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POTOINMPAPNYECKUME N3OBPAXXEHNA OBLWLETIO BUOA MEANUWNHCKOIO U3

Habop peareHToB «/lngnab Amyp Mycoplasma pn. IgM» ana KadecTBeHHOro onpegeneHnst aHTuTen knacca M (IgM) k
bakTepun Mycoplasma pneumoniae B CbIBOPOTKE U NJia3Me KPOBU YenioBeKa METOLAOM MMMYHOXEMWU/TIOMWUHECLLEHTHOrO aHam3a
(MXJTA) Ha aHa/IM3aTope aBTOMaTUYECKOM MMMYHOXeMUTIOMUHECUEHTHOM «Jlnaiad AMyp» A AUarHoCTUKK in vitro no TY
21.20.23-246-65614693-2022

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM
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«Habop pearenrop «Jlunnal Amyp Mycoplasma pn. IgM» 11 KauecTBEHHOTO Onpesenerus auTuren knacca M (IgM) k 6axrepru Mycoplasma pneumoniae B CRIBOPOTKE ¥ IUIA3MC KPOBH
YENOBEKS METONOM HMMYHOXCMITIOMHHECUCHTHOTC anamea (MXJTA) Ha aHANH3ATOPE ABTOMATHIECKOM HEMMYHOXCMAIOMHHECIICHTHOM «/IHANA6 AMYp» AN OHArHOCTHKY in vitro no TV
21.20.23-246-65614693-2022» BHIYCKALTC B YETLIPEX BapHaNTaX HenomHenss: Habop pearenos a 100 Tecros; HaGop pearentos Ha 200 Tectos; HaGop pearenTos na 500 Tecros; HaGop
pearexToB Ha 1000 Tecton
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Nnpanaé AmMyp
Mycoplasma pn. 1aM

Ha6” paraHTto» Ha 100 TecToB
mnn e ,
OPCM.1) IowvAWQH. ',3B
upiXuu”. *<rwT- *r

lQ[ ‘10»0a k023

Ha6op peareHToB Ha 100 TecToB
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id Poccus, 620102, CBepagnoBckasi 06nacThb, I. 0. ropog EkatepnHoypr,
r. EkatepuHo6ypr, yn. Nocagckas, cTp. 23, oduc 204.
TenedoH: 8800 M O 7128. leadcore.ru

Hab6op peareHToB «/lugna6 Amyp Mycoplasma

pn. !gM» Anga KkKayecTBEHHOTo onpenesieHns
aHTuTen knacca M (1aM) k 6aktepun Mycoplasma
pneumoniae B CbIBOPOTKE U NJjia3Me KPpoBU
YyennoBeka MeTo40M UMMYHOXEMUNIOMUHECLLEHTHOTO
aHannsa (UXM1A) Ha aHannus3aTope aBTOMaTU4YeCKOM
UMMYHOXEMUIKOMUHECLLEHTHOM «J/lnanaé AMyp» ons
OVarHocTukKuM invitrono TY 21.20.23-246-65614693-
2022. Habop peareHToB Ha 100 TecToB. AHTUTENA K
BY-1.2 neupycy renatutaC nH8sAg OTCYTCTBYIOT.
Homep n gata perncrpayMoHHOro y40CTOBEPEHUA
PY No XXXX/XXXX 0T XX.XX. XXXX

nJ MecTo npon3soacTBa:

-1 OO0 «JINOKOP>», Poccusa. 620033. CBepanoBckas

~  obnacTb, I. EkatepuHbypr, yn. KpacHogapckas, g. 1S

rn 000 «JINOKOP». Poccusa. 1A1981, MockoBcKas 06/1acThb,
r. Jy6Ha, yn. NpubopocTpouTteneii. 3a

Ha6op peareHToB Ha 100 TecToB (Apyras CTOPOHa yNakoBKK)
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Nnaonabé Amyp
Mycoplasma pn. 1aM

Ha6op peareHToB Ha 200 TecToB

0l JA > r*1105.06.207

MiaT-1 20230001 1J 105.06.202A |RgF

Habop peareHToB Ha 200 TecToB

CocTtaB nsgenunsa

1 Kaprpupgx (acoctaBe poaraHr
napamMarHUTHbIX MuigaoHacTuy (R1).
3.SMn/yn.. peareHTMeMeNblI XaHTKTEN
(R2). B.5Mn/yTl.. pOrrenT AMNAL
o6pasnos (P3).B.5mn/yn.) -4wT..

