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mindray

03.09.2020

To whom it may concern.

Peciaratinn

Wk, Shenzhen Mindray Bio-Medical

manufacturer of Anti-Tg CAL Electronics - Co.,

Hereby declare that.

«lolo::rr

Very truly yours,

Manager of Technical Regulation Department

Shenzhen Mindray Bio-Medical Electnwics Co., Ltd.

+86 7568l m ts [
derc: 4615526582650

f4tp:/."\m-w.mindra\>, com
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the



Manager of Technical

Shenzhen Mindray ectronics

Co., Ltd.

03/09/2020

VIHCTPYKLUMS N0 NPUTENEHUIO

Habop Kannub6”~TOpoB A/19 KO/IMYECTBEHHOI 0 ONpeaeneHNnsa aHTUTeNn K
npeornobynuHy (Antibody to thyroglobulin (Anti-Tg CAL))

NUMMYHOK., TIK>MUHee«e, T,,b.M MeTOJ0M B K/,,,,HUecko.!o6pa! e ,a
aHanusatopax cepun CL gna gnarHoCTUKM in vitro

Mi,,d,.y Bta-M .dic,| EIl.»d,,b c,,., LL. Ma«,,pal/I

Buno-Megukan 3nekTpoHuke Ko., JITa. »), Knutain

Bepcua 2
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JIaTa yTBepAAHHS HHCTPYKIMH NO TpAMeHenHto: 03.09.2020 r.

1 Haspanue migenus

HaGop xamuOparopoB And KOIMYECTBEHHOIO ONpEeReNeHHS AHTUTEN K THPEOrnoSyImHy
(Antibody to thyroglobulin (Anti-Tg CAL)) *MMYHOXEMWIIOMHHECHCHTHRM METOAOM B KITHHWYECKOM
obpasue Ha ananusaropax cepus CL Ang ZHaTHOCTHKH in vitro, B BAPUAHTAX UCTIONHEHHSA:

1. Ha6op xanmuGpaTopoB Ans KONHYECTBEHHOIO ONPEAC/ICHHA AHTATEN K THpeornofynnHy
(Antibody to thyroglobulin (Anti-Tg CAL)) HMMyHOXEMHIIIOMMHECLIEHTHLIM METOAOM B KIHHHYECKOM
ofpasue Ha ananusaTopax cepuu CL U4 IMarHoOCTHKHA in vitro, B BapuanTe Menonrenns Anti-Tg211, 8
COCTaBe:

- Kanubparop anturen k Tupeornobynnny (C0), yposens 0 (1x2,0 mn) - 1 wr.

- Kanubpatop anturen k Tupeornotynmuny (C1), yposens 1 (1x2,0 mna) - 1 wr.

- Kanmu6parop auturen k Tupeornobymmny (C2), yposes 2 (1x2,0 mir) ~ 1 wr.

- MHcTpyRIME 0 NIpHMEReHA0 ~ | T,

2, Habop kamaGparopoB s KONMYECTBEHHOTO ONPEACNCHHA AHTHTEN K THpeornoGymmy
(Antibody to thyroglobulin (Anti-Tg CAL)) HMMYHOXEMHTIOMUHECIICHTHEIM METOAOM B KIMHHYECKOM
obpa3ue Ha aHanu3aTopax cepun CL 1A AMarHOCTHKHM in vitro, B BapHaETe HConHeHHS Anti-Tg212, B
COCTaBe:

- Kaym6parop antaTen Kk THpeornobynuny (CO0), yposens 0 (1x1,2 M) ~ 1 nrr.

- KanuGpatop awraren x ThpeornoGynnny (C1), yposens 1 (1x1,0 mx) — 1 .

- KamuGparop antuten k THpeornoGymuny (C2), yposens 2 (1x1,0 m) — 1 wr.

- Uncrpyknns no npuMeHeHH:o — | wT.

("

[pumeyause — Nanee COXpamEHHO HAHMMEHOBAHME H3AeMuA — HaGop KanMGpPAaTOPOB, H3NENHE,
kamubparopst Autu-TI.

2. Haznauenue nageans

Uspeme npeanasHaterno Ui KannOPOBKHM KOJTHYECTBSHHLIX TECTOB AVl OMPEeRCNeHUa aHTUTeN
K THPEOTMoGyNHHY MMMYHOXEMHIIOMWHECTICHTHBIM METOAOM Ha ananusaropax cepuu CL (CL-1000i,
CL-1200i, CL-2000i) 212 a4arsoCTHKH in vitro.

OGaacre DpuMenenusa

Knunngeckas naboparopHas JHArHOCTHKA,

[TpoTnRONOKA3AHNA

He npamenumo ang garroro MH.

BosMoxuble noGovnbie AellcTBHY NPH HCHOIL30BAHAM MEARIIMACKOr0 H3ACTHS

He npaMenamMo ang narnoro MH.

TpeGosauns x onepaTopy (NOAL3OBATEN0)

MemumuBECKOe  M3ACIHE NPEAHAZHAYCHO JNAA NPOPECCHOHANLHOTO NPHMCHEHHA M MOXET
WCTIONBE30BATHCA TONBKO KBANMGKUMPOBAHHLIM MepcoHanoM B obnactn knuuuueckoli naGoparopHoli
AHATHOCTHKA (MEAMIMHCKMM 1aGopaTOpHBIM TEXHHKOM HAM BpauoM KiIHHW4eckodf naGoparopoit
JHArHOCTHKH).

