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Hwke nognucasweecs nuuo oT umeHn obwectea Erba Lachema s.r.o. (OO0 «3pba llaxemar),
MecToHaxoxaeHuwe r. bpHo, yn. Kapacek 1d, Yewckas Pecnybnuka, cuctema ynpasneHus
Ka4yecTBOM KOTOporo ceptuduumposana B cornacum co ctasgaptamu MCO 9001 n UCO 13485,

3afBnsAeT, YTO npenapaTtbl BXO4ALUWE B rpynnbl:

Buo-NA-Tect® - npunoxexue 1
Mukpo -NIA-TecT® - npunoxenue 2
CeHcu -NA-TecT® - npunoxenue 3

Umy-NA-TecT® - npunoxenne 4

®AH® - npunoxexuue 5

YOOBIETBOPAKT OCHOBHbIM TpeboBaHMAM, NpuBeAeHHbIM B MpunoxeHuu | kK upektuse
98/79/EC wn obsszatenbcTBam, npuBegeHHbIM B lMpunoxenuu lll, ct. 2 — 5 [upekTuBsbl
98/79/EC no MeauLMHCKAM cpeAcTBaM in vitro AMarHoCTUKM.

Toxe 3asBNAET ¥ NOATBEPXKAAET HMKENPUBEAEHHbIE haKTbI:

1. BblwenpuBeaeHHble CpeacTBa YAOBMNETBOPAIOT AEACTBYIOWUM NpeanMcaHnam JupekTussbl
98/79/EC.

2. BblwenpuBeneHHble CpeacTBa He npuBeaeHbl B cnuckax A u B B lMpunoxenun Il k
Oupektuee 98/79/EC.

3. TpoussoguTens 3asBnseT, 4YTO cocTaBneHa w cobniopaeTcs npouenypa obecneveHus
Haf3opa nocne BBeAeHUs NPOAYKTA Ha PbIHOK B cornacwu ¢ [upektueoin 98/79/EC.
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Mpunoxexue 1:

Buo-J1A-TecT:

10003302

anbda-Amunasa Liguid 100

10003303

ansca-Amunasa Liquid 250

10003304

MaHkpear.amunasa Liquid 100

10003305

ramma-lnyramunTparncdepasa Liguid 250

10003307

NakTatperngporexasa Liquid 100

10010031

NakrargerngporeHasa-L Liquid 100

10004494

KpeatunkuHaza NAC Liquid 100

10004495

KpeatuHkuHasa MB Liquid 100

10003297

AnaHuHamuHoTpaHctepasa Liquid 250

10003298

AnaHuHamuHoTpaHcdepasa Liquid 500

10003299

AcnapratamuHoTpaHcgepasa Liquid 250

10003300

AcnapTtaramuHoTpaHcdepasa Liquid 500

10010215

LLlenoyHas dpocpataza MEG Liquid 500

10010216

LLleno4yHas dgpoccpataza AMP Liquid 500

10010224

XonuHactepasa Liquid 120

10009610

AnbbymuH Liquid 500

10010222

Benok B moye Liquid 250

10007762

BunupybuH obuwmia Liquid 350

10008205

Bunupybun obwmin Liquid 350 C

10007763

BunupybuH npamoin Liquid 300

10008081

O6wmin 6enok Liquid 500 C

10010217

O6wwmin 6enok Liquid 600

10003269

ntokosa Liguid 500 C

10003261

nioko3a Liquid 6e3 crangapta 1000

10010225

Moyesas kucnota Liquid 500

10010226

Moyesas kucnota Liquid 500 C

10003309

Mouesunra Liquid 250 C

10004741

MouesuHa Liquid 1000

10003267

Tpurnuuepuasl Liquid 250 C

10003266

Tpurnuuepwuasi Liquid 1000

10003268

XonectepuH Liquid 250 C

10003263

XonectepuH Liguid 1000

10010227

KpeatuxuH Liquid 500

10010229

KpeatuhuH Liquid 500 C

10010231

KpeatuHuH cdoepmeHTatuBHbin Liquid

10003281

Kanbuuia Liquid

10003279

Marnui Liguid

10003285

docdop Liquid

10003276

Xnopwuabl Liquid

10007190

»Keneso Liquid 200

50003526

lomouuctenH 2R

50003525

"OMOLMCTENH KOHTPONb

10003278

HDL - XonectepuH xuakuin npamoe onp. 80

10003293

HDL - XonectepuH npamoii 240

10003283

HDL - XonecTtepvH kanuwbpaTop

10003611

LDL - XonecTepuH xuakuin npamoe onp. 80

Erba Lachema s.r.o. (OO0 «3pba Jlaxeman)
ya. Kapacex 1d, 621 33 Bpuo, Yewckasn PecnyGauka
Perucrpaumonssit Ne : 269 18 846, BAT Ne: CZ26918846, saperncrpuposannas 8 Toprosom peectpe npn Obnactiosm cyie 8 Bpro, wacts C, seraeka 45458

