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BBEAEHUE

Mycoplasma genitalium 6bina Bnepsble BblieneHa B 1980 rogy. Mpy HaM4MM CUMNTOMOB
nHPekuna Mycoplasma genitalium moxeT npoTekatb B BUAe ypeTputa (OCTPOro v XpOHUYECKOro),
AN3ypuK, ypeTpanibHbIX BblUeneHuid, GanaHonoctuta. OCNOXHeHMsMU  MHGeKuun Mycoplasma
genitalium y My>X4MH MOryT 6bITb CEKCYya/ilbHO NMPUOOPETEHHDBI PEAKTUBHBIN apTPUT U ANMUANANMUT.

[ns XeHLWMH nokasaHa CBA3b Mexay uHekumenr Mycoplasma genitalium v ypeTputom,
LEePBULMTOM, 3SHLOMETPUTOM W BOCNAIUTENIbHBIMM  3a00/1EBaHUAMN  OPraHOB Masloro  Tasa,
npeXaeBpeMeHHbIMM pofamMu, CoHTaHHbIM aboOPTOM M NOBbILLEHHBIM PUCKOM TPYGHOro 6ecniogus.
Mepepayva Mycoplasma genitalium B OCHOBHOM MPOWUCXOAMT MyTeM HENOCPeACTBEHHOr0 KOHTaKTa
C/IM3UCTbIX 060/104eK MNP MOMOBLIX KOHTaKTax, B TOM YMC/e aHOrEHUTASTbHbIX.

MMpvMeHeHne Habopa peareHToB A9 BbifgBneHns [JHK mukonnasmbl  reHuTannym
(Mycoplasma genitalium) no3BonsieT CBOEBPEMEHHO BbIsIBUTb BO30YAUTENA U Ha3HAYUThL fIeYeHWe, B
TOM YKC/IE U C UCMO/Ib30BaHNEM CMEeLUPUUECKMX npenapaTos. M3aenne MOXeT UCMO0/b30BaTbCs 4
KOHTPONA YCMELWHOCTN JiedeHnsi MyTeM MOBTOPHbIX McCnefoBaHuid. OTpuuaTenbHblid pesynbTar
NCCNeoBaHUA MNO3BOMSET  UCKMOUUTL  MMKOMAA3MO3 NpU  MpoBefeHun  auddepeHLmansHOM

[NarHoCTUKM 3a60N1eBaHWIA.
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N AHK-TEXHONOIMNA

HanmeHoBaHMe KOMMOHEHTOB

CmMecb AN aMnamgukauum,
3aneyataHHasi napaguHom

PacTtBop Tag-nonumepassl

MwuHepanbHoe macno

MoNoXNTeNbHbIN KOHTPOJIbHBIN
obpasel,

HanmeHoBaHMe KOMMOHEHTOB

CMecb Anst aMnamguKalmm

PacTtBop Taqg-nonumepassbl

MwuHepanbHoe Macno

MapaduH

MonoXKNTEeNbHbIA KOHTPOJIbHBIN
obpasey,

HanmeHoBaHMe KOMMOHEHTOB

Cwmecb gns amnangukaumm
Monumepasa TexHoTag MAX

MLP-6ydep

MonoXNTeNbHbIA KOHTPOJIbHBIN
obpaseL,
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VHCTPYKUMS N0 NPUMEHEHMIO
MNAA3MOIEH-Mr

REF R1-P103-23/9, thacoBKa S, NPo6upKm

. KonuyectBo
BHewHWI BN
npo6bupok

Mpo3payvHasn 6ecuBeTHas XXUAKOCTb,

96 npobupok
noj4 BOCKOO6pasHbIM 6e/bIM C/I0eM

Mpo3payHasn becuBeTHasA XULKOCTb 2 NpoBbMpKu
Mpo3payHasa becuseTHas BA3Kas 2 MPoBUPKN
MacnsAHUCTas XXULKOCTb
Mpo3payHasn 6ecLBeTHasA XXNLKOCTb 1 npo6upka
R1-P103-WA/9, thacoBka W
. KonunyecTso
BHewHWA BUA,
npo6bupok
Mpo3payHasn >XMLKocTb 0T 2 MPoBUPKN
6ecLiBETHOrO 40 PO30BOro LBeTa
Mpo3payHasn becuseTHas XUAKOCTb 2 Npobupkun
Mpo3payHasa becLBeTHan BA3Kas 2 NPOBUPKNA
MacnsHUCTas XXNLKOCTb
BockoobpasHasa Macca 6es0ro ugeta 2 Npobupku
Mpo3payHasn 6ecLBeTHasA XXULKOCTb 1 npobupka
LLI-P103-nAYY9, dhacoBka U
o KonunyecTso
BHewHWA BUA
npo6bupok

