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2020 r.

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



Habop peareHtoB ana sbigsneHnn QHK Strept(»coccus a™alactiae meto tom TMLIP
c AetoKLMeln B pexxnmMe peasnbHOro BpemeHn (Streptococcus a’alactiae).
dacoBka S, cTpumbl

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



Hab6op peareHToB And BbisiBneHns AHK Streptococcus agalactiae metogom MLP
C AeTEKLMeN B pexxnme peanbHOro BpemeHun (Streptococcus agalactiae).
dacoBKa S, cTounsbl

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



Hab6op peareHToB agnd BbisiBneHna AHK Streptococcus agalactiae metogom MLUP
C eTeKuuei B pexnme peanbHOro spemeHmn (Streptococcus agalactiae).
dacoBKa S. cTpunbl

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



Hab6op peareHToB Ans BbisBneHns AHK Streptococcus agalactiae metogom MNLUP
C AeTEeKLVEN B peXXnme peanibHOro BpemeHun (Streptococcus agalactiae)
dacoBKa S, NPobUPKK

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



Habop peareHToB gnd BbigBneHns HK Streptococcus agalactiae metogom MLUP
C AeTeKlUmMel B pexumMme peanbHOro BpeMmeHn (Streptococcus agalactiae)
dacoBka S, npobupku

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



Hab6op peareHToB 4115 BbisiBreHnst AHK Streptococcus agalactiae metogom MLIP
C AeTEKLMEN B peXXMMe peanibHOro BpemeHu (Streptococcus agalactiae)
dacoBKa S, NpobupKmn

MHpopmaumua o mecTe MPoU3BOLCTBA HAHECEHA
TMnorpackum cnocob60M Ha BHELWHIO YNakKoOBKY U3aenns
KOpo6Ky. Koj mecTa npou3BOACTBa YKa3aH Ha 3TUKeTKe
(cMm. nocnefHw O UKUdpY B cepun)

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



Hab6op peareHTOB Ans BblsiBNeHus JHK Streptococcus agalactiae metogom MLP
C AeTEKLUMEN B peXXMMe peasibHOro BpemeHn (Streptococcus agalactiae).
dacoBka U

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



Hab6op peareHTOB 415 BbigBNeHNA JHK Streptococcus agalactiae metogom MLP
C leTEKLMEN B PeXXMMe peasibHOro BpeMeHu (Streptococcus agalactiae).
®PacoBka U

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

cf



Hab6op peareHToB Ans BbisiBneHna AHK Streptococcus agalactiae metogom MLP
C AeTEKLMEN B peXXnme peanibHOro BpemeHu (Streptococcus agalactiae).
dacoBka U

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
YiP



I[IpowmmTo, NPOHYMEPOBAHO H
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ASAIHKTEXHONOMNA MapkupoBka Habopa peareHToB
Streptococcus agalactiae

YTBEPXAOAIO
eHepanbHbI AUPEKTOP
Honorua TC»

C.A. CamapuH
2020 .

MAPKNUPOBKA MEAWUWMHCKOIO N3OENNA
ana oMATHOCTUKK IN VITRO

Habop peareHToB gnd BoiisneHnsa AHK Streptococcus agalactiae
meTogom MLLP ¢ geTekumein B pexxme peanbHOro BpeMeHu

(Streptococcus agalactiae)

2020 r.
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AN DHKTEXHONOMNA MapknpoBka Habopa peareHToB
Streptococcus agalactiae

MapKupoBKa n3genus

MapknpoBKa MeguLMHCKOro n3genns gns AUarHocTukuy in vitro «<Habop peareHToB gns BbiasneHna AHK
Streptococcus agalactiae metogom TMLIP ¢ peTekuueid B pexmme peanbHOro BpemeHu (Streptococcus
agalactiae)» cooTBeTCTBYET TPE6OBAHUAM:

- n.6.2 TOCT P 51088-2013 «MegununHckne m3genua And AUArHOCTUKM WMH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPO/bHbIE MaTepuasnbl, NUTaTeNbHble cpedbl. TpeboBaHUA K
U3ennam 1 NoaLepXXmBatoLLein JOKYMeHTaLnm»;

-TOCT P NCO 18113-2-2015 «MeanuuHcKne nsgennsa ana AnarHocTuKmM in vitro. MHgopmayms,
npefocTasnsemas u3rotosutesnem (MapkupoBska). YacTtb 2. PeareHTbl An15 AWArHOCTUKMK in vitro ans
NpogeccnoHansHOro NPUMEHEHNA;

- TOCT P WCO 15223-1-2014 «WN3penna wmepguunHckme. CUMBOSbI, MPUMeHsAeMble Mpu
MapKMpOBaHMM Ha MeAWUMHCKUX WM34enunsx, 3TUKeTKax M B COMPOBOAMTENbHON AOKyMmMeHTauuu. 4.1.
OCHOBHble TpeboBaHUA;

- Tpe6oBaHuaM n. 1.5 TY 21.20.23-112-46482062-2020.

