®oTorpadpuyeckne HiodpaxeHns odmero B

«Habop pearenToB «Jluanab AMyp CA 125» Ajst KOJHYECTBEHHOTO ONpe/ieIeHHA
paxosoro anTureHa 125 (CA 125) B criBOpoTKe H IN1a3Me KpOBH YeIOBEKa
METOAOM HMMYHOXEMHITIOMHHECLIEHTHOT'O anannsa‘(HXIIA) Ha aHa/NIH3aTope
aBTOMaTH4EeCKOM UMMYHOXEMHJIIOMHUHECUEHTHOM «JIuanab Amyp» ass
JAUArHOCTHKH in vitro mo TY 21.20.23-218-65614693-2022»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



KapTpumx (B cocTaBe: PeareHT napaMarHUTHbIX MUKpoyacTuy, (R1), 3,5 Mn/yn., PeareHT MeYeHbIX
aHtuten (R2), 4,0 mn/yn.)

akop & L
NingnabAmyp
CA125

W T w W]

Mapoun30nsiUNOHHBIE KPbILLIKM
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Kambpartop 1(CALI), 1,0 mn/driakoH

Kannopartop 2 (CAL2), 1,0 mi/chnakoH

HKD
|/|:0MJ'I n
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Kanubpatop 3 (CAL3), 1,0 mn/dnakoH

S
XBlel

:202208QL;
01072027
C860035”

MoTpe6uTenbckas ynakoBka

nnakop
nnaonao

j-l I/Ip'na6 AMyp \YHLO CocTaB usgenuvs
CA125 -gr-mua* ppa Au?

bITbILAMBMRIBIRNM?
Habop peareHToB Ha 100 TecToB , ity [

4mn/yTr) -2 wr.

2.Kaaii 1op) {CALY). T.OiiiwftjinMtoii* 1wiT;
3 L,

i* Kanu6patop 3<CH3).

w n vi-“oo Uiil S
Aroro72022 M Wurrp)(lannnvpulrnllumml tiiir:
|LUT| 20220801 lal Oro7.2023 |R? C88036M

MoTpebuTensckasa ynakoska 100 TecToB (BUA cnepesnu)
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ARAI VIR
gEicarepw"ypr.yn. Hocgﬁgkan,cm. g.oqwlcrﬁgAl I l ”

Tenegon: 8800500 7128.teadcore.ru

Hab6op peareHToB «/lngnab Amyp CA 125» gnsa Kon»f«-
CTBEHHOTO Ornpe/efieHns pakoBoro aHTureHa 125 (CA 125)
B CbIBOPOTKE M Mia3Me KPOBM YesloBEKa METOL0M UMMY™
HOXeMUMIOMUHECLEKTHOTO aHaTunaa (UX/1A) Ha aHamzan
Tope aeTOMar»f«cKOM MMMYHOXEMUIIOMUHECMBHTHOM
«Jlkgnab Amyp» gns gnankiotuku Invitro no TY 21.20.23-
218-65614693-2022. Ha6op peareHToB Ha 100 TeCTOB. AHTU-

Tena Kk BNY-1,2 n BHfcy renatuta C u hCsAg oTcyTcBytor.

Homep u faTa perncTpaunoHHOro yaocToBepeHus
PY N XXXX ZXXXX OT XX . XX . X000K
MecTo Npon3BOACTBA;

CXOTNOKOP», Poceus. 620033, Ceeppyioeckas
D ob6nacTb, I ExatepuH6ypr, yn KpacHogapckas, 4. 15

000 «MNOKOP». Poccus. 1A1981. MockoBckast 06/1acTb,
D r. lly6Ha, yn. MpnbopocTpounTenei. 3a

MoTpebuTenbckas ynakoska 100 TecToB (BuUf CreBa)

Ons npogeccroHasibHOro NPUMeEHeHUs!

