doTorpadmyeckmne N306paxkeHns

Habop KOHTPO/IbHbIX MaTeprasioB 411 KOHTPOIS KavecTBa OnNpeaesieHns
rMMKNPoBaHHOro remornobmHa Alc (HbAIC) B LenbHOM KpPoBM 1 remonusarte Ha
aHanmsaTopax 1 Mogynsax moxmmMmmyeckmx cobas c, cobas Integra, B BapmaHTax

ncnonHeHuns (PreciControl HbAIc)

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHIA



60p KOHTPO/NIbHbLIX MaTepuanoB A1 KOHTPONS KayecTBa onpefeneHMs rMUKMpoBaHHOro remornobuHa A 1c (HbAlc) B
MbHOM KPOBU M remMonmn3aTe Ha aHanusatopax M Moaynsix 6uoxmmMmmuyeckmx cobas c, cobas Integra, BapuaHT UCMONHEHUSA C
pMaribHBIM YpOBHEM KoHUeHTpaumu (PreciControl HbAlc norm Roche systems)
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800 KOHTPONbHbIX MaTepunanoB A1 KOHTPONS KaydecTBa orpefeneHus rMKuMpoBaHHOro remornobmHa A 1c (HbAlc) B
BbHO KPOBU 1 reMo/iM3aTte Ha aHaimMsaTopax U Mogynsix 6uoxmmundeckumx cobas c, cobas Integra, BapuaHT UCMOMHEHUS C
)PMa/bHbIM ypoBHeM KoHueHTpauuu (PreciControl HbAlc norm Roche systems)
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LLDP KOHTPOJIbHbIX MartepunaioB A/ KOHTPONSA KayecTBa OnpefeneHuns rmmkmpoBaHHOro remornobuHa Alc (HbAlc) B
e/lbHOli KPOBU M remMonvsaTe Ha aHanmMsaTopax M Moaynsax 6Moxmmumyeckux cobas c, cobas Integra, BapyaHT UCMONHEHUS C

JpMabHbIM YPOBHEM KoOHUeHTpaumn (PreciControl HbAlc norm Roche systems)

J 4y N
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1e60p KOHTPO/BbHBIX MaTepuanioB A/ KOHTPONSA KadecTBa ornpegeneHvs rMKupoBaHHoro remornobmHa Alc (HbAlc) B
€MbHO KPOBM U reMonm3aTe Ha aHaim3aTtopax M Mogynax 6umoxmmmyeckmx cobas c, cobas Integra, BapyaHT MCNONHEHUS C
opMabHbIM YpoBHEeM KoHuUeHTpauuu (PreciControl HbAlc norm Roche systems)
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*larepyan KOHTPONbHbLIM PreciControl HbAlc norm, dpnakoH, o6bem 1,0 mn - 4 wT.;
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IMKETKa CO LUTPUX-KOAO0M - 4 LUT.;

PCAIN PCAIN
Contrd b— 8000 Control
CodM 2M O coz0e D L G0z
fioFltteM
(o7 @ <S>
\l4
1 PCAIN PCAIN
te Q0D Contrd bit 6000
1 C(Tﬂ'dm cote 18 cobl 00200
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JiIopT NPUCBOEHHbIX 3HAYEHUN

PreciControl HbAlc ronui

I ®0S5479207190.05991323922 00 b as *
?  VaKMshHt

A COBASYYEGRAIpfe

loW /afcS O /ireC /IO fcon>w w i tti< « «w w

chwinam*/coripor— i WIM vow
. . -JH L.

