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29.10.2020

manufacturer of the following medical devices:

Calibrators Kit for Qualitative Determination of Antibody to Treponema pallidum
(Anti-TP Calibrators (Anti-TP 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 Russian language of Calibrators Kit for
Qualitative Determination of Antibody to Treponema pallidum  (Anti-TP Calibrators (Anti-TP
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-Medical Electronics Co., Ltd.

MhuJdray Building, Keji 12* Road South. Hi-tech Industrial Park,
Sanshan. S18057 I"enshen. Peopled Republico fChina'

Tei. -H6 755 265512888.

chakc: m8> 755 26582680

hitp. /wu» wmiiulniy.corn
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M m Imy Building, Keji 12* Road South, Hi-tech Industrial Bark,
Nanshan, S/S0S7 Shenzhen. Peoplei Republic o fChina.

Ter +S6 755 26582888.

thakc: 86 75526182680

http:// www.mindray.coni

jmg

Manager ofthe Tefcheig|l™eay|jrtfOT Dept.

Shenzhen Mindray Bio>Medicai Electronics Co.« Ltd.

INSTRUCTION FOR USE IN RUSSIAN LANGUAGE
MEDICAL DEVICES

Calibrators Kit for Qualitative Determination of Antibody to Treponema pallidum  (Anti-TP
Calibrators (Anti-TP CAL)) in clinical sample by Chemiluminescence Immunoassay in
a Clinical Sample on CL-series VD Analyzers

NHCTPYKLMUSA NO MPUMEHEHUIO HA PYCCKOM 513bIKe
Ha MeAULMHCKOE U3aenme

Habop KanmbpaTopoB A8 KauyeCTBEHHOro OMpeaenieHns aHTuten K Treponema
(Anti-TP Calibrators (Anti-TP  CAL)) VMMYHOXEMWUIIOMUHECLEHTHLIM ~ METOAOM B

KIMHMYeCKOM 06pa3Lie Ha aHanm3aTopax cepum CL

Mindray Budding. Keji 12* Road South. Hi-tech Industrial Park,
Sanshan, 518057 Shenzhen, People's Republic o fChina.

Ter 86 75526582888.

thakc: 86 75526582680

http:// www:inindray.com
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1. HanmeHoBaHMe nsgenns
Habop KanmbpaTopoB ANns KayeCTBEHHOro onpedeneHus aHTuten K Treponema pallidum  (Anti-TP
Calibrators (Anti-TP CAL)) WMMYHOXEMWUIIOMUHECLEHTHLIM METOAOM B K/IMHWYECKOM O6pasue Ha
aHasmsatopax cepum CL;
1. Kanunépatop CO, 2,0 mn - 1 drakoH.
2. Kanubpatop C1, 2,0 Mn -1 nakoH.
3. KasimbposoyHaa KapTa
4. VIHCTpYKLUMA NO NPUMEHEHWUIO.

Janee no TeKCTy NMpUMEHSOTCA cnefylolime cokpalleHns: Anti-TP Calibrators, kannbpatopbl Anti-TP,
Habop Kannbpartopos, Anti-TP CAL, mnsaenve.

2. HasHa4yeHwne

W3penne npefHasHavyeHo [OnA OMArHOCTMKM N vitro gns  KaMOGpOBKM  aHasIM3aTopoB
NMMYHOXEMWU/TIOMUHECLIEHTHbIX cepun CL  npu KayeCTBEHHOM OMpefenieHun aHTUTeN K GakTtepum
Treponema pallidum (Anti-TP).

O6nacTb NPUMeHeHNs
KnnHuueckas nabopatopHas AvarHocTuka

lNMokasaHus
MpeaHa3HayeH Ana KanmbpoBKW aHa/IM3aTOPOB MMMYHOXEMUIKOMUHECLEHTHbIX cepun CL npu
KayeCTBEHHOM onpeaenieHnn aHTUTeN K 6aktepumn Treponema pallidum (Anti-TP).

MpoTuBONOKasaHUA
Mpwv yCcnoBumn NPUMeHEHNSA B COOTBETCTBUN C VIHCTPYKLMEN NO NPUMEHEHUIO MPOTMBOMOKa3aHNA
OTCYTCTBYIOT

Mo6ouYHble aelicTBUS
He npvmeHnmo

TpeboBaHMSA K NOMIb30BATENIO

MpegHasHayeHO 418 NPOMECCUOHATIBHOTO MPUMEHEHNS MeAULMHCKUMUK paboTHMKaMK: Bpau
KMMHNYECKOW NabopaToOpHON  AMArHOCTUKKW, MeAVMUMHCKUIA  NabopaTopHbIA  TEXHUK WM MHOM
cneumanncT, nNpoLUeALniA NOAroTOBKY MO MeToAMKE NabopaTOpHbIX MCCNeA0BaHUIA U 3HAKOMBIA C UX
NoTeHUMaIbHLIM BO3AEACTBUEM.

3. MpuHumMn pencTens

VHopmaums no KambpoBKe COAEPXKUTCA B LUTPUX-KOAE Ha peareHTe 1 ynakoBKe Kanmbparopa.
Mpy npoBsefieHNM KaMOPOBKW CHavasia CrefyeT OTCKaHWPOBAaTb LUTPUX-KOAbI, 4TOObl 3arpysuTb
NH(OPMaLMI0 B CUCTEMY, 3aTeEM MPOBOAUTL WCMbITAHUA KanmbpaTopoB Ha [ABYX YpPOBHAX. [Mepep
nobbIM nccnegoBaHeM Ha Anti-TP Heobxoauma Kannbposka. PekoMeHAyeTcst NPOBOAUTL MOBTOPHYHO
KanMbpoBKY pa3 B 4 Hedenw, NMpM UCMOMb30BAHWW HOBOW MapTUX peareHTOB WM ecnv pe3ynbTathl
KOHTPO/A KayecTBa BbIXOAAT 3a Mpefenbl YKasaHHOro AuanasoHa. [logpobHas WHCTPYKUMA 1o
Ka/IMOPOBKe COLEPXXMTCA B PYKOBOACTBE MO paboTe CUCTEMBI.

