YTBEPXOAKO
Aupekto2 *pO0O "TNAKOP"
oxryT

92023 T.

POTOINPAPNYECKUME N3OBEPAXXEHUNA OBLLLEMTO BUOA MEAVNUMNHCKOIO U3AENTNA

«Habop peareHToB «JInanaé Amyp Chlamydia pn. IgM» ans Ka4eCTBEHHOr0 onpeaeneHns NMMyHornobynnHos knacca M (IgM)
K 6aktepun Chlamydia pneumoniae B CbIBOPOTKE Y Na3mMe KPOBY YenoBeKa METOA0M UMMYHOXEMUTIFOMUHECLEHTHOrO aHanun3a
(MXNA) Ha aHanM3aTope aBTOMaTUY4ECKOM UMMYHOXEMUTIOMUHECLEHTHOM «Jlnanaé AMyp» Ans ANarHoCTUKK in vitro no TY
21.20.23-254-65614693-2022»

2023

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA



Kaprpumxk (B coctaBe: PeareHT napaMarHHTHbIX MEKpouacTrn (R1), 3,5 ma/yn, Pearent Mmeuennix anturen (R2),
6,5 ma/yn, Pearent nas passeaenus o6pasunos (R3), 6,5 ma/yn)
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Kannépatop 1 (CALI), 1,0 mn/chnakoH
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Kannépatop 2 (CAL2), 1,0 mn/nakoH
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Mapoun30naUNoHHbIE KPbILLKN

" Kop



MoTpebutenbckasa ynakoska Habop peareHToB Ha 100 TecToB
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MoTpebuTenbckasa ynakoska Habop peareHToB Ha 100 TecToB Buj c60Ky

OO0 «JINOKOP»

ii Poccus, 620102, CBepgoBcKasi 06nacTb, r. 0. ropoq EkatepuHoypr,
r. EkatepunH6ypr, yn. NMocaackas, cTp. 23, ochuc 204.
TenedoH: 8 800 500 7128. leadcore.ru

Ha6op peareHtoB «J/ingnaé Amyp Chlamydia

pn. 1aV» AN KadecTBeHHOro onpeaeneHns
MMMYHOI/106yIMHOB Knacca M (1aM) K 6akTepun
Chlamydia pneumoniae B CbIBOPOTKE U Nn/ia3me Kposu
yesioBeka MeTo40M MMMYHOXEMWUTFOMUHECLLEHTHOIO
aHanmsza (MXJ1A) Ha aHanm3aTope aBTOMaTNYEeCKOM
MMMYHOXEMWUTFOMUHECLLEHTHOM «Jlngnab Amyp» asi
AnarHocTukM invitrono TY 21.20.23-254-65614693-
2022. Habop peareHToB Ha 100 TecToB. AHTUTENA K
BY-1,2 v Bupycy renatuta C v HBSAQ OTCYTCTBYHOT.
Homep v gaTa permcTpaymoHHOro yg0cToBepeHns
PY Na XXXX/XXXX 0t XX. XX XXXX

m | MecTo npou3BoacTBa:

p-1 000 «MNAKOP», Poccusi. 620033, CBepanoBckas
'—*o6nacTb, . EkaTtepuHbypr, yn. KpacHogapckas, 4. 15

I—1 000 «JINAKOP». Poccusi. 141981, MockoBckasi 06nacTb,
r. ly6Ha, yn. MpubopocTtpouteneii. 3a



MNoTpebuTtenbckasn ynakoska Habop peareHToB Ha 100 TecToB. Bug c3agu

AnanpodeccMoHanbHOro NPUMEHEHUS

N4 om>
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nmnanao

Nunpgnaé Amyp
Chlamydia pn. 1M

YHLL

Hab6op peareHToB Ha 200 TecToB

200C W
1Wnrn 202300011~ 10S06 2024 Nun

pMo£lpe.2023
caeoiAM

MoTpebuTenbcKas ynakoBka Ha6op peareHToB Ha 200 TecToB

CocTaB nsgenuna
1KapTpuax (acoctam paaramt
napw aruKTHbIX MUKpo4yacTMu (OO.
3.5 Wwblyn :paaramT Mria»»ocaHTmTan
(R2). 0™ mn/yn :paaramT aN» pajaawa«wi
o6pasnoa 0)3).as mn/yn) e «wT.
2 kanuspatop 1(CALI). OMn/dnamm - 2wT.
3 Kwmspatop 3 (CAL2). 10 mnfdnaA>m- 2 wr.
A Mep<dMlmaHnrmI  MIKpXLpkiA - 1 LUT @
5 Uimctpyc@aMlnonp inii T umo- 1w,
B AMeTTTIoHManacnopT-1wT



