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M TIOATBEPOKJIAET, YTOH3C/IHE MEeIULIHHCKOTO Ha3HAYCHUS

AHTHTEJIA MOHOKJIOHANBHBIE H MOJIHK/I0HAJIbHBIE KPOJHYbH I8
HMMYHOFHCTOXHMHYECKHX HecsieqoBannii (cM. Hpunokenne na 4 nucrax)
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Dako Denmark A/S, Produktionsvej 42, DK-2600 Glostrup, Denmark

KJIacC MOTEHUHATBHOIO pHcKa 1 OKII93 9817
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GEAEPAABHAS CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHWA
1M COUMAABHOIO PA3BMTNA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[MPUJIOXKEHHE
KPETUCTPALHHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Juer 1
Ne ©C3/2010/08213
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1. AHTHTEIa MOHOKJIOHAIEHbIE Kpoln4bH K-uenoBedeckum CDS, xitoH SP19, rotossie k ,
npumenernio, ®JIEKC, s pyuHoOro Hciop30BaHus / Ul HCHONBb30Balus B ABrocTelnepe axo,
Junk, 0.2 M, 0.5 M, 1 w1, 2 M1, 6 Mo, 7 M, 11 mu1, 12 mm Monoclonal Rabbit Anti-Human CDS,
Clone SP19, Ready-to-Use, FLEX, forManual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5

mL, 1mL,2mL, 6 mL, 7mL, 11 mL, 12 ml. _

2. AHTHTENa MOHOK/IOHAIbHBIE KPOJIHdbH K uenoBedeckuM [{uxmuy. D1, wion SP4, rotossle k
npumerennto, ®JIEKC, nas pyyHoro-Hcnois30BaHus / UL HCIIONMb30BaHuA B ABTocTeHepe [lako,
Junk, 0.2 mn, 0.5 M, 1 sur, 2 M, 6,Mm, 7 Ma, 11 Ma, 12 ma Monoclonal Rabbit Anti-Human Cyclin
D1, Clone SP4, Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5
mL, ImL,2mL,6mL, 7mL, 1I'mL, 12 mL.

3. AHTHTEIa MOHOKJIOHANBHBIE KPOIHYEH K yenoBeyeckuM AKT-pS473, Caiir-Crnennduueckoe
docdopunnposanue, kioH 14<5; rorossle kK npuMeneHnto, GJEKC, s pyunoro ucnons3oanus /
JUI8 KICTIoNb30BaHus B ABTocTeliHepe laxo, JIuHk, 0.2 M, 0.5 v, 1 M, 2 M1, 6 mu, 7 M, 11 M,

12 m11 Monoclonal Rabbit Anti<Human AKT-PS473, Phosphorylation Site Specific, Clone 14-5,
Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2
mL,6mL,7mL, 11 mL, 12 mL.

4. AHTHTENA NOJIKKIIOHABLHBIE KPOJIHYEH K YeI0BeueCKUM Allba- 1 -AHTUTPHIICHH, TOTOBBIE K
npumeHeruio, OJIEKC, mig pyynoro Hernosbp30Banus / Ui HCIIOIb30Banus B ABTocTeHHepe [lako,
JIunx, 6 mn, 12 ma Polyclonal Rabbit Anti-Human Alpha=1-Antitrypsin, Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mL,/12.mL.

5. AHTHTeNA MTONUK/IOHATbHBIE KPOJIHYBH K UeJJOBeYeCKUM Anbda-1-DeTonporenH,; TOTOBbIE K- -
npumenenuo, GJIEKC, nng pyusoro ucnonb3oBaHus / /Ul HCIIOAB30BaHus B ABTocTeiinepe JJako,
Jlunk, 6 M, 12 mn Polyclonal Rabbit Anti-Human-Alpha-1-Fetoprotein, Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mi, 12 mL.

6. AgTHTENA MONKMKIOHATBHBIE KPOJIMYBH K YyeoBedeckuM bera-2-Mukporio6yiuH, roToBbie K
npuMenenmno, ©IIEKC, s pyyHoro HCnons30BaHus / Ul UCIIONB30Banus B ABTocTeinepe Jlako,
Jlunk, 0.2 ma, 0.5™Mi, 1 ma, 2 M, 6 M, 7 M, v, 12 M Polyclonal Rabbit-Anti-Human Beta-2- i -
Microglobulin, Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5 . . //
mL, 1 mL,2mL, 6 mL, 7mL, 11 mL, 12 mL. :
7. AHTHTena MONHKJIORAIbHbIE KPOJIHYLH K.9€noBeYeckiM KalbUTOHHH, FOTOBLIE K

4 npuMenennO, PJIEKC, 1u1s pyunoro HColis30BanMs / UL HCIIONb30BaHuUA B ABTocTelHepe Jlako,

e Jlunk, 6 ma;-12 mn Polyclonal Rabbit AntisHuman Calcitonin, Ready-to-Use, FLEX, for Manual

Z\> Use / for the Dako Autostainer, Link, 6 mL; 12 mL.
# 8. AHTHTENA NONUKIIOHATIbHEIE KPONHYbH K-uyenoBeueckuM CD3, roroBole k NpUMEHEHHIO,

N Y 013307 )

OJIEKC; st py4HOro HCIONb30BaHUA/AAA UCTIONB30BaHHsS B ABTOCTelHepe [lako, JInHk, 6 mi, 12

)
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QEAEPAABHAA CAVJKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHMA
1M COUMAABHOTO PA3BUTA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

MPHJIIOXEHHE
RPETUCTPALUHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Jhwer 2
Ne ©C32010/08213

mn Polyclonal Rabbit Anti-Human CD3, Ready-to-Use, FLEX, for Manual Use / for the Dako
Auto stainer, Link, 6 mL, 12 mL.