«MKammmc Qav3 accioOCCT«i? - S tt 4«bM |
A103 taraiifiaa

MMIOMAMM Q»J) «.BoecTwap 0-CT* sS4 4eT<«n e .
AlC4 laciiMood
Hiao#M A4

wnMitM Iw Ow3 aoc-tolFCC MZI m 3M-44» u

r

AlLlW baaoi»Mli
HanogabaAk

wii.iiluai*mninir ONe 3 aoca6OOadm P274 w ™m
A103 Miod
IIHcW aAlc

lc#cuiwd viam ew equeboo

% HOAle (OCCT/INGSP)+ mmoVmol HhAlc (IFCC) “0 OOIf ¢ 2 15

BN: cwknnwii viam aw aquation/ DE: bfadwatmW »Mawgia*chung

FR iflW Kcakuwapaftrd#r*quabondefe<erencal/ES:ieicU#dosaQOnla#cuecadnm aaiir
Il catcow mwania r«Quazionem aw / PT. caiculadoafw «a da a(juec*o pondpai a
M . twHipnafwad 2N p a/m aaiartiy*ig / SV baiaknel vw maaiafekvabon e
HCY. baf»gni*>rta maa” itywog fCS vypo6lafM>p<MVMM«W rovnKa

SK vypoCHarva pomooou Mavna” rovnioa/ PC. wytczony a/l eTo ca rOwnanit lab«ycznago
HU maWagyaW M HitzAmlwa/ EL: \ro”oylicTol

ar

np6rnkK UiChiafk
TR. ana danMam kuNantiarak haaaplantf/ B 6 Po
ET Arvuutud akiavalemipGhtalt LT apakaiCmota p tw Shdo
LV:apr«anita.izrnaMoto(panMMv)anMoiwnu/RU: p, wawoypawww?*
VI: Aigctinh thao phutmgtrinh chuirt/ ZH fni'
RO calcuiat pa baza acuapalm aw /uK
-BOM
ad/\ * o

Tal\reaaa«Niaaiad#aewa»ibQ

Py YA S
/ ?.6n? UTb o’
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laoop KOHTPO/IbHBIX MaTepuanoB A1 KOHTPONAs KadecTBa onpefeneHus rMMKMpoBaHHOro remorno6uHa Alc (HbAlc) B
NbHOW KPOBUW M FEMOSIN3AaTe Ha aHamM3aTopax U Moaynsax 6uoxmummyeckmx cobas c® cobas Integra, BapMaHT MCHONHEHUS C
aTonornvyeckum yposHemMm KoHueHTpauum (PreciControl HbAlc path Roche systems)
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i60p KOHTPONMbHbIX MaTepuUanoB ANs1 KOHTPO/S KayecTBa OMpeaeneHus rMmkmpoBaHHOro remorno6buHa A 1c (HbAlc) B
NbHO KPOBW M remMonunsaTte Ha aHa/im3aTopax U Moaynsx 6umoxmmuydeckmnx cobas c, cobas Integra, BapnaHT MCMONHEHUSA C
OTONONNYECKUM YPOBHEM KoHLUeHTpauum (PreciControl HbAlc path Roche systems)

£l
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(Mop KOHTPONbHLIX MaTepUanoB A/ KOHTPO/s KadecTBa OMpefeneHusi MMUKMPOBaHHOro remorno6uHa A 1c (HbAlc) B
| ]bHO/ KPOBM M FemMonu3aTte Ha aHaamMsaTopax U MoAaynsix 6MoxmumMmnueckmx cobas c, cobas Integra, BapyaHT UCMOMHEHUS C

-roflornvyecknM ypoBHeM KoHueHTpauum (PreciControl HbAlc path Roche systems)

- XS c Q)3

Co

| H
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__*»*TPONbHbLIX MXMNpPHaNoB AAN* KoBT0oNA ‘ kavan
nm-19p«««« r«N«7»6.M Ale (HbAlc) . uyenmBil kpm» . re»#witti,* «.
aBafnB3T|MX mM3Aynn 6MoxaMwyeckax COKu c>cobuw lotegn,ea”arraom 1M n
cBanjarBucowm ypas:MMm koauesxpayss (PredCoatrol HbAlc ﬁ\th Racbhe s/[M tethk

uicocTaBse:
1 MaTepﬂerHTpon»,qb|V|P>eaOo|1(rol HbAlcprth.4uuin>H.o6teM |.OmMn-4wur.:
2. dnuerxa 0o NNpPKX-kKOAoOM —4 nrr.;
3- MBCTPYKL bl HO NPSAAMEAEHUIO;
4. MacnopT NPUCBOEHHbIX 3HNEHU A
iVrHcrpaiuMHM jTvacTDBcpcBacJft, eT