4. OnucaHne n3aennia

Kanubpatopbl Anti-TP npeactasnsatoT cobori aHTuTena K Treponema pallidum B 3abydepeHHOM
OblubeM CbIBOPOTOYHOM anbbymMuHe (BCA). W3meputenbHas cuctema Mindray CL  Bblumcnsiet
pesynbTat cogepxaHmsa Anti-TP no cooTHoweHnio OCE npobbl 1 noporoeoro 3HadeHnss OCE  ans
KXo/ Npobbl 1 KOHTPONS.

Moporoeoe 3HadeHne OCE = cpegHee OCE CO + (cpegHee OCE Cl - cpegHee OCE CO) x
KO3(h(OMLIMEHT KaIMOPOBKMN.
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KoahpnumeHT KanmbpoBKM XPaHUTCA B  Ka/IMOPOBOYHOM KapTe A1 KXo NapTun.
WMamveputenbHast cuctema Mindray CL cOCTOMT M3 UMMYHOXEMWIHOMUHECLIEHTHOIO aHanmsaTopa
Mindray cepumn CL, HabopoB peareHTOB, KannmbpaTopoB 1 KOHTponen Mindray.

M3penvie OnwucaHve
Byhepr3oBaHHbIN ObI4NIA CbIBOPOTOUHbIN abOyMUH
Kannépatop CO (BCA) ¢ koHcepBaHTamu 0,09% a3npga Hatpus u 0,05%
ProClin 300

Anti-TP-nonoXuTenbHas nasma KPoBy YesioBeka B
Oythepr30BaHHOM BblYbEM CbIBOPOTOHHOM a/lbOyMUHE
(BCA) c koHcepsaHTamu 0,09% asupga Hatpus 1 0,05%
ProClin 300

Kannéparop C1

MaTtepuasnbl XXUBOTHOIO NMPOUCXOXAEHNS

N3genve cofep>XuUT matepuasibl XXMBOTHOTO NMPOUCXOXAEHNS (BbIYNIA CbIBOPOTOUHbIN albOyMUH).
Bce »MBOTHbIE MPOLLIN HAZNEXaLLNA BeTepUHAPHBIA KOHTPO/Ib.

MaTtepnanbl 4esl0BEHECKOrO NMPOUCXOXAEHUS:

V3penve copepXuT MaTepuasibl  YesloBEYECKOTo MPOMCXOXAeHUs  (Anti-TP-nonoxutesbHas
nnasma KpoBu 4esioBeka). onyyeHne mMaTepriasioB Ye/oBEYECKOro NPOUCXOXAEHUS OCYLLEeCTBISETCA
NCKMIOUYNTENIbHO M3 CMeLmMasibHO MPOBEPEHHbIX JOHOPCKUX MaTepuasioB, He CoAepXalimx aHTuTen K
BMpYCY MMMmyHoaemumTa Yenoseka (BNY-1/BNY-2), Bupycy renatnta C (HCV) 1 NoBEPXHOCTHOrO
aHTureHa supyca renatuta B (HBsAQ).

MHpopmauma o nekapCTBEHHbIX CPeACTBAX - He COAEPKMUT NIeKapCTBEHHbIX CPELCTB.

Bce cbipbeBble MaTepuasibl Mocie aHaim3a MpU3HaHbl He UMEHLWMMU KaKMX-IMb0 OCTaTOYHbIX
pUCKOB. Matepuasibl 0TOMPa/IUCL COrAaCcCHO AeNCTBYIOLLEMY 3aKOHOAATE/bCTBY.

6. MpepynpexxaeHua v Mepbl NPesoCTOPOXKHOCTU

1. MoXeT NpPUMEHATLCA TOMBKO 415 AUArHOCTUKM in Vitro.

2. COTpyAHVIKA  NabopaTopun  [AO/MKHbI - NPOMATK  0ByyeHWe BCEM  HEOOXOAMMbIM — Mepam
NPeLoCTOPOXHOCTM NpY paboTe ¢ 1abopaTopHbIMK peareHTamu.

3. 3HaueHMA XapakKTepUCTUK KaiMbpaTopoB 3aBUCAT OT KOHKPETHOW MapTvv M 3alindgpoBaHbl B
LUTPUX-KOJaXx.

4. He cmelLmBaTh Kanmbpatopbl U3 pasinyHbIX NapTuiA.

5. Heobxoaunmo cobnofatb rpauik TEXHUYECKOro 06CNY>KMBaHUA W CTaHAAPTHbLIX OMepauuia, B
TOM 4umCne NPOBOAUTL Ka/IMOPOBKY W aHann3, YTobbl rapaHTUPOBaTh 3MEKTUBHOCTL M3MEPUTENbHOM
CUCTEMBI.

6. Kanmbpartopbl NpoLuiv UCMbITaHUA C MCNO/b30BaHWEM HAb0pOoB, MMEKLWMNX MapKnposky CE w
cofiepXallnx peareHTbl A/11 ONpefefieHns aHTUTeN K BUPYCY MMMyHogepumumTa yenoseka (BUU-
1/BNY-2), smnpycy renatuta C (Anti-HCV) 1 noBepxHOCTHOMY aHTUreHy Bupyca renatmta B (HBsSAQ).
Bce pesynbTatbl 6bl1M oTpMUaTenbHbIMU. OAHAKO NMOCKO/bKY HW OfHa METOAMKA UCMbITAaHUA HE MOXET
C abCo/MIOTHOM YBEPEHHOCTbI WUCK/IKOUYMTL BO3MOXHBIA PUCK 3apakeHWUsi, 3TOT MaTepuian cregyet
paccmaTpurBaTb KakK CNOCOGHbIM NPeacTaBsTh 6LUOIOMMYECKYHO OMacHOCTb.

7. Mpn nosiBNeHNN NtoBbIX MPU3HAKOB MUKPOOGHOIO 3arpsasHeHUs WM NPY CUIbHOM MOMYTHEHUN
n3aenvs cnefyeT yTUAN3MPOoBaTb BECH (PIAKOH.

