STATE COMMITTEE FOR '
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FOCYAAPCTBEHHbIA KOMUTET
MO CTAHAAPTU3ALIMA
PECITYBAUKU BEAAPYCb

OB YTBEP)XXAEHUM TUMA CPEACTB M3MEPEHMH

PATTERN APPROVAL CERTIFICATE
OF MEASURING INSTRUMENTS

HOMEP CEPTUDUKATA:
CERTIFICATE NUMBER:

AEACTBUTEAEH AO:
VALID TILL: 24 Aekabps 2025 T.

HacTosiumi cepTUAHUKAT YAOCTOBEPSET, YTO Ha OCHOBAHNM MOAGKUTEALHBIX
PE3YALTATOB FOCYAQPCTBEHHbIX MCTIbITAHMA YTBEPXKACH THTI CPEACTB U3MEPEHUM

"AHaAM3aTOpPbl FeMaToOAOrM4eCcKue Cepun H",

uarotoBuTeAb - chupma "Erba Lachema s.r.o.", Hexus (C2),

KOTOpbIF 3aperncTpupoBaH B [0CyAapCTBEHHOM PEECTPE CPEACTB M3MEPEHNH
rnoa Homepom PB 03 25 7851 20 1 aomylieH K NPUMEHEHMIO B PecrybAnke
Beaapych ¢ 24 aekabps 2020 T.

OnucaHue T1na CPeAcTB MBMGpGHMVl MPMUBEAEHO B MPUAOCXKEHNU U ABASAETCA

HEOTbEMAEMON YaCTbio HacTogieFo=eepTMdMKATA.
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OIMMCAHME TUIIA CPEJCTB U3MEPEHUA 5
JUIATOCYJIAPCTBEHHOI'O PEECTPA CPEJICTB U3SMEPEHHNUA

BHecens!l B ['ocymapcTBEHHEIN peecTp CPENCTB
AHaJIN3aTOPBI - OoAE peeetp b
U3MepeHui, mpomeqmux ['ocyqapcTBeHHEIE
reMaToJiorudeckue
cepnn H UCIIBEITaHUSA
P Perucrparmonssiii Ne 2503 25 7457 20

Brimyckarores mo moxkymenTarnuu pupmel «Erba Lachema s.r.0.», Yexus.
HA3BHAYEHUWE N OBJIACTb ITIPUMEHEHM A

AHanuM3aTopel reMaTojioTHueckwe cepud H (mamee -  aHaIM3aTOPHI)
IpeaHa3HAYCHBI I M3MEPEeHUs] CUeTHOU KOHIIEHTPAIUU KIETOK KPOBH, JIEHKOIUTOB,
SPUTPOIIUTOB, TPOMOOIIMTOB W W3MEPEeHWs KOHIEHTpallud IeMoriIoOmHa B
KITMHUYIECKUX UCCIIeIOBAHMSIX.

Ob6nacTe IpUMeHeHHS — OOecCIedeHHe 3alllUThl JKU3HH U OXPaHBI 310POBbS
YeJIoBeKa B MEIUITMHCKUX YUPEKICHUAX.

OIINCAHUE

AHaTM3aTOPHI BBITYCKAIOTCA Cenyonmx Mogudukamuii: H360, H560.
B amanmmsaropax  HWCHONB3YIOTCS  KOHAYKTOMETPUYECKUH  METOXN  IJIA

uccienopanusa naHHeix RBC (comepkamue sputpormtoB) u PLT (comepxaHue
TpOMOOLIMTOB), KollopuMeTpudeckuii Metox ompeneneans HGB (comepikanue
reMorIo0rHa) X METOJ IMPOTOYHON ITUTOMETPHUH Ui olpeneneHus OaHHbRIX WBC
(comeprkaHMe JIEUKOIUTOB). B Xome Kaxaoro MuKiIa aHanuza oOpasel] acIupUpyeTcs,
pa3baBiseTcs M CMEIINBAETCs Iepe]] UCCIEI0OBAHUEM KaXkI0ro ImapaMerpa.

