«YTBEPXOAHRO»
®0N«TNAKOP»
FoxryT

«09» deBpiiii 2024 .
M.

doTorpadmyeckme n3obpaxkeHMsa 06LLEro Bnga

«Habop peareHToB «J/nanaé Amyp MmnornobmH» ans KofmMyeCTBEHHOIO
onpegeneHuns muornoduHa (Myoglobin, MYQ) B CbIBOPOTKe 1 Nia3me KpoBu
yenoBeKa MeToA0M MMMYHOXeMWUTIOMUHECLEHTHOrO aHanun3a (UXJ/1A) Ha
aHanM3aTope aBTOMaTUYECKOM MMMYHOXEMUMOMUHECLEHTHOM «JTnanad Amyp»
A8 AUarHoCTMKK in vitro no TY 21.20.23-273-65614693-2022»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



KapTpumx (B cocTaBe: PeareHT napamarHUTHbIX MukpoyacTul, (R1), 3,5 ma/yn.; PeareHT medeHbIx aHTUTeN (R2), 4,0 ma/yn.; PeareHT ans passefeHns 06pa3LoB
(R3), 6,5 mnfyn.)

nmakop
Tnanad Amyp
MwnornoouH

357 | | 6,5Mn
rlirH r ITW o

LOT 20230701 2 101.07.202A
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Mapon30nALMOHHbIE KPbILLKI
NTH D BN
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KanuGparop 1 (CAL1), miodpunmsnposanssiii, 1,0 mn/dnaxon
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KamuGparop 3 (CAL3), modwnusuporannsiis, 1,0 mn/pnaxon
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MoTpebutensckas yrnakoska

nnanao
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Tnonab Amyp
MunornoouH

Habop peareHToB Ha 100 TecToB

Tibo

2] 23041 |21 QLO7ZA PAa .«

YHIb\

HQLO7.Ax3
CGA

CocTaB nsgenuvsa
1KppoKacTee RaaT
EAAHIHNIDEA L ).

3.5 mn/yn.; Pear&<TMeyeHbIX aHTUTEN
(R2). 4.0 mn/yn.; PeareHT gnu passefeH»»
06pa3LoB (R3). @Svn/yn) - 2 wr.

2. Kanunépatop 1 (CAL7). nnomnnanpoBaHHMK
10 mn/pnakoH -1wT.;

3. Kanuépatop 2 (CAL2). nMonNK3NpoBaHHbIA.
1.0 mn/chnakom -1 wr..

It. Kann6paTtop 3 (CAL3). WWOPUANZNPOBINHBIK

1.0 mn/dnakoH -1 wT;
5. MaporaonsuUmMOHHbIE KPbILLKA- 8 LLT.;

6- HCTpyKUMs no npumeHenunio —1LIK
7. AManMTUYBCKUIA nacnopTt-1 wr.

MoTpebutensckas ynakoska 100 TecToB (BUA cnepenm)



OO0 «JINAOKOP»
id R A I GO 801, I-Q IqapEaer 80,

r Bagot o, vl temrancap 3 ajprei
“TewloH 8800300718 leedhaea

Hovvleg n gaTa gerMCTpai M01«0ro ya0CTOBEPEHNS

MecTo nponssoacTea:

|~ OO0 «JINAKOP*, Poccus, 620033, CBepanosckas
obnactb, . EkaTepuHbypr, yn. KpacHogapckas; g 75

rn 000 «JINAKOP*, Poccus, 141981, MockoBckasi 061acTb,
r.Ay6Ha, yn. NMpubéopocchounteneii. 3a

MoTpebuTtenbckas ynakoska 100 TecToB (BUA CneBa)
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TorpeSurenscxan ynakoexa 100 Tecros (Bua c3amm)

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



3

nnanao
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inanaé Amyp Ymol
MwuornobuH

Hab6op peareHTOoB Ha 200 TecTOB

4 INMUNA2XD0. 5 i doLo72e3
1M1 XP3001 IS10107.224 R G247

CocTaB nsgenunsa
1 KapTpugx (BcocTtaBe: PeareHTt
napa”™N*aruntubix mukpodactuy (R1).
3,5 bin/yn.:PeareHT MeyeHbIXantuTen
(R2), n,0 mn/yn, PeareHT s passegeHuns

o6pasyoB (R31 6.5 ma/yn) - Ny

2. Kanuépatop 7 (CAL7), nMoNT3NPOBAHHb™A.

7.0 mn/pnakoH - 2 WT..