8. Bce 0Txo4bl AOMKHbI YTUAN3MPOBATLCA B COOTBETCTBUM C TPeBOBaAHUAMWU [eMCTBYIHOLLErO
MECTHOI0 3aKOHO/AaTe/bCTBa.

TpeboBaHUA 0OXpaHbl OKPYXKatoLLel cpeabl

[JaHHOoe un3genve He HaAHOCUT Bpeda OKpY>KatoLlel cpefe npyv NPaBWIbHOM  MCMOMb30BaHUMN,
TPaHCMOPTMPOBKE M XPaHEHUN.

Bce o06pasubl M MaTepuanbl, WCMOMb30BaHHbIE [A/19 MPOBEAEHUSA TecTa, AO0/DKHbl  ObiTb
YTUIN3MPOBaHbl KaK BELLECTBa, MOTEHUMATbHO cofepykawime Bo3byauTeneii nHgekuymn. ObpalleHne ¢
NabopaToOpPHLIMK, XUMUYECKMMW U BUOMOTMYECKN OMAaCHbIMM OTXO4aMW, a TakXe WX YTuam3aums,
[O/MKHbI OCYLLECTBNATLCA C COBMOLEHMEM MECTHBIX, PErMOHa/IbHbIX U HaLMOHabHbIX HOPMATUBHbIX
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i o
‘3awmTa OKpyXatol e
0 He ponyckatb c6poca peareHToB B KaHa/IM3aLWIOHHYHO CUCTEMY 1 BOAOCTOKN.

CpefcTBa UHAMBMAYANbHON 3aWUThI

[ NpefoTBPALLEHNSI KOHTaKTa C KOXeld Npy paboTe C U3Ae/MEM MCMO/b30BaTh

HenpoHMLaEMbIe MepYaTKY 13 HUTPIIA WM aHa/IOMMYHOro MaTepuara.

Bo u3bexxaHWe MornafaHns peareHToB B F/1asa CieAyeT MCMo/b30BaTh 3alMTHbIE

XVMUYECKVIE QUK.

Mpn MCMOMb30BaHWM V3OENNS MO HA3HAYEHMIO 3alMTa OPraHoB [bIXaHUsl He

3awuTa TpeGyeTcs. Mpy N/oXol BEHTUISLMM MOMELLEHUS U A/MTeNbHO paboTe C

AbIXaTeNbHbIX MyTeld  M3AeNMeM HEOBXOAVMOCTb B MCMO/b30BaHWMN CPEACTBA 3alLMThI OPraHOB AbIXaH!s
onpeaensieT KBa/IMQULMPOBAHHbIA CRELMa/InCT.

3aWnTa KOXn ntena

3awunTa rnas

1. TMpoueaypa MCNonb3oBaHMs

7.1 Heob6xoguMble (HO He BK/IKOYEHHbIe B KOMMN/IEKT NMOCTaBKMN) MaTepuanbl 418 aHanmsa

- AHann3aTop aBTOMaTUYeCKMUi UMMYHOXEMUTIOMUHECLIEHTHBIN 419 ANarHOCTUKK in Vitro cepum
CL ¢ npuHagiexHocTamn B BapnaHTax mcnonHeHus: CL-1000i, CL-1200i, CL-2000i n CL-6000i;

MpumMeyaHMe: B TEKCTE TaKXX e UCMONb3yeTCcs COKpalleHue - aHanmsaTopbl cepun CL.

- Habop peareHTOB A/191 Ka4eCTBEHHOro onpegeneHns aHtTuTen K Treponema pallidum (Antibody
to Treponema  pallidum (CLIA) (Anti-TP)) B K/IMHNYECKOM  obpasue  4esioBeka
UMMYHOXEMUTIOMUHECLEHTHLIM METOAO0M Ha aHanmn3satopax cepum CL;

- MaTepuan KOHTPO/bHbIA A5 KOHTPONA KayecTBa KayeCTBEHHOrO OMpeAeneHust aHTUTen K
Treponema pallidum (Anti-TP Control) B KAMHW4YeCKOM 06pasle MMMYHOXEMUIOMUHECLEHTHBIM
MeTOA0M Ha aHanm3satopax cepum CL;

PactBop  Oy(epHbIi  NPOMbIBOYHbIN (Wash Buffer) pgna  aBTOMaTM4yeckmx
NMMYHOXEMWUTIOMUHECLIEHTHbIX aHaNn3aTopoB cepumn CL Ana AMarHOCTUKKM in Vitro;

PacTBop cy6CTpaTHbIl (Substrate Solution) anst aBTOMATUYECKMX
NMMYHOXEMUTIOMUHECLIEHTHbIX aHaNn3aTopos cepmum CL Ana AMarHOCTUKK in Vitro;

- ObuienabopaTopHoe 060pyA0BaHME,;

MpumeyaHve: MoapobHasa MHGopMaLMa 0 MaTepuasnax, He06XoANMbIX 415 aHaIU3a, NMPUBOAUTCA
B COOTBETCTBYHOLLMX PYKOBOACTBAX M MHCTPYKLMAX MO MPUMEHEHNIO.

7.2 ToAroToBKa

1 M3Bneyb nakoH M3 XONOAW/IbHMKA W OCTaBUTb €ro A0 Tex Mop, NMoka OH He Harpeetcs [0
KOMHaTHOM TemnepaTypbl (He MeHee 30 MUHYT).

2. Mepen MCNOMb30BaHMEM WM3LENNA aKKypaTHO MepemMellaTb KOMIMOHEHTbI, NepeBepHYB (/1akoH
He meHee 10 pas. CnesyeT nsberatb 06pa3oBaHMsA My3bIPbKOB.

7.3 lNpouenypa aHanmsa

1 MNepes Hayanom paboTbl CnefyeT BHMMATE/IbHO W3Yy4nUTb PYKOBOACTBO MO 3KCMyataumum
NCMO/Ib3YEMOr0 aHanM3aTopa, a TakxkKe MHCTPYKLMM N0 NPUMEHEHUIO BCEX M3LENUIA, NCMO/b3YEMbIX BO
Bpems aHa/Im3a.

