OEAEPAABHAS CAYSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHWSI
(POC3APABHAA3OP)

PETUCTPALUMOHHOE YAOCTOBEPEHHUE

HA MEAULIMHCROE U3AENHUE
Ne ®CP 2011/12217

ot 19 uroisn 20227r0na

Ha meaununcKoe n3aenme

HaGop pearenrtoB " TecT-cucTeMa HMMYHO(pepMeHTHAs VIS ONIpeIeIeHHs HHAEKCa
- aBHAHOCTH HMMYHOI100y/IHHOB Kiaacca G k Bo30yauTeam nHGEeKInii rpynbl

TORCH" "U®A-antuTOPY-IgG-asuanocts'" no TY 9398-105-70423725-2021

- Hacrosimiee perucTpaniOHHOE yAOCTOBEPEHHE BBIIAHO
3akpeiToe aknuonepHoe oomecrso "IKO0aa6" (3A0 "IKOxnab"), Poccus,
- 142530, MockoBckas 06.1., I. JJIEKTPOrOPCK, yJI. Bynennoro, 1. 1

q IIpom3Boaurenn
| 3aKpbITO€E AKNHOHEPHOE 00IIECTBO "9K0aa6" (3A0 "IKOuab"), Pocens,
- 142530, MockoBckasi 061, T. DJ1eKTporopek, yi. Byaennoro, a. 1

Mecto IIPOX3BOACTBA MCAUIIUMHCKOTO M3ACIUS
CM.IPHJIOKCHHE

- Howmep peructpanuonnoro gocke Ne PI-50878/51701 ot 08.07.2022

- Knacc noTeHIUaIbHOr0 pUCKa IPUMEHEHHUS MEANIUHCKOTO U3zienus 20

- Koz O6mepoccuiickoro kiaccudukaTopa HpOAYKIHH IO BHaM S5KOHOMHYECKOH
nestenpHOCTH 21.20.23.110 2462

Hacrosiiiee perucTpaluoHHOe YAOCTOBEPEHHE HMEET IIPHIIOXKEHHE Ha 3 IMCTax

|l momymeHo K oOpalleHuIo Ha TeppuTopun Poce
PykoBoautens PenepanbHoit cayK0b

1o Haa30py B cepe 3ApaBoOOXpaAHEHHUS




OEAEPAABHASA CAYKBA I[1O HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

RPETHCTPALHUOHHOMY YAOCTOBEPEHHIO

HA MEAWLIMHCROE U3EJIUE
ot 19 uroas 2022 roaa Ne ©CP 2011/12217

Ha MenunuHCcKoe U3aeue

Ha6op pearentoB ""TecT-cHcTeMa HMMyHOepMeHTHasI /ISl ONIpele/ieHHs HHIEKCa
aBH/IHOCTH HMMYHOI106y/1HHOB Kiaacca G k Bo30yauTeasiM HHGEKIHi rpy sl
TORCH" "U®A-antuTOPY-IgG-aBuanocts" no TY 9398-105-70423725-2021:
CocraB Habopa:

Ha6op BeirTyckaeTcsi B 4eThIpex 0a30BbIX BapUaHTaX KOMILIEKTAIIMU ¥ B JIB
Moaudukanusx (o TemMneparypHoMy pexumy noctaHoBkr MDA 23°C (1) u 37°C (2)).

- Kommuext No 1 - "UDA-aatrTokco-1gG-aBuaHOCTS" - AJIs ONPEAEICHHs HHIEKCa
aBHIHOCTH BHAOCTIEHUPHIECKHX MMMYHOTT00y 1HHOB Kitacca G k Toxoplasma gondii.
Kommext Ne 2 - "MDA-antuK pacHyxa-1gG-aBUAHOCTS - [UIs OLIPECIICHUS HHEKCa
aBHUIHOCTH BHIOCTIENU(PUUECKUX HIMMYHOTTIOOYIHHOB Kiacca G K BUPYCY KpacHyXH.
Kommtext No 3 - "UDA-autul [IMB-1gG-aBuaHOCTS - A7 ONpeIeIEHUs HHAEKCA aBUHOCTH
BHJIOCTIEIM(PHUYECKUX HMMYHOTTO0YINHOB Ki1acca G K HIUTOMETAJIOBAPYCY.

