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29.10.2020

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (“Mindray”), the
manufacturer of the following medical devices:

Calibrators Kit for Qualitative Determination of Antibody to Hepatitis B e Antigen
(Anti-HBe Calibrators (Anti-HBe CAL)) in clinical sample by Chemiluminescence
Immunoassay in a Clinical Sample on CL-series IVD Analyzers

hereby declare that,

the attached contents is <Instruction for use in Russian language of Calibrators Kit for
Qualitative Determination of Antibody to Hepatitis B ¢ Antigen (Anti-HBe Calibrators (Anti-HBe
CAL)) in clinical sample by Chemiluminescence Immuncoassay in a Clinical Sample on
CL-series IVD Analyzers> used for Russian medical device registration; this file introduces
the instructions for use of the medical device.

1. the attached contents is used only for the medical device registration in Russia, and is
required notarizing according to Russian official regulations.

Very truly yours,

Mr. Wang

Manager of Regulatory Alfairs Department
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12* Road Sonth. Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen. Peopie s Republic of China.

Ter. +86 753 26382883,

daxe: +86 755 26582680

htlp:/f wwwmindrippoons
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mindray QR T vy e
Tea. +88 735 26552838,

Qare: +86 735 26382080
Mip:// www.mindray.com

Manager of the Technical Regulation Dept.
Shenzhex Mindray Blo-Medical Electronics Co., Ltd.

INSTRUCTION FOR USE IN RUSSIAN LANGUAGE
MEDICAL DEVICES

Calibrators Kit for Qualitative Determination of Antibody to Hepatitis B ¢ Antigen (Anti-HBe
Calibrators (Anti-HBe CAL)) in clinical sample by Chemiluminescence Immunoassay in
a Clinical Samplo on CL-series [VD Analyzers

HHCTpyKIMS N0 BPEMEHEHNIO HA PYCCKOM SI3LIKe
HAa MEAHUHHCKOE HAACHE

Habop xamuGparopoR oA KauecTSCHNOTO ONPONCASHME AHTHYTEN X C-AHTMICHY BHPYCR I'tHETHTA B{%u
(Anti-HBe Calibeators (Anti-HBe CAL)) AMMYHOXEMMUOMHMECUCHTHRIM METONOM B KAHHWYECKOM
ofipasite Ha ananusgropax cepur CL

» -0 2

Mindray Building, Keji 12* Road South. Hi-tech industrial Park,
Nonshan, 518057 Shenzhen, People’s Republic of China,

Tes. +86 733 26382088,

daxc: +36 755 26582630

hnp:// wwwmindray.com
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1. HaumMenoBaHne H3/\C/IHS . -
HaGop xamubpaTopoB AnNs KadecTBEHHOTO ONPCACNCHHA aHTHTEN K €-AHTHNCHY Bupyca rematuta B
(Anti-HBe Calibrators (Anti-HBe CAL)) HMMYyHOXEMHNIOMMHECUSHTHIN METOAOM B KIHHHYECKOM
oOpasne Ra arann3aTopax cepnn CL:

1. KannGparop C0, 2,0 Mn - 1 dmaxon,
2. Kammbparop C1, 2,0 Mn - 1 dnakon.
3. KanuGpopounas xapta

4. UrCTpyXuMS NO NPHMEHCHHIO.

Jlanee no TEKCTy MPHMEHSIOTes caeaylomme coxpawenns: Anti-HBe Calibrators, kamOparops Anti-
HBe, rabop kannGparopoe, Anti-HBe CAL, m3geme.

2. Haznaweune

Wanenue npegHasHaueHO JANS JHATHOCTHKM in vitro jana  xanwGpoBKM aHANH3ATOPOR
WMMYHOXCMHMIOMHHECHICHTHEIX cepiH CL mpH KauecTBCHHOM ONPEACHACHHH AHTHTEN K C-aHTHICHY
BUpyca renathta B (Anti-HBe).

OGaacTh NpuMeneHns
Knunuieckas naGopaTopHas AHAHOCTHKA

Iloxazanus

TpegnaznanieH ans xannOpPOBKY AHANKIATOPOB HMMYHOXCMHIIOMHHECIICHTHRIX cepHH CL tpn
Ka4eCTBEHHOM ONpeicicHUH 8HTHTE) K ¢-aHTUIeHY BHpYca renatuta B (Anti-HBe).

IIpoTusonoKazanug _
TIpH YCNOBHK NMPUMEHEHHA B COOTBETCTRHH ¢ MHCTPYKIMeH 110 IPHNCHERRIO IPOTHBOTIOKAIAHAS

OTCYTCTBYIOT

Tloboyunnie geitcTonsg
He npsiMeRuMO

Tpebosanng Kk ROTL3IOBATEAND

TpeasasHaveHo ans npodeCCHOHANBHOTO NPHMCHEHWA MCANIHHCKHMH pabGoTHWKaMK: Bpay
KiHHveckoit  naGopaToproH  AMATHOCTHKH, MEAMUMHMCKMI naCopaTopHmil TEXHMK MAN HHOH
CTICLMANKCT, NpoWeAMKE NOANOTORKY MO METOAWKE NAGOPATOPHEIX HCCCAOBARHN H IHAKOMEIR ¢ HX
NIOTCHUHANBLHBIM BO3AICHCTBHEM,

