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03.03.2021
whom it may concern,
Declaration

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

Calibrators Kit for quantitative determination of C-Peptide (C-Peptide Calibrators / C-Peptide
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 C-Peptide
(C-Peptide Calibrators / C-Peptide 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 tiTjly 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. +8675526582888,

(akc 7SS

http:// www.mmdrav.com
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Manager of Techni
Shenzhen Mindray

03.03.2021

Instruction for use

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

MHCTpYyKUMA no npvllvleHe#ano

Habop kanubpaTtopoB A1 KONMYecTBEHHOro onpegenieHnsa C-nentuga (C-Peptide
Calibrators / C-Peptide CAL) MMMYHOXeMUNIOMUHECLEHTHLIM METOAOM B K/IMHUYECKOM
o6pasue Ha aHanusaTopax cepuu CL gna AnarHOCTUKN in vitro

LL3HbYKIHb ManHapan bno-Megnkan dnekTpoHuke Ko., J1Ta.
(Shenzhen Mindray Bio-Medical Electronics Co., Ltd.), KuTaii

Bepcus 2

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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JaTta yTBep>XaeHns MHCTPYKUMN no npumeHeHuto: 03.03.2021

1 HasBaHwue nsgenus

Habop KanubpaTopoB 47151 KO/IMYeCTBEHHOro onpegeneHnsa C-nentuga (C-
Peptide Calibrators / C-Peptide CAL) MMMYyHOXeMUMIOMUHECLLEHTHBLIM METOJ0M B
KNIMHNYeCKOM obpasue Ha aHanusatopax cepum CL gns gnarHocTuKw in vitro, B
cocTaBe:

- Kannépatop (CO)- 1dn. x 2,0 mn.;

- Kanu6patop (C1) m1cn. x 2,0 mn,;

- Kanu6patop (C2) m1cn. x 2,0 mn,;

- IHCTpyKUKSA Mo npuMeHeHuto - 1.

MpumevaHne - [anee COKpalWEHHO HavMMeHOBaHWe u3fenusa -  Habop
Kannbpatopos, n3aenve, kannobpaTtopbl C-nentuaa.

2. HasHa4yeHue nsgenus

N3penve npefHasHayeHO A1 KaMOPOBKM  KOJIMYECTBEHHbIX TeCcTOB [/
onpegenennsa C-nentvia UMMYHOXEMUIIOMUHECLLEHTHbIM METOAOM Ha aHanu3aTopax
cepuun CL gns AnarHoCTUKK in vitro.

O6nactb NPUMeHeHNS

KnnHuyeckas nabopatopHas AnarHocTuka.

MpoTmnBonokasaHus

He npumeHnmo gnga gaHHoro MW.

Bo3MOXHble MO60YHbIE AENCTBUA MNPU  UCMOMb30BAHUM  MEeAULMHCKOr0
n3genns

He npumeHnmo gnsa gaHHoro MW.

TpeboBaHUs K onepaTopy (NoNb30BaTesO)

MegununHcKoe nsaenve npefHasHaqyeHo 418 NpoeccMoHanbHOro NPUMEHEHNA U
MOXET WCNONb30BaTbCA TONbKO KBA/IM(PULMPOBAHHLIM MEPCOHaNoM B 06/1acTu
KIMHUYECKON NabopaTopHON AMarHOCTUKKN (MeAULMHCKUM N1abopaTopHbIM TEXHUKOM
NN BPauyoM KIMHWYECKON NabopaTOPHOIN AMArHOCTMKN).

3. OnucaHwve nsgenus

N3penne coctomT M3 Tpex (akoHOB 6enoro upeta ¢ repMeTUYHO 3aKpbITOM
KPbILWKOWA. Bo (hnakoHax HaxoauTcs npo3payHas GecLBeTHas XXMAKOCTb 6e3 ocafka,
B3BELUEHHbIX YacTuy W XxnonbeB. Kaxaomy ¢nakoHy w3fenns COOTBETCTBYeT
onpeaenéHHas KoHUeHTpauna aHanuta (C-nentuga). ®nakoH yposHs 0 (kanmbépatop CO)
COAEPXXUT HYNEeBYK KOHLEHTpauuo aHanuTa, (nakoH ypoBHs 1 (kanubpatop C1)
COZIEPXKUT NPUBNN3NTENBHYHO KOHUEHTpauuto aHanmTa 0,5 Hr/mMn, hnakoH YpoBHS 2
(kanubpatop C2) cofepXXMT NPUBAN3NTENBbHYIO KOHLEHTpauuto aHanuta 10 Hr/mn.
TOuYHble 3HAYEHUS| KOHLEHTPaLWUM aHanuMTa B KanmbpaTopax 3allu(poBaHbl B LUTPUX-
Koge (KannbpoBOYHON KapTe) Ha ynakoBke u3genus. KoHUeHTpauus aHanuToB BO
thnakoHax siIBseTcs noTocneyntnyHon.

