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AHppodnop® CKpUH, hacoBka S

Mpumep BHY TPEHHE yakoBKU

MMonoXuTenbHbIA
KOHTPO/bHbIN 06paseL,
| npo6upka
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AHppotnop®, hacoBka A
Mpumep BHy TPEHHEW yNaKoBKu

[MacnopT KayecTsa

MAKET NACMOPTALL

000 yHK-TesBoaonu TC»

ng*EM Hyn ni Mieraﬂobl Wo*m p0n|l4 B poMEM!OIro umamaa.

XXXXXX-XX
XXXX-XXO0CX
AOXXXX-XX-XX»

| B MmpBn>nBliB - cooranuBjfoi

2r. luwrtxxx-x *

Fomges Mg M0
E3

w07 X: coctBeTcALCT
PRIXXXX-XX-

*Cpo«numocni 12 Mocsvie* OTXBLU

Monunmepasa TexHoTag MAX
2 npobupku

CMecu gns aMnangmkaumum

[iBOViHOM cTpun 16 Npo6upok

t

\UAXT
TUu T XKXXXX-XX

XXXX-XX-XX

2 XXXX-XX-XX
N4

Lla

Moaka A

AHOVMTLPB

AHppodnops

MLPG>»[(|CT>— 1

A M P3H 2018M4B0OT 2S UCMLT O H T
2-2015

K=IICARZ2Caammva

Kpbiwku gna Ctpyunos - 2LUT.

Ctpuvnbl no 8 npo6mpok - 10w

-6yep Ctpum-K
2 npobupkm

Bytep ans passefenuns AHK
4 nTIOBUOKN



ANIHK-TEXHONOI A

Habop peareHToB /19 nccnefoBaHUa MUKPOQIopbl YPOreHUTa/IbHOro TpakTa My>4nH metogom MNMUP B pexxume peanbHoro spem”
no TY 9398-090-46482062-2015

AHppognop®, hacoBka A
MprMep BHY TPeHHE yNakoBKM

MacnopT KayecTsa

MAKET MACMOPTAI!!!
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AN IHK-TEXHOMNOMHA

Habop peareHTOB A/19 UccnefoBaHUS MUKPOMIOPbl YPOreHUTabHOro TpakTa My>X4unH metogom MLLP B pexxmme peanbHOro spemeii”
no TY 9398-090-46482062-2015

AHppodnop® CKpUH, pacoBka A
Mpumep BHY TPEHHEN yNaKoBKM

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



AHapodnop® CKpUH, hacoBka A
MprMep BHY T peHHer ynakosKu

MacnopT KayecTsBa
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WHdopmauna o npousBoauTeNne HaHeceHa
TMnorpackMm  cnoco60M Ha  BHELUHIOH
yNaKoBKYy U3aenns - KOpooky.

Kog npou3BoanTens ykasaH Ha 3TUKETKe

(cm. nocnegHioto 6yKBY B cepum)



lMpownTo, NPOHYMepOBaHO U

CKPEenJsieHo neyaTblo

( nucra (oB)
perncrpaumun
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MapkunpoBKa nsgenns

MapKupoBka MeULMHCKOIO Wu3fgenus pAas LUarHocTUKM in vitro «Habop peareHToB Ans
nccnefoBaHUa MUKPOMIOPbl YPOreHUTaNbHOr0 TpakTa MY>X4YuH metogom TLP B pexume peanbHOro
BpeMeHM no TY 9398-090-46482062-2015 AHgpodhnop®, AHApodnop® CKpUH» COOTBETCTBYET
Tpeb6oBaHUAM:

- n.6.2 TOCT P 51088-2013 «MeguunHCKNe un3genvusa Aona AUarHOCTUKW WMH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPO/IbHble MaTepuanbl, NuTaTe/lbHble cpefbl. TpeboBaHUs K
N30ennam 1 NOALEPXMBAIOLLEN JOKYMEHTALUN»;

-FOCT P NCO 18113-2-2015 «MefanuunHcKme nsfenna ona gUarHocTukuy in vitro. MIHgpopmauumsa,
npegocTaenseMas MU3rotosutenem (MapkuMpoBka). YacTb 2. PeareHTbl gnd AWarHOCTUKKW in vitro ans
NpogeccCUoHanbHOro NPUMEHeHUN»;

-FOCT P ICO 15223-1-2014 «WN3penna  megnuymHckue.  CKMMBOMbLI,  MPUMEHAeMble  Mpu
MapKMpOBaHUN Ha MeLUUMHCKUX W3LeNnuax, 3TUKeTKax M B COMNPOBOAWTENbHOW AOKyMeHTauuu. 4.1.
OCHOBHbIe Tpe6OBaHUSAY;

- Tpe6oBaHuam n. 1.5 TY 9398-090-46482062-2015.

MapKupoBka MeAULMHCKOro wu3genns ANnsa [AUarHocTUKM in vitro «Habop peareHTOB Ans
nccnefoBaHMA MUKPOMAIOPbI YPOTreHUTaNbHOTO TpakTa MY>X4uH metogom [MLUP B pexume peasibHOro
BpemeHn no TY 9398-090-46482062-2015 AHApotpnop®, AHAPod1op® CKPUH» BbINOSIHEHA MEYaTHbIM
CNocoboM 1 BKIKOYAEeT:

- MH{OpMaLU0 HenocpeACTBEHHO Ha KOPOOKe, HaHECEHHYI Tunorpackum Ccnocooom,

cogepxalyyto:
e JI0TOTUM;
* afpec N3roTOBUTENSA U er0 KOHTaKTHbIe JaHHble (NUCT A );
- 3TUKETKY Ha KOPOoOKY Habopa peareHTOB, cofepXallyto nHpopmaLno
(o6pasybl cM. NUCT N A ):
- noroTun;