3. lNlpnanan peficreun

llpn npoBeacHHH KanMOPOBKH MHpOpMaunsg, NPHBCACHHAA Ha KannOpoBOYHOH KpHBOH
(nosyueHHas CHCTEMON aHANM3ATOpA W3 JAaHHBIX, 3aH(GPOBAHHEIX B [ITPHX-KOAC HA YNAKOBKE C
PEareHTaMH), MHCMONL3YETCA BMECTE C TOMHBEIMH 3HAUCHHAMH XOHUCHTpaumH kanubpaTopa
(nonyMEeHHBIMHE CHCTEMO AHANU3ATOPA W3 JAHHBIX, SAWH(POBAHHHX B WITPHX-KOAC HA YMAKOBKE C
peareHTaMHu). 3aTeM ¢ TNOMOMIBI0 MATCMATHYECKM YCTAHOBICHHOIO COQTHOIIGHHMS  MEXKAY
U3MEPEHHEIMH 3HAUYCHWAMHU M TOYHBLIMH 3HAYCHUAMH JIA TpeX KaNHOpaToOpoB OCYUISCTRASETCS
aaantauua kanubpoeouHoll KpUBOH K XapakTepHCTHKAM KOHKPETHOH aHanwThueckod cucremul. Janee
aJanTHPOBaHHaR  KANMUOPOBOMHAN  KPWBAA  HWCNIONE3YETCA  AHANMTHICCKON  CHCTEMOW  JnA
npeobpalopaus mokasaTene#t npol, HIMCPEHHBIX B OTHOCHTENBHBIX CBETOBHIX CRWHHLAX, B
KOHKPETHBIC 3HAYCHHSE KONHICCTBCHHDIX XaPaKTEPHCTUK aHAIHTA.

4. Onucanue w3ygennil
KamnGparopu Anti-HBe monyualoT nytem A0GaBIcHKS 9ENOBEHECKHX BHTHTEN K €-BHTHNEHY
renatuta B 8 HBV-otpnuarenniyio nnasMy kposu venosexa. HamepurensHas cucrema Mindray CL
BBIYUCHINET pe3yabTaT coAcpxanus Anti-HBe no cootHomenmo OCE npofn # noporoBoro 3HaYeHHs
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OCE (O/T13) ans xaxmoft npo6si n KOHTponS.

lMopororoe snauenne OCE = cpeance OCE CO - (cpemuee OCE CO — cpeanee OCE C]) x
KoapOALHEHT KanUGpOBKY.

Kosdpumment xannGpoBkn xpanutes B kanmGpoBovHoH Kapre Aans xaxpofl napTHH.
Msmepritensiat cacrema Mindray CL cocrour ws HMMYHOXCMHIIIOMHHECLICHTRONO  AHANH3ATOPA
Mindray cepuu CL, naGopon pearesToB, kanuGpaTopos K kouTponelt Mindray.

Manenue Onucanne

Anti-HBe-oTpHUATELHAS T1a3Ma KPOBH TEIIOBEKA C
KanxGpatop CO KoncepBatTamn 0,09% asnna narpus u 0,05% ProClin 300

Anti-HBe-oTpHuaTeNbHAA MIASME KPOBH HENOBEKA C

noGasnermneM Anti-HBe-nooxuTeNLHON NNAME! KPOBH
KanuGpatop C1 uenoBeKka ¢ KoHcepeaHTaMu 0,09% asnna matpns n 0,05%
ProClin 300
MaTepranti XHBOTHOrO NpPOHCXOKACHHS — HE CONCPKWT MATEpHANH KHBOTHOTO
APOHCXOXKACHUA,

Marepuanii veoBeuccKoro NpoNcXoxacHns:

Hanenae  CORSPXHT MaTCpHANH  UENOBEYECKOTO  NPOHCXOAACHNAL (oTpHuaTENERAY W
nonoxwrcnbRas Ha Anti-HBe uenomeueckan nnmasma). IMomywenne MATCpHAIOB JEIOBEUECKOTO
MPOHCXOXKICHHR  OCYIICCTRASETCY HCKMIOYHTCNALHO H3 CNCUMANEHO TIPOBEPCHHBIX AOHOPCKHX
MaTCPHANIOR, HE CONCPXKAUWMX AHTHTEN K BHPYCY HMMYHoAedHIMTa yenobeka (BUY-1/BHY-2), supycy
renatuta C (HCV), Bo3Gymurensn cudunuca Treponema pallidum (TP) NIOBEPXHOCTHOTO AHTHICHA
BHpyca renatuta B (HBsAg). -

HRGOPMALNN 0 TCKAPCTBOHHRIX CPEACTBAX - HE CONCPKHT NICKAPCTECHHBIX CPEACTE,

Bee cupueBbie MAaTCpHANB TMOCHS AHANM3A MPHIHAHE HE HMEIOWMHMH KAKMX-NHGO OCTATOMHBIX
PHCKOB. MaTepuantl oTGHpaTHCE COrNTacHo AeHcTBYIOMEMY 3aKOHOAATCNECTRY.

6. IIpexynpeanenus B Mephi NPEAOCTOPOXHOCTH
1. MoxeT NPHMEHATECA TONLKD A% AHATHOCTHKH in vitro.

2. CoTpyaunku  naGopaTopHM JAOMKHE MpOHTH OGyueHHE BceM  HEOGXONWMEIM MepaM
NPEAOCTOPOXHOCTH NPK pabore ¢ NaGOPATOPHEIMKA pearcHTaMH.

3. 3HaUCHHAR XAPaKTEPHCTHK KATUGPATOPOR 3aBHCAT OT KOHKPCTHOH NapTHH W 3amuGPoRaHE! B
IITpHX-KORaxX.

4. He cvemmpats xanu6paTopsl W3 pasiHuHLIX napTHil,

5. HeobxoauMo coGmonats rpaguk TEXHHUECKOTO OGCTYKUBAHAA H CTAHAAPTHEIX Onepauwil, B
TOM HHCAE NIPOBOAUTEL K&NHGPORKY W aHAMN3, YTOGH rapaHTUPOBaTh 3(PEXTHBHOCTL HIMEPHTENBHOMN
CHCTEMB.

6. KanuGparopst mpouiny MCNBITaHKA ¢ HCMIONEI0BAHKEM HaBGOPOB, HMEIOMIX Mapxuposky CE u
CORCPAAIIUX PCArCHTR A/IA ONPCACNCHHA AHTHTCA K BHPYCY MMMyHomehuumuta genosexa (BWU-
I/BHY-2), supycy rematuta C (HCV), so3Gymmrensm cadumuca Treponema pallidum (TP) u
NOBEPXHOCTHOMY aHTHTeHy BHpyca rematHTa B (HBsAg). Bee pesynstatst 6uiM oTpHLATENSHEIMH.
OnHako NOCKONTEKY HH O/IHA METOAMKA HCITHTAHMH He MOXET ¢ adcomoTHOM YBEPEHHOCTRIO HCKIKHNHTD
BOSMOXHBI PHCK 3apaXCHUR, 3TOT MAaTepHaN CCAYET PacCMATPHBATH KaK CNIOCOGHMH NPERCTABIATE
6HOAOTHYCCKYIO ONACHOCTE.