4. TpuHUMN fencTBuA

Mpn npouefype KanmBpoBKM WUCMOMb3yeTcs WMHAOpMaUus 0 KanmBpoBOYHOI
KpvBoli (CuMTbiBaeMasi CUCTEMOI aHanuW3aTopa C 3alM(POBaHHON B LITPUX-KOAe Ha
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ynakoBke peareHTa) M O TOYHbIX 3HAYEHWSX KOHLEHTpauuidi KanmbpaTopos
(CUMTbIBAEMbIX CUCTEMOI aHanM3aTopa C 3alndpPOBaHHbIX B LUTPUX-KOAE Ha YMaKOBKe
KanmbpaTopos). [anee cucTemMa aHanusatopa onpegensieT OTHOCMTENbHbIE CBETOBbIE
eanHuLbl (OCE) Ans KaXAoro YpoBHS Kanuopatopa UMMYHOXEMUIOMUHECLLEHTHBIM
METOAOM MO MNPUHUMMY C3HABMY-MeTOoAa. 3aTeM C MOMOLLUbI0  MaTeMaTUYecKol
3aBUCUMOCTMN MexXay M3mepeHHbIM OCE 1 TOYHBIMW 3HAUYeHUsSIMI 3-X KanmGpaTopoB B
cuCTeMe  aHanu3aTtopa  MPOMCXOAMT  ajanTauus  KanMbpOBOYHOW  KPUBOIA.
A[lanTpoBaHHasA KannGpoBOYHas KpuMBas WCMOMb3YeTCcs B CUMCTEME aHanuaaTopa Afs
npeo6pasoBaHns OCE, M3MepeHHbIX ANs 06paslioB, B KOHKPETHble KOMMYECTBEHHbIE
rnoKasaTe/in aHanuTa.

5. KOMMNOHEHTbI cocTaBa u3aenns
Tabnuua 5.1 KoMNoHEHTbI cocTaBa

KOMMNOHEeHTHbII cocTaB KoHueHTpayus NeCAS
Kanubpatop CO
AnbbyMuH, ppakumns V 13 6blubeid CbiIBOPOTKK 2,00 % 9048-46-8
MES-6yep (2-MmopdonmHoaTaHCyNbHOHOBasA
KuncnoTa) 0,976 % 4432-31-9
MpoknuH 300 (Procin300) 0,05 % 96118-96-6
A3ng HaTpusa (NaN3) 0,09 % 26628-22-8
[unctunnmpoBaHHaa Boja 96,884 % /
Kanuépatop C1
C-nentung (CMHTETUYECKWIA) * 0,00005 % /
AnbOYMUH, Ppakumna V 13 6bl4beil CbIBOPOTKM 2,00 % 9048-46-8
MES-6ythep (2-mophonuunoaTtancynboHoBas
KncnoTa) ' 0,976 % 145224-94-8
MpoknunH 300 (Prockin300) 0,05 % 96118-96-6
Asng Hatpus (NaN3) 0,09 % 26628-22-8
AncTunnnpoBaHHas Boga 96,88395 % /
Kanubpatop C2
C-nentug (CUHTETUYECKNIA) 0,001 % /
AnbbymMuH, dpakuma V 13 6blUbeil CbIBOPOTKM 2,00 % 9048-46-8
MES-6ydep (2-MopghonnHoaTaHCyNbHOHOBAS
KNCNoTa) 0,976 % 145224-94-8
MpoknuH 300 (Procn300) 0,05 % 96118-96-6
Asng Hatpusa (NaN3) 0,09 % 26628-22-8
AuctunnmposaHHas Boga 96,883 % /
MpumeyaHusa:

1. KOHUeHTpauunm  KOMMOHEHTOB  coCTaBa  Ana  W3fenns  ABNATCA
notocneynnYHbLIMU.

2. i3genve cogep>nT B CBOEM COCTaBe MaTepurabl XXMBOTHOIO NPOUCXOXAEHNS.
Martepuanibl XXMBOTHOTO MNPOUCXOXKAEHMSA MNOMYYEHbl OT >KUBOTHbLIX, MPOLLEALLINX
HagneXxawnii BeTepuHapHbIi KOHTPO/b.

3. KoHUeHTpauus yKasaHa Kak MaccoBas 019 BelecTsa.

6. MpepynpexaeHnsa n mepbl NPeLOCTOPOXKHOCTH
1. TpefHa3Ha4yeHO TONLKO A1S AUArHOCTUKM in Vitro.
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2. MepcoHan nabopatopmm LOMHKEH 6bITb 06YYeH NpPUHMMATb BCe HEOOXOAMMble
Mepbl NPeAOCTOPOXHOCTH Npy paboTe ¢ 1abopaTopHbLIMU peaeTuBaMu.

3. KoHUeHTpaymmn aHanuTa B Kanmbparopax cneymipuyHbl Ans Kaxaoin naptmm u
3aWngpoBaHbl B LUTPUX-KOLE.

4. He cnepyet cmelLmBaTh Kanmbpatopbl pasfiMiHbIX NapTui.

5. Heo6xoAMMO NpOBOAUTL TEXHWYECKOe O06CNy)KMBaHWe W CTaH4apTHble
onepauumn, BKIKOYas KanMOpoBKY M aHanu3 Ans NpoBEPKM NapamMeTpPoB aHaMTUYECKOIA
CUCTEMBI.

6. Mpn HaMuMM NPU3HAKOB 3arpsa3HeHUs MUKPOOPraHM3MamMu WAN U3ULIHEN
MYTHOCTW U34enus, kanmbpartopbl cnefyer yTUIM3MpoBaTh.

7. T0 OKOHYaHUIO PaboThl C M3Ae/IMeM TLLATE/IbHO NPOMONTE BCE MeCcTa KOHTaKTa.
Mpu paboTe C n3genvem He elwbTe, He MeliTe, He KYpUTe U He HaHOCUTE KOCMETUKY.
Wcnonb3yiiTe n3genve B XopoLo NpOBETPMBAEMOM MOMELLEHNN. 3arpA3HEHHYIO 0L4eXAY
KOMMOHEHTaMMN M3Lenns cpasy CHUMaliTe.