MoTpebuTenbckas ynakoska 100 TecToB (BMf C3aan)
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nnaonao

n Vl.u.-n a6 AMyp Tu CocTaB uzaenus

CA125 t,KNpTpit e0CTWai ,O/l
Habop peareHToB Ha 200 TecToB 1%@ SWwaD

Xi<GRfO)
A.KamBpB”™ 3 |[CH2> . -2ur
Ay <R IO AN
& ftafittaOMUMMtwtQMiMf* Y urt
mww T  5HCK QAT
11m12022080118{ 0107.2023 iBffl CBBO~ | Al -

MoTpebuTenbckas ynakoska 200 TeCcToB (BUA cnepeamn)

000«<JTNOKOP>

J 820102 CBepanoBcxm 06MacTb, ro. rOpO,%EKBTEOI/IHGyI'Ir
r. Exatep»#45ypr. yn Mocaackas. cTp. 23. odmc 204
TenedoH. 8800 500 7128. te«Jcofe.nj

Ha6op paarektoa «/lHuna6 Amyp CA 125» ons KCTU4»
CTBBHHOTO onpepjanaTtsa pakoBoro aHtureHa 125{0 S12”

B CbIBOPOTKE 1 Nnasme Kpceu yanoaaka MeTo0M UMMY-
HOXEMWUNOMUHACABHTHOTO aHanusa (UXJ1A) He aveT<um>
TOpe aaTOMEeTTEC)KOM »My|yHOXBMUMNOMMKCUBMTHOM
clogna6 AMyp» ANA AnarHoCTUKM in vitrono TY 21 20.23-
218-714683-2C~. H a” peareHToB Ha 200 TeCcToB. AHTU-
Tena k BUY-1.2 un atfjycy ranetnta C u HBsAg otcyTcayior.

Homep uaaTtaperucBUNOHHOTO YAOCTOBEPEHNS
PY N9 XXXX/XXXX 0T XX.XX XXXX

MecTo r~nssojcree;
000 «JINAKOP». Poccus, 620033. Ceiiposicmcxes
o6necTs, r 6kaTBpunbypr, yn Bpcmosapckas. g 15

000 «MNAKOP».Po<kus 1*1961. MockoBckBsoGsamMm.
D r.Aly6Ha, yn. MpusopocTpButeneA-3e

TINM

MoTpebuTenbckan ynakoska 200 TecToB (BUA C/eBa)
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MoTpebuTenbckas ynakoska 200 TecToB (BMA c3aaun)

nnanaob

MoTpebuTenbckas ynakoBka 500 TecToB (Buf cnepegm)

MoTpebuTtenbckaa ynakoska 500 TecToB (BUf cneBa)
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MoTpebuTenbckasn ynakoska 500 TecToB (BUA c3aau)

nnaonao

Ay mt

i~ Ve

MoTpebutenbckas ynakoka 1000 TecToB (Bug cnepegm)
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MoTpebuTenbckas ynakoBka 1000 TecToB (BUA C/eBa)

Lnii MPOECCUOHANBHOTO
NPUMEHEHNS

MoTpebuTensckas ynakoska 1000 TecToB (BUA c3aam)
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doTorpagus o6Lero Bga Ha6opa peareHToB Ha 100 TeCTOB.
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I'pynnosoe $oro.
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TpaHcnopTHasa ynakoBka

TeTAh
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Bcero npoLUHypoBaHo, MPOHYMePOBaHO
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YTBEP>XOAKO
AvpekTop NMAKOP"

XTyT

MAKET MAPKUNPOBKW/

«Habop peareHToB «/Inanad Amyp CA 125» Ans KOIMUYEEeTBEHHOMO OnpeaeneHuns
pakoBoro aHtureHa 125 (CA 125) B CbIBOPOTKE 1 Na3me KPOBU Ye/lioBeKa
MeTOA0M MMMYHOXEMUTIOMUHECLIEHTHOTO aHanm3a (UXJ1A) Ha aHanmn3aTope
aBTOMaTUYECKOM UMMYHOXEMUTFOMUHECLEHTHOM «J1ngiad Amyp» ans
ANarHoCTUKK in vitro no TY 21.20.23-218-65614693-2022»
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KapTtpupgx (B coctaBe: peareHT napamMarHuTHbix yactuy (R1), 3,5 malyn; peareHt

MeyeHHbIX aHTUTen (R2), 4,0 mn/yn.)

r MOKOP T T
NTnanabAmyp
CA125

35mn | Avin
RilR T
LA 20301 S ALo7ZAR3

Kanunépatop 1 (CALI)

Kannoépatop 2 (CAL2)

si 01072023
CAL2 ReER (C8600S

Kannépatop 3 (CAL3)

IO

elers*CLLKS>0
107 20220601

town 19 16750

CAL3 R 86005

Mapon30NALNOHHbIE KPbILLKK
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nMaKop

