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CMMNCOK COKPALLEHWA 1 OBO3HAUYEHWN

ct - Cycle threshold (noporoBbIii LK)

BKO - BHYTPEHHWIA KOHTPO/TbHbIA 06pasel, -
OHK -[,€30KCYPUOOHYK/IEMHOBASA KC/OTa

[OHKa3a - [1e30KCPUBOHYKIeasa

AHT® - [e30KCpUBOoHYKIeoTUATPUpochaTbI

K - MOSIOXMTESbHBIA KOHTPO/Tb

K- - OTpyLaTEeNbHbIA KOHTPOAb MLP

OKO - OTpyLaTESbHbIA KOHTPO/bHBIA 06pa3eL), SKCTPaKLmm
NP - MonmMMepasHas LienHas peaxuys

Py - perncTpawmoHHoe yaocToBepeHne

Y - TEXHWYECKMe YCII0BUA

yar - ypaunn-AHK-rnnkosunnasa

HAUMEHOBAHWE N3AENNA

Habop peareHTOB a1  BbisBneHus © - audpepeHumaumm  OHK - Ureaplasma  parvum  u
Ureaplasma urealyticum MeTofoM NOMMEPa3HOM LIENMHO peakUumn ¢ JeTEKUMEN B peXXMe «peasibHOro
BpemeHu» «AmMrMpaiiv® U. parvum / U. urealyticums no TY 21.20.23-193-09286667-2022.

Janee no  Tekcty  ynotpebrnserc Kpatkoe  HavMeHOBaHWe: Habop  peareHToB
«AmnmMpaiiv® n. parvum / U. urealyticumy, aTakke cokpalleHe Habop peareHToB.
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1. HASHAYEHWE

1.1. Habop peareHToB «AmnamMpaiivM® U. parvum / U. urealyticums» npefHasHayeH 415 BbISBIEHNS W
anaepeHumaumm OHK Ureaplasma parvum n Ureaplasma urealyticum B 610M10rMyeckoMm Marepuriasie
(COCKOOHbI MaTeprian Win OTAENsemMoe CAM3NCTbIX 0000YEK YPOreHUTasbHOro TpakTa (OTAensemoe
C/IM3MCTO OBOJIOYK BRara/ma M COCKOG anUTENNA CO C/M3NCTOA OBOMOYKN YPETPbI), MOYa, CeKper
npeacTarte/ibHoM xenesbl) metogom MMUP ¢ rmbpuansauyioHHO-()/TyOPECLIEHTHON AeTeKUMENn NPOLYKTOB
amMnIMMKaLWN B PEXXMME «PeaslbHOTO BPEMEHI.

1.2. Matepuanom gna nposefeHus MLP cnyxar npo6bl AHK, akcTparMpoBaHHble V3 WCCieyeMoro
Marepuasa ¢ NMoMOLLB HaboPOB pPeareHToB, PEeKOMEH0BaHHbIX B pa3fesie MHCTPYKUMA «[JonoHUTENIbHOe
060py0BaHMe 1 MaTepuasibh».

1.3. DyHKUMOHa/IbHOE Ha3HaueHue: Habop peareHTOB MpedHasHayeH A9 AMarHOCTVMKM in Vitro
(BbisBneHve [AHK Ureaplasma parvum u Ureaplasma urealyticum metogom [MUP B 6MOMIOrMYecKoM
Mareprianie YesioBeka).

14. MokazaHs K NpOBEAEHUO mccrieaoBaHns: Habop peareHToB MCMOMb3yeTcs B KMHUYECKOWA
NabopaTopHO ANarHOCTUKE 11 CKPUHUHIOBOIO MCC/IeloBaHNsA GUOMOTMYECKOro Mateprana, nosly4eHHoro
OT /1N, C MOAO3PEHMEM Ha Ha/Inume VH(EKUMIA yporeHUTanbHOro TpakTa. Pesynbtarbl MNUP-mccnenoBaHms
YUUTBIBAKOTCS B KOMI/IEKCHOW AMiarHOCTUKe 3a60/1eBaHUS. .

1.5. MpuMeHeHVe HAabopa PeareHToB He 3aBUCUT OT MOMY/ALIYOHHBIX 1 AEMOrPadiuecKmX acreKToB.

16. MNMoTeHuManbHble  Monb3oBaren:  Habop  peareHTOB  [O/DKEH — UCMOMb30BATLCA  TOMbKO
KBa/IM(ULMPOBaHHbIM, 00y4YeHHbIM (B 06/1aCTM KMMHUYECKOA NTabOPaTOPHOA AMarHOCTVKM) MEpPCOHaIOM
(Bpaun KIMHMYECKOIN flaboparopum 1 MeauLMHCKMe labopaTopHble TEXHWKK, 06yYeHHble MOJEeKyISPHbIM
610M10rMYECKMM METOAVKAM).

1.7. Mp1MeHSTb HABOP PEareHToB CTPOrO N0 HA3HAYEHIIKO COMMIACHO VHCTPYKLM N0 MPUMEHEHIHO.

1.8. MpOTMBOMNOKAa3aHWs K MPUMEHEHMIO: HAPYLLEHWE LIEMIOCTHOCTM YNAKOBKM, UCTEKLLIMIA CPOK rOIHOCTY,
Heco6/oeHNE TPEBOBAHUIA UHCTPYKLIVN.

2. XAPAKTEPUCTUKWN HABOPA

2.1. ®opMbl BbIMycKa, COCTaB M KOMM/IEKTHOCTb

Habop peareHTOB BbIMyCcKaeTcA B ABYX (hopMax (CocTaB Habopa 1 KOMIM/IEKTHOCTb MOCTaBKM YKasaHbl B
Tabnmue 112 cooTBETCTBEHHO). Bee (hopMbl BbiMycka npeAHa3HaueHb! 4715 npoBeaeHns amrmgmkaumn JHK
C rMbpMaN3aLMOHHO-(UTYOPECLEHTHON AeTeKuyeld NPOAYKTOB aMIAQUKaumMy B pexuMe  «PeasibHoro
BpeMeHW». [ NpoBefeHVs NOMHOTO WCCef0BaHs HEOOXOAVMO WCMO/b30BaTb Habopbl PeareHToB /s
aKcTpakumm JHK, pekomeHaoBaHHbIe B pasaerne «dononHmTenbHoe 060pyA0BaHMe U MaTepuaribhs.

dopma Bbinycka 1 BKMOHAET cMecb A4/19 nposedeHns TMUP B npobupke obbemoM 1,5 wwm 2 mn gnd
[103VipOBaHNA B il0Oble TWMbl MPOGMPOK. Popma npefHasHauyeHa A1 MPUMEHEHUA COBMECTHO C
amrnMgmkatopamy  M/IaHLETHOrO UM POTOPHOTO TWMa W paccuMTaHa Ha MpOBEAeHVe WCCe0BaHuA
100 06pa3uoB, BK/HOYasi KOHTPO/M. dopMa MOXET ObiTb UCMO/Mb30BaHA KaK [/ PyYHOM packarku, Tak u
COBMECTHO C aBTOMATMHECKMM CTaHLMAMM [/19 NPUIOTOB/IEHMS U A03MPOBaHNA PEaKLMOHHbIX CMECEN.

dopma Bbinycka 2 BK/IOHYAET CMeCh [y NposeaeHus MUP, packanaHHyto nog, Npoc/ioinky napaguHa no
CTpUNoBaHHbIM (12,5 cTpurnos o 8 Npobupok) npobupkam o6bemom 0,2 M. dopMa npeaHasHadeHa Ay
MPUMEHEHWS COBMECTHO C aMI/IMukartopaMyl M/IaHLLETHOTO TWMa W paccuMtaHa Ha nposedeHue
nccneposaHys 100 06pasLoB, BK/IOHAA KOHTPO/N.
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PeareHT 1 O6bem, mn
MLP-cmecb
n. pan/ut / 1,20
n. urealyticum
nup-6ygep-H 1 0,65

A
NMKO komnnekc 0,26
OKO 1,10
K- 1 0,26
MLUP-cmecb
n. pan/nTt / 0,01
n. urealyticum
MNup-6ydep-K 1,20
MKO komnnekc 0,26
OKO 1,10
K- 0,26
KomnoHeHT

Tabmmua 1

CocraB Habopa

Konwnyectso

®opma Bbinycka 1

1 npobupka

1 npobupka

N

1 npobupka

1n obn Ka
np upK

1n obn kKa
N N

1 OnucaHue

*
1BbydepHbIiA  pacTBOpP €O crneuugpuyeckumm
! hnyopecyeHTHO-MeUYeHbIMMN 30HAaMU 1 gHT.
i Mpo3payHasn XMAKOCTb.

BythepHbIii pacTBop ¢ TepmoctabunbHoil AHK-nonumepasoii
1Taq, cynbthatom marius mypauun-AHK-rnmkosmnasoii.
; TNpo3payHas >XnaKocTb.
; MonoxurensHbli KOHTPOJ‘IbeIVI o6pa3eu..
" Mpo3payHas XunakocTb.

OTpruaTesibHbIfi KOHTPONbHBI 06pasel,
Mpo3payHas XnaKocTb.

npanmepamu,

OTpuuaTenbHbIl KOHTPOJIbHLIN 06pasel,.
! npo3payHas XuUaKocCTb.

®opma Bbinycka 2

100 npo6upok
{12,5 cTpunos
no8
npo6upok)™

1 npo6upka

1 npo6upka
1 npo6upka

1 npo6upka

BythepHbIii  pacTBop €O cneynpuyeckumm
thyopecueHTHO-MeYeHbIMK 30HAaMUN 1 oHT®.
npospayHas XWAKOCTb, packanaHa B
npo6upky nog napaduH 6en0ro LseTa.
BythepHbIi pacTBOp ¢ TepMmocTabunbHoin AHK-nonnmepasoii
Taq, cynbthatom marHua u ypaunn-AHK-ravkosunnasoii.
Mpo3payHas XMAKOCTb KPacHOro LBeTa. *
MonoXunTenbHbIi KOHTPO/bHLIA 06pasel,.

[Mpo3payHas XnaKocTb.

OTpuuaTenbHbI KOHTPO/bHbLIA 06pased,.

Mpo3payHas >XNAKoCTb.

OTpuuatenbHblii KOHTPO/bHbIV 06paseL.

Mpo3payHas XnaKocTb.

npanmepamu,

CTpnnoBaHHbIE

Tabnmua 2

KomnnekTHocTb Habopa

Habop peareHToB (hopma Bbinycka 1 nam 2)

WHCTPYKLMA No NpuMeHeHunto Habopa

KpaTkoe pyKOBO/ICTBO MO NPUMEHEHUIO Habopa

Komnnekr Bknagpiwein K Habopy

[Macnopt KayecTea

2.2. TpnHUun metoaa

1 dopmar Konnyectso

1

B 3/IEKTPOHHOM BUAEN HA O(hULMATLHOM )
caiite Mpomnssoautens: www.nextbio.ru 1

B ByMa>kHOM BuAe 1

B OymMa>KHOM Buge 1

B 3/IEKTPOHHOM BUAE Ha oMLMaIbHOM
caiite MpousBoanTens: www.nextbio.ru

MPYHUMN  TeCTMPOBaHUA OCHOBaH Ha 3KcTpakumm [HK v3 06pasuoB umccriefyeMoro marepuasia
COBMECTHO C BHYTPEHHVM KOHTPO/IbHbIM 06pa3uiom (BKO-FL™) 1 0gHOBpEMEHHOI aMnMtMKaLIM Y4acTKOB
OHK wn. parvum, U. urealyticum M WCKYCCTBEHHO CMHTE3VpOBaHHON nocnegosaresisHocTn AHK BKO c
rmépuaV3aLIMOHHO-(TYOPECLIEHTHOW AETEKUMEN B peXxuMe «peaibHOro BpemeHu». BKO nossonser
KOHTPO/IMpOBaTh Bee aTtanb! MLP-uccnefoBaHms /g Kaxxaoro obpasua v oLeHVBaTh BNSHE UHIMOUTOPOB
Ha pesynbTarbl MUP-uccneaosaHns.

ATMpo6upkuy ¢ ronybbiM napauHOM He MCMOJb3YHOTCS.

MeyaTHas Bepcust MHCTPYKL MK AOCTYNHA MO 3anpocy no teneoHy (495) 620-08-73.

~BKO-FL BxoguT B cocTaB Habopa peareHTOB, PeKOMeHAOBaHHOro [lpoussBogutenem pAns 3skctpakuymm AHK u3
uccrefyemMoro marepuvana.
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C NoMy4eHHbIMA Ha 3Tane aKeTpakummn npobamm JHK nposoauTes peakupms amnmgmkaumn yyactka JHK
Mpn MOMOLLM CrieuMMYHbIX K 3TOMY YYacTKy npaliMepoB W (epmeHTa Tag-nonmmvepasbl. B coctase
PEAKLWIOHHON CMECK MPUCYTCTBYHOT (A/TyOpPECLIEHTHO-MEYEHbIE O/IMIOHYKNIEOTWARI, KOTOPbIE rMOpamn3ytoTcs ¢
KOMI/IEMEHTaPHbIM Y4aCTKOM amiimmimuppyemoin JHK-MuLLIeHN, B pesy/bTaTe Yero NporcXoaumT HapactaHue
VHTEHCVBHOCTU (TyopecLieHUMW. 310 MO3BO/ISET PErMCTPUPOBATb HAKOMJIEHWE CrELM(IMYECKOrO MpoayKTa
amnmukaLmn nyTem M3mMepeHn st IHTEHCMBHOCTU (UTyOPECLLEHTHOrO CUrHavia C NMOMOLLILH0 aMiyIidmKaTopa ¢
CUCTEMOIA AETEKLMN (UTYOPECLIEHTHOTO CUrHaIa B PEXKUME «PeasisHOTO BPEMEHI.

Habop cofepxuT cuCTeMy 3alyTbl OT KOHTAMUHALMM aMI/IMKOHaMK 33 CHET NMPYMEHeHVs (hepMeHTa
ypaunn-AHK-rvkoswnassl  (YOI) v Tpugocata  AesokenypuovHa. PepmveHT YA pacriosHaetr wu
Katanmsupyet paspyleHve ueneii OHK, cogepxalmx pgesokcuypuauH' Ho He [HK, cogepaluei
[Ee30KCUTUMUAVH. [le30KCuypuanH OTCyTCTBYET B npupoaHoin JHK, Ho Bcerga NpucyTCTBYET B aMI/IKOHAX,
MOCKO/IbKY TpmdhocaT Ae30KCUypuayHa BXOAUT B COCTaB cMecy AHT® B peareHTax A/19 aMruigukaumn.
[Je3oKenypyanH [eniaeT KOHTaMUHMPYHOLLME aMIyIMKOHbI BOCTIPUMMUMBLIMA K Pa3pyLLIEHMIO (hepMEHTOM
YOI o Havana amrigukauyn JHK-muweHn, W, cnepoBaresibHo, OHU He MOTYT Obib B Aa/lbHENLLEM
amnIMmUMpOBaHbI.

depmeHT Y TepMonabuneH v HaKTVBIPYETCS MV HarpeBaHum Bbille 50 1 MO3TOMY He paspyLLUaeT
aMI/IMKOHbI MULLIEHK, HapabaTbiBaemble B rpoLiecce MLP.

Ha atane amnamdukaumm 04HOBPEMEHHO B OAHON MPOGUPKE NPOBOAATCA 3 peakumm -“MIanguKaums
yyactkos AHK U parvum, U. urealyticum wn nocnegosaresibHocTn BKO. Pesynbtarbl amniMgukaLmm
PErMCTPMPYHOTCS MO TPEM Pa3/IMYHBIM KaHasiam qulyopecLEHTHON AeTekLmmn (cM. Tabnuuly 3).

Tabnmua 3
CootBetcTBMe AHK-MULLEHEN 1 KaHa/I0B (P1yOPECLEHTHON AETEKLMM
Kanan ans gnyopodopa PAM R6G* ROX
. HKBKO
OHK-MuweHb OHK n. parvum OHK n. urealyticum (9K3(;£rleHHb||7| BKO)
urease complex urease complex VICKYCCTBEHHO
Obnacte aMI‘Il‘IVI(*)I/IKaU,VII/I component gene component gene H:):Zl;eTZZgF;?:j?::g?Tb

2.3. TexHnyeckoe 06cny>XnsaHmue u peMOHT

Habop He NOAIEXUT TEXHUUECKOMY OOC/TY>KVBAHMIO U PEMOHTY.

3. KOHTPOJIb KAYECTBA

3.1. BHYTpEHHWI KOHTPO/b KayecTBa
3.1.1. OtpuatenbHbI 1 NONOXUTENbHbBIA KOHTPONW UCCNEA0BaHWS

s oUeHKM KauecTBa MosyydaeMbIX pesy/bTartoB Kaxkaas rpynna sKcTparvpyembix 06pasLoB A0/DKHA
BK/KOYaTb OTPULATE/bHBIA KOHTPO/b aKcTpakumm (OKO). Kaxmas wHamsmayanbHasi noctaHoBka [MLP
[0/DKHA BK/KOYaTb OTpULATeNbHbIA KOHTPOb MUP (K-) v nonoxwutensbHbil KOHTposb (MKO KOMM/EKC).
PesynbTarbl f/19 KOHTPO/E [0/MKHbI COOTBETCTBOBATH 33AaHHbIM KPUTEPUSIM Ba/IMAHOCTK, YKa3aHHbIM B
pasgene «/HTepnpetaumsa pesynsbTaros».

A[eTekuma curHana gns gayopodgopa R6G ocylecTBAAETCSA MO KaHany AeTeKuuu Ana aHanornyHbix gayopogopos HEX,
JOE, Yellow. VIC.
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OTpruaTenbHbIN KOHTPOAbHbIK 06paley (OKO) TeCTMpyeTCA, HAUWHAA C 3TANA IKCTPAKUMH, W NO3BONAET
KOHTPOAUPOBATL BO3MOMKHYIO KOHTAMUHAUMIO APYMMW o0pasuamn uam amnaukoHamu. B npobupke ¢
OTPULIATENLHLIM KOHTPOAEM He A0NMMLI Aetektuposateca OHK U. parvum, U. urealyticum. B cnyvae
HECOQTBETCTBMA PE3YNLTATa, NONYHEHHOTO ANA KOHTPOALHOrO 00Pa3ua, 3aAaHHBIM KPHTEPUAM BaNNAHOCTY,
NOAOKMTENIbHBIE PE3YNLTaTHI ANA WCCeayemMbiX 06pasyos B NOCTAHOBKE CUWTAIOTCA HEAOCTOBEPHLIMY,
Heo6X0AUMO NPEANPUHATE MEPLI MO BLIABNEHMIO U IUKBUAALMMN UCTOUHMKA KOHTAMWHAUMM W NOBTOPUTD
nuccnenoBanue Bcex uccneayemeix 0b6pasnos, B kotopeix obrapyxenw QHK U. parvum, U. urealyticum, n
KOHTPOAA, HAYMHAA € 3TaNa SKCTPAKUMK.