MNoTpebuTenbckasa ynakoska Habop peareHToB Ha 200 TecToB Bupg c6oKy
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MoTpebuTenbckas ynakoska Habop peareHToB Ha 200 TecToB. Bug c3aaw

LIns npodeccrnoHasibHOro NpUMeHeHus
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MoTpebuTenbcKas ynakoska Ha6op peareHToB Ha 500 TecToB
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IMoTpeburennckan ynakopka HaGop pearentor Ha 500 Tecrop Bua c6oky



IoTpeduTeasckan ynaxosxa HaGop pearentos na 500 Tecros. Bua caagu
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MoTpebuTenbckasa ynakoska Habop peareHToB Ha 1000 TecToB

nmnanaob

Nnana6 Amyp Cocras vaiiasiua
Chlamydia pn. IgM
Hacopprarmtc 1Ha1000TacM

fIT

-M>»
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MoTpebuTtenbckas ynakoska Habop peareHToB Ha 1000 TecToB Bug c6oKy

000«MNAKOP»

620”2.Ceepanosckas obnactb. r. 0. ropog EkatepuHoypr,
t~ExaTepuHbypr, yn.Mocagckas, cTp. 23. oduc 204
TenechoH. 8800 500 7128. leadcore.ru
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IloTpebureanckan ynaxkoBka HabGop pearenros Ha 1000 Tecros. Bua c3aau
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O0mmit BMA MeAHIHHCKOr0 W3aenus
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TpaHcnopTHas ynakoBka Habop peareHToB Ha 100 TecToB
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TpaHcnopTHasa ynakoBka Habop peareHToB Ha 200 TecToB
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TpaHcnopTHas ynakoBka Ha6op peareHToB Ha 500 TecToB
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TpaHcnopTHada ynakoBka Habop peareHToB Ha 1000 TecToB

Ha6op peareHToB «/lngnab Amyp Chlamydia pn. 1gM» gns
onpeAeneHnst UMMyHOrno6yMHOB knacca M
Chlamydia pneumoniae B cbIBOpOTKe ©

«)K#!*]].

C88014m
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YTBEPXKIAIO
Aupexrop OO0 "JIMAKOP"

MAKET MAPKHPOBKH

«Ha6op pearenrtoB «JIuanaé Amyp Chlamydia pn. [gM» ans kauecTBEHHOTO
onpeaeneHAs KMMMYHOT00ynuHOB Kiacca M (IgM) k Gaxrepun Chlamydia
pneumoniae B CHIEOPOTKE M IUIa3Me KPOBH Ye/I0BEKa METOAOM
HMMYHOXeMHIIOMHRECUeHTHOro aHanu3a (MXJIA) Ha ananu3aTope
ABTOMATHYECKOM HMMYHOXEeMHTIOMUHECLIEHTHOM «JInanab AMyp» ans
AMarHOCTHKH in vitro no TY 21.20.23-254-65614693-2022»

2023
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Ha6op peareHToB «J/Ingnsé AMyp Chlamydia

pn. 17 » Ans Ka4eCcTBEHHOro orpejeneiu s
MMmMyHorno6ynmHos knacca M (igM) k 6akTepuu
Chiarnydia pnewnor”ae B CbIBOPOTKe 1 Nna3me KpoBu
YyenoBeka MeTo0M UMMYHOXEMUIIO MUHECLLEHTHOTO
aHanusa (MXN1A) Ha aHanu3aTope aBTOMaTU4YeCKOM
UMMYHOXEeMUMIOMUHECLLEHTHOM «Jlnanab Amyp» ans
ANarHocTUKM invttronoTY 21.20.23'254-85614693*
2022. Habop peareHToB Ha 100 TecToB. AHTUTeNak
BUY-1.2nB*pycy r™ TuTa C MbB3Af OTCYTCTBYIOT.
Homep nagaTta pernctpaLMoHHOro ya0CcToBepeHmns
PY N* XXXX.'XXXX 0T XX-XX.XXXX

n J Macro npomm oacTaa:

1—1 000 «/1IY[AKOP». Poccua.620033. CeBepanosckas
~ o6nacTb,r. EkaTepuHbypr, yn. KpacHogeNtocas.a 15

