JlaTa yTBep:KIeHNsI HHCTPYKIUHU Mo npuMeHeHnio: 16.02.2023
1 Ha3zBanne uzgeaust
PearenTt JM3upyomuii 1Jisi aHAJIM3aTOPOB aBTOMATHYeCKHX remarosiorudeckux S5-Diff nias quarnocruku in
vitro (Hematology analyzer lyse (LYC-1/LYD-1)).
Bapuants! ucronxnenus:
1. Pearent musupyromuii LYD-1, 100 mi, B coctage:
- Pearent musupyromuii LYD-1- 100 mi.
- MHCcTpyKIus o npuMeHeHHo — 1 mrT.
2. Pearent mmsupyronmii LYD-1, 200 M, B cocTase:
- Pearent ;m3upyromuii LYD-1- 200 mo1.
- MHCcTpyKIMs 10 IpUMEHeHHo — 1 mT.
3. Pearent musupyroumii LYC-1, 100 mi, B cocrase:
- Pearent musupyrommii LY C-1- 100 mi1.
- MHCTpyKIMS 0 MpUMEHEHHIo — 1 mT.
4. Pearent mu3upyronmit LYC-1, 200 mi1, B coctage:
- Pearent mm3upyrommii LY C-1- 200 mut.
- MHCcTpyKIus o mpUMeHeHH o — 1 mT.

Janee cokpaméHHoe HaHMEHOBAHKE - M3/IeJINe WIN peareHT msupyromuii, LYD-1, LYC-1.

2 Ilpon3BoauTE b H3EJTHS

[IponsBoauTens: Shenzhen Dymind Biotechnology Co., Ltd., («II>HbuwK3HB
Haitmun g buorexnonomxu Ko., JIta.»), Kuraii.
AJipec IpOU3BOAUTENIS: 10th Floor, Building B, High-tech Park, Guanggiao Road,

Tianliao Community, Yutang Street, Guangming District,
Shenzhen, China (10 ®noop, bunmuar b, Xwurx-teu I[lapk,
I'yanrkionao Poan, Tuanmuao Llommynutsl, FOtanr Crpeer,
I'yaurmunr uctpuxr, HIsHpuxoaHb, KuTait).
MecTo MpoU3BOICTRA: Shenzhen Dymind Biotechnology Co., Ltd.
Floor 1 & 4, Area A, Building B, Yeming mold industrial park,
Genyu Road, Tianliao Community, Yutang subdistrict office,
Guangming New District, Shenzhen 518132, P.R. China
(II>apwxonp  Hatimuaa  buorteknomomku Ko., Jito., KHP,
518132, LlI»>Hpuk3Hb, HOBHIH paiioH ['yaHMuH, oduc moapaiiona
IOtiran, MUKpOpaiioH Taubisio, yiuna I'>HbIOH,
IIpombimnennsiii napk mogneneit Exya, xopmnyc b, cexuus A,
ataxu 1 u 4).
3 HaznaveHue uzgenus
W3nenue npeaHasHaueHo A1 JM3uca (pa3pyLIeHHs) SPUTPOLIUTOB AJIsl OIpeeIeH s FeMOTJI00NHa WITH TIOMOLIH B
MOfCYeTe JIEHKOIWTOB (BKJIIOYAS OIpEAeNCHHEe CYONONMyNSIINH JICHKOIUTOB: HEHTPO(MIEI, TMM(ONUTH, MOHOIHTHI,
203MHO(PHIBI B 0a30(QMIBl) B KIMHHYECKUX 00pasnax IenbHOH BEHO3HOH WM KanmwusipHoW (aHTHKOAryimsHt K2DJITA)
KpPOBH 4eJIOBEKa JUII COBMECTHOTO MPHUMEHEHHs C aBTOMATHYECKMMH T'eMaToJoTHYecKnMy aHammsatopamu S5-Diff mms
JUaTHOCTUKY in Vitro. V3genwe sBIISieTCSI BCIIOMOTATENBHBIM CPEACTBOM B JHATHOCTHKE. MEIMIIMHCKOE U3IEIHE MOXKET
IPUMEHATHCS O3 OTpPaHUYSHHUH IO MOMYISIIMOHHBIM M AeMOTpadUueCcKUM actieKTaM (MY>XUYHH H )KSHIINH).
O0nacTh NpUMeHeHus
Knunnueckas mabopaTtopHas AUarHOCTHKA.
IToxa3zaHusi K NPHMeHEHN IO
Wznenue wucmomp3yeTcss B KauecTBE BCIOMOTATENBFHOTO CPEACTBA JUIS aHANN3a KIETOK KPOBM U BBIABICHHS
MaleHTOB C PAa3IMYHBIMKA 3a00JIeBaHMSAMH: IPOCTYJa, JHUXOpajgKa, aHEeMHs, OakTepHaidbHas WH(EKIHs U BHpYyCHas
HHEKIus.
IIpoTuBonokazanus
He npumennmo aia nansoro MU.
Bo3Mo:kHbIe T000YHbIE JeiiCTBHUS IPH MCIOJIH30BAHHH MeTHIHHCKOTO M3/1eJIHs
He npumenumo ania nansoro MU.
TpedoBaHus K onepatopy (I0/1b30BaTEJII0)
MenuiHCKOE M3/eNIe TpeHa3HaueHo Ul IPO(GeCCHOHAIBHOTO IPUMEHEHUSI U MOXKET MCIOJIB30BaThCS TOIBKO
KBATN(HIIMPOBAHHEIM TIEPCOHATIOM B OOJIACTH KJIMHUYECKOH JIabOopaTOpHON MHArHOCTUKH (METHIMHCKHM J1a00paTOPHBIM
TEXHHUKOM HJIM BPauoM KIMHHYIECKON JJaO0paTOPHOH ANArHOCTHKH).