8. Obpawarbcs € M3heNMeM Kak C  marepuanom, MpeacTaBastoL MM
NoTeHLMaNbHY0 BMONOTMYECKYHO ONAcHOCTb.

Mepbl UHAMBUAYANbHON 3aIUTbI

[na npegoTBpalleHWs KOHTaKTa C KOXel cnefyeT HafesaTb

3awmnTa Koxm HENpPOHWULaeMble MepyaTkn W3 HWTPUNA WAW U3 aHaNOrMYHOro
maTepuana.
UTo6bl He JOMYCTUTL NoNajaHns B rnasa, CnefyeT HOCUTh 3alUTHbIE
3awunTa rnas OYKW WM cheunanbHble OYKM ANA  3aluTbl 0T  XMMWUYECKOro
BO3/4eNCTBMA. A

B 06bIYHbIX YCNOBMAX MPU UCMOMb30BAHUN U3[ENNSA 3alLLMTa OpraHoB
3alunTa  OpraHoB AblXaHWs He TpebyeTcs. B cnyyae N0OXoi BEHTUNALWUM NOMELLEHNUS U
AblXaHuns ANVTeNbHOM paboThbl C M3AeNMeM BOMPOC O PECMMpPaTOPHON 3aliuTe
pelaeTcs KBaMPULMPOBAHHbLIM CMeLNaMcToM.
KOHTposb
BO3A4eliCTBUA Ha
OKpYy>XaloLLyto

cpeay

He ,D.OHyCKaVITe nonagaHna n3genna B KaHainsauno n BOAOEMBbI.

7. lpoBeaeHue nccnefosaHums
1 Mepef Hayanom paboTbl CreayeT 03HAKOMMUTLCA C PYKOBOACTBOM MO

aKcnayaTauuMm MCNosb3yeMOro aHanm3atopa, a TakKXKe C WHCTPYKUMAMU  W3Aenui,
1cnosib3yemblx B pabore.

2. N3BneknTe (NakoHbl K3 XONMOAWNbHUKA WM MOPO3UIKU W BblAepXuTe [0
[OCTVKEHWUsS KOMHaTHOI TemrnepaTypbl.

3. MNepemeLuainTe KOMMNOHEHTLI, OCTOPOXHO MepeBopaynBas (HNakoHbl He MeHee
10 pa3 nepef npumeHeHueM. 36erainTe 06pa3oBaHUs Ny3bipbKOB.

4. OTCKaHWpyliTe LWTPUX-KOL C YNaKOBKM peareHTa, a 3aTeM C YMakOBKM
KanmbpaTopa.

5. YkaxuTe nNonoXeHwe KanmbpaTopa B NpPOrpaMmMHOM 06GecnevyeHuu
aHanusaropa.

6. BblbepuTe 3anpoc KanmbpoBKM B MporpaMMHOM 0becneyeHUn aHanmsaropa.

7. 3anofiHnTe Npobmpku TpedyembiM KOIMYECTBOM KanmbpaTopos ¥ NOMecTute
MX B LUTATMB. Y6eanTech, YTO KanmbpaTopbl YCTaHOB/EHbI B YKa3aHHbIX paHee fyeikax.
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Bo Bpems npoLeaypbl KanMbpoBKKM BbINOMHAETCA TPU NMPOroHa aHann3a Ana Kanméparopa
CO, a TaKkxe Mo fBa NMporoHa aHanusos Ans kanmépatopos C1 n C2 (MH(popmauns o6
ob6beMax peareHTOB, HEOOXOAMMBIX 15 OLHOr0 aHanusa, NpuBefeHa B UHCTPYKLMM MO
MPUMEHEHUIO UCMOMb3YEMOr0 peareHTa).

8. YcraHoBuUTe WTATUB B 6/10K NOJAYM LWITATUBOB aHaM3aTopa.

9. 3anycTute aHann3 B NPorpaMMHOM 06ecneyeHny aHannm3aTopa.

PekomeHAyeTCsi NPOBOAWUTL MOBTOPHYIO Ka/MOPOBKY KaX[ble YeTbipe Hepenw,
Mpy Havase UCNONb30BaHWS peareHTOB W3 HOBOW MapTuW, a TakXe B cllyyae, ecnu
pe3y/ibTaTbl KOHTPO/IA KayeCTBa BbIXOAAT 3a Mpefenbl YKa3aHHOro fuanasoHa.

8. KoHTpoNnb KayectBa

[na aBYXYpPOBHEBOro KOHTPOMA KauyecTBa MCMO/Mb30BaTb usgenuve «Marepuan
KOHTPOMbHbIA Immunoassay Multi Control ang KOHTpoNs KayecTBa KOANYECTBEHHOIO
onpefeneHnss aHaMToOB B KAWHWYECKOM ob6pasue WMMMYHOXEMUHOMUHECLEHTHbIM
METO4OM Ha aHanusatopax cepum CL And gMarHOCTUKKM in vitro» nNpou3BOACTBa
KomnaHun Mindray.