1000 </1IYAKOP»,Poctons.1A1981.Mocko60 (ait 06nacTb,

r.Ay6Ha, ys. Mpubopoctponuteneit. 3a

b4a6op peareHToB c/lngnadé AMypChiamydla

pn. 1gM>ana kayecTBeHHOro onpegeneHuns
nMmMyHornobynunHos knacca M (IgM) k 6akTepun
Chlamydia pneumoniae B CbIBOPOTKe 1 Nia3mMe KpoBU
YesioBeka MeTO0M UMMYHOXEMUIIOMUHECLLEHTHOTO
aHalw 3a (UXJ1IA) HaakannsaTc” aBTOMaTUYECKOM
MMMYHOXeMUMIOMUHECLEHTHOM «/lnanab AMyp» ans
avarHoctukm kK\vitronoTY 21.20.23*254-65614693-
2022.Hab6op peareHToB Ha 200 TecToB. AHTUTENA K
BWY-1.2un Bupycy renatnutaC n HBsSAg otcyTCTBYIOT.
Homep ngata perncTpaLmoHHOro y0CTOBOPEeHNs
PY N» XXXX/XXXX oT XXJOCJO00C

m | MecTo npousaopcTaa:

1—1 000 «/JIKLWICOP». Poccusi. 620033. Ceepnokkas
~ obnacTb, r.EkatBp>T6ypr. yn. KpacHogapckas, 4. 15

r-| OO0 <MOXOP», Poccusi. 141961. MockoBckasi 061acTb.

*r. [ly6Ha, yn. Mpm6opocTpoutanaii. 3a

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

lnanab Amyp LLILLI.
Chlamydia pn. IgM

Habop peareHToB Ha 100 TecTOB

d [05.06.2023
|tor] 2025060111 105.06.2024 |REF  C8801AM

lnanab Amyp \YHLO
Chlamydia pn. IgM

Habop peareHToB Ha 200 TecTOB

<
» dl05.062023
[LUT] 202306011a 105.06.2024 |Rg] C88014M

CocTaB unsgenusa
1 KapTpugx (BcoctaBe: peareHT
napamarHuTHbix MukpoyvacTtuy, (R1).
3.5 mn/ya; peBrNe MeuyeHbIX aHTUTEN
(R2). 6.5mn/yn.; peareHT Ans passegeHuns
o6pasyos (R3).B.5 mn/yn.) - 2wr.;
2. Kannb6partop 1(CAL1). 1,0 mn/chnakoH -1 wr.;
3. Kanubpartop 2 (CAL2). 1.0 mn/chnakoH * 1wt.;
4 Mapon30/ALNOHHBIE KPbILWKA - 8 LWT.;
5. IHCTpYKLWSA NO NpUMeHeHuto -1 wT;
6. AHanMTUYecknii nacnopT« 1.

CocraB nsgenus

1 KapTpuayx (acocTtaBe;peareHT
napamarHuTHbIX MukpoydacTu, (R1).
3.5 Mni/yn.; peareHT MeyeHbIX aHTuTenN
(R2).6.5 mn/yn.;peareHT ANs passefeHns
o™Naamos (R3). 6.5 ma/yn.) - 4 wt,;

2. Kanné6partop 1(CAL1). 1.0 mn/cpnakoH -2 1w T:

3. Kanubpatop 2 (CAL2), 1.0 mn/nakoH - 2 wt.;

4 Tapoii301ALNOHHbIE KPbILWKN -16 WT.;

5. MHC YKL MA N0 NpUMeHeHuto -1 wWT.;

6. AHanmMTyecknii nacnopT -1 wr.



Hab6op peareHToB «J/lngnaé Amyp Chlamydia

pn. 1AM» 4ns KauecTBEHHOro onpeAeneHuns
MMMYHOTr106ynnHoB knacca M (1aM) k 6akTepumn
Chlamydia pneumoniae B CbIBOPOTKe 1 Naa3me <posu
yesioBaca MeToA0M UMMYHOXEMW/TIO MUHECLLEHTHOTO
aHanusa (MXJ1A) HaaHann3aTope aBTOMaTUYECKOM
MMMYHOIOMUTIOMUHECUEHTHOM «Jlnanaé Amyp> ans
anarHocTukm in vihx) noTV21.20.23-254-65614893"
2022.Hab6op peareHToBHa 500 TecToB. AHTUTENAK
BWY-1.2n Bupycy renatuta C n HBSAQ oTCyTCTBYIOT.