9. AHTHTE A NOJHKIOHAIBHEIC KPOIHYbH K-YenoBeYecKUM XoproHndecKuH [ oHanoTponuH,
rorombie K npumenennto, GJIEKC, m1a pygHOro HCIONbL30BaHMA / A HCIIOJIB30BAHUA B
Astocteiinepe Jako, Jluuk, 6 M1, 12 miPolyclonal Rabbit Anti-Human Chorionic Gonadotropin,
Ready-to-Use, FLEX, for Manual Use{ for the Dako Autostainer, Link,6-mL, 12 mL.

10. AHTHTEIa OJHKIOHATBHBIE KPOJIHYbH K YeJIOBeYeCKUM XPOMOTPAHHH A, FOTOBBIE K
npumenenuio, ®JIEKC, ans pyyHoromcnons3oBanus / A HConp30BaHus B AsTocteiinepe Jlaxo,
JInax, 6 mi, 12 M Polyclonal Rabbit-Anti-Human Chromogranin A,Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mL, 12 mL.

11. AHTHTEIa NONMKIOHANBHbIE Kpoauybu K OmoopecuenH M3otnonuanaty (PUTLIY/IIX, F(ab'),
rotoBbie K npuMenennto, GJIEKC, juist pyuHOro HCnoab30BaHUA / AN HCIIONB30BaHUS B

Arocteitnepe Jlaxo, JInuk, 0.2mm, 0.5 M, 1 M, 2 M1, 6 mit, 7M1, 11 Mi1, 12 mn Polyclonal Rabbit

Anti-Fluorescein Isothiocyanate (FITC)/HRP, F(ab"), Ready-to-Use, FLEX, for Manual Use / for
the Dako Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2 mL, 6 mL, 7 mL, 11 mL, 12 mL.

12. AsHTHTE A HOJHKJIOHANLHEIE KPOIMYbH K yenoBevecKuM IgA, roToBblie K IpUMEHCHHIO,
@OJIEKC, nns pyyHOro HCIONB30BaHHUA / 415 Hconb3oBauis B ABTocTeiHepe [lako, Jiunk, 6 mn,
12 ma1 Polyclonal Rabbit Anti-Human IgA, Ready-to-Use; ELEX, for Manual Use / for the Dako
Autostainer, Link, 6 mL, 12 mL. ,

13. ALHTHTe A MOMMKIIOHATBHBIE KPOIHYBH K YesloBedecKiM IgG, roToBble K IpUMEHEHMIO,
GJIEKC, 1n1s pyuHoro HEnonb3oBaHusd / Ans UCIonb3oBaHus B ABTocTeiHepe Jako, JIHHK,

6 mi, 12 ma Polyclonal Rabbit Anti-Human IgG, Ready-to-Use, FLEX, for Manual Use / for the
Dako Autostainer, Link;6 mL, 12 mL.

14. A HTUTeNa NONUKIOHANILHBIE KPOJUYBH K YeI0Be4eCKUM [gM, roToBsIC K TPUMEHEHHUIO,
@JIEKC, nas pydHOTO HCTIONB30BaHHA / 171 UCII0b30BaHHsA B ABTOCTEHHepe Jlako, JIunk,

6 ma, 12 mx Polyclonal Rabbit Anti-Human IgM, Ready-to-Use, FLEX, for Manual Use / for the
Dako AutostaineryLink, 6 mL, 12 mlL.

15. A HTUTena MOTHKIOHANBHEIC KPOIHYbY K yenoBedyeckuM Karna Jlerkue reru, roroBsle K
npuM eHennto, ®HEKC, nia py4yHoro ucnons30BaHus / Ui UCIIOIB30BanRuA B-ABTOCTeHEEpE [lako,
JInnk, 6 Ma, 12'ma1 Polyclonal Rabbit Anti-Human Kappa Light Chains, Ready-to-Use, FLEX, for
Manual Use / for.the Dako Autostainer, Link; 6’ mL, 12 mL.

8l ,
.y 16. AnTuTeNa [ONMKIOHATBHEIE KPOIHYLH K/denoBeyeckuM JlamGna Jlerkue ienu, rotosse K '
" 4 npumenenno, ®JIEKC, mis pyusoro Henos3oBanns / Ui HCNONb30BaHUAB ABToCTeliHepe [lako, 1
.41 Jlaak, 6 Mac12 M Polyclonal Rabbit Anti-Human Lambda Light Chains, Ready-to-Use, FLEX, for @ 1
%> Manual Use)/ for the Dako Autostainer, Link, 6 mL, 12 mL. ¥
Sy 17. AHTHTEIA MOAHKIOHAHLHEIE KPOIHYbH K YEIOBEUESCKHM MHeTonepokcH1a3a, roToBbIe K \é\
¢\ & npuMmenernio, ®JIEKC, nns pyysoro HCHONR30BaHUA / IS UCIONBXOBaHUs B ABTOCcTeiiHepe Jako, i ¢
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OEAEPAABHAA CAVKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMA
1 COLUMAABHOTO PA3BUTUA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL -

T

MPHJIOYKEHHE |
K PETUCTPALIMOHHOMY YO CTOBEPEHHIO

ATTACHMENT Jlucer 3
Ne ®C32010/08213

T N N N AU/

JInnk, 6 mi, 12 ma Polyclonal Rabbit Anti-Human Myeloperoxidase, Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mL, 12 mL.
18. AHTHTE1a MOHOKJIOHAIBHEIE KPOIHYBH K uenioBeyeckuM p53 [lpoTens, kion 318-6-11,
rotosble K npumenennto, GJIEKC, juis pydHOro HCrone30BaHus / Ui HCMOE30BaHKA B
Aptocreitnepe Jako, Jluuk, 0.2 M, 0.5 M, 1 M, 2 M, 6 M, 7 v, 1 Lvi1, 12 M Monoclonal

