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T'OCYIAPCTBEHHBII KOMUATET JIBAPKAVHBI KAMITOT

IO CTAHJAPTHU3AIINNA ITA CTAHIAPTBI3ALIBII
PECITYBJIMKHU BEJIAPYCH P3CITYBJIIKI BEJAPYCH

CEPTUDUKAT
OB YTBEPKJIEHUU TUIIA CPEJICTB U3MEPEHUI

Ne 18430 ot 5 despans 2025 .

Cpoxk neticTBUA: OeCCpOTHBIH

HanMmeHoBaHMe TUIA CPEJICTB U3MEPEHMIA:
CucTeMa HMMYHOJIOTHYECKOT0 aHaIM3a Access: Access 2 Ne 573183

IIponsBoguTens:
«Beckman Coulter, Inc.», Coenunennnie llITaTtel AMepuKH

Brinan:
000 «(Mexaynapoanasi 1abopatopusi Xeaukc», r. Munck, Pecny6nuka benapych

JIOKyMEHT Ha ITOBEPKY: -
MII. BP 176-2025 «Cucrema obecnedeHusi eAuHcrBa m3Mepenmii Pecrmy6amkm benapycs.
CucTeMbl HMMYHOJIOTHYECKOT0 aHAAN3a Access. MeToanka MOBepPKH

HHT@pBaJI BPCMCHU MCIKIY I'OCYy 1apCTBCHHBIMHU ITOBEPKaAMM: 12 mecsineB

Tunm  cpencTB wW3MepeHME YTBEpXKAEH IIOCTAHOBIEHHWEM [0CyHapCTBEHHOTO KOMMTETa
o crangaptuzanuu Pecmy6nnku benapycs ot 05.02.2025 Ne 20

CpencrBa m3MepeHUl JaHHOTO THUIA CPEACTBA M3MEPEHUN, IPOU3BOJUMBIE B IIEPHUOJ CpOKa
IefcTBUs  JaHHOro  cepruukara o0  YTBEpXKACHUM THIIA  CPEICTBA  H3MEPEHHH,
VI YTBEPXKACHHBIA THII €OUHMUYHOTO OJK3EMIUIIpa CpEeACTBA HM3MEPEHHMI pas3pemaroTcs
K IPUMEHEHWIO Ha Teppuropuu PecmyOmuku bemapyck B COOTBETCTBUM C IIpHUJIaraeMbIM
ONMCAaHWEM THIIA CPEICTBA U3MEPEHUIA.

3amecturens [Ipencenarens N.A .KucneHko




OIIMCAHMUE TUIIA CPEJICTB WU3MEPEHNI
IpUIoKEHHE K cepTrduKaTy 00 yTBEPKAECHUH THIA CPEACTB H3MEPEHHUM
OT 8 pebpoecey 2028 T.Ne 72430

g
HaumeHOBaHMe THIIA CPENCTB H3MEPEHHUH U UX 0003HAUCHHE:

Cuctema uMMyHOIOTHUECKOTO aHann3a Access: Access 2 Ne 573183.

Hasnauenue u 001aCcTh IPUMEHEHHUA!

Cuctema uMMyHOJOTHYecKoTOo aHamm3a Access: Access 2 Ne 573183 (mamee —
CHCTeMa) TMpenHA3HAUYE€HAa  JJI  ONpeneleHHs  MacCOBOM  KOHIECHTPAIHH
25-runpokcu-putamuna D u arTuMIomiepoBa ropmoHa (AMI) B CHIBOPOTKE KPOBH
9EJI0BEKA.

O6nacTe TPUMEHEHHsI — U3MEPEHUs TPU OOECIEUCHUH 3alIUTHl KU3HH H 310POBbBA
Ye/I0BeKa, OKa3aHUH METUIIMHCKOH IIOMOIIIH.