3. Onucasue n3genun

Uspenme cocToAT M3 Tpex ¢akoHOB O€NOro 1BETA ¢ FCPMCTHYHO 3aKPHITOH Kphkod. Bo
¢naxonax maxoawTca npospaynas GecupeTHas XUAKOCTL 63 0caaKa, BIBCHICHHBIX YaCTHI H XJIONLEB.
Kaxnomy ¢nacoHy #3fenus cOOTBEICTBYeT OUpeAenEHHas KOHUCHTpAaLMA aHanuTa (aHTHTEN K
THpeornoOynury). Onakon yposHa 0 (xammbparop C0) cOREPXUT HYIEBYIO KOHUCHTPALMIO AHANKTA,
(prakon yposus 1 (kamuGparop Cl1) cosepxut npuGIN3HTENLHYIO KOHICHTpanuio ananuta 100 ME/Mn,
dnakos ypoeHs 2 (xanubparop C2) comepxuT NpHONK3UTENbHYIO KOHUeEHTpauuio ananuta 1000
ME/mn. ToyHH¢ 3HAa4YCHHS KOHUMCHTPAUHH aHATHTA B KanuOparopax szammappoBads! B IITPHX-KOAE
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(kanMBpPOBOYHO KapTe) Ha YynakoBke u3genus. KOHUEHTpaums aHanMToB BO (1akoHax AB/ISETCA
NoTOCNELUDUYHON.

4. MpyHUMN AeicTBUS

Mpn npouedype KaMOPOBKM  WCMOMb3YETCA  MH(OpPMauUs O KaiMbpOBOYHOW  KPUBOWA
(cunTbiBaeMasi CUCTEMON aHa/M3aTopa C 3allM(POBaHHON B LUTPUX-KOAE Ha YMaKOBKe peareHTa) 1 0O
TOYHbIX 3HAYEHWAX KOHLEHTpaUMA KasmbpaTopoB  (CUMTLIBAEMbIX CUCTEMOM aHasm3aTopa C
3alUMpoBaHHbIX B LUTPUX-KOAE Ha YMaKoBKe KasinmbpaTopos). [asee cucteMa aHasmsaTopa onpegenser
OTHOCUTENbHbIE ~ CBETOBblE  €AVHMLbI (OCE) pona  KaKOOro  YpoBHA  KasmbpaTopa
VNMMYHOXEMUTIIOMUHECLIEHTHBIM  METOAOM MO MPUHUMNY C3HABMY-METoAa. 3aTeM C  MOMOLLBIO
MaTeMaTU4eCKO 3aBUCMOCTIN MeXay 13mepeHHbIMY OCE 1 TOUHBIMK 3HAYeHVsSIMU 3-X Ka/inbpaTopoB
B CWUCTEMe aHa/m3aTopa MPOUCXOAUT afanTaums  KasMbpoBOYHOM  KPMBOW.  AJanTypoBaHHas
KaMbpoBOYHast KpuBasi WCMOMb3yeTca B CUCTEME aHaimMsatopa s npeobpasosaHus OCE,
M3MepPEHHbIX 419 06pa3LLOB, B KOHKPETHbIE KONIMYECTBEHHDbIE MOKAa3aTe/ M aHa/mTa.

5. KOMMNOHeHTbI cocTaBa U3aenus

KoMMOHeHTbI cocTaBa KasimbpaTopoBs MpuBefeHb! B Tabnmue 5.1,

Tabnmua 5.1 KoMnoHeHTbI cocTaBa KanmbpaTopos
KoMnoHeHTHbI cocTas KoHueHTpaLus CAS Ne

Kanunépatop CO

TPUIC-6ythep

(1,3-6umc-(Tpuc-

(rMapoKCUMETT)METWIAMHO) NMPOTaH) 0.61% 77-86-1
Mpokvn 300 (ProdAB300) 0.05% 96118-96-6
ANbOYMUH, thpakums V 113 BbIHbein ChIBOPOTKY 5.00% 146317-23-9
Xnopug, Harpust (NaCl) 0.09% 7647-14-5
JycTwimposaHHas BOga 94.25% /

Kanné6patop C1
MOHOK/MOHa/IbHbIE aHTUTENA K YENoBEHECKOMY

TUPEOrI00Y/IMHY (XBOTHOE MPOVCXOXKAEHVIE) 0.002% /

TPUIC-6ytep

(1,3-6umc-(Tpuc-

(‘rapOKCMMETN)METWIAMHO)NPOMaH) 0.61% 77-86-1

MpoksivH 300 (Prod/AB300) 0.05% 96118-96-6

AnbOyMUH, qipakums V 13 BbHbein ChIBOPOTKY 5.00% 146317-23-9

Xrnopug, Hatpust (NaCl) 0.09% 7647-14-5

JyctwinmposaHHas Boga 94.248% /

Kannépatop C2

MOHOK/MOHa/TbHbIE aHTUTESA K UEIOBEUYECKOMY 0.02%

TVPEeOrnIoBy/MHY (>KMBOTHOE MPOVICXOXIEHVIE) /

TPINC-6ythep

(1,3-6umc-(Tpwc-

(rMapOKCMMETT)METIAMAHO) NPOMNaH) 0.61% 77-86-1

MpokmH 300 (Proc/m300) 0.05% 96118-96-6

AnbOyMVH, thpakums V 13 BbMbei ChIBOPOTK 5.00% 146317-23-9

Xnopug, Hatpust (NaCl) 0.09% 7647-14-5

JycTnnnposaHHasa Boga 94.23% /
MprmeyaHma:

1 KOHLEHTpaLIMM KOMIMOHEHTOB COCTaBa [/1s M3AENS SIBNSKOTCS IOTOCMELMPUYHBIMM.

2. /i3fenvie coiepXMT B CBOEM COCTaBe MaTepuasibl XMBOTHOTO MPOVCXOXAeHUs. Matepuanb
KVBOTHOTO MPOVCXOXAEHWS MOMYyYeHbl OT KMBOTHbIX, MPOLUEALLMX HAMEXALMIA BeTeprHapHBbIV
KOHTPO/Tb.

