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mindray

29.10.2020

To whom it may concern,

Declaration

We, Shenzhen Mindray Bio<Mcdical Electronics Co., Ltd., (*Mindray”), the
manufacturer of the following medical devices:

Calibrators Kit for Qualitative Determination of Hepatitis B e Antigen (HBeAg 1
Calibrators (HBcAg CAL)) in clinical sample by Chemiluminescence Immunoassay in
a Clinical Sample on CL-serics IVD Analyzers

hereby declare that,

the attached contents is <Instruction for use in Russian language of Calibrators Kit for al
Qualitative Determination of Hepatitis B e Antigen (HBeAg Calibrators (HBeAg CAL)) in

clinical sample by Chemiluminescence Immunoassay 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.

Shenzhen Mindray Bio-Mcdical Electronics Co., Ltd.

Mindruy BelWInu,. Keji 72+ Roail South. Hi-iech Industrial Park.
Kamhan, 515037 Shenzhen, PtopWs Republic ofChim.

len. < 75526582888.

thakc: -86 755 26582680

hUp:// mindray.com
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- d Mindray Building, Keji 12* Road South. Hi-lech Industrial Park,
I I l I n r a. y Nanshan, 51/KO57 Shenzhen, People's Republic o f China.
Tei. *S6 7SS26WS8S.

thakc: *56 755 26582680
http:// HJU: mindray.com

Xinbing
Manager Dept.
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

INSTRUCTION FOR USE IN RUSSIAN LANGUAGE
MEDICAL DEVICES

Calibrators Kit for Qualitative Determination of Hepatitis B e Antigen (HBeAg Calibrators

{HBeAg CAL)) in clinical sample by Chemiluminescence Immunoassay in a Clinical Sample
on CL-series IVD Analyzers

VHCTPYKUMS NO NMPUMEHEHNIO HA PYCCKOM S13blKe
Ha MeJuLMHCKOe n3genne

Habop kannbpaTopoB Ans KauyeCTBEHHOro OMpefefieHns e-aHTUreHa Bupyca rematuta
{HBeAg Calibrators (HBeAg CAL)) WMMYHOXEMUIOMUHECLEHTHLIM  METOA0M
K/IMHUYeCKOM 06pasLie Ha aHanmn3atopax cepum CL

Mindray Building. Keji 12* Road South. Hi-iccli Industrial Park,
Kanskm. 518057 Sheniheti. People i Republic of China.

Tn. 786 755 26582888.

thakc: -86 75526582111

http:// WM.w.mindray.com
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1. HammeHoBaHMe nsgenuvs

Habop kanmbpaTopos [/ Ka4eCTBEHHOrO OMpefesieHns e-aHTureHa Bupyca renatuta B (HBeAg
Calibrators (HBeAg CAL)) MMMYHOXeMWIHOMUHECLEHTHBIM METOAOM B K/IMHMYECKOM 06pasue Ha
aHanmsatopax cepumn CL:

1 Kanuépatop CO, 2,0 mn - 1 hnakoH.

2. Kanunépatop C1, 2,0 mn - 1 dnakoH.

3. KannbposoyHas Kaprta

4. VIHCTPYKLUMA MO NPUMEHEHUIO.

[anee no TekCTy NpUMeHAOTCA cneayrowme cokpauleHns: HBeAg Calibrators, k“mnbpatopbl
HBeAg, Habop kanubpatopos, HBeAg CAL, usgenue.

2. HasHaueHue

W3penve npefHasHayeHO [Ans  AWMArHOCTMKM in Vvitro Ans  KaambpoBKM — aHanM3aTopoB
NMMYHOXEMUTIOMUHECLLEHTHbIX cepun CL Npyv KayeCTBEHHOM OMNpeAenieHMn e-aHTUreHa Bupyca
renatuta B (HBeAg).

O6nacTb NPUMeHeHUs
KnuHuyeckas naGopaTopHas AMarHocTrKa

MNokazaHnA
MpefHa3HayeH ANs KanMbpoBKM aHaM3aTopoB UMMYHOXEMUTIOMUHECLEHTHbIX cepumn CL npu
KayeCTBEHHOM OnpefeneHnn e-aHTUreHa supyca renatnuta B (HBeAQ).

MpoTnBONOKa3aHMs
Mpy YCNOBMM NPUMEHEHNS B COOTBETCTBUU C VIHCTPYKLMEN N0 NPUMEHEHNIO NPOTUBOMOKAa3aHMs
OTCYTCTBYIOT

Mobo4HbIe aercTBUSA
He npumeHnmo

TpeboBaHWS K NOSIb30BaTeNIO

MpeaHa3HayeHo Ans NPOgecCMOHANbHOIO MPUMEHEHNUS MEAULMHCKUMK paboTHMKaMKW: Bpad
K/IMHWYECKON NabopaTOPHON  AMArHOCTUKW, MEAULMHCKUIA  NabopaTOpPHbIA  TEXHWMK WM UHOWN
cneymanncT, nNpoLIeALwniA NOLrOTOBKY N0 METOAMKE NabopaTOpHbIX UCCNEeL0BaHUA U 3HAKOMbIV C KX
NOTEHLMaNbHbIM BO3AEVCTBUEM.

3. MpuHuwmn gelicTens

Mpy npoBefeHUN KanMbBpOBKM MHGOPMaUus, MNpuBeAeHHas Ha KalnMbpOBOYHOW  KpUBOM
(nonyyeHHass cucTeMOM aHanm3aTopa W3 [aHHbIX, 3alWM(pPOBaHHbIX B LUTPUX-KOLE Ha YNakoBKe C
peareHTaMu), WCNO/Mb3yeTCA BMECTE C TOYHbIMW  3HAYEHUAMM  KOHLEHTpauum Kanubparopa
(nonyyeHHbIMX CUCTEMOM aHanM3aTopa M3 AaHHbIX, 3alM(POBaHHbIX B LUTPUX-KOLE Ha YNnakoBke C
peareHTamu). 3ateM C MOMOLLbHO  MaTeEMAaTUYeCKM YCTAHOBNEHHOrNO0 COOTHOLUEHUA  MeXay
M3MEPEHHbIMU 3HAYEHUAMU W TOYHbIMW 3HAYEHUAMMW AN [BYX KanmbpaTtopoB OCYLLECTB/ISETCA
afantaumsa KanmbpoBOYHON KPUBOM K XapaKTepPUCTUKAM KOHKPETHOW aHa/IMTUYeCKOi cucTembl. [anee
afanTvpoBaHHas  KaiMbpoBOYHas  KpuBas  MCMOMb3yeTcs  aHa/JIMTMYeCKOW  cuCTeMol  Afia
npeobpa3oBaHns MokasaTeneld npo6, W3MEPEHHbIX B OTHOCUTE/IbHbIX CBETOBbIX €AMHULAX, B
KOHKPETHbIe 3HAUYEHWNSA KaYeCTBEHHbIX XapaKTepuCcTUK aHanuTa.

