®EAEPAABHAS CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PETHCTPALUIHUOHHOE YﬂOCTOBEPEHHE
HA MEAHULIUHCROE U3AEJIUE
ot 13 mapra 2019 roga  Ne ®CP 2007/00826

Ha memumnmHCcKoe U3aenue

HabGop pearenToB nias BeisiBiaenus JJHK mukpoopranmnsmos poaa Ureaplasma
(U.parvum m U.urealyticum) B KINHHY€CKOM MaTepHaJje METOAOM MOJIHMEPA3HOM
uenHoi peakuuu (ITIP) ¢ rudpnan3anuoHHo-hIyopecueHTHOMH AeTeKuueil
"AmmnCenc® Ureaplasma spp.-FL" mo TY 9398-024-01897593-2009

Hacrosiee peructpaiiioHHOE YIOCTOBEPEHUE BBIJIAHO

DenepaibHOe 010MKEeTHOE Yupexaenue Hayku "[lenrpaanubiii HayuHo-
HCC/Ie10BATEILCKHIT HHCTHTYT 3nHAeMuoiorun" degepaasHoii ciay:xk0b1 10 HAA30pPY B
c(epe 3amuTEI HpaB NoTPedUTENCH M Oaaronoay4ns Henosexa (PBYH HTHUHA
nuaemuoiorud Poenorpeénansopa), Pocens, 111123, Mockga, yn. HoBorupeesckas,
a. 3A

IIpousBoauTens

DegepanabHoe DI0MKEeTHOE Yupe:kaeHne HayKku " IlenTpanbHbIi HayYHO-
HCC/Ie0BATEIbCKHI HHCTHTYT 3nnaemMuoorun" MeepaiibHoil c1yx0b1 110 HAA30PY B
cdepe 3ammThI Npas norpeduTeiei u 6aronoayuns deaopeka (PBYH IHUHU
Onuaemuosiorun Pocnorpedonanzopa), Pocens, 111123, MockBa, yi1. HoBorupeesckas,
a. 3A

MecTo npoH3BOACTBA MEAUIIHHCKOTO U3/

CM. TIPAJIO’KeHHe

Howmep peructpamuonsoro gocse Ne P/1-26099/11202 ot 28.02.2019

Krnacc moTeHIuanbHOro pucka NpuMeHeHUsT MeTUITHHCKOTO u3aenus 26

Kox O6mepoccuiickoro kiaccu(pukaTopa NpoJyKIHH 10 BUAaM DKOHOMHYECKOH
nesarensHoctu 21.20.23.110 5 e Sy
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®EAEPAABHAST CAVIKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

TMPUJIOSKEHHE

KPETMCTPALUMOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE U3AEJIUE

ot 13 mapta 2019 roaga Ne ®@CP 2007/00826

Ha mMeaunuHcKoe H3enue
Ha6op pearentos mis BoiaBiaenns JHK muxpooprannsmos poaa Ureaplasma (U.parvum
u U.urealyticum) B KJIMHHY€CKOM MaTepHAJIe METOI0M NOJTHMEPa3HOM uemmn peakiuu
(I1LIP) ¢ ruOpuaM3aIHOHHO-(IyopeclleHTHOMH AeTeKIHeH " AmmnCenc® Ureaplasma
spp.-FL" no TY 9398-024-01897593-2009:

Habop BBIIYCKAeTCs B IBYX BapHaHTax:

BapuanT FEP.

Ha6op peareHTOB BbITycKaeTcs B 8 (popMax KOMIUIEKTAI[HH:

®opwma 1 BxmrogaeT komiuiekT pearenToB «ITL[P-kommiexry Bapuant FEP (mpoGupku 0,5 mi);
@opma 2 BKIFOYaET KOMIUTEKT peareHToB «I11IP-koMiuiexT» BapuanT FEP (mpo6upku 0,2 mi);
@opwma 3 BKIIOYaeT KOMIUTEKT pearentoB «I11[P-kommnexT» apuanT FEP-1000 (mpo6upku

0,5 m);