- MoJIHOe Ha3BaHve Habopa, BapuaHT KOMMeKTauum u hacoBKu;
- cocTaB Habopa;

- YCNOBUA XpaHeHUs Habopa;

- Haanucb «TOMbKO ANs AMarHOCTUKK in vitro» unu cumeon «lVD»;,
- HOMep cepumn Habopa;

- [laTy NU3roToB/IEHNS HAOOPAa;

- CPOK FOAHOCTY Habopa;

- HOMEP HACTOALLMX TEXHUYECKMX YC/IOBWIA;

- HOMep PerucTpauoHHOro ya0CTOBEpeHNS;

- yKa3zaHue Ha Ha/simume X0n1040BOi YacTu (Mpy Haimumn);

- KaTa/IoXKHbIA HOMEP;

- CUMBON «KONMMYeCTBO onpeseNieHniny;

- cMBON «OBpPaTUTECH K MHCTPYKLMM NO NPUMEHEHNIO®.

MpumeyaHuns

1 Tpeb6oBaHMe 06 yKa3aHWN «KaTaN0XXHOro HOMepPa» He PacnpoeTpaHseTCs Ha YNakoBKY «X0/0/0B0W
yacTu» Habopa peareHTOB.
2. [Mpv MapKnMpoBKe Habopa peareHTOB A0MNycKaeTcs HaHeceHne QR-koda 1 Haanucn «Real-time».
3. [AusaiiH (BKMOYas LBET 3TUKETOK) M CNOCO6 MapKMPOBKM MOTYT ObITb M3MEHEHbI MPOU3BOAUTENIEM
npun ycnosumn cobntofeHns TpebosaHnii n. 6.2 TOCT P 51088 n TOCT P NCO 15223-1.
4. [lonycKaeTCA HaHECEHWE Ha BHELLUHIOK YNakoBKY (MOTPeGUTENLCKYHO Tapy) WMHbIX CreumasibHbIX
RAnauMii ua Mol X DEKNAMHOMO XapakTepa, a Takke nuktorpamMm u ronorpamm (FOCT P

r
N R e A h S 10). Hanpumep, Hagmnem: «C/ienano & Poccum,



- 3TUKETKY Ha Kaum3fblii KOMMOHEHT MAM 6/10K KOMMOHEHTOB, BXOASAWMIA B cocTaB Habopa

peareHTOB, COepXKallyto cnef)Towyo nHhopmayuto (obpasubl CM. UCT S, N~ )

norotun,

COKpallleHHOe Ha3BaHMe BapumaHTa KoMnaekTayuum Habopa;

HaMMeHOBaHMe KOMMOHEeHTa,;

00bEM/KONNYECTBO KOMMOHEHTA;

HOMep cepuu;

CPOK rogHOCTH;

YCNOBUSA XPaHEHUS;

CUMBON «He fonycKaeTcs BO3JeNCTBNE CONMHEYHOrO cBeTa» (Npy Heo6X0ANMOCTN);
Haanuch «TOMbKO ANS AMArHOCTMKK in Vitro» nnn cumeon «l\VD».

MpumeyvaHn4

1

o &

Pasmep BHYTpeHHell YMakoBKW He [OCTaTOYeH A1 pa3MeLLEeHUs YKa3aHHOIo COAepXKaHWs
MH(OPMaLMN Ha 3TUKETKAX KOMMOHEHTOB, B CBA3W C YeM, Hafnucb «TONbKO ANA ANArHOCTUKK in
vitro» nnm cumeon «l\VD» onyLLeHbI.

Tpe6oBaHve 06 yKa3aHUM «COKPALLEHHOr0 HalMEHOBAaHWUS W3LeNNA» U «BapuvaHTa MCMONHEHUs»
pacnpoCTpaHseTCA TOMbKO Ha CreuupuyuHble KOMMOHEHTbLI A8 AaHHOINo Habopa peareHToB: CMeCK
AN aMnAMUKaLnMmM 1 KOHTPO/IbHbIE 06pasLpl.

Haznucum npu  MapKUpPOBKE W3AENUA YaCTUYHO 3aMEHeHbl CMMBOJSIaMKM, COOTBETCTBYHOLLMMU
Tpe6osaHuam FOCT P MICO 15223-1-2014.

Mpn MapKMpoBKe KOMMOHEHTOB Habopa AonycKaeTca HaHeceHe QR-Kopa.

[wn3aiiH (BKNOYas LBET 3TUKETOK) U Cnocob MapKMpOBKM MOTYT 6biTb M3MEHEHbI MPOU3BOAUTENEM
npv ycnosun cobnrofeHns TpedosaHuii n. 6.2 FTOCT P 51088 n FOCT P NCO 15223-1.

CVMBO/bI, MCMOMb3YeMble NMPU MaPKMPOBKE Habopa

[ivd] TonbKo Ana ANarHoCTUKK in vitro
4 TemnepaTypHbIii AnanasoH
V Konunuectso onpegeneHunii
[opeH fo
[LOt| Cepus Habopa

[lata n3rotoeneHus

T O6paTUTeCh K UHCTPYKLIMW NO NPUMEHEHWIO
kefl KaTanoxHblii HoMep
d AJpec N3rotToBuTeNs

He gonyckaeTtcs BOSAEVICTBVIE CO/ITHEYHOr o cBeTa
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N OHK-TEXHOIOINA MapkupoBKa Habopa peareHToB
AHApodnop®, AHAPONop® CKpUH

3TUKETKY Ha TPaHCMOPTHYK Tapy, cofepxawyw uHpopmauunto (obpasubl CM.