4. OnucaHne n3genvi

Kanunbpartopsl HBeAg nonyvatoT nytem fo6aBneHns peKoOMOUHAHTHOrO e-aHTUreHa renatuta B
B GydepHyto MmaTpuuy. M3mepuTenbHasa cuctema Mindray CL BbluMCnsieT pesynbTaT COAepXaHus
HBeAg no cooTHoweHUto OCE (OTHOCUTENbHbIX CBETOBbLIX eAMHMUL) NPobbl U NMOPOroBOro 3HavyeHWs
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OCE (0/M3) ana kaxpoit npobbl M KoHTpons. Moporosoe 3HayeHne OCE = cpegHee OCE CO +
(cpepHee OCE C1- cpefHee OCE CO) X KO3(h(ULMEHT KaMOPOBKM.

KoathuumeHT KanmbpoBKM XpaHWTCA B  KaMOPOBOYHOW KapTe [Ans  Kaxaoh  mapTuw.
N3mepuTenbHas cuctema Mindray CL cOCTOMT M3 MMMYHOXEMWIOMUHECLIEHTHOrO aHaimsaTopa
Mindray cepun CL, HabopoB peareHTOB, KannmbpaTopoB 1 KOHTponein Mindray.

N3penve OnucaHune

Bydepn3oBaHHbI 6blUniA CbIBOPOTOUHbIA anb6yMUH
Kanunéparop CO (BCA) ¢ koHcepBaHTamu 0,09% a3uga Hatpusa u 0,05%

ProClin 300

PekomMbUHaHTHbIN HBeAg B 6ythepn30BaHHOM Oblubem
Kannbpartop C1 CbIBOPOTOYHOM anbbymmHe (BCA) ¢ KoHCepBaHTaMu

0,09% asmpa Hatpus 1 0,05% ProClin 300

Matepuanbl XMBOTHOTO NPOUCXOXAEHMS

WN3nenune coaepXuT maTepurabl XUBOTHOTO NPOUCXOX/AeHUS (6bIYNIA CbIBOPOTOUHbIA anbByMUH).
Bce XXMBOTHbIe NPOLLAN HaAnexXalluii BeTepuHapHbIi KOHTPONb.

Matepuanbl MUKPOGHOTO NPOUCXOXAEHUS

MN3nenvie coaepXXnT peKOMGUHAHTHBI e-aHTUreH Bupyca renatuta B (MCTOUYHMK - E. coH).

MaTtepuanbl 4YenoBEYECKOTO MPOUCXOXKAEHUS - He COAEPXMUT MaTepuarnbl Ue/loBeYeCKoro
MPOUCXOXKAEHMS.

NHhopmauns o NeKapCTBEHHbIX CPeACTBaX - HE COAEPXKUT NEKAPCTBEHHbLIX CPEACTB.

Bce cbipbeBble MaTepuanbl MOCNe aHanM3a MpU3HaHbl HE UMEKLMMMU KaKMX-NM60 OCTaTOYHbIX
prCcKOB. MaTepuanbl 0TGMPaNNCh COrMacHoO AelCTBYOLLEMY 3aKOHOAATENbCTBY.

6. MpepynpexaeHua n Mmepbl NPesoCTOPOXKHOCTU

1. MOXeT NPUMEHATLCA TO/bKO ANA ANArHOCTUKM in Vitro.

2. COTpyAHUKM  nabopaTopum  LO/DKHbI  NPOWMTM  00y4YeHMe BCEM  HEOOXOAMMbIM  Mepam
NPesoCTOPOXHOCTM NpK paboTe ¢ NabopaTopHbIMK peareHTamu.

3. 3HaueHMs XxapakTepuCTUK KannmbpaTopoB 3aBMCAT OT KOHKPETHOM napTum W 3alugpoBaHbl B
LUTPUX-KOJaAX.

4. He cmeLwumBath Kannbpatopbl U3 pas/iMyHbIX NapTui.

5. Heobxogumo cobntofatb rpamk TEXHUYECKOro 06CNy)XXMBaHWA WM CTaHAAPTHbIX Onepauui, B
TOM 4ucfie NPOBOAWTL KannbpoBK)’ M aHanm3, 4Tobbl rapaHTMpoBaTh APHPEKTUBHOCTb W3MEPUTE/LHOM
CUCTEMBbI.

6. Kanmbpartopbl NpoLwnn UCnblTaHUA C MCNOMb30BaHWeM Habopos, UMetoLWwnX Mapkuposky CE u
coflepallmx peareHTbl [1A OMpefeneHws aHTUTen K BUPYCY UMMyHopgeumuuta uenoseka (BUY-
1/BWNY-2), Bupycy renatuta C (HCV), Bo3byautenam cudunuca Treponema pallidum (TP) n HBSAQ.
Bce pesynbTarbl 6binv oTpuLaTeNbHbIMU. OfHAKO NOCKO/bKY HWU OAHA METOAMKA WCMbITAaHWA He MOXeT
C abCoNTHOV YBEPEHHOCTbIO WCKMOUYUTL BO3MOXHBIM PUCK 3apaXXeHWs, 3TOT MaTepuan cnegyet
paccmaTpuBaTth Kak CoCOOHbIN MpeacTaBnATh 61U0M0MMYECKY0 ONacHOCTb'.