3. Kanubpatop 2 (CAL2). nnocunnsumpopa™*".

7.0 MA/nakoH -2 wWrT..
A. Kannépatop 3 {CAL3), .TMOPNNN3NPOBIHH N
70 mMn/dnakoH - 2 Wr.:
5. Mapon3onALNOHHbIE KPbIWKK - 761 T.
6. NHCTPYKUMA NO NPUMEHEHMNIO - 7WT
7.AHanuTUYecKnii nacnopT - 7WT

MoTpebutensckas yrnakoska 200 TecToB (BMA cnepean)

10



CXX)<«<JTINOKOP>»
1 BV Caoa D aiL Q wglefpa@pr

E e e

Hom agmgaTageTCTgB Emolsroro yalll meapeTu

MBCTO /IPOM3BOBCTaK
(O 00a«/INOKOP». Poccsia.820031. «"apasmc«ai

06MBETKT.

- - Q OO0O«/IMOKOP». Poccun MIrosl.
r.i

MoTpebutensckas ynakoska 200 TecToB (BUf Cnesa)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MoTpebuTenbckas ynakoska 200 TeCcToB (BUA, C3aau)
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TSh»,

Hebop peerwrtoe iJW aiaG AMyp MUOTOBGHHX

4 RO PAEPTIED
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NMnonaé Amyp \YHLO

Munorno6uH
Habop peareHToB Ha 500 TecToB

TEAE0AOUB-ELOT1 IR "G

MoTpebuTtensckaa ynakoska 500 TecToB (BUA cnepeam)

CocTaB unsgenus

LKapTpuax (Bcoctase: PeareHT
napamarHuTHbIX MukpodacTuy (RD). o
3,5 Mn/yrn; PeareHT MeYEHbIX aHTUTEN
(R2}. 4,0 mn/yn.; PeareHT ans passefeHuns
06pastios (R3). 6.5 ma/ynj-10 um;

2. Kanm6parop 1(C/U.1), nMochmnnanpoBaHHbIi.
1.0mn/hnakom -5 um;

3. Kannbpatop 2 (CAL2), nnothnamnanpoaaHHblii.
Y0 mn/nakoH - 5 urr.;

4. Kanii”parop 3 (CAL3), mmocnnmnanpoaaHHsblii.
1.0 mn/chnakoH - 5 wr.:

5*Mapon30nALMonHble KPbILLKKN - 40 WT.;
B./IKKTPYKLHA MO NpUMeHeHunto-1 wr.;
7. AManmTiyectof] necnopt -1 wr.
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MoTpebuTtensckaa ynakoska 500 TecToB (BUA cnesa)
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Ona npogeccmoHanbHOro NnpUMeHeHus
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MoTpebuTenbckasa ynakoska 500 TecToB (BUZ c3a4p)

15
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HBP* " MIoVR000 TCIO* *
N1 1@<Sh
«th)Q’V‘E lCEﬁ.’V\ TA' s *

B

Nngpna6b Amyp
Mwmnornoo6umH

\ »>,

\YM L6\

HapaaaeHa1000TECIB

N (8)(é>
«"CHAIM'x100CW ¢

647120240701 v | 01.07.2024 IRCFI

PK3E3BH3

CBQ2M

MoTpebuTtensckaa ynakoska 1000 TecToB (BuA cnepeam)