7. Tlpu nossnenny MmoGLIX NPU3HAKOB MHKPOGHOIO 3arpa3HEHKA KK NPH CHIILHOM NOMYTHEHHU
H3NCIUA CICAYST YTHAHIHPOBATE BECh (MIAKOK,

8. Bce oxoanl AOMIKHE YTHAMZHDOBATECH B COOTBETCTBUM C TpeGoBaHHAMH ACHCTRYIOIIETO
MCCTHOTO 3aKOHOAATENBCTBE.

TpeGosanns oxpannl oxpyxalomed cpebl

FlaHHOE W3ZENHE HC HAHOCHT BpEla OKPYKAIOWEH Cpeac NPH NpPaBHABHOM UCTIONTE30BaHMUH,
TPaHCTIOPTHPOBKE H XPAHCHUM,

Bee oOpasumi M MaTepHansl, HCNONEIOBAHHHE JIf NPOBCACHAA TECTa, AOMKHH ORITH
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YTHIHIUPOBAHE KaK BCIICCTRA, MOTCHUMAILHO cofiepxanie Bo3byaatencii Hupexunu. Obpatenne ¢
naGopaTOPHEIMH, XHMHYCCKHMH H GHONOTHYECKH ONACHBIMH OTXOJAMH, & TAKKE WX YTHIW3AUWA,
JOMKHB OCYWICCTRAATHCA ¢ COOMOACHHEM MECTHRIX, PETHOHANLHBIX H HALIKOHANBHBIX HOPMATHBRBIX
Tpebopannit.

3amura oxpyxatoutess
cpeant

He nomyckats c6poca peareHTOR B KAHANH3AUKOHHYIC CHCTEMY B BOROCTOKH.

CpeacTsa HHAHBHAYAALEOI 38 WMETL
Jina npenoTepaieHus KOHTaKTa C koxelt npu paboTe ¢ HIAENHEM HCTIONK3OBATE

JamuTa KoAN B TEAR HENPOHHLAECMBIC IEPIATKE HI HETPUNA HNH AHANOIHYHOrD MATCPHANA,

Bo nibexanne nonagaHus peareHTOR B INa3a CNSAYCT HCMOML3OBATH JAUINTHEE
3amnTa rnaa XUMHYUCCINS OWH.

TIpHn MCRONE30BAHMH HINEMHA NO HAIHAMEHHIO 3ANIHTA OPTAHOB JKIXARME HE
3amaTa TpeGyerca. [lpu naOXON BEHTHAAOMM NOMEINEHHA W JUIHTeNbHoH paGorte ¢
AMXATEAMAMX MyTeH | mazenned ReolXOAHMOCTS B HCTIONBIOBAHIH CPEICTBA 3AUTE OPraHoB ALXaHH

onpenenser XBANKGUUHPORAHRHEIR CIGIHANKCT.

7. llponeaypa HCNMONLIOBAHHS

7.1 Heolxonumuie (HO He BKANOUYEHHALIE B KOMMACKT NOCTABKH) MATCPHANL IS ARATAZR

- AHAIHZATOP ABTOMATHYCCKHI HMMYHOXSMUNIOMHHECHCHTHEIH U AWArHOCTHKY in Vitro cepun
CL ¢ nprnagnexsocTaMu B BapuanTax ucnonrenns: CL-1000i, CL-1200i, CL-2000i 1 CL-6000i;

Ilpumenanue: 6 mexcme maxoce ucnorbsyemecs coxpawyenue - anasusamops cepuu CL.

- HaGop pearcHTOB A/I KAUCCTBEHHOIO ONPEACIeHHS AHTHTEN K e-aHTUreHY BHpYyca renatura B
(Antibody to Hepatitis B ¢ Antigen (CLIA) (Anti-HBe)) B xnamneueckoM ofpasue uenobexa
MMMYHOXEMUIIOMHHECUCHTHEIM METOIOM Ha aHanu3aTopax cepii CL, 2 X 50 TecToB;

- Marepuan KoHTpONbHLIR A4 KOHTPONS KAYCCTBA KaTeCTBEHHOTO ONPEACNEHHs aRTHTEN K e-
AHTUIEHY BApYyca renatita B B xaHHWueckoM o6pasue WMMYHOXCMITIOMAHECUCHTHEIM METOAIOM Ha
ananmaropax cepuu CL;

- Pacreop Oydepunit  npombiBounsit (Wash Buffer) xmna aBroMaTHueckmx
MMMYHOXEMWTIOMWHCCLCHTHBIX aHANMR3aTOpoB ceprmA CL g AWaTHOCTHKH in vitro;

- PacTBOp cyOcTpaTHEIN (Substrate Solution) ang ABTOMATHYCCKHX
HMMYHOXCMUIOMUHCCUCHTHBIX aHank3aTopor cepyi CL ang AMarsocTukH in vitro;

- O6uienaboparoproe 0bopynoBaHue;

Ipumevanne: IoapoGHas nHpopManus o MaTepuanax, HEOGXOAMMEIX LIS AKaNN38, NPRBOAKTCR
B COOTBETCTBYIOIMX PYKOBOACTBAX M HHCTPYKUMAX 110 NPHMEHCHHUIO,

7.2 lloaroToska

1. MsBneqr ¢nakoH W3 XOJNOAMNBHWKA H OCTABHTE €0 A0 TeX NOp, MOKA OH HE HArpeercd A0
KOMHATHOH TeMnepaTyph! (He MeHee 30 MuHyT).

