CocTtaB Habopa

i»
YTBEPXAAIO

11 7 op 3A0 «3KOnab
j?3npaBooOXpaHeHus 3AO ‘3KOﬂ&6 P ¢ 7

T»cT*cnMcTeMa UMMYHOEPMEHTHAs 418 ebMB/IeHUS
MMMyHornobynumoe knaccoe Aun Q nUrtaplasma ureetytkum T.|‘O.raLL|eHKO

NP A-aHTUYpmMnnasma
KomnnekTt Nel 2022 r
TecT-cuctema I/IMMyHO(*JepMEHTHaﬂ ANA BblABNEHNA
nMmymnornobynunHos knaccos A B k Ureepleema ureetyticum

NDA- aHTMYpeannasma IgA/IgG

NMMYyHOCOPBEHT 1nnanwer

KT>A MHaKTUBUPOBaHHBbI if 1pn. (1,5 mn)

K>. MHaKTUBMPOBaHHbI A 1. (2,5mn) . .
KoHbloratygo 1n. (12m0) [nsa npodeccrnoHanbHOro 3AO0 9 KO nsb6
KoHbrorat*1gA 1¢pn. (12 mn) npuMeHeHns

PPO 1 (121 -

BT (x25) L4~ (30 mn) N®A-aHTnYpeannasma 1a0A/106 r

PU 1 (zm TY 9398-113-70423725-2022

CTon-paarBHT 1 don. (12,5 M)

O/lHOPa30Bble HAKOHEYHUKY AN A PY NedCP 2011/10176 oT 10.05.2018
aBTOMaTU4eCKNX NUNeToK 15wt K 1 K - 1302 5
|_|pVIHa,D,}'Ie)KHOCTl/IZ OMNJIEKTHa aTaﬂO)KHblVlv a . |(4
BcnomoraTenbHble NNacTUKOBbIe eMKOCTH 4 Wr. Cepus 01  KOHTpOAbHbIA Ha 12

Kneiikasi nnaHka N5 NiaHWeToB 4 wr.

[JaTta n3rotoBneHus: 2022.01.12
HBeAgn, eHTuTena Kk BUY-1.2 n BIrC otcytcreytoT ro'qu [o: 2023.07.12

ToBapHbIli 3HaK, HaVMeHOBaHWe NPeANPUSTUAS-M3TOTOBUTENS, Ero afpec, TenedoHsbl, YCIoBus
XPaHEHWsA, «TOMbKO /151 in Vitro AnarHoCTUKM» YKasaHbl HENocpeacTBEHHO Ha KOPOBKe

OKOnab 3A0"IKC q6*

N®A-aHTMY peannasma->aA/1aC ® SKOseb 3AO*akon
iIMmyHocop6eHT ®CB-T(x26) Sg
lfogeHuo; 2023.07 - c.01 40 mn

lopeH fo: 2023.07

#3KOnab 3A0*3KOns6*

"2KOseb 3A0 makonsb'

>PA aoHY pBCNNBavie-
0
c.01 12 mn Pl/l< f m
logeH po: 2023.07 ~ c o1 2mn i S

logeH po; 2(M3.07

>32KOseb 3A0'3KOra6'
AU-AnTmYpuntama ipOigG

KoHbloraT-lgG
.01

logeH fo: 202307  a>

»9KOseb 3A0-3konB6*

12 mn
>3K0Nneb 3A0* IKOna6*

Cton-peareHT|" Tww.

c. 01 125mn /4 )
logeH fo; 2023.07

dAanwyYpeennasama-1"AlgGjgiy”
KOHbIorart- IgA AH -
«01
‘ofleH po: 2023, 07 *

Q 759%"

3NEKTPOHHAS KONHA 0GOPMAIEHA IEHTPOM UCMIbITAHI/ W PETMCTPALIMI MERHLMHCKWX H3ENHIA



34paBooXpaHaHust 3AO “SKOﬂa.6” YTBEPXIAIO

TBCT<UCT«MA UMMYX" DUCHTMM A1 BbIAB/IEHNS
MMMYHOr/106yIMHOB knaccoB A n B K Urtaplatma urealyticum

NP A-aHTUYpeanna3ma
KomnsiekT Nel
TBCcT<MCrema UMMYHOCPMEHTHaA 419 BbISAB/IEHNS
MMyHornobynuHoB knaccoB A 1 O k Ureaplauna urealytlcum

