OKTIA4z2: 20.59.52.195
YTBEPXAO
«BUONMNHK»
KopHueHKo

024 r.

MakeT MApKUPOBKN MeAULVWHCKOIO U3Aennsa Ansa AuarHocTuku in vitro
«Habop peareHToB ANA BbISBIEHNS MyTauuii reHa KO LI meTogom
nonumMepasHoi uenHoi peakunmn (MLLP) B pexXxmme peanbHOr0 BPEMEHM

"Real-time-PCR-IDHI-3R" no TY 20.59.52-010-57201404-2022»

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM



KoHTposbHasn
nuyP-cmecb

w T 22401

MakeT 3TUKETOK NepBUYHON ynakoBKWU (Mpo6upok)

BapuaHT ncnonHexuusa 1

2 MUP-cMech R132H

3 NMuP-cmecb R132C

4 Taq AHK-nonumepasa

us 22401 EED 22401 EED 22401
120924 120924 Em 120924 ,on 120924
VD O6bem: 740 Mkn VD O6bem: 280 MKkn VD O6bem: 280 Mk . .1IVD] O6bem: 30 mkn
09.2025 HK g 09.2025 2 09.2025 S 09.2025
revoovveaHl) [R/EIM
MKo OKO IOXUDG 6Gydep 8 UDG
EE1 22401 E1E1 22401 18X Fef] 22401 iec EIEI 22401
e, E13 120024 \ig | EMm 120024 | 1 Em 120924 ®  _ | Em 120924
‘nIVD | O6beM: 90 MKn J1| I\,‘B , 00BbEeM: 14w ,IVD | O6vem: 36 mkn | O6Bbem: 9 MKn
2 09.2025 C&tolwk 2 09.2025 y 09.2025 s 09.2025
T HrNe.«un' »
BapuaHT ucnonHeHuna 2
KoHTponbHas

NUP-cmech 2 MuP-cmecb R132H 3 MuP-cmecb R132C 4 Taq AHK-nonnmepasa
22402 EEE 22402 E 22402 . a 22402

_ 5 | BCF
1 ciLU 120924 Em 120924 ..om 120924 ) >g 120924
06Hem:1100 mkn O6bem: 840 mkn ~ FiVimebood w0 M HWB | osvem: 80 min
09.2025 UK 2 09.2025 S 09.2025 . s 09.2025

MKo 6 OKO 7 I0x UDG 6ydep 8 UDG
He'c f 22402 L.e-c 22402 JL.e.c L, 22402 L g 1E3 22402
) | £otl 120924 i Em 120924 | I, Em 120924 25X-I 1 tm 120924
IN/D | 0O6bemM: 270 mMkn -|W) O6beMm: 4.5 mMn nvp| O6bHem: 110 mkn AVD | 06bem: 27 mkn
[/,

09.2025  1VoAwmc 2 09,2025  1M4QUatK 09.2025 ) suume, S 09.2025

MakeT 3TUKETOK BTOPUUYHOW (NOTPpebUTEeNbCKON) yNnakoBKU

BapuaHT ncnonHexHus 1

CtopoHa 1

Habop peareHToB A5 BbiiB/IEHUSA MyTauuii reHa FOH1 meToAOM
nonumMmepasHoit uenHoi peakuumn (MLP) B pexume peasnbHOro BpeMeHMU
"Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

000 «Buo/inHk» 630090,
REF 22401 Poccusa, r. HoBocunbupck,

ra X 12 peakuymii
83:1 yn. HukonaeBa, g. 13

t o - LOT 120924

H 2 Ty 20.59.52-010-57201404-2022
S.i 09.2024 PY P3H 200XXXXKXK o1 XX.XX.20XX
8‘ ﬁ' [Nsi NpOheCcCOHaNILHOTO NPUMeHeHUs!
0 o VD 2 09.2025

MJUO/UIH K

N1a00paTopus
FeroanarHocTuKm

+7(383)209-32-40 www.biolinklab.ru

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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38
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CTopoHa 2

