®dororpaduieckne u3obpaxenns obmero BHAR
MEZRIHHCKOr0 H3AEMNSA H NPHHAMICKHOCTEH
«Ha6op Ana NoAYKOJIRYECTBEHHOTO ONpefe/IeHNA AKTHBHOCTH GHOTHHIIAIL!
«HeonaTansnan Bunornanzasa» (Neonatal Biotinidase)»

OdunuaiapHbIl NPOHIBOANTENL:

Wallac Oy (Bannax Oio)

Mustionkatu 6, F1-20750, Turku, Finland
(Myctnonxkary 6, F1-20750, Typky, ®uananams)
Ten: 35840)2-267 8111

Daxc: 358-(0)2-267 8357

HauMeHOBRHHE H apec MECTA NPOA3BOACTBA:

Wallac Oy (Bannax O10),
Mustionkatu 6, FI-20750, Turku, Finland

(Mycrronrkary 6, FI-20750, Typky, Punndanaus),

YnonnoMoscHRBI npeacTaBuTeas b P@:

Axinonepsoe obmecrso «IIPUBOPbI»

0 109028, r. Mocksa, Ilepyeckuii nepeynok, AoM 4, ctpoenue 1, nomemenue 1, komuara 10
Tenedon/dakc: +7 (495) 937-45-94/ +7 (495) 937-45-92

Anpec 3neKTpoHHOH nouTwi: info@pribori.com

YTBEpXACHO: ,
Tosmoe uma  Edumos Jleonun Humnaean

Homxnocts: T'eHepanbHLIN THPEKTOP

KoMnanua: AKUHOHEpHOE oﬁmec'mo <<HPPIBOPBI))
Toanuce:

Hara:

Ileuats:

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI
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KlapkMpoBKka YMakoBKM «Habop AN MNOAYKONMYEeCTBEHHOrO OnpejeneHns akTUMBHOCTM OMOTUHUAA3bI
|HeoHaTanbHas BiotnHmngasa» (Neonatal Biotinidase)»
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Neonatal
Biotinidase
kit

Kooupii Bug «Habop ANns MONYyKONMYECTBEHHOrO OnpeAeneHns akTUBHOCTM OMOTMHMAA3bI «HeoHaTanbHas
EnotuHmaasa» (Neonatal Biotinidase)»
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Youyi BWA YNaKoBKM KOMMOHEHTOB «Habop [Ans MONYKONMYECTBEHHOrO OMNpefesieHns akTUBHOCTU
vowmoasbl  «HeoHatanbHas  BuotmHupasa»  (Neonatal Biotinidase)»: Kanmbpartopbl  6uMoTUHMAA3bI
Biotinidase Calibrators) n KoHTposibHble npobbl 6uoTrHKAasbl (Biotinidase Controls)
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



.—-*3do -iistribuidoenVliexisopcr
r de ide>.ico, S. /- :.-]acedcrio Alcala No.
.2 :~dai .pelnn, C.P. 01020. ...asd de Mey~o

Rra mitoA_: No:
8-0010 dxaoidC losocEG' SNV
pj3 letent: «jr - &

»Cct

3018-0010

(©'ood | Pour la mesure semi-quanlitalive de  bioltnidase dans le sang seche E%Or o

KPKMPOBKa YMakKoBKM KOMMOHEHTOB «Habop And NOMYKOAMYECTBEHHOrO OMNPefeNneHns akKTUBHOCTYU
oTMHMaa3bl «HeoHaTanbHas bBuotuHmpasa» (Neonatal Biotinidase)»: Kanubpatopbl 6MOTUHMAA3I
iotinidase Calibrators) n KoHTpofibHble Npobbl 6uoTuHMAasbl (Biotinidase Controls)
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Neonatal Biotinidase kit
Cslibrators and Controls 3018-0010