3. CHayana 0TCKaHMpPOBaTb LUTPUX-KOL, Ha YMNaKoBKe Kanmbpartopa, a 3aTeM elle OAVH LUTPUX-KOA,
HaHEeCEHHbI Ha YNaKoBKY peareHToB.

4. YKasaTb No/I0XKeHWe KanmbpaTopa B NporpaMMHOM obecreveHun aHamsaTopa.

5. BblbpaTtb 3anpoc KaIMbpoBKM B MPOrpaMMHOM 0BecreyeHn aHa/IM3aTopa.

6. 3anonHUTL NPOOMPKK TpebyeMbIM KOMIMYECTBOM Ka/iMbpaTOpoB M MOMECTUTb WX B LUTATUB.
Y6eantbCs, UTO KanmbpaTopbl YCTAHOB/IEHbI B YKa3aHHbIX paHee nosvumsx. Bo Bpema npouesypbl
Ka/IMOPOBKM BbIMOTHAETCA TPW NPOroHa aHanu3a An1a Kanmbpatopa CO, a Takke [Ba MPOroHa aHaim3a
ana kanmépatopa Cl (MHdopmauuss 06 0O6bemax peareHToB, HEOOXOAUMbIX A7 OJHOr0 aHanmaa,
npuBefeHa B UHCTPYKLUUKN NO NMPUMEHEHNIO UCTO/b3YEMOr0 peareHTa).

7. YCTaHOBUTb LUTATMB B 610K MNOAayn LITATUBOB aHam3aTopa.

8. 3anycTnTb aHanM3 B NPOrpaMMHOM 06ecrievYeHnM aHam3aTopa.
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PeKOMeHayeTCs MPOBOAWTL MOBTOPHYK Ka/MOPOBKY KaXKAble YeTbipe Heaenu, npu Hadane
/VCTONb30BAHVIS1 PEAreHTOB M3 HOBOV MapTuK, a Takxke B C/lyyae, C/v pesynbTaTbl KOHTPO/S KayecTsa
BbIXOZST 32 NpeAesibl yKasaHHOr0 AyanasoHa.

7.4 KOHTpO/b KayecTBa

[na KOHTpona KayecTBa koMnaHusi Mindray BbinyckaeT «MaTtepuan KOHTPO/bHbIV A1 KOHTPONA
KayecTBa Ka4yeCTBEHHOro ornpegeneHns aHTuTen K Treponema pallidum  (Anti-TP Control) B
K/IMHNYeCKOM 06pasLie MIMMYHOXeMUTIOMUHECLLIEHTHBIM METOLOM Ha aHanmn3saropax cepum CLy.

Ons  npoBepku NpPaBUIbHOCTU  KaXXA0W Ka/IMGPOBKU  CrieAyeT WCMO/b30BaTb KOHTPOSbHbIE
maTepuasibl B kKayecTBe Npo6. PesynbTaTbl aHanm3a KOHTPO/IbHbIX MaTepPUasioB He A0/MKHbI BbIXOAUTD 3a
npeaenbl AnanasoHa YPOBHEN KOHLEHTpaUmK, yKasaHHble B TabnnLe OLEHKN pe3ynbTaToB A1 CUCTEM
cepum CL komnaHum Mindray. Ecnu pesynbTaTbl aHa/iM3a KOHTPOJSIbHbLIX MaTepuasioB BbIXOAAT 3a
npegenbl YKa3aHHOro fuanasoHa, HeobxoAMMO MPOBEPUTL aHaIM3aToOpP M peareHTbl, Hanpuvep, CPOKM
FOAHOCTM M YCNOBUA XPaHEHMSA KaiMbpaTopoB, peareHTOB U KOHTPOJIbHbIX MaTepmasioB, BO3MOXHOCTb
3arpsA3HeHVs peareHTa, pacnosnoXeHWe NpPob B aHasM3aTope, napameTpbl MPOrpaMmMHOro obecneyeHns n
paboToCcnoCcO6HOCTL aHanm3atopa. MoxXeT noTpeboBaTbCA MOBTOPHAsA Kanmbposka. Ecnv pesynbtartbl
aHa/IM3a KOHTPO/IbHbIX MaTepuaioB BCe PaBHO BbIXOAAT 3a Mpeferibl YKa3aHHOro AuanasoHa, cregyert
06paTnTLCA 3a MOMOLLBIO K MPOU3BOAUTENHO.

Mpy npoBefeHUM Mpouesyp KOHTPONS KayecTBa PEKOMEHAYETCA BHMMATE/IbHO MpovnTaTb
WHCTPYKLUMIO MO MPUMEHEHUIO KOHTPO/IbHbIX MaTepuasioB M PYKOBOACTBO K aHan3aTopy KOMMaHuu
Mindray.

8. Ycnosua xpaHeHUA, UCMO/b30BaHUA U TPAHCMOPTUPOBKMU

3asABNEeHHbIN CPOK rOAHOCTUN cocTaBnseT 12 MecsLeB.

3anpelLaeTca UCnosb3oBaHWE U3LeNNA NOC/e UCTEUEeHNS CPOKa roAHOCTI.

YCnoBua xpaHeHus

M3penve MoXeT coxpaHAaTb CTabu/IbHOCTb [0 OKOHYaHWSi YKa3aHHOrN0 Ha 3TMKETKE CpoKa
roLHOCTU MPW YCIOBUN XPaHEHNS B HEBCKPbLITLIX (PlaKOHaxX B TEMHOM MeCTe Mpu Temnepatype ot 2 ®C
[0 8°C B X0N0OAW/bHBIX Kamepax WM XONOAW/bHMKaX, CMOCOOHbIX 06ecrneymBatb perynmpyemblii
TeMnepaTypHbIA PEXUM 1 eXXeAHEBHYIO PErmcTpaLuio TeMnepartypbl.

