane
MUP-nccnepoBaHusa. HeobxoamMmo npegnpuHATb MepPbl MO  BbIABAEHUIO M JIMKBUAAUMU MCTOHMHWUKA
KOHTaMMHaLUKN M NOBTOPUTbL UCCef0BaHWe ansa Bcex 06pa3LoB, B KOTOpbIx 06HapyeHbl AHK U. parvum
n/wnn OHK U. urealyticum, HaunHasa c aTana amnandunkaumm OHK.

8.6.3. 1nA NoNI0KUTENBHOTO KOHTPOIbHOrO 06pasua (MKO KomnseKc) 3HayeHMe noporosoro uukna (Ct)
no KaHanam gana ¢nayopogpopos FAM u/mam R6G, n/mam ROX oTCyTCTBYET MAM OMNpedeneHo Bbilie
rpaHMYyHoro. BepoaTHa owKbKa Ha aTane amnanduKkaumMm, HeobxoaMMo NpPoBecTM NoBTOpHO 3Tan MLUP ana
BCEX OTpMLLATENIbHbIX 0OPa3LIOB.

8.6.4. na uccnepyemoro obpasua onpeaesieHo 3HaYeHWe MOPOroBOro LUKAA, NPU 3TOM Ha rpaduke
byopecLeHUNnN OTCYTCTBYET y4aCTOK XapaKTEPHOro 3KCMOHEHLMANbHOTO Nogbema (rpadmk npeacrasaser
coboii NpUbAN3UTENBHO MPAMYI0 NMHKMIO). Heo6XoAMMO NpPOBEPUTb MPABMALHOCTb BbIGPAHHOTO YPOBHA
NMOPOroBOM JIMHUKN UM NapaMeTpoB pacyeTa 6a30BOM AMHUU. ECiM pesyabTaT NosyyYeH Npy NpasuibHOM
YpOBHe Noporosoi AnHUK (6asoBoit AnMHWUK), TpebyeTca NOBTOPHO NPOBECTM amnIMbUKALMIO N AETEKLMUIO
Ans atoro obpasua.

8.6.5. B ciyyae noJsiyueHus HeBa/MAHbIX Pe3y/bTaToB TpebyeTcAs MOBTOpHOE uccienoBaHMe obpasua,
HauMHaA C 23Tana 3KCTPAKUMM HYKJEMHOBbIX KUCNOT. B ciyyae BocnpousBogMmoro pesyibTaTa
pekomeHAayeTcA NOBTOPHO NPOBECTU B3ATUE, NPeABapPUTENbHYIO NOATOTOBKY M UcCaedoBaHWe obpa3ua.

8.7. AnarHocTtuyecKkoe 3Ha4YeHue NoJsIy4eHHOro pesy/ibtaTa

MUP-uccnepoBaHve ABAAETCS OAHMM M3 METOAOB BCECTOPOHHEro o6cnefoBaHMA MauMeHTa, Ha
OCHOBaHWM KOTOPbIX /leYyalinini Bpay ycTaHaBAMBAET AMArHos M BblI6MpPaeT MeponpuaATUA NO fIeYeHMUIo
nauneHTa. Pe3ynbTaTbl, MNOJyYeHHble NPW MCNONb30BaHMM Habopa, cneayeT paccmaTpuBatb W
WHTEPNPEeTUPOBaTh B COMETAHUM C AaHHbIMM APYrMX KNMHUYECKMX U 1abopaTopHbIX MCCAea0BaHUA.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen o6HapyxeHus®

Mpegen ob6HapyKeHua Habopa «AmnaunMpanm® U. parvum [/ U. urealyticum» 6bin onpeaeneH c
ncnonb3oBaHWem NpobuT-aHanmsa ¢ 95%-oli 4oBepUTEIbHON BEPOATHOCTbIO (cM. Tabamuy 10).

3HauyeHUsa XapaKTEePUCTUKKN, YKasaHHble B Tabauue 10, gocturatotca npu cobnogeHUn npasun,
YKa3aHHbIX B pasgene «Mcciegyemblii matepuany.