- Toprosoe (Npu HaMyYMK) 1 NONHOE HaMMeHOBaHKe Habopa,;

- HavMeHOBaHWe 1 afpee U3roToBUTENS;

- CPOK rogHocTu Habopa (rog, MecsiL, BKIIKOUUTENLHO);

- [arty u3rotosnieHus (rog, Mecsu);

- TpeboBaHUA K YCMOBUSIM XpPaHEeHUs U TPaHCMOPTUPOBaHWSA Habopa (Mpu HeobXoaUMOCTH -
0cobble yCnoBmsi 06palLeHns ¢ Habopom);

- HOMep cepuu;

- KO/IMYeCTBO HAabOPOB B TPAHCMOPTHOW Tape;

- Macca HeTTOo M mMacca 6pyTTO Ha TPaHCMOPTHOW Tape;

- Macca HeTTo NoTpebUTeNbCKOIN YNaKoBKUY;

MpumeyvaHusn
1 Tpe6oBaHue 06 yKa3aHVM 3HaKa 06paLLeHVs Ha PbIHKE He MPYIMEHVMO.
2. Hagnucu Ha TpaHCMOPTHOW Tape, cofepXalive [aHHble O 4ucne W3AeNuiA, fate W3roTOB/IEHUS U CPOKe

ro4HOCTM, HOMepa Cepum LOMYCKaeTCs BbIMOHATL OT PYKU vy ¢ nomMoLbio knuie (TOCT P 51088, nognyHKT
6.2.4).

3. Hagnucy npu mapkvpoBke u3fenus MOryT ObiTb 3aMeHeHbl cumBonamu B cooTseTctBum ¢ FTOCT P MCO
15223-1.

4. AnzaiiH (BK/OYas LBET 3TMKETOK) WM Crocob MapKMpOBKM MOryT OblTb W3MEHEHbI NPOU3BOAWTENEM MNpU
ycnosuu cobnogeHns TpebosaHuii n. 6.2 FTOCT P 51088 n TOCT P NICO 15223-1.

MpumeyaHue - B JaHHOM LOKYMeHTe NnpuBeAeHbl 06pasLibl An3aliHa ITUKETOK.

[un3aiiH (BKOYas LBET 3TUKETOK) U CNOCO6 MapKMPOBKN MOTYT 6bITb M3MEHEHBI NPOU3BOAUTENIEM NPU
ycnosumn cobntogeHns TpeéosaHnin n. 6.2 TOCT P 51088, TOCT P NCO 15223-1 u

TY 9398-090-46482062-2015.
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MapkupoBKa Habopa peareHToB
AHppogiop®, AHApodnop® CKpUH

Habop peareHTOB A1 UCC/eL0BaHMUSA MUKPOMI0PbI YPOreHUTA/IbHOI0 TpaKTa MY>XUMH
mMeTogom MNUP B pexxume peanbHoro spemeHu no TY 9398-090-46482062-2015
AHgpotiop®, AHgpodiop® CKpUH

AHapodnop®, hacoBka S
Ycnosus xpaHeHus ot 2°C go 8°C

3TNKETKa Ha KOPOOKY

OHK-TEXHONOrNA H
abop peareHToB A/ UCCe0BaHNS

MUKPOI0Pb! YPOreHNTasIbHOO TPaKTa MyX4nH
meTtogom lLP B pexume peanbHOro BpeMeHu

IVD Real-time

REF R1-P809-S3/6

AHapodop®

LOT XXXXXX-XX CocTag:

CMmech Ana amnaudukauum, 3aneyaraHHas
napaguHom:

- Ctpun N*1 12 ctpunoB no 8 Nnpo6upok no 20 Mkn
- Ctpun N®2 12 cTpunos no 8 npo6upok no 20 mMkn
2 XXXX-XX-XX PactBop Tag-nonumepasbl 4 npo6upku no 500 Mkn
MuHepansHoe macno 4 npo6upku no 1,0 mn
MoNnoXnTenbHbIi KOHTPONbHbIN

XXXX-XX-XX

obpasely, 1 npo6bupka 160 mkn
MprHaanexHocTn:
% - KpbIWwKn Ana cTtpunos 24 wr.
dacoBka S
ul Wi

Tonbko gna in vitro gMarHocTuku
PY Ne P3H 2016/4490 ot 25 ntonsa 2016 T.
TY 9398-090-46482062-2015

OTUKETKN HAa KOMNOHEHTHI (NPOBUpPKK)
Mpvmepb! An3aiiHa 3 TUKETOK
MwuHepanbHoe macno
4 npobupku no 1,0 mn

MMHepaanoe Macno MMHepaanoe Macno

lgi XK M 10 mn
1,0 mn 134 XXX

Y XXXX-XX-XX r
’

NOXXXX-XX-XX

PactBop Tag-nonumepassbl
4 npobupku no 500 mkn

PacTtBOp
PacTtBop Tag-nonmmepasbl Tag-nonumepasbl
[lot XXX ring 0

500 mkn
NOXXXX-XX-XX r r

S XXXX-XX-XX

MoNOXUTeNbHbIA KOHTPO/IbHbIN 06pa3seL
1 npo6bupka 160 mMkn

AHapohnop® n AHapodnops
MonoxwuTensHbUST KOHTPONbHbIA o6pasey NonoxutensHbli
dacoBka S n B « KOHTPONbHbI 06pasel,
U.L XXX 1pc | 160 mkn dacoska!
160 MKMR XXXX-XX-XX | wooXXx

S XXXX-XX-XX i

ITUKETKMN Ha MONNITUNEHOBbIE NakeTbl (TpUnnepbl)