4 Onucanue u3aeaust

4.1 Onucanue u3eaus

W3zpenue umeeT BapHaHTHI HCIIOMHEHMS U3 IBYX BUJOB peareHToB Jnupyoomux (Pearent mmupyromuit LYD-1 u
Pearent musupyromuii LYC-1), koTopble OTIMYAIOTCS IPOIEHTHBIM COJEp)KaHHEM KOMIIOHEHTOB COCTaBa M HAXOIATCS B
OeIbIxX (IaKoHax ¢ 3e1eHoi KphImKol. Take peareHTs! IM3UPYIomye UMEIOT pa3nuaHbie 00bemMbl- 100 Mt u 200 Mot
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Ha ¢nakone ¢ uznenuem nmeercsi RF kapra, koTopas npeacTasisieT co00i IIIACTHKOBYIO KapTy, BHYTPh KOTOPOi
BHEJIpEH CHelualbHbI Mukpoumn (TpaHcnonaep). RF-kapra mpous3BoAUT yCTaHOBKY HACTPOEK C MOMOIIBIO BHECEHHOU B
Heé mHpopManuy (Ha3BaHUE U3JENHs, CPOK TOJHOCTH B HEBCKPBITOM COCTOSIHUH, CPOK TOIHOCTH TIOCJE BCKPBITUS, 00BEM
u37enus, areHT(kKolI)) B ciydae, €ClId Ha aHamum3aTope oToOpaxaercs ommbka «Hemomyctumerid pearent». RF kapra
HOAJEPKUBAET CICAYIONINE MOJIETH aHATIM3aTOPOB

Pearent mmsupyrommii LYD-1: DF50CRP, DF52CRP, DF53CRP,

Pearent musupyronmii LY C-1: DF50, DF51, DF53, DF55, DF56 npomsBoactBa Shenzhen Dymind Biotechnology
Co., Ltd., («IlI>apwksHb datimunag buoteknonomku Ko., JIta.»), Kuraii.

4.2 KoMIIOHEHTBI COCTABA M3/1eJIUs

PearenT mm3upytommii LYD-1 cocrout n3 crenyromux kommoneHToB: Bona (H20), Jonenun TpuMeTHIaMMOHUS
o6pomun (C15H34BrN), Hatpwuii pochoproxucisrii aBy3amemennsiii (Na2HPO4), [Tpoxmua-300.

PearenT mm3upyrommii LY C-1 cocrout u3 cnegyromux koMmnoneHToB: Bona (H20), Hogenun TpuMeTHIAMMOHUS
6pomun (C15H34BrN), Hatpwuii pochoproxucisii asy3amenienssiii (Na2HPO4), [Tpoxma-300.