JTViedcAwp
CcALS

i [Mapon3onALUnoHHbIE ]
| KPbIWKN-A L.
LOT1 20220801
S 01.07.2023
REF C86005

HQ nma

QR-code

NvnnasAnypCA125

LOT20220801 Ef» 0107.2023

Haknelka

[MoTpebuTenbckas ynakoBka

Ha6op pearexTos «/lupna6AmMypCA 125aans Kwime-
cTeemMcroonpegeneTs pakaoro aururede 125 (CA 125)
2 CWKPOTKE W NN e KPCAW 4ENOBEKA METOAOM =My WAVW WHIN

HOXEMTMMUHECWBHTMAO aHanu3a (NX/IA) He eHanuas- CocTas usgenus
Tope aarouaT>MBckom nMMyHOKEMUNKMUHECHAHTMAM

«Nugna6Amyp» gns gnancctuns Iny>rono TY 21.20,23- m

216-66614603-2022 Ha6op peareHTos He 200 TocTCce. AHTU-
Tana k 81f4-1,2 v anpycy renatuta C u HBeAA cpTcyTCaylor

1KapTpuax (8 cocTase: peereHT
napamarHuTHbIX MUKpouacTuy (R1)

Haﬁop peareHToB Ha 200 TecTOB 3,5MN/yn :peareHT MeueHbix aHTUTEN (R2),
wnn/yn.) - 4 uit

Homep naata perncTpalyMoHHOTO y0CTOBEPEHUSA

PY N*XXXXMOOOCOT XXXX. XXXX

2.Kanu6patop KCALL). LOmn/pnakon - 2 wr.;
3.Kanu6paTtop 2 (CAL2). 1.0Mn/hnakoH-2u1T.;
4
5

MaeTe nponaaepertaa: A A kanu6patops (CAL3], 1,0 bin/hnakom - 2 wr.;
-1 000 «/TNAKOP», Poceus. 62003 3. Ceepaioacsias - .
*06NACTb, I EKATAMHBYPT, yn. KpAcHOAAPCKas, & 16 . |/|F| .a_OOC] 11<))(p 4101072022 . NaponsonaunoHHsle)beima - 16Wr.;
XK «IMOKOP»,Poceus, U 1661, Moem e B.>®<TpPyWusnorpumoH«»so-lwr,;
*. [ly6Ha, yn. Npu6opocTpouTenaii, 3a ILOTI 20220601 |g| 01.07.2023 IRE ~ C88038M

7 AHanuTTeckuii nacnopt -1wT

Ha6op peTHTOa «Jlyana6 AMyp CA 125» gns Konuu~
creemcfOoreweneMeipeKoeoTO aHTurena 125 (CA 125) .
4 ChMpOTKE W WaeM e Kpoen YanaeaKa HercooM wiy- WAVW \Yhin\

Heo(emMMAKM»MCHTUCTO aHank e (UX/IA) He eHenusa- CocTaBs uzgenus
TOpe MTOMOTtMecioM MMMYHOXEMUTCMN UCUBHTHOM

«npna6Amyp» ans avermocwcnuKre no TY 21.20.23- OA\].Z

21&<6814e83-2C122. Habop peareHTos Ha 500 TeCTOB. AHTU-
Tena k BVA1,2 u Bipycy reneruta C 1 HBSAQ 0TCYTCBYKST.

1KapTpuax (ecocTase: peareHT
napamarHnTHeix Mulpouactaly (R1),
Haﬁop peareHToB Ha 500 TecTOB 3,5Mn/yn: peareHT |neyexsixaHTmTen (R2).
4mn/yn.)-10wT;
2. Kanu6peTopl (CAL1), 1,0Mn/thnakoH-5wr.;
Homep naeTa parucTpaynoHHOro yA0CTOBEPEHNA
PV N*XXXX/XXXXOT XXJO ( XXXX 3.Kanu6patop 2 (CAL2), 1,0 Mn/dnakoH - 5 wr.,

MecTe npouMopCTBe; 4.Kann6peTop 3 (CAL3), 1.0MA/dnakoH - 6wT.;
-1 000 WI/KOP», Poccusi, 620033. Ceepanokkas N N N R .

' obnaet», r.EkatepuHBypr, yn. KpacHoaapckas, 4. 16 . E n"-3000a CD S1IA 07.20221 5.MBPOMIONALMOHHBIE KPbIlWIO - 40 WT.;
r-1 000 </MXIKOP» Poccmnn 141981, Mockosekas 06nacTb, . y : 6. MHCTpyWwmA no npuMeHeHuio -1 wr.;

' r [ly6Ha,yn. MpubopcctponTenaA, 3a IIOTi 20220601 181 01.07.2023 C88036M

7.AHanknmeckuii nacnopt -1 wr.