CmMecb ana aMnanukauunm,
3aneyataHHasa napaguHom
Ctpun Nel
12 cTtpunos no 8 npo6umpok no 20 mMKn

AHppodnop®
Ctpun Nel

Cwmech 4N1st amnandprkauuy,
3anevyataHHas napacguHom

12 cTpmnos no 8 npo6mpok rno 20 Mk

Real-time dacoBka S
LOT] XXXXXX IVD
2 XXXX-XX-XX n
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CwMmecb A1 amnavgukauunm,
3aneyataHHas napapuHom
Ctpun Ne2

12 ctpunos no 8 npo6upok no 20 MKn

AHapodhnop®
Ctpun Ne2

Cmech Ans amnandukaumu,
3anevaraHHasi napadrHom

12 cTtpunos no 8 npo6upok no 20 mkn

Real-time dacoBka S
LOT 0/~ IVD

XXXXXX o-/ N T M
2 XXXX=-XX=-XX 2cn



WHdopmayms o npon3BoauTene U MecTe NMPOM3BOACTBA HaHECEHA TUMOrPagCKUM Crnoco6om
Ha BHELUHIOI YMaKOBKY U3[eNus - KOpobKy.

Kof MecTa npou3Bo/ACTBa YKasaH Ha aTUKeTKe Hab6opa (CM. NOCNeAHI00 Lndpy B cepun).

A JVKTEXHOIOV/A *>p|yTecHvHocT
Kog npounssoautens ykasaH
Koa mecta npou3BofcTBa ykasaH Ha
QTV]AKZITKQT IPOMSBOACTEA yasan 1 HWW Ha atmkeTka/Code of
(cM. nocnegHIo0 LUhPY B cepum): manufacturer is shown on the label

(CM. nocnegHtoto 6ykBy B cepun)/

1.000 «HMO AHK-TexHonorns>, see the last latter In the lot:

Poccus, 142281, MockoBcKkasi 0611.,

r. [IPOTBUHO, yN. YK6NeaHoZopoXKHas!, K*20 P. 000 «HIMO AHK-TexHonorusy,
Poccus, 142281, MockoBcKasi 0671.,

2.000 «paK-TexHonorns TC», r. IPOTBYHO, yN. YXenesHogopoXHas, £.20

Poccus, 117248, r. MockBa,

HayuHblii npoesg, .20, cTp.4 «DNA-Technology Research &

Production», LLC, Russia, 142281,
Tepn./dakc: «7 (495) 84017 71

¢ Moscow region, ProMno,
mall*na4echnology.ru Zheleznodorozhnays street, 20

Cnyxc6a KNMEeHTCKOW NoALepIKKU:

s 3 4 000 Teseron
(ans Poccum, 3BOHOK GecnnaTHblit) Ha qni;ﬁ A r. o K(E:‘T' 4

+7 (495) 840-16-93 (ana cTpaH CHI Y poesp, 4710, cTp-

1 3apy6exbs, 3BOHOK NNaTHbIN) «DNA-Technology Research &
hoUInaedna>teehnology.ru Production», LLC, Russia, 142281,
www.dnadechnology.ru Moscow

CgenaHo B Poccun Made In Russia
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AHppoop® CKpuH, hacoBka S
Ycnosus xpaHeHus ot 2°C go 8°C

OTNKeTKa Ha KOPOOKY ATMKeTKa Ha MONNITUNIEHOBLIV NakeT (Tpunnep)

Vv OHK-TEXHO/I0IrNA

Ha6op peareHToB 4114 uccnenosaHuaA

MUKPOCHI0PbI YPOTEHUTASTLHOIO TPAKTa MYX4MH
MeTogom MUP B pexmme peasibHOro BpeMeHu

IVD Real-time

REF R1-P810-s3/5

AHapodiop® CKpUH

LOT XXXXXX-XX Cocras:
CMecb Ans amnandgukaumm, saneyataHHas
r napaguHom 24 ctpuna no 8 npo6upok no 20 Mkn

XXXX-XX-XX

XXXX-XX-XX

PacTtBop Taq-nonumepasbl
MuHepanbHoe macno
MonoXnTenbHblli KOHTPONbHBI

4 npo6upku no 500 mMkn
4 npo6bupkun no 1,0 mn

obpasely, 1 npo6bupka 160 mMKkn
MpuHagnexHocTn:
- Kpblwkn gnsa Ctpunos 24 wr.

O3

dacoBka S

Tonbko ANs in vitro guarHocTukm
PY Ne P3H 2016/4490 ot 25 utonsi 2016 1.
TY 9398-090-46482062-2015

WHpopmauus o nponssoauTene 1 Mecte NPpoM3BOACTBa HaHECEHa
TUNOrpa)CKUM CMOCO6OM Ha BHELLIHIOK YMaKOBKY U3LeNus - KOpPo6Ky.
Kog mMecTa Npou3BOACTBa YKa3aH Ha 3TUKETKe Habopa (cMm.

NnocnefHo0 uudpy B cepum).