Tabnuua 10

MNpepen obHapyxeHUa Habopa

MNpepen o6HapyKeHUs 95%-bli f,O0BEpPUTE/IbHDbIN

MUHPOGPIaHHSMEL no Probit 95%, 3/mn uHTepBan, NA/mn

buomartepuan

COCKOOHbIN MaTepuan unm
oTAeNsemoe CM3NCTbIX 0bonoyek
YpPOreHuUTaIbHOro TPaKTa
(oToenaemoe cansuctoit 060104KM
BJaraaunLa U cockob anutenma co
CN3NCTOM 060104KM ypeTpbl)

Mmoya 1,0x10°

CeKpeT NpeacTaTesibHOM Kenesbl 1,0x103

COCKOOHbIN MaTepuan unm
oTAeNAemMoe CM3UCTbIX 0bonoYek
YypOreHuUTaIbHOro TPaKTa
(oToenaemoe cansuctoit 060104KM
BJ1araaunLL,a U cocKob anutenna co
CN3NCTOM 060104KM ypeTpbl)

Mmoua 1,0x103

CeKpeT NpeacTaTesibHOM Kenesbl 1,0x103

1,0x103 9,51x10% - 1,12x103
Ureaplasma
parvum

8,97x10%-1,11x103
9,20x10% - 1,14x103

1,0x10° 9,35x10% - 1,12x10°
Ureaplasma
urealyticum

8,75x10% - 1,16x103
9,25x10? - 1,20x103

9.2. AHanuTnyeckan cneunPUUHOCTb

Habop «Amnaulpanm® U. parvum / U. urealyticum» BbiasnaeT Tonbko ¢parmenTbl AHK U. parvum u
OHK U. urealyticum.

AHanuTnyeckas cneunduyHOCcTb Habopa oueHuBanacb TecTupoBaHvem [HK MUMKpoopraHusmos,
BUpycos (cm. Tabamuy 11) n reHomHol AHK yenoseka. AHK MUKpOOpraHM3MoB 1 BUPYCOB B KOHLIEHTPaLUK
He meHee 1x108 konuit/mn n reHomHyto [HK yenoseka B KOHUEHTPaUMKM 1 MKr/mn BHocuam B obpasipl
6uonorMyeckoro matepuana, He cogeprawme AHK U. parvum v AHK U. urealyticum.

Tabnunua 11
MuUKpoOopraHu3mbl U BUPYCbl, UCMOJIb3yEMbIe 41 OLEHKU aHAIMTUUECKOU cneundpuyHocTH

MuKpoopraHusmbl U BUPYCbl

Gardnerella vaginalis
Escherichia coli
Streptococcus pyogenes
Mycoplasma genitalium
Candida albicans
Candida krusei
Neisseria sicca
Neisseria mucosa
HSV |
cmv
HPV

Lactobacillus spp.
Staphylococcus aureus
Streptococcus agalactiae
Chlamydia trachomatis
Candida glabrata
Mycoplasma hominis
Neisseria subflava
Neisseria gonorrhoeae
HSV I

Trichomonas vaginalis

°Mpenen obHapyeHna — 95%-0e MNONOMKUTENbHOE MNOPOroBOe 3HAuYeHWe KOHUeHTpauuu (KoHueHTpauua AHK
BbIAIBIAEMOr0O BO36yauTensn, npu Kotopoit 95% TecToB AatoT NONOKMUTENbHbIN pe3ynbTaT).
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Mpu TectupoBaHum obpasuos JHK BbilenepeymncieHHbIX MUKPOOPraHM3MOB, BUPYCOB M reHomHon AHK
YyeNIoBEKA C MUCMOJIb30BaHNEM Habopa NepeKpecTHbIX PeaKLMin BbIABAEHO He bblso.

9.3. Bocnpon3soaumocTb U NOBTOPAEMOCTb U3MepPeHUsA

BocnponssoaMMOCTb M MOBTOPAEMOCTb Pe3y/abTaTOB C WMCMNO/b30BaHWMEM Habopa oOueHMBaAM nyTem
TECTUPOBAHMA MOAENbHbIX 06pa3uoB. MogaenbHble 06pasupl 6blIM NPUTrOTOB/AEHbI MYTEM KOHTaMWHALMK
obpasuoB OGuomaTepuana, nNpPeAyCMOTPEHHOro Ha3HavyeHMem Habopa, CTaHAApPTHbIMKM  obpasuamu
npeanpuatus, cogepawmmmn OAHK U. parvum v OHK U. urealyticum. Bbinm npoTecTMpoBaHbl 06pasupl B ABYX
KoHUeHTpaumax [JHK BbiABNAEMbIX MWKPOOPraHW3MOB, OAHa M3 KOTOPbIX COOTBETCTBOBAa/sia npegeny
obHapykeHnsa Habopa (1x10° [3/mn), a BTOpas ABYKpaTHO npesbilwana npeaen obHapyxeHusa (2x10° M3/mn).
Kaxkablit 0b6pasew, npoxoann Bce aTanbl uccnegoBaHma (akctpakumio JHK, amnandukaumio JHK 1 getekumio
pe3ynbTaToB).