Kommnext Ne 4 - "UDA-antuBIIT-142-1gG-aBuaHOCTE" - 1 ONpEEICHUs] HHIEKCa
aBHUIHOCTH BHIOCTIENU(PUUECKAX KIMMYHOTJIOOYIHHOB Kiacca G K BUpYCy repiieca npocToro
I u II Tumnos.

Kommuextsl Ne 1/1, 1/2 - nabop pearentoB « ADA-anTuTokco-1gG-aBHIHOCTEY
VIMMYHOCOPOEHT - TM3aTHBIM OUHIIEHHBIN HHAKTUBHPOBaHHbI aHTUreH Toxoplasma gondii,
cOpOMpOBaHHbIN Ha 96-TyHOYHOM Pa36OPHOM IOIMCTHPOIOBOM ILIAHIIETE AJIs
HMMYHOJIOTHYECKHX PEaKlHH ¢ INIOCKAM JHOM - | myiaHmer;

K+ - KOHTpOIIbHBIH TOJI0KHUTENbHBI 00pasen - 1 . (1,3 mi);

K+ya- KOHTPOJIBHBIN MOJIOKHUTEIBHBIN HH3K0aBUIHBIH obpasen 1 ¢ur. (1,3 mi);

K+nop- KOHTPOJIbHBIN 00pasern ypoBHs "cpe3a” - 1 ¢a. (1,3 mi);

K’ - KoHTpOJBHEIH OTpHLIaTeNbHBIN 06pa3en - 1 ¢ (1,3 M),

Konstorar - tutp 1:1000 ps xommiexta Ne 1/1, tatp 1:2000 pias kommiexra No 1/2 - 1 .
(13 mm);

JP - nucconuupyrommuii pactsop - 1 ¢ (10,0 mu);

PU - pactBop uHAMKATOPHEIH - 1 1. (13 Mi1);

[@CB-T(x25)] - 25-kpaTHblii KOHIIEHTpAT (ochaTHo-coeBoro OypepHoro pacreopa ¢
TBHHOM - 2 . (1o 40 mi);

PPO - pactBop utst pa3sezeHus 06pa3mos - | . (15 mi);

PITPO - pacTBOp /UIs IIPE/IBAPUTEIHHOTO pa3BeeHus 06pasuos - 1 ¢u. (15 mi);
Cron-pearesT - | ¢ (12,5 mn);

BcnomoraTenbHbli IUIAHIIET AJIS IPeIBapUTEIbHOTO Pa3BEICHUS HCCIIENY EMBIX

00pa3mos - | mT.

OaHOpa30Bble HAKOHEYHHUKH /IS aBTOMaTHYECKMX IUIETOK - 16 mT.

[MpuHaIeXHOCTH (KaXXIOTO KOMILIEKTA): S carrie

Bcnomorarensusie miactukoBsie ([IBX) emkocTu - 4 mts

Kreiixas nieHka s IUIaHIeTa - 4 mr. AN

Kaprouka MapKupOBKHU CTPHIIOB 110 MH(EKIHIM - | mp.

PykoBoautens @enepaibHol ciryK0Ob1 RO 2 A
10 Haj30py B cdepe 31paBOOXPaAHEHHS Lo /A.B. Camoiisioa

0104881 |l




OEAEPAABHAA CAYJKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHM S
(POC3APABHAA3OP)

RPETHCTPALIUOHHOMY Y/1OCTOBEPEHHIO
HA MEAWLIMHCROE U3AEJIME
ot 19 uoas 2022 ropa Ne ©CP 2011/12217

Jluer 2

Kommnextsl Ne 2/1, 2/2 - nabop pearentoB « 1 DA-anTuKpacryxa-lgG-aBuaHoCTE?
VIMMYHOCOpPOEHT - JIM3aTHBIN OYHINCHHbI HHAKTUBMPOBAHHBIA aHTUTEH BUPyCa KPaCHYXH,
copbupoBaHHBI HAa 96-TyHOUHOM pa30OPHOM MOJIHMCTHPOIOBOM ILTAHIIETe UL
UMMYHOJIOTHYECKHX PeaKkiuii C IIIOCKHM JTHOM - | niaHmeT;