AX>K TOJHOCTU CM. Ha ynakoBke
Twneparypa xpaBekuk CM. Ha ynakoske
Howmep fioTa cM. Ha ynato Bke

AxTBTenak » 14 1,2 wempycyrew trra Cx HBM g BTeytcl® Irr

. <p« A.««c™, re«-x
Straaae Mo, 683#5 Maaeheim, Cecxmay, lepmaxaa

Hxao«c npefiHMaa4yeBo TONU» ANA LHATBOCTHKA K Vttio

X|vMmnBagaTt«au xa TenHnopBx P®dc O6wectso ¢

«paHu”™”" oTaeTcTBeHBOCTBbIO «Pow [wnarHoctuka Pyc» (OO0 «Pow [xamkooTu»

i . Mocksa, Tpy6Han nnowagb, 5 2 Ten: +7 495 229-69-99. chakc- +7 495 229-
62-64. E-MNLLI: niDacow.receptioo2_dia@roche.coin

Kat. Homep 05912504190
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aTepvian KOHTPONbHbIW PreciControl HbAlc path, gopnakoH, 06bem 1,0 mn - 4 wWwrT.;
Amj

il o

LU/

IControl HbAlcl

L

[1Im L

1
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MKEeTKa CO LUTPUX-KOAOM - 4 WT.;

PCALP

Control
Codes 209

w1 548926

001

PCA1P

Control
Codes 209

flg ri 548826
aL

PCA1P

cobasSO00 Control cobasSO00
00209 Codes 209 00209
Ml 548926
001

PCA1P

cobasSO00 Control cobasSO00
00209 Codes 209 00209
[101t] 548826
~Boche™

001
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)CTPYKLMS MO NPUMEHEHUIO

|5 €@D0vio

PreciControl HbAlc path

[05912504 190
[*05991331922

ttalMW

Informazionl relative alsletema

Perruso suglienalizzalon Roche/Hitacli cobae c, | codice del controllQ
4209.

PerTveo suglianakzzaioh COBAS INTEGRA, iin. cTident. 4 07 7476 2.

Perrueo suirvuilizzaiore Roche/HifacTH cobae ¢ 519. i codictdei controdi
A Driportatioefla seguente tabeta:

PCA1P

Codice Nome abbreviato

30011 PCA1PWS1

30012 PCALIPWS2

30013 PCA1PHS1

30014 PCA1PHS2

Sonostati; Itra sangue inlero (W)
ed emoisato (Hinonchd tra ago canipioni S| e S2.
Rnalitad'ueo

PreciControl HbAlc path serve come controllo diqgialitd mediante
monitora”gio delfaccuratezza e della precisiorte del meto<E quaotitativi
come indicati neifoglietti relativi ai valori leoricL

Sommario

RedConbol HbAlc path 4 un controHo kquido a base di sangue umano
emolizzato.

Le concerYhazioni adattate del componenti del controdo si trovano
sollaments neifintervalo patologico.
Alcunimetodi ndicati r>etrieple(tivo fogiietto reietivo ai valoriteorid non
sono dieponikxh in tuttii paesi.

Reatttvl- eoluziont pronte aHueo
Componentirsalll neicortiroA liquidi:
sangue umano emotezato, HbAlc ghcata in n&o.

le coocentrazioni del componenti sono spedfidte perognilotto. Gd esatti
valoh te o rti sono riportati neifoglietti. alegati o restdi*>onibili per via
eiettronica, relativjaivaloriteorid

I valorifeorid sono anche contenuti negii allegati fogfi ‘Control Barcode’ per
glianafezatoriCOBAS INTEGRA e cobete 111.