Homep ugaTa perucTpaLMoHHOrO y40CTOBEpeH s
PY N» XXXX/XXXX 0T XX.XX.XXXX

n J MecTo npovasojcTsa:
r~] OO0 «JINKOP». Poccusi. 620033. CBepAnoBCcKaii
n o6nacTtb, . Ekate~T6ypr. yn. KpacHogapc>kasi. a, 15

r~|] OO0 «JIN1>KOP». Poccusa, 141981, Mockosckasi o6n1acTb,
~ r.ly6hHa, yn. NpuéopocTtpouteneii, 3a

Habop peareHToB «/lngnaé Amyp Chlanydla

pn. 17 » ANs Ka4ecTBEHHOro onpejeneHus
MMMYHOrno6ynunHoBs knacca M (1aM) k 6aktepun
Chlamydia pneumoniae B cbiBOpPOTKe nnaas3me kKpoml
Yye/loBeKa MeTo40M UMMYHOK MUTIOMUHEA N HTHOTO
aHalw 3a (MX/1A) HaaHannsaTope aBTOMaTnyeCcKoM
MMMYyHOXeMUMOMUllocuekTHOM «Jlnanad AMyp» ans
AnarHocTukn InvitronoTY 21.20.23-254-65614693-
2022.Habop peareHToB Ha 1000 TecToB. AHTUTENAK
BWY-1.2 nBupycyrenatuta C n HBsAg oTcyTCTBYIOT.
Homep n gaTta permcTpaLmoHnoro ygocToBepeHus
PY Ne XXXX/XXXX 0T XXJO(.XXXX

n J MecTo npoHBBO/CTBA:

rn 000 «/INOKOP*. Poccma 620033. Cee3gnoBckas

/N 06nBCTb. I. EkaTepunHoypr, yn. KpacHogapckas, g 15

rn 00O «/IN/XKOP». Poccus. 141961 MockoBckasi 06nacTb.
A r1.[y6Ha, yn. NMpubopoctpouTteneit. 3a
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lnonab Amyp
Chlamydia pn. 1a4M

Habop peareHToB Ha 500 TecToB

,T . XiIVDIW «500nil @ (]

ri]05.0e.2023
Jwr] 202306011 105.06.202A |REF] C88014M

Nnanad Amyp

Chlamydia pn. 1M

Habop peareHTtoB Ha 1000 TecToB

dlQ5.06.2023
[LOTI 202306011i1105.06.2024 C88014M

CocTtaB nsgenua

1 KapTpugx (BcoctaBe:peareHT
napamarHuMTHbIX Mukpoyactumy, (R1).
3.5 Mn/ya: peareHT MeYeHbIX aHTUTenN
(R2). 6.5 mn/yn.; peareHT N5 passefeHuns
o6pasuos (R3). 6.5 mafyn.) -10 wt;

2. Kanuépatop 1 (CAL1). 1.0 mn/dnakoH - 5 wr.;
3. Kannépatop 2 (CAL2). 1.0 mn/cnakoH « 5 wr.;
4. Mapon3onALNOHHbIE KPbIWKK - 40 Wr.;

5. KblCTpyKLMA MO NPUMEHeHMWIo -1 wWT.;

6. AHanuTu4eckuii nacnopT >1wr.

CocTaB nsgenvs

1 KapTpugx (BcocTase; peareHT
napamarHuTHbIx Mukpoyactuy, (R1). 3.5 mn/ya;
peareHT MeyeHbixaHTUTeN (R2). 6,5 m\1wy:
peareHT Ana pasBegeHus o6pasuos (R3).
6,5 mn/yn.) - 20 wr.;

Z Kanub6patop 1(CAL1). XO mn/pnakoH -10 wrT.;

3. Kanubpatop 2 (CAL2), 10 mn/cnakoH -10 wr.:

4. Mapounaon««4no»*1ble KpbILKy - 80 LWT.;

5. KNOTPYKLLUTA MO MPUMEHEeHUo -1 wr.;

6. AHanuTuueckuii nacnopt -1 wr.
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makop
NunanabAmyp Chlamydia prvigM
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10mn LOT® 20230601
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Nuana6 Amyp Chlamydia pn. 1aM nnaKop
|
B! Tnagna6 Amyp
Chlamydia pn. 1M

MaponsonaynoHHble
KPbILWKN - A LLT.
LOT 20230601
S 05.06.2024

LOT 20230601 EXP 05.06.202A REF (€88014M
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Hab6op peareHtoB «Jlugnad Amyp Chlamydia pn. 1aM» ans
KayeCcTBEHHOro onpegesieHnsa MMMYHOrobynmMHoB knacca M
(1zM) k 6akTepun Chlamydia pneumoniae B CbIBOPOTKE "
nnasme KpoBu yesioBekKa MeTo40M UMMYHOXeMUIoMUHecue-
HTHOro aHanu3a (MXJ1A) Ha aHanM3aTope aBTOMaTUYEeCKOM
NMMYHOXEMUMIOMUHECUEHTHOM «Jlnanadé AMyp» ANS AnarHo-
CTUKM in vitro no TY 21.20.23-254-65614693-2022