Onucanue:

[MpuaimMn [AEHCTBHS OCHOBAaH Ha METOAE HMMYHO(DEPMEHTHOTO aHajIu3a,
MMOCTPOGHHOTO  Ha  ()EPMEHTATHBHO  YCHJIECHHOHW  XEMMWIIOMHUHECLECHIUU H
CYOMHKPOHHBIX MAPAMarHUTHBIX YACTUIIAX B KAUECTBE TBEPIOH (a3sl 111 HAHECEHUS
anTureH-antuTena. OepMEHTATHBHO YCHJICHHAS XEMUIIOMHUHECHEHIUS B KaueCTBE
METO/a AETEKIWH TapaHTUPYET BBICOKYIO YYBCTBUTEIBHOCTD U IIHPOKHU IUANa30H
OIIpEeHENsieMbIX KOHLIEHTPaLUH.

Cucrema umeer BcTpoeHHOe mnporpammuoe obecnedernue (I10). IO ucnomp3yercs
I yIPaBlISHHS BHYTPEHHHMH pabOOYMMH MPOIECCAMHM CHCTEMBI, IPOBEICHUA
H3MepeHU, 00pabOTKH, XpaHEHUS, UHAUKAINY U TEPeady Pe3yNbTaTOB U3MEPECHHUH.
IO upenTHGHUUMPYETCS MyTeM BBEIBOJA HOMEpa BEPCHH Ha SKpaH MOHUTOpPA, HMEET
MIPOrPaMMHBIE CPEACTBA 3alIUTHI OT CTOPOHHETO BMEIIATENIbCTRA. '
dororpadun o0uIero BuIa CUCTEMBI IPEICTABICHB! B IPUIIOKEHUH .

Cxema (pUCYHOK) C yKasaHHEM MeCTa IJi1 HAaHECCHHs 3Haka IIOBEPKH CpEeICTBa
HM3MEpPEHHH NPEICTaB/ICHa B IPHIIOKCHHUH 2.

O0s3arenpHbBIE METPOJIOTHYECKHE TPEOOBAHHS: IPEACTaBICHEI B Ta0muIe 1.

Tabymma |
HanMeroBaHME XapaKTEePUCTUKU 3HaYCHNE

Huanazon HU3MEPEHHUN MacCOBOM KOHUSHTPAIMM | /4 5 0 | 67.0
25-ruapokcu-putamuaa D* Hr/min ’
Homyckaemoe 3HAYEHUE OTHOCHUTEIBHOTO CPeIHETO
KBaAPaTHUECKOTO  OTKJIOHEHWS  pPE3yJIbTaTOB  H3MEPEHUHU 10,0
MacCOBOH KOHIIeHTpanuu 25-ruapokcu-sutamusa D, %
Huamazon HU3MEPEHHN MaccOBOH KOHIEHTPAUH | 0.02 10 24.0
aHTHMIOIIEpoBa TopMoHa (AMIN)*, Hr/Ma ’
Homyckaemoe 3HAYECHHE OTHOCHTEIHHOTO CpEeIHETO
KBaIpaTWH4eCcKOro OTKJIIOHEHWs  Ppe3ydbTaTOB  HM3MEPEHHUH 10,0

MacCOBOM KOHIICHTPAIMK aHTHMIOJuIepoBa ropmoHa (AMI), %
* Jlpama3oHbl M3MEPEHHH IOATBEpKAEHBI OTdeTamu O KinHuueckoMm uccreposanuu (CSR)
TecToB 25-Tuapokcu-ButamuHa D wu aHTHMioiepoBa ropmoHa (AMI) dupmer «Beckman
Coulter, Inc.», Coennnennsie [lItater AMepuku




OCHOBHEIE TEXHWYECKHE XapPaKTEPUCTHUKHU M METPOJOTHIECKHE XapaKTEPUCTHKH, He
OTHOCSIIIMECS K 00s513aTeNbHBIM METPOJIOTMYECKUM TpeOOBaHUAM: TIpeJCTaBIEHB B
Tabmure 2.