OtpuuatenpHbil KOHTpoAL MUP (K-) TecTupyetca, Hauunar ¢ 3tana MNLUP, ¥ No3BOARET AONOAHHUTENLHO
KOMTPOAIMPOBATL BO3MOKHYIO KOHTAMMMAUMIO APYrumn obpasuamm uau amnankoHamu. B npobSupke ¢
OTPULIATENLHBIM KOHTPOAEM HE A0MKHN AeTexktupoBaTteca AHK U. parvum, U. urealyticum v BKO. B cayuae
HECOOTBETCTBMA PL3YALTATA, NOAYHEHHOrO ANA KOHTPOALHOrO 0Bpasya, 3aA3HHBIM KPUTEPUAM BAANAHOCTH,
NOAOKUTENLHBIE PE3YNLTATHl A8 Uccneayembix oOpa3LoB B NOCTAHOBKE CYMUTAIOTCA HEAOCTOBEPHBIMM,
HEOOX0QUMO NPEANPUHATL MEPbl NO BHIABACHUIO M NAUKBUAZUMH UCTOMHUKA KOHTAMWHALMM M NOBTOPHUTL
nccaeposaHue acex 06pasuos, B KOTOPbIx o6Hapymenn AHK U. parvum, U. ureoiyticum n BKO, HayuHan ¢
atana Nup.

B KavecTse NONOKUTEABHOrO KOHTpoAA MNUP ucnoabayetca peareHt MKO KoMNNeKE, BXOAAWMWIA B COCTaB
Habopa. B cayyae HEeCOOTBETCTBUA Pe3YAbTaTOB QNA NOAOKUTEABHOTO KOHTPOAA 33A3HHLIM KPUTEPUAM
Ba/IMAHOCTH, pesynbTaThl AnNs Bcex obpasuos 8 NOCTaHOBKE CUMTAIOTCR uegocrosepnbfmu, Tpebyerca
NOBTOPUTL MCCAAOBANME BCEX MCCABaYeMbIX 0Bpa3L0s 1 KOHTponel, HaunHan ¢ stana NIP.

3.1.2. Koutponb uHrMGuposanua

ONa KOHTPONA BCEX 3TaNOB MCCNEAO0BAHUA, SPPEKTUBHOCTH IKCTPaKumn AHK 1 OLEHKW BAMAHWA
uHrubutopos MLIP npeqycMOTPeHO MCNONb3OBaHWE 3K30reHHOro BKO, KoTopuidn acbasnnetca B KamAbi
uceneayembiit W OTPULATENLHBIN KOHTPOABHBIW 00pasely Ha 3Tane IKCTPaKUMK. Pe3yabTaThi MCCNEACBAHNA
BKO A0/KHbI COOTBETCTBOBATL 3aA3HHLIM KPUTEPHAM BANUAHOCTH ANA OTPUUAYENBHBIX WCCASAYEMbIX
obpasuos, yxasaHHbim B pasgene «MHTepnpetauma pesynbratos». Ecam 8 uccnepyembix ofpasuax,
oTpMuaTenbHbix Ha Haauune AHK U. parvum w U. urealyticum, ne obHapymena IHK BKO, To pesyabrartsl
WCCNeAOBAHHA AAHHBIX 06PA3LOB CYMTAIOTCA HEAOCTOBEPHLIMU, TREOYETCA NOBTOPHTL MX AHANW3, HAYWHAA
C 3Tana AKCTPaAKUMN,

3.1.3. MOHUTOpUHr NabopaTopmM Ha HANUMME KOHTAMHHALUWK

PeKOMEHAYETCA Pa3 B MECAL, NPOBOAUTL MOHHUTOPMHI NAGOPaTOPUMKN HA KOHTAMWHAUMIO NPOAYKTAMM
amnanduKaumm, uccnegyembimu o6pasuamu, ROACKUTENbHBEIMM KOHTpOAbHbiMU OOpasuamun. Ouenka
HANMYUA/OTCYTCTBUA KOHTIMWUHAUMM NPOBOAUTCA NYTEM UCCIEAOBAHMA CMBIBOB C Pa3NMUHbIX 0GLEKTOB:
nuneToK, pabouux nosepxHocTei nabopatopHoi mebenn, 06OPYAOBIHMA M NOBEPXHOCTEH NOMELIEHWUA.
Bsatue W MCCNeAOBaHWE CMLIBOB C/AeAyeT NPOBOAWTL COfAAcHO Npoueaype, ONWCAHHOW B
MY 1.3.2569-09 «Opranusaumns pabotbl naGopaTopuil, KUCNOALIYIOWMX METOAM  amnAnPUKALMK
HYKNEMHOBLIX KHUCAOT Npu paboTe € MaTepuManom, COAEPHAMM MUKPOOPraHuamsl |-V rpynn
NaToreHHOCTH®. MpU OBHapYeHWH KOHTaMUHaLMKM HeobXoauMO nposecT obpaborky naGoparopuw
MOIOLUMMM 1 AC3UHONUMPYIOLMMMU PACTBOPAMM COTNACHO YKasaNMAM, ONHCaHHbIM 8 MY 1.3.2569-09. Takke
ANA NPEAOTBPAWEHHA KOHTAMUHALMK NABOPATOPHU MAM B KAUECTBE MEP NO ACKOHTAMUHAUMK PaBOuKX 30H
PeKOMEHAYETCA UCNOMb3OBATL PACTBOP ANA AE3aKTHMBAUMM HYKNENHOBLIX KUCAOT, Hanpumep, «Oauratop»
npounssoacrea 000 «Hekcrbro», Poccun.
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3.2. PekomeHayembie KOHTPONbHbBIE MaTepUanbl

B KauecTse KOHTPOJIbHbLIX MAaTepManos ANA NPOBEPKM 3aABNEHHbIX PYHKUMOHANbHBIX XapaKTepUCTUK
Habopa moryT 6biTb NCNONbL30BaHbI 3aperucTPUPOBaHHbLIE Ha TeppuTopuu Poccuitckon Peaepauun naHenm
KOHTPONbHbLIX 06pa3uos, npeAHasHavyeHHbie ANA NPOBEAEHNA BHYTPEHHErO U BHELIHErO KOHTPOAeH
KauecTsa nabopaTopHbIX uccnenosanui no obHapyxenunio AHK U. parvum w U. urealyticum.

4. OrPAHUMEHNA METOAUKU UCCNEAOBAHUA

4.1. Habop npumeHRETCA TONLKO ANA ANATHOCTUKM in vitro. -

4.2. Habop npeaHasHaueH ana paboTbl TONLKO C UCCAEAYEMBIM MATEPMANOM, YKa3aHHbIM B pa3aene
«Ha3HaueHue». Uccnegosarmne Apyrux Buaos GUONOrMUECKOro mateprana MOXeT NPUBECTU K NONYHEHWUIO
HEeA0CTOBEPHbIX Pe3yNbTaToB.

4.3. NonyyeHne  AOCTOBEPHLIX pe3ynbTatoB obecneunsaeTcAa  BbinoAHeHuem  TpebosaHuM,
NpeabABASEMLIX K B3ATUIO, TPAHCNOPTUPOBAHUIO, NOATOTOBKE M XxpaHeHuio o6pa3uoB uccneayemoro
martepuana (cm. pasgen «Mccnegyemblit matepnann).

4.4. C nomowpio Habopa Bo3moxHO MNUP-uccneposaHne tonbko npob AHK, akcTparnposaHHbIX U3
Uccneayemoro Mmatepuana COBMECTHO C  BHYTPEHHMM KOHTPONbHbiM 06pa3uom - BKO-FL. bes
Mcnonb3oBaHMA BKO-FL HEBO3MOXKHO NPOBECTU OLUEHKY BaAUAHOCTH NOCTaHOBKH. .

4.5. Habop npeaHasHaueH ANA NPoGecCMOHaNbHOro npumeHeHua. Habop AomkeH MCNONL3OBATHCA
TONLKO KBAAMMOMUMPOBAHHLIM, O06yuyeHHbIM (B 06nacTM KNUHMYECKOW NAbOPATOPHOM AWArHOCTUKK)
NepcoHanom (Bpauu KAMHUYECKOW nabopatopun n meanumuHckue nabopatopHble TexHukn, obyyeHHbie
MONEKYNAPHBIM BUONOrMYECKUM METOAUKAM).

4.6.Mpu pabote ¢ Habopom cneayeT UCNONB30BaTL TONBKO aMNAMPUKATOPLI C CUCTEMOW AeTeKuuu
bNyOopecueHTHOro CUrHaNa, XxapaKTePUCTUKKU KOTOPbIX YA0BNETBOPAIOT Tpe60BaHNAM, YKa3aHHbIM B pasaene
«JjononHutenbHoe 060pyA0BaHUE U MATEPUANDIY.

5. MEPbI NPEAOCTOPOXXHOCTU U NPEAYNPEXXAEHUA

5.1. PaboTta aonKHa NPOBOANTLCA B 1aBOPATOPUK, BLINOAHAIOWEN MONEKYNAPHO-6nonornyeckue (MLP)
nccneposaHua GMONOrUUECKOro martepuana Ha Hanwuue Bo3byautenen vHPeKUUOHHbIX 6onesHew, ¢
cobniopennem CanMuH 3.3686-21 «CaHuTapHo-annaemmuonoruueckme tpebosawma no npodunnaktTuke
MHOEeKuMoHHbIX Gonesnenn, CanMuH 2.1.3684-21 «CaHutapHO-anuaemuonoruyeckue TtpebosBanua K
COAEPKAHNIO TEPPUTOPUIA TOPOACKUX M CENbCKUX NOCENeHUH, K BOAHLIM OObeKTam, NuUTbeBOW BoAe W
NUTLEBOMY BOAOCHabXKEHMIO, aTMOCHEepHOMY BO3AyXYy, NOYBAM, MUALIM NOMELLEHUAM, 3IKCNAyaTaluu
NPOW3BOACTBEHHDIX, OOWECTBEHHbIX MNOMELWEHWUH, OpraHM3auMm W NPOBEAEGHUI0O  CAHWUTAPHO-
NPOTHBOINUAEMUMECKUX (NPOPUNAKTUHECKUX) MEPONPUATUIA» W METOANMECKNX yKazaHuh MY 1.3.2569-09
«Opranu3auma paborbi nabopaTopuin, UCNONLIYIOWUX METOALI aMNAUDUKALNK HYKNEUHOBLIX KUCAOT NpU
paboTe C MaTepuanom, CoaepIKaMM MUKPOOPraHu3mel =1V rpynn NatoreHHoCTu».

5.2. Npu paboTe He06x0AUMO BCEraa BbINONHATL Chefylowme Tpe6oBaHuA:

- MpumeHaTb Habop CTPOro NO Ha3HAYEHUIO B COOTBETCTBUN C AAHHOW MHCTPYKunen. OTKNOHeHHe OT
NPONMCaHHBIX NPOLEAYP W NOPAAKA AEWUCTBUI MOXKET NPUBECTU K NONYYEHMNIO HEAOCTOBEPHbBIX PE3YNLTaTOB
aHanu3a.
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- JlabopaTopHbIi  MPOLECC AOMKEH OblTb OAHOHAMPaBMEHHbIM. AHaIM3  CriefyeT NPOBOAUTL B
OTAE/bHLIX  MOMeLLeHnsX (30Hax) B cootBetctBMM ¢ MY 1.3.2569-09. He Bo3sBpawarb obpasupi
060pyaoBaHMe 1 peareHTbl B 30Hy, B KOTOPOiA Obiia NpoBeAeHa NpeabiayLias craavs npoLecca.

- PaccmartpvBath uUccriefyemble 06pasubl Kak MH(EKLWMOHHO-0MacHble, OpraHM3oBbIBaTL paboty U
XpaHeHwve B cooteTcTBIM ¢ CaHlMnH 3.3686-21.

- Yévpatb 1 Ae3nHMLMPOBaTL pa3/iMTble 06pasLbl WM peareHTbl, UCMoMb3ys Ae3vHpMLypyoLLme
cpepctsa B cooteeTcTBUM € CaHlMnH 3.3686-21.

- YpanaTb Heucronb30BaHHble peareHTbl, PeareHTbl C WCTEKIMM CPOKOM TOAHOCTW, a Taloke
MCMO/b30BaHHbIE PeareHTbl, YNakoBKy” GUONOMMYECKUIA MaTepuan” BK/OYasi Matepuaibl, MHCTPYMEHTbI U
NpeaMeTbl,  3arpsisHeHHble  OMOMOTMYECKM  MaTepuasioM, B  COOTBETCTBMM C  TpebGoBaHMSIMM
CaHlMnH 2.1.3684-21.

BH/MAHME! Mpy yaoaneHAn oTXo4oB rnocne amnmukaumm (Npobrpok, cogepkaimx npoaykrsl TMLP)
HeJonyCTMO OTKPbIBaHME NPOBMPOK 1 pa3bpbI3rMBaHNE COAEPXMMONO, MOCKO/bKY 3TO MOXET NPMBECTU K
KOHTaMMHaLwmn npogdykramu MLP nabopaTopHOiA 30HbI, 060PYA0BaHMA 1 PeareHToB.

- cnonb3oBatb 1 MEHSTb MPY KXKAON ornepaLym OAHOPAa30Bble HAKOHEYHWKN /19 aBTOMATUYECKUX
[103aTOPOB € (mnbTpoM. OAHOPA30BYHD MIACTUKOBYK Mocydy (NMPOBUPKK, HAKOHEUHVKM) HEOOXOAVMO
cbpacbIBaTh B CrieuyiasibHbIiA KOHTEHEP, CoaepaLLyii Ae3VHMLMPYIOLLEE CPEACTBO, KOTOPOE MOXKET BbiTb
VCMOMb30BaHO /151 06e33apaXkvBaHNs MEAVLIMHCKMX OTXOA0B.

- Habop npegHasHayeH [ OAHOKPATHOrO MpUMeEHeHWs 9 nposefeHus  TMLUP-mccnenoBaHms
YKa3aHHOro Ko/imyecTsa 06pasLioB (CM. pasaen «Popmbl BbIMycka, COCTaB M KOMIM/IEKTHOCTL).

- K paborte ¢ HabopoM A0MyCKAeTCA TOMLKO MepcoHas], 00yHeHHbI MeToLaM MOJEKY/ISPHOA AMarHOCTVKMA
1 NpaBWiam paboTbl B KMMHMKO-AMarHOCTUYECKON NlabopaTopui B YCTaHOB/IEHHOM NOPsiaKe (B COOTBETCTBMAM C
Tpe6oBaHvaM/ CaHlMH 3.3686-21).

- He ucnonb3oBatb HAGOP, €C/IM HapyLLEHA BHYTPEHHSS YNAKOBKA WM BHELLHWIA BUA, peareHTa He
COOTBETCTBYET OMMCAHUIO.

- He vicnonb3oBartb HAGop, €C/N He COB/HAAINC YCMOBMS TPAHCTIOPTVPOBAHIS 11 XPaHEH!Is COriacHo
VIHCTPYKLWW.

- He cvelLmBaTh peareHTbl pasHbIX CEPUIA.
- He 1cnonb3oBarb HABoP MO UCTEYEHWM CPOKA FOHOCTU.

- Vcnonb3oBaTb 0AHOPA30Bble HEOMNYAPEHHbIE MepYarTKyl, TabopaTopHble XanaTbl, 3aLMLLATh r1a3a BO
BpeMs paboThbl ¢ 06pasLaMy 1 peareHTamu. TLIATebHO BbIMbITb PyKYi N0 OKOHYaHMM paboTbl. Bee onepaiym
MPOBOASATCS TOMLKO B NEPUATKAX A/15 UCK/OUEHUs! KOHTAKTa C OpPraH3MOM YE/IOBEKA.

- He ecTb, He MUTb N He KypuTb B MPOLIECCE MCMOMb30BaHMA Habopa. V3beratb KOHTaKTa peareHToB C
KOXEM, rM1a3amMn 1 CM3NCTOM 000/I0UKON. He rnoTarb.

- TP KOHTaKTE HEME[/IEHHO MPOMbITb MOPAKEHHOE MECTO GOMbLLIMM KOMMYECTBOM BOAbl U MK
M7I0XOM CaMOYyBCTBAM 0GPATUTLCS 33 MEAMLMHCKOW MNOMOLLbH. [Mpy NonafaHi BHYTPb PBOTY He
BbI3bIBaTb, NPOMO/IOCKATh POT BOAOI, 0GPATUTLCS K Bpady MpK M/IOXOM CaMOuyBCTBUAN.

N Hencnonb3oBaHHble peareHTbl, peareHTbl C WCTEKWWM CPOKOM FOAHOCTM, UCMO/b30BaHHbIE peareHTbl, ynakoBka
OTHOCATCA K K/laccy onacHOCTM MeAMULMHCKMX 0TX04,08 .
®Bbuonornyecknii matepuan, BKAYas WHCTPYMEHTbI W NpeaMeTbl, 3arpsA3HEHHblIe MaTtepuanom, OTHOCATCSH K Knaccy
0MacHOCTY MeAULMHCKMX 0TX0A40B b.
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5.3.Mpn M“CNONL30BaHMM NO  HA3HAYeHUI0O U cobnoAeHUU  BbilWENEPEUYUCNEHHBIX  Mep
NpeaoCTOPOXHOCTH Habop 6e3onaceH. PeareHTbl HAboOPa coaepKaT HAaTPUA a3nA 8 KOHLUEHTPauumn He 6onee
0,1 % ¥ COOTBETCTBEHHO HE KNACCMPMUUPYIOTCA KaK onacHble 1 He TpebyloT cobnioaeHuna cneumanbHbix mep
NPeAoCTOPOXKHOCTU, KPOME YKa3aHHbIX B 3TOM pa3sgene.

5.4. Cneynduueckne Bo3aencTema Habopa Ha OPraHU3m YeNOBEeKa:
- KaHueporeHHbii 3¢ deKT oTCyTCTBYET.
- MyTareHHoe feicTBue OTCyTCTBYeT.

- PenpoayKTUBHAA TOKCUYHOCTb OTCYTCTBYET.