NdA-aHTnYpeannasma IgA/lgG

Mmo<mMr«msa» uMmnuamHuun* 4« BApaujas, (KABYM «eUrponbiM,
LIV*aaafUMimoiiii»uNe)*m i 194 190 M H* moen«aoMHM U 06pmMUum

COCTaB Ha60pa MNBYaAX SOUTPBAKUM*. NpU p>wo»uom taawnm v IgA nigO

NMMYHOCOPGEHT 1 nnaHwer
K+Al MHAKTUBUPOBAHHbI 11 1dpn. (1,5 mn)
K-, NHAKTUBUPOBaHH bl i1 1don. (2,8 mn)
Koubtorat-|g0 1don. (12 mn)
KokbloraT*4aA 1cpn.(12 mn)
PPO 1dn.(12mn)
®CB-T(x2B) 1 don. (40 mn) . '
ey 1pn.(12 W) ﬁS:MneZZfS;CMOHaanOFO 3A0 “3KONa6
Cron-peareHt 1cpn. (12,6 mn)
OfHOpPa30Bble HAKOHEUHUKY 41 A VlCDA-aHTI/IYpearIrIa3ma 1AA/1AC —
aBTOMaTUUECKNX NUNEeTOK 16 w.
MpWHaQNEXHOCTH; TY 9398-113-70423725-2022
Bcnomorate/ibHble N1acTUKOBbIE «MKOCTU 4 WiT. PY NedCP 2011/10176 oT 10.05.2018
Knelikas nneHka Ansa nnaHWeToB 4 wr.
Komnnekt Hs 1 KaTanoxHbiin Ne 13.02
HBi Aq, aHTnTena k BMY-1.2 n BI'C otcytCcTBYIOT Cepus 04 KOHTpOI‘IbeIVI No 15

[Jlata M3roTtoBneHns: 2022.01.13
lofeH go: 2023.07.13

ToBapHbIi1 3HaK, HaMMeHOBaHWe NPeANPUATAS-U3rOTOBUTESNS, ero aapec, TenedoHbl, yCroBus
XPaHEHWS, «TOMbKO /181 in Vitro ANarHoCTUKU» yKa3aHbl HEMOCPEACTBEHHO Ha KOPOBKe

NHKOBD 300 3KOMas* A 9KOne6 3A0'9KOna6*
DA e 8aVB 1A ®CB-T(x25)
VimMyHOCOp6eHT o 20 WA
c. 04 L«y C.
lopeH po: 2023.07 logeH po; 2023.07

M3KOnas 3A0 '9KOnab* 3A0 “9KOna6*

Vo A-akTMYpBannasma-

PPO
c. 04 12 mn
lopeH fo: 2023 07 [

£)3 T a8a -apar
iMiiniiie—e*t0

* *
3A0*3K0Onab ‘" 3KOnab 3A0'9K0Ona6’

Vi CTon-peareHT.*c

KoHbtorat-lgG
c 04 12.6mn

c 04 M
logeH fo;2023.07 ® ropeH fo; 2023.07 *[°

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



YTBEPX OAIO

340PpaBOOXPaHEHNA 3AO ‘9 KO“ a6 7

TecT-cuctemMa UMMYHO(*MEHTHas 4N BblAANEHNs
uMMyHornobynunos knaccoe A n O k Ureaplasma urealyticum
NP A-aHTUYpeanna3ma
KomnnekTt Ne2
TecT-cuctema UMMYHO(EPMEHTHAA ANS BbMBIEHUS
MMMYHOrNo6ynmHoB knacca A k Ureaplaama urealyticum

NdA-aHTuYpeannasma IgA

PmoxutaH M MWMAOMHM 1 O6pMLUM, 1KMOMM MHTpentKM*

CocTaB Habopa

MIMMYyHOCOP6EHT 1 nnaHwer

K-, MTHaKTUBMPOBAHHbI i1 1d¢n. (1,6 mn)
K-, M"HaKTMBUPOBAHHbI i 1d¢n. (2.6 mn)
KoHbtorat-IgA 1dn. (12 mn)
PPO 1¢n. (12 mn)
®CB-T(x26) 1¢n. (40 mn)
PU 1 n.(12mn)