7. Mpn nossneHUn NO6bIX NPU3HAKOB MUKPOOHOr0 3arpsi3HeHUs WK Npu CUIbHOM NMOMYTHEHUM
n3genua cnefyeT yTUAN3NPOBATL BECh (DIAKOH.

8. Bce 0Tx04bl AO/MKHbI YTWUM3MPOBATLCA B COOTBETCTBUM C TpebOBaHUAMU [eNCTBYIOLLErO
MECTHOr0 3aKOHOAaTe/bCTBa.

Tpe6oBaHNs 0OXpaHbl OKPYXXatoLel cpegbl

[laHHOoe un3genvie He HAHOCWUT Bpefa OKPY>KaloLei cpefe Mpu MNpaBWUIbHOM WCMO/Mb30BaHUM,
TPaHCMNOPTMPOBKE W XPaHEHNN.

Bce o06pasubl M martepuanbl, WCMOMAb30BaHHble 1S NPOBEAEHMS TecTa, AO/KHbI  ObiTb
YTUIM3MPOBaHbI KakK BelecTBa, NMOTEHUMaNbHO CoAepalme Bo3byauTenein nHgexkummn. ObpalleHune ¢
NabopaTopHbIMU, XUMUYECKUMK W OGUOMOTMYECKM ONACHbIMU OTXOAaMM, a TakkKe WX YTUAM3aums,
[O/DKHbI OCYLLECTBAATLCA C COBMOAEHMEM MECTHbIX, PErMOHaNbHbLIX WM HaLMOHabHbIX HOPMATMBHbIX
Tpe6oBaHWiA.
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3awmTta OKpy>KaroLLei

Cpefibi He fonyckaTb c6poca peareHTOB B KaHa/IM3aLMOHHYHO CUCTEMY 1 BOAOCTOKIA.

CpeAcTBa MHANBWAYa/IbHO 3aLUThI

N5 NpeoTBPaLLEHNS KOHTaKTa C KOXKel Mpu paboTe C U3AENMEM MCMONb30BaTh

HEMPOHMLIAeMble MepYaTKy U3 HATPIA WK aHATIONMYHOTO MaTeprana.

Bo n3GeXxaHue norafaH1si peareHToB B rNasa CiedyeT MCMo/b3oBaTh 3alMTHbIE

XUMNYECKME OUKU.

Mpy MCMONMb30BaHMM M3AENNS MO Ha3HAYEHMHD 3alLMTa OPraHoB [bIXaHWs He

3awnTa TpebyeTcs. [Mpy NNOXOM BEHTUNSUMM NOMELLEHWS W A/UTeNbHOW paboTe C

AblXaTeNbHbIX NyTel  13aeneM HeoGXOAMMOCTb B 1CMO/b30BaHUM CPEACTBA 3alLyThbl OPraHOB AbIXaHWs
onpeaensieT KBaMMLMPOBAHHbINA CreLMaInCT.

3almTa KOXu 1 tena

3awuTa rnas

7. poueaypa ncnonb3oBaHUA

7.1 Heobxognmble (HO He BK/IKOUEHHbIE B KOMMJIEKT NMOCTaBKKW) Matepuanbl 4Na aHamsa

- AHan3aTop aBTOMATUYEeCKUA MMMYHOXEMUIOMUHECLEHTHbIA 18 AUMAarHOCTMKM in Vitro
cepun CL ¢ npuHagnexHocTamu B BapuaHTax ucnonHeHms: CL-IOOOi, CL-1200i, CL-2000i n CL-
6000i;

MprMeYaHmne: B TEKCTe TakXKe MCNONb3YeTCs COKpaLleHne - aHanm3atopbl cepun CL,

- Habop peareHTOB A/19 Ka4yeCTBEHHOIO OMpefesieHns e-aHTUreHa supyca renatuta B (Hepatitis
B e Antigen (CLIA) (HBeAg)) B KAMHMYeckoM o6pasle 4enoBeka MMMYHOXeMUTIOMUHECLEHTHbLIM
MEeTOAOM Ha aHasnm3atopax cepuu CL;

- Matepuan KOHTPO/bHbIA A8 KOHTPONS KayecTBa KayeCTBEHHOrO OMNpeAeneHust e-aHTUreHa
BUpyca rematuta B B KIMHUYECKOM o06pasle WMMYHOXeMWIHOMUHECLEHTHbIM  METOLOM  Ha
aHanusatopax cepuun CL;

PactBop  GyepHbIit npomMbIBOYHbIA  (Wash Buffer)  ans aBTOMATUYECKNX
MMMYHOXEMUTFOMUHECLLEHTHBIX aHann3aTopos cepun CL ang AMarHoCTuKM in Vitro;

PactBop cy6CcTpaTHbIN (Substrate Solution) ans aBTOMAaTUYECKUX
UMMYHOXEMUTIIOMUHECLLEHTHBIX aHann3aTopos cepumn CL 419 AMarHoCTUKY in Vitro;

- ObuienabopaTopHOe 060pY0BaHNE;

MpumeuvaHme: TlogpobHas WHGpopmauma o0 MmaTepuanax, HeoOXo4UMbIX AN aHau3a,
NPUBOAMUTCS B COOTBETCTBYHOLLMX PYKOBOACTBAX M UHCTPYKLUMAX NO NPUMEHEHNIO.

7.2. TlogrotoBka

1. N3Bneyb (hiakoH U3 XONOAWNbHMKA MU OCTaBUTb €ro A0 TexX Mop, MOKa OH He Harpeetcs A0
KOMHaTHOI TemnepaTypbl (He MeHee 30 MUHYT).

2. Mepef MCNONb30BaHMEM W3LENNA aKKypaTHO MepeMellaTb KOMMOHEHTbI, MepeBepHYB (1akoH
He MeHee 10 pa3. CnepyeT n3beratb 06pa3oBaHUs My3bIPbKOB.