TOHK-TEXO0/10M1A

Kopg mecta npon3BofCcTBa ykasaH Ha
3TUKeTKe

(cM. nocnegHioo UUpy B cepumn):
1. 000 «HMO AHK-Taxnononns,

Poccus, 1422B1, MockoBckasi 0611.,
r. MpoTBMHO, yn. XXenesHogopoxxHas, 40

2.000 «[IHK-TexHonorusa TC»,
Poccus, 117246, r. MockBa,
HayuHblli npoe3ga. 4.20, cTp.4

Tepddakc: «7 (495) 840 17 71
mailQdna4aehnology.ru

Cny>k6a KNMEHTCKOM Noaaep>xKu;
8(800) 200 75 15

(8ns Poccun, 3BOHOK 6ecnnaTHblif)
+7 (495) 540-15-93 (ans ctpaH CHI
1 3apy6exxbsi, 3BOHOK MNaTHbI)

hotilneQdna-tachnology.ru
www.dnadechnology.ru

- > MLLTECHALLIBY

n n Kog npon3soanTens ykasaH
nH Ha aTnkatka/Code of
manufacturer is shown on the iabei
(CM. nocnepHtoro 6ykBy B cepun)/
see the iast (attar in the lot:

P. 000 «HIMO pgalK-TBxHOMorus»,
Poccus, 142281, MocKoBcKasi 0611.,
r. MpoTBUHO, yn. XKenasHogopoxXkH»1, 4.20

«DNA-Tachnology Research &
Production», LLC, Russia, 142281,
Moscow region, Protvino,
Zhetexnodorozhnaya street, 20

M. 000 «HK-TexHonorus TC»,
Poccus. 117246, r. Mocksa,
HayuHbIii npoe3y, 4.20, eTp.4

«DNA-Tachnology Raaearch &
Production», LLC, Russia, 142281,
Moscow

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

Cwmecb ansa amnandukaumm,
3aneyartaHHas napapuHom
24 ctpuna no 8 npo6upok no 20 MKN

AHpapodnop® CKpuUH

CmMech A4ns amnandukaumm,
3anevaTaHHas napaguHom

24 cTpvna no 8 npo6upok no 20 MkN

Real-time dacoBka S
10 t]xxxxxx IVD
XXKK-XX-XX n '

OTUKETKN HA KOMMOHEHTHI (NPO6MpPKM)
Mpymepb! An3aitHa 3 TUKETOK

MwuHepansHoe macno
4 npobupku no 1,0 mn

~ MwuHepanbHoe macno

1,0 mn
ra XX M

y o XXXX-XX-XX

MVIHepaﬂbHOE mMacno

[lot XXX

LOMI A yxxxxxx &

PacTtBop Taqg-nonnmepasbl
4 npo6upky no 500 Mkn

n PacTtBOp
PacTtBOp Tag>nonnmepassbl Taq-nonvmapassi
ra Xxx 500 mMKkn
500 mKn XXX

AXXXX-XX-XX
XXXX-XX-XX

MoNoXNTeNbHbIN KOHTPO/IbHbIN 06paseL,
1 npobupka 160 mkn

AHppothnop® CKpUH
MonoXuUTenbHbI KOHTPONbHbIA 06pa3sel,

K" A~ ffi

160 MK/T 2XXXX-XX-XX

~ AHgpotnop® CKpuH
MonoxuTtensHbli bl
KOHTPONbHbIA o6pasel, 17

160 mkn ®dacoaka a
[chr] XXX
JJ XXXX-XX-XX



AHppognop®, hpacoska A
YacTb 113 2 (ycnosusa xpaHeHus ot 2 °C go 8 °C)

JTUKETKa Ha KOPO6KY ITUKETKA Ha MONMITUNEHOBBI NakeT (Tpunnep)

Cwmecb gnsa amnnnpukaumm Ctpum
ABOMHOW cTpun 16 npobupok no 140 mkn

N AHK-TEXHONIOTUA  Ha6op peareHTos ans nccnefosaHns MUKpO(Aopbi
YpOreHuTanbHoro Tpakra My>kumH metogom MNUP B

pexxmme peanbHOro BpemMeHu

IVD Real-time

REF R1-P809-XA/5
LOT XXXXXX-XX

Cocras:

AHpapodnop®

Cmecb gns amnamdukaumm CTpum  BOWHON cTpun

XXX X-XX 16 npo6upok no 140 Mkn
nuyP-6ycep Ctpum-K 2 npo6upkm no 600 MKk
Bydep ana passegenns AHK 4 npo6upku no 1,0 mn

MXOXXXK=XX=XX MonoxuTenbHbIi

2 KOHTPONbHbIi 06paseLl 2 npo6upku no 100 mkn

MpuHagneXxHocTy;
CTpunel no 8 npo6upok 10 wr.
KpbILLKM 4na cTpUnos 2 .

KOMMOHEeHTbI ANna XpaHeHusa oT MuHyc 18 X
I:‘ B [0 MUHYC 22 X ynakoBaHbl OTe/IbHO =yrnakoBKa
“Monumepasa TexHoTay, MAX (2x60)"

dacoBka A

MNMonnmepasa
TexHoTaq MAX

(2x60) TonbKO AnA in vitro AMarHoCTMKn
PY Ne P3H 2016/4490 oT 25 utons 2016 r.

XXX-X

TY 9398-090-46482062-2015

KOMMIOHEHTL 147151 XpaHeHs OT -18°Ca0 -22°CyrakoBaHbI OTAEBHO ¢

MH(*)OpMaLI,VIFI 0 nponssoanTene n Mecte Npom3BoAcCTBa HaHeCeHa

TUNOrpad)cKUM cnoco60oM Ha BHELLHIOK YNaKOBKY MU3ens - KOPOGKY.

Ko mMecTa Npou3BOACTBA YKa3aH Ha 3TUKeTKe Habopa (CM.

nocnefHo0 Ludpy B cepun).