HabGop peareHTOB A/151 BbiSiB/IEHUS MyTauuii reHa IDH1 MeTo4oM
nonvMmepasHoi uenHoii peakuun (MLP) B pexume peanbHOro BpeMeHU
'mReal-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

CoctaB Habopa:

1 - KoHTposnbHasa MNUP-cmecb - 740 MKk
2 - MUP-cmecb R132H - 280 mkn

3 - NMuP-cmecb R132C - 280 mkn

4 - Tag AHK-nonumepasa - 30 mMkn

5 - MKO - 90 mkn

6-O0KO-1.4 mn

7 - 10x UDG 6ydep - 36 MKn
8-m00-9MmMKnN

'7(383)209-32--40 WWW.biolinklab.ru

BapuaHT ncnonHeHusa 2

CtopoHa 1

QCrox 19.1
QCpam TO
KoHTponbHas MUP 17 7
NMUPP132H 23.3 7.2
nuprP R132C 24 4 8.3

AN"BuoJl UHK
B " Madopzropns A

reHoAnarHoCTukKu

Ha6op peareHToB ANS BbISB/IEHUSA MyTauuii reHa IDH1 mMeToAom
nonvMmepasHoii uenHoii peakuyum (MUP) B pexume peanbHOro BpEMEHM
"Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

36 peakuuii REF 22402
L LOT 120924
09.2024

i IVD 09.2025

*7(383)209-32-40 www.biolinklab.ru

CtopoHa 2

OO0 «buno/lnHk» 630090,
Poccusa, r HoBocnbupck,
yn. Hukonaesa, 4. 13

TY 20.59.52-010-57201404-2022
PY P3H 20XX/XXXXX oT XX.XX.20XX
[nsi npodeccroHabHOro NPUMEHeHUs

naooparopusi
reHoANarHoCTUKM

HabGop peareHToB AN BbIABNEHUA MyTauuii reHa IDH1 meToaoMm
nonnmMmepasHon uenHoit peakymun (MLP) B pexmume peasnibHOro BPEMEHMU
"Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

CocTaB Habopa:

1 - KoHTponbHasa MNUP-cmecb - 2*1100 MK
2 - NMUP-cmecb R132H - 840 mkn

3 - MuP-cmecb R132C - 840 mkn

4 - Taq AHK-nonumepasa - 80 mMkn

5 - TMKO - 270 mkn

6-0KO-4,5 mn

7 - 10x UDG 6ydiep -110 mkn
8-UDG-27 mKn

7(383)209-3240 www.biolinklab.ru

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

QCrox 19.1
OCrAM TO
KoHTponbHas MUP 17.7
nqPR132H 23.3 7.2
nuP R132C 24.4 8.3
naooparopusa
reHoAnarHoCTuKu



MakeT 3TUKETOK TPaHCNOPTHOI Taphbl

BapunaHT ncnonHexuusa 1

O00 «BNONUNHK»

A @RADAD 1. Hesoomobydck, yn. Hukonaesa, g. 13, odpuc 205
'NO mMonnmHK Ten. +7(383)209-32-40
recopsropnenopmament www.biolinklab.ru. e-mail: info@biolinklab.ru

Habop peareHTOB ANA BbisiBNeHUA MmyTauui reHa IDH1
MeTOoAOM NonumMmepasHon uenHon peakuyuum (MLUP)
B peXxume peanbHoro spemeHn ""Real-time-PCR-IDHI-3R”
no TY 20.59.52-010-57201404-2022

NI
REF 22401 Ha6op peareHToB Ha 12 peakLuii

"Real-time-PCR-IDHI-3R (12)"
LOT (12)