2. Kanusperop 1(CALJ). 1.0»4/1/hnako*4 - 2 (

3 kanubpatop 2 (CAL2). OMNA>N*«>«-2€erT;

4 MapOM30NHUNOHHbBIE KpbIW KK - LU ufx:

S. IHCTPYKUNA N0 NPUMEHEHUIO ~ 1w T.

B. AHannTuyeckuit nacnopt- fuwTt



Habop peareHToB Ha 200 TeCTOB (Apyras CTOPOHa YnakoBKM)
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Ha6op peareHToB Ha 500 TecToB
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Ha6op peareHToB Ha 1000 TecToB
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Kannbpatop 1 (CALI)
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AN OnabAMY T

Kanmbpatop 2 (CAL2)
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™ nKOp
Tnanaé Amyp
Mycoplasma pn

& 000 LUPMM @] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU apamarHuTHbIX Mukpodactu, (R1), 3,5 malyn., PeareHT MeyeHbIX aHTUTEN (R2), 6,5 Ma/yn.. PeareHT ans passegeHuns obpasuos (R3), 6,5 malyn.)



nnakKop
lnanaé Amyp
Mycoplasmapn.igM

[Mapon3onAaunoHHbIe
KPbILWWKK - A LWT.

LOT 20230601 -+ CE

2 05.06.2024
C88004M

NnMaKop

lingnad Amyp
Mycoplasmapn.igM

[Tapon3onAaumonHble

‘al 05 ~0A7
IREF\ CBB"
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TpaHcrnopTHas Tapa 1 ee MapKUpOBKa
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Bcero npomnypoBaHo, MPOHYMEpUbany

).



YTBEPKJAIO

MAKET MAPKHPOBKH

«Habop pearexTop «Jluanab Amyp Mycoplasma pn. IgM» ans Ka4ecTBEHHOIO ONpeAeNeHHA AaHTHTE
knacca M (IgM) k 6akrepur Mycoplasma pneumoniae 8 CHIBOPOTKE M [171a3M€ KPOBH YEJIOBEKA METONOM
HMMYHOXeMHntoMuHeclieHTHOro aHanusa (MXJIA) na ananusaTope aBTOMaTH4ECKOM
HMMYHOXEMHJTIOMHUHECLCHTHOM «JIupnab AMyp» Aia AMArBOCTHKH in vitro mo TY 21.20.23-246-
65614693-2022»

2023
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Ha6op peareHtoB «/lnugna6 Amyp Mycoplasma
pn. 17> ansKavyecTBeHHee onpejeneHuns

anTuTen knacca M (IgM) k 6akTepuu Myccrasm a j-l I/Ipln a6 AMyp \YMLO

h pneunx)niae B cbiBOPOTKE M NNaaye KPOBM

CocTas nsgennsa
yenoseka MeTo40M MMMYHOXEMUNIO KW HECLEeHTHCe

ananusa (MXJ1A) Ha aHanu3aTope aBTOMaTUYECKOM M yCO p IaSI I l a prl - Ig M 1 KapTpuax (BcoctaBe peareHt

NMMYHOXEMUNIOMUMNECLEHTHOM «/lnanab Amyp» ans napamarHuTHblX Mukpouacnwy (R1).
ANarHoCTUKN W vitrono TY21.20.23-248'%65614693- Ha6op peareHToB Ha 100 TecTOB 3.5M/yn.. peareHT Meu»Wwx aHTren
2022. Habe” peareHToB Ha 100 TecToB. AHTUTENaK

R2). 6.5mMn/yn.: peare asgefie
BMY>1.21 BUpycy renatnta C n HBsAgoTcyTcTByHOT. (R2). 6.5Mn/yn.: peareHT Ans passepeHns

o6pasyos (R3), B.5 ma/yn.) - 2 wt.:
HomepupgataperucTpayoHHOro y40CTOBEPEHNSA

PY No XXXX/XXXX 0T XX.XX.XXXX 2. Kannb6patop 1 (CALL). 10mn/{|wakoH-1wT.:
nJ MecTo npoMaeocTBa: 3. Kanubpatop 2 (CAL2). 1.0 mn/dpnakoH -1 wr.:
,I\—|0600 «L O(I(E)P*. POCGCVIﬂ 620?(33. CBep,qnoacn:csi.ml5 4. Mapon30NALNOHHbIE KPbILIKY > 8 WT.;
ob6nacTb, . EkatepuHbypr, ya KpacHogapckas
d 1(5.(5.2)23 5. NHcTpyKl4mna nonpumeHayuio -1 wr.;

p i 000 «/BLKOP». Poccus 141961 MockoBckasi 061acTb. Zozm i m\/l
N r.[ly6Ha yn. MpubopocTtpouteneii. 3a ]-I'a—l ]—1” %CB-ZPA I;E_ 6. AHankTuyeocuit nacnopt -1 wr.