Mcnonb3yliTe KOHTPONbHLIV MaTepuan B KayecTBe Npob A8 MPOBEpKK cTaTyca
KaXX[0M KannmbpoBKuW. Pe3ynbTaT aHaim3a KOHTPOIbHOIO Matepumana A0/MKeH HaXoaUTbCS
B Npefenax AnanasoHa KOHLUeHTpauuid, yKasaHHOro B Tabnuue pesynbTatoB A/18 CUCTEMbI
CL komnaHum Mindray. Ecnu pe3ynbTaTbl aHann3a KOHTPO/IbHOrO Matepuana BbIXOAAT
3anpefen YykKasaHHOro jAuanasoHa, Cnefyet MPOBEPWUTb aHanM3aTop W peareHThl,
HanpumMep, Aatbl OKOHYaHWA CPOKa rOAHOCTWU WM YCNOBUA XPaHEHMUS Kannbpatopos,
peareHTOB Y KOHTPOJIbHbIX MaTeprnasnios; BO3MOXHOe 3arpsisHeHWe peareHTa; noioXxKeHme
obpasua B aHanM3aTope; HaCTPOMKM napameTpoB MPOrpamMMHOro ob6ecnevyeHus unu
paboTy aHanusaTtopa. [py HeO06XOAMMOCTM NMOBTOPUTLNpPOLEAYPY KanmbposBku. Eciu
pesynbTaTbl aHanM3a KOHTPONbLHOrO MaTtepuana no-fnpexHemy BbIXOAAT 3a npegen
yKa3aHHOro gmanasoHa, 06paTtuTech 3a MOMOLLbO K MPOV3BOAUTENIO.

[na nposefeHns npoueaypbl KOHTPONSA KayecTBa CrefyeT O03HaKOMUTLCA C
MHCTPYKUMEN Ha KOHTPOJbHbIA MaTepuMan M C PYKOBOACTBOM MO 3Kcnyatauuu
aHanusatopos Mindray.

9. YcnoBuss  XpaHeHWs M 3KcnayaTtauuu, CTabuibHOCTb  U3genus,
TpaHcnopTupoBaHue

3asB/IEHHbIN CPOK FOAHOCTY - 12 MecsLEB.

Mocne nctevyeHUs cpoka rogHoOCTH, U3Lenve NCnosib30BaTh 3anpeLLeHo.

YcnoBus XpaHeHUs 1 aKcnayaTaumm, cTabuibHOCTb U3aenuns

N3penve cTabunbHO A0 MCTEYEHUS CpOKa MOAHOCTM, YKAa3aHHOr0 Ha 3TUKETKeE,
Mpn XpaHeHMM HEBCKPLITOrO (hlakoHa B 3allMLLEHHOM OT CBeTa MeCTe Nnpu Temnepartype
2~8°C B XONOAWNbHBIX Kamepax WM B XONOAMNbHMKAaX, 0b6ecnevynBaroLLInX
PernaMeHTUPOBaHHbI  TeMNepaTypHbIi  PeXUM C  eXeAHEeBHOW  perucrpaumen
TemnepaTypbl. [locne BCKpbITUA wu3genne cTabunbHO B TeveHun 30 AHEW npw
Temnepartype 2—8°C.

M3genns, XpaHMBLUMECA C HapylUleHWemM pPernaMeHTUPOBAHHOMO pPexunma,
NMPUMEHE-HUIO HE MoAJiexar.

Ycnosus TpaHCNoOpTUPOBaHUA
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N3penne MOXeT TpaHCNOPTUPOBATLCA BCEMU BUAAMW KPbITOrO TpaHcnopTa npw
obecneyeHUn TemnepaTypbl TPAHCNOPTUPOBaHNA OT 2 0 8 ®C

N3penna, TpaHCMOPTMPOBaHHbIE C HapyLUeHWeM TeMMepaTypHOro pexuma,
NMPUMEHEHMIO He Noj/1exar.

10. Heobxogumble (HO He MpefocTaB/ISeMble) MaTepuasbl A9 NPOBeLeHUs
aHanmsa

- AHanusatop aBTOMaTUYeCKni MMMYHOXEMUTIOMUHECLLEHTHbI ans
AMarHoctuky in vitro cepmm CL € npuHag/eXxHocTaMu (HOMep perucrpalyMoHHOro
ypoctosepeHus P3H 2020/10238 o1 04.05.2020 r.);

- AHanmnsaTop aBTOMaTUYeCKMii UMMYHOXEMUIIOMUHECLEHTHbIA CL-6000i gns
AMarHoCcTUKN in vitro;

> Kacceta Cc peareHTaMu 4719 KO/IMYeCTBEHHOro onpegenedus C-nentuga (C-
Peptide (CL1A)/ (C-Peptide)) nMMYyHOXEMWUNHOMUHECLLEHTHBIM METOAOM B KIIMHUYECKOM
obpasue Ha aHanm3atopax cepun CL ana guarHoCTUKM in Vitro;

- Matepuan KoHTponbHbI Immunoassay Multi Control ans KoOHTpons kavectsa
KOJINYECTBEHHOIO onpeaeneHuns aHanuToB B KNMHWYECKOM obpasue
NMMYHOXEMUTIOMUHECLLEHTHLIM METOA0M Ha aHanusaTopax cepun CL Ans 4UarHoCTUKN
in vitro (Homep permcTpaunoHHoro ygoctoeepeHus P3H 2020/11916 ot 11.09.2020);

- PactBop OytepHblin npombiBouHbIi (Wash Buffer) ans aBTomaTnyeckmx
NMMYHOXEMUTIIOMUHECLLEHTHBIX aHann3aTopoB cepunm CL gna gmarHocTukm in vitro
(Homep peructpayMoHHoro ygoctosepeHuns P3H 2020/10293 ot 08.05.2020 r.);

- PactBop  cybcTtpatHbii  (Substrate  Solution) pgna  aBTOMaTU4ecKMx
NMMYHOXEMUTIOMUHECLEHTHBLIX aHanu3aTopos cepunm CL AN AMArHOCTUKKM in Vitro
(HoMep perucTpaumnoHHoro yaoctosepeHuns P3H 2020/10296 ot 08.05.2020 r.);

- ObuenabopaTopHoe 060pya0BaHMeE.