1

CocraB nsgenus
1 KapTpuax (acoctam.PMroHT
napa>aMHTMbIX MUkpouacTu, (R1).
3.Smn/1(M.:PBarant Ma4oMmMXx aHTUTEN
(R2).4.0 mn/yn.; PaaraHT4 M pasaagamus
o6pasuos (M3), 8.5 mn/ya) - 20 wr.:
Z Karm6patop 1(CALL), imopunvanpoaaHHbIii.
iO Mn/thnakoH « 10 W
3. Kanuébpatop 2 (CAL2), nmopmm» y 0aaly mid.
1.0 mn/chnaxoH O 10 wr.:
4. Kanubpatop 3 (CA13). Tochnnmampoaa»«Luii.
1.0 mn/chnakoH -10 wr.;
3. MapolooNANNOHHbIA KPUHKM - BO LT,
B. M«CTpyKMnsinenpuHamaHnio>1urr..
7.AMann?»«ackuii nacnopr-1 wr.
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MoTpebuTensbckas ynakoska 1000 TecToB (BUA CeBa)
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Ansa npodeccrnoHanbHOro
npMMeHeHunda
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S U I VTR SR €7 IMACRIE LY s 3.2 (o)
TN R e il LT s et s e e i AT -‘.L-lw 'y- mwd =i

MoTpebutensckas ynakoska 1000 TecToB (Buf c3aau)

TVEr 11" plr
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®doTorpadus o6Lero suaa Habopa peareHTos Ha 100 recroB.
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r pynnosoe ¢oTo.
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TpaHcnopTHas ynakoBKa

21
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Bcero npouHyposaHo, TPOHYMEPOBato

n.



YTBEPXJAKO

OunpekTop

000 "NMNAKOP"
O E.FO. Noxryt

tOli nonga 2023 r.

MAKET MAPKPOBKW

«Habop peareHTOB «Jlngnab AmMyp MunornobuH» AN KOJIMYeCTBEHHOI 0
onpegeneHna mmornobuHa (Myoglobin, MYQO) B cbIBOPOTKE 1 Mna3Me KpoBu
yesiloBeKa METO40M MMMYHOXEMUTIOMUHECLLEHTHOro aHanmsa (MXJ1A) Ha
aHa/inm3aTope aBTOMaTUYeCKOM MMMYHOXEMUTIOMUHECLEHTHOM «Jlngnad Amyp»

ANA ANarHOCTUKW in vitro no TY 21.20.23-273-65614693-2022»
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KapTtpuax (B coctaBe: PeareHT napamarHUTHbIX Mmnkpoyactuy (R1), 3,5 mn/yn.;
PeareHT me4eHbIx aHTUTen (R2), 4,0 mn/yn.; PeareHT ansa pasBegeHnsa obpasyoB

(R3), 6,5 mnlyn.)
NNAKOp 1L A

npnabAmyp

ji-H
.0

MwuornoouH
35w 1 AOwn | 6,5wn Kr)o

.. Wu=o
r ur B r b !

LOT 20230701 S 0107.2024

Kanunépatop 1 (CALI), nuounmnsnposaHHblii, 1,0 mn/dpnakoH

10mn LO1m 20230701
01.07.202[1
REFIC89M

Kannébpatop 2 (CAL2), nnothmnmsmpoBaHHblii, 1,0 ma/diakoH

JmaKop

Nnpgna6 AmMyp Mmnorno6umH

10mn  LOTI 20230701
01.07.2024
REF 89241
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Kanubépatop 3 (CAL3), nnounnnsmpoBaHHbiii, 1,0 ma/hnakoH

JOKOP d

Nnpnab AMyp MOTr/106uH

104, . | 20230701
01.07.2024
89241

Mapon30ALMOHHbIE KPbILLIKM

NNAKop
Nnanab Amyp
MuornobuH

[Mapon3onaymoHHbIe
KPbILWKWY - K LUT.

LOT 20230701
01.07.2024
REF (89241

QR-code

Nwnpgnaé Amyp MmnornoéumH

LCfT 20230701 EXP 01.07.2024

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



Ha6op pBarsHnu «/IMAna6Am”~ MUOrnoGUH*
ANiiymn < laalan noonpageoa>1vamuornodmma
(MyoaMbin. MVO) acbaopoTcau nnasae Kpoou

1 (MXN1A) na BHanMBaTOpe aaToMall 4ackox
iH4 yiQ»wamiciiiiiiiaa iaiiTHOM «/lnona6 Amyp* arm
onanscTvkm LWvitrono IV 2120.23-273-65614693"
2022.Ha6op paareHTaa Ha 100 TecToa.