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



6. TpenynpexaeHns n Mepbl NPeLOCTOPOXHOCTY

1 lNpeaHa3Ha4eHo TOMbKO 415 AUArHOCTUKK in Vitro.

2. [NepcoHan nabopatopum LOMKeH ObITb 00y4YeH MpUHUMATL BCE HEOOXOAMMbIE Mepbl
MPeLOCTOPOXHOCTY NpuW paboTe C /1ab0paTOPHLIMU PeaKTUBaMM.

3. KOHLeHTpaummn aHanmta B kanmbpatopax creuuunyHbl A1 KaKA0N NapTum 1 3aumipoBaHbl
B LUTPUX-KOZE.

4. He cnepyeT CMeLLMBaTh Ka/inbpaTopbl pas/iMuHbIX MapTuii.

5. HeobxoayMo NpoBOAUTL TEXHWUYECKOE O6C/YyXMBaHWe M CTaHAapTHbIE Onepauuvy, BK/IHOYas
KafMOPOBKY 1 aHa/IM3 /19 MPOBEPKM NapaMeTPOB aHa/IMTUYECKOI CUCTEMBI.

6. Mpn Ha/ UMM  MPU3HAKOB 3arpsi3HEHMS MUKPOOPraHM3Mamm Wn  U3ALLIHEA MYTHOCTM
V30eNns, Kaimbpartopb! CresyeT YTUInM3nMpoBaThb.

7. o OKOHYaHMO paboTbl C U3eNMEM TLLATENLHO MPOMOITE BCe MecTa KOHTakTa. Mpu paboTe ¢
V3OENVEM He eLlbTe, He MelTe, He KypuTe Y He HaHOCUTE KOCMETUKY. VICronb3yinTe U3fenve B XOpoLLo
MPOBETP1BAEMOM MOMELLEHWN. 3arps3HEHHYHO OAEXAY KOMIMOHEHTaAMU U3Lenns cpasy CHUMANTE.

8. ObpawjatbCcd C M34eIMEM KaK C  MaTepuasioM, MPeACTaB/soWMMYA  NOTEHLMAIbHYHO
610/10rMYeCKyHo OMacHOCTb.

Mepbl MHAVBUAYaNBbHO 3alNThI

[ NPeAOTBPALLIEHIS KOHTAKTA C KOXEI CriglyeT HafleBaTb HEMPOHULIGEMbIE

MepyaTKI U3 HATPNIA WK 113 aHA/TOMAYHOIO MaTtepmara.

UT06bI He ONYCTWTL NOMafaHUs B IN1asa, CReAyeT HOCUTb 3aLUUTHbIE OUKM

UK CrieLarbHbIe UKV ANS 3aLMTbI OT XMMUYECKOTO BO3AENCTBUS.

B 06bIUYHbIX YCNOBMSX MPU WCMOMb30BAHWM W3NS 3allTa OpraHoB

3awyTa OpraHoB AblXaHWsi He TpebyeTcs. B cnyyae MAoXoi BEHTUIAUMM MOMELLEHNS W

AbIXaHUs [A/MTENbHOM PaboTbl C M3AE/MEM BOMPOC O PECMMPATOPHON 3aluTe
PELLAETCS KBA/M(MLVPOBAHHbBIM CrELMANINCTOM.

3almnTa Koxm

3awuTa rnas

KoHTponb
BO3AENCTBUSA Ha He gonyckaitTe nonagaHWa U3aennsa B KaHaim3aumio 1 BOAOEMBI.
OKPY>KatoLLLyto cpeay

7. TlpoBefeHne nccnefoBaHua
1 Mepep Havanom paboThbl CrefyeT 03HAKOMUTLCA C PYKOBOACTBOM MO 3KCM/lyataumm
MCMO/b3YEMOr0 aHa/IM3aTopa, a Takke C UHCTPYKLUMAMU U3LENWIA, UCMOsb3yeMbIX B paboTe.

2. Vi3Bnekute (hlakoH W3 XOMOAWIbHUKA W BbIAEPXWUTE €r0 [0 AOCTWKEHWS| KOMHATHOWA
Temnepatypbl (He MeHee 30 MUHYT).

3. MNepemveLainTe KOMMOHEHTbI, OCTOPOXXHO MepeBopaymBas (uiakoH He MeHee 10 pa3 nepef
npyMeHeHVeM. V136eraiiTe 06pa3oBaHms My3bIPbKOB.

4. OTCKaHWPYTe LUTPUX-KOZ, C YMaKOBKW peareHTa, a 3aTeM C YNakoBK/ Kaimbpatopa.

5. HasHaubTe No3numio KasmépaTtopa B NporpaMMHOM 0BecreyeHny aHaIms3aTopa.

6. Bblbepute 3anpoc KaMOpOBKM B MPOrpaMMHOM 06eCreYeHN aHanmM3aTopa.

7. [lo6aBbTe B NpPo6MPKM TpebyeMoe KO/NMYECTBO KasMbpaToOpoB W YCTaHOBUTE MPOGUPKM B
LTaTmBe. Yb6eamuTech, UTO KambpaTopbl YCTaHOB/EHbl B HasHaueHHble Mosuuyn. Mpy nposeseHwn
npoueaypbl kannbposku, Kanmbpatop CO aHanmsupyetca 3 pasa, a Kanmbpatop Cl v kanmbpatop C2
aHamsmpyetcs 2 pasa (HeobXoauMbIA 06BLEM 415 MPOBefeHNs OfHOro aHanmsa 15 Mk 6e3 yuéra
MEPTBOro 06bEMa NPOGUPKHL).