6. AONONHUTENbHOE OBOPYAOBAHUE U MATEPUA/DI

6.1. B3aTne uccneayemoro marepuana

6.1.1. TpaHCNOpTHaA cpeaa ANA B3ATUA, TPAHCNOPTUPOBAHMA U XPAaHEHUA BMONOTUYECKOro matepuana
(cockobHbIN MaTepuan wan oTAENAEMOE CAM3UCTbIX 060N04YEK YPOreHWTanbHOro Tpakta (oTaensemoe
cnanauctor 060n04KM Brarannwa, cockob anuTenna co cam3mucTon 060N0UKKM ypeTpbl)), coaepiKawian
6ydepHo-conesoit pacTBOP C MyKONUTMKOM, KOHCEpPBAaHTOM M crabunmsatopom (Hanpumep,
«TpaHCNOPTHan cpeaa C MyKOAMTUKOM «Amnaullpaitm TCM» (PY Ne ®CP 2012/14208) wnu apyras,
3aperucTtpuposaHHan B PO). '

6.1.2. 30HA ANA B3ATUA BMONOTMUECKOTO MaTepuana C NOBEPXHOCTHU CAU3NCTbIX 060noueK (COCKOOHLIN
Matepuan uamu OTAENAEMOE CAM3UCTLIX 060N0YeK YPOreHWTanbHOro TpakTa (oTaensemoe C/AM3NCTOW
060n0uku Bnaranuwa, cockob anuTenua Co CAM3UCTOM 060N0UKM ypeTpbl)) OAHOKPATHOrO NPUMEHEHMR,
cTepunbHbIA. Pabouan 4acTb 30HAA MOKET OT/N1IaMbIBATbCA NO MMEIOLLENCA HaCeuKe.

6.1.3. EMKOCTb N B3ATUA, TPAHCNOPTUPOBKU M XPAaHEHMA MOYM, CEKpeTa NPeACTaTenbHoU Kenesbi
(o6vemom A0 60 M) OAHOKPATHOTO NPUMEHEHUA, CTePUNbHAA, C 3aBUHYMBAIOWEACA WMAW NNOTHO
3aUeNKUBAIOWENCA KPbILWKOW, U3roTOBIEHHAA U3 NOAKNPONUAEHA.

6.2. NpeasapuTenbHan NOArOTOBKa MCCNEAYEMOro MaTepuana

6.2.1.1. TpaHCNOpTHanA CpeAa ANA B3ATUA, TDAHCNOPTUPOBAHUA U XpaHEHWA 6UONOTrMYECKOro MaTepuana,
COAEPKALAA KOHCEPBAHT, AN Ppusnonoruueckui pacrtsop (0,9 % pacTBop HaTPUA XN0pnAa) CTEPUNBHBINA.

6.2.1.2. MMKpOUEHTPHPYKHbIE OAHOPA30BbIE NOAUNPONUIEHOBbLIE NNOTHO 3aKpblBalowmueca NPobupku
obvemom 1,5 mn.

6.2.1.3. 0aHOPa30BbIe HAKOHEYHUKK ANA A033TOPOB NepemeHHOro obvema ¢ punbTpom a0 1000 mka.
6.2.1.4. 0aHOPa30BbIe HAKOHEYHUKY ANA A033TOPOB NepemeHHOro obvema 6e3 punbtpa Ao 200 mkn.
6.2.1.5. ABTOMaTHUYECKUIA N033TOP NepeMeHHOro ob6bema Ha 1000 mkn.

6.2.1.6. WtaTtuebl gna npobupok obvemom 1,5 ma.

6.2.1.7. MukpoueHTpudyra ana npobupok Tuna «3nneHaopd» 06veMom 1,5 mn € yckopeHuem He meHee
10000 g.

6.2.1.8. BakyyMHbIit OTCaCbiBaTeNb MEAULUMHCKUIA C KONGOW-NOBYWIKOR ANA YAANEHWUA HaJ0CAAONHOW
KUAKOCTH.

6.2.1.9. Boprexc.
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6.3. Ixcrpakuma 1HK u3 nccnegyemoix obpasyos

6.3.1. Habop peareHTOB ANA IKCTPAKUMM HYK/EUHOBBIX KWCAOT, 3aperucTpuposanibii 8 PO u
COOTBETCTBYIOUMI Cheayiowmm Tpebosannam:

- wabop nossonneT sbigenaTe AHK #n3 Guonormueckoro marepuana (cockoGubii matepuan uam
OTACNACMOE CAUIUCTLIX 0BONIOUEK YPOTEHUTR/IBHOMO TPAKTa (OTACNAACMOE CAUNCTON 0B0N0UKM BAArANWLLA
M COCKOD INUTEAUA CO CAM3UCTOH OBONOYKM YPETPbl), MOUA, CEeKPeT NPEeACTATENBHOW Menesnl) AnA
NOCAEAYIOWEr0 NCCNEA0BAHUA METOAOM NONUMEPAZHON LENHOW peakumm;

- Habop He OTHOCUTCA K IKCNPECC-METOAAM IKCTPaKumK JHK;
- Habop nozsonnet nccnenosaTh o6pasup obvemom He mernee 100 MKR;
- HaGop NO3BONAET NPOBOAUTL ANI0LMI0 OuneHHoi AHK 8 obveme He mexee 100 mka.

B X0A€ NPOBEACHHA KNHHUMECKMX UCTIBITAHWH BaAMAAUMIO Npowen Habop peareHToB ANR SKCTPAKLMKM
AHK «Marnolpaiim® ®ACT» (PY Ne P3H 2019/38043).

6.3.2. AlonoanuTenpHbie Matepuanti u obopyaoeaHue, Heobxoanumbie ANA SKCTpaKumMK AHK, — cornacHo
MHCTPYKUMK K Habopy peareHTos ann axcTpakumn AHK.

6.4. AMnanduxaumna, ACTEKUMA NPOAYKTO8 aMNAUPUKAUUM, AHAAUS W WHTEPNpPeTauun
pesynuTaTos *

6.4.1. OaHopasosbie noaWnponuneHosbie NpoBupkm, ceoboaHbie oT fIHKa3s, cnegyiowmx enaoe (Npu
WCNONbL3IoBaHNKM GOPMbI BbINyCKa 1):

- 33BMHUMBAIOMECA NPOGUPKU M KPBILIKK K HUM MAW NAOTHO 3aKpbiBaWwHeca Npobupku oGvemom
1,5 - 2 MA — ANR NPUFOTOBNEHMA PEaKLIHOHHOU CMECH.

- TOHKOCTEeHHbie NPOSHpPKW AnA NUP o6vemom 0,2 MA € BLINYKAOH AN NAOCKOW ONTHYECKH NPO3PAYHON
KPLIWKOH nan Npobnpkn o6vemom 0,2 mn B CTPUNEX NO 8 WIT. C NPO3PANHBIMU KPLILIKaMK —~ A1A NPOBEASHUA
NUP npu ncnons3osaHuy Npubopa NAaHWETHOro TMNA;

- TOHKOCTeHHble NPoBupku AnA TILUP o6vemom 0,2 M € NAOCKOW KPLIWKOK WAK Npobupku ann MNUP
o6vemom 0,1 Mn B CTPMNAX NO 4 WT. € KpbiwKamu — ana nposeaeHna MLP npu ucnosbsosaHum npubopa
POTOPHOrO TMNA.

6.4.2. OpHopaszosbie HakoMeUHHKHW, ceoSoarbie oT fiIHKa3, aan A03aTopos nepemeHHoro obvema ¢
duasTpOMm A0 100 mra.

6.4.3. Wratuen Ann npobupok oGvemom 0,2 mn uan 0,1 mna {8 COOTBETCTBUM C MCNOALIYEMbBIMU
npobupkamn gan NUP).

6.4.4. Bokc abakTepuanbHoi# Bo3aywHoMn cpeaw (NLP-6okc).

6.4.5. UenTpudyra-soprexc.
6.4.6. ABTOMAaTHUECKME A03aTOPbI NEpeMeHHOro ofbema.

6.4.7. CTaHUMA aBTOMaTHMUECKaR C MOAYAECM ANA NPUFOTOBACHHUA W PACKaNKW PEakLMOHHbIX CMEcei U
KOMNAEKT PAacXOAHbIX MAaTepPHaNoB K Heit COrfacHo UHCTPyKumuu MponasoauTenn, - Npu WCNOAL30BAHKK
dopmel ebinycka 1 B cayvae NPUrOTOBAGHMA PEAKLMOHHOW CMECH C WCNOAB3OBAHNMEM ABTOMATUYECKON
CraHuMn.

6.4.8. Nporpammupyempii aMNNUPUKATOP C CUCTEMOIA geTekuun GnyopecLieHTHONO CUrHaAAa B peXxume
«peafnbHOro  BPEeMEeHW» POTOPHOr0 /B0 NNAHWETHOrO TWNA, 3aPerMcCTPUPOBaHHLIA B8 PO o
COOTBETCTBYIOWMNMA Creayiouwmm TpeSoBaHHuAM:
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Hannyme He3aBUCMMbIX KaHaNoB (PiyopecLeHTHON getekumm gna gpnyopogopos FAM, R6G n ROX co

cnegyrouwmMMm xapakTepuctukamm:

Tabnuua 4
Tpebyemble XapaKTePUCTUKIM KaHaoB qoyopecLeHTHOM aetekLun
[NNHbI BOJH, HM
KaHnan ans nyopodgopa Bo36yxaeHus Jetekunun
MuHUMyM Makcrumym MUHUMYM Makcrumym
FAM 450 470 510 530
R6G 515 532 ""545 580
ROX 565 585 605 650

L1151 NPUOOPOB M/IAHLLIETHOTO TUMa Ha/IMYKne NOAOrPEBAEMON KPbILLKKM € Temnepatypoii 6onee 100 GG,

TOYHOCTb NoAAdep»kaHma Temneparypbl < 04 “C,

CKOPOCTb Harpesa He MeHee 2 “C/cex;

CKOPOCTb OXNaXKAEHNs He MeHee 17C/cek.

B xoZe npoBefeHVs KIMHUYECKVX MCTbITaHWIA BanmMaumio npolwm creytowme npofpaMMHpyelvbie
amn/IMMKaTopbl C CUCTEMOW OETEKLMM (TYOPECLEHTHOTO CUMHaMa B peXMME «peasibHOr0 BpeMEHU:
Rotor-Gene Q (PY N9 @C3 2010/07595), C1000 Touch B KoMmriekte c mogynem CFX96
(PY Ne ©C3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.4.9. XonoaunbHUK, NoAaepVBaroLLMIA TeMNepaTypHbIiA pexxyim ot 2 1o 8 “C.
6.4.10. OTAeNbHbI Xanar, LWanoyku, 06yBb 1 0HOPa30BbIle NnepyaTki B cooTBeTcTBun ¢ MY 1.3.2569-09.

6.4.11. EMKOCTb /191 COpOCa HaKOHEYHVIKOB.

7. WCCNEAYEMbIA MATEPUAN

MaTepuranom A/ UCCNei0BaHNS ClyXKar:

- COCKOGHbI MaTepuast Win OTAENSeMOe CM3KCTbIX 060/1I04EK YPOreHUTasIbHOro TpakTa (oTAenisemoe
C/M3MCTON 06O/IOYKN Briara/imLa 1 cOCKOb aNUTENNS CO CIM3UCTON 0BOMOUKY YPETPbI);

- MOYa;
- CEKpeT Npe/cTaTe/bHOw XKenesbl.

B3sTiie, npeaBapuTeNbHY0  06paboTKy,  TPAaHCMOPTUPOBAHWE W XpaHeHWe  WCCeayemMoro
B1ONOrYECKOr0 MaTepurana CredyeT NPOBOAWTL B COOTBETCTBIAM C HUYKENEPEUMCIEHHLIM TPEGOBAHMSIMMA,
HECOB/HOIEHNE KOTOPbIX MOXET MPUBECTU K MOMYUYEHNH0 HEKOPPEKTHBIX PE3Y/LTATOB VCCIIEA0BAHNAS.

7.1. OtpensieMoe CcmM3ncToi 060104KN BNaranma

B3ATe Mmarepuana NpOBECTM M3 3aAHEB60KOBOrO CBOAA Brara/vila C MOMOLLBH CTEPU/ILHOTO
0[HOPa30BOrO 30HAA-TAMMOHA WA YHVMBEPCA/IbHOTO 30HAA B MPOGMPKY C TPAHCMOPTHON Cpeaoi B
COOTBETCTBUM C WHCTPYKLME/ MO MNPYMEHEHWIO 30HAA. HeoBxoayMo MakCMMaibHO MOSHO CcoGpaTh
otaenseMoe. PaGouyro MOBEPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYHO cpefdy, 0G/OMaB MiacTMKOBYHO
OcHoBY. ZIoNyCTMMO MUHIMAa/IbHOE NPYCYTCTBIE MPUMECEN B BIALE C/II3W 1 KPOBM.

BH/IMAHWE! Bo 136exaHne KoHTaM1HaLWK, HeMb3s 06pe3arb 30H4, HOXHMLaMM!
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BUONOTMHECKMIA MaTepuan, NOMELUEHHbIH B TPAHCNOPTHYIO Cpedy, XPaHMTb M TPAHCNOPTUPOBATb
COrNacHoO cnepyowmm Tpebosanuam:

- NpU KOMHATHOWM Temnepartype (ao 25 °C) - ve 6onee 28 cyToK;
- MpK Temnepatype ot 2 A0 8 °C — B TeueHne 4 mecaues;
B0 COrNAacHO MHCTPYKLUMM K MCNONB3YEMO TPAHCNOPTHON cpeae.

AOoNyCcKaeTCA NULLbL OAHOKPETHOE 3aMOpaXuBaHMe—0TTauBaHne marepuana.

7.2. Cockob anuTeAnA co cAusncToil 060n0MKM ypeTpos

B3ATue 3InUTENAMANBHOrO cOckoba U3 yperpbl NPOBOAUTL € NOMOWBLIO CTEPUALHOIO OAROPA30BOFO
YHUBEPCANBHOTO 30HA3 B NPOGMPKY € TPAHCNOPTHON CPEAOH C MYKONUTHKOM B COOTBETCTBHM C MHCTPYKUMEA
NO NPUMEHEHUIO 30HAA. JONYCTMMO MUHUMAJIBHOE NPUCYTCTBUE NPUMECEN B BUAE CAN3N K KPOBM.

BMOAOTHUECKWIA Marvepuan, NOMELWEeHHBA B TPAHCNOPTHYIO CPeAY, XPaHWTb M TPAaHCNOPTUPOBaTL
COrNACHO CAeAYIOILMM TpeboBaHHAM:

- NPV KOMHATHOW Temnepatype (0 25 °C) — He Gonee 28 cyTok;
- npy Temneparype or 2 Ao 8 °C — B TeueHue 4 mecaues;
GO COTAACHO UHCTPYKLMM K UCNOABIYEMOH TPAHCNOPTHOMW cpeae. .

AoNyCKaeTCA AMILb OAHOKPATHOE 3aMOPAKMBANHE—OTTAHBAHME MATepHana.

7.3. Moua
7.3.1. Nopapox cbopa

Y MeHmmH 0NA aHanu3a oTOMPalOT Nepsyld NOPUMIO YTPEHHeH MOuYM B Koauvectee 15-25mn 8
CReuMancHyI0 emKocTb. CO60p MOuM NPOBECTU NOCAE TIWATENBHOTO TYAAETa HAPYIHLIX NOAOBLIX OPraHOB.
MenatenbHO 3aKAapLIBaTL TAaMNOH BO Baaranuwe nepes c6opom marepuana Ana npeaynpemaeHnn
KOHTaMMHALWM MONW OTAENACMBIM M3 Braraaula. Take He cneayer NnPovsBoauTL CGOp MOuM 80 BpemA
MEHCTPYaUUH.

Y MYMUMH NPH MOYEHCNYCKaHWH HeoGX0 MmO 0cB060ANTL HaPYIKHOE OTBEPCTUE MOYEHCNYCKATeABHOM
KaWana, NONHOCTHIO OTTAHYB KOXHYIO CKAaAKy. ANA aHanW3a OTOUPAIOT NEPBYIO NOPLUMIO YTPEHHEH maun B
Koanuectee 15 — 25 M 8 CNELHANDHYIO EMKOCTb.

8 cayuae ecan c6op MOM OCYWWECTBARETCA B EMKOCTD 63 peareHTos ANA KOHCepBaUMW W cTabuansaumu,
AONYCKAETCA XPaHEHHUE W TPAHCROPTUPOBaHue 06pa3LoB MouM A0 npoeeaenna npeaobpabortiu:

- npu Temneparype or 2 A0 8 °C — 8 Tevenne 1 CyToK;
- NpM Temnepatype oT MUHYC 24 A0 MUHYC 16 °C — 8 Teuenne 1 Hepenw;
- NpM TeMnepartype He Buiwe MuHyc 68 “C — aantensHo.

Npu ocywecreneHnn cGopa MoUM B EMKOCTL € TPAHCNOPTHOW CPeACI AW PeareHTamMu AN KOHCepBauny
u crabuamzayumn, xpaHeHwe 00pasuOB mouM A0 nposeAeHnA npenobpaboTkn NPOBOANTL COFNACHO
MHCTPYKUMH K MCNONB3YEMO emKocTH ana cbopa.

JLONYCKAETCA NNILL OQHOKPATHOE 3aMOPAKNBAIHNE-0TTaUBAHNE MaTepHana.
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7.3.2. Mpegsapurenbhan obpaborka

®nakoH ¢ Movoi 8360ATaTL. MepeHecTH 1 MA MOUM, UCTIONLIYA HAKOHEUHUK C PUNLTPOM, B CTEPUALHYIO
0AHOPa308YI0 NPobGUpKy 06bemom 1,5 ma. LeHTpudyrnposats S mun npu 10 000 g. Mpu Hanuuu 6oabloro
KOAMMECTBA COMGH PECYCneHAWpOBaTL TOALKO BEepXHWA CNOA ocagka coneit. 8 obveme 1mn
$U3INONOTHUECKOrO PACTBOPA CTEPHALHOTO MAW TPAHCNOPTHOW CPEAbl, W 3aTEM CHOBA KOHUEHTPUPOBaTL.
MUCNoAb3ys BaKYYMHbIN OTCAcbiBaTeNb ¢ KONGOK-A0BYIIKON, NONHOCTBIO YAA/MTEL CYNEPHATAHT, MCMONBL3YA
AnA Kawaoro obpasua otaenbHbi HakOHeuHUK 6e3 PuabTpa, He 3axBaTuiBas ocasoK. K ocaaky aobasuts
200 MKN PU3NONOTHHECKOFD PAcTBOPA CTEPUALHOTO WAW TPAHCNOPTHYIO cpeady B obveme, ykasaHHOM B
MHCTPYKLUM MO ee NPUMEHEHWIO. TIATEALHO NepemMewsaTs COACPIKUMOE Ha BOpTEKce.