2. [Tepen HCNONB30OBAHHEM W3AC/AHA AKKYPaTHO NEPEMELIaTH KOMIIOHCHTH, NEpeBepAys (nakoH
He menee 10 pas. Cneayer u3beratb 06pasoBaHKs My3HIPLKOB,

7.3 Ilponeaypa ananusa

1. Tlepen uananoMm paGoThl cnefyeT BHHMATENLHO H3YYHTb PYKOBOACTBO MO 3KCIITYBTAIHH
WCTIONE3YEMOTO AHAM3ATOPA, 8 TAKKE HHCTPYKIMHA NO NPUMEHCHHIO BCEX WINCHH, HCIIONBIYEMBIX BO
BpeMA aHANH3a,

2. CHauana OTCKAHHPORATh BITPHX-KOA Ha YNIaKOBKS xanuGpaTopa, & 38TEM elie ONHH HITPUX-KOZA,
HaHeCCHHBIN Ha YNaKOBKY pearcHToB,

3. Vxasare nonoxenue Kanubparopa B mporpaMMHOM 06eCneYCHRH aHANK3ATOPA.

4, Bubpars 3anpoc kanHGpoBKH B NPOTPAMMHOM 00eCIIEYCHHH aHANHIATOPA.

5. 3anonHute npoSupkn TpeOyeMBIM KONHYCCTBOM KanWOpaTOpOB H NMOMECTHTh MX B IWTATHB.
Y6enuTiea, uTo KAMHGPATOpH! YCTAHORICHH B YKA3AHHMX paHee svchkax. Bo Bpemg npouemyps
KAaNRGPOBKH BLINONHACTCA ABA MPOTOHa anawwsa s kanuGparopa CO, a Takke AB& MPOrOHA aHANW3A
ans xkammOparopa C1 (mndopmamns o6 ofhemax peareHTOB, HEOGXORHMEIX ANE ORHOTO AHANK3A,
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NpHUBC/cHa B RHCTPYKIMA MO NPEMCHEHHIO KCNONB3YEMOr0 peareHTa).
6. YcTaHOBMTE WITATHB B 6JI0K NOAAYH WTATHEOB AHANK3ATOPA.
7. 3anycTHTR aHANH3 B IPOTPAMMHOM O0CCNICYCHHK aHanK3aTOopa.
PekoMeHAYETC® NPOBOAWTD NOBTOPHYIO KAMMOPOBKY Kakibic WCTHIpE HEACHH, NPH HaYanc
HCMOJIB30BAHUA PCATCHTOR M3 HOBOH MapTHY, a TaKkKe B CIYHac, CCH PE3yNETATH KOHTPONA KA9eCTBa
BBLIXOJIAT 38 NPeACHbl YKA3AHHOTO IBANA30H,

-

7.4 KonTpoan kauecTsa

Jna xonTpona xayecrsa komnanug Mindray Bemmyckaer «Matepuan KOHTPONLHEIA AIA KOHTPONSA
KaYeCTBA KAYECTBCHHOIO OMpeNeNieHUs AHTHTEN K C-aHTHTCHY BApyca renathta B » xnaHuueckoM
ofipasiie HMMYHOXEMHIIIOMHHECLICHTHBIM METOAOM Ha aHammaTopax ceprn CL».

JUi4 MpOBEPKH NPABRABHOCTH KAXAOK KanuGPOBKE CHCAYCT WCTIONE3OBATE KOHTPOBHEIC
MaTepHanbl B xagecTse npob. Pe3yabTaThi ARANN3A KOHTPOALHEIX MATEPHANIOB HE IOKHB BHXOAHTD 38
NpeACHH AMANIAI0RA YPOBHEH KORICHTPAUWH, YKA3aHHEC B TaGinue OLCHKH PelyNbTATOB JI% CHCTEM
cepun CL komnaunm Mindray, Ecnu pesyastaTel anani3a KOHTPONBERX MaTepHAIOB BRIXOAAT 33
NpeAcns YKA3AHHOTO AHAMA30OHA, HEOOXOAMMO NPOBEPHTD AHANH3ATOP M PCATCHTH, HANIPHMEP, CPOKH
TOAHOCTH W YCIOBHA XpaHCHHS KannOparopos, peareHTOB M KOHTPOABHEX MATEPHANOR, BOIMOXHOCTD
3ATPAIHCHHA PEANCHTa, PACNIONOKEHAE NPoG B AHANH3ATOPE, NAPAMETPL! IPOrpaMMHOro ofecneucHus u
paGoTocnoco6HocTs anannsaTopa. Moxer noTpeGosaries NosropHas KatHOpoBka. ECIH pesynbTaTH
AHATIM3A KOHTPOMBHBIX MATCPHANIOB BCC PABHO BHIXOAAT 33 NMPCACHH YKA3AHHOTO NMANA3OHA, CHCAYCT
o0paTHTECH 38 NOMOIILIO K MMPOHIBOAUTENMIO.

Tpu npoBefcHUN NpPOLEAYP KOHTPONA KavecTBa PEKOMEHAYCTCA BHHMATCNBHO INPOYHTATH
HHCTPYKUHIO 110 NMPUMEHCHHIO KOHTPONBHBIX MATCPHANOB W PYKOBOACTBO K AHANM3ATOPY KOMNAHWH
Mindray.

-

8. YcioBHSA xpaHeHRS, HCTIOAH30BANNS A TPAHCNOPTHPOBKA

3agnaennii] cpOK FOAHOCTH cocTABARET 18 Mecanes,

3anpemacTcs HCNOALOBAHUE HIICKHA NOCHE HCTCYCHHUN CPOKA FNOXBOCTH.

Yorosnas XpancARS B RCNONLIOBAHNS

Hsnenne MOXET COXPaHATh CTa0MABHOCTL OO OKOHYBHHA YKA3AHHOIMD HA I3THUKETKE CpOKa
FOAHOCTH NPH YCACBHH XPAHEHHUA B HOBCKPHITHIX (/IAkOHAX B TEMHOM MECTE NPH TeMnepatype ot 2 °C
no 8°C B XONOAWTLHLIX KaMepax WM XONOAMNEHHKAEX, cNOCOOHBIX OOecneYwBaTh PEryNnHpyeMBIN
TEMNEPATYPHEIN PEXHM H CRCHCBHYIO PETHCTPALMIO TEMIIEPATYPEL.