~ Rabbit Anti-Human p53 Protein, Clone(318-6-11, Ready-to-Use, FLEX, for Manual Use / for the
Dako Autostainer, Link, 0.2 mL, 0.5 mL; 1 mL, 2 mL, 6 mL, 7mL, 11.mL, 12 mL.
19. AaTHTEIa MOHOKJIOHANbHEIE KpoauybH K genoBeueckuM AMACR (P5045), knon 13H4,
roroBele kK npuMeHenuio, CJIEKC, At pyuHOro Mcrnosb30BaHus / JUIS HCIIOE30BAHHS B
Asrocreiinepe Jlako, Jlunk, 6 mi, 12 M1 Monoclonal Rabbit Anti-Human AMACR (P504S), Clone
13H4, Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 6 mL, 12 mL.
20. AuTHTENna NOMMKIOHAILHEIE KponuusH K S100, rotoBeie k npuMmenenuto, GJIEKC, mis
PYYHOTO HCHOJB30BaHHs / 11 UCHONL30BaHHA B ABTocTelHepe [laxo, JIHK, 6 M, 12 Mn
Polyclonal Rabbit Anti-S100, Ready-to-Use, FLEX, for Manual-Use / for the Dako Autostainer,
Link, 6 mL, 12 mL.
21. AnTHTena nOJIMKIOHANBHBIE Kposinubd K TepMunansHoit Jleokcunyieotuaun TpaHcdepase
(TdT), rotosuie k npuMeHennto, QJIEKC, 11 pyyHoro HCHoAL30BaHus / IS UCIIONb30BaHUS B
ABtocTeiinepe Jlako, Jluuk{ 6 mn, 12 mi Polyclonal Rabbit Anti-Terminal Deoxynucleotidyl
Transferase (TdT), Ready-to-Use, FLEX, for Manual Use/-for the Dako Autostainer, Link, 6 mL,

12 mL.

741 22. AnTHTeNa NONMKIOHAILHEIE KPOIHYBH K deNoBedeckiM TupornofyinnH, rotosble k

-ty npumenenmo, @JIEKC] s pyunoro ucnosib3oBanus /L1s UClIoNB30BaHud B ABTocTelHepe Jlako,

. .44 Jlunx, 6 M, 12 mn1 Polyclonal Rabbit Anti-Human Thyroglobulin, Ready-to-Use, FLEX, for

N Manual Use / for the Dako Autostainer, Link, 6 mL,2'mL.

23. AHTHTE1a MOHOKJTOHAIIBHBIE KPOJIHYBH K UesloBedeckuM OcTporex Penentop anbkpa, xion SP1,
#1 rorossle kK npumeHenuto, GJIEKC, ang pydyHoOro uenosbp30BaHus / Uil HCIIONB30BAHYS B
v AbrocreitHepe Jlako, JIurk, 0.2 mu, 0.5 mMi, 1 M, 2mn, 6 M, 7 Ma, 11 ma, 12 max Monoclonal

44 Rabbit Anti-Human'ER «, Clone SP1, Ready-to-Use, FLEX, for Manual Use / for.the Dako

E ’3, Autostainer, Link, 0.2 mL, 0.5 mL, I mL,2 mL;6mL, 7mL, 11 mL, 12 mL.
)
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24. AHTHTeN2 MOHOKJIOHATEHEIE KPOJIHYBH K YeaoredeckuM CD23, knon SP23, rotossle K

/7 npamerenmo, ®JIEKC, w1 pydHOro ucnonp30BaHus / JUIS HCIIOJIB30BaHu B ABTocTeitHepe Jlako,
c Al Jank, 0.2 Mg 0.5 mun, 1 M, 2 ma, 6 v, 7 min31 M, 12 M Monoclonal Rabbit Anti-Human CD23,
Clone SP23,:Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5

.} mL,1mL,2mL,6mL, 7mL, 11 mL, 12 mL.
: é‘\;'i 25. AHTUTE1a MONUKJIOHANBHBIE Kpomrdsi K [mnansHoMy @ubpunnapuomy Kucnomy benky,
/,}' rotossle K npuMenentto, PJIEKC, qia pydHoro uctionb3oBaHus / Uit HCIONbL30BAHMS B

i & AbTocTeiinepe Jlako, JIunx, 0.2 mm, 0.5.m7, 1 mu1, 2 mu, 6 »ut, 7 ma, 1 1amin, 12 mn Polyclonal Rabbit

A )
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OEAEPAABHAA CAV)KBA [TO HAA3OPY B COEPE 3APABOOXPAHEHWA
M COUMAABHOIO PA3BUTIMA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

MNPHNIOXEHHE ;
KPETHCTPALUHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Jiner 4
Ne ©C32010/08213

HE

=

Anti-Glial Fibrillary Acidic Protein, Ready-to-Use, FLEX, for Manual Use /for the Dako
Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL,2mL, 6 mL, 7mL, |1 mL, 12 mL.

26. AHTHTeNA IOJIMKIORAIBHBIE KpoHdbH K Xenukobakrep [Tutopu, roTeBbIe K IPHMEHEHHIO,
®JIEKC, 114 pydHOTo HCIIOIb30BaHuA / [is HCTIONs30BaHuA B ABTocTeiHepe Jako, Jlunk, 0.2 mn,
0.5 mu, 1 mn, 2 M1, 6 Ma, 7 mi, 11 mi, 12 M1 Polyclonal Rabbit Anti-Helicobacter Pylori, Ready-to-
Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2 mL, 6 mL,
7mL, 11 mL, 12 mL.

27. AHTHTeNa TONHKIOHANBHBIE Kpoauusd K Bupycy [Ipoctoro I'epneca Tum 1, rotossle K
npumerenuio, GJIEKC, a4 pyunoro-HCIonb30Banus / i HCIIOJIE30BAHNA B ABTocreHHepe Haxko,
JIunk, 0.2 mi, 0.5 Mo, 1 M1, 2 Mi,/6.m11, 7 mi, 11 M1, 12 M Polyclonal Rabbit Anti-Herpes Simplex
Virus Type 1, Ready-to-Use, FLEX; for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5
mL, 1 mL, 2 mL, 6mL, 7mL, 11 mL, {2 mL.