K+ - KOHTPOIBHBIIN MOJIOKHUTENBHBIN 00pasen - 1 ¢ir. (1,3 min);

K-HA - KOHTPOJIBHEIN MOJIOXKHUTENBHEIN HU3KOABUAHBIHA obpasen 1 1. (1,3 mi);
K+0p - KOHTPOJIBHBIA 06pasen; ypoBHs "cpesa” - 1 ¢ur. (1,3 mi);

K - KOHTpONbHEIH OTpHIaTe bHbIH o6pasen - 1 ¢ (1,3 mi);

Kownsorat - turp 1:1000 mst kommaexra Ne 2/1, tutp 1:2000 ans kommiexra

Ne 2/2 - 1 . (13mm);

JIP - nucconmupyromuit pactop - 1 ¢ur. (10,0 mi);

PU - pactBOp HHAMKATOPHEIH - 1 . (13 mi);

[®CB-T(x25)] - 25-kpaTHslii KoHIIEHTpAT (pochaTHO-coneBoro GypepHOro pacTsopa ¢
TBHHOM - 2 . (o 40 mn);

PPO - pacTBop Juts pa3BeneHns 06pasios - 1 . (15 mi);

PITPO - pacTBOp /s IpEIBAPUTENBHOrO pa3BeicHUst 06pasnos - 1 ¢ (15 mi);
Crom-pearesT - 1 ¢u. (12,5 mi);

BenomorarensHbli IUIAHIIET I IPEIBAapUTEILHOTO Pa3sBEAEHUS HCCIIETYEMBIX
o6pasiios - | mr.

OnHOpa30Bble HAKOHEYHUKH Ui aBTOMATHYECKUX NHNETOK - 16 miT.
[MprHaAIeXKHOCTH (KaXA0r0 KOMIIEKTa):

Bcnomoratensable muactukossie (ITBX) emxocts - 4 mrt.

Krelikas ruieHKa Juis IUIaHIIeTa - 4 mT.

KapTrouka MapKapOBKH CTPHUIIOB [0 HHPEKIHAM - 1 mIT.

Kommnextsr Ne 3/1, 3/2 - na6op pearentoB «MUDA-antul [IMB-IgG-aBuanocTh)
WMMYyHOCOPOEHT - TM3aTHBIN OYHIICHHBIN HHAKTHBUPOBaHHBIM anTureH [IMB,
copbupoBaHHbIH Ha 96-TyHOUHOM pa3bOPHOM MOJMCTHPOIOBOM IIIAHIIETE VIS
HUMMYHOJIOTMYECKHX PeaKkIuii ¢ IIIOCKUM JHOM - | manmieT;

K+ - KOHTPONIBHBIN MOJIOKUTENBHBI 00pazen - 1 ¢ (1,3 mir);

K+Ha - KOHTPOJBHBIN MONOKUTENBHBIN HA3KOaBUAHBIN 06pasen 1 . (1,3 mi);
K+nop - KOHTpOIIBHBIN 00pasen ypoBHs "cpe3a” - 1 ¢a. (1.3 mu);

K - KOHTpOJIBbHBIN OTpULATeabHBIH oOpaser - 1 du. (1.3 Mi);

Kownntorar - Tutp 1:1000 aist kommnekra Ne 3/1, urp 1:2000 ms xommtekra Ne 3/2 - 1 ¢
(13 ma);

JIP - nucconumpyronmit pacteop - 1 ¢ur. (10,0 mu);

PU - pactBOp HHAMKATOPHBI - 1 ¢ (13 M),

[®CB-T(x25)] - 25-xparHblii KOHIIEHTpAT (hochaTHO-coeBOro 6yhepHOro pacTBopa ¢
TBHHOM - 2 (1. (mo 40 mi); e

PPO - pactBop 15t pa3sezienust 06pastos - 1 ¢ur. (15 M)

PITPO - pacTBOp 1 IPEABAPHTENHLHOTO pa3BeICHH O0P:

Cromn-pearenT - | du. (12,5 mn); g

PykoBoautens PeepaibHoii C1yK0b1
1o HaA30py B cepe 31paBOOXpPAHEHHS




OEAEPAABHASA CAYKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHWM
(POC3APABHAA3OP)

 MPUJIOKEHUE

RPETHCTPALHUOHHOMY YAOCTOBEPEHHIO

HA MEAULIMHCKOE U3AEJIUE
ot 19 uwasn 2022 roaa Ne ®CP 2011/12217

BcnoMorareibHbli IIaHLIET [Jisi IPeIBApUTEIbHONO Pa3BEAECHHS HCCIIENYEMbIX

o6pa3uos - 1 wrT.