Cron-pearsHt 10n. (12,6 mn) [lns npodpeccuoHanbHoro 3A0 “9KOna6’

npUMeHeH1s
OfHOpPa30Bble HAKOHEUHUKY 41
aBTOMATUYECKMX NUNETOK 16 wr. A
MpUHAANEXHOCTY: TY 9398-113-70423725-2022
BcnomoraTtefnibHble N1acTUKOBOE EMKOCTU 4 wr. PY Ned®CP 2011/10176 oT 10.05.2018
Kneiikas nneHka Ans NNaHUOTOB 4 wr. - T

Komnnekt No 2 KatanoxHblii Ne 13.03

HBaAg, aHTutena Kk BUY-1,2 n BI'C oTCyTCTBYIOT

Cepus 02 KOHTponbHbIA N9 13
[lata n3roToBneHUs: 2022.01.12
lofeH po: 2023.07.12

ToBapHbIi1 3HAK, HaVIMeHOBaHVe NPeANPUSTUS-U3rOTOBUTESIS, ero aapec, TeNlethoHbl, YCrIoBUS
XpaHeHWs, «TO/bKO /191 iN Vitro AMarHoCTUKM» YKasaHbl HEMocpeACTBEHHO Ha KOPOOKe

3KOnab 3A0*3KOna6-
NdA-akTnyYpeannasma-lgA

(» "9KOnab 3A0'3K0Onab'

IMMyHOCOpPGEHT ®CB-T(x25) I
c. 02
logeH pgo: 2023,07 A c. 02 40 MN =

[OlYeH po: 2023.07

3KOseb 3A0'3KOna6'
®A-Buraypaannasma-LA

PP
c. 02 12 mn
logeH po: 2023.07 A

»3KOnab 3A0’31K0n806'
V®A-aHTMYpaaniBabla-10A

KoHblorar-IgA ~
c® 12mnnin
lofeH fo: 2023.07

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

9KOnab 3A0 '9KOnab'

PU

.02 12 mn
lofeH po: 2023.07

(*3KOnab 3A0 "3KOra6"

Cton-peareHTCM»

c. 02 125mn /
lofeH po: 202307 [

1553286



30PpaBOOXPaHEHNA 3AO "3 KO.I-I 36”

TecT*cMCT«Ma UMMYHO(epMaknus Ans BblSBAEHUS
MMMYHOT1I06ynnHOB knaccoB A v B k Ureaplaema urealyttcum
NP AUlHTHYpBaniasma
Komnnekt Ne2

TccT<mcrema MMMYHO(epHeHTHas 4N1S BbiSBIEHNA
MMMyHOrnobynunHos knacca A k Ureaplasma urealyttcum

NdA-aHTUYpeannasma IgA
Hes>4(ranm menmemmu» N abpm M. mrponvivi Iovipxdb b

YTBEPX JAIO
NAO «9KOnab»
T.KO.NaweHKo

2022 r

CocTaB Habopa

NMmyHocopbeHT 1 nnaHwer

K+, MHAKTUBUPOBaHHbI i 1dn. (1,6 mn)

K-, UHAKTUBMPOBAHHbI i 1 (2.8 mn)
KoHutorat-1nA 1dn. (12 mn)
PPO 1dn.(12mn)
®CB-T(x28) 1 ¢hn. (40 n)

PU 1dn. (12 mn)
Cron*peareHT 14~.(12,8 mn)
O4HOpPa30Bble HAKOHEUYHUKMN A5

aBTOMATMYECKMX NUMEeTOoK 18 wr. A
|-|pI/IHa,E|,J'Ie)KHOCTI/II

BcrnomoraTenbHble NAACTUKOBbLIE EMKOCTU 4 wT. @
Kneiikas nneHka Ans niaHweToB 4 wr.

HBsAfl, aHTuTena k BMY-1,2 n BI'C oTcyTCcTBYIOT

3A0 “O0KOna6"

NdA-anTnYpeannasma IgA =
TY 9398-113-70423725-2022
PY Ne®CP 2011/10176 oT 10.05.2018

Komnnekt N9 2 KatanoxHbln N 13.03

Cepus 05  KOHTpONbHbIA N8 16
Jlata 13roToBneHus: 2022.01.13
"ogeH fo: 2023.07.13

ToBapHbIi1 3HAK, HaVIMEHOBaHVe NPeANPUSTUS-U3rOTOBUTEIS, ero afpec, TesedhoHbI, YC/I0BYS
XPaHeHWs, «TO/MbKO /1 in Vitro ANarHoCTUKM» YKaszaHbl HEMOCPeACTBEHHO Ha KOPoOKe