DonyckaeTca xpaHewwe npeasapurensHo 006pabotaHubix 00pa3’uoB MOuUM 40  NPOBEAEHWA
NCCNEAOBaHUA:

- npv Temneparype or 2 A0 8 °C — B TeueHue 1 cyTok;
- NIPU Temnepatype oT MMHYC 24 a0 MuHyc 16 °C— B TeyeHue 1 Heaenw;
- Npy Temneparype He Bbilwe MuHyc 68 °C - aantensHo.

JonyckaeTca aullie OQHOKPaTHOE 3aMOPaXKHBaHUE-OTTaWBaAHUE maTepuana.

7.4. Cexper npeACTaTeAbHOM XKenesbl .

Mepes nonyYeHWeM CeKpeTa NPEACTAaTensHON > enesw ronoBKy nonoeoro ufewa obpabovars
CTEPUABLHLIM BaTHLIM TamnoHom. CekpeT npocTaTel 3ab6paTe NOCAe NPeaBapUTENLHOTO MaccaXa NpPocTaThl
yepes NPAMYIO KULWKY. Bpad NPOBOAWUT MACCAX C HAAABNHBAHNEM HECKONLKHMN FHEPTHUHLIMU ABHKEHHAMN
OT OCHOBaHMA K BepxywKe. NoC/e OKOHYAHWA MACCaMa NPEACTATENLHON KeNedbl ee CEKPET B KOANUECTBE
0,5 - 1,0 ma cobpaTb B 0AHOPA0BYIO NAACTMKOBYIO NPOGHPKY 06bemom 2,0 MA MAN KONTEHHeP.

Mp¥ HEBO3MOMHOCTH NOAYYMTL CEKPET CPasy NOC/E MACCaXa NPOCTaTH), COOPaTL NEPBYID NOPLUIO MOYH
(8 KOTOPOI1 COAEPIKUTCA CEKPET NPeACTaTeNbHON Xeneswl) B koauuecTse 15— 25 mn {cm. nopaaok copa
MOouM).

Donyckaetca xpanexue 06pasLOB CEKPETa NPEACTATeNBHOMN Henesnl A0 NPOBEAECHUA UCCACAOBAHMA:

Npu KOMHATHOMN Temneparype (a0 25 °C) — 8 TeueHue 6 Hacos;

npu Temneparype or 2 40 8 °C — 8 TeueHwne 1 CyToK;

npu TemnepaType OT MUHYC 24 A0 MuHYC 16 *C~ B Teuenune 1 Hegenu;

npu Temnepatype He sbilie MUHYC 68 °C — anuTensHo.

AONYCKaeTcA AMwb OAHOKPATHOE 3aMOPaKMBaHKE-OTTaHBaHHE MaTepHana.
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8. NPOBEAEHWE MCCNEAOBAHWA

ViccreioBaHMe [O/MKHO MPOBOAMTLECS MPYM  HOPMa/lbHbIX  MOKA3aTENSX  MUKPOK/MMATA  KIMHMKO-
AMarHOCTYECKOI naboparopum’™;

- Temneparypa oKpy»aroLero sosayxa ot 20 ao 28 “C;
- OTHOCUTENbHas BNaXKHOCTL 40 - 75 %

8.1. dkctpakuma AHK n3 nccnegyemoro marepuana

Ona akctpakuym JHK mcnonb3osarb Habopbl peareHToB, PekoMeHAoBaHHble [lpov3BoauTenieM B
pasaene «lononHuTensHoe obopyaoBaHne 1 Marepuasibiy. MNopsaaok paboTbl ¢ Habopammy [/1F SKCTPaKLMK
[HK cMoTpuTe B MHCTPYKLAM MO VX MPUMEHEHNIO.

BHUMAHME! [lpv nNpOBEOEHUM UCCNedoBaHWUA HedoMyCTMO  UCMOJb30BaHWE  3KCMPEeCcc-METOA0B
aKcTpakummn AHK.

BHWMAHME! Kaxxgad rpynna 3KcTparMpyemblx 00pasLoB [O/DkHA COMPOBOXAATLCA  MOCTaHOBKOM
oTpuLaresibHoro KoHTposs (OKO) B o4HOM MOBTOpe.

B npougecce akcTpakumm AHK ncnonb3oBars creaytoLiye 06beMbl PeareHToB U UCCeyeMbIX 06pasLoB:

- 06beM peareHTa BKO-FL - HOmKkn B npobupky ang OKO, a Takke B Kaayro NpPOOUpKYy C
vceneyeMbiMm 0bpasLamu; »

- 06beM uccrieyemoro obpasua - 100 mkn B NPOBUPKN AN ccnieayeMbix 00pa3LIoB;
- 06bem peareHTa OKO -100 mkn B npo6upky ans OKO;

- 00beM peareHTa, ucrionbdyemoro and amouum OHK, - 100 mkn (COrMacHO WHCTPYKUAM O
MPYIMEHEHWIO K UCMO/b3yeMOMy Habopy 415 akeTpakumn HK).

8.2. MNoAroToBka peareHTOB 4719 aMnnuKaumm

8.2.1. Mpwv ncnonb3oBaHUN HOPMbI BbiMycka 1
BHVMAHWE! KOMMOHEHTbI pPEeaKUMOHHON CMecu CcrieflyeT CMeLUMBaTb  HerocpeacTBeHHO nepes,
nposeaeHvem MNLUP.

BHMMAHME! B cnyyae Npurotos/ieHns peaKLI,VIOHHOI‘;I cMecn C noMoOLLbO aBTOMATUYECKOA CT aHuun
cnep,y|7|Te YKa3aHVAM UHCTPYKLMA MO €€ KUCMNoib30BaHUIO.

8.2.1.1. Paccumtarb 06bembl MUP-cmecn U. parvum / U. urealyticum n NUP-6ydepa-H, Tpebytolwmecs
[N19 NPUrOTOB/IEHNS PEeaKLMOHHON cmeck (cM. Tabnmuy 5). CMecb roToBUTb Ha O6LLEE UMC/O MCCeyembIX
W KOHTPO/IbHBIX 06PA3LI0B M/IKOC 3arac He MeHee YeM Ha OfHY PeakLMIo.

Tabmmua 5
PacueT 06bEMOB KOMMNOHEHTOB 4151 OAHOW peaKLMOHHOW CMecu
PeareHT | Ob6vem, MKn 1 O603HavyeHuns
MUP-cmecb n. parvum / U. urealyticum \ 10,0%(N+1) A N - konnuecTso amMnAMdULMPYeMbIX  0Bpa3LoB,
MLP-6ydep-H 5,0%(N+1) BK/1H04AA KOHTPONM
8.2.1.2. Mepep CMeWwmnBaHmem peareHToB nepemMeluatb cogepxumoe npo6upok c

MuP-cmecbto n. parvum / U. urealyticum u NUP-6ydpepom-H, ocagnTb Kanam Ha BOpTeKce.

AYKa3aHbl [0NYCTUMble HOPMbl TemnepaTypbl W OTHOCUTENbHOW BAaXXHOCTUM BO3dyxa B pabouyeil 30He
NPOWN3BOACTBEHHbIX MNOMELWEHNA B COOTBETCTBMM ¢ Tpeb6osaHuamu [OCT 12.1.005-88 «Cuctema cTaHAapToB
6e3onacHoCcTM Tpyaa. Obwme caHUTapHO-TUTMEHMYECKMEe Tpe6oBaHNS K BO3AyXy paboyeli 30HbI».
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8.2.1.3. MpUroToBUTL  PEaKLIMOHHYI0 CMeCb, [06aBMB KOMMOHEHTbI B OObEMax, paccuuTaHHbIX B
n. 8.2.1.1. MepemeLLiaTtb CMECh 1 OCaaUTL Kar/iv Ha BOPTEKCE.

8.2.1.4. Otrobpatb HeobXOAMMOE KO/MYECTBO MPOOMPOK WM CTPUMOB A41A  amriigukauym  OHK
vccneayembIX 1 KOHTPO/IbHbIX 06pasLoB. Bbibop NpobypoK A1 aMi/IUKaLN 3aBICUT OT UCMO/b3yeMOro
amnmdgukaropa ¢ CUCTEMO JETEKLMN B PEXKVIME «PeasTsHOrO BPEMEHI.

8.2.1.5. BHecTM B NPO6MpKKM Mo 15 MK/ NPUrOTOB/IEHHON PeakLUMOHHON CMECH.

BH/IMAHWE! Heucronb3oBaHHbIE OCTaTKM PeaKLMOHHOM CMECK XPaHEHMIO HE MOL/IEXAT.

8.2.2. Tpu ncnosnb3o0BaHUM (hOpMbI BbiNycka 2

8.2.2.1. Otobparb HeobxoaMMOoe KonmyectBo cTpunoB ¢ MNLP-cveckto U. pan/vT / U. urealyticum ans
amnmgmrkauyn JHK recnegyembix U KOHTPO/bHbIX 0Opas3LoB.

8.2.2.2. Yoeutbea, YTO MapadmH NOSIHOCTHIO MOKPbLIBAET PacTBOP Ha AHe MPOOMPOK. B MpOTVMBHOM
C/yyae, He 1Crosb30Barb AaHHbIE MPOBUPKYI.

8.2.2.3. Ha nosepxHoCTb mapagmHa BHectv no 10 mkn TLP-6ydepa-K, npu 3atToM OH He [O/MKeH
MpoBa/IMBaTLCS MO, NPOC/OVKY MapadmHa 1 cmelumBarbest ¢ MLP-cmeckHo.

8.3. BHeceHue npob6 OHK, npoBeaeHve aMnangukKaummn v getekumm

BHUMAHWME! Tpy po6asneHvmn npob OHK, 3KCTparvpoBaHHbIX C MOMOLLLI0 HAOOpOB pPeareHToB [y
MpoBeAEeHUA 3KCTPaKUMM METOAOM COpOLMM Ha CUMKaresie WM MarHWTHOW cenapauun, Heobxoaymo
136eratb nonagaHys copbeHTa B peakLyIOHHYH0 CMECh.

BH/IMAHVIE! Mpy py4yHOM aHa/M3e NpOorpamMMUPOBaHKE 1 3anyck amrimprkaropa nNpoBOAWTL COriacHO
VIHCTPYKLM 10 €ro MpUMeHEHI0. PeKoMeH1yeMble napamMeTpb! /151 MporpaMMnpoBaHms aMmnIniKaTtopoB
yKasaHbl BO BK/afpllle, mpuiaraeMom K Habopy. [Mpn MCMo/b30BaHUM MPOrpaMMHOIO 06ecreyeHs
FRT Manager nporpaMM/poBaH/e aMningmkaropa ycTaHaB/IMBAETCA aBTOMATUYECKN.

8.3.1. BHECTV B NOArOTOB/IEHHbIE NMPOOUPKM C PEAKLWIOHHOM cMeckto Mo 10 Mk npo6 AHK, nonyyeHHbIX
B pesy/ibTare 3KCTPaKLN.

8.3.2. BHECTV B MOArOTOB/EHHbIE NPOBUPKMA C PEAKLIVIOHHOW CMECHH0 KOHTPO/TbHbIE 06pasLpb:

a) NONOXUTENbHBIA KOHTPOML MUP - B ogHy npobupky ans obpasua MK BHect 10 MKN peareHTa
MKO komnnekc.

6) oTpyuaTenbHbIN KOHTPOsb TMUP - B oaHY npobupky s o6pasua K- BHectn 10 Mk peareHTa K-.

B) OTPULATENbHBIA KOHTPO/b 3KCTPaKLWM - B OAHY Npo6upky ana obpasua OKO BHecTr 10 MK Npobb|,
aKcTparnpoBaHHol 13 OKO.

8.3.3. 3anporpamMMmpoBaThb aMiINGUKATOP C CUCTEMON AETEKLMM B PEXXMME «PEAIbHOTO BPEMEHW» /11
BbINOMHEHUS €AMHON NPOrPaMMbl aMIINGIMKALIA W AETEKLMN (iTyOPECLEHTHOMO curHana (Ccm. Tabnuy 6).

Tabnmua 6
E,qVIHaﬂ nporpaMmma aMI'U'II/I(*)VIKaLl,I/IVI n aeTekunn d)ﬂyopeCLI,EHTHOI'O CUTHa1a
[etekuuna no kaHanam gns ' Konuyectso
Lnkn Temnepartypa, Bpems

50 15 MuH 1
2 95 15 MuH - 1

95 lOc -
3 45

60 20c FAM, R6G, ROX
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MprAneyaHmre: ¢ VCMob3oBaHNEM eAVHOW MporpaMMbl MOXHO OAHOBPEMEHHO MPOBOAUTL B OAHOM
nprbope Nboe coyeTaHre TECTOB, BK/KO4as TECTbI C 0OPATHON TpaHCKpUNUMe 1 aMmnigukaumen. Mon
OZJHOBPEMEHHOM MPOBEAEHNN HECKO/bKNX TECTOB AETEKLMA (TyOPECLEHTHOIO CUrHa/Ia HasHa4vaeTcs v no
APYTIM CMOMb3yeMbIM KaHaiaM, MOMUMO YKas3aHHbIX B Tabnmue. B cnyyae ecim B ogHOM npubope
OHOBPEMEHHO MPOBOAATCA TECTbI TO/IbKO A4/19 BbisBeHNs [AHK, MOXHO yaannTb 13 faHHON MporpaMmibl
nepBbiii Lar 06parHoi TpaHeKpunummn (50 -15 MUHYT) 4719 SKOHOMUM BpEMEHM.

8.3.4. MNepep, NOCTAHOBKOW B aMM/IMGIMKATOP M/AHLLETHOrO TVMa 0CaAWTh Karuv co CTEHOK NPOBMPOK Ha
BOPTEKCE.

8.3.5. YcTaHOoBWTb NPOGMPKM WM CTPUIMbI B AHENKW peakLOHHOro Mogyns nprubopa.
8.3.6. 3anycTnTb BbINO/IHEHME NPOrpaMMbl aMITIMGMKALWN C AETEKLMEN (UTyOPECLEHTHOO CUTHaNA.

8.3.7. Mpnbop NpOBOAWT PervcTpaLyio  GUTyOpPEeCLIEHTHOTO CUTHasa aBTOMATUYECKM B PeXuMe
«peasibHOro BpeMeHI».

8.4. AHanv3 u BblUUC/EHMEe pe3ynbTaTtoB
AHanm3 1 06paboTKy pe3ybTaToB MOXHO NPOBOAUT:

- B aBTOMATM4YECKOM peXxuMe C WCMo/b30BaHMEM MPOrpamMMHOrO  obecriedeHns  FRT Manager
(OO0 «MHTep/labCepauc», Poccus, PY N° P3H 2019/8870) corfiaCHO PyKOBOACTBY MO/b30BaTe s, BblOpaB
METOAMKY, YKa3aHHYI0 BO BKIabllLe, npuiaraeMoM K Habopy. PyKOBOACTBO MO/b30BaTe/s pasMeLLeHo Ha
opmmansHom caiite OO0 «MHTep/labCepamc» Mo aapecy: https://mwww.interlabservice.ru/service/frt/;

- B PYYHOM peXume C MOMOLLbO MPOrpaMMHOrO OGecrieyeHns Mpueopa, WCMonb3yeMoro s
npoeaeHust MUP ¢ geTekumeli B PeXXUME «PeaslbHOr0 BPEMEH», COMacHO MHCTPYKUMM MO ero
MPUMEHEHWIO W MHCTPYKLMA K HABopy.

BHUMAHME! [pn pyyHOM aHa/imM3e OGPAGOTKY [aHHbIX ((UIYOPECLEHTHbIX KPMBbIX), MOMYYEHHbIX B
nporpaMMHOM OBecrieyeH Npreopa, Ucronb3yemoro Ans nposeaeHus TLP ¢ aetekuyeli B pexvive
«PeasbHoro BPEMEH», MPOBOAWTL COMMIACHO WHCTPYKLUMM O €ro MPUMEHEHM0. PekoMeHayemble
napameTpbl A/ 06pabOTKM AaHHbIX YKasaHb! BO BKMaAbILLE, NPIIaraeMoM K Habopy.

O6paboTKa 1 pacyeT pesy/bTaToB MPOVCXOAUT Ha OCHOBaHUM Haiumns (W OTCYTCTBIS) MepeceyeHust
Kp1BOI (hyopecLieHUmn 5-06pasHoi (CUrmoobpasHoii) (hopmbl C YCTAHOB/IEHHOM HA COOTBETCTBYHOLLEM
YPOBHE MOPOroBOI JIMHWEN, YTO ONpeaensieT Hamume (WK OTCyTCTBME) A1 AaHHOM Npobbl AHK 3HaueHus
noporoeoro uykna (Ct) B COOTBETCTBYHOLLEW rpade Tabnuupl pe3ynbratoB. [apametpbl 06paboTKu
(MyopecLieHTHbIX KPMBbIX 3aBUCAT OT UCMOMb3yeMOn MOZeNM aMiMimkaTopa (CM. BKIaapil K Habopy v
VIHCTPYKLMIO 1O MPUIMEHEHMIO aMIUKATOPA).

KpviBble HakomieHst GUlyOpeCcLEHTHOTO CUrHa/la aHa/IM3MPYKOTCA M0 TPEM  KaHanam  [AeTekuyn
(cm. Tabnuuy 7).