Anamuzarop H360 omnpenenseT KOJIMYECTBO JIEUMKOIMTOB, SPUTPOLIUTOB,
TPOMOOIIUTOB ¥ 00BEM HX pacHpelNeNeHus KOHIYKTOMETPUYECKMM METOIOM U
MOJTy4aeT Pe3yJIbTAaThl CBS3aHHBIX I1apaMeTpPOB, a TaKXKe H3MEpSET KOHIIEHTPAITHIO
reMoriIoOrHa KOJOPUMETPUIESCKIM METOOM.

AHamu3aTop MPENOCTaBIseT KONWYCSCTBEHHBIC DPe3yNbTaThl aHanmsa g 22
reMaTOJIOTHYECKUX TTapaMeTPOB U TPEX TUCTOIPaAMM.




Amnammarop H560 mpoBOIUT TOACYET X S5-KOMIIOHEHTHYIO KITaCCH(HUKAIIIIO
JEeMKOLUTOB €  HCIOJIB30BaHMEM  IPOTOYHOM  IMTOMETPMM  Ha  OCHOBE
TTOITYTIPOBOAHUKOBOTO JIa3epa, OIPEAENSeT KOIMISCTBO SPUTPOLUTOB B TPOMOOIIUTORB
d HX KOHIEHTPAIIMIO KOHIYKTOMETPHYECKMM METOJIOM, a TaKXe OIpefesieT
cojiepKaHue reMOTI00NHA KOJIOPUMETPUIECKHM METOIOM.

Ananmmszarop H560 BrimonHseT aHanu3 oOpasna Uil PasiIUYHBEIX [1apaMeTPOB B
COOTBETCTBHMH C pasIUuHBEIMU pexxumamu usmeperus (CBC (oOmuii aHamm3 KpOBH)
i CBC + DIFF (o6iuit aHanu3 KpOBHU C JIEHKOIUTAPHOU (GOPMYIIOi)).

B pexume CBC + DIFF adamu3aTop IpeIOCTaBIsIeT Pe3yJbTaThl
KOJIMYECTBEHHOro aHanm3a o 33 mapameTpaMm (BKIO49asg 26 IeMaTOJIOTHYECKUX
mapaMeTpoB W 7 IapaMeTpOB WCCIIENOBaHUs), 3 TUCTOrpaMM M 4 IuarpamMMel
paccemBanus DIFF (Bxmrouass omHy nauarpammy paccenBanusia BASO u TpH
muarpammbl paccenBanus DIFF).

B pexxume CBC aHanmm3aTop HOpefOCTaBISET PE3yNbTaThl KOJIMYCCTBEHHOI'O
aHaIu3a 10 16 reMaTOJIOTHYECKUM MTapaMeTpam, 3 TUCTorpaMMaM U OSHOM Juarpamme
paccenBanus BASO.

Brenrauii Bug AHAJIN3aTOPOB II0OKa3aH Ha PUCYHKE 1.

H360 H560

Pucynox 1. Buemmuit Buz ananuzaTopos remaronorndeckux H360 u H560




KpaTKI/Ie TEXHHYCCKHE U METPOJTOTHYECKHE XapPaKTCPUCTHKH:
OcHOBHBIE TEXHMYECKHE U METPOJIOTHYCCKHUEC

MpeCTaBIeHbl B Tabmumax 1 u 2.

Tabmuna 1.

XapPaKTECpUCTHUKH

HaumeHoBaHHe XapaKTepHCTHKH

3HauyeHue XapaKTCPUCTUKH

H360

H560

1. IluTanme OT ceTH MEPEMEHHOTO TOKa
4acToTOH, I 11

50

2. HanpsbxeHue OT ceTH IepeMEeHHOTO TOKa, B

100-240

3. MomHocTs, noTpebasemast mprubopoM OT
cetn, B*A, He Oonee

200

4. I"'abapuTHBIEe pa3Mepsl, He Oosee, MM
(IIIXI"xB)

364x417%477

364%431x498

5. Macca, He Ooiee, KT

25

26,5

6. YciioBus 3KCIUTyaTalyu:

- TeMIIepaTypa OKpYy KaroIIero Bo3ayxa npu
sKcIuryaTtaumd, °C

- OTHOCHTEIbHAS BIIXKHOCTE BO3/IyXa MPH
sKCIUTyaTanun, Yo (6e3 KOHACHCAIINN)