Mpo3payvHas XXNLKoCTb OT 1 npobupka
6ecLBETHOrO 0 PO30BOro LBeTa
Mpo3payHan becuseTHas XUAKOCTb 1 npo6bupka
Mpo3payHasn becuBeTHas XULKOCTb 1 npobupka
Mpo3payHas 6ecLBeTHas XULKOCTb 1 npo6bupka

Jlnct 5
JlnctoB 35

HomMuHaNbHbI
06BbEM KOMMOHEHTA

rno 20 MKn

rno 500 mKn

rno 1,0 mn

130 mKkn

HoMMHa/bHbIN
06bEM KOMMOHEHTA

no 1,0 mn

rno 500 mKn

no 1,0 mn

no 1,0 mn

130 mkn

HoMMHa/IbHbI
06BbEM KOMMOHEHTA

600 mMKn
30 mKn

600 mKn

130 mkn
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J

MNA3SMOIEH-Mr Nuctos 35

n YKA3AHNA MO YTUNN3ALNN

111 Mpu ucnonb3oBaHWM HaBopa B KAMHWUKO-AMArHOCTMYECKOW fabopaTopum 06pasytoTcs
0TX0fbl KnaccoB A 1 b, KOTopble KnacCUUUMpyoTes 1 yTUAU3MPYHOTes B COOTBETCTBUM C
TpeboBaHuaMM CaHlMuH 2.1.7.2790-10 «CaHMTapHO-3NnAeMMONIOrMYeckme TpeboBaHUa K
06paLLEHNIO C MELULIMHCKMMU OTXOJaMU».

11.2  Hab6opbl, npuweawne B HEMNPUrofHOETb, B TOM YWC/le, B CBA3M C WCTEYEHMEM CpOKa
rOAHOCTM M HEencnosib30BaHHbIE PeaKTMBbI, OTHOCATEA K Knaeey b v nognexar ytunvsaunv B
eooTBeTeTBUN e Tpe6oBaHuaMM CaHlMyH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 ¥YnakoBka Habopa peareHTOB (KOpPOOKW, rpurnnepbl) Mocie Uenosib3oBaHMs M0 Ha3HAYeHWHo,
OTHOCUTCA K 0TX0ZaM Knacca A 1 yTUIU3NPYETCH C ObITOBbIMU OTXOAaMU.

12 FTAPAHTUN N3TOTOBUTENA

12.1 MpesnpuATUe-U3roToBUTENb rapaHTUPYeT e00TBETCTBME Habopa TpeboBaHMSAM
TEXHUYEEKNX YenoBMin Npu Co6/IIOAEHUN YCNIOBUIA TPAHCMOPTUPOBaHUSA, XPaHEHUA N NPUMEHEHUS,
YeTaHOB/IEHHbIX TEXHUYEEKUMU YeNlIOBUAMMN.

12.2 Cpok rogHoeTn Habopa - 12 MecsueB nNpu COGMKOAEHUM BeexX YCOBUIA

TPaHCNOPTUPOBaHNA, XPaHEHNA N SKCNyaTaunn.

13 CNMBOI/bI, NCIMONB3YEMBILE MNP MAPKNPOBKE HABOPA

livd] Tonbko A4na in Mﬂ [Jara
Vitro JuarHoCTUKn NPOV3BOACTBA
o Copepxur
Temrgy HbIA
Amanas%fyp DS VHCTPYKLUMIO 10
NPUMEHEHIO
V Konm4ectso RH KaranokHb i
onpeseneHni HOMEp
IofeH [0 y Apec
NPOVBBOAUTESTA
He foryckaetca
LOT Cepvist Habopa BO3/EVCTBYe

CO/THEYHOI O CBeTa
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VHCTPYKLMSA NO NPUMEHEHUIO Nnet 33

NNTHK-TEXnonorus
NNA3MOIEH-Mr NucTos 35

15 AJPEC A/19 OBPALLEHNS

Mpon3BOACTBO HAbOOPOB peareHTOB MMEET CEePTUPUUMPOBAHHYKO CUCTEMY MeHemKMeHTa
KayecTBa M COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CUCTeM MeHepkMeHTa KadvecTsa ISO 9001:2015
B 061acTu pa3paboTka, MpPon3BOACTBO M npojaxa IVD peareHTOB 1 NpubopoB ANs MeAULMHCKON
MOJIEKY/IAPHO-TEHETUYECKOW AMarHOCTUKM W ApYroro nabopatopHoro npumeHeHus u EN 1SO
13485:2016 B 06nactu pa3paboTka, MPOM3BOACTBO M npogdaxa IVD peareHTOB U npubopos ans
MeAMLMHCKOIN MONEKYNSPHO-TeHETUYECKON ANarHOCTUKN.
MpounssoanTenb: OOLIECTBO C OrpaHWYEHHOW OTBETCTBEHHOCTHIO  «Hay4yHO-IMpoM3BOACTBEHHOE
O6beanHeHne AbXX-TexHonorus», OO0 «HMO AHK-TexHonorus» (O6LWeCTBO C OrpaHUYeHHOMN
OTBETCTBEHHOCTbIO), Poccus.
afpec: 142281, MockoBckas 06:., T. MpoTBrHO, yn. XKenesHogopoxHas, 4. 20.
MecTo npon3BoaCTBa:
1)000 «HIMNO  AHK-TexHonorus»: Poccus, 142281, MockoBsckasi 061, T. [pOTBMHO,

yn. XXenesHogopoxHas, 4. 20.