PY N*X T/x X X X 0T XXJCXxXXX

p 000*nuawp* Pocer.620033.Cauw KK Ku
A 06nacT.rEaropunGypr.ynKpk>«uw (10 (a«.4.15

OBay1

Ha6oppaaranToa «/ugnaé AMyp M1orno6uH*
gnaKomiiiBCTaaiaioioonpaflana—'aror o6una
(MycgiobiftMW” acmaoponcam Tarazna Kposu

ananuaa (VXJ1A) HaanannsaT”M aaToMaTU4ackom

AnarHocTUKN1T«MronoTYr1.20.23-273-85814683-
2022. Habop paaramToaHa200TacToa.

HomapmaatapaolCTpaw1BlureyHocToaaplillla
PYH*XXXX/XXXX0TXXXXXOCX

~ o6nact>.r Ekarapm16>pr, yn Kpacuompckau. g 1S

r*] 000 «/IOKOP*. Poceus. LLIM1.MoacosckasiobnacTk.
" r Oybua. yn rwmbopoctponTanaii. 3a

tMop paramToa «/luanab AMyp PHbIOrI06MH»

ana konuyactaaHHoro onpegenenm laiornoeim
(Myoglobin. acuaopoTxe s nna»4e KPoBn
‘ranoaak amatoaomammy axalkink» subcuantsioro
aHanusa (UX/1A) Ha aHanMMTOpe aaToMaTTMeCKOM
HMMvwoiiaiatfiwiiiiwcuanTHOW «/lugna6 Amyp* anm
AVarHocTukm in vitrono TY 2120.23-273-65614693-
2022.Ha6op paaraHtoaHa500 TacToa.

Heiiap npata paf C TpatatoiaiBro yaat teaapiiiiia
PY N* XXXX/XXXX 0T XXJIX.XXXX

T 000 «/ILLHOP*. Poccus. 620033 Capponoamas
~ obnacts, lEoTapHuGypryn Kpaemeﬁfnman.qm

* fy6ua. yn. /~mGopccTpemTanak. 3a

Ha6op psaramToa «/nanaé AMyp Muoo6uH*
[ANA KONMYACTAAHHOTO 0/PaAanaHis MMorNoGuHa
(Myoglobin. MYCT a cblaopoTKaH nnasma kpoan

[(mxna)|
1 Trylioxala<niolnmmcualrtHob! «/iugnab Amyp* ans
AvarHocTuku in vitreno TY 21L10.2317365814883
X2 Ha6op paarantoa Ha 1000racToa.

HolupHgaTaparucTpamsiuaio roysoctcaapalilia
PY Hi XXXX/XXXX 0T XX JOC-XXXX

m 000«nmakop*.Poccua.620033Caapanoaoms

A~ o6nacte r Exatap«>Bypr.ynkpxmoalpcehs.n. 16

|-] 00O «IMOKOP*. Poccua. LUl B8 Mocxosckaso6nacTs
*r fly6Ha,yn 1~ H6cpecTpoTanall 3a

