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DEAEPAABHAS -CAVIKBA TTO HAASOPY B COEPE 3APABOOXPAHEHTI1A
(POC3APABHAAIOP)

PEIMCTPAUMOHHOE YAOCTOBEPEHHKE

HA MEAWLIHHCKOE USAEJIME
ot 02 aBrycra 2024 rona Ne P3H 2024/23289

Ha MemuIuHCKOEe U3Ieine
HaGop pearentos s BoisiBjaenus JTHK MHKOOAKTepHH Ty0epKyJIe3HOT0 KOMILIEKCA

METON0M H30TEPMHUYECKOI MeT/IeBoi aMIIHpHUKaLHK "AmnmTeer® MBT-LAMP"

1m0 TY 21.20.23-047-01897400-2023

Hacroslliee perucTpaliMoHHOE YAOCTOBEPEHUE BHIIAHO : :
- MeaepanbHOE TOCY1APCTBEHHOE DI0KETHOE YpeXKaeHHE "[leHTp CTPATErHYECKOro
IIAHMPOBAHHSI H YIIPABJCHHS MEJHKO0-0HO0/I0THE€CKHMH PHCKAMH 310pOBEI0"!

DeepanbLHOro MEAMKO-0HOJOTHYECKOT0 areHTCTBA (OI'BY "IICIT" ®MBA Poccun), ,-}'J

Poccus, 119121, Mockpa, ya. Horoaunckas, a. 10, crp. 1

[TpousBoauTENb

degepaiibHOE FOCY1APCTBEHHOE OI0KETHOE YUpeKIeHHe "JleHTp CTPATErHYECKOrO |

. [UIAHAPOBAHHA H YNPABJICHHSA MEIHKO-0HOTOrHIECKHMHA PHCKAMH 3A0POBbIO"

MenepaibLHOr0 MEAHKO-0H0I0THYMECKOr0 arenrcra (PIBY "ICIT" ®MBA Poccun), '

Poccns, 119121, Mockga, yJ. Ilorogunckas, 4. 10, crp. 1

MecTo IPOU3BOACTBAa MEAULIMHCKOrO U3ACHHAS ;
®I'BY "LCII" ®MBA Poccun, Poccus, 119121, MockBa, yi. Illoroguuackas,
.10, cTp. 1

3 HoMep perucTpaliOHHOTO nocee Ne P/I-63466/51329 ot 02.07.2024

Kiacc moTeHIMAIBHOIO pUCKa IIPUMEHEHH METUIUHCKOTO u3aenus 20

Kon O6niepoccuiickoro xaccupukaropa mpoxyKuuu o BUaaM 3KOHOMHYECKOH
nestensHocty 21.20.23.110

npukasoM Pocsapasnansopa ot 02 asrycra

JOMYILEHO K 06PAIEHUIO Ha TEPPUTOPHH

PykosoanTenb DexepanbHoil caykobI | LW/ ] / .
no Hag3opy B cdepe 31paBoOXPAHEHHS /S5 A.B. CamoiijioBa
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DEAEPAABHAN CAYIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHIS
(POC3APABHAA3OPD)

MPUJIOYKEHUE
R PETUCTPALIMOHHOMY Y 10CTOBEPEHHIO

HA MEAWLHHCKOE U3 AEJUE

ot 02 aBrycra 2024 roga  Ne P3H 2024/23289
Jluer 1

Ha MeaunuHCcKoe u3aenye
Hab6op pearentos aas BoisBaeHua JTHK muxob6akxrepnii TyOepKy/1€3HOro KOMILIEKCa
METO0M H30TepMHYecKoi nerieBoit amminpukanun "AmnmTect® MBT-LAMP" o
TV 21.20.23-047-01897400-2023:

I. ®opma 1 BrmroyaeT KoMiuiekTs! peareHToB «PUBO-npen Th» Bapuant 100 u « LAMP-
kommtekT» Bapuant FRT-100 F:

1. «PUBO-npen Th» Bapuant 100 - komiuiekT pearentoB i skcTpakiuu PHK/JTHK u3
OHOJIOTHYECKOr0 MaTepuaia YeIoBeka 1 OakTepUaIbHbBIX KYJIbTYpP, B COCTaBE:

1.1. Pacteop mist muzuca 30,0 mu x 1.

1.2. PactBop ans npeuunutanuu 20,0 Mn x 2.

1.3. PactBop mist otMbiBKH 3 25,0 M1 x 2.

1.4. Pacteop ans orMbIBKH 4 20,0 M x 1.

1.5. PHK-6ydep 25,0 ma x 1.

1.6. [IKO JHK MBT-LAMP 1,5 M x 1.

1.7. BKO-Mix 1,2 Mmn x 1.

1.8. OKO 1,2 Mma x 2.

2. «LAMP-xommext» Bapuant FRT-100 F - koMmnexT peareHToB 111 U30TEPMHYECKON
ammnukanuu pparmMenToB JJHK MukobaxTepuil TyOepKyIe3HOro KOMINLIEKCa
(Mycobacterium tuberculosis complex) ¢ GyopeclleHTHON NETEKIHEN B PEKUME «PEATbHOTO
BpEMEHHU», B COCTABE:

2.1. LAMP-cmece-FL MBT 0,6 Mma x 1.

2.2. LAMP-6ydep-AMK 1,2 M x 1.

2.3. Bst nonumepaza AMR 0,06 M x 1.

24.K-0,2mnx 1.