7.3. INpouepypa aHanusa

1. Mepen Hayanom paboTbl CnefyeT BHMMATENbHO W3Y4YUTb PYKOBOACTBO MO 3KCMyartauuu
MCMONb3YEMOro aHann3aTopa, a TakkKe MHCTPYKLUMUM NO NMPUMEHEHWUIO BCEX U3AENNIA, UCMOMb3YEMbIX BO
BpemMs aHam3a.

2. CHayana 0TCKaHMpOoBaTb LUTPUX-KOL Ha YNakoBKe KanubpaTtopa, a 3aTeM eLlle OAMH LUTPUX-
KOf, HaHEeCEHHbI Ha YNakoBKY peareHTOB.

3. YKazaTb NonoXeHne Kanubparopa B NporpaMMHOM 06ecreyeHnMn aHam3aTopa.

4. BbibpaTtb 3anpoc KaJiMbpoBKY B MPOrpaMMHOM 06ecrneyeHnn aHanm3aTopa.

5. 3anonHUTbL NpPo6MpKK TpebyeMbIM KOIMYECTBOM Ka/imbpaToOpoB M NOMECTUTb WX B LUTATUB.
Y6eanTbCa, 4TO KanmbpaTopbl YCTaHOBMEHbI B YKa3aHHbIX paHee fAdyelikax. Bo Bpemsi npoueaypbl
KaMOpOBKMN BbIMOJHAETCA TPW MPOroHa aHanmsa Ania kanuéparopa CO, a TakkKe ABa NpPOroHa aHanusa
ana kanmopatopa Cl (MHGopmauusi 06 0O6bemMax peareHTOB, HEOOXOAUMBIX ANs OAHOr0 aHanusa,
npvBeAeHa B MHCTPYKLMW MO MPUMEHEHWNIO UCMOJb3YEMOr0 peareHTa).

6. YCTaHOBMTb LWITATUB B 6/10K NOAayn LUTATVBOB aHaIM3aTopa.

7. 3anycTuTb aHanM3 B NPOrpaMMHOM 06ecneyeHnmn aHannsaTopa.
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PeKOMeHZyeTCs NPOBOAMTL MOBTOPHYHK Ka/lMOPOBKY KaXfble YeTblpe Hefenu, npu Hauane
MCMO/Mb30BaHNS PeareHTOB M3 HOBOW MapTumM, a Takxke B C/yyae, C/v pe3ynbTaTbl KOHTPONS KauecTsa
BbIXOAAT 32 NPeAesbl yKa3aHHOr0 AnanasoH.

7.4. KOHTpO/sib KayecTBa

[na KOHTpons Kavectsa KomnaHua Mindray BbinyckaeT «Martepuan KOHTPO/bHbIA ANA KOHTPONS
KayecTBa KayeCTBEHHOro OMpejesieHns e-aHTUreHa Bupyca renatuta B B KAMHWYeckom o6pasue
MMMYHOXEeMUIKOMUHECLIEHTHBIM METOLOM Ha aHanm3aTopax cepuu CL».

Ons  NpoBepku NPaBWIbHOCTW  KaXAOW KanubpoBKU CreflyeT WCMo/b30BaTh KOHTPOSbHbIE
maTepuasbl B KayecTBe Npo6. Pe3y/bTaTbl aHa/M3a KOHTPO/IbHbIX MaTepuanoB He LO/MKHbI BbIXOAUTH 3a
npegensl AuanasoHa ypoBHel KOHLEHTpauun, yKasaHHble B TabnuLe OLEHKW pe3ynbTaToB An1s CUCTEM
cepun CL komnaHum Mindray. Ecnu pesynbTaTbl aHaiv3a KOHTPOJIbHbIX MaTepuanoB BbIXOAAT 3a
npefenbl yKasaHHOro AuanasoHa, HeobX0o4AMMO MPOBEPUTb aHAIM3aTOP U peareHTbl, HanpuMmep, CPOKM
FOAHOCTM M YCNOBUA XPaHEHWUs KannmbpaTopoB, peareHTOB WM KOHTPO/IbHbIX MaTepuasioB, BO3MOXHOCTb
3arps3HeHns peareHTa, pacrosiokeHue npob B aHanm3aTope, napaMeTpbl NMPOrpaMMHOro obecrneyeHuns un
paboToCnoCco6HOCTL aHanm3atopa. MoxeT NoTpe6oBaTbCA MOBTOPHAs KaiMbpoBka. Ecnu pesynbrathbl
aHanM3a KOHTPO/IbHbIX MaTepuanos BCe PaBHO BbIXOAAT 3a Mpefenbl YKa3aHHOro AuanasoHa, crepyet
06paTUTbCA 338 NOMOLLbIO K MPOU3BOAUTENIO.

Mpn npoBeAeHUN npouesyp KOHTPONA KayecTBa PEKOMEHAYeTCs BHUMATE/IbHO MpoyYMTaTh
VHCTPYKUMIO MO NMPUMEHEHUIO KOHTPO/bHLIX MaTepuasioB M PyKOBOACTBO K aHanM3aTopy KOMMaHuu
Mindray.

8. YcnoBusa xpaHeHUs, UCMONb30BaHUA U TPAHCMOPTUPOBKN

3asBNeHHbIN CPOK FOLHOCTU coCTaBNsAeT 18 mecsLeB.

3anpeuiaetca UCNoNb30BaHWeE U3LENNA NOCNE UCTEYEHUA CPOKa rOAHOCTN.

YcnoBusa XxpaHeHWs 1 UCMOb30BaHUA; CTabUIbHOCTb U3Le/NA

M3genne MOXXeT COXpaHATb CTabWIbLHOCTb [0 OKOHYaHWUSA YKa3aHHOrO Ha 3TUKETKE CpoKa
FOAHOCTW NPW YCNOBUW XPaHEHUS B HEBCKPbITbIX (plakOHax B TeMHOM MecTe npw Temnepatype oT 2 °C
[0 8 ®C B XONOAWMNbHBLIX Kamepax WM XONOAW/IbHWMKax, CNOCOGHbIX 06ecneuymBaTb perynvpyemblii
TemMnepaTypHbIA PEXUM U eXKeJHEBHYIO PerncTpaumio TeMnepartypsbl.

