I'OCYJTAPCTBEHHBIA KOMUATET JIBSAPKAVHBI KAMITIOT

IO CTAHIAPTH3AITNN ITA CTAHIAPTBI3AIIBIT
PECITYBJIMKHA BEJIAPYCh POCITYBJIIKI BEJIAPYCh

CEPTUD®UKAT
OB YTBEPKIEHHHA THIIA CPEJACTB U3MEPEHU

No 19830 ot 17 mapta 2026 T.

Cpoxk netictBus: 6eccpoUHbBIN

HanmeHoBaHMe THIIA CPELICTB U3MEPEHUIA:
IIP-anaausaTop B peansHom BpeMenn SLAN-96S Ne SN25103501

[IpousBoauTENE:
«Shanghai Hongshi Medical Technology Co., Ltd.», Kurai

BrinaH:
000 «[damuompapma», T. HeCBmK, HecBuskekmit p-H, MuHckas 004a., Pecmy6anka
benapyce

JIOKyMEHT Ha IOBEPKY:
MPE MILMH 4509-2026 «Cucrema oGecmedeHHsl eJHHCTBa H3MepeHuid PecmyGumku
Beaapych. II[[P-ananu3aTop B peanbHoM BpeMeHH SLAN-96S. MeToauka noBepKm»

VHTepBajl BpeMEHH MKy TOCYapCTBEHHBIMH II0OBEpKaMu: 12 Mecsines

Tun  CpencTB  W3MEpEHHMM yTBEP)KAEH IIOCTaHOBJIECHHMEM ['OCymapCTBEHHOrO KOMMTETA
no craggaprusaimu Pecmy6mnku benapycs ot 17.03.2026 Ne 30

CpelcTBa M3MEpEHWI JAQHHOTO TUIA CPENCTBA U3MEPEHMH, NMPOU3BOAUMEIC B nepnoz( Cpoka
meficTBUs  JaHHOro ceprudukara 00  yYTBEPXKICHUM TUIA  CPEACTBA  M3MEPCHHH,
WIM YTBEPKACHHBIM THI EIMHUYHOTO OJK3EMIUIApAa CPEICTBA H3MEPCHUN pPa3peIlaroTcs
K TPUMEHEHUIO Ha TEPPUTOPHUH Pecny6m/n<1/1 Benapyck B COOTBETCTBHU C IIPHUIIAraeMBIM
OIMCAHKEM THUIIA CPENCTBA H3MepeH %

N.A Kucnesko




OTMMICAHVE TUIIA CPEJICTB U3MEPEHUI
IPUJIOKEHNE K CepTU(UKATY 00 YTBEPKICHAN THIIA CPEICTB U3MEPEHUA
Of 77 tegnre 2026T. Ne 7925 ¢

HauMeHOBaHME TUIIA CPEICTB M3MEPEHUN U UX 0003HAYCHHUE:!
[111P-anamm3aTop B peansroMm BpemeHr SLAN-96S Ne SN25103501

Hasnauenue u 001acTh IPUMEHEHHUS

[111P-ananuzatop B peanmsHoM BpemMeHH SLAN-96S Ne SN25103501 (mamee —
[1L{P-ananmM3aTop) NpeaHa3HayeH sl U3MEPCHUs HHTEHCUBHOCTH (IIyOpECUCHIUM IIpU
ONpENeIeHUN COMepKaHust (ParMEeHTOB IIEI€BON NE30KCHUPUOOHYKIEHHOBOM KHCIOTEI
(THK) - KkOHe4yHOro mpoxayKTa monuMepasHoit nemHoi peaknuu (ITHP) - B JIHK
ucciieryemMoro obpasua.
O06acTh MPUMEHEHUS — papMalleBTUUECKas TPOMBIIIIEHHOCTE.