ITocne BCXPHITHE WRACNHE COXpaHSET CTabHILHOCTH B Tevwehue 30 AHeR ¢ MIOTHO 3AKPHITOH
Kpeiliko#t mpu XpaneHWu npH TeMmnepatype of 2°C mo 8°C B XONOAMNBHEIX KaMepax HIH
XONOAMILHHKAX, O5ECTICUHBAIOMIMNX PErIAMCHTUPOBAHHEIH TEMTICPaTYPHEIH PEKHUM; 8 TAKKE B TCHCHUE
90 nuelt npu XpaHeHuM npu Temmepatype -20°C B MOpO3HNLHHKAX, OOCCIIEIRBAIONIMX
PEraMEHTHPOBARKLIH TEMNEPaTYPHBIK PEXHM.

Wagenua, XpaHWBIIWECS C HAPYIICHWCM PErNaMEHTUPOBAHHOND pekHMa, MPHMEHCHWIO He
noAneNkaT.

Ycaorug TPARCIOPTHPOBKE

Hsnenue cneayer nepeBosuTh npH Temnepatype oT 2 °C no 8 °C B opurmHanbHoR ynmakoske
NPOH3BOANTENA, 3AWRMAOMEH NPOAYKUHIO 0T BHEMHKX Bo3jicHcTBHHA, Ha BCeX BHAAX TPaHCUIOpTa B
KPHITBIX TPAHCMOPTHHIX CPEACTBAX B COOTBETCTBHH C NPABMIAMHA RNEPEBO3OK, NCHCTRYIOUIHMH Ha
TPAHCNIOPTE AAHHOIO BRIA.

Tpumenenue H3AENHHR, NEPEBOZUBLINXCA ¢ HAPYUICHAEM TEMIIEPATYPHONO PEXKHMA, 3AMPEIIEHO.

9. Texunueckne XAPAKTEPHCTHKE H3ALAHS
Tabnuua 1. TeXAUHECKHE XapAXTEPUCTHKH

XapakTepHCTHKH Tpeborarms
Kaan6patop C0 Kaaubpatop C1
O61em xannbparopa, Mn 22,0 22,0
Macca xannGpatopa ¢ pnakoHoM, 1 (£5 %) 8.8 8,8
Macca nycroro ¢nakora, r (£5 %) 6,7
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pH 7,0-8,0

TInoTHOCTE, r/cM” 1,055+0,010

Becnwmannpospamalmmcrsﬁeaocm

Bremiut pHa B3BCLICHHEIX YacTHU K XJionbkeB. bes sanaxa
AHTHTENA K BHpYCY renaTHTa C
(HCV) OrpuuarensHo
Antirena x BUY-1/BUY-2 OTpHUATENEHO
Buonoruvecxas 6¢30nacHOCTE ARTHTENA K BO30YAHTENO

cupwnnuca Treponema pallidum | OrpHuaTensHO

HBsAg OTpHRATETEHO
O61as BrICOTA MONUIPONHAEHORBOTO (akoHa, 44.210,3
MM i
O6mnit AraMeTp NOTHNPOITHICHOBOTO
dnaKOHa, MM 25,240,2
O61ag BHCOTA KPHILIKHK (hIakona, MM 15,240.2
O6muit anaMeTp KPHIIDKH GilaKoHa, MM 24,7+0,2

10. PYyRKUNOHANLHBIC XSPAKTEPHCTHKE

10.1 TounocTs Raaubparopos

OTHOCHTEIBHOE OTKIIOHEHHE B npeaenax £10 %.

Anammatop oTkamuGpoBaH ¢ HCNONEIOBaHWEM XaunOpatopos Anti-HBe. C nomomuio
MCTOINHKH W3MCPCHWS BHCWeEro nopsaka kanwGpatopam OBUIM NPUCBOCHH 3HAYCHWA. 3aTeM
AHANM3APYIOTCH KannrGpaTopsl B [UECTY TNOCACAOBATCABHEIX MNOBTOpHOCTAX, [locne 3TOrO
PACCUYNTHIBACTCH OTHOCHTENBHOE OTKIOHEHHE MEXAY NPHCBOCHHHIMW KannuOpaTopaM 3HBUCHHAMH B
CPEAHHMH HIMEPEHHLIMH 3HAYEHHAMH. 3HAYEHHS OTHOCHTENBHOTO OTKIOHEHHS OBNM B npeaenax
+10 %.

10.2 OauopoanocTs kaaubparopos
BHyTpudnakoHHAS ORHOPOAHOCTE H MEX(JIAKOHHAS AONMKHB COOTBETCTBOBATH JHAMCHMAM,
yKazaNHEIM B TaGauue minke. JonycTHMO COOTBETCTRHE TpeGOBAHAAM TONBKO 3HaYeHAN CO nmv KB %.

CO-~ cralmapmoe OTKIIOHCHHE, KB % — K03 HIUMEHT napm_nauuu

10.3 MeTpo1orEYeCcKas DPOCHEREBAEMOCTD
IMpoueaypa npocnexkusacMocTh ocHoBana Ha EN ISO 17511:20033. M3mepernoe 3HaYeHue

xanuGpatopa npocnexusaercs A0 pedepercRoro mareprana Anti-HBe Wnctutyra Iayns Opnanxa,
Jlasren (l'epmanusg).

11, PacmadpoBka CHMBOJIOB MADKHPOBKH

Cumson Onucanne

Hcnonsaobsarts 10:

Howmep naptan

Howmep no karanory

MeauuuHcKoe HIACANE AN ANATBOCTHKH in vitro

V]
&

Buonorwdeckuit pack
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TemnepaTypHbI# AWANAIOH XPaHCHUS

IponssoauTens

Jlata u3roToBNCHHS

Bepx

OfbpaTaTech K HHCTPYKIUHH 110 NPHMCHEHMIO

Octopoxro! O6paTHTeCh K HECTPYKIMHH 110 MPHMCHEHHIO

3nak hTopRuHOH NepepaboTuu

Bepeys OT Bnarn

Xpynkoe, o5palllaThCH ¢ OCTOPOKHOCTRIO

MaKCAMATEHOE KOMAYECTBO NpH MTabc/IupOBaRAN

12. Haopmanus o6 yTHAHIAUAN HINCAHA

VTHIH3ALMA H3ACTHA AOMKHA TPOMSBOAMTECA B COOTBETCTBEHM ¢ TpeGOBAHHAMH JIOKAABHOIO,
PErHOHANLHOTO W HALMOBANLHOTO 3AKOHOABTENLCTRA.