MapKnpoBKa MegnLMHCKOro U3fenus ANa AUarHoCTUKK in vitro «Habop peareHToB 415 BbiSBIEHUA
OHK Streptococcus agalactiae metogom IMLP ¢ geTekumei B pexxnme peanbHOro spemeHun (Streptococcus
agalactiae)» BbINO/IHEHA MeYaTHbLIM CMOCOO0OM W BK/tOYAET:

- WH(pOpMauuo HEeNnocpeacTBEHHO Ha KOpPOOKe, HaHeCeHHy Tunorpackum Ccrnocobom,
cofepxalyyo:

e foroTum,

e aApec W3roTOBWUTENS W €ro KOHTaKTHble [aHHble (CM. pa3BepTKy MakeTa KOpob6KM,

nmetr C A noA );
- 3TUKETKY Ha KOpPObKY Habopa peareHTOB, COAepXKaLLlyto MHpopMaLnto
(obpa3subl cMm. AUCT ):

- HauMeHOBaHWe N3rOTOBUTENSA, UV TOBaPHbIA 3HaK M3rOTOBUTENS, NN NOTOTHK;

- afipec n3roToBuTeNs;

- NOJIHOE U COKpaLleHHOe HaMMeHOBaHne Habopa,

- BapuaHT UCNONHEHUS U (haCOBKM;

- KaTanoXHblii HOMep;

- KOMNYECTBO OMpeeneHunii;

- cocTaB m3genus;

- HOMep cepumn Habopa;

- [aTy n3rotossieHUs Habopa,

- CPOK rogHocTu Habopa,;

- yCNOBUSA XpaHeHMs Habopa,;

- yKasaHWe Ha Hann4yme X0N040BOM YacTu (Mpy Hanuymm);

- CUMBOJT «He cTepunbLHO»;

- cumBOn «O6paTUTECh K MHCTPYKLUUN MO NPUMEHEHWNIO»;

- cumBon «OfHOPa3oBOe NCMONb30BaHNEY;

- Haanucb «TONBKO ANS AMAarHOCTUKK in vitro» nnu cumson FVD;

- Hagnuch «lMpefHazHayeHo a5 NPoecCMoHanbHOro NPUMeHeHNN»;

- HOMEpP TEXHUYECKNX YCNOBUN;

- HOMep 1 faTy PerncTpaumoHHOro yA40CTOBEPEHUS.

- 9TUKETKY Ha KaHLWblil KOMMOHEHT, BXOAAWMIA B cocTaB Habopa peareHTOB, COAEpXKallyto

cneaywoLwyto nHpopmaymo (obpasybl cM. nuct A A ):

- HavMeHOBaHMe N3roTOBUTENS, NN TOBAPHbIA 3HaK N3FOTOBUTENS, UK NOTOTUM;

- HanMeHOBaHWe KOMMOHEHTA,



IOHK TEXHONOI N4 MapkupoBKka Habopa peareHToB
Streptococcus agalactiae

06bEM/KONNYECTBO KOMMOHEHTE;

HOMep cepuu;

CPOK rogHOCTH;

YCNOBUS XPaHEHWS;

CUMBON «He fonyckaeTcs BO34eACTBME COMIHEYHOrO cBeTa» (Npy Heo6XoaMMocCTH);
Hagnucek «TOMbKO ANA AMarHOCTUKY in Vitro» unm cumeon «IVD».

MpumeyaHnsa:

1 Pa3vep BHYTpeHHell YNakoBKW He [OCTAaTOYeH AN pa3MeLLeHnst YKa3aHHOro cofepXkaHus MHopMauum Ha
3TMKETKax KOMMOHEHTOB, B CBA3M C YeM, HAANWUCb UM CMMBON «MeANLMHCKOE N3aenne ANs AnarHoCTUKK in
Vitro» Ha HEKOTOPbIX KOMMOHEHTaX OMyLLEHbI.

2. Tpeb6oBaHue 006 YyKa3aHWM «COKPALLEHHOr0 HaMMEeHOBaHWS W34eNUs» pacrnpoCTpaHseTcsa TOMbKO Ha
crneynpryHble KOMMNOHEHTbI AN1S1 AaHHOTO Habopa peareHToB: CMeCU A1 aMNAMGUKaLMIA 1 NONOXKUTENbHbIN
KOHTPO/IbHbIN 06pasel,

3. Tpeb6oBaHve 06 yKazaHUM 3HaKa TOKCUYHOCTU, arpecCMBHOCTM WM APYrol OMacHOCTU He MPUMEHMMO, TaK
KaK Habop He COZEPXUT BELLECTB B OMACHbIX KOHLIEHTPaLMAX.

4.  Hagnucu npyv MapkMpoBKe U3AeNns Y4aCTUYHO 3aMEHeHbl CYMBOSIAMU, COOTBETCTBYHOLMMU TPeOGOBaHMSM
FOCT P NCO 15223-1-2014.

5 [u3aiiH 1 cnocob MapKMPOBKWN MOTYT ObITb U3MEHEHbI MPOM3BOAWTENEM B OAHOCTOPOHHEM MOPsiAKe MpU
ycnoBum cobnrogeHns TpedosaHuii n. 6.2 FTOCT P 51088 n TOCT P ICO 15223-1.