Konunyectso HabopoB B TpaHCNOPTHOI Tape:
Macca HeTTO: MaccabpyTTo: IVD

[lns npodheccuoHanbHOro NPUMeHeHUs

BapuaHT ncnonHeHus 2

O00 «<BUNONNHK»
N 630090 r. HoBoaMBmp<CK, yN. Hnkonaesa, 4. 13, oduc 205

OunO NnH K  Ten.+7(383)209-32-40
N TeOpM,-90,M0,..m  ,vAVA biolinklab.ru. e-mail: info@biolinklab.ru
Habop peareHTOB A1 BbIsiB/IEHUA MmyTauuii reHa IDH1
MeTo4OM nonmmepasHon uenHon peakyuum (MLP)
B peXXume peanbHoro spemeHn ”Real-time-PCR-IDHI-3R™
no TY 20.59.52-010-57201404-2022

IwT
REF 22402 Habop peareHToB Ha 36 peakuuii

"Real-time-PCR-IDHI-3R (36)"
LOT (36)
Konuuyectso HabopoB B TPaHCMOPTHOI Tape:

Macca HeTTO: MaccabpyTrTo: IVD

Ons npotheccroHanbHOro NpUMeHeHNs

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpowwnTo, NPoHyMepoBaHo
1 CKPensieHo nevyartbio

M mcTa
O«BNOMTNHK»

opHMeHKo A. A./

_202If T.



YTBEPXAAIO

OvpekTop

doTorpaun MeguULUHCKOTo N3fenua Anasa ouarHocTuky in vitro
«Habop peareHTOB AN BbIABNEHNS MyTauuii reHa FOH!
MEeTOA0M MONMUMepasHoi uenHoi peakuun (MLLP) B pexxmmMe peanbHOro BpeMeHU

"Real-time-PCR-IDHI-3R"” no TY 20.59.52-010-57201404-2022»

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



«Habop peareHTOB AN BbiABNEHNS MyTauuii reHa KOH! meTogom nonumepasHoi uenHoi peakuumn (MLUP) B pexxmme peanbHOro BpeMeHU
"Real-time-PCR-IDHI-3R" no TY 20.59.52-010-57201404-2022%», BapnaHT UCMNofnHeHns - «Habop peareHToB Ha 12 peakuyuii "*Real-time-PCR-IDHI-3R (12)"»

N306paxeHne 1. O6WMit BUA: BTOpMUHas (NoTpe6uTenbckas) ynakoBka, Npo6UpPKNU ¢ peareHTaMu, UHCTPYKLKS, nacnopT

YIEARO 00QaHU
ilJ. Te

[pderrop r.1<omabukay> N
000 «B/ONMHK» HACMOTT KAUECTBA ff[1-13°T i 1M M U
tiiSe ttrixnom 3sa »bIWNTTTB MyTaHHHA res» /O H !
na6opatopus KopHHeHK» A A °r ¢
reHoANarHoCTuKn W N T » rHMHUCP.eMoST U.nsi«l p M 5 » (MHP) mprKkas. pciwioro -pra «-
U 20241 "Rel.Ui»t.PCR.IDIHAR" M0TY MJI«MI(V5I20t4W .M Z2.
ViuseppaeesaTun M porul 'KaM1s1cro1.M>A1-N11(13F
— 1100V QC.AMi-Awn-t7.7  0C.a-1»!
pnrotomnka  1109)eM  OGawrb»oke233 Tlosi-70,
CpaKrom< 1L ee09J«S OCepmea»»niis-24.A TO»n*»«d
Habop peareHToB A4nf BbISBNEHUA MyTauuii rexa /£)s/ I, tpo»g>oieHiirenrecn<.>TiciusK H»-iip04>0iDi-cochrrin*ycrTpe6dMBK »iiTy20.59.52-

MeTOAOM MonvMmMepasHoi uenHoi peakuyum (MLP) 01P-5M01404-2022

A

B peXunmMme peasibHOro BpeEMeHN
"ReaMime-PCR-roHI-3R"
no TY 20.59.52-010-57201404-2022