Pergd anatizzafaxicobat ¢ (ranne I'analizzatore cobat ¢ 111) i valori
teorid sono contenuti neifile eietbonid dte sono uiviati agli anaiizzatori
tramite cobae dnk.

Valortteorlcl ed intervall
I valoriteorid sono stati determinati impiegando il metodo indicato nei
fogliettiallegati oppure resi dtsponibid per via eiettronica relativi ai valori
teorid. Le determinazioni per i metodi di Roche sono state eseouite sotto
condizionj strettamente standardizzate sugd anaiizzatori cfi Roche,
impiegando reagent! di sistema Roche ed it cadbratore master di Rodw. Y
valoie teorico sp”icato 4 la media ditulti i valorioltenuti. LintervaHo di
controlo cofrispondente viene calcolato come il valors teorico
i 3 deviazioni standard (una deviazione standard 4 dvalore odsnuto in
vane determinazioni di valori teorid). | nsuRati devono rientrare ne
intervalH deTmiti. Ognilaboratorio d *e definire delto misire correm da
affuare nei caso che alcunivalori siano aidi tuori deilinlervaito.
Pud riscontrarsi una differenza clinicamente inslgnificanie tra il valtw t
i valori indicato’t suitogbetto relativo aivalon teorid ed il valore / Lvalori
ottooulo/ con idatileggibilidallo strumento (codct a barre). Ci4 4 dovuto:
aHarrotondamento del valore / dei valori durante la comwaone
dalTunita deidatileggibili dallo stumento airunilA attuabnente usata.
m alcalootod e intervaliidaTanalizzatore impiegando valori eapressiin
percento p ~ Oi totervaBi contenuti nei oortd a barre.

Latracciabite delvalore leonco 4 riportata nexe metodiche dei riapetovi
reattivid sistemada utHizzare in combinaztone con il calibratore
raccomandato.

2021-09, V 6.0 ltahano
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4X1m N controtto
4 X1mLdicontroto (OCS)

cobas""

*R¥bleanata e

sanitano.
reagentidflaboratorio™ A~/ * ™mpoiazione

fiufrinfeftVt e microted

ftischiambienm
Pergarantiraunoi
rilevanti in materia di mHdl.

Scheda datid i:

PerglUSAAM MMM :M IM tt iig#)etedac" Isva~dlgaaMo
pfodotk) devew w n fB M W ijIM rffc™ [ 4 muduu. v .

Tutto Mimateriale diorigine n M m

potenzialmente u
sarigue urnarioviiM ulM piife paiP M piiA itaM Ig* Che SQffil»
individuakneniaa™i®
anticorpianti-H C to
approvatidtfR illU ilrtiw ip ini|B ||j< B ilfy *
ditsitiv)
deirUnione E u
PoichdnonAi
infaztonei
materiale con U )
pazienti. Neicaaadli
spectfichei

UtMzzo

Il prodotto 4 prorNe

EvAn  la lormaziori

EquiKbrare il <

L e a t t e g a t e irinimllla’

sistemi cobas c (trsme lanalizzatan cobas ¢ 513). e servono per

r(riftntitjtft7/iQnw del controllo. Incoliaa toefctailibarcode stdc|BiBwite.

sopttiftiitfdovranno m an posizioniio latappeae contonaob it
controllo.

ropen, *“

Conservazione e stablitA

Conservare a2-6 X .

Criterio per i dati della stabfltt ndcatida R od»
recupeto entro 1O %del valore iniztale.