Ha6op pearentoB «/lugnab Amyp Mycoplasma
pn.1”» Ans Ka4eCTBEHHOro onpeAeneHuns

anTUTen knacca M (IgM) k 6akTepun Mycoptasma .I-I I/Iprj'l a6 AI\/Iyp
\y T o

pneumoniae B CbIBOPOTKE M Na3me Kposu COCTaB nl3aenuna
vyesioBeka MeToaoM MHMYHOXEMUNIOHUHECLEeHTHOTo 'u'

aHaTm3a (MX/1A) Ha aHanusaTope aBToMaTU4YECKOM M yCO p IaSI I l a prl - Ig M LKapTpuax (Bcoctaee peareHT

NMMYHOXEMUNIOMUNECLEHTHOM «/lngnaé Amyp» ans napamarHuTHbIX t>mKp04dCTMu (R1).

avartHoctukn invilono TY21.20.23*246*65614693* Ha6op peareHTOB Ha 200 TecTOB 3.5 MA/yn.: peareHT MeyeHb0C aHTUTE !
2022. Habop peareHToBHa 200 TecToB. AHTMTeNak

P2).6.5mn/yn.:pea a3 .
6M14'1.2 nBupycy renatutaC n HBsAg oTCyTCTBYIOT. (P2) MA/YA.-PERTEHTANADAIBBABMIA

o6pas3uos (R3). 6.5mn/ya) -4 wT.:
Homep u faTa pernctpauMoHHOro ya0cToBEPEeHUS

PY N* XXXX/XXXX 0T XXXX.XXXX 2 Kanu6partop 1(CAL1), 10 mn/cnakoH - 2 w T;
nJ MecTo rukmMaBoACTM™; 3. Kanu”3atop 2 (CAL2). 1.0 Mn/cnakoH - 2 wr.:

(-} 000 «INIOKOP». Poccusa 620033. CBep/ioBCcKas 4. MaponaorMLLMONHbIE KPbIVXKM -1 6 LUT.

~ obnacTb, . EkatepuHbypr, yn. KpacMogapckas g 15 ” n r O N ».C LU CD CD dICBCBZOZS
rn 000 «JAKOP». Pocciei. 141961. MoCKoBCKas 06/1acTb, luitl zozm ].CB(B.ZPA 'E:I m 5. IHCTPYKUMA N0 NpUMeHeHNIo -1 wr.:
r.ly6Ha yn MNMpubopocTtponTenseii. 3a ul JJ“ - 6. AHanuTMyeckunii nacnopT -1wT.
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Habop pBiirentoB«/1ngn86 Amyp Mycoplasma

pn. 1M» Ana KayacraeHHoro onpeaenexHuns

antnTen knacca M (1gM) k 6waepun Mycoplasma
pnetanooiae aCbiIBOPOTKE 1 Nia3Me KpoBU
YyenoBekaMeTo40M UMMYHOXEMUMIOMUHECLEHTHOTO
aHanusa (UXJ1A) Ha aHanmM3aTope aBTOMaTN4YECKOM
UMMYHOXaMUIIOMUH eCLLeHTHOM «JImanaé Amyp* ans
avarHoctukm Nevitrono TY 21.20.23-246-6&61A693-
2022. Habop peareHToBHa500 TecTM. AHTUTenak
BWY'1.2 nBupycy renatuta C n HBSAg oTCyTCTBYIOT.

Homep v gaTtaperncrpaymoHHOro y40CTOBEPEHNS
PY N* XXXXZXXXX 0T XX . XX - XXXX

|9l Mico

000 «JINOXOP». Pocecusa. 620033. Ceeppnoecxas
D obnacTbl I. EkaTtepuHbypr, ya KpacHogapckas, g 15

0 000 «/MAOKOP». Poccusa 141961. MockoBckas 06nacTb,
r Ay6Hayn. [IpnbopocTpounTsrmii. 3a

Ha6op peareHtoB «/lngna6 Amyp Mycoplasma

pn. 1AM» Ans Ka4eCTBEHHOTO onpejAeneHuns

aHTuTen knacca M (IgM) k 6aktepun Mycoplasma
pneumoniae B CbIBOPOTKE 1 NnasMe KpoBn

yenoBeka MeTogoM UMMYHOXEMUNIOMUHECLEHTHOTO
aHanusa (UX/1A) HaaHannsaTope aBTOMaTU4YeCKOM
VMMYHOXEMUMIOMUHECLLEHTHOM «/lnanaé Amyp* ans
ANarHoCcTMKKM invitrono TY21.20.23246°65614693-
2022. Habop peareHToB Ha 1000 TecToB. AHTUTENB K
BY“1.2u Bupycy renatuta C nHBsAg oTcyTCcTBYIOT.
Homepwu gataperncrpaynoHHOroy0CTOBEPEH A
PY M» XXXX/ZXXXX 0T XX XX. XXXX

nJ MecTe npenasojeTBa:

000 «JIMAKOP». Poccunsa 620033. CBBpLLtOBCKAA
D obnacTb, . EkatepuHbypr, yn. KpacHogapckas g 15

000 «JTNLW 3P».Poccus 141981. Moacoackasi 061acTb,
|:| r.[ly6Ha, yn. Mpu6opocTtponTeneii. 3a
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NTnanad Amyp
Mycoplasma pn. IgM

Ha6op peareHToB Ha 500 TecToB

|wr| 202306011, 105.06.202A |REF|"cBBOPAM

ingna6 Amyp \YMLO
Mycoplasma pn. IgM

Ha6op peareHTtos Ha 1000 TecToB

ne o d|0&0e.2023
[iDt1202306011b1105 06.2024 IREF C8800AM

CocTaB nsgenus

1 KapTpupgx (BcocTaBe peareHT
napamarHuTHbIx Mukpoyacnuy (R1).
3.5wi/yn.: peareHT MeyeHbIX aHTUTenN
(R2). B.5MN/".. peareHT gnspasaefeHus
o6pasuos (R3).6.5mn/yn.) - O wT:

2 Kanun6patop 1(CAL1). 1.0 mn/cpnakomn - 5w T.1

3. Kanu6partop 2 (CAL2). 10 mn/dnakoH - 5 wr.:

4. Mapon3oNsALNOHHbIE KPbl W KN-40 wWr..

5. IHCTpyKLUMA nONpUMEHeHU-1wT.:

6. AHanuTU4ecknii nacnopT -1 wWr.

CocTaB nsgenusa

1 KapTpuax (B coctaBe peareHT
napamarHuTHbIX Mukpoyactuy, (R1), 3.5 ma/yn.
peareHT MmeyeHbix aHTUTen (R2). 6.5 ma/yn..
peareHT N5 paseefex4s o6pasuos Ne3).
6.5mMn/yn)-20wT.:

Z Kanun6patop 1(CAL1). 10 mn/cnakoH - K0 wr.:
3. Kanuépartop 2 (CAL2). 10 mn/cnakoH -1 0 wr.
4. MNapon30nALNOHHbIE KPbIWKKN - 80 WT.:

5. UHCTPYKUUSA NO NPpUMeEHeHMI0 -1 wT..

6. AHanuTnyecknii nacnopt-1wT.



NIKOP

nanab Amyp
Mycoplasmapn.igM

35w 1 6511 65MIT |, A
R O R . I T l50
LCnT20230601 12 05.06.202A

makop
Tnanad Amyp
Mycoplasmapn. 1M

A

Mapon3onAaynoHHbIE
KPbIWKWX - 4 WT.
LOT 20230601
S 05.06.2024
REF C88004M
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\T
io
rcy 1omn 11571 20230601
05.06.2024
REF C~NOOAM

Nupna6 Amyp Mycoplasma pn. IgM

B!

LOT 20230601 EXP 05.06.202A

JWIPKOP
Nunana6 Amyp Mycoplasmapa IgM

1.0mn |LOT 20230601
05.06.2024

AnWieH pcl. cggo04am
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MakeT TpaHCNOPTHOW MapK1POBKU

Habop peareHToB «Jlugnad Amyp Mycoplasma pn.
1a0M» ana KavyeCcTBEHHOro onpeaeneHna aHTuTern
Knacca M (1gM) k 6aktepun Mycoplasma pneumo-
niae B CbIBOPOTKE 1 Nnna3me KPoBU 4yesioBeka MeTo-
AOM NUMMYHOXEMUTIOMUHECLEHTHOIO aHanm3a
(MXNA) Ha aHann3aTope aBTOMaTUYECKOM UMMYHO-

XeMUTIOMUHECLEHTHOM «Jlngnad Amyp» Ona gvar-
HOCTUKM in vitro no TY 21.20.23-246-65614693-2022

f (>n

. mB 70 QSdup

[nsa npodeccnoHanbHOro NpUMeHeHus

. - 000 «JIMOKOP», Pcxxus 620102, CBepa/oBckas 061acTb, ro. ropog, 05 06 2023

I J EkaTtepunHObypr, r EkatepuHbypr, yn. Nocaackas, ctp. 23, ogpumc 20A.

LOT 20230601 2 05.06.2024 REF C88004M
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Bcero npoLuHypoBaHo, NPOHYMepoBaHo
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