Mocne BCKPbITUA W3LeMe COXpaHseT cTabunbHOCTb B TedeHue 30 fHEW C MAOTHO 3aKpbITOMN
KPbILWKO/ NpW XpaHeHUW npu Temnepatype oT 2@®C o 8°C B XONOAWNbHBLIX Kamepax Wm
X0NOANNbHMKAX, 06ecneymBaloLLMX pernaMmeHTUPOBaHHbI TeMNepaTypHbI PEXUM; a TakKe B TeYeHue
90 paHeld npu  XpaHeHWM npu  TemnepaType -20 ®C B MOPO3M/IbHMKAx, 06ecnevymBaroLLNX
pernamMeHTUPOBaHHbIN TeMNepaTypHbIA PEXUM.

M3genua, XxpaHuWBLUMECA C HapyLUEHWEM pernamMeHTUPOBaHHOrO pexxuma, NPUMEHeHUo He
noanexar.

YcnoBusa TPaHCNOPTUPOBKMU

W3genve cnegyeT nepeBo3nTb Mpu Temnepatype oT 2 ®C go 8 ®C B OpUrnHanbHON ynakoBke
NPOV3BOAMTENS, 3alLMLLAIOLWEA NPOLYKLUMIO OT BHELIHUX BO3AENCTBMIA, Ha BCEX BMAAX TpaHCNopTa B
KpbITbIX TPaHCMOPTHbLIX CPeAcTBax B COOTBETCTBMM C NpaBuiamy NepeBO30K, AeWCTBYIOLWUMU Ha
TpaHCcnopTe JaHHOro BUjA.

MpyMeHeHVe U3aenni, NepeBO3MBLLMXCS C HapYLLUEHNEM TeMMEePaTYPHOro pexuma, 3anpeLLeHo.

9. TeXHMYECKME XapaKTEPUCTUKN 13aenns

TpeboBaHUs
XapaKTepueTiKy Kannépatop CO Kanunépatop C1
O6bem Kanubpatopa, Mn >2,0 >2,0
Macca (pnakoHa ¢ kanmépaTopom, I (5 %) 8,8 8,8
Macca nycToro pnakoHa, r (x5 %) 6,7
pH 7,0-8,0
MnotHoCTb, r/cm® 1,055+0,010
BHewHwWIA B BecuBeTHas npo3payHas XUAKocTb 6e3 ocajka,
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B3BELLEHHbIX YacTuL, 1 xnonses. bes 3anaxa
AHTUTENa K BUpycy renatmurta C

(HCV) OTpumuaTenibHoO
AHTuTena Kk BNY-1/BNY-2 OTpuuarensHo
Bronornyeckas 6e3onacHocTb AHTUTENA K BO3BYAUTENIO
cugmnuca Treponema pallidum OTpuuarensHo
(TP)
HBsAg OTpuuaTensHo
O6wyas BbicOTa MOMMMNPONUIEHOBOIO (P1AKOHa, 44,2403
MM
OO6LwWmin fmameTp NOAUMPONMUIEHOBOIO 95 940 2
(hnakoHa, Mm e
O6Las BbICOTa KPbILWKK (h1aKoHa, MM 15,2+0,2
OO6LWMn AnameTp KpbILWKK hnakoHa, MM 24,7+0,2

10. (hYHKUMOHaNbHbIE XapaKTEPUCTUKN

10.1 ToYHOCTb KanmMbpaTopoB

OTHOCUTeNbHOE OTK/OHeHMe B npefenax +10 %.

AHanunzaTop oTKanubpoBaH C MCMNo/b3oBaHWEM KannbpaTopoB HBeAg. 3aTem aHanM3MpyroTcs
KanmbpaTopbl B LIECTU NOCMeAoBaTe/lbHbIX  MNOBTOPHOCTAX. [locne  3TOro  paccuuThiBaeTCs
OTHOCWUTE/IbHOE OTK/IOHEHME MeXAY MPUCBOEHHbIMK KasmbpaTtopaM 3HAYeHUAMU U CPeLHUMU
N3MEPEHHBbIMW 3HAYEHUAMW. 3HAYEHUS OTHOCUTE/IBHOTO OTKIOHEeHUs Obinn B npegenax +10 %.

10.2 OgHOPOAHOCTb KannbpaTopos

BHyTpn(nakoHHas OAHOPOAHOCTb U MeX(/laKOHHas O4HOPOLHOCTb AO/MKHbI COOTBETCTBOBATb
3HAYEHMAM, YKasaHHbIM B Tabnuue Hwke. [ONyCTUMO COOTBETCTBME TPeOOBaHUAM TO/IbKO 3HaYeHUs
CO nnn KB %.

BHyTputnakoHHasi 04HOPOAHOCTb MexX(h1aKoHHasi 0lHOPOAHOCTb

COBHyTPU<O/T IO nnn KBBHyIIM <10 % COvex<0,1 MO nnn KBvok <10 %
CO - craHgapTHOe 0TK/I0HeHWe, KB % - Ko3a(h(uLUMeHT Bapuauum.
10.3. MeTponornyeckasa npocsexmBaeMocTb
Mpouenypa npocnexunsaemoctn ocHosaHa Ha EN ISO 17511:20033. V3mepeHHOe 3HayeHue

Kanubépartopa npocnexuBaeTca A0 pedepeHcHoro matepvana HBeAg WMHcTuTyTa Mayna Opnuxa,
NaHren (MepmaHus).

M. PacwimgpoBKa CMMBOJIOB MapKUPOBKU

Cumson OnucaHue
X Vicnonb3oBatb [o:
[oT] Howmep naptuu
Iref Howmep no katanory
11VD] MeanuuHcKoe nsaenne ans AUarHoOCTUKK in vitro

Bronoruyeckuii puck
oadl TemnepaTypHbIli AyanasoH XpaHeHUs

o MpounssoauTens
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[laTta n3roTtosfieHns
Bepx

O6paTnTeCh K MHCTPYKLUM MO NPYMEHEHNIO

OcTopoxXHO! O6paTUTECh K MHCTPYKLUUKN MO NPUMEHEHUIO

>

3HaK BTOPMYHOI NepepaboTKm

bepeyb oT BRaru

Xpynkoe, 06pallaThCs C 0CTOPOXXHOCTbIO

6 MaKcuManbHOe KO/IMYecTBO Npu UJTa6eI'IVIDOBaHVIl/I

12. NHhopmauus o6 ytunnsaumm nsgenvs

YTunusaumsa wn3genvs LO/MKHa NPOW3BOAUTLCA B COOTBETCTBUM C TPebOBaHMAMW JI0OKaIbHOTO,
PErMOHaIbHOIO M HALMOHAIbHOTO 3aKOHOAATe IbCTBa.