28. AHTHTENA MOJUKIOHANIEHBIEKPOIHYLH K YeoBeueckuM Igh), roToBbie K MpHEMEHEHHIO,
GJIEKC, a1s py4HOro HCHONB30BaHMA / 14 HCIIONb30BanuA/ B-ABTocTeiiHepe Jlako, JInnk, 0.2 mi,
0.5 mu, 1 M, 2 mi1, 6 Mo, 7 M, 11 M, 12 mn Polyclonal Rabbit Anti-Human IgD, Ready-to-Use,
FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL 0.5mL, t mL,2mL, 6mL, 7 mL
11 mL, 12mL.

29. AHTHTENA MOIHKJIOHANBHBIC KPONHYBH K YENOBEYECKIM I“aCTpmi, FOTOBBIE K IIPHMEHEHUIO, i
®JIEKC, nns py4HOro HCIoab30BaHus / 114 MCIIOIB30BaHUA B ABrocTeliHepe ako, Jlunk, 0.2 M, -~ ¢ 5.

T e
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0.5 M, 1 M1, 2 M1, 6 mur, 7 v, 11 mum, 12 Mo Polyclonal Rabbit Anti-Human Gastrin, Ready-to-
v Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5 mL, I mL,;2'mL, 6 mL,
‘ ‘N 7ml., 11 mL, 12 mL.

.44 30. ARTHTENa NOMMKIOHALHEIE KPOIMYbH K yenoBedeckuM daxrop ¢pon BumieOGpania, rorossie K
\Q, npumMenenuto, @JIEKC, nnsg pyusoro ucnons3oBaHus / s UCIIONB30BaHUA B ABToCTElHHEpe Jako,

;) Jlunk, 0.2 sot, 0.5 Moty 1 v, 2 Mo, 6 Mo, 7 o1, 11 Moty 12 M1 Polyclonal Rabbit Anti-Human Von

Willebrand Factor Ready-to Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL,

0.5mL, I mL,2mL, 6 mL, 7mL 11 mL, 12mL.

31. AHTHTENA IOJIHKIOHANLHBIE KPOIHYBH K YeJOBeYeCKUM PakoBomy DMOPHOHATILHOMY

Antureny (PDA); rortorsle k npuMeHenuio, ®IEKC, nis pyyHoro ucnons3oBanus / 1id Pl

HCIONB30BaHHA B ABTocTeiinepe Jlako, JTuuk,.0.2 v, 0.5 M, 1 ma, 2 Mo, 6 Mur, 7 mur, 11 mon, 12 M1

Polyclonal Rabbit Anti-Human Carcinoembrionic Antigen (CEA), Ready-to-Use, FLEX, for

Manual Use// for the Dako Autostainer, Link;0.2 mL, 0.5 mL, ImL,2mL;6 mL, 7mL, 11 mL, 12

mlL.

[IpoussoacTBo:

"Jlako Hopc Amepuka Unk." (Dako North America, Ink), 6392 Vla Real.Carpinteria, California,

93013, USA
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MHHHCTEPCTBO 3APABOOXPAHEHHS H COUHAIBHOTO PA3BHTHS
Pocenitcxoft ®enepannun

OEJEPAJIBHAA CIYXBA 110 HAJ30PY B COEPE
3APABOOXPAHEHHSA U COUMAJIBLHOIO PABUTUH

(POC3]IPABHA/I3OP)
INPHKA3 _
N TN - %/y/ﬂ
g4 %&Z{% A5, Mocksa 4

O PErHCTpallHH H3JEJIHA MEJHIIHHCKOIO HAa3HAYCHHSA

B coorBercTtBuUM ¢ nonoxeHueMm o PenepanibHoH cirykOe mo Haa3opy B cdepe
3JpaBOOXpPAaHEHHUA M COIMAILHOIO pa3BUTUA, YTBEPKACHHBIM IIOCTAHOBJIEHHEM
IlpaBurensctBa Poccuiickon Pedepanuu ot 30.06.2004 Ne323, u AaMHUHUCTPATHBHEIM
pernameHToM @enepanbHOR <coyx6bl 1o Hag3opy B) cdepe 3ApPaBOOXpAaHEHHSI U
COUMAIbHOIO Pa3BUTHUs MO HCIOMHEHMIO IOCYAApCTBEHHON (MYHKIHMM IO perucTpainyu
H3AEIMH MEAMLIMHCKOrOo Ha3HA4YeHHs, YTBEPXACHHBIM, IpUKa3zoM MHUH3IpaBCcOLpa3BUTHSA
Poccuu ot 30.10.2006 Ne735, nmo pesynpTaraM 3KCIEPTH3Bl JOKYMEHTOB W JaHHBIX,
npencraBieHHbX 3asBuTenleM 3A0 "AMTEO M (Poccus) s perucrpauis HU3ZenHs
MEIOHIIMHCKOIO Ha3HAYEHHUsSI NP U K @ 3 BI B 2 10:

1. 3aperucTpupoBaTh H3AEIHE MEHUIIMHCKOrO  HA3HAYEHHS~ («AHTHTENA
MOHOKJIOHAJIGHBIE M) MOJIMKIOHANIBHBIE KPONMYbH UL  MMMYHOTHETOXUMUYECKHX
UCCNeJ0BaHMH» ¥ BHECTH COOTBETCTBYIONME cBeleHMs (MPUIIOKeHHE) B 6a3y JaHHBIX
3aperuCTPUPOBAHHAIX nzziennﬁ MeJJULIHHCKOTO Ha3HAYEHHS.

2. YIIpaBAEHHIO KOHTPONA 3a KayeCTBOM MenuuuHckux uinenwit (T.I.Kpeiiosa) B
YCTaHOBJICHHAIH CPOK OGOPMHTE M BBIZATh 3aSBUTENIO NOKYMEHT, MOXTBEPIKIAIOIIMIMA
$akT perMCTpaUMM  H3NENUs  MEAMUMHCKOTO  Ha3HAYEHWS  (DPErHCTPAlHOHHOE
yJIOCTOBEPEHHE).