Slallt

pnmadefTapertura: a2-8Xfinoate«adi»Ead*fuandcala.

dopo lapertura: 28giomia 2-8 X oppure 12 setwane
a (-15)-(-25) X , a condmooe chala
dispensazione del controlo aweoga sinza
oxitaBinazetM «c*Bb i I*lbdas. veiMKtoto.
Congetare solo 1voKa.
, Ctooeervareil controllo r»1iiaclM*rTiloanaadeeAmaoasnaa*a* * "
uso.
Materiella dlsposfetoo.
vitdefel«sez)W *Reatiivi-ie *iaieiiffw e *briwe’
Etichetieconcodieaabide
nKWrl

+ Reegenti uirbzaWti »uf *>*m*me
Normaleenre«atu«d.*««000

K..~AdiChrt«d«i

SPHEK Sffsgaas.giy

camponi

1/2

liiHiii!



iCNOPT NPUCBOEHHbIX 3HAYEHWUIA

PreciControl HbA1 ¢ path cobas*®

w S05912504190,05991331922 Ta 548926 Verl S 2023-02
Value sheet

COBAS INTEGRA 400 plus

acc.to ADA/EASDI/IFCC/IDF consensus statement:

Short name/ Component Method e - 1 T~-1~ Value RerxM le Unit
grtwwkAkkMtnc 0T /1 KC. to DOCTWOSP f
AlC-3 MTOYMO tiz $J-133 07 %
Hanogiobin Ate
oo/ DK Gen3 acc. to DCCTINOSP m 1
A1C-3 wiokbood w0
Hemogtofin Ale
imunoluttVitotoinc Gan.3 acc-tolFCC (wiji IM SM'ttCe
Al1C-3 hamotywta
Hemoglobin Ate
nnutooluibidiiminc Oarv1 acc tolFCC "tK* 0274 2fts-tua 57
Al1C-3 biood
HemogtotmAic

Lcalculated via nnaster equation.

% HbAlc(DCCT/INGSP)= mmolmol HbAIC(IFCC)* 0.0916 +2,15

EN: calculated via masterequation / DE: berechnet mittels Mastergleichung
FR:valeufcalculBe d partirde Idquation de reference / ES; calculado segun

IT; cafcolalo mediante I'equazione master/ PT; calculado atravfes da equay Qo principal

DA: beregnetved hjaslp af masterligning / SV: berdknatvia masterekvation
NO:beregnetvia masterligning / CS; vypoCteno pomoci hlavni rovnice

SK; vypobltan6 pomocou hlavne] rovnice / PL: wyitczony za pomocq rbwnania fatoycznego «
HU: mesteregyenleltel kiszdmitva / EL: utto/loyl<na ptow ir® TTp6TMTTN? COOWOTII? N
TR: ana denklem kullanilarak hesaplantr (BG. «4yucneHo ype3 eTanoHMo ypaememme

ET; Arvutatud alusvalemipOhjal/ LT: apskaieiuota pagal pagridin® tygt)

LV: aprfekinats. izm antojot pamatvienAdojumu / RU. PaccyntaHo ¢ UCNonb3oBaH» W eocHoBHOro yf

VI difo~c tinh theo phtrang trinh chuSn / ZH:
RO; calculat pe baza ecuatiei master/ UK: poapaxoBaHo 3a 4000MOr0K OCHOBHOTO

n'uy jKr-": e
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|1260p KOHTPONbHbLIX MaTepuasioB ANs1 KOHTPOASA KadecTBa ornpegeneHus rMUKMpoBaHHOro remornobuHa Alc (HbAlc) B
LENbHOM KPOBU M reMonmsaTe Ha aHanmsaTopax U Moaynsax 6moxmmmnyeckmx cobas c, cobas Integra, BapyaHT MCMOAHEHUS C
HOpMa/lbHbIM YPOBHEM KoHuUeHTpauyum (PreciControl HbAlc norm Roche systems)

(e]g]
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~abop KOHTPO/IbHbIX MaTtepuanoB ATd KOHTPONS KayecTBa onpejeneHus rivkmpoBaHHoro remornobuHa Alc (HbAlc) B
CnbHOWM KPOBW 1 remonusaTe Ha aHaimsaTopax U Mogynsax 6uoxmmuyeckmx cobas c, cobas Integra, BapyaHT UCNONHEHUSA C
tOpMasibHbIM YPpOoBHEM KoHUeHTpauuun (PreciControl HbAlc norm Roche systems)
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MaTepuran KOHTpPOnbHbIN PreciControl HbAlc norm, cdnakoH, o6bem 1,0 ma -4 LT,
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STUKETKA CO LUTPUX-KOLO0M - 4 LUT.