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

Haknelka

MoTpebuTenbckas ynakoBKa

Nnagna6 Amyp \YHIO\

Mwuornoo6uH

Ha6op peareHToB Ha 100 TecToB

e N¥BA VEE L]4
e U¥6 4 (~1101.07.2023

iLOTt 20230701 |i 01.07.2024 IREF  C89241

Nngnaé Amyp LYHIO\

MwuornobuH

Habop peareHToB Ha 200 TecToB

iVDIW -rooC U ¢ 3[0"07 ~3

[vn]| 202307011i1| 01.07.2026 {HEF  C892bl

Nngna6 Amyp
Mwnorno6uH

Ha6op peareHToB Ha 500 TecToB

lum| 20230701 |uj 01-07.202A |Rff] c89261

Nnana6 Amyp VAL
Mworno6uH

Ha6op peareHToB Ha 1000 TecToB

«4/\V| 20/\« «CI7| CD ¢101-07.2023'
ot 202307aTil Q072X |A  cseza1

CocTaB usgenusa

1 Kaptpuax (acoctaBa Paarant
napavar>«rrHbIXHUKkpTacTul (R1).
35 un/yn;Paaramt >aieH||antutan
(R2).4.0 mn/yn.Paaraut u/m pasaaoenumn
o6pasnoa(P3).&5mn/yn) -2wT.;

2. Kann6patopl (CAL1), iMohnnnanmpoaaHHslii.
10un>gnakou- Lwr,

3 Kann6patop 2 (CAL2). nnothMman”oaaHHblii.
10 mnAdnakon -1 wrr;

4 Kanubpatop 3 (CAL3], nMounnanpoBamMumH.
1,0mn/cpnanoH -1 w,

5 Mapon3onaunolumakpbiWwT - 8 Wr.:

6. HCTpYyWwam nonpMMBHEHWIO -1 WT..

7 AHanuTM4ackuii nacnopT-1wT.

CocTtas usgenuns

VKaptpuax (aCixraea naaraHt
napamarHuTHbIx MMdouacTu (R1),
35 kuWyn. PaaraHT nayaHblx auturan
(R2). 4.0mn/yn.PaaranT gns paaasaennii
o6pasLos (R3).6.5mn/yn) -4 wT:

2.Kann6patopl (CALL). nMOUANINPOAKTBIiA.
1.0 «vr/cpnaxon - 2w T.

3 Kanubpatop 2 (CAL2). nnounna>poBaHHbIii.
10mn/dnakon-2 wr.:

4. KakmbpaTop3 (CAL3). nuomMAM3npoaastHxii.
tOmn/dnakoH - 2wrT..

5 Jlapouaokkunoramaxpbliw(u-16 wr.,

B. VIHCTpyKUmMA nonpiaioiaHao -1 wr..

7 AHanuTUuackuii nacnopT - 1wr.

CocTtas nsgenvsa

1 Kaptpuax (scoctaBa Paaraut
napamarHuTHbIX Mxpoyactu (R1).
35 Hn/yn., Paar»<T MeueHbIX aHnTran
(R2).4.0 mn/yn;PaaramT aorm paaceoaiaiH
o6pasuos Ne3). 8.5un/yn.) - tO um.:

2. Kanu6patop 1(CAL1). nMotmnH3npoaam»s»«a.
1.0mn/chnakoH - 5 wr..

3. Kanmé6patop2(CAb2).nmop* i3 1p oaalemly
1.0 MN/hB«OH - 5 WT.

4. Kanu6paTop 3 (CAL3). nModunnuanpoaaTblii.
10mn/dpnmH - &wr..

5. MaponaonNamnoTmble Kpbivku - 40 wr.:

6. MCTpyKUMii No NpuMeHernio -1 W .

7. AHanun«yYBCKMiA NacnopT -1 wr.

CocTaB usgenus

1 KapTpuax (scocTaaa Paaramt
napamarHuTTX MukpodacTil, 011).
3 5mn/yn.;PaaramT navarw< amtutan
(R2).4,0 mn/yn.PeareHT XVM pasaaoaHus
o6pasunoa (RS).65 mn/A.) - 20 wr.,

2. Kanu6partopl (CAL1). nnodunmanpoaammblii
10 wmn/dpnakon - 10 wr..

3. kanu6patop 2 (CAL2). niochunuanpoaaHHbiii.
10 mn/cpnaon -10 wr.:

4. Karm6patop 3 (CAL3). n1othnnnsnpoBa>mblii.
tOmn/chnakom - fOwr..

5.Mapon3oMKOIOMHbIa KPMUKK - 90 Wr.;

