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03.03.2021
To whom it may concern,

Declaration

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

Calibrators KOt for quantitative determination of Insulin (Insulin Calibrators/ Insulin CAL) by
immunochemiluminescence in a clinical specimen on CL series analyzers for in vitro diagnostic
hereby declare that,

the attached contents is <Instructions for use Calibrators Kit for quantitative determination of Insulin
(Insulin Calibrators / Insulin CAL) by immunochemiluminescence in a clinical specimen on CL series
analyzers for in vitro diagnostiO 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,

Manager of Technical Regulation Department
Shenzhen Mindray Bio-Medical Electronics Co., Ltd

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan. 518057 Shenzhen. People’s Republic of China.

Ten. +86 755 26582888,

(hakc:+86 755 26582680

http:// www.mindray.com
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Manager of Tec
Shenzhen Mindray

03.03.2021

Instruction for use

Calibrators Kit for quantitative determination of Insulin (Insulin Calibrators / Insulin
CAL) by immunochemiluminescence in a clinical specimen on CL series analyzers for in”
vitro diagnostic

MHCTPYKLUMS NO NPUMEHEHUIO

Habop kanubpaTopoB AN KONMYECTBEHHOIo onpegeneHns nHcynuuda (Insulin
Calibrators / Insulin CAL) "MMYyHOXEMUNIOMUHECLLEHTHBIM METOAOM B K/IMHNYECKOM
obpa3sue Ha aHanusatopax cepun CL ans AMarHOCTUKM in vitro

LLIsHbYK3Hb MaliHapaii bno-Megukan dnektpoHuke Ko., i,
(Shenzhen Mindray Bio-Medical Electronics Co,, Ltd.), Kutaii

Bepcus 2

Mindray Building, Keji !'2th Road South, Hi-tech Industrial Park,
Nanshan, 518057 Shenzhen, People's Republic of China.
Ten.+86 755 26582888,

(hakc:+86 755 26582680

http:// www.mindray.com
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Jata yTBep>XXAeHusa MHCTPYKUMKU no npumeHeHuto: 03.03.2021

1 HasBaHue nsgenns

Habop kanubpaTopoB A4/19 KONUMYECTBEHHOrO onpefeneHns nHcynuHa (Insulin
Calibrators / Insulin CAL) MMMYHOXEMWU/TIOMWUHECLLEHTHLIM METOAOM B K/MHNYECKOM
obpasue Ha aHasnm3aTopax cepum CL Ang AMarHoCTUKK in vitro, B cOCTaBe:

- Kannébparop (CO)- 1dn. x 2,0 mn.;

- Kanunoparop (C1) - 1dn. x 2,0 mn.;

- Kanu6patop (C2) - 1dn. x 2,0 mn,;

- VIHCTpYKUMS NO NPUMEHEHUIO - 1 L.

MpumevaHve - [anee CcOKpawéHHO HauMMeHOBaHWe wu3genMa -  Habop
Kannbpatopos, n3genue, KanmbpaTopbl UHCYINHA.

2. HazHaueHue nsgenus

V3genne npegHasHavyeHo AN1d  KanMOPOBKM  KOMYECTBEHHLIX TECTOB [ANA
OnpefenieHns MHCYNNHa MMMYHOXeMWIIOMUHECLEHTHLIM METOLOM Ha aHanm3atopax
cepumn CL ans AmarHOCTUKMK in vitro.

O6nacTtb NpUMeEHeHNS

KnuHunyeckaa nabopatopHas guarHocTuka.

lMpoTrBOMNOKa3aHua

He npumeHumo ana gaHHoro M.

B0o3MOXHble NO6GOYHbIE AEACTBUA MNPU  MCMNOMb30BaHUN MEAULMHCKOTO
n3genuns

He npumMeHnmo gna gaHHoro M.

TpeboBaHusa K onepaTopy (MNonb30BaTeNto)

MegunumnHCcKoe n3genuve npefHasHaveHo 415 NpoheccroHaIbHOro NPUMEHEHUS U
MOXET WCMOMb30BaTbCA TOMbKO KBaIU(MLMPOBAHHLIM MNepcoHasiom B obnactu
KNNHNYECKON NabopaTOpHOW AMArHOCTUKM (MeAMLMHCKUM nabopaToOpHbIM TEXHUKOM
WY BPavyoM K/IMHUYECKON nabopaTOPHOW AMarHOCTUKN).

3. OnucaHue nsgenuns

WN3genve coctouT n3 Tpex (hakoHOB 6enoro upeta C repMeTUYHO 3aKPbITOM
KpbILIKOW. Bo thnakoHax HaxoauTcs Mmpo3payvHas GecuBeTHas XWAKOCTb 6e3 ocaaka,
B3BELUEHHbIX YacTuy, U XxnonbeB. Kaxaomy (nakoHy wu3fenns COOTBETCTBYeT
onpegenéHHas KOHUEHTpaumsa aHanmTa (MHCynuHa). dnakoH yposHs 0 (kanubpatop CO)
COLEPXMUT HYNEBYIO KOHLEHTpauuio aHanuta, (nakoH yposHA 1 (kanmnbpatop C1)
COAEPXUT NPUGIN3NTENBHYIO KOHLUEHTPaUMIO aHanuTa 25 MKME/Mn, nakoH ypoBHS 2
(kanubpatop C2) coAepXXUT NPUBANIUTENBHYIO KOHLEHTPauno aHannta 500 MKME/m.
TOYHble 3HAYEHMSI KOHLEHTpauuu aHanuTa B KaimbpaTopax 3alwudpoBaHbl B LITPUX-
Koge (KanmbpoBOYHOW KapTe) Ha ynakoBke wu3genus. KoHueHTpauus aHanuToB BO
(hnakoHax SABNSAETCA NOTOCNELNPUYHON.