PCAI1IN

Control eobTBO0OO
0020$

CeaT 20$
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1HCTPYKUMS MO MPUMEHEHUIO

<KfnnxlONVIO

PreciControl HbAlc norm

® 05479207190

4x1mLdiconlrolo

®05991323 922 Aximidioontrolo(QCS)

ItaUano
Wormazloni retativt bltitttma

sugk aroiazaion Roche”chicobi» cJ co(lw delcoobu/l

Pw fusow gliarwhualon COBAS WTEGRA. | n.(fxtenl. 4 07 7477 4.

Perrii»o si#aM taetore Mociie/HttchicobM ¢ 513Ja/1 o (Jei COrusA N
eono rlportaiineH segueme tiM ia;

PCAIN
Codoe Nome abbreviMo
30001 PCAINWSI
30002 PCAINWS2
30006 PCAINHSt
30004 PCAINHS2

Sono stM e$segrMh code dMerenti per detnguere traam gut auto (W)
ed emolieaio (H) noncM traago campen Si ¢ S2.

RnalM<ruto
PrecConeol HbAic norm eerve oome conirolo diquaitt med*nie
monaoraggo deraccumez”a e della preoeione det meiodi quenMaiM
oomeirxjatt netlogiem reiaiM at vetod teorct.
Semmario . X .
PreoConeoi HpAic norm e on coneoto fcgytdoa basedisao ™ thiano
emokzzalo. ) . A )
te conceneazeriradeiieie de» oornpooeoli del ooneoao $i bovaoo

ewDM - aokalw*pto W eiruao
ComponenareelM naicomroB IquiOf;
eangue umano emoizzalo.

Uconceraezete detcornponar* aono epeofcha perogniloBo. G le s »

P 7 anaizzaiofieobee c (eame ranakzzaiore cobee ¢ in w

ValorHeorlctedintervBN

lvat?n teorid aorio stab defermlnatt inpe andol mejodofM It"
ogfM a'im oppurerealdaporM pervaie |7

laonaU wernwiezm perlmatod|4 Roche eono aiaii

C |or tradamer aaiandarditzaiaaanatoatondIftS
‘W& 0reag am « Rochee /1 cal rMare y

vatojei’ apechal)a4 ineda 4 LW
ommecxxnepojK lariie vwie raiooieto < xw
* 3dewfloniaindafd (unadew one awiderd ailvS tL

vyedm enym |0|edva|on|aOCW| ifeuiabdevonorierfcj*h

d irve delen
aauafenelcaaochealcnn |ve|o rta»noalgﬁortgem »?vy"M
Pu6 necoreraraiina dhererua clwxnsnB namficaniaa* a.
lytoriridcaion®tom falab<maivaionlaoro”
ohenuw contdebleggb* date airuinentoicodee a
* ffrotondarneniodelvalore/detvAodoimiico”

datm deidebleggiM dalo ainjnerioa rm aiiumTty”

* alcaicojodegiiniervabdaranabzzeigreimpiagM doiv” J 2 ***
pereeriloperg|iniervabcorief>ubneioodtie”ffe.

LatraccmbM| deiveiore teoneo a npoitaia nele meiodd» (tel
reem 4 sclerna da uikzzafe mcombirMziorte CCla
raccomandak).

202202 vox)
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cobas'?

Precauzlonlaawerterue

Per 11 Odiagnoehco in peri.
Osservare ie wecauzioni normaimeote adottaie doranie la manipoHzione

dei reagenti ® laboraiono.

Avverteriza: trattare 1 W come maienele a poienziaie
Smafcfe | riinii | eeoorida dele ismjzioni e proceckn dilab*

nconoecute.

P«rgaraiwa uno smaMienio aicuro. appiicaie tuNe la riormaeve local
niavene m mMena di niwti,

Scheda dafi(t scurezza dtopDoMa au rictieata pergk uMzzaiori
prolessiorMI.