OmnucaHue:

[Mpuanun gedictBus [II{P-amamusaropa OCHOBaH Ha M3MCPECHHUU C IIOMOLIBIO
ONITMYECKOTO JETEKTOpa (IIyOpEeCIIEHTHOTO CHTHala, HWcIyckaemoro B xoxme IILIP
I10J] BO3€MCTBUEM U3JIYUCHIS BO3OYKISHHS B KayKJIOM LIUKIIE TEMIIEPATY PHO-KMHETHICCKOM
ammndukanuy  Mojiekyn JHK, ¢ wucmoms3oBanveM B I[P HaGopoB peareHTOB.
HTEHCHUBHOCTH (bIyopecieHTHOro CUTHaJIa TIPOTIOPIIOHAIBHA KOJIUYECTBY
amrmaduiupoanusix ¢parMenros JIHK (mpoxykra IILIP). M3aMepeHue WHTCHCUBHOCTH
(JIyOpEeCIIeHTHOrO0 CHTHajla OCYIECTBISIETCA B PEXKHUME DPEaJbHOIO BPEMCHH 3a CUET
BBCICHHBEIX B pEaknuio (IyopeclUpyroUX KpacUTeNed, CIyXKaIluX HHIUKaTOpOM
yBeHIeHus KonmmaecTBa uckomoit JTHK.

Vmpasienue I[I[[P-amanmnzaTtopoM OCYILIECTBIAETCS IIPH IIOMOIIM ITPOTPAMMHOIO
oOecIiedeHns, yCTaHOBIEHHOrO Ha BHENIHHN MEepCOHATBHBIM KommbroTep (nanee - IIK).
V3MepeHie MPOUCXOIUT B ONTHYECKOM YacTy prubopa, pesynbTaThl U3MEPEHUI BRIBOMATCS
Ha 5kpaH MoHuTopa IIK.

Jlata usrorosjenus [11[P-aHamu3aTopa yKa3aHa Ha MapKUPOBOYHOH TabnuuKe.
dotorpadun o6LIEro BUIa CPEICTB M3MEPEHUI PECTaBICHE] B IPWIOKEHUHN 1.

CxeMa (PUCYHOK) C yKa3aHHEM MeECTa [ HaHECEHHU: 3HaKa IOBEPKU CPEICTB M3MEPEHUH
Ipe/ICTaBICHA B IIPUIOKCHUH 2.

OGs3arenLHbIe METPOJIOTHUECKHEe TPeOOBaHMS: IPEICTaBIEHBI B TaOnmuIe 1.

Tabmuua 1

Hawumenosanue 3uauenue

I[I’IaHaSOH I/IBMepeHI/Iﬁ OTHOCHUTEIBHON NHTEHCUBHOCTHU 1 100
bayopecreHumn*, % oL L A8
Hpez[en JOITYCKaeMOro OTHOCHUTCIIBHOI'O CPEAHETO
KBaJI[PaTUECKOTO OTKJIOHEHHUS [TPY U3MEPEHUHU OTHOCHTEILHOMI 5
UHTSHCUBHOCTH (iryopecreHuuun®*, %
*OTHOCHTENIbHAS HWHTEHCHBHOCTh (IIyOpeCUEHLMH [; CBs3aHAa C HHTGHCHBHOCTBIO (IyOpecCLeHLHH
KOHTPONBHOrO pacTBOpa Nyacrwopas RFU, paccuuteiBaeTes o Gpopmyiie

Ii — Npa-:'rsopa . 100,

N1oo%,

rie Nyggoy, - AHTEHCUBHOCTE (DITyOPECLICHIIMK KOHTPOJIBHOTO pacTBopa, puHuMaemoro 3a 100 %, RFU.
[Tpu 95TOM HHTEHCHBHOCTL (DITyOPECHEHIIMH KOHTPOJIBHOTO PacTBOPA MPAMO MPONOPIHOHAIBHA MACCOBOH
KOHLIGHTPALIMK KOHTPOJILHOTO pacTBopa 3,0 Mr/M® paccuuThIBaeTCs IO GOpMyIIe

Npacre«:npa ~ CKDHTpoanoro pacreopa




OCHOBHBIE TEXHWUYECKME XapaKTePUCTUKM U  METPOJIOIMYCCKHE  XapaKTEPUCTHUKH,
He OTHOCSIIHECS K O00S3aTelIbHBIM METPOJOTMYeCKUM TpeOOBAaHMAM: IIPEICTABIICHBI
B Ta0muIe 2.