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



Hw6op penuroa «/|«na6 AMyp CA 125*4ns konTe-

crmmro on(uasnam«lpokomro aHTtreM 125 ((~ 125)

HoKemunlajiincu»nHcro MnHae (UXA) >«M N0 » - -

TOpa BATOMATKHECKOM MAMYHOKGWATMHHHECUENTHOM Coctas uspenus

«/luana6 Amyplans AuenscTxu h virono TY 21.20.23- m

21»85814893>r022. Ha6op paarsintoa « 1000 TecToB. AH-

TuTena >814-1.2 v atfjycy renatuta C u HBiAg otcyTcayior.

1 KapTpuax <acoctase peareHt
nap>amarkuTHbXMukpeMacTun (R1),

Ha6op peareHToB Ha 1000 TecToB 3,5MA/yn..pBereHTIE eHbIXaHTHTEN(P2).
Amn/yn.)-20wrT; h
HoMep v 4aTa perncTpaLnoHHOro yA0CTOBAPBHMA 2. KanuépaTopl(CALI), LOmn>ddnakoH-IOUIT.F4
PYN* XXXX/XXXX 0T XX. XX XXXX 3. Kanu6patop2(CA12),1.0Mn/nakoH-10wT.; f

Al.Kanu6peTop3(CA13)A0nn/hnakoH-10wT.;
r-1 000 </WKOP>. Poccus. 620031 CeapAnoBckaa
o6nactk, . EkatepunBypr, yn. KpacHopapckas, 4. 15 5.MapousonanmnonHble dbiwkm - BO WT..
ry101.07.2022
r-1 000 <MAKOP>.Poccys, 141961. M0 CKKXas 06X T,

. . B. VIHCTPYKUMM NO NPMMESBHKO -1 WwT.;
r Oy6Ha. yn. Fpu6opocTpounTaneii, 3a 1U.ﬂ'| 20220801 181 01.07.2023 IRff cBsos6m

7.AHanuTuueckuitnacnopT -1 wr.

7

Ha6cp peerentae «/1uANaBAMYp CA 125» AnA KONKME-
CTeeMro anpgaenems pekoeoro aHTurexa 125 (CA 125) WA\W >mo

8 0>€0POTKE M NN1a3Me Xpcen YeNCceeKa MeToAoM leiiMy-

HOXeaMNKMUHECU3NTHON3 BHBNU3a (MX/IA) Ha amBnusa- CocTaB nsgenus
TOPE ABTAMETTECXOM MMMYHXEMATKMMCLBHTHOM OA\].Z

«/IMNNa6AMyps AN AMErHOCTMENT viro MOTY 21.20.23-

21M6814893-2arr. HaGop peerenTca Ha 100 TacToe. AHTU-
Tena k BMY-1,2 1 eipycy renatuta C u HBaApj OTCyTCBYIOT,

1KapTpUAX (acocTaBe: peareHT
napamarHuTHbIX MKpoyacTuy (R1)
Ha6op peareHToB Ha 100 TecToB 3.5Mn/yn.;pearent meuensixanTuten (R2)
4mn/yn.)-2wT;

Hoiiap v aeTa parncTpauMomnora y40cTosepeHus 2.Kannopatop 1 (CALL), 1.0 ma/nakon -1 .,
PY N XXXX/XXXXOT XX XX.XXXX 3 KeT6parop2 (CAL2), 1,0Mn/bnakoH-1uT
Mecro npoViaaoaeTsa; 4.Kanu6patop3 (CAL3). 1,0Mn/~3KoH -1 wr.;
n 000 «/AKOPSA. Poccus. 620033. Caepanoeckam 5.1 8 R
o6nacte, r EkaTepuHBypr, yn.KpacHogapckaaa 1S « a WEL V ui-3 - M1aponsonANMONHbIE KpLILIW - 8 LT

r'1101.07.2022
* flyGHe, yn. Npu6cpocTponTeneti, 3a llotl 20220801 18 101.072023 iRff C68036M

6. IHCTpYNANsI NO NpUMeHeHuio -1 w.;

7. AHaNMTUYECKNIA nacnopT -1 wr.

MoTpebuTebcKas Kopobka
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TpaHcnopTHaa ynakoBKa