- [lo3upytoLyme yCTpoiicTBa.

Mpumeyanne - And  6onee  NoApo6HOM  MH(oOpMauuM  KacaTeflbHO
[OMOMHUTENbHBIX HE0OX04MMbIX MaTepuanoB obpawjaiTecb K COOTBETCTBYHOLLUM
WHCTPYKLMSAM 1N PYKOBOACTBAM MO 3KCnyaTaumum nsgenuii, NCnosb3yembix B paboTe.

11. MeTponoru4yeckas npocsexxnBaemocTb
N3mepsemas BennumHa B Kanmbpatope MPOCNeXMBAETCA K MeXAyHapoLHOMY
pedepeHTHOMY MaTepuany C-nentuga, kogHLU3C: 84/510.

12. O6wme xapaKTEPUCTUKN N3LeNNA
O6LWune xapaKTepUCTUKN N3aeNna npueefeHbl B Tabnuue 12.1
Tabnuua 12.1 O6wme xapaKTepuCcTUKM

Kanubépatop
XapakTepuctuka
Cco C1 C2
O6bem kKanubpatopa (mn) ~nL0 >2,0 >2,0
Macca kanmbpatopa c 8.9 8.9 8.9
COLEPXUMbIM, T (5 %)
Macca nyctoro hnakoHa (£10 %) 6,7
KucnoTtHocTb (pH) 5,2-6,2
FepmeTUYHOCTb lakoHa FepMeTUYHBbIN

KannbpaTopbl MMelOT BU NPO3pPayYHOin GecLBETHO

BHewHW BK
A XMNAKOCTM 6e3 0cagka, B3BELIEHHbIX YacTuL, 1 X/10MbeB
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AHTWUTENA K BUpYycy renatuta C OTpuuaTensHo

AHTuTena K BNUY 1,2 OTpuuaTtensHo
Buonornyeckas 6e30MacHoOCTb I'IOBerHOCTHblVI aHTUreH
OTpuuaTensHo
Bupyca renatnta B (HBsAQ)
AHTUTENa K TP OTpuuaTensHo
FabapuTHaa BbICcOTA
P 44,2 £2
noNUNPONUAEHOBOTO (h1aKoHa, MM
FabapuTHbIW gnameTt
P A P 25,240,2
noMNPONUIEHOBOTO PlakoHa, MM
Ma6apuTHasa BbICOTA KPbIL KU
15,2+0,3
(hnakoHa, MM,
Fa6apuTHbLIA AnameTp KpblLl KK
P A P KP 24,7+0,8

(hnakoHa, MM

13. Y nakoBKa U MapKupoBKa n3genns

13.1 ¥ nakoBKa n3genus

®PnakoHbl  KasmMbpaTopoB  (PUKCUPYIOTCA Ha  CMeuuasbHOM  MNOAAOHE WU
YyNaKoBbIBAKOTCA B KapTOHHYIO KOPOOKY (NOTPebuTeNbCKYHO YNakoBKY) B KO/IMYECTBE,
onpegensemMmbiM KOMMIEKTOM MOCTaBKU. B Kaoi ynakoBKe HaX0ANTCA MHCTPYKLMS NO
NMPUMEHEHUIO.

[na TpaHCMOpPTUPOBKM NPOWU3BOAMTENb YMaKOBbIBAET KAapTOHHble KOPOOGKM B
TEPMOKOHTeliHepbl BMeCTe C X/1afo3neMeHTaMu [fns  obecrneyveHus TemnepaTypbl
TpaHcnopTupoBaHua ot 2 o 8 °C B KOMIMYeCTBe, OMnpegensemMbiM LOroBOPOM MOCTaBKMU.
TepMOKOHTeHepPbl YNaKOBbIBAKTCSA B KOPOOKY M3 rOPPMPOBAHHOI0 KapTOHa.

13.2 MapKunpoBKa n3genuns

OpurnHanbHas MapKMpoBKa (/1aKOHOB

MapKnpoBKa p1akOHOB COAEPXUT CNefyoWwyK” MH(hopMauuio:

- loroTun nsroToeuTens;

- CoKpallBHHOe HaMMeHOoBaHWe;

- HaumeHoBaHMe KOMMOHeHTa;

- Hhopmauumto 06 06bEme Kannbpatopa B Ma (mL);

A Takxe cnegytoline cUMBOSbI:

CvmBon HanmeHoBaHve cumBona

Mcnonb3oBaTh [0

LOT Kog naptum
IVD W3penve ang in vitro AnarHocTnku
JT.84:
1-c4 TemnepaTypHbIli AnanasoH

Bronoruyeckunii puck

MapKnpoBKa NOTPebUTEeNbCKOM YNaKOBKK

Ha MapKupoBKy NOTPeOUTENbCKOW YNakKOBKM HaKNeeH CTUKep, KOTOpPbIi
COAEPXUT CNefyroLyo UH(OpMaLUIO:

- Hagnucb «HhopmaLmio Ha CTUKepe cYUTaTb NPUOPUTETHOW»;

- MonHoe n cokpalléHHoe HaMeHOoBaHWe N3aenuns;

- CocTas usgenus;
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- Hagnuch «[ng npodeccroHaibHOro NPUMeEHeHNs»;

- Hagnucb «TONbKO AN AMAarHOCTUKN in Vitroy;

- Hagnuce «Kop napTum, CpPOK rOAHOCTM, YC/IOBUS XPaHEHUS W OCTaslbHble
rpaguyeckme CUMBONbI YKasaHbl Ha OPUTMHaNbHON MapKUPOBKE»;

- Homep pernctpayMoHHOro y40CTOBEPEHUS;

- HaumeHoBaHuWe 1 agpec yNnonHOMOYEHHOrO NpeacTartens npou3BoAUTENS;

- Homep P/N.
A TaKXe cnefytoLyue CUMBOSIbI:
CumBon OnucaHne
|:| a O6paTnTech K MHCTPYKLUMM NO NPUMEHEHWIO
A OcTopoxHo! O6patuTech K UHCTPYKLMU MO NPUMEHEHUIO
n'k] M3rotoBuTeNb

MapKupoBKa NoTPe6UTENbCKOI YNaKOBKM
MapkupoBKka u3genns (MoTPeGUTENbCKOW YMaKoBKM) COAEPXMUT CrefyHoLlyto
MH(OPMALMIO 1 CUMBO/bI:

- CoKpaleHHOe HavMeHOBaHWe U3aenns;
JNloroTvn n3rotoBuTens;

- Homep P/N;
VH(opmaumtio o cogepxnmom (contents);

Cumson OnucaHue
VMcnonb3oBatb 0
REF]| Homep no Katanory
LOT Koga naptum
IVD W3genve gnsa in vitro gnarHoCTMKm
[~8T 5
on-4 TemnepatypHbIN gnanasoH
bﬂ M3roTosuTenb
11 BBepx
a MapkunpoBka 3Hakom CE
|ECIREPI YNONHOMOYEHHbIA  npeAcTaBuTeslb B EBpONeickom

coobulecTee

Bronornyeckuii puck

Ha BHYTpPEHHIO 4acTb MOTPEOUTENbCKOM YMAaKOBKM HaK/eeH CTUMKEP, Ha KOTOPOM
COAEPXUTCA CregytoLias nHpopmawms:

- JloroTun n3roToBUTENS;

- Hagnwucb «Calibration card» (KannbpoBoyHas KapTa);
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- Hagnucs «C-peptide» (CokpawéHHOe HaMMeHoBaHve aHanuTa - C-nentug).

- LLTpmxKog,;
A TaKxe cnefyroLme CMMBOSIbI:
CumBon OnwucaHune

Vcnonb3oBaTb [0

Kog naptuu

Ha HVXHeli CTOpOHe YNakoBKM MMEETCs CUMBON:
Cumson OnucaHune

3HaK BTOPUYHOI nepepaboTKu

MapKnpoBKa TPaHCNOPTHOW YyNakoBKW MU3AeNuns

Ha TpaHCNOPTHYI0 YNaKOBKY HaKNeeH CTUKep, KOTOPbIA COLEPXUT CrefyHoLLyio
NH(OpPMaLUIO:

- MNO/THOE N COKpaLLLEHHOE HaUMEHOBaHWe U3Lenus;

- H(OpMaLMsA O Macce HETTO M GpyTTO;

- MIHhOpMaLMsA O Macce HETTO NOTPEOMTENbCKON YNaKOBKU;

- VH(opMauunio 0 Yncne eauHUL, NoTpebuTeNbCKUX YNakoBOK B TPaHCMNOPTHOA

YNaKoBKE;
- MHopmMayMio 0 rabapuTHbIX pa3Mepax TPAHCMOPTHOM YMakoBKW (4/1MHa,
LWMPUHA, BbICOTA); .
- NPefynpeXKaeHns U Mepbl NPefoCTOPOXHOCTU;
Cwumson OnucaHwne
L]
VMcnonb3osaTh 40
LOT Kopg naptun
IVD W3penve gna in vitro 4uarHoCcTuKu
]
JB4-
2 TemnepaTypHbIil AManasoH
M3rotosutenb
Jata nsrotosneHus
Bsepx
3HaK BTOpPWYHOI nepepaboTKu
bBepeub OT BNaru
Xpynkoe, obpaliarbCa 0CTOPOXHO
>< Mpesen No KONMYecTBy APYCOB B LWTabene
T
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14. CBefeHuMa 06 yTunmsaunmn nsgenns

UTo6bl M36exaTb BO3MOXHOIO 3arpsisHeHUs OKpY>Kalollei cpefbl, usgenve c
NCTEKLLUMM CPOKOM TFO4HOCTW, OTXOfAbl MCMO/b30BaHHbLIX PEareHToB, a TakXe B Cinyvae
BUAUMBIX  MOBPEXAEHWIA WHAVBMAYANbHOW  YNakKoBKW,  W3fenve  [0/DKHO
yTunusuposatbcad B cooTBetcTBuM € CaHluH 2.1.3684-21 pna oTxoAos Knacca b
(3NnAemMmnonormyeckn onacHble 0TXOAbI).