8V n 1 , I Proclin 30
.. [RUdod
Ona npodeccMoHanbHOro NPUMeHeHus

. 000 «MOKOP», Poccnst 620102, Ceepa/ioBckas 06/1acTb, ro. ropog, jVvi
| J ExkarepmHOypr, I. EkatepunHbypr, yn. MNMocagckas, cTp. 23. odmc 20A. O 5 - O 6 - 2 O 2 3

LOT 20230601 2 05.06.2024 REF C88014M
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Habop peareHTtoB «Jlngnaé Amyp Chlamydia pn. 14M» ans
KayeCTBEHHOro onpegeneHns MMMyHornobynmHos knacca M
(1aM) k 6akTepumn Chlamydia pneumoniae B CbIBOPOTKE "
niasme KpoBu 4yenoBeka MeToAoM MMMYHOXeMUTIOMUHEcCLU e-
HTHOro aHanmnsa (MXJ1A) Ha aHannsatope aBToOMaTUYECKOM
NMMMYHOXEMUMIOMUHECUEHTHOM «Jlngnaé AmMyp» AN AnarHo-
CTUKM in vitro no TY 21.20.23-254-65614693-2022

8C Proclin 300

y N X o

Ons npodeccMoHanbHOro NpUMeHeHus

d 000 «/TMMOKOP», Poccust 620102, Ceepg/ioBCKast 06/1acTb, F0. Fopof, IW[ O 5 O 6 2 O 2 3

ExarepnHOypr, I. EkatepunHbypr, yn. Mocaackas, cTp. 23, odic 20A.

LOT 20230601 2 05.06.2024 REF C88014M
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Habop peareHToB «Jlngnad Amyp Chlamydia pn. 1aM» ans
KauyeCTBEHHOrO onpejesieHnsa NMMYHOTr106ynmMHoB knacca M
(1aM) k 6akTepun Chlamydia pneumoniae B CbIBOPOTKE "
nnasme Kposu yenoseka MeTo4OM MMMYHOXeMUIIOMUHECLe-
HTHOro aHanusa (MXJ1A) Ha aHann3aTope aBTOMaTUYECKOM
NMMYHOXEMUMIOMUHECUEHTHOM «Jlnanaé Amyp» ons gunarHo-
CTUKM in vitro no TY 21.20.23-254-65614693-2022

$ A f n 1 1

8°C 1 ...mm-y - , Proclin 300
0O
2r =

Ons npodpeccnoHanbHOro NpUMeHeHNs

. 000 «MMIOKOP», Pocena 620102, Ceepp/ioBCKasi 06/1acTb, 0. ropof, |wf
| J EkarepnHObypr, I. EkatepuHGypr, yn. Mocaackasi, cTp. 23, odwmc 20A. O 5 . O 6 . 2 O 2 3

LOT 20230601 2 05.06.2024 REF  C88014M
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Hab6op peareHToB «J/lngnabé Amyp Chlamydia pn. 1gM» ans
KayeCcTBEHHOro onpegeneHnsas MMMYHOrno6ynmHoB knacca M
(1aM) k 6akTepun Chlamydia pneumoniae B CbIBOPOTKE U
niasme KpoBW YyesnioBeka MeToAoM MMMYHOXeMUTIOMUHecUe-
HTHOro aHanusa (MXJ1A) Ha aHanM3aTope aBTOMaTMYECKOM
NMMMYHOXEMUMIOMUHECUEHTHOM «Jlngnaé AMyp» AN AnarHo-
CTUKM in vitro no TY 21.20.23-254-65614693-2022

T K

Ons NnpogpeccuoHanbHOro NPUMeHeHNS

000 «/MOKOP», Poccnsa 620102, Ceepa/ioBcKasi 0651acTb, Fo. ropog, iwT
ExatepmHOypr, I. EkateprH6ypr, yi. MNocagckas, cTp. 23. odmc 204. J O 5 - O 6 - 2 O 2 3

LOT 20230601 05.06.2024 REF C88014M
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uv”Ciu NpnHypoBaHO, NMPOHYMEPOBaHO
W CKPEN/EHO MevaTbio
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