3. Koutpone 32 HCHOJHEHHEM 'HACTOALIEro NpPUKa3a ‘BO3NOXHTH Ha HauyalbHHKa

YnpaBieHHs KOHTPOJIS 32 KaquTBOM Meg.‘(mﬁn‘gcfmx nm3nenuit-E.JO. bapmanogy.

Bpro pyKoBOUTENS . _;,.;:i. . J1.B.ITapxomenko
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[MTPUIOXXEHUE

K npukasy PenepansHoit CITyx65!

10 Hax3opy B cdepe
3/I[paBOOXPAHEHHS

U COHATLHOIO Pa3sBATHA

ot B 11 LO Ne 7N LA/ 7E

Ne [ Homep PV, | Homep HaumenoBanue u3aenus MeIHIHHCKOTO
Hara KP]1 3aaBUTEID H3srotosurens Ctpana u3rotoBuTeNs
wn nara KP[] Ha3HaYeHHs
1 | AHTHTE12 MOHOKJIOHAJILHEIE H 3A0 "AMTEO M", |axo Heumapk A/C, |[auus
MTOJIMKJIOHATHHbIE KPOJMUILH IS 111539, Poccus Dako Denmark A/S,
MMMYHOTHCTOXAMHAYECKHX HUCCIIENOBaHUMH Produktionsvej 42, DK
2600 Glostrup,
Denmark
oCP
2010/08213 57955 | 30.08.2010

3amMecTHTENb HaYaIbHHAKA Y IpaBIeHUS KOHTPONSA

3a Ka4eCTBOM MEIUIIHHCKUX H3OEHH

HawajibHHK 0TAENa perucTpanyt 3apydexxHbIxX

U3AENAN MEIMIMHCKOr0 Ha3HAUCHUS
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Hactosuiee yA0CTOBEpEHHME BBIIAHO

3A0 «AMTEO M», Poccus,

111539, r. MockBa, yi. Bemnakosckas, a. 23, kopn. 4, komHaTa 11

¥ MMOATBEPK/IAeT, YTOM3/1eTIMe MEIMIIMHCKOTO Ha3HAYEHU

AHTHTEJIA MOHOKJIOHAJIBHbIE H MOJHKJIOHAIbBHLIE KPOIHYbH I
HMMYHOTHCTOXHMAYECKHX HcciegoBanuii (eM. Tipnioxkenne Ha 4 tucrax)
MPOU3BOJICTBA

«/lako denmapk A/C», lanus,

Dako Denmark A/S, Produktionsvej 42, DK-2600 Glostrup, Denmark

K/1acc NOTEHHHAIbHOTO pucka 1 OKITIL 93 9817

COOTBETCTBYIOIICC KOMIIIICKTY peFHCTpaHHOHHOﬁ JTOKYMECHTAa U

KPJ NeS795S o1 30.08.2010

pa3pelleHo K UMIIOPTY, IpojJake WAIPHMEHEHHIO Ha TeppUTOopHH, Poccuiickoi
deaepauun

Bpuo pykoBoautens @eaepanbHoii cayKoOb
1o Ha/130py B cihepe 3ApaBooXpaHeHHn JI.B.Ilapxomenko
H COUMAJILHOIO Pa3BHTHUS
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1. AHTHTe/Ia MOHOK/IOHATIbHBIE KPOIHubl K YestoeueckuM CDS, kinon SP19, roroseie k
npuMenenuto, ®JIEKC, 11 pyuHOro Hemonbp30BaHUA / /A UCMIONB30BaHUA B ABTOCTeHEpe [lako,
JIunk, 0.2 M, 0.5 M, 1 Ma, 2 mon, 6 mun, 7 M, 11 mn, 12 Ma Monoclonal Rabbit Anti-Human CDS,
Clone SP19, Ready-to-Use, FLEX, for-Manual Use / for the Dako Autestainer, Link, 0.2 mL, 0.5
mL, Il mL,2mL, 6 mL, 7mL, 11 mE;-12 mL.

2. AHTHTEIa MOHOKJIOH&IbHBIE KPOIHUbH K desoreueckuM Llnknuu D1, kion SP4, rotossie k
npumerennto, ®JIEKC, 115 pyuyHero ncrnosb3oBaHus / 118 UCNIOAB30Banys B ABToCTeHHepe Jlako,
Junk, 0.2 mu1. 0.5 M1, 1 M, 2 M, 6mu1, 7 Mo, 11 M, 12 M Monoclonal Rabbit Anti-Human Cyclin
D1, Clone SP4, Ready-to-Use, FLEX, for Manual Use / for the Bako Autostainer, Link, 0.2 mL, 0.5
mL, 1 mL,2mL, 6mL, 7 mL, Hl mL, 12 mL.

3. AHTHTE/Ia MOHOKJIOHATBHBIE Kpouybd K uenoBedeckuM AKT-pS473, Caiir-Cneunduyeckoe
docdopunuposanue, Ki1oH 14-5, rorossle k npumeneruio, @JIIEKC, 115 pydyHOro ucnosp3oBaHus /
JUIS MCIIONB30BaHus B ABTocTeiHepe Jlako, JIunk, 0.2 M, 0.5 mm, 1 Ma1, 2 mit, 6 mu, 7 Mo, 11 Mo,
12 M1 Monoclonal Rabbit Anti-Human AKT-PS473, Phosphorylation Site Specific, Clone 14-5,
Ready-to-Use, FLEX, for Manual Use / for the Dako Autestainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2
mL, 6 mL, 7mL, 11 mL,A2 mL.

4. AHTHTENa MOAHKIOHATFHBIE KPOJIHYBH K YeloBeueCKUM Alb(da-1-AHTUTPUICHH, TOTOBBIC K
npuMenenuio, ®JIEKC] g pydBoro ucrnonb30Banud /A HCIIOAB30BAHMA B ABTOCTeHHepe Jlako,
Jlunk, 6 mi, 12 M Polyelonal Rabbit Anti-Human Alpha-1-Antitrypsin, Ready-to-Use; FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mlz, 12 mL.