Habop peareHTOB «J/lngnaté Amyp CA 125» ans
KOJINYECTBEHHOI 0 onpefesnieHNs pakoBOro aHTu-
reHa 125 (CA 125) B CbIBOPOTKE M Mla3Me KpoBM
yesnoBeka MeTo40M MMMYHOXEMUNHOMUHECLEHT-
Horo aHaninza (MXJ1A) Ha aHannM3aTope aBToOMaTu-
YEeCKOM MUMMYHOXEMUIIOMUHECLEHTHOM «Jlnanab
AMyp>» ON9 ANarHOCTUKK in vitro

no TY 21.20.23-218-65614693-2022

n sg»
M \Y
[, npodyeccmoHabHOro NpUMeHeHus

Md 000 «/INIKOP», Poccus 620102, CBepan0BCKasi 061acTb, I.0. FOPO4 W xx XX xxxx

EkaTepuHbypr, r. EkatepuHbypr, yn. Mocagckas, cTp. 23, opunc2QU.

LOT XXOOKXXXX 2 XX XX XK REF C86005

Pr; 300

Hab6op peareHToB «J/lngnab Amyp CA 125» gns
KOJINYECTBEHHOI O onpeAeneHnsa pakoBoro aHTu-
reHa 125 (CA 125) B cbIBOPOTKE U Nnjiasme KpoBu
yesioBeKa MeTog0oM UMMYHOXEMW/TFOMUHECLEHT-
Horo aHanusa (MXJ1A) Ha aHaIm3aTope aBToOMaTU-
YEeCKOM MMMYHOXEeMW/TIOMUHECLEHTHOM «Jluanab
AMyp>» 4119 AMarHoCcTUKN in vitro

no TY 21.20.23-218-65614693-2022

] ® I I
[ npocheccuoHanbHOro NnprMeHeHNs

] ] 000 «JINAKOP», Poccnsa 620102, CBepanoBckas 06/1acTb, ro. ropog, )0( )0( )000(

EkaTepuH6ypr, r. EkatepuHbypr, yn. Mocagckas, cTp. 23. opuc 204. d

LOT XXOOKXXXX 2 XX XX XXX REF C86005

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ha6op peareHtoB «Jlngnaé Amyp CA 125» ans
KO/INYEeCTBEHHOIO OfnpeAesieHns PpakoBOro aHTu-
reHa 125 (CA 125) B cbIBOpPOTKE U1 MnJsiasamMe KpoBU
yesioBeKa MeTogoM MMMYHOXEeMUSTFIOMUHECLEHT-
Horo aHanusa (MXJ1A) Ha aHanu3aTope aBToMaTu-
YeCKOM UMMYHOXEeMUWUMIOMUHECLEHTHOM «Jluana6
AMyp>» 0719 ANarHOCTUKU in vitro

no TY 21.20.23-218-65614693-2022

PAT f (O
n "0 Qi b

[na npocheccmoHanbLHOro NpYMeHeHns

y 000 «JINJKOP», Poccusi 620102, CBepanoBckas 06/1acTb, 0. ropog, )0( )0( )OOO(

EkatepuHbypr, r. EkatepunHbypr, yn. Mocaackas, cTp. 23, odpuc 204.

LOT XXXXXXXX 2 XX XX XX REF C86005

Habop peareHToB «Jlnanadé Amyp CA 125» ans
KOJINYECTBEHHOI 0O onpeaesieHUa PpakoBoro aHTu-
reHa 125 (CA 125) B cbIBOpPOTKe U Nsa3mMe KpoBU
yesioBeKa MeToA0M UMMYHOXEMUTIOMUHECLEHT-
Horo aHanusa (UXJ1A) Ha aHanu3aTope aBToMaTu-
YECKOM MMMYHOXEMUNOMUHECLEHTHOM «J1lnanab
AMyp>» ANnsa AUarHocTuky in vitro

no TY 21.20.23-218-65614693-2022

M m&I
: A0 [AN] & b

[na npodheccnoHanbLHOro NnpuMeHeHus

. J 000 «/INAKOP». Poccna 620102, CBepa/ioBckas o6nacTb, ro. ropog, )0( )0( )000(

EkaTtepuHbypr, r EkaTepuHbypr, yn. NMocaackas, cTp. 23, opuc 204. d

LOT XXXXKXXXX 2 XX XX XX REF- C86005
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Bcero npoLuHypoBaHo, MPOHYMepOBaHO
1 CKpenseHo nevarbto

C ( ).
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