Tabmnuma 2
Haunmenosanue 3HayeHHe
Macca*, xr 91
["abaputHble pazmepsl (IIIXI'xB)*, Mm 990x610x495,4
ITotpebnsemas momrHoCcTH*, B-A 1500

Jlana3oH HalpsDKEHUs TUTAIOIIEeN CeTH

w ot 115 mo 230
repeMeHHoro Toka™, B

HoMunanbHas gacToTa nDUTaromen cetu™, I'n 50/60

VY CIOBHS 3KCIUTyaTaITuu ™

JIMATia30H TEMIIEPATY Pl OKpYyXarolero soznyxa, °C ot 18 o 28
JTMAara3oH OTHOCUTETHHOM BIAKHOCTH OKPYXKAFOLIEIO

BOo3ayXa (0e3 KoHmeHcalun), %o ot 20 o 80
YcnoBus XpaHeHUT*:

JTMATIa30H TEMIIEPaTyPhI OKpYKaroIero Bo3nyxa, °C oT -30 1o 50
JIMAIa30H OTHOCHUTEIHHOM BIAKHOCTH OKPYIKAIOLIETO :

BO3Iyxa (6e3 KoHneHcanuu), % ot 10 o 80

* CoriacHO PYKOBOJICTBY IO SKCILTyaTaIUH, TPY MPOBEACHIHE METPOJIOTHUECKON SKCIIEPTHU3EI
XapaKTEePUCTHKA HE TTOTBEPIKIAIACEH

KommiekTHOCTE: IIpeacCTaBJICHA B Ta6HHH€ 3.

Ta6muma 3
Haumenosanue Komauuectno
Cucrema UMMYHOJIOTHYECKOTO aHau3a Access: | wr
Access 2 Noe 573183 '
PyxoBoncTBO 1m0 3KciTyatanuu «Cucrema | sk,

MMMYHOJIOTMUECKOT0 aHanu3a Access: Access 2»

Mecto HaHeceHUS 3HaKa YTBEPXKACHUSA THUIIA CPECACTB HSMGPGHHﬁI Ha THUTYJIBHOM
JINCTE PYKOBOACTBA I10 3KCILIyaTalluH.

IToBepka ocymectsiserca no MIL. BP 176-2025 «Cuctema obecrieueHus: eIUHCTBA
n3Mepenuit Pecrry6nuku Benapycek. CucTeMbl IMMYHOJIOTHYECKOTO aHanu3a Access.

MeTtoauka TOBEPKUY.

CeneHus 0 MeToIMKax (MeTO1ax) U3MEPEHUHN: OTCYTCTBYIOT.



TexHMYecKHe HOPMATHBHBIE IIPAaBOBBIE AaKThl W TEXHUYECKHE HOKYMEHTEI,
YCTaHABIUBAIOIILE:
TpeOoBaHUs K TUILY CPEACTB U3MEPEHUN:

TexHuueckoe 3a7aHue;

PykoBoacTtBo 1m0 skciuryatanuu «CucTeMa HMMMYHOJIOTHYECKOTO aHalu3a
Access: Access 2»,
MeToauKy moBepku: MIL. BP  176-2025 «Cuctema oOecredeHus eIUHCTBA
usMepennii Pecriybnuku bemapycs. CHCTEMBl IMMYHOJIOTHYECKOTO aHalk3a ACCess.
MeToIuKa OBEPKIY. '

[Tepevens cpeqCTB TTIOBEPKH: MTpeCTaBIeH B TadmuLe 4.

Tab6muma 4

HanmeHoBaHME U TUI CPEACTB [IOBEPKH
KonTponsHble o6pasisl ceiBOpoTkH KpoBu Liquichek Specialty Immunoassay
Control (Levels 1, 2, 3), mpoussozctsa ¢upmsl «Bio-Rad Laboratories Inc.»,
Coemunénnspnit [ltatel AMEpUKH)
KOMIIIEKT KOHTPOJBHBIX 00pa3lloB cocTaBa aHTHMIOJIEpoBa IopMoHa (Access
AMH QC) (Levels 1, 2, 3), nmpousBoactea Gupmsl «Beckman Coulter Company»,
Coenunénnsiit [tatel AMepuku (IIpOM3BOICTBEHHAs IUTomanka «Immunotech
S.A.S.», ®pannuus)
Ipu6op usmeputensusiii [T11-002/1, o 5 % mo 98 %, A ==£3 %; ot 5 °C no 40 °C,
A=20,5°C
HpHMeanl/I@ = HOHYCK&ETCH IPpUMCHATE Opyrue€ CpeacTtsa IIOBEPKH, O6€CH€‘{HBEH-OH_H’IC
OIIPEACIICHUC H€O6XOIII/IMBIX XapaKTCPUCTHUK CUCTEMEI C Tpe6yeM0171 TOYHOCTEBIO.

