- OFAEPAABHAA CAVKBA 11O HAAZOPY B COEPE 3APABOOXPAHEHVII
(POC3APABHAA3OP)

- PEFMCTPALMOHHOE Y10 CTOBEPEHHE

HA MEZIMLIHHCROE U3 AEJIUE
ot 06 mionn 2024 roaa Ne @CP 2007/00580

Ha MejuimncKoe n3femme

Habop pearenros 115 Brissienus JHK Mycoplasma genitalium B KJIHHHYECKOM
MaTepHaJ/ie MeTO10M NioJimMepasHoH nennoi peakman (IMIP) ¢ ru6puamizanuonno-
bryopecnentroii Aerexnueit ""AMnmCenc® Mycoplasma genitalium-FL"

Hacrosmee perucrpanuonsoe yaocroBepenue BEIJIaHO
Deepanabnoe GroMKETHOE YUpekIeHne HAYKH "IleHTpAILHBIH HAY4YHO-

HCCAEA0BATEILCKHE HHCTHTYT snuaemMuooran’ ®exepanbuoii cayxbs no HA[30py B |

cepe 3amuTE! npas norpebuTeneit u Guaronoiyuns Yeiosexa (PBYH HHHAH
Inupemuoaornn Pocnorpednanzopa), Poccns,
111123, Mocka, y1. Hosorupeescikasn, 1. 3A

IIpouspoaurens

Deaepansnoe G1owkeTHOe yapekaenue naykn " Ientpans i HaY4YHO- ,
HCCIE0BATENLCKAR HHCTHTYT Snuaemuo ornn' Menepansnoii cryx6ul no HaJI30py B 1 :
cepe 3aMATEI NIpaB noTpeduTeell i Graronoyaus seaosexa (PEYH HHAN i
INHAEMHOIOTHH PocnioTpednanzopa), Poccnsn,
111123, Mockna, yi1. HoBorupeenckas, 1. 3A

MecTo NpoH3BOACTBA MEAMIMHCKOTO H3/ICTHS
CM.NIPHJIOKEHH e
Howmep perucrpanmonnoro nocse Ne P/1-62660/26712 ot 07.05.2024

| Kiacc notennmansroro pucka OPHMEHEHMS MEIMIMHCKOT0 H3ieus 26

Ko O6inepoceniickoro K1accupUKaTOpa MPOAYKIMHE IO BHAAM SKOHOMHYECKOH
AesrenbHocTH 21.20.23.110

Hacrosinee peracrpanmonnoe ynoctosepenne HMeeT IpUIOKeHHE Ha 2 THCTAX

3amecTurens pykosogurens Gexepaibuoii
110 HAI30pY B cdepe 3ApaBOOXPAHEHUA




®EAEPAABHAS CAVSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHIAA
(POC3APABHAA3OP)
MPUJTOKEHHE

KR PETHCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAWLIMHCKOE U3AEJIME
ot 06 utonst 2024 roaa Ne ®CP 2007/00580

Ha MEIHIHHCKOE H3aellhne
Habop pearenTon qia seiaeaenna JHK Mycoplasma genitalium B KTHHHIECKOM
MaTepHaje MeTox0M noaumMepazHoii nenHoi peaknuu (ITIP) ¢ rubpuanzannonno-
dayopecnenTroi nerexumeii " AmmanCenc® Mycoplasma genitalium-FL":
DOpMBI KOMILJIEKTAIIHN:
1. ®opmar FEP
1.1 ®opma 1: «ITLIP-kommnexT» BapuanT FEP (mpobupku 0.5 mi1). B cocTase:
- TTLIP-cmece-1-FL Mycoplasma genitalium - 110 nipo6upoxk (0,01 M)
- IIIP-cmece-2-FL-red - 1 mpoGupka (1,1 mi);
- [1I1P-cmece-Por-red - 1 npobupka (0.6 Ma);
- Muanepaneroe macno gis [ILP - 1 dmakon (4,0 mu);
- [IKO xommtexcusii - 1 npoGupka (0,2 min);
- IHK-6ydep - 1 npobupka (0.5 M)
- DKCIUIyaTalMoOHHaA JOKYMEHTalus Ha OyMaXHOM HOCHTE e U Ha caiite M3rotoBuTesst
(YMOTHOMOYEHHOIO IPEACTABMTENA):
- UecTpykums no npuMeHeHu:o - 1 wr.;
- ITacniopT xavecTpa Habopa peareHTos - 1 wT.;
- Briagein x Habopy peareHToB - | KOMIUIEKT;
- Kparkoe pykoBoacTBo K HaGopy peareHTos - 1 mir.
1.2 ®opma 2: «I1LIP-kominexT» BapuanT FEP (npoGupku 0,2 M), B cocTaBe:
- [T{P-cmece-1-FL Mycoplasma genitalium - 110 npo6upok (0,01 mur);
- I[THP-cmecs-2-FL-red - 1 mpoBupxa (1,1 m);
- [TL{P-cMeck-@on-red - 1 npobupka (0.6 mi);
- [TKO xommniexcHbri - 1 npobupka (0,2 mi);
- THK-6ydep - 1 npobupka (0,5 mn).
- DKCITyaTallMOHHAs JOKYMEHTalus Ha OyMa)KHOM HOCHTElIE H Ha caiite MsroToBHTens
(YIOJIHOMOYEHHOT O MPEACTABATENS ):
- UHCcTpyKUus 0o npuMeHeHuio - | mr.;
- ITacnopt xagecTBa Habopa pearenTos - 1 mr.;
- Brnagpin x Habopy peareHToB - | KOMILIEKT;
- Kparkoe pyxorozicTBO K HaOOpy peareHToB - 1 .
2. ®opmar FRT
1.1 ®opma 1: «II11P-xommiext» BapuadT FRT, B cocTaBe: e,
- [M1[P-cmecn-1-FL Mycoplasma genitalium - 110 npo6upd 3)
- ITIP-cmecn-2-FL-red - 1 npoGupka (1,1 mia); i
- IIKO xomnnexcHsiii - 1 npobupka (0,2 mn);
- JHK-6ydep - 1 npobupka (0,5 mui).