4. TpuHUKUN geincTBuA

Mpu npoueaype KannmbpoBKM WCMO/Mb3YeTCA MHMDOPMALNUSA O Ka/MOpPOBOYHOW
KpMBOI (CuMTbiBaEMas CMUCTEMOI aHanM3aTopa C 3aMPpPOBaHHON B LUTPUX-KOLE Ha
yNnakoBke peareHTa) M O TOYHbIX 3HAYEHWAX KOHLEHTpauuii  KanmbpaTtopos
(cunTbIBAEMBIX CUCTEMOI aHanu3aTopa C 3awngpoBaHHbIX B LUTPUX-KOAE Ha YrNaKoBKe
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KannbpaTopos). [anee cuctemMa aHanmsaTopa onpeaensieT OTHOCUTE/bHble CBETOBbIE
eamHuubl (OCE) ans Kakaoro ypoBHA Kanubpatopa MMMYHOXCMUTOMUHECLEHTHbLIM
MeTOAOM MO MNPUHUMUMY C3HABUY-MeTOAa. 3aTeM C MOMOLbH0  MaTeMaTU4ecKoi
3aBUCUMOCTU Mexay n3mepeHHbIMr OCE 1 TOUHbIMK 3HaYeHUAMKN 3-X KannbpaTopoB B
CMCTeMe  aHanusatopa  MPoOMCXOAMT  ajanTauusi  KanvMbpOBOYHOW  KPUBOIA.
AjanTupoBaHHas KasMbpoBOYHas KpuBas MCNO/b3yeTcs B CUCTeMe aHanu3aTopa Ans
npeobpasoBaHns OCE, mM3mepeHHbIX AN 06pa3LoB, B KOHKPETHble KOMMYECTBEHHbIE
rnokasarte/iv aHamTa.

5. KOMMNOHEHTHI cocTaBa n3genus
Tabnumua 5.1 KoMnoHeHTbI cocTaBa

KOMMNOHEHTHBIW cocTas KoHueHTpaymns Ne CAS
Kanué6patop CO
AnbbymMuH, dpakyms V 13 6blubeil CbIBOPOTKU 5,00 % 9048-46-8
Auertart HaTpus (CH3COOHa) 141 % 6131-90-4
YkcycHas kucnota (CH3COOH) 0,17% 108-24-7
MpoknnH 300 (Proclin300) 0,05 % 96118-96-6
Asung Hatpus (NaN3) 0.09 % 26628-22-8
AuctunnmposaHHasa Boga 93,28 % /
Kanué6patop Cl
AHTUTEH WHCYNNHA (6akTepumanbHoe
NPOUCXOXEHUNE) 0,0025 % /
AnbbyMuH, thpakunsa V 13 bblubeid CbIBOPOTKK 5,00 % 9048-46-8
Auertat Hatpus (CH3COOHa) 1,41% 6131-90-4
YkcycHas kucnota (CH3COOH) 0,17% 108-24-7
MpoknuH 300 (Prockin300) 0,05 % 96118-96-6
Asung Haupua (NaN3) 0,09 % 26628-22-8
JductunnuposaHHas Boga 93,2775% /
Kannb6patop C2
AHTUTEH NHCYNNHa (bakTepuanbHoe 0,05 %
NMPOUCXOXAeHMe) /
AnbOYyMUH, (pakums V 13 bbiubeil CbIBOPOTKM 5,00 % 9048-46-8
Auertat HaTpus (CH3COONa) 141 % 6131-90-4
YkcycHas kucnota (CH3COOH) 0,17% 108-24-7
MpoknunH 300 (Proclin300) 0,05 % 96118-96-6
Asng HaTpusa (NaN3) 0,09 % 26628-22-8
[AunctunnuposaHHas Boja 93,23 % /
IMNpumevaHna:

1 KOHUEeHTpauum  KOMMOHEHTOB  cOCTaBa [ANf  W3A4enus  SBNAOTCA
noTocneLnUYHbIMK.

2. N3aenve cogepXXut B CBOEM COCTaBe MaTepuabl XXUBOTHOIO NMPOUCXOXKIEHUS.
Matepranbl >XWBOTHOrO MPOUCXOXAEHWUA MOMYYeHbl OT XXMBOTHbIX, NPOLIeALInNX
Hag/1eXalnii BeTepUHaPHBIA KOHTPO/Ib.

3. KoHLeHTpaums yKa3aHa Kak MaccoBas [0/ BellecTsa.

6. MpepynpexaeHns n Mepbl NPeLOCTOPOXKHOCTH
1 TlpefHa3Ha4yeHo TOMbKO A4/ AUArHOCTUKM in Vitro.
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2. MepcoHan naboparopun [O/MKEH ObITb 00yYeH MPUHUMATL BCe HEOOXOAMMbIE
Mepbl NPeLOoCTOPOXHOCTU MpK paboTe ¢ 1abopaTOPHbLIMU PeaKTUBaMU.

3. KoHueHTpauuy aHanuTa B Kasmbparopax cneumpuyHbl 419 KaX40M napTum u
3alungpoBaHbl B LUTPUX-KOZE.

4. He crneflyeT cMelLmBaTh KanmbpaTopbl pasfiMyHbIX NapTuil.

5. Heobxooumo MpoBOAWUTL TEXHMYeCKoe 0O6CMyXunBaHWe U CTaHAapTHble
oriepauun, BKIOYas KanmobpoBKy W aHain3 Ans NpoBepKy rnapameTpoB aHa/IMTUYECKON
CUCTEMBI.

6. Mpn HanMuum NPU3HAKOB 3arps3HeHWUs MUKPOOPraHu3Mamu WM W3NALLHER
MYTHOCTMW W3feNns, Kannbpatopbl crefyet yTUInM3npoBaThb.