Mocne BCKPbITUS M3genve coxpaHseT cTabuibHOCTb B TedeHne 30 gHe Npy XpaHeHUKU ¢ NI0THO
3aKpbITOM KPbIWKO/ Npy Temnepatype oT 2 °C ao 8 °C B X0N0AUMbHbIX KaMepax Wan X0noAaunbHUKaX,
o6ecneynBatoLLMX pernameHTUPOBaHHbIN TeMMEPaTyPHbIA PEXUM.

M3penus, XxpaHuBLUMECA C HapyLleHWeM periameHTUPOBAaHHOIO PeXuma, MPUMEHEHUIO He
noA/iexar.

Ycnosus TpaHCNOPTUPOBKMN

W3penvie cnepyeT nepeBo3vTb Mpu TemnepaTtype oT 2 °C o 8°C B OpPUrMHa/IbHOW YNakKoBKe
NPOM3BOAUTENS, 3alMLLaloWel NPOAYKUMIO OT BHELHWX BO3L4EMCTBUIA, Ha BCEX BMAAxX TpaHCropTa B
KPbITbIX TPaHCMOPTHbLIX CPeACTBaX B COOTBETCTBUWM C MNpaBWiaMy MepeBO30K, AEeNCTBYHOWMMU Ha
TpaHcropTe faHHOro BUAa.

MpuyMeHeHVe N3aenniA, NepeBO3UBLLNXCS C HapyLLEHMEM TEMMNEPATYPHOIO PeXKUma, 3anpeLLeHo.

9. TexHUYecKuMe XapaKTepUCTUKU N3Lenns

XapaKTepucTuUKu Tpebosanme
Kannbpatop CO Kanubpatop C1
O6beM Kanmbpartopa, M >2,0 >2,0
Macca (hnakoHa ¢ Kaimbparopom, r (x5 %) 8,8 8,8
Macca nyctoro pnakoHa, r (£5 %) 6,7
pH 7,0-8,0
MnoTHOCTL, r/cm 1,055+0,010

BecuBeTHaa npo3spayHas XXUAKoCTb 6e3 0caaKa,
B3BELUEHHbIX YacTuL, U xnonbes. bes 3anaxa
Buonornyeckas 6e30nacHoCTb AHTUTENa K BUY-1/BNY-2 OTpuuaTensHo
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AHTuTeNa K Bupycy renatuta C (HCV)  OtpuuatensHo

/ HBsAg OtpuuaresnisHo
,fr O6Las BbICOTa NOMMMPONMUIEHOBOIO 44,240,3
(hnakoHa, MM
[ O6wwin frameTp MoaVNPONMUIEHOBONO 25.240,2
(hnakoHa, Mm
O6uast BbICOTA KPbILLKW (h1aKOHa, MM 15,2+0,2
O6LWWin anaMeTp KPbIWKK hnakoHa, MM 24,7+0,2

10. pyHKUMOHaNbHbIE XapaKTEPUCTUKM

10.1 TouyHOCTb KanmnbpaTopos

OtknoHeHue B npegenax 0,1 MO gna CO mn £10 % gna CL.

AHanM3aTop 0TKa/IMbpoBaH C MUCMo/b3oBaHNeM Kannbparopos Anti-TP. C MOMOLLbIO METOANKN
N3MEpPEHNS BbICLLErO Mnopsigka Kanmbpartopam Oblv NPUCBOEHbI 3HAYEHWUs. 3aTeM aHa/IM3UPYHOTCS
Kasmbpatopbl B LUECTM MOC/eA0BaTe/lbHbIX aHanmsax. [locne 3TOro pacCuUMTbIBAETCSH OTK/IOHEHWE
MeXay MPUCBOEHHBIMWN KanlbpaTopam 3Ha4YEHUAMU U CPeaHUMN N3MEPEHHBIMU 3HAYEHUSAMU. 3HaueHNs
OTK/OHEeHWUs Bbinn B npegenax £0,1 MO ana CO wm £10 % gna C1.

10.2 O4HOPOAHOCTL KannbpaTopos

BHyTpuhiakoHHas 04HOPOLHOCTb U MeX(IaKOHHas O4HOPOAHOCTb A0/HKHbI COOTBETCTBOBATb
3HaYeHUsIM, yKasaHHbIM B Tabnmue Hwke. [onycTUMO COOTBETCTBME TPebGOBaHUSAM TO/IbKO 3HAYEHWS
CO v KB %.

BeM®mkoaHLLL 100HOLHRo Y s, Motdu Bl«|)VH<T pAAOMNOAHTL
CO: COBHYrou<0,08 MO; C1: KB.HyTM <8 % CO: COmc* <0,05 MO:; KBuc* D%

CO - cTaHgapTHOe OTKNoHeHME; KB % - KO3th(hMUMEHT BapmaLnn.

10.3 MeTponornyeckasa nNpocnexxnsaemocTb
Mpoueaypa npocnexunsaemoct ocHoBaHa Ha EN I1SO 17511:20033. V3mepeHHoe 3HayeHue
KannbpaTopa NpPOoC/eXmBaeTca 40 rPaBUMETPUYECKN CTaHAAPTU3NPOBAHHON KOHLIEHTPaLMN.

11. PaclwuunpoBKa CUMBO/IOB MapKUPOBKU
Cwumson OnuncaHmne

Mcnonb3osats A0:

W Homep naptum
Howmep no katanory

MeAnUMHCKOe M3aenve ANs AMarHOCTUKM in vitro

Buonormnyecknin puck
TemnepaTypHbIiA AMana3oH XpaHeHWs

«J lNponssogmnTens

JlaTta n3rotoeneHus

Bepx
il
[]a O6patnTechb K UHCTPYKLMN MO NMPUMEHEHWIO
A OcTopoxkHo! O6patnTeCh K MHCTPYKLMW MO NPUMEHEHWIO
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12. Hopmauyma 06 yTununsaumm nsgenms

YTunuzauma wvsgennia Ao/mKHa NPoOU3BOAUTLCS B COOTBETCTBUM C TPebGOBaHUSMU JIOKa/IbHOTO,
PErnoHasibHOro 1 HalMOHa/IbHOr 0 3aKOHOATe 1IbCTBa.