Tabnua 7
. Jletekums (hyopecLLeHTHOro CUrHana
1
Kavangm - PAM REG ROX
MpoAykT [HK O, po/vt/m urealyticum  \ [IHK BKO

amMmnaMpukaymum
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8.5. WHTepnpeTauusa pesynstaTos
WHTEpnpeTaLmio pesynbTatoB NPOBOAAT B ABYX BapuiaHTax:

- BPy4YHyl0 B COOTBETCTBUM C Tab/MMUein 8 v BKMadplueM, NpuiaraeMbiM K Habopy. Pesynbrar
VCCNIe0BaHNS CUMTAIOT [OCTOBEPHBIM, €C/IM Pe3y/bTaTbl, MOMyYeHHbIE A/11 KOHTPO/bHBIX 06PasLioB,
COOTBETCTBYHOT KPUTEPUSIM BA/IMAHOCTY, YKa3aHHbIM B TabnuLie 9;

-B  aBTOMATVY4eCKOM pPEeXVMe C WCrO/b30BaHMEM MNPOrpaMMHOro obecrieveHnss FRT  Manager
(OO0 «HTep/la6Cepamc», Poccns, PY Ne P3H 2019/8870) corniaCHO PyKOBOACTBY MO/b30BaTeNs, BblOpaB
METOAVKY, YKa3aHHYH0 BO BKMafblLLe, npuiaraeMom K Habopy. PyKOBOACTBO MO/b30BaTe/is pasmeLLeHo Ha
ofmupmansHom caiite OO0 «UHTep/labCepsuc» no agpecy: https://wwwlinterlabservice.ru/service/frt/.
Vicnonb3yemMble B MporpaMMHOM OGECTeUeHN a/ITOPUTM UHTEPMPEeTaLM pe3ysibTatoB /1 UCCedyeMblX
006pasLoB 1 KpUTEPUM BaJTMAHOCTU PE3Y/bTATOB, MO/YYEHHbIX A1 KOHTPO/ENW, NpeacTaB/eHb! B Tabnmuax 8

1 9 COOTBETCTBEHHO.
Tabnmua 8
HTepripeTauma pesynbTatoB 415 uUccregyemblx 06pasLoB
PesynbTar WHTepnpeTtaumsa
3HaueHnss Ct no KaHanam ans gnayopodopos FAM, R6G n ROX HesanuaHbIi!
He onpeAeneHbl NN ONpPeLeneHbl Bbile rPaHNYHOMoM, . C6oii BKO! Tpe6yeTcs NOBTOPUTL aHanu3

3HauyeHns Ct no kaHanam pana dnyopodopos FAM wu/unn R6G >

onpefeneHbl  He  BbllWe  TPaHWYHOro. [pu  3TOM  KpuUBbIE
(hnyopecueHUMM JaHHON Npo6bl MO AaHHLIM KaHanam nepecekatT
MOPOroBYI0 JIMHUIO Ha YyyacTKe XapaKTepHOro 3KCMOHEeHLUWanbLHoro
nogbema thnyopecueHumnn. 3HayeHne Ct no KaHany ana gayopodopa
ROX He yunTbiBaeTcs.

AOHK . parvum n/unm
JHK . urealyticum
06HapyxeHa

3HauyeHns Ct no kaHanam ana dnyopodopos FAM wu/unm R6G
He onpefeneHbl UM ONpefesneHbl Bbille rPaHWUYHOro, a no KaHany
ana  dnyopogopa ROX 3HaueHne Ct onpegeneHo He Bbllle

OHK U. pan/vT n/vinn
OHK u. urealyticum
He 06HapyXeHa

rpaHWYHOro.
Tabnmua 9
Kputepun BannaHoCTV ANsi KOHTPO/IbHbIX 06pasLI0oB
PesynbTathl aMnangukaLmm no kaHany gna gayopodopa
KoHTponb
FAM R6G ROX
Onpe,u,eneHo 3HayeHune

OKO (oTpuuaTe/ibHbIli  KOHTPO/b 3HaueHue Ct 3Hauenne Ct Ct He Bblwwe
aKCTpakumm) oTCyTCTBYET oTCcyTCTBYET [aHIYHOrO®

MNMKO komnnekc (MOMOXKUTENbHbIN

N OnpepeneHo 3HaveHne Ct He Bbllle rpaHUYHOTO
KOHTPOSIbHbI 06paseL,)

K- (oTpyuatenbHblii KOHTPONL TLP) 3HaueHue Ct oTcyTcTByeT

@®rpaHnyHble 3HaYeHust Ct ykasaHbl BO BKIaAbllle, NpuiaraeMoM K HaGopy.
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8.6. BO3MOMHDBIE OWMOKN M PEKOMEHAAUUM NO UX PLLLEHWIO

8.6.1. ina OTPULIATEABHOFO KOHTPOAR IKCTPakLuuK (OKO) no kananam ana payopodopos FAM u/nan R6G
onpeaencHo 3HaveHwe noporosoro uukna (Ct). BepoaTHa KOHTamuHauma nabopartopuu NPOAYKTamMM
aMANMPUKALUMM WA KOHTAMUHALMA PEareHToB MAW uccheayembix oOpasuoB Ha xakom-nubo 3rane
ucchegosaHun. HeoGxoaUMO NPEANPUHATL MEPBI NO BLIABAGHMIO W AMKBUAILMK UCTOUYHUKA KOHTAMWHALUUM
M MOBTOPUTL MCCNeaoBaHMe AAA Beex 00pasuoB, B KOTOpLIX oOHapywenw AHK U. parvum u/wan
AHK U. urealyticum, HaunHan € 3Tana sKcTpakymm AHK.

8.6.2. Ainn otpuuarenbkoro koutpona MLP (K-) no kananam ana payopodopos FAM u/unm REG, n/mam
ROX onpeaeneHo aHaueHue NOPOroBoro uukna {Ct). BepoATHa KOHTaMUHAUKA NabopaTopuK NPoAYKTaMU
aMNAMPHKaUMM WKW  KOHTAMMHBUMA pearentoB, uccaeayemeix obpasyoe Ha Kakom-awbo 3tane
NUP-uccnegoranua. HeobXoaumo NPeANpPUHATL Mepbl MO BLIABAGHUIO W AWKBUAAUMM WCTOYHUKA
KOHTAMWHAUMM W NOBTOPHTL UCCHepoBaHME AnA Bcex oOpasyos, B KoTopoix oGHapyxens AHK U. parvum
w/wnn AHK U. urealyticum, HauuHas ¢ aTana amnanduxaumn AHK.

8.6.3. InA NONOMUTEABLHOrO KOHTPOABHOrO 06pa3ua (MKO komnaexc) snauenre noporosoroc uurna (Ct)
no xauanam ann ¢ayopodpopos FAM u/munu R6G, u/mam ROX OTCYTCTBYET uAM ONpeaeneHo euiwe
rpaHnuHOro. BepoaTtHa owunbka Ha aTane amnaudukauuu, HeobxoauMO nposecTn nosTopHo van MNLP ana
BCeX OTPUUATENLHbIX 06pa3L0s.

8.6.4. Ann nccaepyemoro obpasua onpeaeneHo 3HayeHve NOPOoroBOTO UWKAA, NPK 3TOM Ha rpadmke
dAyopecueHLMK OTCYTCTBYET YUaCTOK XapaKTEPHOTG IKCNOHEHUMANBHOrO nogbema (rpaduk npeacrasnner
cob0it NpUGANIUTENBHO NPAMYIO AMHKID). HeoOXoAMMO NPOBEPUTL NPABHABHOCTL BLIGPAHHOFO YPOBHA
NOPOrOBOIA NUHWK WAKM NAPAMETPOB pacyeTa 6a3080iM NUHWK. ECM pesynbTaT NOAYYEH NPU NPABHABHOM
ypoBHe NOporoeoi Anknm (6a3oson NMMHKM), TpeByeTCA NOBTOPHO NPOBECTH aMAIMPHKILMIO U ACTEKUUIO
ANR 3toro o6pasya.

8.6.5. B cywae noAyveHnA HeBaNUAHbIX Pe3yabTaTos Tpebyerca noBTOpHOE MCcheposaHne obpasua,
HaYMHAA C 3TaNa IKCTPAKUMKU HYKIEMHOBBIX KMCAOT. B cayyae BOCNPOMIBOAMMOTO pesyauTaTa
PEKOMEHAYETCA NOBTOPHO NPOBECTH B3ATHE, NPEABaPHTEABHYIO NOArOTOBKY W UCChegoBanue obpa3la.

8.7. AnarHocTHIECKOR 3HAUEHNE NOAYHEHHOTO pe3yabTaTta

NLP-UCCAA0BaHME ABAAETCA OAHMM M3 METOAOB BCECTOPOHHENO O06CNeAOBAHMA NAUMENTA, Ha
OCHOBAHMM KOTOPbIX NeYawmit Bpay YCTaHABAWMBAET AUArHO3 W BLIGUPAET MEPONPUATMA NO NEYEHWO
nauMenTa. PesynbTaThi, NOAYYEHHLIE NPU  WCNOAL3OBAHMM HaboOpa, Cneayer paccmaTpueats M
MMTEPNPETUPOBATL B CONETAHUM C ABHHBIMW APYTHX KAMHWYECKMX W Na60PaTOPHLIX MCCNeA0BAHNA.
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9. ®YHKUWNOHAJNIbHBIE XAPAKTEPUCTUKWN HABOPA

9.1. TMpegen obHapyxeHna™

Mpegen obHapyxeHnss Habopa «AmrmlpaiM® U parvum / U. ureafyticum»‘ 6bin  onpefeneH ¢
1Crob30BaHVEM MPOGUT-aHanmM3a ¢ 95%-0li 10BEPUTE/NLHO BEPOSTHOCTBIO (CM. Tabnmuy 10).

3HaueHUs XapaKTEPWCTUKKM, yKasaHHble B Tabmuue 10, AOCTWraoTcst Npu COGMAEHMN MpaBun,
yKasaHHbIX B pasaerne «/iccnemyeMblii Marepua.

Tabnmua 10

Mpenen obHapy»eHus Habopa
Mk>enen BOMpy>KEHuns 95%-bl 1 [OBEPUTENbHBIN 1
MuKpoopraHuamel briomarepuan no Probit OBL I'3#mn WHLW Hb F3/Mn
COCKOOHbI marepuman nnm
oTaendemMoe C/IN3NCTbIX obonouek !

YPOTEHUTANLHOTO TpaKTa 1,0x107 9,51x102-1,12x10"
(oTpensemoe cM3ncToin 060104KM ’ ' '

Bfaranuiia n cockob anuTenus co
CNN3KCTOM 060/I0YKN YPETPbI)

mMoua 1,0x10" 8,97x102-1,11x10"

CEKPET NpefcTaTe/IbHON >Kenesbl 1,0x10" 9,20x10"-1,14x10"
COCKOOHbI MaTepman unu
oTaensemMoe cnmM3ncTbix 060n04eK

ypOreHnTanbHoro TpakTa 1.0x10" 9.35x102-1,12x10°
(oToensiemoe cAM3NCTon 060/104KN '

Bnaranuia u COCKOG anuTenus co
CNU3UCTOW 060/104KK YPETPbI)

Moya 1,0x10" 8,75x10"-1,16x10"
CEKPET NpefcTaTe/ibHON >Kenesbl 1,0x10" 9,25x10"-1,20x10"

Ureaplasma
parvum

Ureaplasma
urealyticum

9.2. AHanuTMyeckas crneungmyHoCTb

Habop «Amnmpaim® U. parvum / U. urealyticum» BbISBNISET TONLKO (hparMeHTbl AHK U. parvum u
AHK U. urealyticum.

AHanuTUUecKas CcrneuuimnyHOCTb Habopa OLEeHVBanach TecTrposaHMeM [JHK  MMKpOOpraHvM3MOB,
BMpYycoB (cM. Tabnuuly 11) n reHomHoii AHK yenoseka. AHK MMKpPOOPraH13MoB 1 BUPYCOB B KOHLIEHTpaLWN
He MeHee 1x10" korwmid/mn 1 reHomHyto JHK yenoBeka B KOHUEHTpaLuM 1 MKI/Mn BHOCMM B 06pasLipl
Gronornyeckoro mareprana, He cogepxatiye AHK U, parvum n AHK U. urealyticum.

Tabnmua 11
MWKpoopraHn3mMbl 1 BUPYCbl, UCMOMb3YEMbIE A1 OLEHKN aHaIMTUYECKON crneLmpuyHoCTH
MuKpoOpraHn3mMbl 1 BUPYCbI

Gardr”erella vaginalis Lactobacillus spp.
Escherichia coli Staphylococcus aureus
Streptococcus pyogenes Streptococcus agalactiae
Mycoplasma genitalium Chlamydia trachomatis
Candida albicans Candida glabrata
Candida krusei Mycoplasma hominis
Neisseria sicca Neisseria subfiava
Neisseria mucosa Neisseria gonorrhoeae
HSVI HSVII
CMV Trichomonas vaginalis
HPV

@Mpepen ob6bHapyXeHus - 95%-0e NONOXMUTENIbHOE MNOPOroBOe 3HauyeHWe KOHueHTpauuu (KoHueHTpauus [OHK
BbISABNSEMOr0 BO36yAunTENSA, NPU KOTOPOW 95% TecToB AalT NONOXKMUTENbHbIA pesynbTar).
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npw TecTrpoBaHMn 06pasLoB [HK BbiLLENePeYnCc/IeHHbIX MUKPOOPraHn3MOB, BUPYCOB U reHoMHO JHK
4enoBeKa C VCro/b30BaHNEM Habopa NePEKPECTHbIX PEAKLINIA BbISIBNIEHO HE ObINo.

9.3. Bocnpon3BoAMMOCTb U MOBTOPSIEMOCTb M3MEPEHMS

Bocnpov3BoavMOCTb 1 MOBTOPSEMOCTb Pe3y/bTatoB € MCMO/Mb30BaHWEM Habopa OLEHVBa/IA MyTem
TECTVPOBaHWA MOAE/bHBIX 00pasLoB. MogesbHble 06pasLbl GbUM MPUroTOB/IEHLI NMyTeEM KOHTaMVHALWM
obpasuLoB 6Guomartepuana, NPeayCMOTPEHHOrO HasHayeHMeM Habopa, CTaHAapTHbIMK - 0BpasLamm
npeanpusTng, copepxaiyivn AHK U. parvum v IHK U. urealyticum. Bbin npotectypoBaHbl 06pasLbl B ABYX
KOHUeHTpauusx [HK BbisSBMsSiEMbIX MUKPOOPraHU3MOB, OfHa U3 KOTOPbIX COOTBETCTBOBA/IA Mpedeny
06Hapy>xeHust Habopa (110" F3/wn), a BTopas ABYKpPaTHO MpeBbiLLana npeaey! o6Hapy»keHus (2x10™ I'a/mn).
Kaxxapiin 06paseL, mpoxomn Bee atanbl uccneaoBaHns (ketpakumo AHK, amnamdmkaumio AHK v getekupmo
pe3y/bTaTos).

Mpn OLEHKe MOBTOPSEMOCTM KOIPUUMEHT BapuaLn, paccumTaHHblid Mo pesy/nibTaraMm orpeseneHns
NopPOroBbIX LMKMoB g JHK BbIABISEMbIX MUKPOOPraHU3MOB, He MpeBbIas S5 %.

Mpu OLIEHKE BOCMPOM3BOAVIMOCTI KOSMLIMEHT BapuaLyn, PacCcHMTaHHbIA MO pesy/ibTaram onpesaesieHms
MopOroBbIX LMKMoB 4na JHK BbISBISeMbIX MUKPOOPraHM3MOoB, He npesbiwan 10 %

9.4. inarHocTmyeckas cneumuiUYHOCTb U AMarHoCTUYECcKas YyBCTBMTENIbHOCTb
[ns onpefeneHns AyMarHoCTUYECKOW CNeLMtMYHOCTI W AMarHOCTUYECKO UYyBCTBUTE/BHOCTI Habopa

«AmnamMpaiiv® n. parvum / U. urealyticumy 6bi MCMO/b30BaHbl 06pasLibl KaXKAOro BT bromarepuana,
MpeLyCMOTPEHHOTO Ha3HauYeHeM Habopa peareHToB, B KOMIMYECTBe, YKa3aHHOM BTabnmue 12.

B KadyectBe Habopa CpaBHEHUS, C MOMOLLLIO KOTOPOrO YCTaHaB/MBa/M  Hasmume/oTcyTCTBre
OHK n. parvum 1 U, urealyticum, wncnonb3oBancsi Habop peareHToB  «AMM/MCeHe® U parvum /
n. urealyticum-Pb> (PY Ne ®CP 2011/10381).

Tabnmua 12
Pe3ynbTaTbl TECTUPOBaHUS 06Pa3LLOB 6MONOrMUYECKOro MaTepmasna ¢ MOMOLLBI Habopa
«Amnnulpaiim® n. parvum / U. urealyticums

Wccnepyemble obpastbl Pe3ynbrartbl TeCTUPOBAHMNA
TecTvpyembiy Habop cpaBHeHUSs
Habop
" «AMnanCeHc®
Tun Bo3byautens Konmnyectso O6pa3suybl «Amnanlpanm® y parvum/
u. parvum / . urealyticum~¥I»
COCKOGHbI MaTepuan
WA oTaensemMoe MonoXnTenbHbIX 192 192 1
CNMN3UCTBIX 060/104EK n. parvum
ypOoreHutanbHoro OTpuuaTenbHbIX 387 387
Tpakrta (oTaensiemoe
o 579
CAN3NCTOM 060/104KN
BAaranuLya n cocko6 MonoXntenbHbIX 187 187
3nuTenusa co n. urealyticum -
C/IM3UCTON 060/104KM OTpuuarenbHbix 392 392
ypeTpsbl)
MonoXxntenbHbIx 151 151
n. parvum
P col OTpuuaTenbHbIX 350 350
Mota Wi MoNoXXNTeNbHbLIX 150 150
v. urealyticum OTpuuarenbHbIX 351
MonoXXnTenbHbIX 25
n. parvum
cekper P OTpuLaTeNbHbIX 50 50
npeacrarefibHoun 75
KENE3bI i MoNoXXunTenbHbIX 25 L Y
u. urealyticum OTpuuarenbHbIX 50 50
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3HaYeHVs  AMarHOCTUYECKOM  CreUMMUYHOCT 1 OMAarHOCTUYECKO  UyBCTBUTENILHOCTM  Habopa
«AmMnuMpaiim® u. parvum / U. ureo/At/cu/r> ¢ 1oBEpUTENbHON BEPOSITHOCTBIO 95 %, paccumuTaHHble, eXoas
V3 NOJTyYEHHbIX AaHHBIX, MpyBeeHb! BTabnmue 13,

Tabnmua 13
[narHoctnyeckme xapakTepucTukn Habopa peareHToB
«Amnnulpainme® I/. parvum / U. urealyticums
JnarHocTtnyeckas JnarHocTtnyeckas

Tvn obpasuos Bosbygutens

COCKOOHbIN MaTtepuan unu
oTAensieMoe Cn3ncTbiXx 060104eK n. parvum 100% (98,10%-100%). 100% (99,10%-100%)
YPOreHUTanbLHoro Tpakra
(oTaensemoe cAn3ncToii 060104KN
B/aranuuia n CoCKob anuTenms co n. urealyticum 100 % (98,10 % -100 %) 100% (99,10%-100%)
CNN3NCTOl 060/104KKN ypeTpbI)

n. parvum 100% (97,60%-100%) 100 % (98,90 % -100 %)
Moya
u. urealyticum 100 % (97,60 % -100 %) 100 % (98,90 % -100 %)
n. parvum 100 % (86,30 % -100 %) 100 % (92,90 % -100 %)
CeKpeT npeAcTate/lbHON Xenesbl ]
. urealyticum 100 % (86,30 % -100 %) 100 % (92,90 % -100 %)

9.5. OueHKa BNNAHNA UHTeP(epUpPYIOLLMX BeLLEeCTB

BrnsHve VHTEP(EPUPYIOLYIX  BELLECTB, MOTEHUMAIbHO  COLEPKALLYIXCA WM - MPUCYTCTBYIOLMX B
uccresyeMom  Grovarepviane,  Ha  adxpexktveHocs  MUP mpy ucnonb3oBaHMM  Habopa
«AmMmMpaiiv® n. parvum / U, urealyticum»  oTcytcTByeT. He  BbIBMIEHO  MHMMOMPOBaHME  PeaKLym
amr/irkauym npy fobasnieHM K obpasuiaM bvomMarepuasia Ha rane SKCTpakUM VHTEPEPUPYIOLLIVX
BELLIECTB, MPeACTaB/eHHbIX BTabnmue 14, B MakC/Ma/lbHO BO3MOXKHOM KOHLIEHTPALN.