7. M0 OKOHYaHWIO PaboThl C U3eNMeM TLIATE/IbHO NPOMOWiTe BCe MeCTa KOHTaKTa.
Mpu paboTe C M3AeNvemM He elbTe, He MeinTe, He KypuTe U He HAHOCUTE KOCMETMKY.
cnonb3yiiTe usgenne B XOpoLLo NpoBeTPYBaeMOM MOMeLLEeHUN. 3arps3HEHHYI0 0Aexay
KOMMOHEeHTaMun U3aenns cpasy CHUMaiTe.

8. Obpawarbca € W34eIMeM  Kak C  marepuanom, MNpeAcTaB/floLWmMM
NOTeHLUMaIbHYI0 6MONOrMYeCKY0 0NacHOCTb.

Mepbl MHAVBUAYa/IbHOM 3alUTbl

,ﬂ,ﬂﬂ npenoTepalleHna  KOHTaKTa C KOXeW cnenyet Hage.aTb

3almTa Koxm HeNpoHMLUaemMble MepyaTkM W3 HUTpUAA WM M3  aHaNOlMMYHOro
maTepuvana.
YTo6bl He 4ONYCTUTL MOMNaAaHMA B rnasa, cnefyeT HOCUTb 3alMUTHble
3auimTa rnas OYKM WAM CheuManbHble OYKW ANA  3aWuTbl OT  XUMMUYECKOro
BO3AENCTBYS.

B 06bIYHbIX YCNOBUSAX MPW UCMOMb30BAHUW U3AENNA 3aLlMTa OPraHoB
3allnTa  0OpraHoB [bIXaHWA He TpebyeTca. B cnyyae NAoXoi BEHTUNALMM NOMELLEHUS U
AblXaHUS OnMTenbHOW paboTbl C M34enMeM BOMPOC O PECnMpaToOpHOW 3aluTe

pelaeTcs KBanuuuMpoBaHHbIM CNeLamcToM.
KoHTponb
BO3AelCcTBUA Ha
OKPY>XaloLyHo
cpeny

He gonyckaiiTe nonagaHvs M3genuns B KaHavM3aumio U BOJOEMbI.

7. T1poBefeHWe nccnefoBaHUA

1 Mepen Havanom paboTbl crefyer O03HAKOMUTLCA C  PYKOBOACTBOM MO
aKcnyaTaumMm WCNoMb3yemMoro aHanuMs3atopa, a Takke C WHCTPYKUUSMU U3LeNuniA,
MCMosib3yembiX B paboTe.

2. Vi3Bnekute (nakoHbl U3 XOMOAW/IbHUKA WAW MOPO3WSIKW W BblAEpXuUTe [0
[OCTMXXEHUA KOMHATHOM TeMMnepaTypbl.

3. MNepemeLuaiiTe KOMMOHEHTbI, OCTOPOXHO NepeBopayMBas (h1akoHbl He MeHee
10 pa3 nepeg npuMeHeHneM. M3berainte 06pasoBaHnA Ny3bIpbKOB.

4. OTCKaHWpyiTe LITPUX-KOL C YMNakoBKM peareHTa, a 3aTeM C YMNakKoBKK
Kanmbéparopa.

5. YKaxuTe nonoxeuve Kanubpatopa B NPOrpaMMHOM  0GecreyeHum
aHanm3aTopa.

6. BbibepuTe 3anpoc KannbpoBKM B NPOrpaMMHOM O6eCreyeHny aHamsaTopa.

7. 3anonHuTe Npobupkn TpebyembiM KOIMYECTBOM KannbpaTopoB v NOMECTUTE
MX B LUTATUB. Y6eaMTeCh, YTO KanbpaTopbl YCTAHOBNEHbI B YKa3aHHbIX paHee suelikax.
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Bo Bpems npoueaypbl KaMOPOBKM BbINOMHAETCS TPY NPOroHa aHanm3a A4 kanmoparopa
CO, a TakXe Mo ABa NPoroHa aHanu3oB Ans KanmépatopoB Cl n C2 (MHdopmaumsa o6
06bemax peareHToB, HEOOXOAMMbIX A4J1F OLHOr0 aHanu3a, NnpusefeHa B UHCTPYKLUM MO
NMPUMEHEHMIO NCMOMb3YEMOrO peareHTa).

8. YcTaHOoBMTe WTATMB B 6/10K NOJaYmM LUITATMBOB aHanM3aTopa.

9. 3anycTuTe aHan13 B NPOrpaMmmMHOM 06GecrneyeHnn aHanm3aTopa.

PekomMeHAyeTCA NMPOBOAMTb MOBTOPHYIKO Ka/MOPOBKY KaX[ble YeTblpe Hedenw,
npy Havase MCNOMb30BaHWA peareHTOB M3 HOBOM MNapTuM, a Takxke B Ciydvae, ecnu
pe3ynbTaTbl KOHTPOMA KayeCcTBa BbIXOAAT 3a Npefenbl yKasaHHOro AunanasoHa.

8. KoHTposnb KavecTBa

[na [BYXYpPOBHEBOro KOHTPO/A KayecTBa WMCMo/b3oBaTb u3fenve «Marepuan
KOHTPO/bHBIA Immunoassay Multi Control gns KOHTPONs KayectBa KOMMYECTBEHHOIO
onpefeneHns aHaiUMToOB B KIMHUYECKOM o06pasle WMMYHOXCMUTIOMUHECLEHTHBIM
MeToA4OM Ha aHanmusatopax cepuv CL gns AMarHoCTMKWM in vitro» npou3BOACTBa
KomnaHun Mindray.