® 3KOneb 3A0 "3KOnab' $)3KOn«6
N~A-akTnYpesnnasma-IgA

VIMMyHOCOP6EeHT ®Cb-T(x25)

c, 05 IrS e« ¢ 05 A0 M7 A

logeH po: 2023.07
lopeH po: 2023.07

'£3ron#6  3A0*3KOna6* '®'3K0nab
VdA-aHTMYpsiannasbla-19A P
c. 05 12 mn

PPO
c,05 12mn .. FofeH po: 2023.07

lofeH no; 2023.07 [

> 9KOnab

®3KOne6 3A0 "3KOnB6"
NOA.aHT«Yp«annaama'lgA "

Konbvionr4pA »
p 05 12 mn
logeH po: 2023.07  *

logeH fo: 2023.07

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

3A0'3KO

3A0 "3KOnat*

W, «
b 1
TMAP !

3A0 * 3KOnab*

Cron-peareHT| G
c. 05 125mn J



34PpaBO0XPaHEHNA 3AO ”3 Kon 36”

TecT*cuctema MMMYHOM AeHTHAA 419 Wbisia/ieHns
MMMYHOrno6ynnHoB knaccoB A u B kK Uraaplaema urealydcum
NP A-aHTUYpBaniasma
Komnnekt Ne3

TacT<uctama UMMyHO(hapMaHTHas fiN1s BbISB/EHSA
MMMYHOr106ynnHoB knacca Q k UraajHaania uraalyticum

NdAYylHTMYpeannasma-14C

P*e*HUTCH M UMM AOMUM BB 0GP*<KIM , MUOHASA MHTPONKHM»

CocTtaB Habopa

NWmmyHocopbent 1 nnaHwer

MHAKTUBUPOBAHHbI i 1dn. (1,6 mn)
K*, MIHaKTMBUPOBaHHbI i 1dn. (2,8 mn)
KoHbtorat«1aC 1 (12 mn)
PPO 1n. (12 mn)
®Ca-T(x26) 1¢n. (40 mn)
PU 14w. 02 mn)
Cron*peareHT 1 n. (12,6 mn)

OAHOpa3oBble HAKOHEYHUKN AN

aBTOMAaTUYECKUX NUNETOK 16 wr. A

anHa,ﬂlﬂe)KHOCTVIZ
BcrnomoraTenbHble NNacTUKOBbIe 6GMKOCTU 4 .
Kneiikas nneHka gns nnaHweTos 4 wr.

HBaAp, aHtutena Kk BU4Y-1,2 n BI'C oTCcyTCTBYIOT

YTBEPXOAHKO
3A0 «QKOnab»
T.FO.INaweHKo

20221

[lns npodpeccuoHanbHoro

NPUMEHEHUA 3AO “3 Kona6*

NDA-aHTnYpeannasma-lgG =
TY 93981113-70423725-2022
PY bls®CP 2011/10176 oT 10.05.2018

Komnnekt N6 3 KatanoxHbli N6 13.04

Cepust 03  KoHTponbHbIii No 14
Jlata “3rotoBfeHus: 2022.01.12
"ofeH fo: 2023.07.12

ToBapHbIi 3HaK, HAUMEHOBaHVIE NMPEANPUATUS-U3rOTOBUTENS, o aapec, TeNeqioHbI, YC/I0BMS
XPaHEHWA, «TOMbKO 415 in Vitro AMarHOCTUKM» YKasaHbl HEMOCPeACTBEHHO Ha KOPOOKe

3A0'3KOna6*

*3KO=saeb 3A0 '9KOna'

NdA-anTnYpeannasma-lgG ®Chb-T(x25)
Cl/l(:\gMyHOCOpﬁeH(L** c 03 40 wn

logeH fo: 2023.07 ~

»m3IKOne6 3A0 *3KOnab*
N®A-aHTuYpmnnasna-146

PPO
c. 03 12wmn .
lofeH po: 2023.07

4>3K0ne4 3A0 *3*rOna6*
NOA-anwYpaannosma IgG  _
KoHvtorat4aC ~ 8

c.03 12m n™a
logex go: 2023.07 ®

lopeH po: 2023.07

®3KOnab 3AC3KOnab6*

PU r=
c. 03 12 mn
logeH fo: 2023.07

¢ 2KOneb 9A0'3KOnab*

CTon-peareHT.n”,

c03  12sNm
FogeH go: 2023.07

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



1'rm)17aKTn}3apasoo
TBCT<MCTCMA UMPMYHOEPYBHTHBS AN BbISABEHNS
MMMYHOT/106y/IMHOB KnaccoB A W B K ureeplaBTa urealy4cut
NP A-aHTnY peannasma
KomnnekT N93
TecT<HcTelHluMUyHOepMEHTHBS A1 BbISBNEHNS
MMMyHOrI06ynnHoB knacca O k ureap(amna urealyneut