Mpwn oueHKe MOBTOPAEMOCTU KO3DOUUMEHT BapuaumMK, PacCYMTaHHbIA MO pe3y/abTaTam OnpeaeneHus
noporosbix LMKAoB gna JHK BblABAAEMbIX MUKPOOPraHM3MOB, He npesbiwan 5 %.

Mpw oueHKe BOCNPOMN3BOAMMOCTU KOIDDULIMEHT BapMaLMK, PACCUMTaAHHDIM NO pe3y/ibTaTam onpeaeneHuns
noporosbix UnKknos ana JHK BbiaBnfgembIX MUKpPOOpraHn3mos, He npesbiwan 10 %.

9.4. AinarHocTnyeckas cneundUIHOCTb U AUArHOCTUYECKaA YYBCTBUTE/IbHOCTb

[na onpeaeneHns AMarHOCTUYECKOW cneunduUHOCTM U ANArHOCTUYECKOWM YyBCTBUTENbHOCTU Habopa
«Amnaunlpanm® U. parvum [ U. urealyticum» 6bian ncnonb3oBaHbl 06pasupbl Kaxaoro snaa buomarepuana,
npeaycMoTPeHHOTO HasHayeHWeM Habopa peareHToB, B KOJIMYECTBE, YKasaHHOM B Tabavue 12.

B KauyecTBe Habopa CpaBHEHMA, C MNOMOLLbID KOTOPOro YyCTaHaBAMBANW Haauume/oTcyTCTBUE
OHK U. parvum w U. urealyticum, wcnonb3osanca Habop peareHtos «AmnanCenc® U. parvum [/
U. urealyticum-FL» (PY Ne ®CP 2011/10381).

Tabnunua 12
Pe3ynbTaTtbl TeCTUpPOBaHMA 06pa3L,0B 6MoorMueckoro matepuana c nomoubio Habopa
«Amnnulpaiim® U. parvum [ U. urealyticum»

Uccnepyemble 06pasupl Pe3ynbTaTbl TECTUPOBAHMA
Tecr:aps\l:’l)\llbm Habop cpasHesus
®
Tun Bosbyauteno Konuuecrtso 0O6pasubl «AmnauMpaiim® «AMAAUCEHC
U. parvum [ U. parvum [

U. urealyticum» U. urealyticum-FL»

COCKOOHbIN maTepuan

WK oTAensiemoe MonoxutenbHbIX 192 192
CAN3UCTbIX 060104eK U. parvum
YPOreHnTasbHoro OTpuuaTeNbHbIX 387 387

TpaKTa (oTaensemoe

CAN3NCTOM 060104KM >79
BNIArafmLLa 1 cockob MonoKntenbHbIx 187 187
anuTenua co U. urealyticum
C/M3MCTOM 060/104KN OTpuLaTeNbHbIX 392 392
ypeTpbl)
MonoXutenbHbIX 151 151
U. parvum
OTpuuaTenbHbIX 350 350
moua 501
U vt MonoXnTENbHDBIX 150 150
- ureaiyticum OTpuuaTenbHbIX 351 351
U. parvum MNonoxutenbHbIxX 25 25
cekper -P OTpuLaTeNbHbIX 50 50
npeacraTenbHoOMn 75
senesbl U. urealvticum MNonoxutenbHbIxX 25 25
’ y OTpuuaTenbHbIX 50 50
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3HayeHUs AMarHoCTMYecKon cneumpuyHoCTM

M AMarHoCTUYeCcKoWm

YyBCTBUTENIbHOCTU

Habopa

«Amnanlpanm® U. parvum [ U. urealyticum» c noBeputenbHON BEPOATHOCTbIO 95 %, paccumTaHHbIe, Ucxoas

M3 NOYYEHHbIX AaHHbIX, NpuBeAeHbl B Tabauue 13.