Mcnonb3yiiTe KOHTPO/IbHBIA MaTepuan B KadecTBe Npob A/ NpoBepKu cratyca
KaXX10/ KanmbpoBKK. Pe3ynibTaT aHan3a KOHTPO/IbHOM0 MaTepuana o/IKeH HaXo4nTbCS
B Mpejenax Ananas3oHa KOHLEHTpauuii, yKa3aHHOro B TabnuLe pesynbTaToB 4/l CUCTEMbI
CL komnaHum Mindray. Ecniv pe3ynbTaTbl aHa/ivM3a KOHTPO/ILHOMO Martepuana BbIXOAAT
3a npefen YykKasaHHOro AwanasoHa, cnegyet MpoBepuTb aHannsaTop W peareHThbl,
Hanpumep, AaTbl OKOHYaHWS CPOKa FOAHOCTU WM YC/IOBUS XpaHeHWs KannbpaTopos,
peareHTOB M KOHTPOJIbHbLIX MaTepunanos; BO3MOXKHOE 3arpsa3HeHe peareHTa; nosioXKeHue
obpasla B aHa/M3aTope; HACTPOMKM napameTpoB MPOrpaMMHOr0 O6ecrneyeHus uaun
paboTy aHanusatopa. Mpy Heo6XOAMMOCTU NOBTOPUTL MPOLEeAYpPY Kanimbposku. Ecim
pe3ynbTaTtbl aHanm3a KOHTPO/IbHOrO Marepuana Mo-npexHeMy BbIXOAAT 3a Mpegen
YKa3aHHOro guanasoHa, 06paTuTech 3a NMOMOLLLI0 K MPOU3BOAUTENIO.

[na nposefeHna npoueaypbl KOHTPOMA KayecTBa CrefyeT O03HaKOMUTLCA C
WHCTPYKLUMEA Ha KOHTPO/bHbIA MaTepuvan W C PYKOBOACTBOM MO 3KChayatauum
aHanmnsatopos Mindray.

9. Ycnosus  XpaHeHMss W 3KcnyaTauun,  CTabUNbHOCTb  U3Lenus,
TpaHcnopTupoBaHue

3asBNeHHbIN CPOK rogHOCTU —12 MecsiLeB.

Mocne ncteyeHNs cpoka rogqHOCTH, N3genve NCNoJb30BaTh 3arpeLyeHo.

YCcnosusa XxpaHeHUsA W aKcnayaTaymm, cTabunbHOCTb U3Aeus

W3penve ctabunbHO [0 UCTEYeHUsA CPoKa FOAHOCTW, YKa3aHHOr0 Ha 3TUKeTKe,
Mpn XpaHeHMN HEBCKPLITOrO (p1akoHa B 3allULLEHHOM OT CBETA MeCTe MNpu Temnepatype
2~8°C B XONOAM/bHbLIX Ka.mMepax WAW B  XONOAUSIbHUKaX, 06ecrneynBaroLmnx
PernaMeHTMPOBaHHbI  TEMMEPATYPHbIA  PEXUM € eXeLHEeBHOW  peructpauueri
Temnepatypbl. [locne BCKpbITUA u3genne ctabunbHO B TedeHum 30 AHeid npw
Temneparype 2~8°C.

V3genus, XpaHuBLUMECH C HapyLUleHMEeM perfiaMeHTUPOBAHHOIO  pexuma,
NPVYMEHEHWNIO He MOJ/exXar.

YcnoBua TpaHCNoOpPTUPOBaHUA
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3penve MoXeT TpaHCMOPTMPOBATLCSA BCEMW BUAAMM KPbITOTO TpaHcnopTa npu
obecneyeHny TemnepaTypbl TpaHCNOPTUMPOBaHUA oT 2 fo 8 “C.

WN3penus, TpaHCMOPTMPOBAHHbIE C HapyLUEHWEM TemrepaTypHOro pexuma,
MPUMEHEHUIO He MOANeXarT.

10. Heobxogumble (HO He npefocTaB/isieMble) MaTepuasbl 4719 NPOBeeHUA
aHanmsa

- AHanmsatop aBTOMaTUYECKUI NMMYHOXCMWUTIOMUHECLIEHTHBbIN ans
JnarHocTukn in vitro cepum CL c npuHagfiexHoctamu (HOMep perucrpalyoHHOro
yaoctoBepeHus P3H 2020/10238 ot 04.05.2020 r.);

- AHam3aTop aBTOMaTUYeCKUA UMMYHOXCMWUIIOMUHECLEeHTHbI CL-6000i ans
[JMarHocTUKM in vitro;

- Kacceta ¢ peareHTamy s KOJIMYECTBEHHOrO onpeaeneHns nHcynuHa (Insulin
(CLIA) / (Insulin)) UMMyHOXEMU/TIOMUHECLLEHTHBIM METOLOM B K/IMHNYECKOM 06pasLe
Ha aHanm3aTopax cepun CL ans AnarHOCTUKKM in Vitro;

- Martepuan KOHTPO/bHbIA Immunoassay Multi Control ans KOHTpoNns KadecTsa
KONNYECTBEHHOI 0 ornpegeneHuns aHannToB B KNIMHNYECKOM obpasue
NMMYHOXeMUNFOMUHECLLEHTHBIM MEeTOLOM Ha aHanmnsatopax cepuv CL o8 AMarHoCcTuKm
in vitro (Homep perncTpaunoHHoro ygoctosepeHns P3H 2020/11916 ot 11.09.2020);

- PactBop OyhepHbIi npombiBOYHbIA (Wash Buffer) gna aBTomaTnyeckmnx
NMMYHOXeMUTIOMUHECLIEHTHbIX aHann3aTopoB cepun CL Ans gmarHoCTuMKM in Vitro
(Homep perucTpaymoHHoro ygoctosepeHns P3H 2020/10293 ot 08.05.2020 r.);

- PactBop  cybcTpaTHbii  (Substrate  Solution) and  aBTOMaTMYeCKUX
NMMYHOXEMWUTIOMUHECLIEHTHbIX aHanusaTopoB cepuu CL ans AWMarHOCTUMKK in Vitro
(HoMep perucTpaymoHHoro yaoctosepeHus P3H 2020/10296 ot 08.05.2020 r.);

- O6bwenabopatopHoe o6opynoBaHue.