5. AHTHUTENA MOJUKIQHANLHEIE KPOJIHYbH K YeNOBeHECKUM Anbda- 1 -DeTonpoTenH, roroBbie K
npuMeHenuro, OJIEKC, quist pyuyHOro ucnoJp3oBatins / /Ui MCIOJIb30BaHuA B ABTocTeHHepe Jako,
JIunk, 6 mi, 12 mi-Polyclonal Rabbit Anti-Human Alpha-1-Fetoprotein, Ready-to~Use, FLEX, for
Manual Use / for.the Dako Autostainer, Link, 6 mE, 12 mL.

6. AHTHTeNa NOJUKIOHATbHBIE KPOJIHYLH K YeloBeYecKUM beTa-2-MuKpornodyiuH, roToBbIE K
npumenenuto, @IEKC, st pyyHoro ucnonp3oBaHus / A1 UCNONb30BaHus B-ABTocTeHepe [lako,
Jlunk, 0.2 M0 mon, 1 M1, 2 Mo, 6 M, 7 magl1 mn, 12 M Polyclonal Rabbit'Anti-Human Beta-2-
Microglobulin;-Ready-to-Use, FLEX, for Manmnal Use / for the Dako Autostainer, Link, 0.2 mL, 0.5
mL, Il mL, 2.mL, 6 mL, 7mL, 11 mL, 12 mL:

7. AHTHTE 1A TIONUKIIOHANTBHBIC KPOJIMUBH. K UeNoBedecKUM Kanb M TOHHH-FOTOBEIE K
npuMenennto, ®JIEKC, 11 pydHoro HCHONBb30BaHUA / AT UCTIONB30BaHUs B ABTOCTelHepe [ako,
JInnk, 6 s1; 12 mi1 Polyclonal Rabbit Anti-Human Calcitonin, Ready-to-Use, FLEX, for Manual
Use / fof the Dako Autostainer, Link, 6-mL, 12 mL.

8. AHTHTETa HOJTHKJIOHANBHBIC KPOJIHYBH. K YenoBeyeckuM CD3, roTOBbIe K MPUMEHEHHUIO,
GJIEKE, ang pyqHOro HCnonb30BaHUSA/ IS UCTIONB30BaHus B ABTo¢TelHepe Jlako, JIunk, 6 mi, 12

Bpno pykosoautena @eaepanibHOM c1yKObI
o Haa30py B cepe 3apaBooXpaHeHH A.B.
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\ A
/ TN
- S N g
s /
o

ITapxomeHko

PR R i /A~‘— ; -’/)
Pernctpanusa MU B PocagpaBransope el
www.nevacert.ru | info@nevacert.ru




Jiner 2
Ne ©C3 2010/08213

mn Polyclonal Rabbit Anti-Human CD3, Ready-to-Use, FLEX, for Manual Use / for the Dako
Autostainer, Link, 6 mL, 12 mL.

9. AHTHTeNA MOJMUKIOHATbHEIC KPOIMYbH K YeIOBeUeCKUM XopHoHHYeckuit [ oHanoTpomnus,
roroeie kK npumenenuo, GJIEKC, s pyuHoro Hcnoap30BaHus / 1A HENIOIb30BAHHUA B
Aprocteinepe Jlako, JIunk, 6 mi, 12 muPolyclonal Rabbit Anti-Human Chorionic Gonadotropin,
Ready-to-Use, FLEX, for Manual Use-/ for the Dako Autostainer, Link,6 mL, 12 mL.

10. AHTHTENA TIOTUKIOHATbHBIE KPOJMUbU K 4eJJOBe4eCKMM XPOMOTPaHHH A, TOTOBBIE K
npumenenuro, ®JIEKC, nnsg pyyHOro-ucnons30Banus / 11 UCIONIB30BanMs B ABTocTeHepe Jlako,
Jlunk, 6 M1, 12 mi1 Polyclonal Rabbit Anti-Human Chromogranin’A; Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer. Link, 6 mL, 12 mL.

11. AuTHTena noJHKIoOHaBLHEIE Kponuubk K dmoopectiend U3ornonuanary (GUTLY/IIX, F(ab'),
rotoBele K npuMeHenuto, GJIEKC, misg pyuHoro nenosb30BaHMs /. JUIK HCTIOIb30BAHHA B
Astocteiinepe Jaxo, Jlunk, 0.2°w1, 0.5 M, 1 mor, 2 mu, 6 mut, Zmo, 11 mut, 12 mur Polyclonal Rabbit
Anti-Fluorescein Isothiocyanate (FITC)/HRP, F(ab'), Ready-to-Use, FLEX, tor Manual Use / for
the Dako Autostainer, Link,©0:2 mL, 0.5 mL, I mL, 2 mL, 6mL, 7mL, 11 mL, 12 mL.

12. AHTHTEIA NOJIHKJIOHANBHBIE KPOIHYBH K UeoBeyecKuM IgA, roToBble K NpHMEHEHHIO,
®JIEKC, mns pyqaHOro HCHOJAB30BAaHUS / UM UCIIOJIb30BaHHA B ABTocTeHHepe Jlako, JIMHK, 6 M1,
12 ma Polyclonal Rabbit Anti-Human IgA, Ready-to-Use, FLEX, for Manual Use / for the Dako
Autostainer, Link, 6 mL, 12 mL.

13. AHTHTENA NOJIMKJIOHANBHBIC KPOTHYLH K deioBeucckuM [g(, roToBble K IPUMEHEHHIO,
®JIEKC, anst pyuyHOro MENOAb30BaHUA / Ul UCTIONb3oBaHus B ABTOcTeiHepe J[ako, JIMHK,

6 mu1, 12 mu1 Polyclonal Rabbit Anti-Human IgG, Ready-to-Use, FLEX, for Manual Use / for the
Dako Autostainer, Link, 6 mL, 12 mL.