Boe wacTH 1aHHOTO MEAWUWHCKOTO W3AC/THA JUIN WH BATPO AWATHOCTHKH, 00pa3tl # MaTepHan,
HCTONB3ylomuecs H ofpasylonaecs NpH BHMOMHCHHM HKCCACACBAHHN, B TOM YHCNE PEarcHTH C
HCTEKIIHM CPOKOM TORHOCTH, CheAyeT YTHAMHPOBATH KaK MOTSHIHAABHO BNHACMHONOTHYSCKH
onacHuie oTxoaAw (knacc Bb).

13. [IlepeueHt MEAIYHAPOAHLIX HOPMATHBHLIX AOKYMEHTOB/CTAHZAPTOB, KOTOPLIM
COOTBETCTBYET MEXHINHCKOE R3ALANE

Ha npowssoacTee BHelApeHa H AcHCTBYeT CHCTEMa MCHEMDKMCHTa Kadectsa. [Toarsepaxzaercs
Cepridukarom kauectsa EN ISO 13485,

CnMcok NpUMEHHMBIX MEXAYHAPOAHKX CTAHAAPTOR H HOPMATHBHLIX JOKYMEHTOR:

JoxkymenTn! Onnacanne

EN ISO 13485:2016 Mensuunckne nageans — CHCTeMa NCHEIDKMCHTA Ka4eCTBa —
TpeGosarus i uenelt peryupoBaHus

EN ISO 18113-1:2011 MeavuMHCKHE H3ICNHR AN AMATHOCTHKH in vitro — Hndopmaums,
NPCAOCTABIREMAN H3TOTOBHTENCM (Mapkuposka) — Yacte I1: TepMuASI,
onpesenenus H obume TpeGosanus (ISO 18113-1:2009)

EN ISO 18113-2:2011 Mennuusckie W3ACTHS QNS AMarHocTRKW in vitro — Hndopmaums,
NpeaocTaBiseMan HIroToBHTENeM {MapkHpoBka) — Yactb 2: PearenTtnl
INA AHATHOCTHKH in vitro mni mpodeccroHantHoro npumeHenns (1ISO
18113-2:2009)

Menuupnackue Kanenus — CUMBONEL, KOTOPhIC ROMKHE HCTIONB30BATHCHA
EN ISO 15223-1:2016 HA 3THKETKAX MCAHUMHCKUX W3fiendif, MapxupoBka M wWHdopmauwms,
KOTOpYIO CAEAYET npeacTasuts — Yacts 1: O6mwme Tpebosaumns

EN 13612: 2002 OucHxa 3QQeKTHBHOCTH MCAWLWHCKHX W2RCTA# ANg AHArHOCTHKH in

79
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vitro

. Meavunuckne VW3ACAHA QNS AMATHOCTHKM in  vitro — Ouenka
EN IS0 23640:2015 CTAOHTEHOCTH PEarcHTOB JUIA AHATHOCTHKH in vitro (ISO 23640:2011)

EN 13641:2002 YCoTpanecRHE WIH CHIDKCHHE pPHCKA 3apaXKCHHMS, CBA3AHHOIO ¢
pearcHTaMu JJit IMATHOCTHKH in vitro

MeaunuHcxue HIACAHA AN ANATHOCTHKH in vitro — HW3sMepenue

) BeNHYKH B OHonormveckux nmpofax —  MeTposornyeckas

EN ISO 17511:2003 NPOCNCKARACMOCTD 3HAYCHMUH, YCTAHORNCHHRX JIA KanubparTopos M
KOHTPONBHBIX MATEPHAJIOR,

EN 62366-1: 2018 Meaunmncxue wsaenks — Yacts 1: TIpoexTHpoBaHHE MEAMUAHCKHX

w3t/ ¢ YICTOM SKCTUTYaTAHOAHOR NMPUTOXHOCTH

Meauumnckue winenus — I[IpAMeHCHHWE YNpaBlIeHWA PHCKAMH JA
EN1SO 14971:2012 menuumHckux wanennit (ISO 14971: 2007, HcnpabneHHas Bepcus
01.10.2007)

14. KoMnAeKkT NOCTABKH
Ha6op kamnGpaTopoR ans KavueCTBCHHONO ONpeAcieHHs RHTHTSA K C-aHTHNEHY BHPYCA Tenatura B
(Anti-HBe Calibrators (Anti-HBe CAL)) UMMYHOXCMWTIOMWHECUCHTHEIM MCTOJIOM B KIMRHYECKOM
obpasue Ha ananusaropax cepun CL:
1. Kanu6parop CO0, 2,0 mn - 1 ¢naxon,
2. Kanu6parop C1, 2,0 mMn - 1 danakos.
3. KannGposotunas kapta
4. MHcTpYXuRA 110 NPAMEHEHHIO,

18. CreprasuocTs
Wsnenue MOCTABIACTCA B HECTEPHABHOM BHAE, CTCPHNASAUWH NTONEIOBATEICM HE MOAMCHKHT.

16. Texunteckoe ofcayxnBanie W peMORT Hileaus
He npamexnmo

17. TapaHTHE HIrOTOBHTENA K NOAAYA pexiaMaush

[TpowssoaMTENL FAPAHTHPYET COOTBETCTBHE XaPAKTEPHCTHK MCAHLIAHCKOTO HIICHA 3ASBICHHEIM
B IKCMYATAUWOHAON XOKYMCHTAHWM DPW YCNOBMM TNPHMCHCHHS W3/lcNAHS B COOTBETCTBHU C
UACTPYKUMCH R NO HA3HAYCHUWIO, NPEAYCMOTPEHHOMY NPOUIBOAUTENCM.