CVIMBO/bI, UCMOMb3YEMble NPU MAPKUPOBKe Habopa

livd]| MeauumHCKoe nsgenve
[N ANarHoCTUKM in vitro

TemnepaTypHblii

Jata n3rotosneHus

O6patuTeCh K UHCTPYKLWK MO

AvanasoH MPUMEHEHNIO
V KonuuecTtso TecToB RE- KatanoxHbiii Homep
ofeH fo W Afipec n3rotosuTens
He gonyckaeTcs BO3aeicTBue
1p” Cepusa Habopa
P P COJTHEYHOrO CBeTa
He cTepunbHO ® OfHOpa30oBOe MCro/bL30BaHNe
3TUKETKY Ha TPaHCMOPTHYH Tapy, cofepxawlyt uHpopmauuto (06pasuybl cwm.
nnct

TOprosoe (Npu HalNMYMKn) 1 NOSHOe HaMMeHOBaHWe Habopa;
HauMeHOBaHWe 1 afpec N3roToBuTeNS;

BapUaHT UCMOJIHEHWS;

CPOK rofiHoCTK Habopa (rod, MecsL BKIHOUYNTENLHO);

[aTy U3roTosneHus (rog, Mecau);

Tpeb0oBaHMA K YCNOBUAM XpaHeHUs 1 TpaHcnopTupoBaHua Habopa (npy Heo6XoAMMOCTH -
ocobble ycnoBus obpalleHus ¢ Habopom);

HOMep cepuu;

KO/IM4ecTBO HabOpOB B TPAHCMOPTHOM Tape;

macca HeTTO 1 macca 6pyTTO Ha TPAHCMOPTHOWM Tape;

macca HeTTO NOTPeOUTEeNbCKOWN YNaKOBKH;

Haanucb «TOMbKO A8 ANAarHOCTMKK W Vitro» nnam cumeon «IVD».

MpumedaHue -Hagnucy Ha TpaHCNOPTHOW Tape, CofepXXallye faHHble 0 YMC/e U3AEeNNIA, JaTe U3roTOBNEHUA Y
CPOKe rofHOCTW, HOMEepa Cepun AOMYCKAaeTCsl BbIMOMHATL OT PYKW mMam ¢ nomouwpio Knuwe (FOCT P 51088,

AnAnm/uvT R 2 N

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



N OHKTEXHONOT A

MapknpoBKka Habopa peareHToB

Streptococcus agalactiae

Habop peareHToB Ans BbiaeneHna AHK Streptococcus agalactiae
metogom MLP ¢ geTekunen B pexxume peanbHOro BPEMEHMK
(Streptococcus agalactiae)

dacoska S, cTpunsl

ATMKeTKa Ha KOPOOKy

AT ANKTEXHONOTA Ha6op pearentos ans Boisenenns AHK
n StreploMcctis agatadiae metogom NP
C AleTeKumeli B pexmMe peasibHoro BpeMeHi

IVD Real-time
REF R1-P012-S3/4

Streptococcus agalactiae

LOT FO0307S-2M

Cocras:

H 2020-07-03

2021-07-03
S

CMecb Ans amnaudukayum
mMnevaTaHHas napadguHom
PaciBupTag-nonumepaau

MuHepansHoe macno

BCTpUMNoe
npe npo6mpok no 20 MK
1 npo6upka 500 mMKn
lnpo6m~r 10wmn

MonoxuTensHmit
KOHTPO/bHbIIi 06pasel 1npo6upka  130MK/
. J T Kpblwku Ans ctpunoe owT

CBA

dacoBka $, cTpunbl

MWW

PYMBP3H

TY 21 20.23-119-46482062-2020
MpejHa3sHayeHo 415 NPOdECCMOHANBLHOTO MPUMEHEHNS!

WHdopmaLms o nponsBoanTene N MecTe
NpPou3BOACTBA HaHeCeHa TUMOrPafCKUM Crnoco6om
Ha BHELUHIOK YMaKOBKY U3AeNns - KOPobKy.

~ BM-TECHIMIOBY

Koa npoussogutens ykasaH

Ha aTMkBTKe/Code of
manufacturer is shown on the label
(CM. nocnepHioto 6ykBy a cepumn)/
see the last letter In the lot:

P. OO0 «HIMO AHK-TexHonorHsa»,
Poccus, 142281, MockoBckas 061.,
r. MpoTBuHO, yn. XXenesHoaopoxHas, 4.20

«DNA-Technology Research &
Production», U.C, Russia, 142281,
Moscow region, Protvino,
Zheleznodorozhnaya street, 20

M. OO0 «HK-TexHonorusa TC»,
Poccus, 117246, r. Mocksa,
HayuHblii npoe3pg, 4.20, cTp.4

«DNA-Tschnology Research &
Production», LLC, Russia, 142281,
Moscow

Made In Russia

N AHK-TaHonona

KoA MaeTa Npou3BoOACTBa ykasaH Ha
aTuKeTKe
(cMm. nocnegHoo uncpy B cepun):

1. OO0 «HIMO AHK-TexHONOrms».
Poccus, 142281, MockoBsckas 0611.,
r. MpoTBuHO, yn. XenesHogopoxHas, 4.20

2. 000 «HK-TexHonorua TC»,
Poccus, 117246, r. Mocksa,
HayuHblii npoe3g, A.20, cTp.4

Tep./dpakc: +7 (495) 640 17 71
mall~*na-technology.ru

Cnyx6a KNMeHTCKOWN NoaaepxkKu:
8(800) 200 75 15

(ana Poccuun, 3BOHOK 6ecnnaTHblit)
*7 (495) 640-16-93 (gns cTpaH CHI
1 3apy6exbs, 3BOHOK MAaTHbI)

hotline@dna-technology,ru
www.dna-technology.ru

CpenaHo B Poccumn

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

ATMKeTKa Ha MOANITUNEHOBbIN NakeT (rpunnep)