8. YcTaHoBWTE LUTATKB B 6/10K NMOAaYM LUTATVBOB aHa/m3aTopa.

9. 3anycTute aHanM3 B MNPOrpaMMHOM 06eCreYeHn aHanm3aTopa.
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KannbpoBKy pekoMeHAyeTCcs NPOBOAWTL MPU CMeHe MapTun peareHTa, NOBTOPHYH Ka/MbpoBKY
NPOBOAUTb Kaxkable 4 Heflenn, a TakKe ec/ pe3ynbTaT KOHTPOSS KayecTBa HAaxXOAUTCS BHE
[0MyCTUMOrO AnanasoHa.

8. KoHTpOo/ib KayecTsa

[na [ByXypOBHEBOrO KOHTPONA KavecTBa WUCMO/b30BaTb M3fenve «Matepuas KOHTPO/bHbINA
Anti-thyroid Antibodies Control [19 KOHTpons KayecTBa KOIMYECTBEHHOIO OMPeAeNieHns aHTu-
TUPEOUAHbIX aHTUTeN B  K/IMHUYECKOM 06pasue VMMMYHOXEMUTFOMUHECLIEHTHbIM  METOZOM  Ha
aHanmzatopax cepun CL 415 AMarHOCTUMKKM in vitro» npon3BoAcTBa komnaHum Mindray.

Mcnonb3yiiTe KOHTPO/bHBLIA MaTepuan B KayecTBe Mpo6 A/ MPOBEPKM CTaTyca KaxKaoi
Ka/IMOPOBKW. Pe3ynbTaT aHa/im3a KOHTPO/IbHOTO MaTeprana SO/MKeH HaXOAUTLCA B Mpefenax AvanasoHa
KOHLIEHTpauui, ykaszaHHOro B Tabnvue pe3ynbtatoB An1s cuctembl CL KomnaHum Mindray. Ecnin
pe3ynbTaTbl aHaM3a KOHTPO/IbHOMO MaTepuasia BbIXOAAT 3a Mpefen YKa3aHHOro AuanasoHa, crefdyet
MPOBEPUTL aHasM3aTop WM peareHTbl, HanpuMep, fAaTbl OKOHYaHUA CPOKa FOAHOCTU WU YCMOoBWA
XpaHEeHUs KasmbpaTopoB, peareHTOB U KOHTPO/bHbLIX MaTepranoB; BOSMOXHOE 3arpsi3HEHME peareHTa;
MoNoXeHVe 06pasLa B aHa/IM3aTope; HaCTPOMKM MapamMeTpoB MPOrpaMMHOr0o obecneyeHns uim padoty
aHanmsatopa. py Heo6XoAVMMOCTY MOBTOPUTL MPOLEAYPY KambpoBku. Ecnm pesynbTaTbl aHam3a
KOHTPO/IbHOTO Matepuasa Mno-npeXxxHeMy BbIXOAAT 3a Mpefen yKa3aHHOro fAmanasoHa, obpaTuTech 3a
MOMOLLBIO K NMPOV3BOAUTENHO.

[na nposefieHNs NpoLeaypbl KOHTPONS KayecTsa CrefyeT 03HaKOMUTLCA C MHCTPYKUMeN Ha
KOHTPO/IbHbIA MaTepuas 1 ¢ PyKOBOLCTBOM MO 3KCM/yaTaummn aHanmsaTopos Mindray.

9. YcnoBus XpaHeHWs 1 aKcnayaTtaunm, cTabuibHOCTb U3AeNns, TPaHCNOPTUPOBaHUe

3asiBNEHHbIN CPOK rogHOCTM - 18 mecsLeB.

Mocne UcTeveHUs CPOKa rogHOCTU, U3Aene NCMOMb30BATb 3arnpeLLEeHo.

YCnoBus XpaHeHus 1 3KcnayaTauun, CTabunbHOCTb U3aenms

3penvie cTabunbHO [0 UCTEYEHMA CPOKa FOAHOCTM, YKa3aHHOTO Ha 3TUKETKE, MpU XpaHeHUM
HEBCKPbLITOro (hlakoHa B 3alLMLLEHHOM OT CBeTa MecTe mpu Temnepartype 2~8°C B XOMOAWIbHBIX
Kamepax WA B XONOAWbHMKAX, 06ecrneyvBatoLyX peraMeHTUPOoBaHHbIA TeMNePaTypHbIA PEeXUM C
eXXe[HEBHOM perucTpaumnein Temnepatypbl. locne BCKPbITUA 13genme cTabuibHO B TedeHne 30 AHel
npu Temnepatype 2~8°C.

Ycnosua TpaHCNOPTUPOBaHNSA

W3menve MOXeT TpaHCMOPTUPOBATLCA BCEMU BUZAMM KPbITOrO TpaHCMopTa npu o6ecreveHmmn
Temnepartypbl TpaHCnopT1poBaHusa ot 2 Ao 8 °C.

3penvs, TpaHCMOPTMPOBaHHbIE C HapyLUEHWEM TEMMEPaTypHOro pPeXxuMa, MPUMEHEHUIO He
MOA/IEXAT.