> mesure semi-quantitative de la bfotmidase dans le sang seche /Zw
delerminaztone semiauanlirtaiwa”i? il getrocknelem Bhit / Para la delermmacion semicuanlilaliva de biolmidasa en sangre seca | Per ta
Am.ranwS?v 'S 10 sangue essiccato / Para a determrnagao semrquanirtat«ra de b«tm.dase ern sangue seco / For
sem.kvanlital.v bestamntng av bioltnrias mtorkade blodprov / T,I semi-kvanlrtalrv beslemmelse af broimdase pa blodspot

f porctne blood); actwrties on QC cerlificale, 1 sheet /Caltbrcurs de biotiivdase (sang porcin sech”): activitessur le cerlHicat QC.
~9®*rocknetes Schweineblul); Aklivftatcn auf dem QC-Zertifikal.l Karle / Calibradofes debre”indasa (sangre porcina seca):

Mk~idades en el certiticado de CC. 1 hoia / Cairbraton brolmniasi (sangue suino essiccato) attivrla sut certificato QC. 1 toglio / Calibradores de biolimdase

~ngue seco de sumo); atividades re>certrficado de QC. 1 folha f Biol*n»daskalibf.itorcr (lorkat svinblod); aktrviteter pa kvalrtetskontrolteertitikatet. 1 blad /

Biotwidasekahbratoref (terret porcini blod) aktrviteter pa kvaliletskontrotatleslen, 1 ark

Biotinidase Controls (dried human bkxxl): activities on QC cerlrficale, 1 sheet / Controles de biotinidase (sang hurnain sech6): actrvilessur le certrficat QC.

: feuilie / Biolimdase-Kontfollen (getrocknetes Hmnanblul): Aklivrtalen auf dem QC-Zerlifikat),1 Karle / Controles debiotmidasa (sangre humana seca)
actividades en el certrficado de CC. 1 hola / ControHi biohnidasi (sangue urnano essiccato): allivita sul certificato QC.1 toglio / Conlrofc» de biotinidase (sangue
seco humano) atividades no certificado de QC. 1 folha / Biotmidaskontroller (torkat hiimani blod) aktivrteter pd kvaiitctskontroltcertifikatet. 1 blad f

BiotinidasekonlroMer {terret humant blod) aktivitfler pa kvalitolskonlrolallesten. 1aik

-16X Wailac Oy
IVD Mustionkatu 6,
C C -30C FI-20750. Turku. Finland

§r %% Oislnbutdor no Brasil. v
PerkmEIlmer do Brasil Lida
CNPJOO 351 2KV0001-24
Rua Samarila, 17417-Jardim das Laranieiras  Reguieisd 903 filler paper id Wilt

Oistributoi tn Canada:
02518-060 Sao Paulo-SP

Oistributof in the U.S.A.. !
PerkinElmef Canada. Inc.

PerktnElmer. Inc. .
549 Alb Street 501 Rovwnlree Dairy Road. Unit 6 Reg MS (Brasil): 10298910092 @ 744497
Dot al\;)/lx OZr?L?.B 2512 Woodbndge. ON. L41. 8H1 Resp. Tdcnica: Silvia Claudia A Bello.

oston. - CRF-SP 15578
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MaKoBKa KOMMOHeHTa «Habop pAnd MONYKONMYECTBEHHOIO OMPefeneHns aKTUBHOCTM  BMOTUHUAA3LI
HeoHaTanbHast BuotuHmnpgasa» (Neonatal Biotinidase)», Kann6paTopsl 6uoTuHmnaasel (Biotinidase Calibrators)
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Neonatal Biotinidase kit

Neonatal Biotinidase Calibrators

D Wallac Oy. 7l 3776 tt <l

Turku, Finland

Q7 BUA KOMMOHeHTa «Habop AN NONyKONMYECTBEHHOrO OMpefeneHns akKTMBHOCTU 6GUOTUHMAA3LI
HeoHaTanbHas buotuHnaasa» (Neonatal Biotinidase)», Kanubpatopbl 6uoTuHmgassl (Biotinidase Calibrators)
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Neonatal Blotinidase kit
Controls Normal, Abnormal

(dried human blood /sang humam sAchd / getrocknetes
Humanbtut | sangra humane seca / sangua umano
essiccato / sangua saco humano / intorkat human! blod /
terral human! blod)

-16 *C Once opened, store at *2 m+0 *C
=30 *C I for up to 4 weeks
IVD
Wallac Oy

Turku. Finland

Regulated 903 filter paper lol W1I1

2 2024-08
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Neonatal Biotinidase kH

fControls
743821
2 2024-01

}oumii B KOMMOHeHTa «Ha6op Ans NOMYKONWYECTBEHHOTO OMpPeAeneHns akTUBHOCTWM BGUOTUHUAA3bI