CMmecb fna amnanukaymu,
3aneyaTtaHHas napapuHoM.
6 CTpunos no 8 Npobupok no 20 MKN

n
Streptococcus agalactiae
CmMecb ANna amnandgukaumm,
3aneyaraHHasi napaguHom
6 cTpmnos no 8 NPo6Mpok rno 20 Mk
Real-time dacoBka S, cTpunbl
LOT ro307s

o 4 E

2021-07-03

Ycnosua xpaHeHua: ot 2°C go 8°C
ATMKeTKa Ha NpobupKy
PacTteop Taqg-nonnmepassbl

500 mkn
PactBop Teq-nonumepasbl
!
soowen - YAPLIOOL

Ycnosua xpaHeHus: ot 2°C go 8*C
OTUKeTKa Ha Npobupky
MwuHepansHoe Macso

1,0 mn

MuHepanbHoe macno

I"F24
201

Ycnosua xpaHeHua: ot 2°C fo 8°C
JTMKeTKa Ha NpobupKy
MONOXUTENbHbIN KOHTPO/bHbIV 06paseL
130 mkn

Str«%iococcui t?.altci it
d . n

130 mkn 2021-07

Ycnosua xpaHeHus: ot 2°C fo



*AIHKTEXHONOTUSA MapKknpoBKa Habopa peareHToB
Streptococcus agalactiae

Habop peareHToB ana BbispneHns AHK Streptococcus agalactiae
meTogom MLLP c geTekuumein B peXxxnme peaibHOro BpeMeHHU
(Streptococcus agalactiae)
dacoska S, npobupku

STUKeTKa Ha KOPO6KY OTUKeTKa Ha NONNATUNEHOBbLIN NakeT (rpunnep)
Cmecb gns amnangukaynm,
3aneyaTtaHHasa napaguHomMm.

AHKTEXHONOMNA  Hasop pearentos ans Boisenerms AHK 48 npobmpok no 20 MKn

StrefMococcus agalactiae meTogoii MLP
¢ AeTeKMUEN B pexume peasibHOro BpeMeHu

IVD Real-time
REF R1-P012-23/4

LOT F0e07S.2M Streptococcus agalactiae

d 2020-07-0B Cocrtas: .
Cmecb Ansa annanrHammm. Stl‘eptOCOCCUS ag alaCtlae
MneuliTaHHas napauHom 48 Npo6VpokK No 20 MK
2021-07-06 PacTBop Tag-nonunepasm 1 npo6upka 500 mMKn

MuHepanbHoe macno 1 npo6upka 1,0 M0 Ccmechb ons aMHﬂMdJVIKaLI,VIVI
MonoxutenbHblii ’

KOHTPONbHBIA 0Gpasel 1 npodupka 130 mkn 3anevaraHHas napaguHoM

48 npobupok no 20 Mk

dacoBka S, Nnpobupkun

Real-time dacoBka S, npobupkun
LOT F0607S IVD
PYMBP3H oT r
TY 21 20 23-11&-48482062-2020 2021-07-06 J9S

MpeAHasHaYeHo ANA NPOGECCMOHANBHOIO NPUMEHEHUS

Ycnosua xpaHeHus: ot 2°C go 8¥C
STMKeTKa Ha NpobupKy
Pacteop Tag-nonmmepassl
500 mkn

WHopmMaums o NpousBoanTene U Mecte
MPOM3BOACTBA HAHECEHA TMMOrpaCKUM CNoco6om
Ha BHELLHIOO YNaKOBKY U3/eNNs - KOPOOKY.

PactBop Tag-nonunmepassbl

F24

v ZPUOAL Y

) AN -
T~im-TECHMOLO6Y NHK-TEXHONOTH . .
Ycnosusa xpaHeHus: ot 2°C po 8°C

Koz npoussoauTens ykasaH Ko mMecTa NpoM3BOACTBa ykasaH Ha

w e/l Haatukeyfp/Code of 3TUKETKE ITUKETKa Ha ﬂpO6V|pKy

mangfacturer i win on the label (cM. nocnefHio0 LMdpy B cepun):

(cm. '&“e Hiolo dYkBy B cepun)/ 1. 000 «HIMO AHK-TexHonorus», Mn HepabHOE Macno

see Ejllm; the lot: Poccust, 142281, MockoBckas 0611., 1,0 mn

P.O chnd nHK-Texvonoruii», r. MpoTBuHO, yn. XXenesHogopoxHas, A4.20

Poccus, 142281, MockoBckas 0671., 2. 000 «[IHK-TexHonorusi TC», MUHepansHoe Macio

r. MpoTBuHO, yn. XenesHoaopoxHas, A.20 poccmy}l7246v r. Mockea, AF24

«DNA-Technoiogy Research & HayuHbiii npoesa, A.20, cTp.4 2025 1000

Production», LLC, Russia, 142281, "