Bce yacTn faHHOro MefMLUMHCKOTO U3Lenus Ans WH BUTPO AWArHOCTUKK, 06pasubl U MaTepuansbl,
ncnonb3yrowmnecs M obpasylolmecs nNpy BbIMOMHEHUN WCCMEL0BaHWA, B TOM YMWC/ie peareHTbl C
MCTEKWMM CPOKOM TOAHOCTW, CnefyeT YTWAU3MPOBATb KaK MOTEHLMAbHO 3NWUAEMUOOrMYeCcKN
onacHble 0TxoApbl (knacc b).

13. TlepeyeHb MeXAYHapPOAHbIX HOPMATMBHbLIX [OKYMEHTOB/CTaHA4AapTOB, KOTOPbIM
COOTBETCTBYET MeAULMHCKOE nsgenve

Ha npov3BofCcTBe BHeApeHa W [eiiCTBYET cuCTEMa MeHe)KMeHTa KavecTBa. lMoATBepXaaeTcs
CepTtugmkatom KavectBa EN 1SO 13485.

JOKYMEeHTbI OnucaHune

EN ISO 13485:2016 MeauunHckue nsgenns - CuctemMa MeHe>XMeHTa KayecTsa -
Tpe6oBaHus A4Ns Leneid perynuposaHuns

EN ISO 18113-1:2011 MefunumMHCKMe w3fenus ana JuMarHocTuky in vitro — WHdopmauus,
npegocraBnsemas M3rotosutesieM (MapkuMpoBska) - Yactb 1. TepMuHbl,
onpegeneHuns n obuwue TpebosaHms (1SO 18113-1:2009)

EN ISO 18113-2:2011 MeguumnHcKke w3fenus Ans AUMarHocTuku in vitro — VHdopmaums,
npefocTaenseMas M3rotosutesieMm (Mapkuposka) - YacTb 2: PeareHTbl
ANA QMarHocTMKW in vitro gns npogeccuoHasbHoro npumMeHeHus (1SO
18113-2:2009)

MeguunHckue nsgenna - CUMBOSBI, KOTOPbIE JO/MKHBLI UCMO/Mb30BATLCA
EN 1SO 15223-1:2016 Ha 3TUKeTKaxX MeAMUMHCKMX W3Lenuid, MapKMpoBKa W UHGopmauums,
KOTOPYIO creayeT npefctasuTs - YacTtb 1 Obuine TpeboBaHUA

OueHKa 3 eKTUBHOCTA MeAULMHCKUX U3Aennid Ans AMarHOCTMKKM in

EN 13612:2002 .
vitro

MeauuMHCKMe U3aenus AN AWArHocTWKM  in vitro - OueHka

EN 1S0 23640:2015 CTabuILHOCTU peareHToB AN AMarHOCTUKK in vitro (1ISO 23640:20! 1)
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13641:2002 YcTpaHeHWe WM CHWXKEeHWe puUcKa 3apaxeHud, CBA3aHHOIMO C

1 peareHTaMu Ans AMarHOCTMKM in vitro
1 MeanUMHCKMe W3fenns Ans AMarHOCTUKM in vitro —  3mepeHue
EN 1SO 17511:2003 BeMUMH B 6Guonormyeckmx  npobax -  MeTponormyeckas

MPOCEXNBAEMOCTb 3HaYeHMN, YCTaHOB/IEHHbIX AN14 Kaﬂl/|6paT0p08 n
KOHTPOJIbHbIX MaTepnanos.

EN 62366-1: 2015 Me,unElHCKme nsgenua - 4Yactb 1U [NpoekTupoBaHMe MeJULUHCKNX
N3Aennin C yyeTom 3KCnayaTalMoHHOW NPUrogHOCTH
MegunumHckne un3genua - TpuMMEHeHMe YynpasfeHusa puckammn Ang
EN I1SO 14971:2012 mMeauuuHCKUX unsgennii (1ISO  14971: 2007, wcnpaeneHHas Bepcus
01.10.2007)

14. KoMmnneKT nocTtaBKuU
Habop kanmbpaTopoB A5 KaueCTBEHHOr0 ONpeaeneHns e-aHTUreHa Bupyca renatuta B (HBeAg

Calibrators (HBeAg CAL)) MMMYHOXEMWUTHOMUHECLEHTHbIM METOAOM B KAMHWYECKOM 06pasle Ha
aHanusaropax cepum CL:

1 Kanu6patop CO, 2,0 mn - 1 hnakoH.

2. Kanunépatop C1,2,0 mn - 1 ¢nakoH.

3. KannbposoyHas kapTa

4. 'HCTPYKUMA MO NPUMEHEHUIO.

15. CTepunnbHOCTL
3penve noctasBnseTcs B HECTEPU/ILHOM BUfE, CTEPUNN3ALLIAM NOMb30BATENIEM HE MOL/EXNT.

16. TexHMYeCcKoe 06C/TYy>KMBaHUE N PEMOHT U3Le/NA
He npumeHnmo

17. FTapaHTUM N3roTOBUTENSA M Nojada peknamalnii

Mpon3BoanTeNb rapaHTUPYeT COOTBETCTBME XapPaKTepPUCTUK MEAULMHCKOTO U3LeNnns 3adBleHHbIM
B 9KCMN/yaTauMOHHOM [OKYMeHTauun Mpu YCNOBUM MPUMEHEHUS W3[eMsS B COOTBETCTBUMU C
WHCTPYKLMER 1 N0 Ha3Ha4YeHWto, NpeayCMOTPEHHOMY NPOVU3BOANTENEM.