6. VIHCTpYKMMSA NONpUMEHEeHMIo - 1uwT..

7. AHaIMTUYeCKWiA nacnopT -1 .



MoTpebuTensckaa Kopobka

Ha6op peareHToB «J/lugnad AmMyp Mnorno6uH» gns
KOTMYEeCTBEHHOro onpegeneHns mmornobuHa (Myo-
globin, MYQO) B cbiBOpPOTKE M Nna3Me KpPOBW 4YesioBekKa
METOAOM UMMYHOXEMUMIOMWUHECLEHTHOTO aHanmnsa
(WXNA) Ha aHanu3aTope aBTOMaTUUYECKOM MMMYHOXe-
MUNIOMUHECLEHTHOM «Jlugnab AMyp» ANna gunarHoc-
TUKK in vitro no TY 21.20.23-273-65614693-2022

f A f f -an

™8T \ ] - . Proclin 300

[nsi npodheccroHanbHOro NpPYMeHeHNs!

- 000 «/IMIOKOP»», Poccus 620102, Ceepa/10BCKas 06/1acTb, Fo. ropos,
| J EkarepuHOypr, 1. EkatepnHOypr, yn. MNocaackas, cTp. 23, ocurc 207, d O 1 . O 7 . 2 O 2 3

LOT 20230701 2 01.07.2024 REF C89241
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Habop peareHToB «J/lugna6 AMyp Muorno6uH» ans
KONM4yecTBEeHHOro onpegeneHuns mumornobuHa (Myo-
globin, MYO) B cbiBOpPOTKe M Naa3mMe KpoOBU YesioBeKa
MEeTOAO0OM UMMYHOXEMUNIOMUHECLEHTHOIO aHanmnsa
(MXNA) Ha aHann3aTope aBTOMaTUYEeCKOM UMMYHOXe-
MUNIOMUHECULEHTHOM «Jlugnab AMyp» ANna gvarHoc-
TUKW in vitro no TY 21.20.23-273-65614693-2022

|

om V» Mad g

[ns npocheccmoHanbHOro NpUMeHeHst

000 «JINOKOP», Poccua 62010Z CBepanoBckas 061acTb, ro. ropog
EkaTepuHbypr, r EkaTtepuHbypr, yn. Mocagckas, cTp. 23. oduc 20A. 0 1. O 7.2 0 2 3

LOT 20230701 2  01.07.2024 REF C89241

Hab6op peareHToB «J/lugna6 AmMyp MunornobuH» ans
KONM4yecTBEeHHOro onpegeneHnsa mmornobuHa (Myo-
globin, MYO) B CbiIBOPOTKe 1 nNja3me KpPOBM YenoBeKa
mMetToaooM MUMMYHOXEMUWNIOMUHECLEHTHOIoO aHanamnsa
(WXNA) Ha aHann3aTope aBTOMATUYECKOM MMMYHOXE-
MUK MUHECLEHTHOM «Jlugnab AMyp» Ans guarHoc-
TUKW in vitro no TY 21.20.23-273-65614693-2022

fFAT T

My- 8"C N V- ~ . Proglin 300 ‘
[na npodeccmoHanbHOro npMMeHeHns

000 «J/IMOKOP». Poccns 620102. CBepAioBCcKas 06nacTb, ro. ropog W
« J EkaTepuHbypr, r EkatepuH6ypr, yn. Mocagckas, cTp. 23, ouc 20A. WL 01.07.2023

LOT 20230701 2  01.07.2024 REF C89241
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Habop peareHToB «/lugna6é Amyp MmnornobuH» gns
KONIMYEeCTBEHHOro onpegeneHna mmornobmnHa (Myo-
globin, MYQO) B cbiBOPOTKE M Nna3Me KPOBU YenoBeKa
MEeTOAOM MMMYHOXEMUNIOMUHECLEHTHOIO aHanmsa
(WXNA) Ha aHanu3aTope aBTOMaTUYECKOM MMMYHOXe-
MUAKOMUHECLEHTHOM «Jlngna6é AMyp» A0S guarHoc-
TUKW in vitro no TY 21.20.23-273-65614693-2022
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