Ten./hakc: *7 (495) 640 17 71

Moscow region, Protvino, mall@dna-technology.ru

Zheleznodorozhnaya street, 20

Cnyx6a KNMeHTCKOM NoaaepXKu: Ycnosus XPaHeEHNA: OT 2°C no 8nC
M. OO0 «[HK-TexHonorusa TC», 8(800) 200 75 15
Poccus, 117246, r. MockBa, (ans Poccum, 3BOHOK 6ecnsiaTHbI i) 3TV| KETKa Ha I'Ip06I/|pKy
HayuHbiid npoesa, A.20, cTp-4 +7(495) $40-16-93 (ana cTpan CHI MONOXNTENbHBIV KOHTPOMbHbIN 06pase
«DNA-Technology Research & 1 3apy6exbs, 3BOHOK NAaTHbI) p p L"
Production», LLC, Russia, 142281, hotline@dna-technology.ru 130 mkn
Moscow www.dna-technology.ru
Made in Russia CpenaHo B Poccuun

8tr*ptococeu« aas>«cllB«
AU v
P20 \V4]

Ycnosua xpaHeHus: ot 2°C go

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



N QHK-TEXHONOI 14

MapknpoBka Habopa peareHToB
Streptococcus agalactiae

Hab6op peareHToB g5 BbigBneHna AHK Streptococcus agalactiae
mMeTogoM MLLP ¢ feTekumneli B pexxvMe peanbHOro BpEMeHU

dacoBka U

(Streptococcus agalactiae)

Yactb 113 2 (ycnoBusa XpaHeHus oT 2 ®C go 8 °C)

JTMKeTKa Ha KOPOOKY

STMKeTKa Ha NpobupKy
Cwmecb Ang amnaundgukaynm
600 mKn
n» * L
dlisptzereenacplaebia 42
N

APl

Ha6op pearekroe Ans BbisBneHuns JHK

7 IVKTEXHDTONVA

Real-time
R1-P012-UA/9

Streptococcus agalactiae metogom MLP
C fleTekaneil e pexnme peanbHoOro apememun

Streptococcus agalactiae

Ycnoeua xpaHeHus ot 28C go 8°C
JTMKeTKa Ha NpobupKy

LOT P0307U-2M MLP-6ydep
2020-07-03 Cocras: 600 mkn
Cmechk Ans amnnudukagun 1 npo6upka BOOMKN
2021-07-03 nupP-6ydep 1 npo6upka 600 Mkn
MonoxutenbHbIi . NupP-6ycep
KOHTPO/bHbIN 06pasel, 1 npo6upka 130 mMkn |
) KOMMOHEHTbI ANA XpaHeHNs OT MUHyc 18 °C mm_ . r
D a A ® [0 MUHYC 22 ‘C ynakoBaHbl OTAe/IbHO mynakoBka

"Monumapasa TaxHoTao MAX (1x30)"

Monumepasa

TexHoTaq MAX (1x30) 1y 21 20 23-1+t"t4e20e2-2020
FO7-K ﬁm-am

KoMnoHeHTbI 41581 XpaHeHus oT -I1S’ C go -22”’CynakoBaHbl OTAe/bHO!

Ycnosua xpaHeHus ot 2°C go 8°C
OTUKeTKa Ha Npo6upky
MOoNOXNTENbHbIA KOHTPO/bHbIV 06paseL
130 mkn
Mgk IEl, .
bion
y3Mo3Be- M

UnaeHA

Ycnosua xpaHeHus ot 2°C go 8°C

NHdopmMaLus o npon3BogmTene u MecTe
MpPoM3BOACTBA HaHeCEHa TUMOrpadCKMM CrNoco6oMm
Ha BHELLUHIOK YNaKOBKY U3[eNns - KOPOOGKY.

ATMKeTKa Ha MNONNITUNEHOBbLI NakeT (rpunnep)
KoMnoHeHTbl Habopa peareHToB

n DHATECHIIOLOGY

Ny B Kop npoussBoauTtensa ykasaH

Ha aTukeTke/Code of
manufacturer Is shown on the label
(cm. nocnepHioto GykBy B cepun)/
see the last letter In the lot;

P. OO0 «HIMO AHK-TexHonorus»,
Poccus, 142281, MockoBckasi 0671,
r. MpoTBuUHO, yn. XenesHoaopoxHas, A.20

<DNA-Tachnology Research &
Productions, LLC, Russia, 142281,
Moscow rsglon, Protvino,
Zheleznodorozhnaya street, 20

M. OO0 «[JHK-TexHosnorua TCs,
Poccus, 117246, r. MockBa,
HayuHbIiA npoe3pg, A4.20, cTp.4

«DNA-Technology Research &
Productions, LLC, Russia, 142281,
Moscow

Made In Russia

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

Cwmecb AN amnangpukaunm lnpobupka
MUuP-6ydep lnpobupka
[MoNOXNTeNbHbIR KOHTPONbHBLIN 06pasel, lnpobupka
J1
JAHK-TEXHONOTI NA g dacoska U

Koa mecTa npou3BOACTBA ykasaH Ha KoMnoHeHTbI Habopa peareHToB

ATUKETKe

(em. nocneaHiolo uudppy B cepum); Streptococcus agalactiae

1. OO0 «HMNO fIHK-TexHonornfls,

Poccusa. 142281, MockoBckasa obn.,

r. MpoTtBuHO, yn. XXenesHogopoxHas, 4.20 Cwmecb Ansa amnandmkayum 1 npo6upka

MNLP-6ycep 1 npo6upka

2. 000 «[HK-TexHonorus TCs,
Poccusa, 117246, r. MockBa,
HayuHblii npoesg, 4.20, cTp.4