ot 15 mo 30

otT 20 o 85

7. YcnoBus XpaHEeHUs:

- TeMIIepaTypa OKPY’KaroIero Bo3ayxa Mpu
sKcIuTyatauu, °C

- OTHOCHTEIbHAS BIIAXKHOCTE BO3/IyXa MpU
SKCIUTyaTanmu, % (6e3 KOHIEeHCAIINH )

ot munyc 10 mo 40

ot 10 mo 90

8. [Ipou3BoIUTENBEHOCTD, HE OoJiee,
TECTOB B 4ac

60

Tabmwa 2.
JNMunanma3oH OCKO (CV), %,
HogasaTess H3IMEPCHHUSA He 0oJiee
- CUCTHAasA KOHICHTpAIuAa HGﬁKOHHTOB _
(WBC), 10%/uL. 0-300 4
- CUCTHAas KOHICHTpAHA SPUTPOLIUTOB 0-8.5 )
(RBC), 10% uL ’
- CHETHAas KOHICHTpAaia TpOM6OHI/ITOB _
(PLT), 10%/ oL, 0—-3000 10
- MacCoBas KOHICHTPpaIUA reMoriioounHa 0-25 )
(HBG), g/dL




3HAK YTBEPXKIEHUA TUIIA

3HaK YIBCPXKJICHUA TUIla HAaHOCHUTCA Ha SKCILTyaTallHOHHYIO HOKYMCHTAIlHUIO
a”HaJiu3aropa.

KOMILJIEKTHOCTD

1. AnanusaTop reMaToloruuecKuil (KOMIUIEKTAIIUSA B COOTBETCTBUU
C PYKOBOJICTBOM II0 3KCILTyaTanuu) — 1 mT.;

2. PyKOBOJICTBO IO 3KCILIyaTalluy — 1 IIT.;

. Metonuka moBepky — 1 mrt.

HOPMATHUBHBIE JOKYMEHTBI

W

1. TOCT 20790-93 Ilpubopsl, ammapaTbl U 00OpYyHOBaHHE METULIHCKUE.

OO6I1mre TEXHUYECKUE YCIOBU.
2. Texanyeckasd gokymenTarus GupMsl «Erba Lachema s.r.0.», Uexus.

3. Metonuka nosepku MPB MIL. 2045-2024.
IIOBEPKA

[ToBepKy OCYIIECTBISITH B COOTBETCTBHM C  METOJMKOH  IIOBEPKH
MPE MIL. 3055 -2024.

Me XITOBEPOYHBIN HHTEpBaN — He Oosiee 12 MecsIeB.

MeXIoBepoUHbI MHTEpBal B chepe 3aKOHOMATESTBHOM METPOJNIOTHH B

Pecny6nuke Bemapycs — He 6osee 12 MecsIeB.

3AKJIIOYEHHUE

AHanmsaTopsl TreMarojiormueckue cepun H COOTBETCTBYIOT TpeOOBAHIAM
noxymenTanuu GupmMsl «Erba Lachema s.r.0.», Hexus.

H3rotoBUTeIb:
®upma «Erba Lachema s.r.0.», Hexwusl.
Anpec: Karasek, 1 d, 621 33 Brno, Czech Republic.

HcnbITaTeJbHBIN EHTP

OTes UCTIBITaHu 1 u3MepeHuit PecyOIMKaHCKOro YHUTapHOTO MIPEAIPUATHA
«BpecTcKuyif IIEHTp CTAaHIAPTU3ALUH, METPOJIOTHH ¥ CEPTH(UKAIIIIY.

224012, Peciy6muka Besapycs, T. Bpect, yn. Crokoiinasi, 1/6,

tenr. (0162) 34-20-74 |

Arttectar axkpemuranuu BY/112 1.0415 ot 29.09.2003

HadgabHUK OT/IENa UCTIBITAHUH U 7
A

m3mepennit PVII «bpectckuii IICMCy

JLLA. PyKOBUYHUKOB

HavaneHuK cekTopa pU3NKO-XUMHIECKUX
usMepennii PVIT «bpectckuii IICMCy

Hupexrop UTVYII «Peallad»




[Tpunoxxenue A
(oOs13aTenBHOE)

CxeMa ¢ yKa3aHHEM MeCTa HaHeCeHHUsI 3HaKa IIOBepKH (KielMa-HaKIeHKn)

MecTo HaHeceHUs 3HaKa MOBEPKH (KIeHMOo-HaKIeKa)