0 A ST AT

CocTaB Habopa

NWMmyHocOp6ekT 1nnaHwert
MHAKTUBUPOBAHHbI I 1pn. (1.Swmn)

K-, MHaKTUBMPOBaHHbI i 1dn. (2,6 mn)

KoHbtorat-1aC 1dn. (12 mn)

PPO 1dn. (12 mn)

®Ch-T(x26) 1 ¢n. (40 mn)

PU 14~ (12 mn)

Cron-peareHt 1 (]»1. (12,6 mn)

OfHOPa3oBbio HAKOHEYHUKN ANA

aBTOMaTUYECKUX MUNETOK 16 wr. >

anHa,ﬂ,fI €XHOCTMW:

BcnomoraTtenbHble NNacTMKOBbIE GMKOCTA 4 wrT.

Kneiikas nneHka Ansa nnadiweTos 4 wr.

HBBAL, aHTuTena k BY-1,2 n BI'C otcyTCcTBYIOT

3A0 **3KO0/136”

YTBEPXOAIO

X .
"eHepart; AO «3KOnab»
%
JTHO.["aLueHkKo

20221

[lns npodheccuoHanbHoro

MpUMeHeHIs 3A0 “0KOnab

NP A-aHTnYpeannasma-lgG

TY 9398-113-70423725-2022

PY Mii®CP 2011/10176 ot 10.05.2018
Komnnekt Ne 3 KatanoxHblii Ns  13.04
Cepust 06  KoHTponbHbIiA Ns 17

[Jlata n3roToBneHus: 2022.01.13
logeH po: 2023.07.13

ToBapHb I 3HaK, HAMMEHOBaHVE NPEANPUATAS-M3rOTOBUTENS, €r0 aapec, TenedioHbl, YCIoBYS
XpaHeHUs, «TOMIbKO /1 in Vitro AMarHoCTUKM» YKaszaHbl HENocpeaCcTBEHHO Ha KOPooKe

73KesBO  ATAIOES” (*mKONB6
N®A-aHTMYpeann83d1*s-14C
IMMyHOCOp6EHT ®CB-T(x25)
c.06 ! '
logeH fo: 2023.07 IT c 06
lofeH go: 2023.07
-»'3K0a86  3AO '3KOna6* 3KOna6
N®A-aHTMYpeannaama-lgG PVl
PPO
c. 06 12 mn c. 06

lofeH po: 2023.07 [

</BHKONLWe 3A0'9KOnab* (»;9KOnB6

U»A-aHTn eensosmo tpG  *

c. 06 12 mn
lopeH go: 2023.07

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

3A0 '9KOnab’

j

5

MR LI

3A0'9KOna6*

12mn ﬁ =i
loseH po: 2D2Z (il

>40bl H_@I»CM*

3A0'3K0Na6*
CTton-peareHT.ME.
KoHbtoTaT446 S
A c06 125w r
FogeH fo; 2023.07
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- doTorpaumyeckme nsobpaxeHns obuwero smga
Habopa peareHToB «TecT-CMCTeMa UMMYHO(epMeHTHasA A4/19 BblSAB:1€HUSA
nMmMyHornobynmHos knaccos A u G K Ureaplasma urealyticum» "M®A-aHrnyY peannasma*"
C NPUHALNEXHOCTAMU, HEOOXOAUMbBIMU A1 MPUMEHEHUSA
MeAULUWUHCKOIo N34eNNsa No Ha3HaUYeHUto.

KomnnekTNe 1 Cepua 01 ot 2022.01.12

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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"(nnexT Ne 3 Cepusa 03 ot 2022.01.12

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



I"eHepanbHbI gnpekTop 3A0 “3K0nab» T.1O. lNaweHko
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



MPOLLUHYPOBAHO, MPOHYMEPOBAHO
1 CKPENIEHO neyaTblo
nneT
A1o” 3A0 "9KOnab6"
laweHkoT.10.
2022 1.
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