®opma 4 BKIFOYaeT KoMIUTeKThl peareHToB «I11[P-kxommiekr» Bapuant FEP (1poOupku

0,5 M), «THK-cop6-AM» Bapuant 100, «Tpancnoprayo cpety ¢ mykoautukoM (TCM)»

100 npobupok o 0,5 mir;

dopma 5 BKIHOYaeT KoMIuteKTsl peareHToB «IILIP-xoMmexT» BapuantT FEP (mpobupku

0,5 mn), «JTHK-cop6-AM» BapuanT 100, « TpancnopTHyio cpey A1 Maskos» 100 mpo6upox
o 0,5 mu;

®opma 6 BKIIIOYAET KOMIUIEKTE peareHToB «I11[P-komrurexkT» Bapuant FEP (ipo6upku

0,2 mn), «JIHK-cop6-AM» sapuanT 100, « TpancnoprHyio cpelly ¢ MykoauTukoM (TCM)»

100 mpodupok o 0.5 mit;

dopma 7 BKIFOYAET KOMILIEKTEI peareHToB «I1L{P-komiutexT» Bapuant FEP (mpobupku

0,2 m), «JTHK-cop6-AM» sapuant 100, «Tpancnoptryio cpeay s maskos» 100 mpobupok
mo 0,5 mi;

dopma 8 BrirOYaeT HabGOPBI peareHTOB ONTOM, pac)acoBaHHbIE IO OTAEIBHBIM pearcHTaMm,

¢ MapKHUpPOBKOH peareHTOB Ha HX ONTOBOH (acoBke.

Bapuant FRT.

Ha6op pearenToB BeIyckaeTcs B 8 popMax KoMIUIeKTalyu:

®opma 1 BrmoyaeT koMmiuiekT peareHToB «I11[P-kommiexT» Bapuant FRT;

®opma 2 BKIO9aeT KoMmiuiekT pearenToB «ITL[P-xoMriekTy BapHaH ERE-1Q0 F;

@opwma 3 BKIKOYaeT KOMIUIEKT peareHToB «lILIP-koMIiieKT» Bapy @gﬁﬁt" L 0ODE;

®opma 4 BKIIFOYAET KOMIUTEKTHI peareHToB «I11[P-koMIiekT Baf = “«FAH
apuanT 100, «TpaﬂcnopTHy}o cpeny ¢ MyKOJmTHKOM (TCM ;

3amecTure b pykoBoautTeas PegepaibHoii cﬂymﬁm
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OEAEPAABHAS CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOKEHHE N

R PETHCTPALIMOHHOMY Y/10CTOBEPEHHIO
HA MEAULIUHCROE U3AEJIUE @

ot 13 mapra 2019 roaa Ne ®DCP 2007/00826

JIuer 2

cop6-AM» BapuanTt 100, « TpaHcopTHYIO cpeny ¢ MykoiuTiukoM (TCM)» 100 npoGupok
mo 0,5 mut;

dopma 7 BKIOYaeT KOMIUIEKTH! peareHToB «ITI[P-kommmexr» Bapuant FRT-100 F, «/THK-
cop6-AM» BapuanT 100, « Tpancnoprayro cpeay 1t Mazkos» 100 mpobupok mo 0,5 mi;
®opmMa 8 BKIIIOYAET HAOOPHI peareHTOB OITOM, pac(acoBaHHBIE MO OT/IEILHBIM peareHTaM,
¢ MapKHpOBKO# peareHToB Ha UX ONTOBOH (acoBKe.

Mecrto npon3BoacTBa:

1. ®bYH ITHWUH Dmuaemuonioran Pociorpedbnanzopa, Poceus, 111123, Mocksa,

yi1. HoBormpeeBckas, ja. 3A.

2. ®BYH [IHUM Bnugemuonorau Pocrorpebuanzopa, Poccus, 111123, Mockea,

yi. HoBorupeesckast, 1. 3A, ctp. 6.

& 3amecTuTes pyKoBoauTen ®enepaabHoii cyKObI 2
f 1o Haa30py B cdepe 3ApaBOOXpPAHEHHS J.1O. IlaBaokoB
> 0054578
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