10. Heobxoammble (HO He NpefoCTaB/feMbIE) MaTepuanbl 419 NPOBEAEHUS aHaIn3a

- AHanM3aTop aBTOMATUYECKWIA WUMMYHOXEMWIKOMUHECLIEHTHBIA 19 AMarHoCTMKM in Vitro
cepum CL ¢ nprHaa/IeXXHOCTAMM.

- Kacceta ¢ peareHTamMy A1 KO/IMYECTBEHHOrO OMpPedeNieHns aHTUTeN K TUPEeOornobynuHy
(Antibody to thyroglobulin (Anti-Tg)) VMMYHOXEMWUIOMUHECLEHTHBIM METOAOM B K/IMHNYECKOM
obpasue Ha aHanm3aTopax cepumn CL ans aMarHoCTUKM in vitro.

- Martepran KoHTponbHbIA  Anti-thyroid Antibodies Control ans  KoHTponsi KadecTsa
KO/IMYECTBEHHOTO  OMNpPeAeneHns  aHTU-TUPEOUAHbIX — aHTUTEN B K/IMHWMYECKOM  0bpasuie
VIMMYHOXEMW/TIFOMUHECLIEHTHBIM METOZOM Ha aHanm3atopax cepuu CL ans AmarHOCTMKM in Vitro.

- PactBop Oy(hepHbIi MPOMbIBOYHBIA /11 aBTOMATUYECKUX MMMYHOXEMUTFOMUHECLEHTHBIX
aHanmnsaTopos cepum CL /19 AMarHoCTUKK in Vitro.

- PacTBOp Cy6CTpaTHbIA A1 aBTOMATUYECKUX WUMMYHOXEMUTFOMUHECLEHTHBIX aHaM3aTopoB
cepun CL 415 AMarHoCcTuKuM in vitro.
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- O6LuenabopaTopHOe 060PYAOBaHME.

- [losvpytoLye yCTpoiACTBa.

MpumevaHve - [Ona  6onee NOAPOBGHON WMH(OPMAaLMKM  KacaTefbHO  LOMOSHUTE bHbIX
HEO6X0AMMbIX MaTepuasioB 0bpalLaiiTeCh K COOTBETCTBYHOLWM WHCTPYKLUMSM W PYKOBOACTBaM MO
JKCMIyaTaummn U3aennia, Ncrnonb3yembix B paboTe.

11. MeTponornyeckas npocnexxnBaemocTtb
3vepsemas BennumMHa B KaimbpaTtope MPOCIEXMBAETCA K MEXAYHapOLHOMY 3Ta/IOHHOMY
matepuany BO3 (BcemupHasi opraHm3aumns 3apaBo0XpaHeHNs) Ha aHTUTeNa TpeornodynmHy (65/093).

12.  O6Lme XxapaKTepuCcTUKN U3Lenms
O6Le XapaKTepPUCTUKM U3aenns npueeaeHsl B Tabnmue 12.1

Tabnmua 12.1 O6Le XapaKTepucTUKn
Xapakrepuc BapwaHT ncnonHeHns nsgenvs/Kannépatop
TUKa Anti-Tg211 Anti-Tg212
co c1 c2 co c1 c2
O6béMm
KanmbpaTop >2,0 >2,0 >2,0 >1,2 >1,0 >1,0
a, Mn
Macca
KanubépaTop
0B BO 88 8,6 85 7.8 74 75
thnakoHax, I
(+5%)
Macca
nycToro
thnakoHa, r
(£5%)
pH 7,0-8,0
CepmeTnyHO
CTb "epmeTVyHO
thnakoHa
BHeLwHwin Kanvnbpatopbl MMEOT B1z, NPO3paYqHoii BeCLiBETHOMN XIMAKOCTU 63 0cafKa, B3BELLEHHbIX YaCTHLL 1
BMLg XJ/10MbEB
AHTUTeNa K BUpYCY renatuta C OTpuuaTensHO
Antutena k B4 1,2 OtpuuaresibHO
MOBEPXHOCTHbIA aHTUrEH BUpYCa
renatuta B (HBs-Ag)
AHTuTena Kk TP OtpuuaresibHo

6,7

Buobesonac

HOCTb OtpuuaresibHo

abapuTHas
BbICOTa
NoANMPONMI
€HOBOr0
(hnakoHa,
MM
abapnTHb
i gpnametp
nonnnponun
€HOBOro
thnakoHa
MM
rabaputHas
BbICOTA 15,2+0,2
KPbILLKM

44,2 +0,3

25,2+0,2
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(hnakoHa,
MM
I abapuTHbI
7 fuameTp
KPbILLKK 24,7+0,2
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13. ¥nakoBKa 1 MapKMpOBKa 13aenus

13.1 ¥YnakoBKa mnsgenus

®riakoHbl  Ka/IMbpaTopoB (OMKCUMPYHOTCA Ha CreuuasbHOM MOAAOHEe W YMakoBbIBAOTCSH B
KapTOHHYIO KOPOOKY (NOTpebuTe/bCKYHO YMakoBKY) B KOMMYECTBE, OMpefensieMbIM  KOMI/IEKTOM
MOCTaBKW. B KaXK0M YrNaKoOBKe HAXOAWUTCS MHCTPYKLYS MO MPUMEHEHWIO.

[ns TpaHCNOPTMPOBKM MPOU3BOAUTESNb YMAKOBLIBAET KapTOHHbIE KOPOOKY B TEPMOKOHTEHEPbI
BMeCTe C X/1afloafleMeHTaMn /18 0becrneyeHns Temnepartypbl TpaHCcnopTMpoBaHus ot 2 ao 8 °C B
KOMMYeCTBe, ornpeaenseMbiM 40roBOPOM MOCTaBKW. TepPMOKOHTEHEPbI YNaKoBbIBAtOTCSH B KOPOOKY 13
ro)pupoBaHHOIO KapToHa.