MHCTPYKUMNA no NMPUMEHEHWIO

mR»MBPC..iDoF, 4.4 IKSKsss s

peaksait [rEf| J2401

n o] 1
! B3 M o
M31 nvai S os30» -

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



M3o6paxeHne 2. BHeWHWUI BN BTOPMYHON (MOTPe6GUTENBLCKOI) yNnakoBKU, CTopoHa 1

Habop peareHToB f1/19 BbiB/eHVs MyTalyii reHa HoHL MeTqaom
MO/IMMEPAa3sHOIA LienHoV peakLim (TLIP) B pekvie pearbHOTO BpeveH

| o m'Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022
u \ y 12 peaKumM [REF 2401 LLN’(OOO <<6t\/I'II/I>K>>6§oogo.
yn.HmBnax g. 13

39 1L¥C lot 120024

d’;@ H; TY 20.59.52-010-57201404-2022

Sil 1 4 )/\ r i 09.2024 ,F&F?SH i(]xx/)onl)Ol 0T XX XX ﬁ0ﬁ>

. IVD 09.2025

% ! 2 ~fyuo/UuiK
+7(383)209_32_40 V\N\ANblO'lnklaan N fssgﬂfgrpriizmm

T--7f

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MN3o06paxeHne 3. BHEWHNIT BUA BTOPUYHOI (MOTPebUTENbCKON) yNaKoBKK, CTOPOHA 2

Ha6op peareHTOB f/151 BbISIB/IEHWS1 MyTaLMiA reHa IDH1 METOLOM
nonMmepasHoii LenHoi peakumn (MLP) B pexumMe peanbHOro BpeMeHu
“Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

CocTtaB Habopa:

1 - KoHTponbHasa MUP-cmecb - 740 MKn Q C rox 191

2 - NuUP-cmecb R132H - 280 mkn .

3 - MUP-cmecb R132C - 280 MKn KoHTpSIEHas n’prOlw E;' to
4 - Tap AHK-nonumepasa - 30 MKn MUPP132H ' 233 7.2
5- MKO - 90 mkn nupPP132C 244 83
6 -OKO-1,4 mn

7 - 10x UDG 6ydep - 36 Mk

8 - UDG - 9 mkn A 610/ NHK
+7(383)209-32-40 Www. biofinklab. ru A

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



MN3o06paxkeHune 4. BHeWHUA BUA NpoOmnpoK (MepBUYHOI YyNaKOBKM)

N3o06paxeHne 5. BHeWHWA Bug NpooMpoK (MepBUYHON yNaKoOBKM)

7T Ti-
N T
oy Mnupave  ~ nup-cj kaogHH A 10 D
/\ 53
T W N6b4 w1l SOV 10772
Mr sm. S-CS1 "87st N g7 Asiom a
N306paxeHune 6. BHewHUt Bug npobupok (NepBUYHOI YyNnakoBKN)
"ver
5, kl32H n132C "dep
22401 2240~ i 22407 22401 22401 , I 2401 A 2\2401 f 22401
120924 120924 ' "120924 120924 ; 120924 1 420924  » 260904 . 120924
'740 MKn 280 MK/ '280 MKA *N30MK/T ; A~ MKA ; pl.4ama” P 6 mkn 9 MKs
09.2025 09.20" 09.5025 ,09.2025 | 4.09.2025 09.2025 ., ™39025 09.2025

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



MN3o06paxeHne 7. TpaHcnopTHas ynakoBKa

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



«Habop peareHToB Ans BblaBAeHMA MyTauuii reHa IDHI meTtogom nonvmepasHoi uenHoli peakyum (MLUP) B pexxnMe peanbHOro BpeMeHU
"Real-time-PCR-IDHI-3R" no TY 20.59.52-010-57201404-2022», BapuaHT ucnonHeHusa - «Habop peareHToB Ha 36 peakuuii "Real-time-PCR-IDHI-3R (36)"»

N3o06paxeHne 1. O6uwmnii Bua: BTopuyHas (NoTpebutenbckas) ynakoBka, MPOOMPKK C peareHTamu, MHCTPYKLUMSA, nacnopT