- [lo3upytoLme yCTponCTBa.

MpumeyaHne - [OAna 6onee  nogpo6HOW  MHGOpMaLMKM  KacaTeflbHO
AONONHUTENbHBIX HEOOXOAMMBLIX MaTepuanoB obpaljainTecb K COOTBETCTBYHOLUM
WHCTPYKLMAM 1 PYKOBOACTBaM MO 3KCMyaTtauumn n3gennii, NCnonb3yemMbix B paboTe.

11. MeTposiornyeckasa nNpocseXXnBaemMocTb

N3mepsemas BenmMunHa B Kanmbpatope NPOCNEXMBAETCA K MeXAyHapoLHOMY
aTanoHHomy matepuany BO3 (BcemupHas opraHusanmsa 34paBo0XpaHeHUs) Ha UHCY/IVH
4enoBeYeCKUn AN MMMYHOXMMWYECKOro aHanusa. [lepBbil  MeXAyHapOoaHbIii
peepeHcHbI npenapaT, kog NIBSC: 66/304.

12. O6Lme XxapaKTeEPUCTUKN U3LeNNS
OO6Lme xapaKTepUCTUKM U3Lenns NpuBeAeHbl B Tabnvue 12.1
Tabnuua 12.1 O6Line XxapaKTepUCTMKN

Kanunb6patop
XapaKTepucTtmka

CO C1 Cc2
O6bem Kanubpatopa (mn) >2,0 >2.0 >2,0
Macca kanubpatopa ¢
8,9 8,9 8,9
coflepXuUMbIM, I (5 %)
.Macca nycTtoro gpnakoHa (+*5 %) 6.7
KncnotHocTb (pH) 5,0-6,0

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



epMETNYHOCTb (h1aKoHa epMETUYHBIIA
KanmbpaTopb! MEOT BU, NMPo3payHoil GecLiBeTHON

BHeLLHWi4 BK
A YKMIKOCTN 6€3 0Ca/Ka, B3BELLEHHbIX YaCTHLL U X/IOMbER

AHTUTENA K BUpYCY renatunta C OTpuuarensHo
AHtutena kK B4 1, 2 OtpuuatensHo
Buonoruyeckas 6e30nacHoOCTb nOBerHOCTHbIVI aHTUreH
OtpuuartensHo
BUpyca renatuta B (HBsAQ)
AHTUTENA K TP OtpuuarensHO
MabapunTHasa BbicOTa
P 442403
NOUMPONUIEHOBOTO (hflakoHa, MM
FabapuUTHbLIA anameT
P ANaMETP 25 2+0,2
MOUMPONMUIEHOBOTO (hflakoHa, MM
[FabapuTHas BbICOTA KPbILLKK
P P 15,240,
thnakoHa, MM.
FabapuTHbIA ANAMETP KPbILLKK
P ANamMeTp Kp 24,7+0,2
thnakoHa, MM

13. ¥YnakoBKa 1 MapKunpoBKa u3genus

13.1 ¥nakoBKa 13genus

®1akoHbl  KanubpaTtopoB  (MKCUPYKOTCA Ha  CneuuasbHOM MOALOHe WU
YMNaKOBbIBAKOTCA B KapTOHHYI KOPOOKY (MOTPebuTeNbCKYH YNakoBKY) B KOJIMYECTBE,
onpegenseMbiM KOMMNIEKTOM NOCTaBKU. B KXol ynakoBKe HaX04WUTCA MHCTPYKLMA MO
NMPUMEHEHMUIO.

[na TpaHCNOPTMPOBKU MPOU3BOANTENb YMNaKOBbIBAET KapTOHHblE KOPOOKW B
TEPMOKOHTEMHepbl BMeCTe C X/1afoafieMeHTamMu Ans  obecrievyeHns TemmepaTypsbl
TpaHcnopTuposBaHusa ot 2 4o 8 °C B KoiM4yecTBe, ONpeaensiemMbiM 4OroBOPOM NMOCTABKMU.
TepMOKOHTENHEpPbI YNaKOBbIBalOTCA B KOPOOKY M3 FOPMPOBaHHOIO KapToHa.

13.2 MapKupoBKa n3fenus

OpurnHanbHaa MapKupoBKa (pakoHoB

MapKupoBKa (P/1aKOHOB COAEPXUT CNefyLWY0 MHPOpMaLMIO:

- Jlorotvn “3roTtoBuTens,

- CokpalléHHOe HauMeHOBaHWE;

- HanmeHoBaHVe KOMMNOHEHTE;

- Hdopmauuto 06 06béMe KanubpaTopa B ma (mL);

A TaKxe cneflytoline CMBOSbI:

Cumson HanumeHoBaHWe cumBona
Y Wcnonb3osath A0
LOT Kopg naptum
IVD W3penve gnsa in vitro gnarHoCTUKM
l w
24r TemnepaTtypHbIv gnanasoH

Buonornyeckunin puck

MapKnpoBKa NoTpebuTevlbCKol ynakoBKM

Ha MapKuMpoBKY MOTPeOUTENIbCKON YMaKOBKM HaKMeeH CTUKep, KOTOPbIiA
COAEPXKNT CNeflytoLLy0 MH(OPMALWIO:

- Hagnuck «/HopmaLmio Ha CTUKepe CUnTaTb NPUOPUTETHOM»;
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- [MonHoe 1 cokpaléHHOoe HauMeHOBaHUe N3Lenns;

- CocrtaB nsgenus;

- Hagnucb «ng npohecCUoHanbHOro NPpUMEHEHUA»;

mHaanuce «TOIBKO AN AUarHOCTUKK in Vitrox;

- Hagnuce «Kopg napTum, CpoK rogHOCTW, YC/IOBUA XPaHeHUs U OoCTalbHble
rpagmyeckmne CUMBO/IbI YKa3aHbl HA OPUTUHANLHON MapKUPOBKE»;

- Homep perncTpaunmoHHOro y40CTOBEPEHUS;

- HaumeHoBaHWe 1 agpec ynosHOMOYEHHOro npeacrarens NpovM3BoauTeNs;

- Homep P/N.
A Takxe cfiefytoLine CMMBO/bI;
CumBon OnucaHune
[]2 O6patnTech K MHCTPYKLUK MO MPUMEHEHUIO
A OcTopoxHo! O6paTUTECh K MHCTPYKLUM MO NPUMEHEHMIO
t d MN3roTtoBuTenb

MapKunpoBKa NoTpebuTeNbCKOW YNaKoBKY
MapkupoBka u3genns (NoTpe6GUTEeNbCKON YNaKOBKW) COLEPXWUT CNeaytoLlyto
WH(OPMaLUIO N CUMBOSbI:

- CokKpalleHHOe HaMMEHOBaHWe U3Lenus;
NoroTnn n3rotosuTens;
Howmep P/N;
WNHpopmaLmio o cogepxumom (contents);

CumBon OnucaHune

Mcnonb3oBaTh A0

Ll Howmep no katanory
A Kog naptuu
VDI WM3genve ana in vitro gnarHocTuku
Ir<*c .
I'cy TemnepaTypHbIN granasoH
d M3rotosuTtens
£l BBepx
Ce Mapknposka 3Hakom CE
IECIFIEP] Y NONHOMOYEHHbI npescTaBuUTeNb B EBponeiickom
coobuecTse
Sb Brnonorunyeckunin puck

Ha BHYTpPEHHIOI 4acTb NOTPeOUTENbCKOM YMNakOBKW HaKMeeH CTMKep, Ha KOTOpPOM
COZEPXMNTCA cnegytowas nHpopmauus:

- loroTnn n3roToBUTENS;

- Hagnwuco «Calibration card» (KannbpoBoyHas KapTa);

- Hagnuco «Insulin» (CoOKpalléHHOe HaMMeHOBaHWe aHanuTa- UHCYNH).

- W Tpuxkog;

A Takxe cnegytoLime CMMBOSbI:
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Cumson OnucaHue
Mcnonb3oBatb [0
[in Koga naptuu

Ha HUXHen CToOpoHe ynakoBKW UMeeTCsi CUMBON:
CumBon OnucaHne

© 3HaK BTOPUYHOW nepepaboTKu

MapKunpoBKa TPaHCNOPTHOM YyNaKoBKWN U3fenns

Ha TpaHCMOPTHYIO YNaKOBKY HaK/IeeH CTUKEP, KOTOPbIA COAEPXUT CneayroLlyto
NH(popmMaLuio:

- NOSIHOE U COKpaLWéHHOe HaMMeHOBaHMe N3enns;

- MH(opMaLMa 0 Macce HETTO M BpYTTO;

- UH(hOpMaLMs 0 Macce HeTTO MNOTPeOUTENbCKON YNaKOBKY;

- MH(OPMALNIO O YMCNe eANHUL, NOTPEOUTENbCKNUX YNAKOBOK B TPAHCMOPTHOW
YyNaKoBKe;

- MHMopmauMilo 0 rabapuTHbIX pasMepax TPaHCMOPTHOW YMNakoBKW (ANMHa,
LUMPUHaA, BbICOTA);

- npeaynpexaeHnsa n Mepbl NPefoCTOPOXHOCTU;

Cumson OnucaHue

Vcnonb3oBaTb 40

LOT Kopg naptun
IVD W3genve anga in vitro 4UarHOCTUKM
or TemnepaTypHbIil gnanasoH
M3rotosuTenb
nJ

[lata n3rotosneHuns
q BBepx
3HaK BTOPUYHOI nepepaboTKm

bepeub 0T Bnaru

XpynKoe, 06pallaThCs 0CTOPOXKHO

X Mpenen nNo KONNYecTBY SPYCOB B LTabene

LLI

14. CsegeHuMAa 06 yTunmsaumm nsaenns

Y1066l M36€XaTb BO3MOXHOI0O 3arpsa3HeHUs OKpY>Xalolein cpefbl, nsgenve c
NCTEKLUMM CPOKOM FOAHOCTU, OTXOAbl MCMONb30BaHHbIX PeareHToB, a TakXe B Cny4ae
BUAUMbIX MoOBPeXaeHn WHOMBUAYANbHOW  YNaKOBKM, usgenve  [OMKHO

9
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YTUAN3NPOBaTbCA B coOTBeTCTBMM € CaHluH 2.1.3684-21 pns 0TxX0[0B Knacca b
(anmaemunonormyeckn onacHble 0TX0AbI).