Mo Bcem Bonpocam, A4S NOyYeHMs TEXHUYECKON KOHCYNbTauMmn 1 NOLAEPXKKM, a TaKXKe nojadu
peknamauyuii - cnegyet o6pawatbCs K YNOMHOMOYEHHOMY MpeACTaBUTEN0  MPOM3BOAMTENS  Ha
Tepputopun P®:

000 «MuHgpelt Megukan Pyc»

Appec: 129090, r. MockBa, ONMMNUIACKWIA NpocnekT, 4. 16, cTp. 5, aHTpeconb 4, nomeLleHue |,
Kom. 7, 11A

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

info.ru@mindray.com

18. CBefieHVs 0 npou3BoAnTeNne

MponsBoanTeb: LLI3HbYWKIHb  MaiiHapait Brno-Megukan nekTpoHuke Ko.,
Ntg. (Shenzhen Mindray Bio-Medical Electronics Co., Ltd.)
ALpec Npon3BOANTENS: Mindray Building, Keji 12th Road South, High-Tech

Industrial Park, Nanshan, 518057 Shenzhen, People’s
Republic of China

TenedgoH: Ten. +86 755 81888998, thakc: +86 755 26582680
Anpec  MpoV3BOACTBEHHOW Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
naowaakn: 1203 Nanhuan Avenue, Guangming District, 518106

Shenzhen. People’s Republic of China

19. BubnnorpagmyecKnin CNNcok
1 My6nukaumm MuHUCTEpCTBa 34paBOOXpaHeHns 1 coumnanbHoro obecnedenms CLUA (HHS),
8/9

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



5-e m3gaHue, aekabpb 2009 r. BMob6e3onacHOCTb B MUKPOOMONOTMYECKUX U BUOMELNLMHCKMX

naboparopusix.
n coyuanbHoro obecneveHnss CLUA  (DHHS),

2. MUHWCTEPCTBO  34paBOOXPaHeHUs
HaunoHanbHbI MHCTUTYT Mo oxpaHe Tpyga u 3popoebd CLUA (NIOSH), ny6nukaums Ne 78-127,

asryct 1976 r. Tekywasa pa3sejbiBatesibHas cBoAka 13 - B3pbIBOONACHOCTbL a3nAoB.
3. I1ISO 17511:2003 «MeguunHcKke wu3genua A8 AWArHOCTMKKM in vitro.  3MepeHue
KO/IMYECTBEHHOr0 COfepXaHus B 6uonornyecknx obpasuax. MeTponornyeckas npoCneXxnBaeMocTb

3HAYEHNI, MPUCBOEHHbIX Kam/l6paTopaM N KOHTPOJIbHbIM MaTepuaiam».

Jata yTBepXaeHUs MHCTPYKLUUK no npumeHeHwnto: 11.2020 r.
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[Tepesod ¢ anzautickoco u KUMAUCKO20 A3LIKOE HA PYCCKUTE A3bIK)

CEPTHOHUKAT

Kuraiickuii koMHTET COREHCTBHA PA3BUTHIO MEXKRYHAPOAHON! TOProsnH

GOynxumu Kuralickoro KoMHTETa COACHCTBHA Pa3BUTHIO MEXKIAYHAPOAHONH TOPrOBIH BEINOTHACT
Kuratickas nanara MexayHapoaHo# TOProsax
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{Ha 6naHke KnTalickoro KommTeTa COAEeNCTBMUA Pa3BnTMIO MEXKAYHAPOAHON TOProB/n]
[NoroTwun KnTaickoro KomuTeTa COAeNCTBUA pa3BUT U0 MEXKAYHAPO4HOW TOProsnu]

Kutacknii KOMNUTET COAENCTBUA PA3BUTUIO MEXAYHAPOAHOW TOProBau
KuTtainckas nanata MeXAyHapoAHON TOProsamn

CEPTUDOPUKAT

[QR-Kod]
Ne 204403A0/062891

[MevaTs: CepTudukauus o
Kuntaicknin KOMUTET COAECTBMS Pa3BUTUIO MEXAYHAPOAHON Toproenn (24)]

HACTOAWWMM  TMOATBEPXOAETCA, 4YTO neyatb kKomnaHun  «LLSHBbYX3IHb
MAVHAP3W BUNO-MEAVKAN 3MEKTPOHWKC KO., NTA.» (SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO., LTD.), nocTaBfeHHasd Ha  npuiaraemyto
OJEKJTAPALUNIO, BepHa.

KuTainckuin KomnteT COAeACTBMA PasBUTUIO MEXAYHApPOLHON TOProB/v

[MeyaTb: CepTudukayms ¢
Kuntaiicknin KOMUTET COAENCTBUA Pa3BUTUIO MEXAYHAPOAHON Toproenu (24)]

YnonHomoyeHHoe nuuo JSTKO LISKOHbL (LIU JUN)
Mognwuck: Inodnuchl
[Oata: 03 Hos6ps 2020 .

[TucHeHas nevaTb: CepTudmkaums o
Kutaicknini KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHAPOAHON Toprosnun (24)]

Beb6-cainT gns nposepkun ceptudmkara: http://www.rzccpit.com/valldate.html
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29.10.2020 r.