OTcyTCTBME BMSHWA MHTEPEPVPYHOLLYIX BELLECTB A/15 00pa3LIOB COCKOOHOTO MaTepuana Wi OTAENSEMOro
C/M3UCTbIX OOOMIOYEK YPOreHUTasIbHOrO TpakTa (OTAENIieMoe C/M3MCTON 000/0YKM Brara/iviig U CocKob
ANUTENNA CO CIIM3ICTON 0B0/OYKY YPETPbI) (TyOpMKaHTbI (MHTUMHBIA renb-cMaska Contex Silk Ha CUIMKOHOBOM
OCHOBE, WHTUMHbIA refb-CcMaska DureX), CeMeHHas >KNOKOCTb, WTPaKOHa30/, METPOHWUA30/, [OPMOHbI
[WOPOrecTepoH U MPOrecTepoH) BblI0 MOKAa3aHO B UCTIbITAHMAX C VCMO/b30BaHEM Habopa /1A 3KCTPaKLM
«MarHolpalim® ®ACT» (PY Ne P3H 2019/8043).

Tabnmua 14
NHTepdepupytowme BeLwecTsa, UCNo/b30BaHHbIE NMpU TeCTUPOBaHUKN Habopa
«Amnaulpaim® u, parvum / U. urealyticum»

1 Bug 6uomarepuana NHTepdepeHT KoHueHTpauus nHTepgepeHTa B obpasue

COCKOGHbI MaTepuan uam femorno6umH 200 mr/mn

oTAENSAEMOE C/IN3NUCTbIX 060M104EK MoueBnHa 0,33 MM/mn
ypOFEHVITaI'IvaOFO TpakTa (oTAENAemMoe MyLH 2.3 Mr/mn

CAN3NCTON 060/104KM BRaranuuia u
COCKO6 3NUTENUS CO CAU3UCTOI XNOpreKcuanH 0.1%

0060/104YKN ypepr|) MVIpaMVICTVIH 0,001 %
emorno6uH 200 mr/mn

Moua MoueBuHa 0,33 mM/mn

MyuuH 2,3 Mr/mn

femorno6uH 200 mr/mn

CekpeT npeacTatenbHO Xenesbl MoueBunHa 0,33 MM/mn
MyuuH 2,3 Mr/mn

TaKke He BbISBMIEHO VHIMOMPOBaHWE PeakLuM amnaMurkauym npy gobasneHun K obpasuam
oromareprana OHK venoseka B kKoHUeHTpaLmm 1,0x10™ konumid/mn.
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10. YCNOBUA XPAHEHWA, TPAHCMOPTUPOBAHNA N MTPUMEHEHWA HABOPA

10.1. Cpok rogHocTtu

CpoK rofiHoOCTV Habopa COocTaB/isieT 12 MecsLEB OT AaTbl M3rOTOBMEHWs. T10Ce BCKPbITUS peareHTbl
1CMO/b30BATh [I0 UCTEYEHMSI CPOKA FOAHOCTY Habopa. Habop ¢ MCTEKLLIMM CPOKOM TOAHOCTM MPUMEHEHVIO
HE MOA/IEXNT.

10.2. TpaHcnoptuposaHue

Habop TpaHCNopTMPOBATL MK TEMMNEePaType OT 210 8 BCEMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPE/ICTB
B TEPMOKOHTEHEPaX C XN1afj0a/eMeHTaM1 Wi B aBTopedipukepatopax. He 0MyCKaeTcs 3aMopaXK1BaHme
PEareHToB.

[lonyckaeTcs TpaHcnopTupoBaHKue Mpy Temneparype ot 8 Ao 25 “C He 60nee 3 CyTOK.

Habop, TPaHCMOPTMPOBaHHbI C HapyLLIEHEM YKAa3aHHOTO TEMMEPATYPHOrO PEXIMA, MPUMEHEHMIO He
MOA/IEXNT.

10.3. XpaHeHune

Habop xpaHuTb npu Temneparype ot 2 4o 8 “C B 3alMLLIEHHOM OT CBETa MeCTe B TeYeHMe BCEro cpoka
rogHoCTV Habopa. He JonycKaeTcs 3aMOpakviBaHVe peareHToB. ¥

PeareHTb! Moc/ne BCKPbITUA XPaHWUTL B TEX XKe YCI0BUSAX, YTO M peareHTbl A0 BCKPbITUA. HEBCKpbITbie U
BCKPbITblE peareHTbl CTabuibHbl B TEYEHME CPOKA TOAHOCTW, YKA3aHHOMO Ha 3TUKETKE, Mpu CO6/aeH!N
yKas3aHHbIX YC/IOBUIA XpaHeHus. PeakumoHHas CMECb, MPUroToB/IEHHasA 3
MUP-cveck n. parvum | U, urealyticum w MLP-6ydepa-H, xpaHeHWO He NOA/IEXUT.

Habop, XPaHMBLLMIACA C HAPYLLEHVEM YKA3aHHOTO PEXVIMA XPAHEHWS!, MPUMEHEHNIO HE NOLJIEMUAT.

11. TAPAHTUW NMPON3BOAUNTENA

MPOV3BOAUTENb FAPAHTUPYET COOTBETCTBME XapaKTEPUCTVK Habopa TPeGoBaHMAM, YKa3aHHbIM B
TEXHWYECKO 1 3KCM/yaTaUMOHHOW [IOKyMeHTaLu, B TeYeHMe YKa3aHHOro CPoKa TOAHOCTM Mpu
COBMOAEHI BCEX YC/OBIV TPAHCTIOPTMPOBAHMS, XPaHEHWS! 11 MPUMEHEHWS,

PeknamaLmm Ha KauyectBo Habopa «Amnampaim® U parvum / U. urealyticum» Hanpasnstb B aapec
npoussoautens 000 «HekcTburox»: 111394, r. Mocksa, yn. MonmmepHas, 8 cTp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Moy BbIABMEHNN HEXENaTeNbHbIX PeakUyid Mpr MCMoMb30BaHMM HAbopa, (PaKTOB M OBCTOSATE/LCTB,
CO3JAIOLLMX YTPO3Y >KM3HWM W 300POBbIO TPAXKOAH W MEAVLMHCKVX PabOTHVKOB M OOpaLLeHn U
aKCrUlyaraumm Habopa, PEKOMEHYeTCs HarnpasuTb COOOLLUEHVe MO aapecy, YKasaHHOMy Bblle, U B
YNO/IHOMOYEHHYHO  FOCY[apPCTBEHHYHO  Pery/MpytoLLyt0  opraHm3aumo (B Pocouiickor  $epepauym -
®efepanbHas cnykba MO Haazopy B cepe  34paBOOXPAHEHWs) B COOTBETCTBUM C  AEMCTBYHOLLWM
3aKOHOATE/ECTBOM.

KoHCynbTaLuio Mo paboTe ¢ HaBopoM, a Takke MO BOMPOCaM, KACAHOLLYIMCH KauecTBa Habopa, MOXHO
MOMYYNTL MO KOHTaKTaM, YKa3aHHbIM Ha otMLvasibHOM caliTe MpousBoayTesst: Www.nexthio.ru.
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12. CMMBO/bl, UCMNOJIb3YEMBbIE B AOKYMEHTAUWNW MPON3BOANTENA

REF

lot|

IVD

-

Homep no kartanory

Kopg, napTtum

MeauUMHCKOe n3penve ona
[AMarHoCTMKM in vitro

Cooep1moro A0CTatouHo s
MPOBELEHVS M-KONMYeCTBa
Teaos

OBpaTUTECH K VHCTPYKLMM MO
MPUMEHEHMIO

OcropoxHo! ObparuTech K
VHCTPYKLWM O NMPUMEHEHMIO

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

Bepcua 12.05.23~1

m/

13rotoBUTESb

[Jata n3rotosneHvs

icnonb3oBars Ao

TemneparypHblii
[vianasoH

He ponyckatb
ronafaHys CoMHEYHOro
cBeTa ¢

24



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

MpoHyMepoBaHo, CKPensIeHo 1 NpoLunTo
nnct (a/os)

eHepa/bHbIN anpekTop O6LiecTBa ¢
€TCTBEHHOCTbIO

.E. CeHuHa



YTBEPXXJAHKO
FeHepasbHbIil AMPEKTOp

001

0. O. NaBUHIOKOB

HAEOP PEAFEHTOB 191 BbISBNEHUSA U ANGOEPEHLUALNN LHK UREAPLASMA

PARVUM 1 UREAPLASMA UREALYTICUM METOZOM MOJIMMEPA3HOW LEEMHOW

PEAKLLAW C OETEKUMENA B PEXXUME «PEAJIbHOTO BPEMEHW» «AMMINMPAIM®
. PARVUM / 1. UREALYTICUMAA MO TY 21.20.23-193-09286667-2022

dopma Bbinycka 1
dopma Bbinycka 2

KpaTkoe pyKOBOACTBO MO NpUMeHeHU0 Bepcun 28.12.22-1

JINcT yTBEPXKAEHMS

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



AAMNAunMpaik™'

A ekcTBUNO

KpaTkoe pyKoBOACTBO

MO MNprMeHEHMIO Habopa peareHToB

L9 BbIsBNEHUs 1 aydxpepeHupaLmmn JHK
Ureaplasmo parvum 1 Ureaplasmo ureolyticum

METOLOM MOSMMEPA3HON LIENHOM peakLym ¢ AeTeKUVeN

B PEXXMME «PeasTbHOrO BpeMeHI»
«Amnmlpaiim® . parvum / U. ureolyticun®)
no TY 21.20.23-193-09286667-2022

AMnnaunpanm® un. parvum /
n. urealyticum

dopma Bblinycka 1

REF 2151-11

000 «Hekctbro», Poccusa, 111394,
r. Mocksa, yn. MonumepHas, 4, 8, c1p. 2
1 M|

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnwucaHne
MUP-cmeck Mpo3payHas
v. parvum YXNOKOCTb
. urealyticum
MNpo3payHasn
MLIP-Gycep-H XUAKOCTb
MKO komnekc rpospasas
YKNOKOCTb
MNpo3payHas
OKO YXNAKOCTb
K- Mpo3payHasn
YKNAKOCTb

1

O6beMm,

M

n,zb

IVD

Konwnyectso

1 npobupka

1 npobupka
1 npobupka
1 npobupka

1 npobupka

Ha6op peareHTOB paccuMTaH Ha NpoBefeHue WccneaoBaHs

100 06pasuoB, BKIOYas KOHTPON.

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

BepCcUAa £8.12.22-1

BHMAHNWE!

Mepes  ucnonb3oBaHMEM — Habopa  peareHToB
HEOOXO4YIMO O3HAKOMUTHCA € WHCTPYKUMEA Mo ero
MPVMMEHEHO. VIHCTPYKUMSI pasMeLLIEHA B AMIEKTPOHHOM
BAOE HA ofwumanbHOM - caitte  [MpovisBogymens:
WwWw.nextbio.ru (s ee noslydeHst HeOBXOAWIM AOCTYT
B MHTEpHeT). lNeyarHas BepCus UHCTPYKLMM AOCTyMNHA Mo
3anpocy o tenedoHy (495) 620-08-73.

MATEPUAN ANt UICCNELOBAHWNA
COCKOOHbI Matepvian Win OTAENSEMOE CIM3UCTbIX
0060/04EK  YPOreHUTarIbHOrO  TpakTa  (oTaensiemoe
C/M3UCTOM 0BO/MOYKN Briara/mLLa 1 COCKOO anuTenns
CO C/M3VICTOI 0BO/OUKM YPETPbI);

N MoMa;

N\ CEeKpeT NpeacTaTe/IbHOM Yeriesbl.

KOMIJIEKTHOCTb

KoMnoHeHT dopmar
Habop peareHToB thopma Bbinycka 1
WHCTpyKUums no B 3/IEKTPOHHOM BU/e M0 ajpecy:
NPUMEHEHMIO www.nextbio.ru

B 9/1EKTPOHHOM BUAE MO aapecy:

MacnopT Kayecta .
www.nextbio.ru

KpaTtkoe

DSKOBO ACTBO B OyMaXHOM Buge
Komnnekr

BKNagbILLel B 6yMa)kKHOM Bufe
XPAHEHNE

YcnoBusi xpaHeHws HaGopa

2“C..8"C
B 3aLLMLLEHHOM OT CBeTa MecTe



IKCTPAKLUA AHK U3 UCCNEAYEMOIO MATEPUANA

Dna akctpakuuu AHK ucnonb3osaTb Habopbl peareHTOB, pekomeHAOBaHHbIe Mpou3soguTenem 8 UHCTPYKUMK NO
npumexeHuto Habopa «Amnaulpaitm® U. parvum / U. urealyticum». Nopagok pabotsbl ¢ Habopamu ana akcTpakuum AHK
CMOTPUTE B UHCTPYKLUMU NO UX NPUMEHEHUIO.

O6vemsi peareHToB U uccneayemoix 06pasyos, ucnonbayembie npu akcTpakummn AIHK ¢ nomowbio pekomeHayembix
Habopos peareHTOB, yKa3aHbl B8 Tabanue Huxe.

Do6asnnaembiit pearent / o6pasey ]
BKO-FL! 10mKrn 8 Kaayto npobupky
MccneayeMAble‘c;6pa3ubl 100 MK)I 8 npoﬁupm ans uccnep.yeMblx 06pa3u.os 7 -
' OKO 100 mKn 8 npobupky ana OKO (orpuuyartenbHoro Kon;bon;;;&;;ﬂruu) )
' PeareHt @:—mhuuu AHK A ‘ B 100 mxn * B KaXAayo Npobupky

AMMNIMOUKALNA C AETEKLUENA B PEXXUME «PEANIbHOIO BPEMEHU»

BHUMAHME! [inn sHeceHus 8 npobupku peareHtos, npo6 AiHK n KOHTPOAbHBIX 06pa3L0B KCNONL30BATL OAHOPA3OBbIE
HaKOHEYHUKK C unbTpamn.

1. Paccuntath 06bembl peareHTos, Heo6xoaumble ANA NPUTOTOBAEHWUA PEaKUMOHHOW CMeCH, CornacHo Tabnuuye:

I Pearent O6vem, Mkn __[— OGo3naueHun = . |
_NUP-cmecp U. parvum / U. urealyticum ~ 10,0%(N+1) N - konuuectso amnanduumpyembix 06pasuos,
- NUp- -6ydep-H 5,0*(N+1) BKNIKOYAA KOHTPONU

BHUMAHME! KoMnoHEeHTb peakuMOHHOW CMeCcH cneayeT cmewnsaTh HenoCpeaACTBeHHO nepea nposeaexnem NUP.

BHUMAHMUE! B chyvae NpUroToBAEHUA PEAKLMOHHON CMECH C NOMOLLBIO aBTOMATHUYECKON CTaHUMK CheayiTe yKasaHNAM
WMHCTPYKUKKM NO €€ UCNONb3OBAHUIO.

2. Nepepn cmelwMBaHNEM PeareHTOB NepemewwaTs cogepxumoe npobupok ¢ NUP-cmecsio U. parvum / U. urealyticum v
NLP-6ydepom-H, ocaanTb Kannu Ha BopTeKkce.

3. NpUroTosuTb peakUMOHHYI0 CMeCb, A06aBMB KOMNOHEHTLI B 06bemax, paccunTaHHbIX 8 n. 1. Nepemewatb cmech U
0CaAMTb KanAK Ha BOpPTEKCe.

4. Otobpatb HeobxoauMOe KONUYecTso NPOBUPOK UAK CTPMNOB ANA NposeaeHna amnandukauuu AAHK nccrepyemoix u
KOHTPONbHbIX 06pa3L08. Boibop Npobupok ans amnandukauun 3asMCUT OT CNONL3YEMOro aMNAMGUKATOpPa C CUCTEMO
AETEKUWUHN B PEXKUME «PEaNbHOTO BPEMEHW Y.

5. BHecTv B noArotosneHHble Npobupku peakumMoHHyIo cMecb 1 06pasupl cornacHo Tabnuue:

Aobasnaembiit peafem / obpasen, |

BHectn no 15 mxn
NpUroToBNeHHOW peakUMOHHON CMeCcH 8 NpobMpKN aAna nccnepyembix M KOHTPONbHbIX o6pa3uos
Buectnt no 10 mxn

BHUMAHMUE! U3beraTtb nonagaHua copbeHTa B peaKUMOHHYIO CMECh. ]

Npo6ut [OHK, 3KCTparMpoBaHHOW U3
nccneayemoro obpasuya

8 npobupkmn ana nccnegyemoix o6pasuos

_Npobbl, akcTparnposaHHoH u3 OKO - _g_ripgﬁ»npny».qna Qﬁi@ﬂa?l(é (6}bmﬁtehbﬁdfo'ﬁéryboﬁa 31(cfpéuu7u|&) )
PearentaK- o g»npoﬁupxy Ana o6pasua K- (g'rpbluajenbuorp KOHTpONA n_U,P)
_Pearenra NKO xomnnekc 8 npoSupngy ana 96p§3ua [lK»(nonpm}m_enbuo_rvo Komponn)_

BHUMAHME! Hencnonb3oBaHHbIE OCTAaTKN PEaKLLMOHHON CMECH XPaHEHUIO He NoANeXaT.