15. CooTBeTCTBME cTaHjapTam Poccuinickon degepaumm

MOCT P 51088-2013 «MeanuMHCKNe un3gennsa gns AMarHoCTUKW UMH BUTPO.
PeareHTbl, Habopbl peareHTOB, TECT-CUCTEMbI, KOHTPOJIbHbIE MaTepuasbl, NUTaTe/IbHble
cpefbl. TpeboBaHWS K U3LENNAM U NOALEPXKUBAIOLLEN JOKYMEHTALUNY;

FTOCT P NCO 18113-1-2015 «MeanUNHCKNE N3aenusa ans agnarHoCTUKN in vitro.
VH(opmaums, npegoctaBnsgemMas mM3rotosutesiem (Mapkuposka). Yactb 1. TepMuHbl,
onpeaeneHns 1 obLime TpeboBaHUNAY;

FOCT PUNCO 18113-2-2015 «MeauuUnHCKNe U3genua oas AnarHoCTUKM in Vitro.
VHdopmauus, npefocTasnsgeMas n3rotosutenem(mMapknposka). Yacts 2. PeareHTbl ans
[AMarHoCTUKKM in Vvitro Ans npoecCnoHanbHOro NPMMEHEHNN»;

NOCT P EH 13612-2010 «OueHKa QYHKUMOHaNbHBIX XapakKTepPUCTUK
MeLULNHCKNX U3AeNNIA AN1S ANarHOCTUKK in Vitrox;

FOCT PUNCO 15223-1-2014 «N3penusa mefmumHckue. CUMBOSIbI, NPUMEHSAEMbIE
npy MapKuUpoBaHWM Ha MEeAULMHCKUX W3LeNuNaX, 3TUKETKax M B COMPOBOAMTE/IbHOM
JOoKyMmeHTauun. Yacte 1. OCHOBHble TpeboBaHWA»;

FOCT P NCO 23640-2015 «W/3penva mefuuUHCKUE NS 4UArHOCTUKK in Vitro.
OueHKa cTabunbHOCTY peareHToB A5 AUarHOCTUKHY in Vitroy.

FOCT P EH 13641-2010 «YcTpaHeHUe WU CHUXKEHUE pUckKa UHPULMPOBaHWS,
CBA3aHHOTO0 C peareHTaMu Ans JUArHOCTUKM in Vitro»;

FOCT ISO 17511-2011 «W3pgenua meguuMHCKMe ANa ANArHOCTUMKWM in vitro.
3mepeHue BenvunH B 61onornyecknx npobax. Metponornyeckas npocnexxmBaeMocTb
3HaYeHWI, NPUNUCaHHbIX KambpaTopam ¥ KOHTPO/IbHbIM MaTepuanam»;

FOCT I1SO 14971-2011 «W3penva mefunUMHCKMe. TpuMeHeHMe MeHeIKMeHTa
pycKa K MeAULMHCKUM N3LeNUAM;

FOCT P 51352-2013 «MegunuuHckue wusgenus ons AUarHOCTUKWM WH BUTPO.
MeToAbl UCMbITaHNIA».

16. KomnieKT nocTaBKu

N3penvne noctaBnseTcs B CNefytoLein KOMNIeKTauuu:
- Kanubparop (CO) - 1¢n. x 2,0 mn.;

- Kanuépatop (C1) - 1¢n. x 2,0 mn.;

- Kannbparop (C2) - 1¢n. x 2,0 mn,;

- NHCTpYKUMA No NpuMeHeHno - 1w,

17. TpeTeH3nn No KayecTtBy

Ajpec 4ns npvemMa peknamaymia:

O6LLecTBO C OrpaHM4eHHOM OTBETCTBEHHOCTbIO «KomnaHus «BuBu» (00O
«KomnaHus «bnBu»)

129085, r.Mocksa, NMpocnekt Mupa, gom 101, cTp 1,nom 17.
Ten: +7(499)2816768

18. CBefieHNs1 0 MPOM3BOANTENE N3AeNNS

MpownssoguTens: LLIaHbWKIHb MaitHgpali brno-Megukan
dnekTpoHuke Ko., N4,
10
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(Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.), Kutaii
AJpec npou3BoanUTeNs: Mindray Building, Keji 12th Road
South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, People’s
Republic of China
MecTo nNpon3BoACTBa: Shenzhen Mindray Bio-Medical

Electronics Co., Ltd., 1203 Nanhuan
Avenue, Guangming District, 518106
Shenzhen, People's Republic of China

19. Cnucok nnuTepaTypbl

1 My6nukaumm MwuHUCTEPCTBA 34paBOOXPaHEHUs W COLManbHOro obecrneyeHus

CLUA (HHS), 5-e nsgaHue, gekabpb 2009 r. Buobe3onacHoOCTb B MUKPOOGUONOrNYECKUX
1N GMOMEANLIMHCKUX NabopaTopmsix.

2. 1ISO 17511:2003 «MegmumHCcKe wm3dennsa Ana  AUMarHocTMKM in  vitro.
Vi3mepeHve  KO/IMYECTBEHHOTO  COfepXaHwsa B 6MONOrMyeckux  obpasuax.

MeTposiornyeckas npoCieXXnBaemocTb 3HaYeHMN, MPUCBOEHHbIX Kam/l6paTopaM "
KOHTPOJ/IbHbIM MaTepuasiam».
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/MepeBoA C aHIMIACKOrO0 fi3blKa Ha PYCCKMiA A3bIK/

CEPTUOUNKAT

[NoroTtun/

KwuTaiickmii CoBET N0 COAENCTBUIO MeXAyHapoaHO TOpros/e

Toproso-npomMbliwneHHas nanara Knrtas

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



KuTaiicknin CoBeT Mo COAeNCTBUIO MEX/AYHApOAHO TOproene

Toproso-npombliLiieHHas nanata Kurtas

%T CEPTUDNKAT

QR-kog,

X0 214403 AO/016922

HacToslmMm yaoCcTOBEPSETCS, UTO neyaTb KOMNaHuM «LLsHbWKaHL MaiHapsii bro-Megykan 3neKTpoHuKe
Ko. /1TA4.» npocTaBneHHas Ha npunoxenHoin AEK/TAPALIVIN, aBnseTcs NOANMHHONA.