14. AHTHTea TOJIMKIIOHATTBHBIE KPOJHYbY K UeIoBeieckuM [gM, roToble K NpuMeHEHHIO,
®JIEKC, ans pyyHOI® UCTIONB30BAHUA / U1 MCIIOAB30BaHUA B ABTOCTeHHepe Jako, JInHk,

6 mu, 12 M Polyclonal Rabbit Anti-Human IgM,Ready-to-Use, FLEX, for Manual Use / for the
Dako Autostainer;-Link, 6 mL, 12 mL.

15. AHTHTeNa TOAMKJIOHATILHEIE KPOTHUbH K uejloBeueckuM Kamnma Jlerkue uenu, rotossie K
npuMeHennio/RJIEKC, niig pyuHoro ucnomb3oBaHus / UM HCIOIL30BaHUA.B'ABTOCTeHHEpe Jlako,
JInnk, 6 M1, 12 M0 Polyclonal Rabbit Anti-Human Kappa Light Chains, Ready-to-Use, FLEX, for
Manual Use./for the Dako Autostainer, Link;6 mL, 12 mL.

16. AHTHTEA TTONMKIOHAJIBHBIE KPOJIHYbH K YegoBedeckuM JIamOna Jlerkue uenu, rotosele K
npumeHennio, ®JIEKC, nns pyvyHoro ucnedb30BaHUs / [ HCIONIb30BaHUA B ABTocTeliHEpe [lako,
JIunk, 6 M1, 12 M Polyclonal Rabbit Anti-Human Lambda Light Chains, Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Liink, 6 mL, 12 mL.

17. AxrHuTena NoNMKIOHAIBHBIE KPOJHYBH K YeJ0Be4eCKMM MUCIOoNepoKkcuaasa, TOTOBBIC K
npumenenuto, GJIEKC. ans pyyHoro uenonb3oBaHus / I HCNIOIL30BaHHS B ABTOCTeliHepe Hako,

Bpuo pykosoauTtens deagepasibHoi €1yKObI
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JInuk, 6 M1, 12 ma Polyclonal Rabbit Anti-Human Myeloperoxidase, Ready-to-Use, FLEX, for
Manual Use / for the Dako Autostainer, Link, 6 mL, 12 mL.

18. AHTHTEIa MOHOKJIOHANIBHBIE KPOJIHYbY K yenoedeckuM pS3 [lpoTeuH, kion 318-6-11,
rotoBele K npuMeneHuro, ®JIEKC, 14 pydHOro Kenomns30BaHus / s KETIOIb30BAHHS B
Astocteitnepe Jlaxo, JInuk, 0.2 mi, 0,5mu, 1 M, 2 mut, 6 ma, 7 mut, 1 1vo, 12 Mot Monoclonal
Rabbit Anti-Human p53 Protein, Clone318-6-11, Ready-to-Use, FEEX, for Manual Use / for the
Dako Autostainer, Link, 0.2 mL, 0.5mL, | mL,2 mL, 6 mL, 7 mLIl mL, 12 mL.

19. AHTHTE;1a MOHOKJIOHATbHBIE Kponnubu Kk yenoBeuecknM AMACR (P504S), knoun 13H4,
rotoBele K npuMenenuio, PJIEKC s pyyHoro ucronb3oBaHHs /s UCIOIb30BaHHS B
Aprocreiinepe dako, JInuk, 6 mi,-12 i Monoclonal Rabbit Anti-Human AMACR (P504S), Clone
13H4, Ready-to-Use, FLEX, forManual Use / for the Dako Autostainer, Link, 6 mL, 12 mL.

20. AHTHTeNa NOJMKIOHABHBIE Kpo1uubd K S100, roroBsle k ipuMeHenuto, GJIEKC, ans
PYYHOTrO HCTIOJIB30BaHHA / Ul HENOIb30BaHus B ABTocTeltHepe lako, JInHK, 6 mur, 12 M
Polyclonal Rabbit Anti-S100,'Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer,
Link, 6 mL, 12 mL.

21. AnTHTeNa NONHK/IOHAIBHBIE KpouybH K Tepmunansuoi Jleokcunykneoruaun Tpauncdepase
(TdT). rorossie k npuMeneHuto, GJIEKC, nns pyuyHoro ucionb3oBaHHs / I HCNOJIb30BaHHs B
Asrocreitnepe Jako, JTunax, 6 My, 12 ma Polyclonal Rabbit Anti-Terminal Deoxynucleotidyl
Transferase (TdT), Ready-to-Use, FLEX, for Manual Use”/ for the Dako Autostainer, Link, 6 mL,
12 mL.

22. AHTHTENA TTOMMKIOHATEHBIC KPOTHUEH K YeNoBe4eCKUM THPOrao0yauH, roToBbIe.K
npumerHenno, OJIEKC, s pydHoro ucnosb30Banust./ 115 KCMO1b30BaHUS B ABTOCTeHHepe Jako,
JInnk, 6 M, 12 M Polyclonal Rabbit Anti-Human Thyroglobulin, Ready-to-Use, FLEX, for
Manual Use / for the'Dako Autostainer, Link, 6 mE;12 mL.

23. AHTHTENIa MOHOKTIOHAJIBHBIE KPOJIWYbY K YeToBeyeckuM Derpored Peuenrop ansda, kion SPI,
rotoBble K npumehenuto, ®JIEKC, nnsg pyuyHoro ucnonab3oBanust / A1 UCMOAB30BAHUS B
Arrocreiinepe daxo, Jlunk, 0.2 mi, 0.5 M1, 1 Mi1,2 M1, 6 M, 7 M, 11 M1, 12 M1 Monoclonal
Rabbit Anti-Human ER «, Clone SP1, Ready-to=Use, FLEX, for Manual Use for the Dako
Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2mE; 6 mL, 7mL, 11 mL, 12 mL.