13.2 MapknpoBKa n3genus

MapkunpoBka (plakoHOB

MapKu1poBKa ()1aKOHOB COLEPXKMUT CrIefyHOLLYH NH(OPMALIMIO U CUMBO/IbI:

- COKpaLLEHHOe HavIMeHOBaHWe N3Lenus;

- HAMMEHOBaHVe KOMMOHEHTA M3MeNns;

- MHhopMaLMo 06 YPOBHE KainmbpaTopa;

- MHhopMaLo 0 06bEME (h1aKoHa,;

- HaMMeHOBaHWe M3roToBUTENS,;

CvimBon HavmeHoBaHWe cumBoOna
y Vicnonb3oBath 10
LOT Kog naptum
VD W3penve ang in vitro guarHoCTUKM

TemnepaTypHbIii AyianasoH

C@> BYONOrMYecKuin puck

MapKnpoBKa NoTpebuTeNnbCKOM YnakoBKK

MapkupoBka m3fenust (NOTPebUTEIbCKON YMaKoBKW) COAEPXKUT CrIeLyHOLLY MH(opMaLymio 1
CUMBO/TbI:

MOHOE Y COKPaLLIEHHOe HaVIMEHOBaHVE U3AENNS;

06BbEM (P1aKOHOB KasimbpaTopos;

HOMEP PerncTpPaLmMoHHOro YAOCTOBEPEHNS;

VHEhopMaLUmo «[na NpodeccroHanbHOro NPUMEHEHNS,

MHOPMaLMIO O COCTaBe M3LENNS;

MHopMaLMLo 06 YNO/IHOMOYEHHOM NpeLCTaBUTENE;

Cumson HanmveHoBaHue cumBoia
Vicnonb3oBathb A0

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



REF
LOoT

1681

M1

Howmep no Katanory

Kog naptum

Vi3genue ans in vitro gnarHOCTUKMN

TemnepaTypHbiii AyanasoH

O6paTnTECh K MHCTPYKLAW MO NPYMEHEHMIO

M3rotoBuTens

BBepx

BUonormyeckuii puck

MapKnpoBKa TPaHCMOPTHOMN yNaKOBKM

TpaHCnopTHasA MapKNUPOBKa COAEPXKMUT CrieflyHOLLYHO MH(OPMaLMIO U CUMBOSIbI:
- NMO/HOE M COKPALLEHHOE HaVMeHOBaHWe U3AEeNNS;

- MHhopMaLms 0 Macce HETTO U BpyTTo;

- MHhopMaLMs 0 Macce HETTO NOTPEOUTENLCKOI YMaKOBKMU;

- HhOPMALIMIO O YWC/IE EAMHILL MOTPEBUTENLCKMX YNAKOBOK B TPAHCMOPTHOW YMaKOBKE;
- MHhOPMALIMIO O raGapuTHBIX pa3Mepax TPaHCMOPTHOI YNaKoBKM (I/IMHa, LUMPUHA, BbICOTA);

MPeLyNPeXAeHNs N Mepbl MPELOCTOPOXKHOCTY;

CumBon

LOT

|

HanmeHoBaHve cvmBo/ia
VMcnonb3osatb Ao

Koz naptum

W3penve ang in vitro gnarHoCTUKM

TemnepaTypHbIil AnanasoH
M3rotoButenb

[aTa n3rotosneHns
BBepx

3HaK BTOPUYHOI NepepaboTKu

bepeyb OT Bnaru

XpyrKoe, 06palLaTbCs OCTOPOXHO
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npeaen o KosmMuecTBy SPYCOB B LUTabene

14. CefgieHus 06 yTumsaumm nsgenms

UT00b! 136€XKaTb BO3MOXHOIO 3arpsisHEHMS OKPY>KatoLLEein cpefpbl, U34enne ¢ UCTEKLLMM CPOKOM
FOAHOCTM, OTXOAbl MCMOMb30BaHHLIX pPEareHToB, a Takke B Cly4Yae BUAMMbIX MOBPEXIEHWUI
VHOVBUAYabHON  YMaKOBKW, U3Aenne A0/MKHO YTWAM3MPpOoBaTbCst B cooTBeTcTBMM € CaHluH
2.1.7.2790-10 gna otxonoB Knacca b (3annaeMmonornyeckn onacHble 0TXoAb!).

15. CooTBeTCTBME CTaHAapTam Poccuitickoin defepauun

FOCT P 51088-2013 «MefauUMHCKWE M34enus ans anmarHoCTUKM UH BATPO. PeareHTbl, Habopb!
peareHToB, TeCT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasibl, NUTaTe/bHble cpefbl. TPeboBaHWS K U3LeMaMm U
NOALEPXKMBAIOLLEN JOKYMEHTaLN,

FOCT P NCO 18113-1-2015 «MeauumHCKue n3nenus 4is AnarHoCTUKK in vitro. VHopmaums,
npeaocTaB/seMas M3rotoButeneM (MapkupoBka). Yactb 1 TepmuHbl, onpefeneHns u obLime
TpeboBaHWs,

FOCT P NCO 18113-2-2015 «MeauumHCKue usgenvs Ana AnarHOCTUKK in vitro. VIHopmaums,
npefocTas/isieMass M3rotosutenieM(MapkvMpoBKa). YacTb 2. PeareHTbl /19 AMArHOCTVKW in Vitro /14
MPOJECCMOHAILHOTO NPUMEHEHNS,