4.3 IlpuHUHUN aeiicTBUs

JImsupyromuii pacTBOp OKa3bIBaeT TeMOJIUTHUECKOE AeHCTBUE: NPU JOOABICHNH K CYCIIEH3UH Pa3BEeICHHON KPOBU
BBI3BIBACT JIM3HC (pa3pyllieHHe) SPUTPOLUTOB — pacraj] MUTOIUIa3MAaTHYeCKOW MeMOpaHbl M CKaTHe ee (parMeHTOB B
HeOOJbINE IUIOTHBIE YaCTHIBI, HE IPEISITCTBYIOLIME IIOJCYETYy IPYIHX IapaMeTpOB W IIEPEeBOJ PasIH4HBIX (hopMm
reMorioouHa B eauHylo ¢opmy. Ilon meficTBHEM NOBEpXHOCTHO-aKTHBHBIX COCAWHEHHH JIM3UPYIOIIETO pacTBopa
JICHKOIUTHl B Pa3HOM CTENEHHM NpEeTepHeBAIOT M3MEHEHHS CBOMX pa3MepoB («CKMMAIOTCS»), YTO IIO3BOJIIET IPHOOpPY
OTIPENIETUTD UX KOJIHYECTBO U CyOnOmyIsauuy (HEUTPOPHIIBL, TUM(POLUUTHI, MOHOLUTHI, 303UHOPIIIB H 0a30(HITBI).

4.4 TeopeTnueckoe 000CHOBaHUe

OOmmii aHanM3 KPOBU — 3TO COBOKYIHOCTh HamboJiee 4acTO HEOOXOIMMBIX KIMHUYECKUX HCCIECIOBAHHH IS
OLICHKH NIPOSIBIICHHH NATOJIOTHIECKUX COCTOSHHUN B KPOBH.

V3MeHeHUsT KoJHMYecTBa JICHKOIUTOB M OSPUTPOLMTOB HMEIOT pellaroliee 3HAUCHHWE B PAcO3HABAaHUH
OoTpesieNieHHBIX 3a60/eBanuii kposwu. U

B OCHOBHOM KIJICTKH ITOJICUMTBIBAIOT ¥ ONPEACIISIOT UX pa3Mep IyTeM H3MEPEHHs dJIEKTPUIECKOTO CONPOTHBICHHS,
CO3/1aBaCMOT'0 YacTHLEH, B3BEIICHHON B MPOBOAAILIEM pa30aBHTEse, KOrza KIeTKa IepecekaeT MalieHbkoe orBepcrue. Ilo
Mepe TOro, Kak pa30aBlieHHas CyCIICH3US KIETOK BTATHUBAETCS Yepe3 OTBEPCTHE, MPOXOXKACHUE KaXIOH OTAETbHON KICTKH
Ha MTHOBEHHE YBEJIMYHBACT CONPOTUBICHHE 3IEKTPHUECKOTO IYTH MEXAY MABYMS HOTPYKEHHBIMU JIIEKTPOAAMHU,
PAacIOIOKEHHBIMHE C KaKIOH CTOPOHBI OTBepcTHs. VIMITynbC M3MEHEHMS! HANPSDKCHUSI YKa3bIBaeT KOJIMYECTBO KIIETOK, a
BBICOTA KaXJ[OTO UMITYJIECA MIPOTIOPIIMOHATFHA 00BEMy BBITECHEHHOTO pa30aBUTENs WM pa3Mepy KIeTKH. Takum obpas3om,
MO>XHO TIOJICYMTATh U ONPEIENIUTh pa3Mephbl SPUTPOLIUTOB U JieikoruTos. 2]

Tak e MeToJ1 Bee Halle HCTIONb3YeTCsl s ONpe/eeHHs KOHIIEHTPAII TeMOTIo0uHa B kposu. [l

PeareHT U1 aHanu3a KJIETOK KPOBH, KaK OOBIYHBIA JIEMEHT KIMHMYECKOTO CKPHHUHIA, TIOAXOIHUT IS aHaIHM3a
KJIETOK KPOBH U BBISBJICHHS INAI[MEHTOB C PA3IMYHBIMU 3a00JIEBAaHMSAMH: IPOCTY/A, JIMXOPaJaKa, aHEMHs, OaKTepHanbHas
WH(EKIUS U BUPYCHAs HHPEKIHS.

5 XapakTepuCTUKH U3 eTUs

5.1 TexHu4eckne XapaKTepHUCTHKHU U3/1eTUs
Tabnuua 5.1 Texuuueckue xapaktepucTiku Pearenra musupyromero LYD-1

Pearent mu3upyromuii LYD-1, 100 PearenTt m3upyroumii LYD-1, 200

XapakTepucTHKA
MJI MJI
O0wéMm, mit, £10% 100 200
pH 2.2040.20
Macca, r 169,0 #,51 258,16 3,02
["aGapuThl ¢ KPBILKOH (HHA X 75 40 x 138 75 40 x 138