Tep./cpakc; *7 (495) 640 17 71
mail@dna-technology.ru

MONOXKTENbMbIN KOHTPO/LHBIV 06pasel 1 npo6upka

Cnyx6a KIMeHTCKOWN NoAaepx Ku:
8(800)200 7515 IVD
(ans Poccuun, 3BOHOK 6ecnnaTtHbliA)

*7 (495) 640-16-93 (st cTpaH CHI LOT|FO307U
1 3apy6exbs, 3BOHOK NaTHbIN)
holiine@dna-technology.ru 22021-07-03

www.dna-technology.ru

CpenaHo B Poccumn

Ycnosua xpaHeHua: ot 2°C go 8°C



A IHK TEXHONOTNA

MapknpoBka Habopa peareHToOB
Streptococcus agalactiae

Habop peareHToB ans BoigsBneHnsa AHK Streptococcus agalactiae
metogom MLLP ¢ geTekumnein B pexxvume peasibHOr0 BpeEMEHM
(Streptococcus agalactiae)

dacoBka U

YacTb 2 13 2 (ycnoBusa XpaHeHUsa oT MnHyc 18 °C o muHyc 22 ®C)

JTMKeTKa Ha KOPOOKY

ANAHK-TEXHO/I0MIA
[lotl FO7-K ~-18 "Cy

011001 22°C

Monumepasa TexHoTaq MAX (1x30)

Ycnosua XpaHeHus
oT MuHyc 18°C go MuHyc 22*°C

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

3TNKeTKa Ha NpobupKy
Monnmepasa TexHoTag MAX
30 mMKn

Monum#pssaT«xHoTaa MAX

30mMkn W 3 poT-k
y 20211041

Ycnosus xpaHeHus
oT MuHYyC 18°C fo muHyc 22°C



Norotun
Tun getekynu
Cumon «IVD»

KaTanoyHbl
HOMep

| _____ N

Cepus Habopa

[aTta
N3roTOBNEHUA

Cpok rogHocTu

Konunyectso
onpegeneHuni

YcnoBus
XpaHeHus

Cumson
«Cofepxnt
WHCTPYKLMIO NO
NMPUMEHEHUIO»

dacoBKa

MaKeT 3TUKeTKM Ha Habop, pacoBka S (npumep)

NOWK-TEXHONOTUA Habop peareHToB A4 BbisgneHnsa JHK

1
IVD Real-time

REF R1-P012-S3/4
LOT F0307S-~An

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

MonHoe HanmeHoBaHMe Habopa

Slreplocoa”iis agalactiae meTogom

C AeTeKLyel B peXXMMe peanbHOro BPeMeHM Cokpall,eHHOe HanmeHoBaHue

Habopa

Kopa npovssoguTens un

Streptococcus agalactiae
KOA4 MecCTa npon3sBoacTBa



MakeT 3TUKeTKMN Ha Habop, dpacoBka U

Jlorotunn

Cumeon «IVD» 'NINK-LUHON0MAA

KomnoHeHTbI JIM KpaHy T 8 0T -1B°C

HanmeHo BaHMe 1 cepus

Habop paareHToa ana abliganaHusa LW K
Straptococcua agalactia# metogom MLP
C feTeKumneil a pexume peasibHOro BpeMeHu

Streptococcus agalactiae

CocTtaa;

Cwmecb ana amnnudukaumm 1 npobupka 600MKN
MnuP-6ygep 1 npo6upka 600 Mkn
MonoxutanbHMiA
KOHTPO/IbHLIV 06paseLl] 1 npc™mpka 130 Mkn
KOMMNOHEHTLI ANg XxpaHeHnsa oT MyHycC 18

40 MUHYC 22 X ynakoaaHbl OTAEe/IbHO - ynakoBKa
Monumepasa TexHoTay MAX (1x30)"

I Ty 1 20 23~1a4B4B20B2-2020 "
Mp»Ana|MbYbI>0 4 T NpoesccuoHblbl toro npwifif tiiiH

ynaKoBaHbl OTAE/bHO 1~

CMMBON He CTepuUbHO

KOMMOHEHTa XOﬂOAOBOVI yactu

K . Real-til
aTaNIoXHbIN R1-PO12-UA/9
HOMep
FO307U@ ~
C 6
epUA Habopa 2020-07-03
Aata 2021-07-03
N3roToOB/EHUS
Cpok rogHocTtn
KO”MLIECTBO oaka U
onpegeneHuni u VW Monumepaaa
CumBon A
«Cofepxnt
WHCTPYKLMIO MO
NPUMEHEHUIO»
dacoBKa

Twn getekynm
lMonHoe HanmeHoBaHMe Habopa

CokpalleHHOe HauMeHoBaHMe Habopa

Kog nponssoauTtens u
KO MecTa npou3BOACTBa

CocTaB Habopa

Ycnosusa xpaHeHus

Cumson «OfHoOpa3oBoe
NCNOJIb30BaHME»

Homep peructpaLuoHHOro
Y0CTOBEPEHNS

Homep TeXHWYECKMX YCNOBWiA

Hapnuce «lMpefHasHayvyeHo AN
npoMeccMoHanbHOro NPUMEHEHUA»

MaKeT 3TUKETKM Ha X0/1040BYH 4YacCTb

Jlorotunn

Cepusa KOMMOHeHTa XOJ'IO,CLOBOVI yactu

Cpok rogHocTn

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

'""OWK-TOHONOrna
A"EOT7-K
A2021-10-01  227C

Monumepasa TexHoTaq MAX (1x30)"