FOCT P EH 13612-2010 «OueHKa (hyHKLMOHATbHBIX XapaKTePUCTUK MEAULMHCKMX M30enni
[N19 INarHOCTUKK in Vitro»;

OCT P NCO 15223-1-2014 «W3penna  meauumHckue. CUMBO/bI,  MPUMEHseEMble  Mpn
MapKVpoBaHUM Ha MEAVLIMHCKMX U3AENAX, STUKETKAX M B COMPOBOAMTENBHON [AOKYMeHTaummn. YacTb
1 OcHoBHble TpeboBaHNS,

FOCT P NCO 23640-2015 «W/3penusa MeguumMHCKME [ns AMarHOCTMKM in vitro. OueHka
CTabWIbHOCTN PeareHToB /19 ANAarHOCTUKK in Vitroy.

FOCT P EH 13641-2010 «YCTpaHeHVe WM CHWDKEHUE pUCKa MH(ULUMPOBaHWS, CBA3aHHOMO C
peareHTamu 18 AUarHOCTUKM INn Vitroy;

FOCT ISO 17511-2011 «W3genust meauUMHCKME ONS AMArHOCTUMKKM in vitro. 3mepeHue
BE/IMYMH B BMOMOrMYecKMX npobax. MeTponornyeckas NPOCNeXMBAeMOCTb 3HAYEHWI, MPUNMCAHHBIX
KasmbpaTtopam 1 KOHTPO/IbHbIM MaTtepuasiam»;

MOCT 1SO 14971-2011 «W3genna  meauumHCKue. [puMeHeHWe MeHeMpKMeHTa pucka K
MELNLMHCKUM U3AENAMY,

FOCT P 51352-2013 «MeguumHCKMe wu3fenna ANA AMarHOCTUKW WH BUTPO. MeTogbl
CMbITaHW.

16. KomnnekT nocraBku

V13penve nocTaBnseTcs B CeAyoLLmMX BapraHTax UCTIONHEHWS:

1 Habop KanmbpaTopoB A1 KONMYECTBEHHOIO OMNPefEe/ieHnss aHTUTeNn K TUPEeor/siobynmHy
(Antibody to thyroglobulin (Anti-Tg CAL)) UMMYyHOXeMUTFOMUHECLEHTHLIM METOAOM B KTMHNYECKOM
obpasue Ha aHanmsaTopax cepun CL ans AMarHOCTUKM in vitro, B BapnaHTe MUCMonHeHna Anti-Tg211, B
COCTaBe:

- Kannépatop aHTuTEN K TUpeornodynuHy (CO), yposeHb 0 (1x2,0 mn) - 1 u.

- Kanmbpatop aHTtuTen K tupeorniodbynuHy (C1), yposeHb 1(1x2,0 mn) - 1.

- Kannbpatop aHTuTen K tupeornobynuHy (C2), yposeHb 2 (1x2,0 mn) - 1.

- IHCTpYKUMA MO NpUMEHeHWIo - 1 uT.
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2. Habop kasmbpaTtopoB [A/19 KOMMYECTBEHHOrO OMpedenieHns aHTUTel K TUPeor/io0ynnHy
(Antibody to thyroglobulin (Anti-Tg CAL)) UMMyHOXeMWUTIFOMUHECLIEHTHLIM METOAOM B K/TMHUYECKOM
obpasue Ha aHanmzatopax cepum CL 41 AMarHOCTVKK in Vitro, B BapnaHTe McnonHeHns Anti-Tg212, B
CcoCTaBe:

- Kanmbpatop aHTuTen K tupeornobynmny (CO), ypoBeHb O(1x1,2 mn) - 1ui.

- Kannépatop aHtuTen K Trpeornobynmny (C1), yposeHb 1 (1x1,0 mn) - 1w,

- Kanmbpatop aHTuten K tupeornobynuHy (C2), yposeHb 2 (1x1,0 mn) - 1w,

- VIHCTPYKUMA N0 NPUMEHEHMIO - 1 L.

17. TlpeTeH3nn No KayecTBy

Afpec Ans npuemMa peknamauuii:

OO6LLECTBO C OrpaHNYeHHON OTBETCTBEHHOCTLHO «KoMnaHus «BrnBum»;
Agpec: 129085, r. MockBa, NMpocnekT Mupa, gom 101, ctp. 1, nom. 17,
TenedoH: +7(499) 281 67 68

18. CsepfeHua 0 npoussoanTene nU3genms

MpownssBoaunTenb: Shenzhen Mindray Bio-Medical Electronics Co.,
Ltd. («LLisHbWkaHb MaiiHgpaii Buo-Mepgyikan
AnekTpoHuke Ko., /Ita.»), Kutaii

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

TeneoHol: +86-755-81888998

MecTo npon3BoACTBa: Shenzhen Mindray Bio-medical Electronics Co.,
Ltd. («LLsHbWkaHb MaiiHapsii  bro-meamkan
AnekTpoHuke Ko., JITa. »), Kutaii.
1203 Nanhuan Avenue, Guangming District,
518106 Shenzhen. People’s Republic of China.