3amecTuTenn pykosoautens Deaepanbuoii cayxb i %
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OEAEPAABHASA CAVZKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHM
(POC3APABHAA3OP)
NMPUITIOKEHHUE
K PETUCTPALIMOHHOMY YAOCTOBEPEHHIO
HA MEAWIIMHCROE U3EJHE
ot 06 monn 2024 roaa Ne @®CP 2007/00580
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- [IporpaMmuoe obecrieyenre Ha HEKTPOHHOM HOCHTENe WK Ha CaiTe M3roToBATEN
(YIOMHOMOYEHHOTO TIPEICTABHTENIA):

- [IporpammHOe obecrieuenune AmpliSens® Mycoplasma genitalium

Soft Form 1 sepcus 1 - 1 mT.;

- PyxoBoacTBO oneparopa - | 1mr.

- DKeIuTyaTaMoHHas 10KyMeHTanus Ha OyMaHOM HOCHTeNe U Ha calite Msroroutens
(yNOJIHOMOYEHHOTO NPEACTABUTENA):

- MuacTpyknus no NpuMeHeHH:o - | mT.;

- [Tacnopr kadecTBa Habopa peareHTos - 1 MIT.;

- Brnansiu k Habopy peareHTOB - 1 KOMILTEKT;

- KpaTkoe pyKoBOACTBO K HabOpy pearcHTos - | MiT.

1.2 dopma 2: « TI[P-kommiekT» Bapuant FRT-100 F, B cocTase:

- TILIP-cmecs-1-FL Mycoplasma genitalium - 1 npo6upka (1,2 mi);

- TTLIP-emech-2-FRT - 2 npo6upku (0.3 mi);

- [Tormmepaza (TaqF) - 2 npo6upka (0,03 m);

- [IKO xommnexcHEni - 1 npobupka (0,2 Mi):

- THK-6ydep - | npobupxka (0.5 Mx).

- [IporpammHuoe obecrieuenye Ha MEKTPOHHOM HOCHTENIC HJIH Ha caiite VI3roroBuTeNns
(YIIONHOMOYEHHOTO IIPEICTABATENS):

- TIporpammHoe obecnieuenne AmpliSens® Mycoplasma genitalium

Soft Form 2 Bepcus 1 - 1 mT.;

- PykoBoacTBO oneparopa - l T,

- DKCILTyaTAIOHHAs IOKyMEHTALIEE Ha GYMakKHOM HOCHTENE M Ha CalTe HsroToBHTEA
(YIIOTHOMOYEHHOIO IPEICTABATENA):

- UHCTpyKIHs 0O IPUMEHEHHIO - 1 miT.;

- [lacnopr kavecTsa HaGopa peareHToB - | WT.;

- Braaasmr K Habopy pearcHTOB - | KOMIUIEKT:

- KpaTkoe pyKkoBOZICTBO K Ha6OpY pearcHroB - 1 mr.

Texnuyeckas JOKyMeHTAIIAL!

TV 9398-042-01897593-2009

MecTo npoM3BOICTBA!

1. ®BYH L{HUH Dnunemuonoruu Pocnorpednanzopa, Poccud, 111123, Mocksa,
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JamecTHTENh PyKoBOANTENA DeaepaibHOH CayKOb
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