Tabmuua 2
HaumenoBanue 3HaueHUE

Jlnana3oH HalpsOKEHUM [IUTAroNIe! ceTy IepeMeHHoro Toka*, B ot 100 mo 240
Jlnara3oH 4acTOTH nuTaromeit cetn®, I'n v 50/60
["aGapuTHbIe pa3Mepsl, MM, He 6oiee 386x534x258
Macca*, kr, He OoJiee ' 18
VY CioBUA 3KCINTy aTalliu:
JUana3oH TeMIIepaTyphl OKPY KaIoLIEro Bo3ayxa, °C ot 15 1o 25
OTHOCHTENIbHAS BIIAXXHOCTH OKPY>KaroIIero Bo3ayxa, %, He 6oiee 80
*COorJIacHO JOKYMEHTALMH POU3BOUTEIS, IPH IIPOBEACHUH METPOTIOTHIECKOH DKCIIEPTUIBI
XapaKTEPUCTHKY HE MTOTBEPIKAAINCEH

KOMIUTEeKTHOCTE: TIpe/icTaBleHa B Tabinuue 3.

Tabnuna 3
HanmenoBanue KonmaecTBo
[T {P-ananusarop B peanbaoM BpeMeHH SLAN-96S Ne SN25103501 1
MHECTpyKIMS 10 SKCIUTyaTaluu , 1

MecTo HaHeCEHUs 3HaKa YTBEP)KACHUS THIA CPEICTB U3MEPEHUH: 3HAK YTBEPKICHHUS THIIA
CPENCTB M3MEPEHNI HAHOCUTCSI Ha TUTYJIBHBIH JINCT MHCTPYKIUU I10 SKCILTyaTalluu.

I[Toepka ocymectsisercs 1o MPB MIT.MH 4509-2026 «Cuctema obecleueHUs €IUHCTBa
n3mepennii Pecry6nuku Benapycs. ITI[P-amanmusarop B peanmpHoM BpemeHn SLAN-96S.
Metoauka ImoBEpKu».

Csenenus o MeToaukax (MeToJax) U3MEPEHUI: OTCYTCTBYIOT.

Texnuyeckne  HOPMATUBHBIE  I[IPAaBOBBIE  aKTBl U TEXHUYECKHE  JIOKYMCHTEHI,
yCTaHaBIUBAIOIIE:
TpeOOBaHUsA K TUILY CPEACTB U3MEPEHUI:

TEXHUYECKas JOKYMEHTAIH IIPOU3BOAUTENS (MHCTPYKIUS [0 SKCIUTyaTallii);

TEXHUYECKHUU periiaMeHT TaMOXXEHHOTO cOI03a «DJIEKTPOMAarHuTHas COBMECTUMOCTH
texuuueckux cpeacts» (TP TC 020/2011);

TEXHUYECKUH periaMeHT TaMoxXeHHOro corosa «O 6e30IacHOCTH HH3KOBOJBTHOTO
obopynoBanus» (TP TC 004/2011);
METO/IUKY ITOBEPKH:

MPB MIL.MH 4509-2026 «Cuctema obeciieueHus eIUHCTBa n3MepeHuit PeciryGinku
Benapyce. ITL[P-ananuzatop B peaibHoM BpeMeHr SLAN-96S. MeTonuka ImoBEpKm».



[Tepedens CpeICTB MOBEPKH: IPECTaBIeH B TabnuLe 4.

Tabma 4

HauMeHOBaHME U THII CPEJICTB IIOBEPKU
Perucrparop TEMIEpaTypsl 1 OTHOCUTEILHON BIAKHOCTHU testo 174H*
KOHTpOJIBHEIE PACTBOPHI (hIlyOpeCIenHa, IPUTOTOBIEHHBIE 10 METOAMKE, IPUBENCHHOM B
npunoxennu b MPB MIT.MH 4509-2026
Jlo3aTop MHUIIETOUHBINH Mexanndeckuit Sartorius Proline 20 - 200 MK
*JomycKaeTcss INPUMEHSTH JPYTHe CPENCTBA IIOBEPKH, OOCCICYHBAIONINE ONPENEICHNE
METPOIOTHYECKHUX XapaKTePUCTHK ¢ TpeOyeMOd TOYHOCTEIO.