2) 000 «AHK-TexHonorus TC»: Poccusi, 117246, r. Mockea, HayuHbIin npoe3a, 4. 20, cTp.4.

Peknamauuy no BonpocaM kKayectBa Habopa peareHToB [M/TASMOIEH-Mr, cnepyet
HanpasnAaTe No agpecy: OO0 «AHK-TexHonorusa», 117587, r. MockBa, BapLuasckoe wocce, g. 125
X, 6., Ten./thakc +7 (495) 640-17-71, www.dna-technology.ru
Cny»ba KIMEHTCKON NOLAEPKKM:

8 (800) 200-75-15 (3B0HOK NO Poccum 6ecnnaTHbIin),

+7(495) 640-16-93 (ans ctpaH CHI™ 1 3apy6exbs, 3BOHOK N/IaTHbIN).

E-mail: hotline@,dna-technology.ru

AHKeTa N5 OCYLLECTB/IEHNA 06PaTHOW CBA3M HAXOAUTCA Ha CainTe KOMMaHum

«QHK-TexHonorus»: http ://www.dna-technology.riv/customer/support/

BefyLimin Hay4YHbIN COTPYAHUK
000 «HIM® AHK-TexHonorms»,

KaHAuMaaT 61onormyecknx Hayk [.0.AbpamoB
2017 r
COIr'MMACOBAHO
"eHepa/ibHbIV AUPEKTOP
000 «BbIMMEN-MELLEHTP>» apHaBuuyc
[l 2017r
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MpunoxkeHwe b

MLP ¢ peTekumein B pexxmme peanbHOro BpemeHu, acoska U

Tabnuuya b.1 - [Nporpavma amMriyMOMKaUMN 1S JeTEKTUPYHOLLMX Tabnuuya B.3 [Mporpamma amiMpuKaLmm Ans aMmMgrkaTopa
amMnmdmkaTopos «Tnparivy», «OTnaiT», «4T-96» iCycler iQ
Pexm Dwell Setpoint, PCR/Melt
y onTuye T Cycle Repeats Step Time oC Data
K Temneparypa, c crno CKUX mn Acquisition
61oKa °C LMKoB 6noka
smepe Mporpavma /151 CYUTBIBAHUSA AMHAMUYECKMX (haKTOPOB JlyHOK
Hu dynamicwf.tmo.
T e T
1 1min 80,0
2 5 min 94,0
2 94 5 00 1 Livkn 2 5
1 30 sec 94,0
94 0 30 2 45 sec 64,0
3 64 0 15 ° v Lwn 3 2
1 30 sec 80,0 Real Time
4 94 0 10 45 Likn Mporpamma aMnamMmKaLmmn
64 0 15 v
4 45
1 10 sec 94,0
> s 1ors 1t 1 2 45sc 640  Real Time
6 10 XpaHe Xpate 5 10,0 storage
Hne Hue
T pexum onTdeckux vavepeHm
Tabnuuya bB,2 - [MporpamMa amMnaMguKaumm Ans npuéopa ;arManiS (;MI;'.(:TOpa Iisc.;cler i Q5- Mporpavma  aM/vgmKaLyn - s
Rotor-Gene Q
. PCR/Melt
Dwell Setpoint,
Cycle Repeats Ste) . 5 ’ Data
Ne Temn%%wpa, B/pﬁl\gﬁj, ¢ KommuecTso Lykrios y pe P Time C Acquisition
[Cycling temperature Time, s [Cycle Repeats 1 1
1 1min 80,0
. 80 deg 60 . 2 5 min 94,0
Cycling 94 deg 300 1time 2 5
. 94 deg 30 . 1 30 sec 94,0
Cycling 2 57 deg V 15 5 times 2 45 sec 64,0
i 94 deg 10 ) 3 45
Cycling 3 45 times 1 10 sec 94,0
57 deg V 15 2 45 sec 640  Real Time
4 10,0 storage

V- pexum ONTUUECKMX —M3MEpEHWN, YCTAaHOBUTb  U3MepeHue
thnyopecueHUMn (Acquiring) no kaHanam Green (Fam) mn Yellow
(Hex) npu 57 °C.

Mpn uMcnonb3oBaHUM APYrMX amnauguKaTopoB obpaTuTecb K NpeAcTaBUTENtO NPOWU3BOAUTENSA [A/1S
YTOUYHEHUSA MPOrpaMmbl amnanpUKaL . A
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