1 BKO-FL sxoamT B coctas Habopa peareHTos, pexoMeHA0BaHHOrO Mponssoantenem ana akctpakunu [HK 13 uccreayemoro matepuana.

& 000 UUPMM &7 INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU
BEPCVIA £0.12.42-1 2



/

6 MpW Py4HOM aHa/v3e 3anporPaMMVPOBaTb aMIIGMKATOP C CCTEMOV AETEKLM B PEXVIME «PeaNTbHOrO BPEMEHI
CON/IACHO VHCTPYKLIM 1O €70 MPUMEHEHVIO 151 BbINONHEHVS CeytoLLEl MporpaMMbL;

EauHas nporpammMa amnandukauum v getTekummn gyopecueHTHOro curHana

Lk TeMnepatvpa. "C Bpems [leTekuuns no KaHanam Aans Konnuecteo
ik P hnyopocgpopos LNK/OB
1 50 15 M/H ) 1
2 % 15 MVH , 1
% Oc .
3 45
60 20¢c FAM, R6G™ ROX
MpumeyaHuns:

1) PekoMeHyeMble MapaveTpbl A/1 NPOorpaMMpOBaHM s aMi/IM(IMKaTOPOB YKasaHbl BO BKMaMpILe, NpwiaraemMom K
Habopy.

2) Bcnydae, ecnm B 0gHOM Nprbope OAHOBPEMEHHO MPOBOAATCA TECTbI TOMBKO A/15 Bbise/eHns JHK, MOXHO yaaimTs 13
yKazaHHO nporpaMMbl nepsbivi war (50 "C-15 MUH) 4711 3KOHOMAW BPEMEH.

BHVMAHWE! Tpu MCMOMb30BaHUM NPOrpaMMHOro obecriedeHns FRT Manager nporpaMmMypoBaHie aMiivivkaropa
YCTaHaB/MBAETCS aBTOMATUYECKU.

7. lNepep, NOCTaHOBKOW B aM/IM(MKATOP MN/IAHLLETHOIO TUMa 0CaayTh Karviv o CTEHOK NMPOGMPOK Ha BCY Srexe

8. YcTaHOBUTL MPOBUPKY B AUEKN PeakLMOHHOMO MOZY/s Nnprbopa.

9. 3anycTuTb BbINO/HEHVE MPOrpaMMbl aMIIDMKaLWN C AETEKLMENA (UTyOPECLIEHTHOO CrHaia.

10. Mprbop NPOBOAUT PETUCTPALMIO (UTYOPECLIEHTHOIO CUrHasTa aBTOMATHECKU B PEXVIME «PeasibHOrO BpeMeHI.

AHAJING, BbIYNC/IEHWE W MHTEPTMPETALINA PE3Y/ITATOB

BHVMAHWE! Mpy pydHOM aHarm3e 06paboTKy AaHHbIX ((UTyOpecLEHTHbIX KpUBbKX), MO/TyYeHHbIX B MPOrpamMMHOM
obecreyeHnn npubopa, UCMonb3yeMoro And nposefeHns MUP ¢ JeTekuveil B pexvive «peasibHOro BPEMEHM,
MPOBOAVTL CONTIACHO MHCTPYKLMM 10 €10 MPUMEHEHMIO. PekoMeHayeMble napameTpb! i 06paboTK AaHHbIX YKasaHb!
BO BK/IabllLe, NpuiaraeMoM K Habopy.

AHan3, BbMCTIEHNE W MHTEPMPETALO PE3y/bTAaTOB MOXHO MPOBOAMTL:

- BaBTOMATMYECKOM  pexvMe  C  MCMOMb30BaHMEM  MPOrpaMMHOTO  obecriedeHrs  FRT  Manager
(OO0 «HTep/TlabCeparic», Poccus) corlacHO PYKOBOACTBY MO/b30BaTeNs, BbIopas METOAVIKY, YKa3aHHYH BO BKNAMbILLE,
MpwiaraemMom K Habopy. PyKOBOACTBO Mosib30BaTesist pasMeLLieHO Ha ogwiLianisHom caiite 000 «/HTep/labCepsuc no
agpecy. https:// wwww.interlabservice.ru/service/frt/;

- B Py4HOM PEXVVE C MOMOLLGHO MpOrpaMMHOro o6ecrieyeHmns Mprbopa, Meronb3yeMoro s nposeaeHus MUP ¢
JETEKLIVEV B PEXIME «PEearbHOTO BPEMEHI», COTMACHO MHCTPYKLIMM MO €10 MPVMEHEHMIO 11 VHCTPYKLM K HABopy.

2 [etekums curHana ans qiyopogopa R6G ocyLLecTBNSEeTCA MO KaHay AeTeKUun 418 aHaiornyHbIx iiyopodopos HEX, JOE, Yellow, VIC.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

DEPLVIA £O.1L.L471



4 HekctbO

Amnnulpaim

KpaTtkoe pykoBOACTBO

no MPYMEHEHNIO Habopa peareHToB
[51A BbISBEHWA 1 aydxpepeHumam JHK
Ureaplasma porvum v Ureaplasmo urealyticum
IMETOAOM MOSIMMEPA3HOI LIENHOM peaKLyiv C AeTeKLVEN
B PEXUME «PeasTbHOr0 BpeMeHI»
«AMMMpaiv® u. parvum / U, urealyticurms
ro TY 21.20.23-193-09286667-2022

AmnnuNpanim® n.parvum /
n. urealyticum

dopma BbInycka 2

REF P215M2

000 «Hekctbro», Poccusi, 111394,
r. Mocksa, yn. MonumepHas, 4. 8, ap. 2 VD
m\] Ten. {495} 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnucaHwve 06,\1;}?'\"’ Konunyectso

MNpo3payHas

MLP-cmech KNKOCTb, 100 npo6upok

n. parvum / packanaHa nog 00l (12,5 apunos no

n. urealyticum  napaduH 8 npo6upok)™
6enoro LBeTa
Mpo3payHasn

) _ XNAKOCTb 1

MNuP-6ydep-K KDACHOTO 120 npo6upKa
ugeta
Mpo3payHasn

MKO Kommeke SKWAKOCTb 0,26 1 npo6upka
Mpo3payHasn

OKO JKMKOCTh 1no 1npo6upka

K- rpospauHas 0,26 1 npo6upka
XNIKOCTb

HaGop peareHTOB paccuMTaH Ha MpOBEJEHWE WCCNe0BaHMS
100 06pasLoB, BK/tOUAs KOHTPOU.

Mpo6upkm ¢ rofybbiM napaMHOM He MCMOMb3YHTCS.

& 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

BHUMAHME!

Mepes ~ uCMonb3oBaHMEM — Habopa  peareHToB
HEOOXOAVIMO O3HAKOMUTLCS € WMHCTPYKLWEn Mo ero
MPUMEHEHNIO. VIHCTPYKLUMS pasMeLLieHa B 3/1EKTPOHHOM
BAOE HA odmumanbHOM  caitte  Mpowssogyens:
wwww.nextbio.ru (4 ee nosyyeHnss HeoGXoayImM AOCTyT
B MHTEpHeT). lNeyarHas BepCUst MHCTPYKLMM JOCTyMNHA Mo
3arnpocy o TenegqoHy (495) 620-08-73.

MATEPWAN ANA UCCNELOBAHUA

A COCKOOHbIi MaTepvan Win OTAensieMoe C/M3NCTbIX
0060/104eK  YPOreHUTarIbHOTO  TpakTa  (oTaensemMoe
C/M3UCTOA 060MOYKN Briara/imLLa U CocKoo anuTesins
CO C/IM3VCTON 0BOIOUKY YPETPbI);

MOYg;
A CeKpeT NpeacTare/bHOMN »enesbl.

KOMI/IEKTHOCTb

KomnoHeHT dopmar

Ha6op peareHToB thopma BbInycka 2

WHCTpyKLMA no
NPUMEHEHUIO

B 3/IEKTPOHHOM BW/E MO afpecy:
www.nextbio.ru

B 3/IEKTPOHHOM BUAE MO afpecy:

MacnopT KayecTBa '
www.nextbio.ru

K oe

p)F/)I?(T)';O,qCTBO B GYyMa>kKHOM Buae
L(I?nManﬂl::?il(JTeVl B 6yMaxHOM Bue
XPAHEHU/E

YcnoBus xpaHeHus Habopa

2"C...8“C
B 3aLUMLLEHHOM OT CBETA MECTE



SKCTPAKUWA OHK n3 UCCNEAYEMOIO MATEPUAJIA

Ana aketpakuym OHK 1cnonb3oBaTk Habopb! peareHToB, pekoMeHA0BaHHbIe pon3BoaMTENIEM B MHCTPYKLMM M0
MpMIMEHEHNIO Habopa «AmnmMpaiiM® U. porvum / U. ureolyticurm™\ Mopsaok pabotbl ¢ Habopamin s aketpakuym JHK
CMOTPUTE B MHCTPYKLN M0 WX NPUMEHEHVIO.

O6bemb! peareHToB U 1cc/iedyeMbIX 00pa3LIoB, UCTOb3yeMble Mpn aKCTpakLm JAHK ¢ NOMOLLBH0 pekoMeHayeMbIX
HaboPOB peareHToB, YKasaHbl B Tab/MLIE HDKE.

[lo6aBnsemblin peareHT / obpasel

BKO-AA 10 Mkn B K&XK/Iy0 NMPOOVPKY

Viccnemyemble o6pasupl 100 MKkn B MPOBUPKY /19 1CCriedyeMbIX 06PasLIOB

OKO 100 MKn B Mpo6upky 411 OKO (OTprLIATENBHOMO KOHTPOSIA 3KCTPAKLIMM)
PeareHT ana anouyn AHK 100 mkn B KaXX[1yH0 NPOBVPKY

AMMNNNPUKALUNA C AETEKUMEWN B PEXXVME «PEAJIBHOTO BPEMEHW»

BHUMAHWE! [i19 BHECEHMA B NMPOGUPKY peareHToB, Mpob HK 1 KOHTPO/bHbLIX 06pasL0B MCrob30BaTb OAHOPA30BbIe
HAKOHEYHMKY C (WIbTPaMM.

1. Orobparb HeobXOAMMOe KO/MYECTBO CTPUMOBAHHBLIX MPOOMPOK C TMLIP-cMecbio U. parvum/ U. urealyticum [JiA
amnmgmkaumm JHK viccneslyeMbIX 1 KOHTPOSbHbIX 06pasLIoB. n

2. BHECTI B MOAroToB/EHHbIe NPOBMPKY MLLP-6ydep-K 1 0BpasLibl COrlacHoO Tab/muge: #

Jlob6aBnsemblii peareHT / obpasel,

BHecTn no 10 mkn
MLP-6 K B Npo6upku ¢ MLP-cveckto U, parvum / U, urealyticum Ha NMOBEpXHOCTL MapatiHa
Lip-6ycpep- BHUMAHWE! MLP-6ythep-K He AomKeH NpoBasi BaTbCst Mog, napagmH
BHectn no 10 mkn
BHUMAHME! 136erartb noraaaHus copbeHTa B peakLyIOHHYO CMECh.

Mpobbl AHK, aKcTparvpoBaHHoM
V3 UCCrieayemoro obpasua
Mpobbl,  3KCTparvpoOBaHHON 13

B MPOGMPKY 4719 1ecriedyeMbIX 00pa3L0oB
B Mpo6mpKy A1 o6pasiia OKO (OTprUATENIbHOMO KOHTPO/A SKCTPAKLIMM)

OKO
PeareHrta K- B NPo6rpKy 419 obpasua K- (otpuruaresisHoro koHTpons MUpP)
PeareHTa MKO KoMrieKe B MPO6MPKy 19 06pasua MK (NMonoKATENBHOMO KOHTPOSIA)

3. Tpn pyyHOM aHa/m3e 3anporpaMMMpOBaTb aMIVIMAMKATOP C CUCTEMOI AETEKLMN B PEXVIME «PEATIBHOTO BPEMEHID
COIIACHO MHCTPYKLM MO €0 MPUMEHEHWIO /191 BbINOMHEHMS CriE/IyHOLLIEV MPOrpaMMb:

EavHas nporpamma aMnangukaymm n aetekummn gayopecyeHTHOro curHana

eTekuunda no KkaHanam gns KonnuyecTtBo
Lnkn Temnepatypa, “C Bpems A El)nyopoqaopos A LMKNOB
1 50 15 MmH . 1
2 9% 15 MmH : 1
% tOc -
3 60 20¢ FAM, R6G" ROX %
[NprmeyaHms:

1) PexomeHayemble napameTpbl 4719 NPorpamMMMpoBaHUs  amMr/IMqKaTOpoB YkasaHb! BO BKadblLe, MpuiaraeMoM K
Habopy.

2) Benysae, ecv B OHOM Mprbope OAHOBPEMEHHO MPOBOAATCA TECTbI TOMbKO 151 BbisBneHns JHK, MOXHO yaanuThs 13
yKazaHHOI nporpavmbl nepsbiid Wwar (50 - 15 MUH) /159 SKOHOMUM BPEMEHW.

2BKO-FL BxoguT B cocTaB Habopa peareHToB, peKOMeH0BaHHOTO [Mpon3BoguTenem Ana aketpakuum OHK u3 nccnefyemoro marepuana.
AleTekums curHana gns nyopodopa R6G oCyLLecTBSETCA MO KaHaly AeTeKUuM 4ns aHanornyHbix dyopodgiopos HEX, JOE, Yellow, VIC.

& 000 LHPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
BEPLNA £5.14.44-1



BHAMAHVE! TMov 1cnonb3osaHin nporpamMMHoro obecrieveHnss FRT Manager nporpaMMmnpoBaHve aMiingukaropa
yCTaHaB/IMBAETCS aBTOMATUYECKU.

4. Mepep, NOCTAHOBKOM B aM/IMMKATOpP MIaHLETHOrO TUMa OCaauTh Karvin CO CTEHOK NMPOOMPOK Ha BOPTEKCe.

5. YCTaHOBUTH CTPUMbI B AHEVKM PeaKLIOHHOMO MOZY/s Mprbopa.

6. 3anyCTuTb BbINO/HEHVIE NPOrPaMMbl aMM/IMGIMKaLMN C AETEKLMENA qUTyOpPECLEHTHOMO CUrHana.

7. Mpribop NPOBOAWT PErVCTPaLMIO (UTYOPECLIEHTHOMO CUrHasTa aBTOMATVHECKU B PEXVIME «PEasbHOTO BPEMEHI.

AHANN3, BBIYNCNEHWE W MHTEPMPETALUWA PE3Y/NIbTATOB

BHAMAHVIE! Mpn pyyHOM aHamse 06paboTKy AaHHbIX ((UTyOpeCUEHTHbIX KoBbK)', MOTyYeHHbIX B MPOrpaMMHOM
obecriedeHmn Mpubopa, Ucronb3yeMoro st mposeaeHua MUP ¢ getekupeli B peXMMe «pearibHOro BPEMEH,
MPOBOAMTL COT/IACHO MHCTPYKLMM MO €ro NpUMEHEHIIKO. PekomeHayeMble napameTpbl A1 06paboTkM AaHHbIX YKazaHbl
BO BK/afblLLe, NpuiaraeMoM K Habopy.

AHaM3, BbIMUCTIEHIE U MHTEPMNPETALIO PE3Y/ILTATOB MOXHO MPOBOMT:

- BaBTOMATMYECKOM  peX#Me C  UCMOfb30BaHWEM  MporpamMMHOrO  obecriedernss  FRT  Manager
(OO0 «/Hrep/labCepsric», Poccus) cornacHo PYKOBOZCTBY MO/b30BaTe/is, Bbiopas METOAMKY, YKa3aHHYO BO BK/adbILLe,
MpuiaraeMoM K Habopy. PyKOBOACTBO NO/b30BATENA pasMeLLEHO Ha odmupanibHoM calite OO0 «/HTep/labCepauc» Mo
appecy: https.// www.interlabservice.ru/service/frt/;

ed
- B PYYHOM PEX/ME C MOMOLLEHO MPOrPaMMHOIO 0GeCTieyeHs MprBopa, MCnornk3yemMoro Anist nposeaeHnst MUP ¢
JETEKLYEN B PEXXVIME «PEarbHOTO BPEMEHI», COTIACHO MHCTPYKLIMI M0 €70 MPUMEHEHVIKO 1 UHCTPYKLMI K HaGopy.

& 000 LUPMH [&7) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpoHyMepoBaHo, CKPEMnIEHO W MPOLUMTO
___nucet (al™)

"eHepanbHbIn grpekTop O6LecTBa ¢
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YTBEPXOAKO

FeHepasibHbIA AMPeKTop

0. O. NaBuHIOKOB

HABOP PEATEHTOB N5 BLIABAEHUSA U AN PEPEHLNMALNN JHK UREAPLASMA

PARVUM W UREAPLASMA UREALYTICUM METO/ZOM MOAVNMEPA3HOI LIEMHOW

PEAKLUMW C AETEKUMEN B PEXXUME «PEAJIBHOTO BPEMEHW» «AMMINMPANME®
. PARVUM | 1. UREALYTICUMy” MO TY 21.20.23-193-09286667-2022

KoMmnnekT Bknafpblein

Jnct yTBepXXaeHus

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



N AHekcTBEWMO 000 «Hekctbro», Poccuna, 111394, r. Mocksa, yn. NMonumepHas, 4. 8, ctp. 2,
&onapvonor™eocds Ten. (495) 620-08-73, e-mail: info@nextbio.ru

BKIAAbLIWA

Annnnulpainm® U. pan/vT / U. urealyticum

Habop peareHTOB A1 BbiaBneHua v augdeperunaymm AHK Ureaplasma parvum u Ureaplasma urealyticum
MeTOA0M MOMMMEPA3HON LIeNHON peakunn ¢ AeTeKLMeR B peXXuMe «peasibHOro BpeMeHU»
«AmnanMpaim® n. parvum / U. urealyticum» no TY 21.20.23-193-09286667-2022

®OPMA BbIMYCKAX REF LOT

1. PEKOMEHAYEMBIE HACTPOWKM NS NMPUEOPOB POTOPHOMO TUMA

Callbrate/Gain More Settings/

Kaman Optimisation.../ Threshold/  Outlier Removal/ Slope Correct/ OvHamunuecknin - Uckniounts
On? OBHS CI'/'I'rH Mopor YctpaHeHue KoppekT. yknoHa (hoH LMK bI
P ' BbIGPOCOB
FAM/Green oT5Flao 10 AL 0,05 10- 20 % BK/IOYEHa BK/TIOYEH oT1405
R6G/Yellow oT4Flgo 8 F 0,05 10- 20% BK/IIOYEHa BK/TIOYEH oT1p05
r
ROX/Orange or5F oo 10 AL 0,07 5-15 % BK/lOYEHa BK/IOYEH orlpo5s

2. PEKOMEHAYEMbIE HACTPOVIKM ANS NMPUBEOPOB MMAHLLETHOMO TUMA

2.1. O6bwme HacTpolikm

KaHan Threshold / Mopor VickniounTb UUKIbI

PAM orlpo5

MoporoBas NIMHUS AN KaXKAOr0 KaHana ycTaHaB/IMBAeTCs Ha YpPOBHE, COOTBETCTBYHOLLEM
R6G 10- 20 % o1 MakcMManbLHOro YPoBHA (hlyopecLEeHLMU, NOMYYEHHOTO ANS MONOXUTENLHOTO | orlpo5b
KOHTPO/IbHOTO 06pasua «MKO KoMmnieke» B MocnegHeM LMKe aMninpukaLnm.