Avpextop YDKM.J1)Te =tdOJWK.M.i
AN
6ol nHK coxe/rLKB
na6opatopusi )
\‘ FEHOANATHOCTUKM Kopwsreo AA Ha6op peTrnnsa 4ns omam M na uyTaok6 ifoa IOHI
024 MrToaokl t.ej»»cpair.rt utana* poan» (MLP) mpeiiTe pen-owWw opex -
: Rtal-e«*-PCRIDHI-3R"N*T>MJ9IMI6-ST»M **-T«h
mgpHVEurom..a«1- 1blo» pBran» o.Jt perm»*
Hoxpopan 1J09M QC.M— n— «0N-17T «3Cuun-1»1
Ava mrotorenkl 11.09J0M TO..*'72
CpoxrosiocTn jow JBJS QCF*Miiontiwi-7-«-* TOa0*—«d
P«,.»Tormetpe.To
Habop peareHTOB AN BbIABAEHUA MYTBLLLL reHa tOM1 5. llpoa*pecOMtuK=Tnoeni,>ii

o o DiofWOMMIoa.
MeTOLOM MONMMepasHoii LenHoi peakwyw(MLIP)

B pexxume peanbHOro BpemeHu
"Real-time-PCR-'DUI-3R
TY 20.59.52.010-57201404-2021

no

ACTPYKUMNANMONPUMBHBHUWIO

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



MN306paxeHne 2. BHeWwHWI BUA BTOPMYHOI (MOTPe6bUTENbCKOM) yNnakKoBKMU, CTOpPOHa 1

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



M3o06paxeHne 3. BHEWHUIA BUA BTOPUUYHOI (NOTPeObMTEeNbCKOR) YNaKOBKK, CTOPOHA 2

o0 Vr-V!

Ha6op peareHTOB A5l BblsiB/IeHUs MyTauuii reHa /DH1 meTogom
nonnmMepasHoii uenHoii peakuun (MLP) B pexnme pearbHOro BpemeHn
"Real-time-PCR-IDH1-3R" no TY 20.59.52-010-57201404-2022

CocTaB Habopa;

1 - KoHTponbHasa MLUP-cmeck - 2*1100 Mk

2 - MuUP-cmecb R132H - 840 mkn

3 - NuUP-cmecb R132C - 840 mkn

4 -Taq AHK-11 miiMPpiw - 8Dum - N32H N 23.31172
5-MKO-270 mKkn MUPA132C 7~24.,4 a3
6 -OKO-4,5 mn

7 - 10x UDG 6ycpep -110 mMkn

8 - UDG - 27 mMkn

- na?dopus
7(383)209-32-40 www.biolinklab.ru TEHOANATHOCTYKM

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



MN3o06paxeHne 4. BHeWHUA BNA Npo6upok (MepBUYHON yNaKoBKM)

9% MIQINK .
[0 Hs ~ife
R

M306paxeHune 5. BHelwHUIA BUA Npobupok (NepBUUYHOI YNaKOBKN)

OKO
jn A~ ' *nln AP-CMBCbf [AMUP-c* 'LaHk-* ne € 10x no6| ux%

N3 e
n Si. al'~ g fj nl Si nNosl 2
AV <SAT' -\

M306paxeHune 6. BHewHU BUA Npo6UPOK (NePBUUHOI YNaKOBKN)

w
ao
">Hast »bHas
oot Yor n "RIPC  Eppasa 22402
1120924

22402 1 1 22402 22407- ;22402 22402 240 4.5 mn %

120924 - [ 120924 120924 120924 120924 120924 09,2025 K
~100 MKl HOO MKkn  'gag mkn KB40 MT (80 mikn 70 M#:

09202% "09.2025
09,2025  §09.2026 * 092025 09

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

10



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

MN3o06paxeHne 7. TpaHCNopTHas ynakoBka

11
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NPOLINTO, MPOHYMEPOBAHO
N CKPenaeHo neyaTbio

NIMCTOB
Ounpektop OO0 «BNOSIMHK»

opHueHKo A. A./

2027 T.