OHOpa30Bble HAKOHEYHHUKHM 17151 ABTOMATHYECKHX MUNETOK - 16 1T,

[MprHaa1Ie)KHOCTH (KaXKIOro KOMILIEKTa):

BcrniomoratenbHsie miactukossie (ITBX) emkocTy - 4 1T.

Kreiikas mieHka qjis TUaHiera - 4 mr.

Kaprouka MapKHpOBKH CTPHIIOB 11O HH(peKknuaM - 1 mT.

Komrutextsi Ne 4/1, 4/2 - nabop pearento "UDA-antuBIII-1+2-1gG-aBuaHocTs"
MMMYHOCOPOEHT - OYHLIEHHBIE HHAKTUBHPOBaHHbIe aHTUreHbl BIIT-1+2, copbuposaHHsie

Ha 96-7TyHOUHOM Pa36OPHOM MOTMCTHPOIOBOM TUIAHIIETE I MMMYHOJIOTHYECKHX PEaKLHi ¢
TUTOCKHM JHOM - | miaHIueT;

K+ - KOHTpOJIBHBIH TIONOXKHUTENBbHBIH oOpasel - | ¢a. (1.3 ma);

K+1a- KOHTPOJIBbHBIN NONOKHTENbHBINA HA3K0aBHAHBIH obpasent 1 ¢a. (1.3 ma);

K+nop - KOHTpONIBbHBIH 06pazew; ypoBHs "cpesa” - 1 . (1.3 mi);

K- - KOHTpOJIbHBINM OTpHLATEbHBINM 00pazel - 1 dur. (1,3 mi);

Kouwsiorar - Tutp 1:1000 ans komruekra Ne 4/1, tarp 1:2000 ans komniexra

Ne 4/2 - 1 . (13 mn);

JIP - nucconuupyroui pacteop - | ¢a. (10,0 ma);

PH - pacTBOp MHAMKATOPHBIH - 1 1. (13 mi);

[OCB-T(x25)] - 25-kparHblii koHUEHTpaT hochaTHO-cosieBOro 6yhepHOro pacTBopa ¢ TBUHOM —
2 ¢n. (o 40 mn);

PPO - pacTBop s pa3seeHus 06pasuos - | ¢u. (15 ma);

PITPO - pacTBOp /1S IPEABAPUTEIILHOTO pa3BeieHHs o6pasuos - 1 ¢a. (15 mu):
Cron-peareHt - | ¢ut. (12,5 mi);

BcnoMoraTenbHbli IIAHIIET U1 PeJBAPUTENEHOIO Pa3BEACHHUS HCCIIeTyeMbIX

o6pa3uos- 1 mrT.

OnHOpa30Bble HAKOHEYHNKH JUIS aBBTOMATHYECKHX MUTIETOK - 16 .

[MpuHaaneKHOCTH (KKAOrO KOMILIEKTa):

BcenomoratensHbie miacturosbie ([IBX) emkocty - 4 WT.

Kreiikas ruieHka AJ1s IiaHLieTa - 4 1.

KapTrouka MapKMpOBKH CTPHIIOB M0 HH(EKLMAM - | LiT.

MecTto Npou3BOACTBA:

1. 3A0 "3KOna6", Poccus, 142530, Mockosckas 001.. T. 9nex1391;999;<, yi1. Bynensoro, 1. 1.
2.3A0 "3KOna6", Poccus. 142530, Mockosckag 061, T. 3@%«)1‘9;)6&?3@; bynenHoro, 1. la.
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PykoBoautens @enepaibHoH CIyxKObI
o Haa30py B cepe 3ApaBoOXpaHeHHs