N OHK-TEXHonoTa

Koa mecTa npouseofcTtaa ykasaH Ha
3TNKeTKe

(cm. nocnegHioo undpy B cepum):

1. 000 «HMO AHK-TexHonon«l»,
Poccus. 142281, Mockoeckssi 0611.,

r. MpoTBUHO, yn. XXenesHofopoxkHas, A O
2.000 cAHK-TexHonorusa TC>,

Poccus, 117246, r. MockBa,

HayuHblit npoe3sg, 4.20, cTp.4

TagOdakc: +7 (495) 640 17 71
mallOdna-tachoology.ru

Cny>k6a KNMEeHTCKOWN NnoaaapXKu;
8(800)200 75 15

(8ns Poccuu, 3BOHOK 6ecnnartHbiit)
+7 (485) 840-16-93 (gnsa ctpaH CHI
1 3apy6exbs, 3BOHOK NNaTHbI)

ho8IneOdna-technology.ru
www.dna-tBChnology.ru

Kog npounssoantens ykasaH
Bl B Ha aTnkarke/Code of
manufacturer la thown on the label
(CM. nocnegHioto 6ykBy B cepun)/
see the last letter In the lot:

P. 000 «HMO AHK-TexHonorusay,
Poccus, 142281, Mockosckas 0611.,
r. [poTBMHO,

«DNA-Tachnology Research &
Production», LLC, Russia, 142281,
Moscow region, Protvino,
Zhelaznodorozhnaya street, 20

M. 000 «[AHK-TexHonorusi TC».
Poccus, 117240, r. MockBa,
HayuHblii npoe3g, 4.20. eTp.4

«DNA-Technology Research 6
Production». LLC, Ruasia. 142281,
Moscow

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

>XBnB3Hogopoxuasn, 4.20

AHppodnop®

Cwmecb ana amnaudmkauyum Ctpum
[ABOViHOI cTpun 16 npo6upok no 140 mkn

dacoBka A
IVD

Real-time
Tot] xxxxxx

2 XXXX-XX-XX

OTMKETKM Ha KOMMOHEHTLI (NPO6MpPKM)
MpnMmepbl An3aiiHa 3 TUKETOK

MLP-6yep CTpum-K
2 npo6upkmn no 600 MKn

nuP-8yd«p
NnupP-6ycep Ctpum-K Crpum-K

XXX (b2 ‘iﬂjl“"g&(

N XXXX-XX-XX
NXXXX-XX-XX L]

Bydep ana passegeHnsa AHK
4 npo6upro! no 1,0 mn

Bytwp pns

Bydep ana passegeHuna AHK passeasHns AHK

[tot XXX

1.0 mn r 1l XXX
)

N XXXX-XXXX

MoNoXNTEeNbHbIN KOHTPO/IbHbIN 06paseL,

2 npo6upkmn no 100 mMKn

n AHpapocnops

Mono>XnTenbHbli KOHTPONbHbLIA 06pasely A MON0XNTENbHBIA
dacoeskaA n B " KOHTPONbHbIi 06pasey
[10T XXX Ik 100 mKn dacoske A
100 mkn A XXXX-XX-XX L]

[tot] XXX
7 XXXX-XX-XX



Yactb 2 13 2 (ycnosusa xpaHeHuns oT muHyc 18 °C go muHyc 22 °C)

JTNKEeTKa Ha KOPOOKY

AHK-TEXHONorna

iLOTIXXX-X ~-18 °C
AXXXX-XX-XX  -2°Ch
Nonnmepasa TexHoTaq MAX (2x60)

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

JTUKETKN Ha KOMMOHEHTHI (NPO6GMpPKN)
MpuMepbl An3aiiHa 3 TUKETOK
Monumepasa TexHoTag MAX
2 Npo6upkn no 60 mMKn

Nonnmepasa TexHoTag MAX

60 mkn LW xXX-X (t4'c
Y XXXX-XX-XX

TexHoTaq MAX
60 mMKn

Ta XXX-X nac

XXXX-XX-XX -e M



AHppopnop® CKpUH, hacoBka A
YacTb 113 2 (ycnosusa xpaHeHus ot 2 °C o 8 °C)

DTUKEeTKa Ha KOPOOKY JTUKEeTKa Ha NONNITUIEHOBLIV NakeT (Tpunnep)

Cwmecb ana amnamgpunkaumm Ctpmum

2 cTpuna no 8 npobupok no 140 mkn
A 'qHK-TEXHOﬂO['l/lﬂ Ha6op peareHToB 4N UcCnefoBaHns MUKPOMIOPbI
yporeHntanbHoOro Tpakra My>k4umH metogom MLUP B
peXxume peanbHOro BpEMeHU

IVD Real-time

REF R1-P810-XA/4 AHapodnop® CkpuH
DT XXXXXX-XX

Cocras:
pﬂﬂl- CMmech 4ns amnangmkaumm Crpum 2 ctpuna AH apo Cb nop ® CK pPUH
o o no 8 npo6upok no 140 Mkn
KXXXK-KK-XX nuP-6ydep Crpum-K 2 npobupkn Mo 600 MK Cmecb ans amnandukauyun Ctpum
Bytep ans passepeHus JHK 4 npobupkn o 1,0 mMn 2 cTpuna no 8 npo6upok no 140 mkn
_ _ MoNoXUTeNbHbI KOHTPONbHbIN .
XXXX-XX-XX obpasel, 2 npo6upkn no 100 mMKn Real-time dacoBKa A
MpuHagneXxxHocTn:
- CTpunbl no 8 npo6mpok 10 wm. [| otJ XXXXXX IVD
- KpbIWwKn gns cTpunos 2w
KOMMOHeHTbI T XpaHeHust oT MuHyc 18 "C S XXXX-XX-XX
l:‘ 3 [0 MUHYC 22 X ynakoBaHbl OTAE/NbHO - yNakoBKa
"Monnmepasa TexHoTal, MAX (2x60)**
dacoska A
Monnmepasa
TexHoTag MAX
(2x60) TonbKo A4NnA in VHro guarHocTnkn
PY Ne P3H 2016/4490 ot 25 ntona 2016 .
XXX-X Ty 9398.090.46482062.2015 DTUKETKN HA KOMNOHEHTbI (NPOBUPKK)