Wnentudukanms IPOrPaMMHOTO oOecrieyeHus: HOMED BEPCUU
(mperTuduKanronHb HoMep) 110 - e HIDKe 3.7.0.

3aKIrOYeHre O COOTBETCTBUM  yTBEPXKICHHOTO THUIIA CPENCTB H3MEPEHUH
TpeOOBAHMAM TEXHUYECKUX HOPMATHBHBIX ITPABOBBIX AKTOB H/HIIM TEXHHYECKOH
JTOKYMEHTAIlU! IMPOU3BOAUTENS, a TaKXKe TeXHUYECKOMY 3aJaHMIO 3asBUTEIA Ha
METPOJIOTUYECKYIO 3KCIEPTHU3Y B OTHOIICHWHM EIUHMYHOIO JK3EMIUIIpa CPENCTBa
usMepennii: CrucreMa UMMyHOJIOTHYecKoro aHanuza Access: Access 2 No 573183
COOTBETCTBYeT TpeOOBaHUSAM  PYKOBOJACTBa IO  dKcIuryatamuu  «Cucrema
UMMyHOJIOTHYecKoro amanmmsa Access: Access 2» ¢upmsl «Beckman Coulter
Company», Coenunaénnbrit 11ITaTel AMEPHUKH ¢ y4eTOM TpPeOOBaHMHM TEXHUYECKOIO
3a1aHus 3asBUTEIS.

[Tpou3BOAUTENH CPENICTBA U3MEPEHUS:

dupma «Beckman Coulter, Inc.»,

250 South Kraemer Boulevard Brea, California 92821-6232,
Coenunennsre [1ItaTer AMepuku

tenedon: (800) 854-3633, www.beckmancoulter.com.



VIIONMHOMOYEHHOE FOPUINIECKOe JIULO, TPOBOJUBIIEE UCTIBITAHUSA CPEACTB
M3MEpPEeHUN/METPOIOTHIECKYIO OKCIIEPTHU3Y eIMHUIHOTO IK3EMIIIAPA CPEMICTB
U3MEPEHUN:

Pecriy6iuKkaHckoe yHWTapHOE INpeianpuarhe «bpecTckuil LEHTP CTaHIApTH3AINH,
meTposoruu u ceprudukarmim» (PYIT «bpecrckuit LICMC»),

Pecny6muxa benapycs, 224001, r. Bpecr, yi. Kixesarosa, 10/1

Tertedon: +375 162 58 08 70, paxc: +375 162 58 08 71, e-mail: csm@csmbrest.by.

[Tpunoxenue: 1. @oTorpadun o6IIero Buia 1 MApKUPOBKH CPEICTBA U3MEPCHUH Ha
1 nmucre;
2. Cxema (pUCYHOK) C yKa3aHHEM MecTa I HaHeCEHUs 3HaKa
MOBEPKU CPENICTB U3MEpeHHH Ha | HcTe.

Jupexrop
PVII «bpectckuit LICMC»

%

/

A.A. IIpoxomyk




IIpunoxenue 1
(oGs13aTenbHOE)

@ororpaduu obmero Buaa U MAPKUPOBKU CPECTBA H3MEPEHUM

Access 2

Pucynok 1.1 — @otorpadus 061mero Buga CHCTEMBI HMMYHOJIOTHYECKOTO aHAIA3a
Access: Access 2 Ne 573183

Pucysok 1.2 — @ortorpadus MapKUPOBKH CHCTEMBI HMMYHOJIOTHYECKOTO
ananu3a Access: Access 2 Ne 573183



IIpunoxenue 2
(06s3aTenbHOE)

Cxema (pHCYHOK) ¢ YKa3aHHEM MECTa /Ul HAHSCCHHS
3HaKa MOBEPKH CPEACTB U3MEPECHUI

MecTo a1 HaHECEHUs 3HAKA IOBEPKU

Pucynok 2 — Cxema ¢ ykazaHueM MecTa Ui HaHECEHUs
3HaKa MMOBEPKU CHCTEMBI HMMYHOJIOTHYECKOTO

a"Hanm3a Access: Access 2 Ne 573183