ITo Bcem Bonpocam, AT TONYUCHUA TEXHHYECKOM KOHCYNLTALWYE W OANCPXKKH, & TAKXKS NoAauK
peknamaunfi cneayer ofpamiaThca K YNONHOMOYCHHOMY UIPCACTABHTENIO NPONIBOAMTENN HA
TeppHTOpHN PD:

000 «Muuapeit Meaukan Pyc»

Anpec: 129090, r. Mocksa, Onummmitcxwii npocnexr, A. 16, cTp. 5, antpecons 4, noMemenne I,
KoM. 7, 11A.

Ten.: (499) 553-60-36, paxc: (499) 553-60-39

info.ru@mindray.com

18. Ceeaenns o nposasoguTeNRe

IIpousBoaRTEAL: IsHewxons Maitunpsit Bro-Meankan 3nextponnke Ko.,
JIta. (Shenzhen Mindray Bio-Medical Electronics Co., Ltd.)

AApec NpoN3BOANTEIN: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057 Shenzhen, People’s
Republic of China

Tenedon: Ten. +86 755 81888998, daxc: +86 755 26582680

Anpec  mpomisoacreennoit Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

NACIMATKHS 1203 Nanhuan Avenue, Guangming District, 518106

8/9
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Shenzhen, People’s Republic of China
19. BrGanorpaduecknit cucox

1. TlyGnuxauus MUHACTEPCTRa 3APABOOXPAHEHAS M comnambroro obecnesenns CILIA (HHS), 5-¢
nijanue, aexabpb 2009 . BxobezonacHocTe B MAKPOORONOTHYECKAX W CHOMCAHLUMACKHX
naboparopuax.

2. MuHHCTEPCTBO 3APABOOXPAHEEHA H counanmsHoro obecneucns CIUA (DHHS), HauronansHuf
BHCTHTYT nO oxpane TpyAa w 3aoposbd CIIIA (NIOSH), nybnuxanus Ne 78-127, asryer 1976 r.
Texymas passensisare/mbHad CBOAKA 13 — B3pRIBOONIACHOCTS 83H/0B.

3. ISO 17511:12003 «MenuuUHCKHE W3IENHA RN AHArHOCTHKH in  vitro. Hamepenue
KONHYSCTBEHHOTO  cogepxanus B OWonorwveckux  ofpasmax. Merponoruueckas
NPOC/EXNBACMOCTD 3HAYCHAHN, MPUCBOCHHBIX KATHOPATOPAM H KOHTPONBHEIM MaTepHaIaM».

JaTa yTBEpRACHAS HHCTPYKUHHY No npuMenenwio: 11.2020 r.

9/9
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[[Tepeeod ¢ anznuiickozo u xumaickozo AIVIKOS HA PYCCKU RIBIX]

CEPTHO®HKAT

Kntalickni KoMHTET CONCHCTBHA PA3BHTHIO MEXYHAPOAHON TOProBIn

®ynxuyn Kerafickoro koMurera CoAciicTBIA Pa3sBHTHIO MEXIYHAPOAHON TOProB/IU BHNOMAACT
Kuraiickas nanara MeXAyRapoaAHOH TOProsian
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A [Ha 6aanxe Kumaiickozo xomumema coOelicmeus Dassumuio Mexcoynapoonos mopeosiu)
/ [Tozomun Kumaiicxozo xomumema codelicmeun passumuio MeNCOVHAPOOHON mop2oeau)

Kuraitcknit KoMuTer cogeifcrsnsg pasBRTHIO MeXAYHAPOARON TOProBiaH
Kuraiickas nanata MeaIyHApOAHOH TOProsan

CEPTHO®HUKAT

[OR-x0d)
/ Ne 204403A0/062903

[[Tevams: CepTduxarms
Kuralickuit KOMHTET CORSHCTBUA PA3BATHIO MEKAYHapoaHoH Topropan (24)]

HACTOSAILIMM TIOATBEPXJAETCA, YTO necuars komnanu  «IIDHB'DKIHD
MAWHIIPOA BHO-MEUKAJI 3JIEKTPOHUKC KO., JTA» (SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS <CO. LTD.), nocrapiedHas Ha nNpPHRAAracMylo

NEKJIAPAITHMIO, BepHa.

Knratickuil xoMuTeT conelicTBRSE PAIBHTHIO MEXAYHAPOAHOH’ TOProBAK

[{Texamy: Cepriduxauns ¢
Kuraiickuit koMuTeT cofieficTBHS pasBHTHIO M&XYHapoaHo#t Toprosnn (24))

Vnonromouenroe ymuto JIIO LI3IOHD (LIU JUN)
Toansce: /noonuce/
Hara: 03 nos6ps 2020 r.

{Tucnenan nevamp: Cepruduxauus »
Kutalicknii xoMRTeT cOAcHCTBAA PA3BHTHIO MEXKIYHAPOAHON TOprosiH (24))

Bef-caitr ana nposepkn cepridukara: hitp//www.rzecpit.com/validate,html
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[VTozomun xomnanuw « MAAHIPIH») -

29.10.2020 r.
na npeasasnenus no Mecty TpeGoBanus
Jdeicnspauns
“ Mu, xomnamus «lIbanuwaones Malinapati Buo-Meguxan Daextponnke Ko., Jhra»

(«Maituapoit») (Shenzhen Mindray Bio-Medical Electronics Co., Ltd. (Mindray)),
MPOH3BOAUTENE CACAYIOIMX MCAHIMBCKRX H3acnni:

«Hatop xannlparopos AR XA4eCTBEHROIO ONPCACHCHHN RHTHTEN K e-aHTHICHY BHpYCA
renatuTa B (Anti-HBe Calibrators (Anti-HBe CAL)) HMMYHOXeMR/IIOMEHCCUCHTHLIM
MeTOIoM B KAHERYeckoM 00pasne HA anaansaTopax cepun Cl»

HACTOAUIHM 3a8BJAACM CHCAYIOIICE:

[Tpunaraemsiii aoxyment sBnsercs «MHCTpyKumeil nmo nNpUMEHEHMIO HA PYCCKOM A3BIKE Ha
MeIHuWHCKoe afenue «Habop kannbpaTopoB A4 KAYECTBEHHONO OMPEACACHHA AHTHTEN K ¢-
anTHredy esupyca rematuta B (Anti-HBe  Calibrators  (Anti-HBe CAL))
HMMYHOXeMHNIOMHHECLICATHEHIM MCTOAOM B KIMHWYECKOM O0pasue Ha AHANU3ATOPAX CEPHH
CL», HcTIONE30BaHHBIM VIR perucTpaln MeANLHHCKOro waenna B Poccafickolt Pexepaunn; s
3ToM (haitne NprBeREHA HECTPYKUNS NIO MPHMEHEHKIO MCIULIARCKOTO HIACTHS.

l. Tlpunaraemeil# JOKYMEHT HKCTONB3YeTCd MCKMIOIHTENRMO ANA  PETMCTPALMH
MCAHUMHCKOrO maAeins B Poccud B TpeGyer HOTAPHMANSGHOIO 3aBCPEHHA COTNACHO
odHUMANEHEIM HOPMAaTUBHO-NIPABOBHIM akTaM POCCAH.

[Tevamyv: Ceprudnxauns
Kuraficknii KoMHTeT cOAeHiCTREA Pa3SBHTHIO MEXAYHAPOAHOHR ToproBim (24)]

[Mesamy: Komnanns «LLISHULXSHL MAMHIPSH BUO-MEIMKAJ JIEKTPOHUKC KO.,
IT»)

C yBameHueM,

/nodnucs/

r-1 Ban Carpbur (Wang Xinbing)

PyKoBogHuTeIb OTACHA HOPMATHBHO-TIPABOBOTO PETYTHPOBAHNS

Komnauns «[laswacsas Malinapati Bro-Meanxan Iaexrponnxe Ko., Jran

[Texvame: Kommanns «ILISHIBXIHL MAUHIPU BUO-METUKAJ SJIEKTPOHMKC KO.,
JTH»]

«lll3nnrasus. Maltnaprét Bro-Meaukan Inexypormxe Ko, JI7a»

3oanue Mundpeii, Kedacu 12 Poyd Caym, TTpomsimaennbil napK svicoxix mexnonoui,
Hawviwans, S18057 Uisnouacans, Kumaiicxan Hapoonas PecnyGruxa

(Mindray Bilding, Keji 12th Road South, Hi-tech Industrial Park,

Nanshan, 518057 Shenzhen, People’s Republic of China}

Ten.: +86 755 81888998,

daxc: +86 755 26582680

huip:zamew. mindray.com
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[VTozomun xoxnanuu « MAHHIPIH») ' -

3oauue Mundpeii, Kedocu 12 Payd Caym, Iiposwviinennviii napx suicoxix mexnarozuil,
Hanvwans, 518057 Hisnvuncauns, Kumaiicxas Hapoowas PecnyGauxa.
Ten.: +86 755 26582888,

axc: +86 755 26582680
~ htp./fwww.mindray.com

Inodnuce/

I'-n Ban Canubrn

PyKoBoaWTENb OTACHA TEXHHYECKOTO PeryIHPOBaHHS

Komnanns «[anbwxsas Maltuapsti Bro-Meankan daextponnxe Ko., JIvg.»

[Tevame: Konnannsg «UISHYBXDHD MAHHIIPH BUO-MEOHUKAIJ SNEKTPOHMKC KO.,
JITA»]

[[Tevams: Cepriduxauns ¢
Knraticxuit koMuTer coaeitcTans paseHTHIO MexXAyHApOAHOK Toprosm (24)]

HHCTPYKIIMA IO NIPHMEHEHHIO HA PYCCKOM S3bIKE
HA MEJHIIHHCKOE H3AEJWE

Habop kambpatopos ana kavecTseHHOro ONpeACNEHAT AHTHTEN K €-8HTHICHY BApYCa refiaTuTa
B (Anti-HBe Calibrators (Anti-HBe CAL)) HMMYHOXCMATIOMMHECHEHTHEIM METOROM 8
KIWHEAMecKoM 0Gpaaite Ha aHanmsaTopax cepun CL '

[7evams: Komnanus «IIDHYLXIHL MAHHIPOH BUO-MEJIMKAJ SNEKTPOHMKC KO.,
JITH.»]

«Ull3nnywaconn Maluapsi Bro-Meawxan Jnextpomnixe Ko., Jtan

3oanue Mundpeil, Kedxcy 12 Poyd Caym, Mpamsisusennusii RAPX GBICOKIX MEXHORO2HI,
Hauvsiane, 518057 Ulanvencans, Kumatickas Hapodwas PecnyGauxa

Tea.: +86 755 81888998,

daxc: +86 755 26582680

hitp:rwyw mindrgy.com

(Texcm doxymenma na pyccxom asvixe]

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MepeBoj fJAaHHOTO TeKCTa BbIMONHEH NnepeBoauYnkoM CTaHeBOW EBreHuneit AnekcaHgpoBHOIA

Poccuiickaa ®epepauyms
"opog MockBa
TpeTbero gekabps Ase ThiCAYM ABaALATOro roga

A, AknmosB [lne6 bopucoBuuy, HoTapuyc ropoga MOCKBbl, CBUAETENbCTBY MNOANUHHOCTb

noanucu nepesoguYynka CtaHeBOn EBreHMn AnekcaHapoOBHbI.
Mopnuncb caenaHa BMOEM NMPUCYTCTBUMN.

JIMyHOCTbL MOANMCABWErO AOKYMEHT yCTaHOBNEHA.
3apeructpupoBaHo BpeecTtpe: Ng 77/09 - H/77 - 2020 -
B3bicCKaHO rocygapCcTBeHHOW nownuHbl (no Tapugy): 100py6.

YnnauyeHo 3a OKa3aHWe yc/nyr NpaBoOBOro M TeXHWYECcKOro xapakrtepa: 300 py6.

.B. AKumosB

[MpoLLIHypoBaHO NLLLLNSLLPMMMYaHO

n ckpenneHo nevyatbio /Y * nuct(-a,-oB).

HoTapwuyc:

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