W nenTuduKaIus IporpaMMHOT0 00ecIIedeHus: IpeICTaBIeHa B Tabmume 5.

Tabmuua 5
UnenTudukanuontHoe HanmeHosanue 110 Eonep sepon IUTO
(upeHTHOUKAINOHHBIA HOMED)
SLAN Real-time PCR System 7 822

3aK/IFOYEeHHEe O COOTBETCTBHU YTBEPIKIEHHOTO THIIA CPEICTB H3MEpeHMH TpeGOBaHMIM
TeXHHYEeCKMX HOPMATHUBHBLIX IPABOBEIX aKTOB W/MIIU TEXHAUECKOM JIOKYyMEHTAIUH
npousBogutens: II[IP-aHanu3atop B peanrbHOM BPEMCHH SLAN-96S Ne SN25103501
COOTBETCTBYET TPEGOBAHMAM TEXHUYECKON TOKYMEHTAIlMM MPOU3BOIUTENS (MHCTPYKIHA
no sxcryaranun), TP TC 020/2011, TP TC 004/2011.

[Tpom3BoaUTENE CPELCTB U3MEPEHUI
«Shanghai Hongshi Medical Technology Co., Ltd.», Kurait
Floor 5, Building 5, No. 1181, Zhaoxian Road,
Jiading District, Shanghai, China

VIIOIHOMOUEHHOE  IOPMIWYECKOE  JIMIO,  IPOBOAMBIIES  WCIBITAHUA  CPEICTB
M3MEPEHNH/METPOIOTNYIECKYIO SKCIIEPTH3Y eNMHIYHOTO SK3EMILISIPa CPEICTB U3MEPCHUM

Pecry6uKaHCKOe YHWTapHOE IpelnpuiaTHe «belopyCcKuil —rocyfapCTBEHHBIH
uHCTUTYT MeTponoruny (benl IM)

Pecry6ika Bemapycs, 220053, r. Munck, CTapOBUICHCKHIN TPAKT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[punoxenus: 1. @oTtorpaduu obIIero Buga cpeCTB U3MEPEHUH Ha | JucTe.
2. Cxema (pUCYHOK) C yKa3aHHEM MECTa Ui HAaHCCEHHUT 3HaKa ITOBEPKU
CpelICTB U3MepeHuii Ha 1 mucre.

Hupexrop beal IM A.B. Kazauok




[Tpunoxenue 1
(obs3aTenpHOE)
doTtorpaduu 00Iero BALA CPEACTB U3MEPEHUIHA

Pucynoxk 1.1 — ®otorpadus obmero suna [II1P-ananusaropa B BHOM BpEMEHH
SLAN-96S Ne SN25103501

T

Product name: Real-Time PCR
Model: SLAN-968
Power Input: 100~240VAC, 50/60Hz, 850w

Serial number: SN25103501
Mnl)ate: 2025.10.15

~ LifeTime: (01105972540620039
- uelime: Refer to user manual (s

System
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Pucynok 1.2 — ®otorpadus mapkuposku III[P-ananu3aTopa B pealbHOM BPEMEHU
SLAN-96S Ne SN25103501



[Ipunoxenue 2
(obs3aTenpHOE)
CxeMa (pUCYHOK) ¢ YKa3aHHEM MeCTa [l HAHECEHUS 3HaKa IIOBEPKHU CPEJICTB M3MEPEHNH

MecTo s HaHECEeHUs
3HAKA TIOBEPKH)

Pucynok 2.1 — Cxema (pUCYHOK) C yKa3aHUEM MeECTa JJI1 HAaHCCCHUS 3HaKa MMOBEPKU