Bce yacTn fJaHHOr0 MeAUUMUHCKOrO M3AeNna 419 UH BUTPO ANAarHOCTUKKM, 06pasubl U Matepuasbl,
ncnonb3yrowmecs 1 o6pasytolmecss Npu BbINOSHEHUN WCCNEA0BAHUA, B TOM YMUC/e peareHTbl C
MCTEKLINM CPOKOM TOAHOCTW, CnefyeT YTWAN3MPOBATb KakK MOTEHUUaIbHO  3MUAEMUONOTMYECKN
onacHble oTxoabl (Knacc b).

13. TlepeyeHb MeXAyHapOAHbIX HOPMAaTUBHbLIX AOKYMEHTOB/CTaHAApTOB, KOTOPbIM
COOTBETCTBYET MeANLMHCKOE uU3fenne

Ha npown3BofCcTBe BHeApeHa W [eNCTBYeT cucTeMa MeHeMpKMeHTa KadecTBa. lMoaTBepaaeTcs
CepTtumkatom Kadectsa EN 1SO 13485.

JOKYMeHTbI OnwucaHune

EN ISO 13485:2016 MepguumHckue nsgenua - Cuctema MeHEIKMeHTa KayecTsa -
TpeboBaHUA ANs Lener perynnpoBaHums

EN ISO 18113-1:2011 MeauuuHcKne usgenus ans AuarHocTMKK in vitro — WHhopmaums,
npegocTasnsieMas U3rotoeutenieM (MapkmMposka) - Yactb 1. TepMuHbl,
onpegeneHna nobwmetpedosaHuna (ISO 18113-1:2009)

EN ISO 18113-2:2011 MeauuuHcKme u3genua Onsa AuarHocTMkM in vitro — WHdgopmaums,
npegocTasnseMas U3rotosuTenieM (MapkMposka) - YacTb 2: PeareHTbl
ANs AMarHoOCTUKM in vitro gna npodgeccuoHanbHoro npumMeHeHus (1SO
18113-2:2009)

MeauumHckue nsgenna - CUMBOJIbI, KOTOPbIE AO/MKHbLI UCMOJb30BaTLCA
EN ISO 15223-1:2016 Ha 3TUKETKax MeAVLUMHCKUX W30eNnii, MapKMpoBKa W WHGopmauus,
KOTOPYHO cneayeT npeactaBuTs - YacTb 1. Obume TpeboBaHUs

OueHKa 3(DEKTVBHOCTU MEAVNLIMHCKUX W3OeNuUiA AN AMarHOCTUKK in

EN 13612:2002 -
vitro

MeauuUHCKVe W3fenus ANs  AWMArHoCTMKM in vitro -  OueHKa

EN IS0 23640:2015 CTabWNbHOCTM peareHToB 4715 ANarHocTukK in vitro (1SO 23640:2011)

EN 13641:2002 YCcTpaHeHVe WM CHWXEeHVE pUCKa 3apaXeHus, CBA3AHHOroO C
peareHTaMu Ans AMAarHOCTUKM in vitro
MeavUMHCKNe wm3genvss Ana  OUMArHoCTUKM in vitro —  3mepeHune
BE/MUMH B BWoONOrnmyeckmx  npobax - MeTponorunyeckas

EN ISO 17511:2003 o
MPOCNEXMBAEMOCTb 3HaYeHWIA, YCTAHOB/IEHHbIX /19 Kanmbpatopos W

KOHTPOJIbHbIX MaTepunasios.

MeguumHckne wusgenua - Yactb 1. NpoekTupoBaHMe MegULIMHCKNX
N34enniA C y4eTOM 3KCMnyaTauyoHHON NPUrogHoCTH
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MeguumHckme wusgenna - TpuMeHeHVe YNpasfeHWUs pucKamn  A1s
A n ISO 14971:2012 mMeguumMHCeKux wmsgenuii (ISO  14971: 2007, wvcnpasneHHas Bepcus
01.10.2007)

14. KoMn1eKT NocTaBKK
Habop kanvMbpaTopoB 4711 KayeCTBEHHOro onpefeneHus aHtuten K Treponema pallidum  (Anti-TP

Calibrators (Anti-TP CAL)) VMMMYHOXEMW/IFOMUHECLEHTHLIM METOAOM B K/IMHWUYECKOM 06pasue Ha
aHanusaropax cepum CL:

1. Kannéparop CO, 2,0 mn - | hnakoH.
2. Kannépartop C1, 2,0 mn - | diakoH.
3. KannbposouHas kapTta

4. VIHCTPYKUMA NO NPUMEHEHMIO.

15. CTepunbHOCTb
M3genne noctasnseTcs B HECTEPU/ILHOM BUZE, CTEPUIM3ALMM NOJb30BATENIEM HE MOAIEXNT.

16. TexHUYecKoe 06CNy>KMBaHME U PEMOHT U34eNNA
He npvmeHnmo

17. FapaHTUX N3rOTOBUTENSA M NMojaya peknamaynii

MpownssoanTeNb rapaHTUPYET COOTBETCTBME XapaKTEPUCTUK MEAULIMHCKOTO N3LeNVS 3asB/IEHHbIM
B 3KCMJyaTaLuMOHHOM [OKyMeHTauuMv Mpu  YC/OBUM NPUMEHEHUS W3AeNUA B COOTBETCTBUM C
WHCTPYKUWMEN 1 N0 Ha3HaYeHWIo, NpeayCMOTPEHHOMY MPOU3BOAUTENEM.

Mo Bcem Bonpocam, ANA NOMYYeHUs TEXHUYECKOM KOHCYbTaumn 1 NOAAEPXKKM, a TakxKe Mofayun

peknamauuii cnegyeT obpawarbCs K YMNOSIHOMOYEHHOMY MpeACTaBUTENIO  MPOU3BOAMTENA  Ha
TeppuTopun PO:

OO0 «MwuHapeit Megnkan Pycy»

Agppec: 129090, r. MockBa, OnMMMIMIACKNIA NPOCHEKT, A. 16, cTp. 5, aHTpecons 4, nomeLleHue |,
Kom. 7, TA.