15. CooTBeTCcTBME CTaHfapTam Poccuiickon degepaymmn

MOCT P 51088-2013 «MeguumnHckue unsgenus gns AUArHOCTUKU WUH BUTPO.
PeareHTbl, HabOpbI peareHToB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasbl, NMUTaTebHbIE
cpedbl. TpeboBaHMA K U3LEMAM U NOLAEPXKMBAIOLLEA AOKYMEHTALUNY;

FTOCT P NCO 18113-1-2015 «MeanunHCKUe n3aenuns ans gmarHocTUKK in vitro.
WHpopmaums, npegoctasnsemMas U3rotosutesnieM (Mapkuposka). Yacte 1. TepMmuHbl,
onpegeneHns n obme TpeboBaHUA;

FOCT P NCO 18113-2-2015 «MeanumMHCKNe n3genusa ans AuarHocTukK in vitro.
WHpopmauus, npefocTasnsemas UrotosmtenieM(Mapkupoeka). YacTtb 2. PeareHTbl anis
ONArHOCTUKM in Vitro 418 NpoecCMoHaNbHOro NPUMEHEHNA;

FTOCT P EH 13612-2010 «OueHKa (YHKUWOHA/IbHBIX XapaKTepUcTuk
MeAULMHCKUX U3AeNnid 4S8 AUarHOCTUKK in Vitroy;

FOCT P NCO 15223-1-2014 «3penva megnumnHckme. CUMBOSIbI, MPUMEHSEMbIE
Npy¥ MapKMpoBaHMM Ha MEAULMHCKUX WU3LeNnsX, 3TUKETKax M B COMPOBOAUTENbHOM
LokymeHTaumn. Yactb 1. OCHOBHble TpeboBaHUA»;

FOCT P NCO 23640-2015 «M3nenna mefuUUMHCKUE 418 GMATHOCTUKM in Vitro.
OueHKa cTabubHOCTY peareHToB 415 ANarHOCTUKK in Vitro».

FOCT P EH 13641-2010 «YCTpaHeHne UM CHUXKEHUE PUCKA UHPULIMPOBaHMS,
CBSI3aHHOTO C peareHTamu 415 AUarHOCTUKK in Vitro»,

FOCT ISO 17511-2011 «W3penusd MefuUMHCKWME ANA AWArHOCTWUKMK in vitro.
V3mepeHune BenuunH B 6nonornyeckmx npodax. Metponornyeckas nNpocieXxmBaemocTb
3Ha4YeHW, NPUNUCaHHbIX KambpaTopam v KOHTPO/IbHbIM MaTepuanam»;

FOCT ISO 14971-2011 «W3pgenus megunumHckue. MNpuMeHeHne MeHeLXMeHTa
prcKa K MEAULUHCKUM U3LENUAM;

FOCT P 51352-2013 «MeanunHCKWe wnsgenus Ansa AUarHOCTUKU WH BUTPO.
MeToAbl UCMbITaHWI».

16. KoMneKT nocraBku

N3penve noctaBnseTcs B CeAyroLein KOMNAeKTaLmn:
- Kanuépatop (CO)- 1dn. x 2,0 mn.;

» Kanunépatop (C1) - 1¢n. x 2,0 mn,;

- Kanuébpatop (C2) - 1. x 2,0 mn,;

- HCTpYKUMA NO NPUMEHEHMIO - 1 WT.

17. T1peTeH3nMn No KayecTBy

ALpec 1A npueMa peknamauuii:

O6LecTBO C OrpaHNUYeHHOW OTBETCTBEHHOCTbIO «KomnaHua «BbuBu» (00O
«KomnaHua «buBu»)

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

18. CsejeHus 0 Npou3BoanTeNne n3genms

MponssoanTens: LLISHbYWK3Hb MaitHapain Buo-Meamkan
2nekTpoHuke Ko., 14,
(Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.), Kutaii

AfLpec Npou3BoANTENA: Mindray Building, Keji 12th Road
South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, People’s
Republic of China

MecTo npon3BoAcTBa: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd., 1203 Nanhuan
Avenue, Guangming District, 518106
Shenzhen, People's Republic of China

19. NlutepaTtypa

1 My6nmkaymm MuHMUCTEPCTBA 34PaBOOXPAHEHNS U COLMANbHOro obecrneyeHns
CLUA (HHS), 5-e nzgaHue, gekabpb 2009 r. buobe3onacHOCTb B MUKPOOMOIOrNYECKNX
N BMOMEANLIMHCKMX NnabopaTopusx.

2. 1SO 17511:2003 «MeguumMHCKne wu3genus Ans AuarHoCTUKKM in  vitro.
N3mepeHne  KONWYECTBEHHOrO  COAepXaHWs B Guonormyeckmx  obpasuax.
MeTponoruyeckas npOCNEXNBAEMOCTb 3Ha4YeHW, MPUCBOEHHbIX Kanubpatopam U
KOHTPO/IbHbIM MaTepuanam».
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/TepeBoj C aHrNNIACKOTO si3biKa Ha PYCCKUiA A3bIK/

CEPTUDOUNKAT

[Norotun/

KuTaiickuii CoBeT Mo COAENCTBUIO MEXAYHAPOAHOI TOProsne

Toproso-npombilneHHas nanala Kutasa
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KuTalicknii CoBeT Mo COAeNCTBUIO MeXAYHapOAHON TOproene

Toproso-npombiwneHHaa nanara Kuras

CEPTUPUNKAT

QR-kof

Ne214403A0/016919

HacToswym yaocToBepseTcs, YTo neyaTb KomnaHun «LLIsHbWkaHL MaliHgpaii bruo-Megukan neKTpoHMKe
Ko., JITa.» npocTaBneHHast Ha npunoxxeHHoin AEKJTAPALIVIN, aBnseTcs NOAIMHHOIA.