Pergh USA: aiienaone: aecondo ia iegge federate, fa vendKa di quesio
P"edotio dava avvenim aolo dieeo ricM M dlun madtoo.
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lacnopT NPUCBOEHHbIX 3HAYEHWU

PreciControl HbAlc norm Q)

® 05479207190,05991323922 ftofl 587383 Ver.l S

g Value sheet

COBAS INTEGRA 400 plus

acc.to AOA/EASO/IFCC/IDF consensus statement:

Sortname/Conooent Method TestO  VNue firstye IS
AIC-3 Fgﬂ%vwngMnc scctoDCCTMQIF g S« Mie« 034
HeepgkbrAic

Al1C-3 \rlnﬁgnnllfjgotadwemc 0«n3 KCloOCCTMOS$P eRy B 417-an 034
Hesogeafic

vt v | 3S B

_ MBeeluibdniMnc 0«n3 aoc-bFCC
A1C-3 henoMsa
A1C-3 <MWANMnetc Qa3 sociFCC i 074 33 SISASS z
WA

1 calculated via master equation

% HbAIC (OCCT/NGSP) - mmol/mol HbAlc (IFCC) « OoeiS-*- 2 15

EN calculated via master equatkX>/ DE berechnel nv«it*s ~*Htefgjeschur>e

FR valeur calcuiee a oartrrde leqoabon de reference/ ES A?*»*®eW ”  eoiaeiO0

IT caicolato mediante Mecnartooe mesterf PT. cencunado da equaqgte”
DA bdriong* CLo 2 fxfciton>rre X gy trxtkxne ?hl"f"*** rekvabon mp
no.uereatvi T ' ' w**B"™*MfCS: vypoCteno pomocl lavni ovn4«/\

SK wpoCiiane pomocou htavoej rovnice / PU wyliczony ra pomoce rOwnania tabrycmeeo
HU- mesteregyentettet KlszAmiNa / EL; vnoApyI"TOi ptouj Trk npOiung” n

TR ana denktem kuttanitarak hesaplanir/ BG. naumcneHo upes

ET Afvutatud alusvaiemt pOh” / LT, apekatOmota paoal peo”*lme lygi®

LV: aprekindts, izmantgjot pamaMenSdojumu/ RU: PaccuuTtaHo ¢

VI dircv tinh theo phucmg trinh chuAn/ ZH.

RO calcuiat pe baza ecuatiei master/ UK poapaxoaaHo 3a fA«61orx>to

fr'-') T rfvliorif
» ij f
m
; XAMItCCfSS
mojte
IT i;, M N1
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KOHTPO/IbHbIX MaTepuanoB A8 KOHTPONS KayecTBa onpegeneHusi rMMKUpoBaHHoOro remornobuHa Alc (HbAlc) B
PbHOW KPOBM M remonusaTte Ha aHanmMsaTopax n Moaynsix 6MoxmmMmnyeckumx cobas c, cobas Integra, BapyaHT MCMNOMHEHUS C
0TOJIOFNYECKNM YPOBHEM KoHLUeHTpauuun (PreciControl HbAlc path Roche systems)
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Habop KOHTPOMbHLIX MaTepuanioB A8 KOHTPO/sS KayecTBa onpeaeneHunst rMUKMpoBaHHOro remorno6uHa Alc (HbAlc) B
LE/bHOM KPOBM M FrEMONM3aTe Ha aHanmsaTopax U Moaynsix 6MoXMMUYECKUX cobas c, cobas Integra, BapvaHT MCHOMHEHUSA C