Ten.: (499) 553-60-36, akc; (499) 553-60-39
info.ru@mindray.com

18. CsefeHMA o nponssogutene

MponssoguTens: LLsHbYK3Hb MaiiHapsii buo-Meamkan 3nekTpoHuke Ko.,
N1, (Shenzhen Mindray Bio-Medical Electronics Co., Ltd.)
Ajpec NponsBoanTens: Mindray Building, Keji 12th Road South, High-Tech

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

TeneoH: Ten. +86 755 81888998, thakc: +86 755 26582680
Afpec  npowusBoAcTBeHHOM Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
nnowaaxkn: 1203 Nanhuan Avenue, Guangming District, 518106

Shenzhen, People's Republic of China

19. Bbubnuorpauyeckunii cnncok

1 Ny6nnkaumm MuHUCTEPCTBA 34paBOOXpaHeHUst U coumanbHoro obecnedeHnss CLUA (HHS), 5-e
n3gaHve, fekabpb 2009 r. Brob6e3onacHOCTb B MUKPOOGUOMOTMYECKMX U OMOMEAULIMHCKMX
nabopatopusix.

2. MWHMCTEPCTBO 34paBoOXpaHeHNs 1 coumanbHoro obecneveHust CLUA (DHHS), HaunoHanbHbI
WMHCTUTYT No oxpaHe Tpyga v 3goposbs CLLUA (NIOSH), nybnvkaumys Ne 78-127, asryct 1976 r.
TekyLlada passefbiBaTenbHaa csoaka 13 - B3pbIBOOMACHOCTL a3voB.

3. ISO 17511:2003 «MeguUMHCKME M3denMa  gNsa  AMarHocTMKKM - in vitro.  3mepeHue
KO/IMYECTBEHHOTO  COfiepkaHWsa B OMOMOTMYECKMX  obpasuax. MeTposnorunyeckas
MPOCNEXNBAEMOCTb 3HAUYEHWNIA, NMPUCBOEHHBIX KaIMbpaTopaM M KOHTPO/bHBIM MaTepuanams.
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Aata yTRepaAeHHS HHCTPYKIHM N0 NpuMeneHmio: 11,2020 r.
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(Tepesod ¢ anznuiickozo u Kumaiicko20 A3WKOE HA PYCCKUL RIVK]

CEPTHO®UKAT

Kuralicknit kOMHTET COACHCTRIA PAIBUTHIO MEXYHAPOAHOR TOProBAH

-

®ynxkumn Knralickoro komuTera coaeCTBHA Pa3BHTHIO MEXAYHAPOAHON TOPTOBNH BHIMONHAET
Kuralickas nanara MeXayHapoAHo#t TOprosau
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[Ha 6naHke KnTaickoro KomuTeTa COAeNCTBUS pa3BUTUO MEXAYHapPOAHOR Toprosnu]
[Morotun Kntainckoro KoOMmTeTa COAENCTBUA Pa3BUTULO MEXAYHapPOAHOM TOprosnum]

KnTaMcKUn KOMUTET COAENCTBUSA Pa3BUTUI0 MeXAYHAPOAHOW TOProBnm
KuTanckas nanata MeXxyHapoaHOW TOProBau

> 4 CEPTUOUNKAT

[QR-Kod]
Ne204403A0/062894

[MeuaTs: CepTUthnKaLms ¢
Kntaickunin KOMUTET COAENCTBMA PasBUTUIO MEXAYHapOAHOM Toprosnm (24)]

HACTOAWNMM  MOATBEPXOAETCHA, UTO neyats  KomnaHun  «LLI3HbYXK3IHb
MAWNHAP3N BUNO-MEAVKAN 3NEKTPOHWKC KO., NTA.» (SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO., LTD.), noctaBfneHHass Ha npuiaraemyto
JEKJTAPALMIO, BepHa.

KWTaNCKMin KOMUTET COAEMCTBMS Pa3BUTMIO MeXAYyHapoAHOM TOProBaun

[MeuaTsb: CepTndmKaums
KuTalickuil KOMUTET COLENCTBUA Pa3BUTUIO MEXAYHAPOLHOM TOprosnu (24)]

YnonHomoyeHHoe nnuo SO LSKOHb (LIU JUN)
Moanuck: Inodnuchbl
[Oata: 03 Hos6ps 2020 .

[TucHeHas neuvaTsb: CepTUdMKaLNS
KuTancknin KOMUTET COAENCTBMA PasBUTUIO MEXAYHAPOLHOM Toprosnuv (24)]

Be6-cainT 4na nposepku ceptudmkara: http://www.rzccpit.com/validate.html
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[NoroTun komnanun «<MANHAP3A»]
29.10.2020 .

Lna npefbasneHns no Mecty Tpe6oBaHWA
Oexknapauuns

Mbl, KoMnaHust «L3HbWK3IHb MaiiHgpan buo>Megnkan 3InekTpoHuke Ko., JIT4.»
(«MaiiHgpaii»)  (Shenzhen Mindray Bio-Medical Electronics Co., Ltd. (Mindray)),
NPOV3BOANTESb CMIEAYIOWNX MEANLUNHCKUX U3LENWIA:

«Habop Kanno6paTopoB AN Ka4eCTBEHHOro onpeaeneHnsa aHTuTen K Treponema pallidum
(Anti-TP Calibrators (Anti-TP CAL)) WMMYHOXeMWIKOMWUHECLLEHTHbIM MeTOA0M B
KNMHWYecKOoM obpasLe B aHanmnsatopax cepum CL»

HaCTOAWMM 3adBAAEM CNeEAYIOLLEE:

Mpunaraembli JOKYMEHT sBNsSeTCA «/IHCTPYKUMER MO MPUMEHEHUIO Ha PYCCKOM A3blKe Ha
MeaVLMHCKOe m3penve «Habop KanmbpaTopoB A/11 KauyeCTBEHHOro OrnpefesieHns aHTUTen K
Treponema pallidum (Anti-TP Calibrators (Anti-TP CAL)) MMMYHOXEMWUIOMUHECLIEHTHBIM
METOAOM B K/MHMYECKOM o06pasue B aHaimsatopax cepum CL», MCMONb30BaHHbLIM A1
perucTpaumMm MeamMUMHCKOro usgenvs B Poccuidckor depepauuu; B 39TOM (haine npueedeHa
WHCTPYKUMA N0 NPUMEHEHNIO MEAMLIMHCKOIO M3eNus.