Ycnosusa xpaHeHus

HanmeHoOBaHMe KOMMOHEHTA
X0/10[10BOIi YacTy



21 BVK-TEXHONOT S

Koguecn apoMiofeT™ yusw Haamwerice
Jw noenearooto LiHGhv m cepymn):
( IW 4«0 gHK-TEXULLMIMK
<HVCOML. 142281. Mlooxoen@n 06s1.
L flioiaieie. ysa. XXemmcaopoxHas ii20

2|DO «PKC-Trmosimmst TG,
W ine. 117246. r. XtodW\.
HayuHbii spoazA 00O, crp.4

Ko mecTa npomnsBoacTBa
(HagnNucb Ha KOpPOOKe)

"DNA-TECHNOLOGY

Tenhaxc «7 (495) 64017 71
TeB e I oLyl

Cy/dmimanapa Bogypvar
8(100)200 7515

(oo Pecom. 3aoum 6ecmansilit)
*1 (495)640-16" (oppanpaH CH
1 3apy6cokbLL, 320UM MBTMbIIA)
hottw edna-tetiwologyiu

HATMM -1ac/Tnblogyn

Cpaeaavio a Pocam

,D,M K-TEXWOJIOMHA Hab6op peareHToB 15 BbisiBNerus AHK

Streptococcus agatactiae metogom MN1”
C JeTekumel B pexume peasnbHOro BpeMeHu

Streptococcus agalactiae

Cocras:

Cmecb ans annand mauum Berpunoa

3anevyaraHHas napadMHOM no 6 npo6upok no 20 mun
PacTsop Tau-nonvmepassl 1npo6upka 500 mkn

IVD Real-time
REF R1-P012-S3/4
LOT
2020-07-03
Koa mecTa npousBoacTBa
(ko4 Ha 3aTuKeTKe) 2021-07-03
\Y, .

3A

$1roBB8 S, cTpmnbl

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

MuHepensbitoe macno 1npo6bupka 1,0 mn
MonoTtnersbublii
KOHTPO/bHbIV 06paseL, 1npobupka  130MK/
Kpbiwkn gnsa ctpunoa BWIT

PYM3P3H or |

TY 21 20 23-1 MM 6482082 2020
MNpegHasHaueHo A5 NPoeccuoHanbHOro

Made in Russia

Kog tipoNSMAiremi ykazam I/B3mvkene/Cmla ut manufacturer Is shown
onthe label (M. nocneaHtoro Gykay a cepkal

[ F~0O4fflDAHK-Teiaoiionnb.
'Tam , 142281. MockoBckM 067, T. MNpotenHa pi7248,r Mockaa.
4 Kya, XXenesmogopoulaa. 4,20
mONA-Technotogy Reaeardi 6 Pro6uctioib, LiC,

Russia, 142281, Moscow legioa Protvina
Zheleznodoroztmaya street 20

' *HayuHbli npoesg 4. 20, cp. 4

«4)NA-Technolooy TS» HC,
Russia. 117246. Moscow,
Nauchnyi proesd, 20, bid. 4

Kog npoussoautens
(Hagnncb Ha KOpobKe)

Koa npounssogutens
(ko4 Ha aTUKeTKe)

last tetter In the lot):
IARUXN) «IHK Texvonort TC>

/o



AaM 4 X1 3 ‘FJ

A N IHK-TEXHONIOT A 000 «AHK-TexHonorma TC»

Habop peareHTOB Ans BbigBieHna JHK Streptococcus agalactiae
meTogom MLLP ¢ geTekymeli B pexxnme peasibHOro BpeMeHM
(Streptococcus agalactiae)

------ 1 dacoBkKa S, Streptococcus agalactiae

cTpuUnbl

YCnoBusa TpaHCMOPTUPOBAHUS
B TepMOKOHTeliHepax ¢ X/1af03/leMeHTamu

( 25%“C

2-c 4

Ycnosua XpaHeHnsa

He 6osiee 5 cyToK
KonnyectBo HabopoB:
L.

2°C yg

Macca HeTTO NOTPebUTENbCKOM YNaKOBKU;
Macca HeTTO:
Macca 6pyTTO:

Kop mecTa npou3BofCcTBa yKa3aH Ha 3TUKeTKe (CM. MocieAHIO LUdpy B cepun):
1.000 «HMNO AHK-TexHonorua», Poccua

142281, MockoBckas 06n., r. MMpoTBKHO, yn. XXenesHogopoxHas, g4. 20

2.000 «AHK-TexHonorua TC», Poccus

117246, MockBa, HayuHbili npoesg, 4. 20, cTp. 4.

E-mail: mail@dna-technology.ru

Mo Bonpocam, KacalolMca KayecTBa Habopa peareHToB, cfedyeT o6pawyaThes

no agpecy: OO0 «AHK-TexHonoruna», 117587, MockBa, Bapwasckoe wocce, 4.125%, K.6,
atax 5, kom. 14, ten./pakc +7 (495) 640-17-71. www.dna-technologv.ru

OBPASEL! MAKET!