Tabnunua 13
[OmarHocTnueckmne XxapakTepucTMKu Habopa peareHToB
«Amnaulpaiim® U. parvum [ U. urealyticum»
T R Bos6yauTens [narHoctuueckas [narHoctuueckas
YYBCTBUTENIbHOCTb cneundUIHOCTD
COCKOOHbIN MaTepuan unm
oTAenAemoe C/AM3NCTbIX 06onoYeK U. parvum 100 % (98,10 % - 100 %) 100 % (99,10 % - 100 %)

YPOreHnTanbHOro TpaKkTa

(oToensemoe cnmsmncToit 060104KN

BA1ara/mLLa U COCKOb anuTenns co
CAN3NCTOM 06010UKM YPETPbI)

U. urealyticum

U. parvum
Mmoua -
U. urealyticum

. U. parvum
CeKpeT npeacTaTeNnbHOM Xeesbl -
U. urealyticum

100 % (98,10 % - 100 %)

100 % (97,60 % - 100 %)
100 % (97,60 % - 100 %)
100 % (86,30 % - 100 %)
100 % (86,30 % - 100 %)

9.5. OueHKa BAnaHNA nHTepPpepuUpyroLLMxX BeLLecTs

100 % (99,10 % - 100 %)

100 % (98,90 % - 100 %)
100 % (98,90 % - 100 %)
100 % (92,90 % - 100 %)
100 % (92,90 % - 100 %)

BanaHve uHTephepupyloWwmX BELWECTB, MNOTEHUMAasbHO COAEPMKALUMXCA WAW  MPUCYTCTBYIOWMX B
nuccnegyemom 6romaTepuane, Ha 3apPeKTNBHOCTL nup npu MCMONb30BaHMM Habopa
«Amnaulpainm® U. parvum / U. urealyticum»  oTcytctByeT. He  BblABNEHO  WMHIMBMPOBaHWE  peakLuu

amnaMounkaumMm npu aobaBneHMM K obpasuam 6uomartepuana Ha dTane 3KCTPaKuMM MHTepdepupyroLmx

BewecTs, NpeacTtaBNEHHbIX B TaGI'IVILI,e 14, B MaKCMMansHoO BO3MOXHOM KOHUEHTpPauun.

OTCYTCTBVIe B/IMAHNA MHTepd)epMpyrou.l,MX BewecTs AnA 06pa3LI,OB COCKOBHOro mMmaTtepuana nan otaenAaemoro

CAMBUCTbIX 060/10YEK YPOreHMTasIbHOrO TpaKTa (OTAensemMoe C/M3MCTOM 06O0/I0YKM BAaraava M Ccockob
3NUTENINA CO CIM3NCTON 060/1I04KM YPeTPbI) (NyB6pMKaHTbl (MHTUMHbIM renib-cmaska Contex Silk Ha cnnmMkoHoBoM
OCHOBE, WMHTUMHbIN refb-cMaska Durex), cemMeHHas KMAKOCTb, WTPAKOHA30/, METPOHWAA30J, TOPMOHbI
AVMAPOrecTepoH M MPOrectepoH) 6b110 NMOKa3aHO B UCMbITAHWUAX C UCMOJ/b30BaHMEM Habopa A4/1a 3KCTpaKumm
«MarHolpainm® GACT» (PY Ne P3H 2019/8043).

Tabnuua 14
UHTepdepupylowme BelecTsa, MCNOAb30BaHHbIE NPU TECTUPOBaHMU Habopa
«AmnauMpaitm® U. parvum [ U. urealyticum»

Bua 6uomarepmana UHTepdepeHT KoHueHTpauua nitepdepeHTa B obpasue
CocKobHbIl MmaTepuan unm FemornobuH 200 mr/mn
oTAensemoe cM3ncTbix obonouex MoueBmHa 0,33 mM/mn
YPOTEHUTANIbHOTO TPaKTa (oToensemoe MyLH 2.3 mr/mn
CAN3MCTOM 060104KM BNaranmniLa u
COCKOH aNUTEeNMnA Co CAN3NCTOM XnoprekcnanH 0,1%
060104KN ypeTpPbI) MupamnctnH 0,001 %
Femornobuu 200 mr/mn
Moua MoyeBuHa 0,33 mM/mn
MyumH 2,3 mr/mn
Femornobuu 200 mr/mn
CeKpeT npeacraTesibHOM Kenesbl MoueBunHa 0,33 mM/mn
MyumH 2,3 mr/mn
TakKe He BbIABEHO WHIMOMpPOBaHWE peakuuMm amnanduKkaumum npu gobaBneHMn K obpasuam

6uomartepuana JHK uenoseka B KoHueHTpauum 1,0x108 konumit/mn.