ROX orlpo5
2.2. HacTtpoiikn gna npubopa «CFX96»
MapameTp Lar aTana LMKIMpoBaHuA Ramp Rate
95 “C 2,5 "C/sec
Mep upuonb
60 X 2,5 °C/sec

2.3. Hactpolikun gns npubopos «ATnparims»

KpuTepuini NonoXKmMTenbHOro

Mertoz Tun aHanM3a KaHasbl pesynbTata MLIP

Ct (Cp)
[NA BCEX KaHaNoB

3. TPAHWYHBIE 3HAYEHWA MOPOIrOBOI0O LKA (Ct)

Moporoseblii (Ct) FAM, R6G, ROX 70%

lpaHMYHOe 3HayeHune Ct

Obpasel, Kanan gns gnyopogopa
Mprbop poTOpHOro TMna Mpnbop NNaHWeTHOro Thna
FAM <39,0 <41,0
Wccnegyemble R6G <39.0 <410
ob6pasubl
ROX <29,5 <32,5
OKO ROX <29,5 <32,5
FAM <35,0 <36,0
MNKO komnnekc R6G <33,0 <35,5
ROX <32,0 <35,0

@ 000 LMPMH [&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU bILLU€, IBNISIETCA NEePEeMEHHON N MEHSETCA B 3aBUCMMOCTM OT cepum Habopa.



BKNAAbILW

AN aBToMaTnyeckoin o6paboTkyn pesynbTaTtoB K Habopy
«AmMmnnulpanim® n. pan/nT / U. urealyticuirw

Fpynna coBMmecTumoctu: AMmnnaullpainm

Kat. No: X

Cepus;X

Cpok rogHoctu go: ITrr-MM-44

MeToguka: Amnaulpaiim U. parvum / U. urealyticum
Mpynna coBmecTMmocTti: AMnaulipaiim

Mpubop: Rotor-Gene Q

LLUTpnx-KkoA;:

Mone ans WTpUX-Koaa

Kart. No; X

Cepua;X

Cpok rogHoctu go: IMrr-MM-44,

Metoauka: AmMnaulparim U. parvum / U. urealyticum
[pynna coemectumoctu: Amnnuipaim (CFX 96)
Mpubop: Bio-Rad CFX 96

LWTpux-kopa;

MNone gna wrpux-koga

Kat. No: X

Cepusa:X

Cpok rogHoctu go: Irr-mMm-44

MeToamka: Amnaulpaiim U. parvum / U. urealyticum
lpynna coBmecTumocTtn: Amnnaulparim (ATnparim)
Mpubop: AHK-TexHonormsa ATnpaim

LTpux-koA:

Mone Ans WTPMX-Koga

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



MpoHyMepoBaHo, CKPenIeHo U NPOLLINTO
J>__ nnct(”oB)

,’eHepasibHbIN gnpekTop ObwecTBa €

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



YTBEPXIAHO

FeHepasibHbIA AUPEKTOp

O. O. JlaBMHIOKOB

HABOP PEATEHTOB 414 BbIABNEHUA N AN®PEPEHLUMALNN AHK UREAPLASMA
PARVUM W UREAPLASMA UREALYTICUM METOZOM MOJIMMEPA3HOW LIEMHON
PEAKLINW C AETEKUMEWN B PEXXWUME «PEAJIBHOMO BPEMEHU» «AMMAUMPAAM®
n. PARVUM / n. UREALYTICUM?y MO TY 21.20.23-193-09286667-2022
%
dopma Bbinycka 1
dopma Bbinycka 2

lLa6soH nmacnoprta Kayectsa
Jluct yTBEpPXAEHNA

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



/. HekctBINO 000 «HekcTBuro», Pocensf111394, r. Mocksa, yn. MonuvepHas, 4. 8, cTp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

MACMNOPT KAYECTBA

Ne Homep nota/2151-11

AmnanMNpainm® un. parvum / U. urealyticum LOT

Habop peareHToB A1 BbIfBAeHNS U AnddepeHumaummn AHK Ureaplasma pon/vT u
Ureaplasma urealyticum meTofoM nonvMepasHol LENHOW peakuumn ¢ geTekunei
B PeXXUMe «peasnibHoro BpemMeHn» «Amnanlpainm® U. pan/uT / U. urealyticum» (ro [rrr-Mm-au
no TY 21.20.23-193-09286667-2022

®OPMA BbIMYCKA 1 rrrr-mm-a.na

KoHTponb Kayectsa nposefeH no TY 21.20.23-193-09286667-2022.

1. YNAKOBKA /N MAPKMPOBKA HABOPA
YnakoBKa 1 MapKMpoBKa Habopa yKasaHHOI cepun COOTBETCTBYHOT Tpe6oBaHmsm TY 21.20.23-193-09286667-2022.

2. KOMTUIEKTHOCTb MOCTABKM

Pesynbtatbl
KOMMOHeHT XapaktepucTmka Hopma KOHTPOMA
Habop peareHTOB *
«AMNMMPaim® O, pan/u f U. urealyticum» (hopma BbInycka 1 B Ha/IM4mu COOTBETCTBYET
B 9M1EKTPOHHOM BUAe Ha OotuuManbHOM caite ?
MHCTpYKUMA MO NpuMeHeHuio Habopa MpoussoauTens: www.nextbio.ru B Ha/IMumn COOTBETCTBYET
KpaTkoe pyKoBOACTBO MO NPUMEHeHUI0 Habopa B 6yMakHOM Buae B Ha/mMumun COOTBETCTBYET
KomnnekT Bknagbllleli K Habopy B OyMaXKHOM Buze B Ha/mMumu COOTBETCTBYET
B 3/M1EKTPOHHOM BuAe Ha oduuManbHOM caiiTe
MacnopT Kavectsa MpON3BOAUTENS: WWW.Nextbio.ru B Ha/IM4mK COOTBETCTBYET
3. COCTAB HABOPA 1 BHELLHWI BW KOMMOHEHTOB
Pesynbrarbl
KoMnoHeHT Hopwma KoHTPONS
MLP-cmecb n. parvum / U. urealyticum 1 npo6upka. Mpo3payHas XMAKOCTb. co0TBeTCTBYET
MLUP-6ythep-H 1 npo6upka. Mpo3payHas XuOKoCTb. COOTBETCTBYET
MKO komnnekc 1 npo6upka. MNMpo3payHas XXnLKocTb. COOTBETCTBYET
OKO 1 npobupka. Mpo3payHas XWAKOCTb. COOTBETCTBYET
K- 1 npo6umpka. Mpo3payHas XMAKOCTb. COOTBETCTBYET
4. ®YHKUWMOHAJIbHbIE XAPAKTEPUCTUKW HABOPA
PesynbTtatbl
MNokasaresb Hopma KOHTPOS
Mpenen obHapy>KeHns
BoisBnenne [HK U. parvum npu wWccnefoBaHWM  pa3BefdeHui
cTaHAapTHOro o6pasua npegnpustus «COM Ne 119 MKO AHK ue-  AHK u. parvum oBHapyxeHa. COOTBETCTBYET

CKPWH-TUTP» A0 KOHUEHTpaumii 1,0x10" I3/mn un 1,0x10" 13/mn.

BbisiBneHne [AHK U. urealyticum npU uccnefoBaHWU pa3BefgHuUi
cTaHgapTHoro o6pasua npeanpustua «COM Ne 119 MKO AHK uG-  [AHK u. urealyticum o6Hapy>ceHa. COOTBETCTBYET
CKPVH-TUTP» A0 KOHUEeHTpaumii 1,0x10" I3/mn n 1,0x10" 13/mn.

PesynbTaTbl TECTUPOBAHUS UCCNEAyeMbIX 06Pa3LiOB U KOHTPOJE UCCNefoBaHUs COOTBETCTBYIOT KPUTEPUSIM Ba/IMAHOCTM, YKa3aHHbIM
WHCTPYKLMW MO NPUMEHEHMI0 Habopa.

5. YCNoBuA TPAHCMOPTUPOBAHUNA N XPAHEHNA

YcnoBus TPaHCMopTMPOBaHWA Ycnosusa xpaHeHus

Habop TpaHcnopTupoBaTb Mpu Temnepatype oT 2 go 8"C. He Habop xpaHwTb npu Temnepatype oT 240 8 "C B 3alyLLeHHOM OT

Jonyckaertcs 3amMopaxumsaHue peareHToB" JonyckaeTcss  eseta MecTe. He 10nycKaeTcs 3aMOPaXKMBaHNE peareHToB,
TpaHcnopTpoBaHWe Npu Temneparype OT 840 25 C He 6o/ee 3 CyTOK.

[Jara Bblgayuy nacnopra XX.XX.XX

JomKHoCTb neyarb nogpasseneHuns nognuck (paclumngpoBKa)

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



="HekcTtBNO

00O «Hekctbro», Pocecna,111394, r. Mocksa, yn. MNonnuvepHas, 4. 8, ctp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

MACMOPT KAYECTBA

Ne Homep nota/2151-11

Amnnunlpanm® un. parvum / U. urealyticum

Habop peareHToB Ans BbisBNeHWUs u auddepeHunaumm AHK Ureaplasma parvum un
Ureaplosma urealyticum meTo4oM nosimmepasHol LenHOW peakumm ¢ geTekumein
B peXUMe «peasibHOro BpemMeHn» «Amnaulpainm® U. parvum / U. urealyticums
no TY 21.20.23-193-09286667-2022

®OPMA BbIMYCKA 1

KoHTponb Kayectsa nposegeH no TY 21.20.23-193-09286667-2022.

1. YNAKOBKA N MAPKNPOBKA HABOPA
YnakoBKa v MapK1MpoBKa Habopa yKa3aHHOI cepun COOTBETCTBYHOT Tpe6oBaHMAM TY 21.20.23-193-09286667-2022.

2. KOMMNEKTHOCTb MOCTABKM

KommnoHeHT

Habop peareHTOB
«AMnnupaiim® n. parvum/ U. urealyticums

VIHCTpYKLMS MO NpUMEHeHU0 Habopa

KpaTkoe pyKoBOZCTBO MO NPUMEHEHWIO HAabopa
KomnnekT Bknaabllel K Habopy

MacnopTt KayecTBa

XapakrepucTtmka

thopma Bbinycka 1

B 3/IEKTPOHHOM BuAe Ha OMLManbHOM caiiTe
MpownssoguTens: www.nextbio.ru

B OyMa)XHOM BuAe

B 6yMakKHOM BUAe

B 3/IEKTPOHHOM BUAe Ha OotmuuanbHOM caite
Mpown3soguTens: www.nextbio.ru

3. COCTAB HABOPA V1 BHELWHWIA BUJ KOMIMOHEHTOB

KOMMNOHeHT

MLP-cmech u. parvum/ U. urealyticum
MLP-6ychep-H

MKO komnnekc

OKO

K-

Hopma

1 npo6upka. Mpo3payHas XMOKOCTb.
1 npo6upka. Mpo3payHas XMAKOCTb.
1 npobupka. Mpo3payHas XMAKOCTb.
1 npo6upka. MNMpo3payHast XXMAKOCTb.
1 npobupka. Mpo3payHas XWOKOCTb.

4. O®YHKUWMOHA/BbHbLIE XAPAKTEPUCTUKI HABOPA

[Nokazaresib

Hopma

Mpeen obHapy>eHns

BoisBneHve [OHK U. parvum npu uccnefoBaHWM pa3BefeHuid

CTaHAapTHOro o6pasua npeanpuats «COM Ne 119 MKO AHK U6-

[OHK ». parvum o6Hapy»eHa.

CKPVH-TUTP» A0 KOHUeHTpaumid 1,0x10™ r3/mn n 1,0x10° 3/ mn.
Boisenenve [AHK U. urealyticum nmpu uccnefoBaHvuu pasBefeHuii

CTaHAapTHOro obpasua npegnpuatisa «COM Ne 119 MKO AHK UG-

CKPVH-TUTP» A0 KOHUEeHTpaumid 1,0x10" F3/mn n 1,0x10" 13/mn.

LOT

Hopma

B Ha/In4nn

#
B HaMumm

B HaJ/IN4nn
B HAJ/IN4nNn

B Ha/IM4nmn

[HK n. urealyticum o6Hapy>xeHa.

*

rrrr-Mm-ag,

[rrr-Mm-44,

PesynbTartbl
KOHTpONA

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

Pesynbtarbl
KOHTpONs

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET

PesynbTtarbl
KOHTpONA

COOTBETCTBYET

COOTBETCTBYET

PesynbTtatbl TECTUPOBaHUA UCCNEAYEMbIX o6pa3u,03 n KOHTpOﬂeI‘;I nccnenosaHMA COOTBETCTBYHOT KpPUTEPUAM Ba/IMAHOCTW, YKa3aHHbIM

MHCTPYKLMM N0 NPUMEHEHNIO HaGopa.

5. YCNOBUA TPAHCNOPTUPOBAHWNA N XPAHEHWA

YCNOBVIS TPAHCTIOPTMPOBAHNS

Habop TpaHcnoptrpoBaTb Npu Temnepatype o1 2 go 8‘C. He
peareHTOoB.
TpaHCMopT1POBaHWe Npu Temneparype o1 8 4o 25 °C He 6onee 3 CyTOK.

[0nycKaeTcsa 3amMopaxkmnBaHne

[Jara Bblgayn nacrnopra XX.XX.XX

JomkHoCTb

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

neyatb NoApasaeneHns

Ycnosusa xpaHeHus

[Jonyckaetcs

noanuch (pacmppoBKa)

Habop xpaHuTb Npu Temneparype ot 2 Ao 8 “C B 3alyLLeHHOM OT
cBeTa MecTe. He flonycKaeTcs 3aMopaXkviBaHne peareHTos.



MpoHYMepoBaHO, CKPEmn/IeHo W NpoLnTO
3 nwcT (a/oB)

eHepanbHbIA gnpekTop O6LLecTBa ¢
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YTBEPXXIARO

FeHepa/IbHbIA AMPEKTOP

HABOP PEATEHTOB NS BbISBNEHUA W ANOOEPEHLIMALIAN JHK UREAPLASMA

PARVUM W UREAPLASMA UREALYTICUM METOZOM MOSIMMEPA3HOW LIEMHOW

PEAKLIUW C AETEKUMERA B PEXXMME «PEANIBHOTO BPEMEHW» «AMTIAMPAIM®
M. PARVUM / u. UREALYTICUM» MO TY 21.20.23-193-09286667-2022

NH(popmaLoHHOe nnucbMo 0 6e3onacHOCTU Bepcua 28.12.22-1

Jinct ytBEpPXAEeHNSA

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



‘AH EKCTB Wi O 000 «HexcTBuo», Poccus, 111394, 1. Mocksa, yn. MonmmepHasi, 4, 8, CTp. 2,
B/orexuonormieorap Ten. (495) 620-08-73, e-mail: info@nextbio.ru

NH®OPMALIMOHHOE NMUCbMO O BE3OIMNMACHOCTIN

Habopa peareHToB /19 BbisiBNeHns 1 andihepeHumaumm AHK Ureaplasma parvum U Ureaplasma urealyticum
METOZOM NOMMMEPA3HON LIENHON peakLyn ¢ AETEKUMEN B PEXMME «PeasbHOTO BPEMEH»
«Amnampaim® u, parvum/ U. urealyticum» no TY 21.20.23-193-09286667-2022

®OPMA BbIMYCKA REF 2151-11
®OPMA BbINYCKA2  REF P2151-12

YBaXKaeMbI K/INEHT,

PeareHTbl Habopa «AMMNAMMpaiimM® U. parvum / U. urealyticum» COAepXaT He 60nee 1% BELLECTB,
KnaccumuypyeMbIX Kak OMacHble, M He COepXKaT BeLlecTB, KnacCUPULMPYEMbIX KakK KaHLepOreHHble
KaTteropum 2 wiM TOKCMYHble 419 penpoaykumn kateropun 1A, 1B n 2, annepreHbl KOXWU Kateropumn 1,
[blXaTe/bHble afnepreHbl Kateropum 1, WM MMetoLwme BO3AENCTBME Ha/uepes NakTaumto, M1 ABNAHOLLMXCS
YCTOMUMBLIMM, OMOAKKYMYNIATUBHBIMU TOKCMYeCKMMKU  BelyectBaMn  (PBT) v BbICOKOYCTOMUMBLIMA 1
BbICOKOOMOAKKYMYNATMBHbIMM BeLecTBamn (VPVB). IMo atoli npuumHe cornacHo PernameHty (EC) 1907/2006
n PernameHty (EC) 1272/2008 Hanmnume JIMCTOB  6e30MacHOCTM  ONA  peareHToB  Habopa
«AmMnnMpaim® . parvum/ U. urealyticum» He Tpebyetcs. Tem He MeHee, BO Bpems paboTbl C AaHHbIM
HabopoM Mbl PeKOMeH/yem Bcerga cobnofarb Mepbl NPesoCTOPOXKHOCTH, YKa3aHHbIe B MHCTPYKLUM M0 ero
NPVYMEHEHWIO.

B cnyyae BO3HMKHOBEHWS BOMPOCOB obpallaiTtecs B aapec npounssoautens OO0 «Hekctbro» (111394,
r. Mocksa, yn. MonvmepHas, 4. 8, c1p. 2, Ten. (495) 620-08-73, e-mail: info@nextbio.ru).

C yBaXKEHMEM.
FeHepanbHbIA anpekTop 000 «HekcTbMo»
0.0. JlaBMHIOKOB
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