[ns npegbasneHns no MecTty TpeboBaHNA
Jeknapauud

Mbl, KoMnaHua «LU3HbYWKIHb MaliHgpaii Buo-Meankan 3nekTpoHuke Ko., J114.»
(«MaiiHgpali») (Shenzhen Mindray Bio-Medical Electronics Co., Ltd. (Mindray)),
NPOM3BOANTENb CAEAYIOLMX MEANLNHCKNX N3AENNIA:

«Habop KanubpaTopoB ANA KauyeCTBEHHOrO OMNpefeneHus e-aHTUreHa Bupyca renatuta B
(HBeAg Calibrators (HBeAG CAL)) WUMMYHOXEMUIOMWHECUEHTHbIM METOA0OM B
KTMHMYeCKOM 06pasLie B aHanunsaTopax cepum CL»

HaCTOAWMM 3adaBIdEM CnefyroLlee:

Mpunaraemblii JOKYMEHT ABNAETCS «VIHCTPYKLUMEA MO MPUMEHEHUIO HA PYCCKOM Si3blKe Ha
MeAMLMHCKOe un3genne «Habop KannbpaTopoB [1A KayeCTBEHHOrO OMNpeAeneHus e-aHTUreHa
Bupyca renatuta B (HBeAg Calibrators (HBeAG CAL)) MMMYHOXeMUIHOMUHECLEHTHbLIM
MeTOZOM B K/IMHMYECKOM ob6pasue B aHanu3atopax cepum CL», nCNoOnb30BaHHbIM A/1s
perncTpauny MeamMUMHCKOro u3genns B Poccuiickoin ®efepayuun; B 3TOM (haiine npusefeHa
MHCTPYKLMS MO NPUMEHEHNIO MEANLMHCKOTO U3AeNms.

1 MMpunaraemblii  JOKYMEHT  MCMOMb3yeTCs  WUCKMIOUWTENbHO AN PerucTpaumm
MeAWLMHCKOTO n3genus B Poccuu v TpeGyeT HOTapuasibHOTO 3aBEepeHust COrnacHo
oMLManbHBIM HOPMaTUBHO-NPaBOBLIM aKTaMm Poccum.

[MevaTs: CepTudukauns «
KuTalickmili KoMUTeT COAENCTBMA PasBUTUIO MeXAYHapoAHOWK Toprosnun (24)]

[MevaTsb: Komnauua «LLISHUBX3Hb MAVHAPAN BMO-MEAVNKAN SNEKTPOHUKC KO.,
NT0.»]

C yBaxxeHueM,

Inodnucbl

r-H BaH CuHb6UH (Wang Xinbing)

PykoBofuTe/lb 0TAeN1a HOPMAaTUBHO-NPaBOBOr0 pPeryimpoBaHuns

KomnaHus «LaHb4YX3Hb MaitHapain Bno-Megnkan dnektpoHuke Ko., JITa.»

[MevaTsb: Komnanna «LUAHYbXX3Hb MAWHAP3W BUO-MEANKA SNEKTPOHUKC KO.,
NTA»]

«LL3HbWKIHb MHIAHAP3A Brno-Meankan 3nekTpoHnke Ko., ITa.»

3owwe Mungpeir. Keg>kun 12 Poya CayT. MpoMbILLAEHHbIV NapK BbICOKUX TEXHOMOIMiA,
HaHblwaHb, 518057 LLsHbYK3Hb. KunTalickas HapogHas Pecny6ivka

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

Nan.shan. 518057 Shenzhen. People's Republic ofChina)

Ten.; +86 755 81888998,

thakc: 86 755 26582680

hnp://w\vw.mindray.com
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[Vlozomun xomnanuu «MﬁiﬁﬁﬂPSH’»]

3danue Myundpeii, Keowrn 12 Poyd Caym, Hpomviiunennntic napx bicoKux mexnonozit,
Hanswans, 518057 Uiznevacans, Kumatickan Hapoonan Pecnybauxa.

Ten.: +86 755 26552888,

axc: +86 755 26582680

http:/'www.mindray.com

* {nodnucs/

I'-1 Ban Cunnbun

PykoBoauTENE OTAENA TEXHHYECKOTO PeryIHpPOBAHHA

Komnanus «lbaswaxons Matinapsit Buo-Meauxan Jnexrponnxe Ko, JIta»

[[Tevams: Komnanus «LIDHYLXIHE MAWHIIPAH BUO-MEJIUKAJI 3JITEKTPOHUKC KO.,
JTA.»]

[[Tevamsb: CepTudurauns «
KuTalickril KoMUTET cofeficTBHR pa3BUTUHIO MeXAYHapoAHoH Toprosay (24)]

HHCTPYKIHA ITO IPAMEHEHHIO HA PYCCKOM A3BIKE
- HA MEJMIITHHCKOE H3/IEJIHE

Habop kanuGpatopoB Ans kaueCTBEHHOTO ONpPERENEHUA e-aHTHIeHa Bupyca renatuta B (HBeAg
Calibrators (HBeAG CAL)) HMMYHOXEMHTIOMHHECUCHTHBIM METOAOM B KHHUIecKkoM ofpasue
B aHanusatopax cepun CL

[/Tevams: Komnatua «LLISHYBXIHD MAMHIP3H BUO-MEAWKAIJI BJIEKTPOHHKC KO.,
JTA»]

«llbussaons Matinapaih Buo-Measscast Jaexvpoune Ko, Aran

30anue Munopeii, Keoxcu 12 Poyo Caym, lipomviiaentoii napr 6bicoxux mexnotozusi,
Hawvwanv, 518057 Ilsneaxcane, Kumaickar Hapoonan Pecnybmua

Ten.: +86 755 81888998,

daxc: +86 755 26582680

hitp  wwsemindray com

[Texcm dokymenma na pyccxom a3uixe)
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"opog MockBa
TpeTbero gekabps gse ThiCAYM ABAALATOrO roga

A, AkumoB Ine6 Bbopucosny, HOTapuyc ropoga MOCKBbI, CBMAETENbCTBYH MOAIMHHOCTb
nognucu nepesogunka CTaHeBoii EBreHnn AnekcaHapoBHbl.

[Moanuch caenaHa B MOeEM MPUCYTCTBUMN.
JIN4HOCTb NoAnucasLLero 4OKYMEHT yCTaHOoB/EHA.

3aperncTpuposaHo B peecTpe: Ne 77/09 - H/77 ~2020 -

B3bICKaHO rocyaapcTBeHHON nownuHbl (No Tapudy): 100 py6.
YnnayeHo 3a OKasaHue ycnyr npaBoBoro M TexHuyeckoro xapakTepa: 300 py6.

» o A
B ' U e
: r/l

r.6. AKumos

MNpoLuHypoBaHo, NPOHYMe” BaHO
W CKPEnIeHo nevyaTbHo mmcT(-a,-08B).

z
HoTapuyc:
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