I1. ®opma 2 BKITIOUAET KOMILIEKTHI peareHToB «Marno-Cop6-Kom6o Th» Bapuant 100 u
«LAMPxomnnext» Bapuant FRT-100 F:

1. «Marro-Cop6-Kom60 Th» Bapuant 100 - KOMINIEKT peareHToB A SKCTPAKIIHH
PHK/JTHK 13 6HONOrH4ecKoro Marepraia yenoseka i 6akTepHalbHBIX KYIBTYD, B COCTABE:!
1.1. JIuzupyrommii 6ydep Kom6o 50,0 M x 1.
1.2. Bydep GT 1,0 M1 X 1.

1.3. Maruutssii copbent 1,0 mit x 2.

1.4. PactBop mist otMbIBKH Kom60-1 70,0 mn x 1.
1.5. PactBop 11 otmeiBku Kom60-2 50,0 M x
1.6. PHK-6ydep 25,0 M x 1.

1.7. IIKO JHK MBT-LAMP 1,5 mn x 1.
1.8. BKO-Mix 1,2 mnx 1.

PykoBonntesnr @eqepaibHoM CiryK0ObI
10 HAA30PY B cdepe 3IPABOOXPAHEHHA
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1.9. OKO 1,2 mi X 2.
2. «LAMP-xommiexkt» BapuasT FRT-100 F - xoMIexT peareHToB A1 H30TEPMUIECKOH

ammuukaimu pparmentoB JJHK mukobakrepuii TyGepKyie3HOro KOMILIeKca

(Mycobacterium tuberculosis complex) ¢ QITyopecieHTHOH IeTeKIuel B PeXUME «PEAIEHOTO
BPEMEHM», B COCTABE:

2.1. LAMP-cmecs-FL MBT 0,6 M1 x 1.

2.2. BAMP-6ydep-AMR 1,2 Mn x 1.

2.3. Bst nomumepasza AMR 0,06 mn x 1.

24.K-02mnx 1.

III. ®opma 3 Brmo4aeT KoMIuieKThl peareHToB «PUBO-tipent Th» Bapuant 100 1 « LAMP-
KOMILIeKT» BapuaHT FRT-96 L:

1. «PUBO-npen Th» papuant 100 - kommnexT pearenton i Skctpakuuu PHK/JTHK u3
6GHO0JIOrMYecKOro MaTepuaia yejaoBeKa U OaKTepHaIbHbIX KYJIbTYD, B COCTaBe:!

1.1. PacrBop muis nusuca 30,0 mu x 1.

1.2. PactBop 1t nperunuranuu 20,0 Ma x 2.

13. PactBOp st oTMBIBKH 3 25,0 M X 2.

1.4. PactBop st otmeiBkA 4 20,0 M x 1.

1.5. PHK-6ydep 25,0 Mn x 1.

1.6. IKO JHK MBT-LAMP 1,5 max 1.

1.7. BKO-Mix 1,2 ma X 1.

1.8. OKO 1,2 mn X 2.

2. «LAMP-xommtekT» BapuanT FRT-96 L - xoMIiekT peareHToB ¢ JTHOQMIN3UPOBAHHON
PEaKIIMOHHOM CMECHIO IS U30oTepMudeckoi ammmdukanuu ¢pparmenton JJHK
MuKoOaKTepuil TyOepKyIe3Horo KoMiutekca (Mycobacterium tuberculosis complex) ¢
rUOpHAM3aIHOHHO-(ITYOPECHEHTHON JETEKIHEH B PEXKUME «PEaIbHOTO BPEMEHNY, B
COCTaBe:

2.1. Cmecs-FL MBT-LAMP Lyo 1 ctpun u3 8 npobupok x 12.

2.2. PactBoputens LAMP-Lyo 1,1 mnx 1.

23.K-02mn X 1.

1V, ®opma 4 BIIOYAET KOMILIEKTH peareHToB « Marno-Cop6-Kom6o Thy Bapuant 100 u
«LAMP-xomnnexr» Bapuant FRT-96 L:

1. «Marno-Cop6-Kom6o Th» Bapuant 100 - KOMIUIEKT peareHTOB A 3KCTPAKIIHU

A PHK/JTHK u3 6mosnorudeckoro MaTepuaia 4ejioBeKa i GaKTcpHaﬂLme Ky.IIBTyp, B COCTaBE:
1 1.1. Jlusupyrommii 6ydep KomGo 50,0 M x 1. : -

1.2. Bydep GT 1,0 ma x 1. _
F))} 1.3. MarauTHsli copbent 1,0 mi x 2. i Q@
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~1.5. PactBop mis otMmeBkr KomGo-2 50,0 Mz x 1.
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1.4. PactBop mia otmeiBku Kom60-1 70,0 M x 1.

1.6. PHK-6ydep 25,0 Mn x 1.

1.7. TIKO JHK MBT-LAMP 1,5 ma x 1.

1.8. BKO-Mix 1,2 mu x 1.

1.9. OKO 1,2 mn x 2.

2. «LAMP-komiuiekt» BapuanT FRT-96 L - koMIUIeKT peareHToB ¢ THOQUIH3HPOBAHHOM |

PEaKIIMOHHOM CMECHIO IS H30TepMHUUecKoi ammumidukanuy gparmentos JTHK
MuKobakTepuit Tybepkyie3Horo KkoMiuiekca (Mycobacterium tuberculosis complex) ¢
ruOpUIH3alnOHHO-(IyOPECIEHTHOU JETEKITHEH B pé)}(HMe «PEabHOTO BPEMEHHY, B

COCTaBe:
2.1. Cmecs-FL MBT-LAMP Lyo 1 crpun u3 8 npo6upok x 12.
2.2, PactBoputens LAMP-Lyo 1,1 mnx 1.

23.K-02mnx 1.

PykoBoaurens @enepajibHoOl cryk0bI
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