19. Jlutepartypa

1 HS Publication, 5th ed., December 2009. Biosafety in Microbiological and Biomedical
Laboratories.

2.1SO 17511:2003. In vitro diagnostic medical devices—Measurement of quantities in
biological samples—Metrological traceability of values assigned to calibrators and control materials.
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CEPTUNPUNKAT

[Norotnn/

Kutaiickuin COBET N0 COAEVCTBMIO MEXIYyHApPOAHON TOProe/e

Toproso-npombILLIeHHaA nasata Kutas
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Kutaicknin CoBeT No COAENCTBUIO MEXAYHApPOAHO TOProB/e

Toproso-npombilineHHasa nanata Kutas

CEPTUNDUNKAT

QR-kog
Ne 204403A0/050559

HacToawmm yaocToBepsieTcs, 4To nevatb KoMnaHuy «LUaHbWKaHb MaliHapain buo-

Meaukan 3nekTpoHuke Ko., JITa.» npocTaBneHHas Ha npunoxenHon OEKJTAPALN,
ABNAETCA NOAJ/IMHHOMN.

TucHeHaa neyars:

Kurarickuii CoBeET Mo COAENCTBIKO MexayHapoaHoii Toproene// CEPTUDUKALINA

Kntavicknih CoBeT NoO COAENCTBUIDO MeXAYHapPOAHON ToproBne

|_|O,EI|I'II/ICb YMO/THOMOYEHHOI0 /INLA: noanucaHo

Jlo LitoHb

[MNevarb:

Kutaiickuii CoBeT Mo COAenCcTBMO MexayHapoaHoi Toprosne // CEPTUIOUNKALIA

(Aata: 08 ceHTsA6ps 2020 1)

Be6-caliT 415 NpoBEPKN MNOA/IMHHOCTM cepTudumkara: http://www.rzccpit.com/validate.html
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03.09.2020

[ns NpeaocTaBneHnst Mo MeCTy TpeGoBaHMS,

Jeknapaymns

Mbl, KOMMaHMA LLIsHbWKAHb MaiiHapain Bro-Meaykan 3nekTpoHvke Ko., Jita.  («MaitHapaii»),
Mpon3BOAUTE b MeauUMHCKOro u3aenmna Anti-Tg CAL

HaCToALLUMM 3aAB/1I9EM, YTO.

1 TpunoXxeHHoe cofepXaHue SIBNSETCS TUTYNbHO CTPaHULE AOKyMeHTa «HCTpyKuus
no npumeHeHuto Anti-Tg CAL» MCMoNb30BaBLUErocs 15 PerucTpauyun MeauLmHCKoro
n3nenus Ha TeppuTopun Poccuiickoit depepauun; B [aHHOM (haiine npuBeaeHa
VHCTPYKUMS MO NPUMEHEHMNIO U3AENIS.

2. TpUnoXeHHbIA NOKYMEHT WCMONb3YeTcs TOMbKO [AN8 PEerucTpauuy MeauLMHCKOro
n3genvs Ha TeppuTopuM Poccuiickoii ®efepauun, U B COOTBETCTBMM C 3aKOHaMM
Poccuiickoii defepaumn AN UCMONMb30BaHWS [OKYMEHTOB TPeByeT HOTapuasibHOro
3aBepeHUs.

C yBaXkeHvem,

/Mopanuce/

BaH CvHbOUH

MeyaTsb: W 3HbUYXK 3Hb MaiHgpait Buo-Meankan 3nekTpoHuke Ko., 1T4.
4403055003015

IMeHemKep 0T/eN1a HOPMATMBHO-MPABOBOIO PEry/IVPOBaHMS

LLIsHbYK3Hb MaitHapain Bro-Meankan dnekTpoHuke Ko., JTTg,
MevyaTb: W 3HbUYXKIHb MaiHgpait Buo-Meankan 3nekTpoHuke Ko., 1T4.

4403055003015

KuTaiickasa HapogHas Pecny6nmka, 518057, LLISHbWK3Hb, HaHbLIaHs,
MPOMBILLAEHHbIA NapK BbICOKMX TEXHOMOTUIA,

3naHne «MuHgpeii», Kepkn, 12 Poya CayT

Ten.:+86 755 81888998

Pakc: +86 755 26582680

Caiit; www.mindray.com
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YTBEPXIEHO

/nognuce/

BaH CUHbLOBIH

MeHemKep OT/eNa HOPMATVBHO-MPABOBOT0 PEry/IMPOBaHIS

LLISHbYWK3Hb MaliHapaii Bro-Meaukan dnekTpoHuke Ko., JTa.

03.09.2020 .

MeyaTb: LW 3HbYIXK 3Hb MaiiHapah Buo-Megnkan dnekTpoHuke Ko., 1T4a.
4403055003015
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MepeBof, 4aHHOI 0 TEKCTA BbIMO/IHEH NepeBoAYMKoM LLinaesoit Mapwveit BUKTOPOBHO

Poccuiickas Peanepayms
"opog Mocksa
[JecsaToro HoA6pA ABe ThiCAYM ABafLaTOro roga

a, AkumoB [ne6 Bbopucosuy, HoTapuyc ropoga MocCKBbl, CBUAET
noanucy nepesogunka LLinaesoit Mapumn BUKTOPOBHLI.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NOANUCaBLLEr0 AOKYMEHT YCTaHOB/IEHA.

3apeructpupoaHo B peecTpe; Ne 77/09-H/77-2020- ~

B3bicKwMaeeagaTBeHHOM nownuHbl (Mo Tapudy): 100 py6. 00 kor.
Ynni? 16 3" ok LL, e ycnyr npaBoBOro n TexHuyeckoro xapakrepa: 300 py6. 00 Kon.

I".b. AKnumos
T-

Bcero npoLwwHypoBaHo, NPOHYMepoBaHO
N CKPEr/IeHO MneyaTtbto nucta(oB)
HoTtapuyc:
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