TwcHeHas neyarb:

(Cvraicknin CoBeT Mo coaeincTanto mexxayHapoaHoi Toprosne// CEPTUGUKALINA

KuTaickunin CoBeT No COAeNCTBUIO MeXAYHapO4HOW TOProsne

Moanuchb YNosHOMOYEHHOr0 nua: NognMcaHo

Cioin [auatoHb

Mevars:

KuTaiickuin CoBeT no cogenctaunto mexxayHapogHoi toprosne // CEPTUPUKALNA
(OdaTa: 16 mapta 2021 T.)

Beb6-caiiT ana NpoBepKu NOAMHHOCTI cepTudmkara: littp:/AmAvvv.r7ccpit.com/validatc.html
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03.03.2021

[ns npefocTasneHns No Mecty TpeboBaHus,
Jeknapauuns

Mbl, KomnaHua LUsHbWKaHb MaitHapaii Buo-Megvkan 3nekTpoHuke Ko., Jita. («MaliHgpait»),
NpoM3BOANTESNb MEANLIMHCKOTO 13AeNis

Habop Ka.1mbpatopoB [Ans Ko/fu4yecTBeHHOro onpegeneHns uHcynuHa (Insulin Calibrators /
Insulin  CAL) VMMYHOXEMWIIOMUHECLEHTHbIM METOLOM B  K/MHWYECKOM o6pasue na
aHanmnsatopax cepum CL Ans AMarHoCcTMKM in vitro

HaCTOoALWMNM 3asaBIAEM, YTO:

MpunoxeHHoe cofepXaHne  «MHCTPYKUMA No  npuMeHeHwto  Habop  KanmubpatopoB — Aans
KOJIMYECTBEHHOIO  OMpefesieHns nucynnHa  (Insulin Calibrators /  Insulin  CAL)
NMMYHOXEMU/TFIOMUHECLEHTHLIM METOLOM B K/IMHWYEeCKOM 00pasue Ha aHanmsaTopax cepum CL gns
OMarHoCTUKM in Vitro», NCNO/Mb30BaBLLErocs A8 perncTpaumm MeanUMHCKOro M3Lenns Ha TeppUTopun
Poccuiickoin degepaupm; B AaHHOM (haiine npuBefeHa UHCTPYKUMA MO MPUMEHEHUIO MeAULMHCKOro
n3genuvs.

1 TMpWNOXeHHbI AOKYMEHT UCMOMb3YETCS TONMBKO 1S PErUCTpaLmMi MeauLMHCKOrO U3Aenns Ha
TeppuTopui Poccuiickoli ®egepaumu, 1 B COOTBETCTBUM C 3aKOHaMM Poccuiickoii degepaLiym
AN VCMONb30BaHS JOKYMEHTOB TpeGyeT HOTapuasbHOro 3aBEPEHMS.

C yBaKeHveMm,

/Moanuce/

BaH CWHbOWH

MeHeykep oTAeia HOpMaTUBHO-NPABOBOrO PerynmMpoBaHns

LLIsHbYX3Hb MaliHapain Bno-Megukan dnekTpoHuke Ko., N114.

MeyaTb: LLIsHbY>K3Hb MaiiHapait Buo-Meanka! dnekTpoHuke Ko., JITa. 4403055003015

KuTaiickas HapogHasa Pecny6nmka, 518057, LLISHbUYK3Hb, HaHbLUaHb,
MPOMbILLMEHHbIA NapK BbICOKMX TEXHOMOTWIA.

3paHne «MwuHapeii», Kemku, 12 Poya CayT

Ten.:+86 755 26582888

Pakc: +86 755 26582680

Caiit: www.niindrav.coin
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YTBEPXXJEHO
/noanuce/
BaH CuHbOWH

MeHemkep 0TAeNna HOPMaTUBHO-NPaBOBOr0 PEryMpPoBaHUS
L aHbYX3Hb MaliHapa Buo-Mepgukan 3nektpoHuke Ko., 1T4.
03.03.2021

MeyaTb: LU3HbU>K3HL MaitHapaii Buo-Meagnkan 3nekTpoHuke Ko., 1Ta.
4405055003015

KuTaiickas HapogHas Pecny6nvka, 518057, LLISHbWK3Hb, HaHbLaHB,
MpOMbILLAEHHBIA NapK BbICOKVX TEXHO/OTUA,

3paHne «MuHapei», Kemku, 12 Poyp CayT

Ten.:+86 755 26582888

dakc; +86 755 26582680

CaiiT: www.mindren’.coT
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MepeBOf, LaHHOTO TEKCTA BbINOYTHEH NepeBoAYMKOM 1/1naeBoii Mapueit BUKTOPOBHO

Poccuniickasa depe
Mopos Mocksal
LLiecToro mas aBe Tbicsum gBaauall» ntp&ora

A, PebpuHa EneHa AMuTpueBHa, BPEMEHHO WCMOJHAOWAA OOTHHOCTM jjot
Mockebl AkumoBa Ine6a bopucosmya, CBMAETENLCTBYHO MOAIMHHOCTb
LLInaeBoii Mapuu BMKTOPOBHbI.

Moanuch caenaHa B MOEM MPUCYTCTBUM.
JINYHOCTb MOANWCABLLIEr0 JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peectpe: Ne 77/09-H/77-2021-

YnnayeHo 3a coBepLleHNe HoTapmanbHoro gerictens: 400 py6. 00 kon.

E.O. PebpuHa

Bcero npoluHypoBaHo, n
1 CKPEMN/EHo NneyaTbio

BPWMO Horapuyca:
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