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

, * OHK-TEXHONIOIHA 000 «[IHK-TexHonoruss TC»

Habop peareHToB ang BbisBneHnsa AHK Streptococcus agalactiae
meTogom MUP ¢ geTekumnen B pexxnme peasibHOro BpeMeHU
(Streptococcus agalactiae)

IVD :
I dacoBka S, Streptococcus agalactiae
npoéupku
YcnoBusa TpaHCNoOpTUPOBaHUSA
= B TepmMOKOHTeliHepax ¢ xn1af03/1eMeHTamMun

n 25 »C

2°C 4
He 6osiee 5 cyTOK
KonunuectBo Habopos.:
.

YcnoBusa XxpaHeHuA

2°C »

Macca HeTTO NOTPebUTENbCKOM YNAaKOBKMU:
Macca HeTTO:
Macca 6pyTTO:

Kop mecTa npon3BoACTBa YKa3aH Ha aTUKeTKe (CM. NocnegHI00 Ludpy B cepumn):
1.000 «HIMO OAHK-TexHonorna», Poccua

142281, MockoBckasa 06n., r. MpoTBMHO, yn. XXenesHogopoxHas, 4. 20

2.000 «AHK-TexHonorua TC», Poccusa

117246, MockBa, HayuHblii npoe3g, 4. 20, cTp. 4.

E-mail: mail@ dna-technologv.ru

Mo Bonpocam, KacalolWuMcsa KayecTBa Ha6opa peareHToB, cneayeT o6pawiaTbecs

no agpecy: OO0 «AHK-TexHonorusa», 117587, MockBa, Bapwasckoe wocce, 4.125x, K.6,
aTax 5, koM. 14, Ten./pakc +7 (495) 640-17-71, www.dna-technologv.ru

OBPASEL! MAKET!



ttp j-

AAA.D.H K-TEXHOJIOTHS 000 «,ﬂ,HK—TeXHOﬂOFVIFI TC»

Habop peareHToB 414 BbiaBneHns JHK Streptococcus agalactiae
meTogoM IMLLP c geTekymeln B pexxrmMme peasibHOro BPeMeEHN
(Streptococcus agalactiae)

' Streptococcus agalactiae
1VDI1 dacoBka U P g
H Ycnosus TpaHCNopTUpPOBaHUA
B TepMOKOHTeHepax ¢ Xx1af03/leMeHTaMun
7] 25 »C
2 “C
He 601ee 5 cyToK
Konnyectso HaGODOB: YcnoBusa xpaHeHus
LT.
2°C ~

BHumaHue! MNMonnmepasa TexHoTag MAX ynakoBaHa 0TAe/IbHO

Macca HeTTO NOTPebUTE/IbCKON YNaKOBKMN:
Macca HeTTO:
Macca 6pyTTO:

Kop mecTa Npou3BoACTBa YKa3aH Ha 3TUKeTKe (CM. NOCNefHIO0 undpy B cepun):
1.000 <dinO AHK-TexHonorus», Poccus

142281, MockoBckasa 06n., r. MpoTBUHO, yn. XXenesHofopoxHas, 4. 20

2.000 «AHK-TexHonorna TC», Poccua

117246, MockBa, HayuHblin npoesg, 4. 20, cTp. 4.

E-mail: mail@ dna-technologv.ru

Mo Bonpocam, Kacal W MmMcsa KavyecTBa Habopa peareHToB, caeayeT obpawaTbcs
no agpecy: OO0 «AHK-TexHonorua», 117587, MockBsa, Bapwasckoe wocce, 4.125x, K.6,
atax 5, kom. 14, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru

OBPASELL! MAKET!
& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU

A IHK-TEXHONOT U OO0 «HK-TexHonor™

Hab6op peareHToB aAns BbisiBneHns JHK Streptococcus agalactiae
meTogoM MLLP ¢ geTeKumeli B peXxume peasibHOro BpeMeHU
(Streptococcus agalactiae)

||v-d 1 Pacoska U Monumepasa TexHoTaqg MAX

YCnoBus TpaHCNOPTMPOBaHUS

H o
B TEPMOKOHTENHEPaX C XNagos3sieMeHTaMn
2=c 4
He 6onee 5 cyToK
KonnyecTtso Ha60p033 YcnoBusa XxpaHeHus
L. M~-18«C
-22 °C

Macca HeTTO NOTPebUTENbCKON YNaKOBKN:
Macca HeTTO:
Macca 6pyTTO:

Kopg mecTa Nnpon3BOACTBA YKa3aH Ha 3TUKeTKe (CM. NOCNEAHIO LU(py B cepumn):
1.000 «<HMO AHK-TexHonorua», Poccus

142281, MockoBckasi 06A., r. MpoTBUHO, yn. XXenesHogopoxHas, 4. 20

2.000 <AHK-TexHonorna TC», Poccusa

117246, MockBa, HayuHblii npoesg, 4. 20, cTp. 4.

E-mail: mail@ dna-technologv.ru

Mo Bompocam, Kacalo W MMCcs KayecTBa Habopa peareHToB, cnefyeT o6pawatscs

no agpecy: OO0 «AHK-TexHonoruna», 117587, MockBsa, Bapwasckoe wocce, 4.125x%, K.6,
3Tax 5, kom. 14, ten./pakc +7 (495) 640-17-71, www.dna-technologv.ru

OBPASEL! MAKET!



MpoLLNTO, NPOHYMEPOBAHO M
CKPEMneHo neyatbio .2
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