HeoHatansHas BuotuHmupgasa» (Neonatal Biotinidase)», KoHTposibHble npobbl 6uoTuHUAassl (Biotinidase
dntrols)
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Neonatal Biotinidase kit
Biotinidase Reconsftt

DL
2cl

2 2624-01

y

)owwmin  BUL KOMMNOHeHTa «Habop And MNONYKONMYECTBEHHOrO OMpeAeneHns akTUBHOCTU OGUOTUHMAA3LI
HeoHatanbHaa buotnHmnpasa» (Neonatal Biotinidase)»,

Bytdhep pfns BoOCCTaHOBNEHUA 6GMOTUHMAA3LI
Biotinidase Reconstitution Buffer)

13
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)owmiA BMA, KOMMOHEHTa «Habop Ans MONYKONMYECTBEHHOrO OMNpeAeneHnsl akTMBHOCTU BUOTUHMAA3bI
HeoHaTanbHast buoTuHupasa» (Neonatal Biotinidase)», Cy6cTpat PeareHT 6uoTuHMgasbl (Biotinidase
lubstrate Reagent)
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>0Wmii BUJ KOMMOHEHTa «Habop Ansa nonyKoAWYeCcTBEHHOrO ONpeaeneHnss akTMBHOCTU OUOTUHMAA3bI
HeoHatanbHass BuoTuHupasa» (Neonatal Biotinidase)», YepHblit mukponnaHweT (6e3 nokpbiTua, Ha 96
YHOK)

15
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|6wmii B KOMMOHeHTa «HaGop [Ans MONYKO/NMYECTBEHHOrO OnpefenieHnss aKTUBHOCTU GUOTUHMAA3bI

HeoHaTtanbHas buoTuHngasa» (Neonatal

krcode labels for the plates)

Biotinidase)»,

Hakneliku co WTPUXKOAAMMU ANS MAaHLWeToB
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QUALITY CONTROL CERTIFICATE QUALITATSKONTROLLZ2ERTIFIKAT
CERTIFICAT DE CONTROLE DE QUALITE CERTIFICADO DE CONTROL DE CALIDAD

Neonatal Biotinidase kit

rDIMnNW KI loti Lot do troukM Eipiry djt» IDat» do poromption
- 3018-0010 7TA4497 _ ) 2024-01-31
MnwdiatJtogc Kd-Ctufqge/ Lote del V«rilsdaium <F«du cjducKUe
UDI |010643ei4729t34:itri:401310Di7*4497 ']
Componofd <Compoiant Lot No ; Lotn* Eipiry djt* t Djt« dt ptrontpbon
Konnponx»f«» t Conponente . Clv-Nr.rN'delete VcrtaSsditum / Feetu de cMtiodM |
&c(rtoda9e CaKraiors 743776 2024-01
Botiedaee Contrcis 743821 2024n1
BoCndaee Subttate R«agenr 743906 2024-01
BcCndase Reconsttuiicr Buffer 744254 2024-01
CalibnNor (CaMreur AcPvity [actmi»
KjKtrator tCaiibrjdor AktfvilJt fActivicbd
A 7.03 u
s 43.5 u
c 138 u
D 203 u
E 281 U
F 396 U
KA Control 1Coeriralt1nHnm Renidt /RMultat 1SO M D«
IU-Kontrole f Control del Kit Ersetavs/ResyltMto 1SA M DE
ftormoi 300 n X.D u
Atjnonnai 529 u 60 U
HE TG m
ner A/ 1L(]
(2 AN 3

ApprowO Ov IApprDi™M pnr I' Oﬂ
Nnrvw art fnaly>w> ' FAfw» art 21 02 2023 CrrnttVttQt woo / JVbHVVVIN ftttr nrtinr-'i

)owmii BUA KOMMOHEeHTa «Habop AN MONYKOAMYECTBEHHOrO OMpefeNeHnss akKTUBHOCTU OGUOTMHMAA3bI
HeoHatanbHas bnotuHupgasa» (Neonatal Biotinidase)», CepTudukar KoHTpona kayectsa naptum (Lx)t-specific

uality control certificate)

17
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