NMaTonorMyecKUM ypoBHemM KoHueHTpauumn (PreciControl HbAlc path Roche systems)
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Habop KOHTPONbHbIX MaTepuaioB ANs KOHTPO/MS KayecTBa OrnpefeneHuUst rMMKUpoBaHHoOro remornobmHa A 1c (HbAlc) B
LIeNlbHOM KPOBM M remMonmsaTe Ha aHanmsaTopax U Mogynsax noxmmmyeckux cobas c, cobas Integra, BapmaHT UCMONHEHUS C
naTo0rMyecKMM ypoBHem KoHueHTpauun (PreciControl HbAlc path Roche systems)

pScliCont
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Habop KOHTPONIbHbIX MaTepuanoB Afii KOHTPONAs KadecTBa OnpefeneHus rMMKUpoBaHHOro remorno6ouHa A 1c (HbAlc) B
LIeNIbHOM KPOBM M FreMonmn3aTe Ha aHanmsaTopax U Mogynsix bmoxmmuyeckmx cobas c, cobas Integra, BapyaHT MCMONHEHUS C
naTonorMyYecknM ypoBHeM KoHueHTpaumu (PreciControl HbAlc path Roche systems)

8*

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



MaTepunan KoHTponbHbI PreciControl HbAlc path, donakoH, o6bem 1,0 Mn1 - 4 WT.;
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ITMKETKA CO LITPHX-KOAOM — 4 1T,
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HCTPYKLMSA MO NMPUMEHEHMUIO;

PreciControl HbAlc p™Mh cobas*

fig 1 0nt2904190
fig | 0SW1331822

SjtMm i IntonneMon
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Fdfuttontw RocheMltchi cebtt c 513antlyztr tw coniroloodii cw

bt intw toiowi

f [T~ TpcAtp'
Codi Shortntm t
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30012 PCA1PWS2
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30014 PCA1PHS?2
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blood (W)end hemolyMit(H).end bthwen S1wid S2w n p li pfobe.
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Summary
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CMnopT NPUCBOEHHbLIX 3HaA4YEeHNN

| PreciControl HbAlc path cobas’

563451 Ver.1l 3 2023-09
? Value sheet

| COBAS INTEGRA 400 pIM

ecc. to ADA/EASO /IFCC /IOF consensus statement:

Shortnam e / comoonen;

Testi0 Value Ranoe i Is IM
Al1C-3 Qmi «ccMOCand» &s-ul 1 o7
HenoBU XAk NmcAMM un
AlC-3 0«n3d «ttoOCCTUdI™ M75»  10» SSUO 07 «
HenogtobSiAlc «hOUblooC

-
AlC-3 emeolurbidetinc 0«n3 +oc.AMC C 91c 7se¥iu4 $s WwW |
Henogiabin Ale
mHiunoluitkSmHnc O«nfl nk biC C cora el TM-ura s7 meHm

Al1C-3

H«moglobnAlc

1 calculated via master equation;
% HbAlc (DCCT/NGSP)» mmol/mol HbAlc (IFCC)
EN: calculaled via master equation / DE; berechnetmiW s »*~jataehun?9
FR valeufcatcoWe a partirde requatton de tefererwe / ES.«*iculado seeiln la Benaciin master
IT ealeoteto medente I'equazione master/PT. calculado stt**»s da equa?ao poiotpat.
OA vYOognd1 vod hjmip»t T**#n»BntoB / SV. bfeknat via ifIB»»reKvabon
V40", ttwewVgning #Cft. vypoee*noee”*Bl4litevni ivwvw
sK. pomooou htatvnej rovntee / PL. wytksony 2 « pomocq fdwnania fabryaneeo
HU W«Omltva/ EL: uncfloyl<Etal ptoui ?ir spOTOonncc tOoknKk
It n*<koBX)4uhBTar»wWioypaB«e«e
ET Aivutatud aiusvalemllpsnﬁlaT; apskaitSuota pm ii DsXine (voti

W . eprwanats, <zmanlQ)Ol pamatvien»dgjumu / RU, P ac 0 ~ 3 A ncnonbaoaavMH OCHOBHOTO ypaBHEHUS
Vt: duorc Mnhtheo phirong Mnh <*udn / ZH:

RO caiculat pe baza ecuabel master? UK: po3paxoeaHo 3a ¢h k>«0«*® 0CHOBHOIO PrBHAHHA
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