Bepcma 12.05.23-1

22



10. ycnosua XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHoctTn Habopa cocTaBnsfeT 12 mecsAueB OT AaTbl M3roToBAeHUA. locne BCKPbLITUA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKa roaHOCTM Habopa. Habop ¢ UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO
He NoaNexXuT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTMpoBaTb Npy TemnepaTtype oT 2 4o 8 °C BCeEMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPEACTB
B TEPMOKOHTEMHEepax C X71ag03/1eMeHTaMK UAKn B aBTopedpukepatopax. He gonyckaercs 3amopakmBaHve
peareHToB.

[onyckaeTca TpaHCNoOpTUPOBaHMe Npu Temnepatype oT 8 Ao 25 °C He 6onee 3 cyTok.

Habop, TpaHCNOPTUPOBaHHbIN C HapyLlEHMEM YKa3aHHOTro TEMNEPaTypPHOro pexnuma, NpMMeHeHM o He
NOANIENKMT.

10.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype oT 2 Ao 8 °C B 3aLMLIEHHOM OT CBETa MecTe B TeYeHue BCero CPpoKa
roaHocTu Habopa. He gonyckaeTca 3aMopakKMBaHMe peareHTos.

PeareHTbl nocne BCKPbITUA XPaHUTb B TEX XKe YCNOBUAX, YTO U peareHTbl A0 BCKPbITUA. HEBCKpbITbIE U
BCKPbITble peareHTbl CTabu/ibHbl B TEYEHME CPOKa FOAHOCTM, YKA3aHHOro Ha 3TUKETKe, Npu cobaoaeHnn
YKa3aHHbIX ycnosui XpaHeHuA. PeakumoHHan CMecCb, NpUroToBAEHHasA n3
MNuP-cmecu U. parvum / U. urealyticum v NLUP-6ydepa-H, XxpaHeHUIO HE NOANEMKMUT.

Habop, XpaHMBLUMIACA C HAPYLIEHWMEM YKa3aHHOro PeXKMMa XpaHeH s, MPUMEHEHMIO He MOANENKMNT.

11. TAPAHTUU NPOU3BOAUTENA

Mpov3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTEePUCTMK Habopa TpeboBaHWAM, YKas3aHHbIM B
TEXHWUYECKOM W IKCMIyaTaUMOHHOM [LOKYMEHTaUuMM, B TeYeHWe YKa3aHHOro CpoKa rogHoOCTM npu
cobntoaeHUM BCex YCA0BUIN TPAHCNOPTUPOBAHMA, XPAaHEHUA U NMPUMEHEHWA.

Peknamauum Ha Kadectso Habopa «Amnaulpanm® U. parvum [/ U. urealyticum» Hanpasnate B agpec
npoussogutens 000 «Hekctbno»: 111394, r. Mocksa, ya. MonumepHas, 8 cTp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpu BbIABNEHWM HEXKEeNaTeNbHbIX PeaKuMit Mpu MUCNoAb30BaHUMKM Habopa, $aKkToB M 06CTOATENbCTB,
CO34A0WMX YIPO3y KM3HW W 300POBbIO FPakAaH U MeOMUMHCKMX PaboTHMKOB Npu obpaweHun U
aKcnAyaTauum Habopa, peKoMeHAyeTca HanpasBuTb cooblieHMe Mo agpecy, YKasaHHOMY Bbile, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO pPeryimpytowyto  opraHusaumto (B Pocculickort depepaumm —
depepanbHaa caykba no Hagsopy B cdepe 34paBOOXPAHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHOAATeIbCTBOM.

HOHCYﬂbTaLI,MPO no pa60Te C Ha60pOM, a TaKXe no BonpocCam, KaCalowMMCA KayecCTBa Ha6opa, MOXHO
NONY4YUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)VILI,MafIbHOM cauTe npOM3BO,CI,I/ITEI'IFIZ www.nextbio.ru.
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12. CUMBO/1bl, UCNMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3BOAUTENA
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