I. Mpunaraemblii  JOKYMEHT  WCMOMb3YeTCS  MCKIUMTENbHO  ANA  PerucTpauum
MEeAULIMHCKOro un3nenust B Poccum 1 TpeGyeT HOTapUasibHOro 3aBepeHust COrlacHoO
ohULMaNbHBIM HOPMaTMBHO-MPaBOBbIM aKTam Poccum.

[MeuaThb: CepTUtmKaums ¢
KuTaiickKnii KOMUTET COLENCTBUA PasBUTUIO MeXAYHapOoAHOM TOproenn (24)]

[Meuats: Komnauus «LLUI3HYbXX3Hb MANHAP3 BUO-MEAVKAS 3IEKTPOHMKC KO.,
NTA0.5]

C yBaXKeHMEM,

Inodnucbl

r-H BaH CuHb6MH (Wang Xinbing)

PykosoauTenb oTAena HOpMaTUBHO-NPaBOBOIr0 PeryMpoBaHUs

KomnaHusa «LLaHbYX3Hb MaliHapasi Bno-Megnkan 9nektpoHuke Ko., Jita.»

[MeyaTh: KomnaHus «LU3AHUYbXK3Hb MANHAP3 BUO-MEAVNKA SNEKTPOHUKC KO.,
NTA»]

«lLI3HbYX3Hb MalHapal Buo-Megukan dnekTpoHHKe Ko., 1T4.»

3naHne MuHgpeii, Kegp>kun 12 Poyg CayT, NMpoMbILAEHHbIM NAapK BbICOKNX TEXHO0MMNA.
MaHblaHb, 518057 LLaHbY>K3Hb, KuTalickas HapogHas Pecny6nmka

(Mindray Bilding, Keji 12th Road South. Hhtech Industrial Park.

Nanshan, 518057 Shenzhen, People's Republic o fChina)

Ten.: +86 755 81888998,

dhakc: +86 755 26582680

http://AwwiM>mindray.com
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[NoroTun komnaun «<MANHIP3V»]

3pnaHne MuHgpeii, Kegp>kun 12 Poyg Cay T, NpomMbilAeHHbIA NapK BbICOKUX TEXHOOT WA,
HaHblwaHb, 518057 L aHbU>K3Hb. KuTalickass HapogHas Pecriybnvka.

Ten.: +86 755 26582888,

chakc: +86 755 26582680

http://www.mindray.com

/nognucs/

'-H BaH CHbLOWH

PyKoBoAMWTeNb OTAENa TEXHNUYECKOr0 perynmpoBaHuns

KomnaHus «LLaHbuX3aHb MaliHgpan Buo-Megnkan dnektpoHuke Ko., 1T4.»

[MeuaTb: Komnanus «LLIAHYbXX3Hb MAHAP3V EVMO-MEAVNKAJ 3/IEKTPOHUKC KO.,
NTAx]

[MeuaThb: CepTUtmkayms ¢
KnTacknin KOMUTET COAENCTBUSI Pa3BUTUIO MeXAYHapOAHOW Toprosnun (24)]

MHCTPYKUWMA NOo NPUMEHEHWIO HAPYCCKOM A3bIKE
HA MEAVNUWMHCKOE N3OENNE

Habop kannbpaTopoB Ansi Ka4eCTBEHHOI0 onpefeneHns aHTuTen K Treponema pallidum (Anti-
TP Calibrators (Anti-TP CAL)) UIMMYHOXEMUTFOMUHECLUEHTHBLIM METOA0M B KIMHUYECKOM
obpasue B aHasmsaTopax cepum CL

[Meuath: Komnanus «LLIAHUYBXX3Hb MANHAP3 BMO-MEAVKAS SNTEKTPOHUKC KO.,
NTA»]

«LL3HbUX3Hb MaitHapaii Bro-Megukan dnektpoHuke Ko., JITg.»

3paHuve MuHgpein, Keg>ku 12 Poya CayT, MpoMbILLIEHHbIA NapK BbICOKUX TEXHOMOTUIA.
HaHblaHb, 518057 LU 3HbUY>K3Hb. KnTalickas HapogHasa Pecny6nvka

Ten.: +86 755 81888998.

thakc: +86 755 26582680

h/W/\WMw. mindrav.coT

[TeKCcT AOKYMEHTA HaPYCCKOM fA3biKe"
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MepeBof 4aHHOTO TEKCTa BbINONHEH NepeBoAUYnkoM CTaHeBoi EBreHneii AnekcaHapoBHOI

Poccuiickasa degepauns
Mopoa Mocksa
TpeTbero gekabps Ase ThiCAYM ABajLaTOro roga

A, AkumoB ne6 BbopucoBuuy, HOTapuyc ropofga MOCKBbl, CBUAETENbCTBY MNOAANHHOCT(
noanvcu nepesogumka CtaHeBoi EBreHnn AnekcaHgpOBHbI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.
JINUHOCTbL NOANMCABLIETO JOKYMEHT yCTaHOB/EHA.

3aperucTtpupoBaHo Bpeectpe: N° 77/09 - H/77 - 2020 -
B3biCKaHO rocyAapCcTBEHHOM noruavHel (No Tapudy): 100py6.

YnnayeHo 3a oKasaHWe yc/yr npaBoBOro M TEXHUYECKOTOo xapakT

[.6. AKnmoB

MpoWwHYpOBaHO, MPOHYMEPOBLY
W CKPEMJIEHO MevaTbHo nmct

HoTtapunyc:
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