MpuMepbl An3aiiHa 9 TUKETOK

MLUP-6ythep CTpum-K
2 npo6upku no 600 MKn

KOMMIOHEHTL 1419 XpaHeHA OT - 18°C 0 -22°CyriakosaHb | OTAE/BHO ¢

WNHhopmMaums o Npon3BOANTENE 1 MECTE MPOU3BOACTBA HAHECEHA NUP-Gydep Crpum-K v nuP-Gydep
TMNorpag)CKMM Cnoco6oM Ha BHELLHIO YNaKoBKY WU3Aenns - KOpooKy. o7 X0 500 i CTPAMK
Kog mecTa npon3BoACcTBa yKasaH Ha 3aTUKeTKe Habopa (cMm. 600 MM Y XX-XXXX .8 ILOTI XXX
nocnefHo Lndpy B cepun). NORRRKXXX

Byep ana passegeHna AHK

B/ HK-TEXHOnon1s A MK-TTOWAT
4 npo6bupkn no 1,0 mn
Kop npovssoanTans ykasaH
K
3T0M,qu/|T?(<;Ta MPONABOACTBA YKA3AH Ha B B Ha 3THKarka/Coba of
facturer la ahown on the label
(cM. nocnegHIOO UMdpPYy a cepun); manu
1,000 BHMO AHK-T (CM. nocnegHtoto 6ykBy a cepumn)/ Bydhep ans passegequs AHK Bydep ans K
. B AHK-TaxHonots», sea the last latter In the lot; 10 MiE3EeACHUA AHK g
Poccus, 142281, MockoBcKasi 061., N XXX 1b§ @ XXX
r. MpoTBUMHO, yN. XXanasHogopoHMmas, 4.20 P. 000 BHIMO AHK-TaxiionorHs», 10MA AXXXX-XX-XX .41
2. 000 (AHK-TaxHonorus TC Poccus, 142281, MockoBcKas 0611, M OXXXX-XXXX
. «, - »,
Pocous, 117246, T. Mocksa, r. MpoTBMHO, yn. XXene3HogopoxkHas, 4.20
HayuHblii npoesg. 4.20, cTp.4 «DNA-Technoloay Raaaarch &
N Cx Pro6uctlon>, U.C, Russia, 142281, o o
Taprpakc: *7 (49$) $40 1771 Moscow raolon, Protvino, MoN0XKNTENbHbI KOHTPO/IbHbIN 06pasel
maiie6nadachnoloay.ru Zhelazno6orozhnaya straat, 20

2 npo6upkm no 100 mMkn

Cny>x6a KNMauTcKoi NoasepKKu; R
8 (800) 200 7$ 1% M. 000 «AHK-TaxHonorunsa TC>,

(ons Poccun, 3BOHOK GecnnaTHbliA) Poccms, 117248, r. Mocksa,

*7 (49%) $40-18-93 (4nA cTpaH CHI HayuHbili npoesg, 4.20. eTp.4
1 3apy6exKbsi, 3BOHOK NnaTHbI) »DNA-Technoloay Raaaarch & ‘ AHAPOHNOP® CKpUH N AHapodnop® CkpuH

H I i i oBpaseL MonoxunTenbHbli h-isv.
hottina0O6na-tachnoloay.ru Pro6uetlon», LLC, Russia. 142281, T A KOHTPOMLHLIR O6pasely L| 5
www.6nadachnoloay.ru Moscow A XXX 100 mKn vacoska A

S XXXX-XX-XX

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Habop peareHTOB gnsa nccnefoBaHNA MUKPOG/I0pbI
YPOreHUTasIbHOro TpakTa My>kunH metogom MNLP
B PeXXMME peasibHOro BPEMEHU

AHgpodiop®
VD ®d acoBkKa S
d ] Konnyectso HabopoB: LT,
2 YCnoBnA TPaHCNOPTUPOBaHNA U

XpaHeHns HabopoB.

LOT
K

2°C

Macca HeTTO NOoTPEeOUTENIbCKOW
YNaKOBKW:

Macca HeTToO:

Macca 6pyTTO:

000 «AHK-TexHonorna TC»
117246, Mocksa, HayuHblin npoesg, 4. 20, cTp. 4.
E-mail; mail@dna-technology.ru

Mo Bonpocam, Kacawlumcs KadecTsa Habopa peareHToB, cnegyeT o6pallaThbes

K ohMLManbHOMY NpeLCTaBUTENO NPOU3BOAMTENSA NO afpecy:

000 "OHK-TexHonorna", 117587, Mocksa, Bapliasckoe wwocce, 4.125x%, K.6,

Ten./akc +7(495)980-45-55, www.dna-technology.ru
@& 000 LIUPMH () INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

Hab6op peareHTOB 4/15 nccnefosaHNsA MUKPOGI10pbI
YPOreHUTa/IbHOro TpakKta My>X4nH metogom NLP
B PEXXMMe peasIbHOro BPEMEHU

AHapodgiop® CKpuH
IVD ®acoBkKka S
" KonuyectBo HabopoB: LUT.
YCnoBus TpaHCNOPTUPOBaHUS U
XpaHeHns HabopoB
LOT

E ..