Ten.:+420 517 077 111, daxc: +420 317 077 077, 3. noura:diagnostic{@lachema.com, www.lachema.com
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10003295

LDL - XonectepwH npsimoin 240

10003284

LDL - XonectepuH kanubparop

10003286

JInoHopm 'YM JTINTT H

10003287

JlnoHopm 'YM JTATT 11

10003197

LUlenoyHas dpocdarasa

10003145

KpeaTuHuH

10003169

eneso MNCT

10003162

Menb

10003155

eneso

10003196

Neikogmd 200

10003139

BunupybuH atanoH

10003172

JlnoHopm I1

10003176

JlnoHopm ¥

10003206

JlnoHopm MYM 1

10003204

JlnoHopm N'YM H

10003200

JlnoHopm Kanubpatop

10003179

ContoHopm MMoko3a

10003178

ContoHopm [nioko3a-MoyesuHa

10003180

ContoHopm HaTtpuil-Kanui

10003173

ConwoHopm Xnopuabl

MNpunoxexue 2:

Mukpo -JIA-TecT:

10003391

OHTEPOTecT 24

10020290

IHTEPOTecT 24 H

10003376

3HTEPOTecT 16

10003390

SHTEPO-Panug 24

10003377

SHTEPO-CkpwH

10010245

CTPENTOTecT 24

10003385

CTPENTOTecT 16

10003383

3H-KOKKYCrect

10003388

HE®EPMTecT 24

10003366

AHA3POTecT 23

10010223

CTA®WUTecT 24

10003378

CTA®WUTecT 16

10003382

HEMCCEPWATeCT

10003380

YPE ALUM Tect

10010269

KAHOWUOA-CkpuH

10010220

KAHOWOATecT

10010256

OdTecT

10003372

Peaktus gns npotsl MHOOJ

10003369

Peaktue gnsa npobel ALULETOUH

10003370

Peaktue ansa npobbl PEHUNATIAHNH

10003373

Peakrve gns npobel HUTPATDI

10003374

Peaktus ansa npo6el POCOATA3A

Erba Lachema s.r.0. (000 «Jp6a JTaxemanr)
v Kapacek 1d, 621 33 Bpro, Yewckan PecnyGnunxa
Perucrpaunonnsiil Ne - 269 18 846, BAT No: CZ26918846, sapeructpuposannas 8 Toprosom peectpe npu Obaacthom cyae B Bpro, vacts C, Beraska 45458

ren.+420 517 077 111, cpaxe: +420 517 077 077, 2a. noura:diagnostic@lachema.com, www.lachema.com
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10003368

Peaktus ans tecta FTUMMYPAT

10003375

Peaktue gnsa npobel OKCUOA3A

10003379

Peaxtue gns tecta [NMAP

10003371

[MNapatuHoBoe Macno cTepunbHoe

10003367

Cycn.cpega ana AHA3SPOrecra 23

10003386

Cycn.cpena ans CTPEMNTOTecTa 16

10003381

Cycn.cpeaa ans HEWCCEPWUATecTa

10010246

Cycn.cpega ans CTPENTOTecTa 24

50001718

Knura kogoe gna SHTEPO-Panua 24

50001719

Krura kopgoe ana IHTEPOTecTt 16

50001721

Krura kogos ans AHA3SPOTecT 23

50003505

Kuura kogos ans CTA®UTecTa 24

50001712

Knura kogos ans CTA®WTecT 16

50001713

Kuura kogos ana CTPEMNTOTecT 16

50003503

OnNeKTPOHHAasa KHWra KoLoB ANs
KAHOWOATecTa

10010255

MHOO/TecT

10003324

OKCWTecT (nonockm)

10003323

OHIlTecT (nonocku)

10003321

TUMMYPATTecT (nonocku)

10003329

BllrecT (nonocku)

10003326

KOJIWTecT (nonockw)

10003344

MUPATecT (nonocku)

10010232

R-JIAKTAMTecT (nonockwu)

10010254

WHOOKCWUIITecT (nonocku)

50001517

BALMTPALIMH 10 EL.