24. AHTHTeNna MOHOKJIOHATBHBIE KpoJIMybH K YesoBeueckuM CD23, knon SP23, roTosele k
npumeHenutd, GJIEKC, ans pyysoro ucnofib3oBaHus / Ul HCIIONB30BaHUA B ABTOCTeliHepe [lako,
Junk, 0.2 sty 0.5 mn, 1 M, 2 Mo, 6 Mon, 7 a1, 11 M1, 12 M Monoclonal Rabbit Anti-Human CD23.
Clone SP23, Ready-to-Use, FLEX, for Marual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5
mL, ] mL,2mL, 6 mL, 7mL, 11 mL, 12 mL.

25. AuTHTENA NONUKIOHATBHBIE KpOoJauYbH K ['muansnoMy @ubpumnspiomy Kucnomy benky,
rotoBele K- ipuMeHeHnto, ®JIEKC, nng-pyuyHoro ucnonp30BaHus / AS-UCIONb30BaHUS B
Astoctefinepe Jako, Junk, 0.2 i, 0.5 M, 1 M, 2 M1, 6 M, 7 mat, 1N ™Mn, 12 mi Polyclonal Rabbit
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Anti-Glial Fibrillary Acidic Protein, Ready-to-Use, FLEX, for Manual Use/ for the Dako
Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL/2mL, 6 mL, 7mL, 11 mL, 12-mL.

26. AHTHTeIA NOJIMKIOHAIbHBIE KposinubH k XenukobakTep [Iunopu, LOTOBBIE K IPUMEHEHMUIO,
@JIEKC, s pyqHOro UCnob30BaHKs, LIS UCTIONB30BaHus B ABTocTeitnepe Jlako, Jlnuk, 0.2 M,
0.5 M, 1 M, 2 M, 6 M1, 7 M, 11 min,, 12 M Polyclonal Rabbit Anti-Helicobacter Pylori, Ready-to-
Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL;.0.5 mL, | mL, 2 mL, 6 mL,
7mL, 11 mL, 12 mL.

27. AHTHTeNa NOJIMKIOHABHBIE KpoauubH K Bupycy Ilpoctoro I'eprieca Tun 1, rotossle K
npumerennto, @JIEKC, nns pydHoro Hcnoabp30BaHus / A8 UCIoAb30Banus B ABTocTeiiHepe Jlako,
JInuk, 0.2 mun, 0.5 Mo, 1 M1, 2 mut, 6,m01, 7 M1, 11 M, 12 M Polyclonal Rabbit Anti-Herpes Simplex
Virus Type 1, Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL, 0.5
mL, 1 mL.2mL, 6 mL, 7mL, {1 mL, 12 mL.

28. AHTHTENA NOMKIOHAIBHBIC KPOIHUEH K uenoBedeckuM [gD), roToBble K NpUMEHEHHIO,
@JIEKC, juis py4HOro MCIIOIB30BaHUA / Ul HCTIONB30BaHUA B’ ABTOCTelHepe Jlako, JIunk, 0.2 M,
0.5 M, 1 M, 2 Man, 6 M1, 7.1, 11 M1, 12 Mo Polyclonal Rabbit Anti-Human [gD, Ready-to-Use,
FLEX, for Manual Use / for.the Dako Autostainer, Link, 0.2 mL, 0.5 mL, 1 mL, 2 mL, 6 mL, 7 mL.
11 mL, 12 mL.

29. AHTUTENA NOAKKIOHAILHEBIE KPOJHYEH K UeI0BeYeCKUM I acTpuH, rOTOBBIE K IPUMEHEHHUIO,
®JIEKC, qisg pyyHOro uCHONL30BaHUA / JUis HCTIONB30BaHuA B ABTocTeiHepe Jlako, Jlunk, 0.2 M.
0.5 mu, 1 mim, 2 ma, 6 My 7 mon, 11 Moty 12 Mot Polyclonal.Rabbit Anti-Human Gastrin, Ready-to-
Use, FLEX. for Manual-Use / for the Dako Autostainer, Link, 0.2 mL, 0.5 mL, [ mL;2'mL, 6 mL,
7mL, 11 mL, 12 mL;

30. AnTHTENA NONUKIOHAIBHBIE KPOTHYEH K enoBeueckuM Daktop ¢oH Bunnebpaunaa, rotTosie K
npumerennio, @JIEKC, 11st pydHOro UCnosp30Balus / A1 UCIIOJIB30BaHUA B ABTocTeHHepe Jlaxo.
Jpnk, 0.2 M, 0.5 M1, 1 Mo, 2 mur, 6 M, 7 mon, 11 sur, 12 s Polyclonal Rabbit Anti-Human Von
Willebrand Factor, Ready-to-Use, FLEX, for Manual Use / for the Dako Autostainer, Link, 0.2 mL,
0.5mL, I1mL,2mL, 6 mL, 7mL, 11 mL, 12 mL!

31. AnTtuTesa NOJHKIOHATbHBIC KPOIHYBH K YeToBeuecKuM PakoBoMy IMOpUOHATEHOMY
Antureny (P2A), rotosrle k npuMeHeHut0, DJIEKC, aj1s1 pydHOro HCnoJIb30BaHus / JI1s
¥cnonb3opanus'B ApTocteisepe Jlako, JIunk,)0.2 M, 0.5 mur, 1 M1, 2 mon, 6 Mot, 7 mo1, 11 g, 12 Mot
Polyclonal Rabbit Anti-Human Carcinoembrionic Antigen (CEA), Ready-te-Use, FLEX, for
Manual Use+/for the Dako Autostainer, Link; 0.2 mL, 0.5 mL, 1 mL, 2 mL,j6 mL. 7mL, 11 mL. 12
mL.

IIpou3BOACTBO:

"Jlaxo Hopc Amepuxa Muk." (Dako North America, Ink). 6392 Via Réal Carpinteria, California,
93013,/USA
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