2°C

Macca HeTTO NOTPebUTE/IbCKOWA
YNaKOBKM:

Macca HeTTo:

Macca 6pyTToO:

M 1 00O «IHK-TexHonorus TC»
117246, MockBa, HayuHblin npoesg, 4. 20, cTp. 4.
E-mail: mail@dna-technology.ru

Mo Bonpocam, KacalwmMcs KavecTBa Habopa peareHToB, cnefyeT obpallaTbes
K ohnLnasibHOMyY NPeACTaBUTE/KO NMPOU3BOAMUTENSA NO afpecy:

000 "[OHK-TexHonorua", 117587, MockBa, Baplasckoe wocce, 4.125X, K.6,
Ten./chakc +7(495)980-45-55, www.dna-technology.ru



Habop peareHTOB N nccnefosaHNA MUKPOGI0pbI
YPOreHUTa/IbHOro Tpakta My>X4nH metogom lLIP
B peXX1Me peasibHOro BPEMEHU

AHapodgiop®
VD ® acoBKka A
d] KonunyecTso Habopos: LLIT.
2 YCnoBKs TPAHCMOPTPOBAHUSA 1
XpaHeHns1 HabopoB
LOT

J(A

2°C

Macca HeTTO NoTPebUTENbCKOWA
YNaKoBKW:

Macca HeTToO:

Macca 6pyTTO:

BHumaHue! MNonnmepasa TexHoTaqg MAX ynakoBaHa 0TAe/IbHO

y
000 «AHK-TexHonorua TC»

117246, MockBa, HayuHbIi npoe3sg, 4. 20, cTp. 4.
E-mail; mail@dna-technology.ru

Mo Bonpocam, Kacarllumcs KadecTsa HaGopa peareHToB, cieayeT o6palaTbes

K oML ManbHOMY NpesCTaBUTENO NPOU3BOAMTENS NO afpecy:

00O "OHK-TexHonorua", 117587, Moeksa, Bapliasckoe wocee, 4.125x, K.6,

000 P 153 INDQURMLRY © WWMSOSTIRAIADIIRRY technology. ru

RN R R R

Hab6op peareHTOB 4/18 1ccnefoBaHNA MUKPOG/I10pbI
YPOreHUTa/IbHOro TpakKTa My>KYnH metogom lMNLP
B peXX1Me peasibHOro BpeMeHu

AHapodiop® CKpuH
VD ® acoBka A
I'™MT _
KonnyectBo HabopoB.: LuT.
2 YCcnoBus TPaHCNOPTUPOBAHUA U
XpaHeHWs1 HabopoB
LOT y . 8»C
2°C

Macca HeTTO NOTPebUTENLCKOW
YNaKOBKW:

Macca HeTTO:

Macca 6pyTTO:

BHumaHue! Tlonnmepasa TexHoTaq MAX ynakoBaHa 0TAe/TbHO

hJ 000 «AHK-TexHonorua TC»
117246, Mocksa, HayuHblin npoesg, a. 20, cTp. 4.
E-mail: mail@dna-technology.ru

Mo Bonpocam, KacaluiMMmcs KadyecTsa Habopa peareHTOB, c/iedyeT 06paLLaTbCs
K opmumanbHOMY NpeacTaBuTeNto NPoOU3BOLMUTENA NO afpecy:
000 "OAHK-TexHonoruna", 117587, Mocksa, Bapwasckoe wwocce, 4.125%, K.6,
Ten./akc +7(495)980-45-55, www.dna-technology.ru



Habop peareHTOB 418 nccnefoBaHNA MUKPOG/I0pbI
YPOreHUTa/IbHOro TpakTa My>k4nH metogom MNLP
B PEXXMME peasibHOro BPEMEHU
AHgpodiop®

VD dacoBka A [Monnmepasa TexHoTaq MAX

] KOo/IMYecTBO: LLIT.
5 YCM0BUA TPAHCMOPTYPOBAHMNS
XpaHeHs
LOT
22°C A

Macca HETTO NOTPEOUTE/LCKO
YMNaKOBKM:

Macca HeTToO:

Macca 6pyTToO:

hJ 000 «AHK-TexHonorua TC»
117246, MockBa, HayuHbli1 npoesg, a. 20, cTp. 4.

E-mail: mail@dna-technology.ru

Mo BOonpocam, KacarowlMcs KauecTBa Habopa peareHToB, efefyeT 06pallaThes

K opuumansHOMY NpeLcTaBUTE/NO NPOU3BOANTENSA NO ajpeey:
000 "OHK-TexHonorP1a", 117587, MoekBa, BaplwaBckoe wwocce, 4.125%, K.6,

Ten./pakc +7(495)980-45-55, www.dna-teehnology.ru
@ 000 LWPMI (27 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Habop peareHTOB 419 nccnefoBaHUSA MUKPOG/I0PbI
YPOreHUTa/IbHOr0 TpakTa My>KYnH metogom lMLIP
B PEXMME peasiIbHOro BpeMeH!

AHgpodiop® CKpuH
IVD
- ®acoBka A  TMonnmepasa TexHoTag MAX

KonnyecTtso: wT
YcnoBua TpaHCNOPTUPOBaHUA U
XpaHeHnA

LOT y -18°C

-22°C ~

Macca HeTTo NoTpPebnTeNbLCKON
YNaKOBKMW:
Macca HeTTO:
Macca 6pyTTO:

M i 000 «[HK-TexHonorus TC»
117246, Mocksa, Hay4Hblin npoesg, g. 20, cTp. 4.
E-mail: mail@dna-technology.ru

Mo Bonpocam, KacarLMMCs KauecTBa Habopa peareHToB, efeflyeT o6pallaTbes

K opmumansHOMY npejetasuTento NPpon3BOAUTENSA MO afpecy:
000 "OHK-TexHonorua", 117587, Mocksa, Bapwasckoe wiocee, 4.125%, K.6,

Ten./thake +7(495)980-45-55, www.dna-technology.ru



lMpowwnTo, NPOHYyMepoBaHO U-

CKpenneHo neyatbto ~

( nucrta (oB)
perucTpaymu

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