50001518

BALMTPALIMH S

50001522

ONTOXWUH

50001697

HOBOBWOLIMH

50001523

V+K guck

50001518

V-thakTop

50001520

X-thakTop

50001521

X+V thakTop

10010243

HuTtpouedwuH

50001529

HeHcu-Na-Metep

MpunoxeHue 3:

CeHcu -J1A-TecT:

10020284 | CEHCWUITATECT YPWUH

10020282 | CEHCUNATECT I+

10020279 | CEHCUNATECT I-l

10020280 | CEHCHUNATECT Il

10020285 | CEHCUNATECT HE®EPM

10020283 | CEHCUNATECT CTA®U

Erba Lachema s.r.0. (OO0 «pba JTaxemar)
va, Kapacex 1d, 621 33 Bpuo, Yewickan PecnyGnunka
Perucrpaunonnsil Ne - 269 18 846, BAT No: CZ26918846, saperucrpuposannas 8 Toprosom peectpe npu Obaactiom cyae i Bpuo, vacts C, Beraska 45458

ren 4420 517 077 111, daxc: +420 517 077 077, 3n

noura:diagnostic(@lachema.com, www.lachema.com
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MpunoxeHue 4:

Umy-NA-Tect®:

10004971

C-peakTuBHbli Benok

10006876

WUmmyHornobynud A

10006877

WmmyHornobynuH G

10006878

WmmyHornobynus M

10006879

AnonunonpoTteud A1l

10006910

AnonunonpoTenH B

10007746

KomnnemeHT C3

10007747

KomnnemeHt C4

10007748

TpaHcepuH

10007749

al = AHTUTpUNCKH

10007760

AnsBymMmuH (B Mo4e)

10003242

JlunonpotewnH(a)

10010233

HbA1c npamown 1x 0,5

10010248

Linctatud L

10010251

AnTucTpentonuand O

10003301

PeemartougHein dakrop

10003237

CRPcTangapt

10003240

APO ctaHgapt

10003243

Lp(a)ctaHpapt

10003245

RF ctaHpapT

10003230

MAU crasaapt

10003233

MynbeTUCTaHAAPT BbIC.

10003238

MynbTUCTaHAAPT ceT-3

10010234

HbA1c kanubpaTop

10010235

HbA1c koHTpOnb

10010236

HbA1c remonusnpyoLmnin pacTeop

10010249

LincratuH L| KanuGpatop

10010250

LincratuH L| KoHTpons

10010252

ACJ1O Kanubpartop

10010253

ACJ10 KoHTpornb

MpunoxeHue 5:

®AH®:

10003311

AnbBy®AH

10003351

miokodPAH

10003312

remo®AH

10003313

Keto®AH

10003320

TpudAH

10010228

Tpu®AH/100

10003331

Tetpa®AH WA

10003322

MNexnta®AH

10003318

lekca®AH

Erba Lachema s.r.o. (OO0 «Jpba Jlaxema»)
yn. Kapacek 1d, 621 33 Bpuo, Yemckas PecnyGanxa
Perncrpaunonnsiii Ne ; 269 18 846, BAT No. CZ26918846, saperncrpuposannas s Topropom peectpe npu Obnacrion cyzie 8 bpro, wacts C, seraska 45458

1en.+420 517 077 111, dae: <420 517 077 077, an. nowra:diagnostic@lachema.com, www.lachema.com
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10007382

[ekca®AH/100

10003317

renTa®AH

10007383

[enTa®AH/100

10003349

Hona®AH CI"

10003350

Jekadan NNENKO

10007386

Nexadan NENKO/100

10003354

YHaekadAH

10010244

Mukpoansby®AH

10003316

Oua®AH

10003315

NkTodPAH

10003352

HecppodAH JIEMKO

10008297

Llekad®AH NAYPA

10008298

Nenta®AH NAYPA

10010239

MenTa®AH JIAYPA

10010238

Oua®AH JIAYPA

o,

Lachema

10010262 | Mukpoansby®AH JIAYPA

10003330 | OKTecT (TecT Ha CKpbITYH KPOBb B Kane)
50001727 | ananusatop JIAYPA

50003508 | aHanusaTtop LAURA smart

50003491 | KoHTponbHbie nonocku LAURA
50003513 | KoHTponbHbie nonockn LAURA smart

10010266

YpurHopm

Erba Lachema s.r.o. (000 «Jpba JTaxemar)
vi1. Kapacex 1d, 621 33 Bpno, HYewckan Pecriybnnka
Perscrpamonnsiit Ne | 269 18 846, BAT Ne: CZ26918846, saperncrpupopannas 8 Toprosom peectpe npn Obnactiom cvae B bpuo, wacts C, seaBka 45458

ren. 4420 517 077 111, daxc: +420 517 077 077, an. nowra-dagnostici@lachema com, www.lachema.com
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