TwucHeHast neyatsb:

KuTaiicknii CoBeT No coaeiicTBMo MexayHapoaHoli Toproene// CEPTUGUNKALINA

KuTaincknii CoBeT Mo COAeNnCcTBNIO MeXAYHaPOAHON TOprosne

Mognmch YNoNHOMOYEHHOIO NNLA: NOAMUCAHO

Croii JautoHb

Meyats:

KuTalickunii CoBeT No CofeicTBUo MexayHapogHoi Toproene // CEPTUPUNKALINA
(Hdata: 16 mapta 2021 r.)

Beb6-caiiT ons NpoBepKM NOAMHHOCTM cepTudmnkaTa: http://www.rzcepit.coni/validate.html
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03.03.2021
[ns npepocTtasnieHns Mo MecTy TpeboBaHus,
Jeknapauuns

Mbl, komnaHusi LLSHbWKIHL MaliHapaii Bro-Megukan 3nekTpoHuke Ko., J1Ta. («MaliHgpaii»),
MPOU3BOANTENb MEANLMHCKOTO M3aenus

Habop kannbpatopoB A5 KoAmMyecTBeHHOro onpegeneHns C-nentuga (C-Peptide Calibrators /
C-Peptide CAL) WMMYHOXeMW/IIOMWHECLEHTHbIM MeTOLOM B K/IMHMYECKOM o6bpasue Ha
aHanusaTtopax cepum CL Ana AMarHoCTUKM in vitro

HaCTOoALLUMM 3aAB/IAEM, YTO:

MpunoXeHHoe cofepXaHue  «UHCTpyKUMS MO npuMeHeHMto  Habop  KannbpaTopoB 1A
KonmuectBeHHoro — ornpegeneHus  C-nentupa  (C-Peptide  Calibrators /  C-Peptide CAL)
VMMYHOXEMW/IIOMUHECLIEHTHBIM METOAOM B KNMHWYECKOM o6pasue Ha aHanm3atopax cepum CL ans
AVarHOCTMKM in Vitro», 1CMonb30BaBLLErocs And pernctpauuy MeguLMHCKOro U3Lenns Ha TeppuTopun
Poccuiickoin Pefepaunm; B JaHHOM (haiiie nNpyBefeHa UHCTPYKLUMUSA MO MPUMEHEHWIO MEAULMHCKOrO
n3genus.

1 TpunoXeHHbIA JOKYMEHT MCMOMb3yeMcst TONbKO A PerucTpaLmn MeayumHCKOro U3fenms Ha
TeppuTopun Poccuiickoin depepaumm, 1 B COOTBETCTBUM C 3akOHaMK Poccuiickoii Peaepaumm

4J19 UCNO/Mb30BaHUA JOKYMEHTOB TPebyeT HOTapuabHOIO 3aBePeHNS.
#

C yBaxKeHuem,
/Mognuce/
BaH CWHbOWH
MeHe[pKep 0TAena HOPMaTUBHO-NPABOBOIr0 PeryMpoBaHua
LLI3HbWKIHL MaliHapali Buo-Megukan dnekTpoHuke Ko., N1T4.
MeyaTb: LLU3HbUYK3HL MaitHapali Bro-Meankayu dnekTpoHuke Ko., 1Ta. 4403055003015

KuTaiickass HapogHasa Pecny6numka, 518057, LLI3HbYWK3Hb, HaHbLLaHb,
MPOMBILLNEHHBIN NapK BbICOKMX TEXHOSOT A,

3pnaHne «MuHapeit», Kemkun, 12 Poya CayT

Ten.:+86 755 26582888

dakc: +86 755 26582680

Caint: WWWmindrav.com
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YTBEPXJEHO
/nognuce/
Ban CuHbOWH

MeHe[pKep 0TAeNa HOPMaTMBHO-NPaBOBOr0 PeryMpoBaHust

LL3HbYKIHb ManHgpan bruo-Meaukan dnektpoHuke Ko., /1Ta.
03.03.2021

MeyaThb: LU3HbU>KIHb MaiiHgpaii Buo-Meankau dnekTpoHuke Ko., 1Ta.
4403055003015

KuTaiickas HapogHas Pecny6nuka, 518057, LLISHbWK3Hb, HaHbLLaHsb,
MPOMBILLNEHHBIV NapK BbICOKUX TEXHONOT WA,

3naHne «MuHgpeii», Kempkun, 12 Poya CayT

Ten.:+86 755 26582888

dakc: +86 755 26582680

CaiAiT: www.mindrav. coT

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



[MepeBof faHHOTO TeKCTa BbINOMHEH NepeBofUunkKom MNMaHKoBbIM AHApeeM BukTopoBsuyem.

Poccuiickas degepaums

Nopog Mocksa.
JBajuatb cegbMoro mas ABe ThbiCAYM ABajuaTb NepBoOro roja.
A, MNMpokoweHKoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETE/NbCTBY

MoA/IMHHOCTbL MognNucK nepeBogumnka MNaHkoBa AHgpes BUKTopoBuya. [

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb MOAMNMCABLLEr0 JOKYMEHT YCTaHOB/NEHA.

3aperucTpupoBaHo
Ynna4veHo

MpolwHypoBaHO, NPOo*yMeLIBaHO

. [pokoLweHKoBa
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