MIMPUHA X BBICOTA), MM, +10%

Bremramit BU EeCHBeTHaS{ KUIOKOCTh 0e3 3ariaxa, 0e3 YaCTHll, OCaaKa NN XJIOIIbCB

Tabauua 5.2 Texuuueckue xapakrepuctiku Pearenra ausupyromero LY C-1

PearenT susupyromuii LYC-1, 100 Pearent amsupyromuii LYC-1, 200

XapakTepucTuKa
MJI MJI
00béMm, M1, £10% 100 200
pH 2.2040.20
Macca, r 169,0 H,51 258,16 #3,02
["aGapuThl ¢ KPBILKOH (JUTHHA X 75 % 40 x 138 75 % 40 x 138
IIMpPUHA X BbIcOTa), MM, £10%
Buemnunii Buj BecuseTHas )XuaKOCThL O€3 3amaxa, 0€3 4acTHIl, 0CaKa MU XJIOILER

5.2 @yHKIHOHAJbHbIE XaPAKTEPUCTHKH H3/1eJIHSA
5.2.1 ®oHOBOE 3HAYEHHE

®donosoe 3HageHne: WBC<0.2x10%n, HGB<I r/n.
5.2.2 ToyHOCTH

OTHOCHTEIIFHOE OTKIIOHEHHE He npeBbiraeT: WBC 45,0%, HGB +2 5%.
5.2.3BHyTpucepHiiHas NPENH3HOHHOCTH (IIOBTOPSIEMOCTD)
Hspeane IHoBTOpsiemocTH
HaunmenoBanue napamerpa Jluana3on onpenesieHus (KB)
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Pearent nusupyromuii LYD-1 WBC (4.0~15.0)=<10%n <2.0%
HGB (110-180) r/n <1.0%
Pearent nmusupyrommii LY C-1 WBC (4.0~15.0)><10%n <2.0%
HGB (110-180) r/n <1.5%
5.2.4 MesxkcepuiiHasi Npenn3HOHHOCTH (BOCIPON3BOANMOCTD)
HaumeHnoBaHue mapamerpa Junana3on onpenesieHust KB
. WBC (4.0-15.0)><10%n <7,5%
Pearent musupyromuii LYD-1 HGB (110-180) 1/ <1.0%
Pearent nu3upyromuii LY C-1 WBC (4.0-15.0)<10%n <7,5%
HGB (110-180) r/n <1.5%
5.2.5 Ko puuueHT nepeHoca
Koa¢pdumment nepenoca: <0.5%.
5.2.6 JIuneiiHOCTH
Hanmenonan H . N Kpurepuii cooTBeTcTBHS
W/KHHH Bepxuuii
Hznenue ue En. npexen npenen Abco0THOE OTtHocuTebHOE
napamerpa OTKJIOHEHHE oTKJIOHeHHe %
Pearenr WBC 10%x 0.00 100.00 <0.30x<10%n %
JIH3UPYIOIINH 100.01 500.00 / 0%
LYD-1 HGB /1 0 250 <2r1/n 2%
Pearent WBC 10%x 0.00 100.00 <0.30x<10%n %
TTH3UPYIOMINiT 100.01 300.00 / H0%
LYC-1 HGB o/ 0 250 <2 rt/n 2%

5.2.7 CpaBHeHHe MeTOI0B

Koaddurment xoppemsimmu WBC (nefikouuntsl) 1 HGB (remorno6un) > 0,975.

CyOnonynsinuu J1eiikouuToB

Ko3¢ppunment xoppeasiuuu (r)

Neu %

>0.90
[IpouenT HeHTPODUIOB -
Lym? >0.90
[MponenT mmmdonnTos -
Mon % ~0.75
[IponeHT MOHOIMTOB -
Eos% ~0.80
[pouenT s03uHOPMITOB -
0
Bas™ >0.50

[Tporent 6azoduion

5.2.8 UnTepdepenuus

He Obuto BBIsIBNEHO 3HauMMoOW WHTephepeHIMH OoT Omnmupybmra < 433.1 MrMous/m, TpurauuepuzoB < 15.39
MMoJIb/J1. TIpy HaJIMYUK 9THX BEIIECTB B yKa3aHHBIX KOHLEHTPALMAX, OTHOCHTEIFHOE OTKIOHEHHE B TIPEIeax:

WBC

5%

HGB

+7.0%

6 KoMIuiekT mocraBku
W3nenue noctaBigeTcs B CleLyONed KOMIUIEKTalluu:

PeareHT nMM3UpYIOIMIA [JIsI aHATM3aTOPOB aBTOMAaTHYECKHX remaTtosorndeckux 5-Diff s amarHoctukm in vitro

(Hematology analyzer lyse (LYC-1/LYD-1)).
BapI/IaHTBI HUCIIOJTHCHUA

1. Pearent musupyromuit LYD-1, 100 M, B coctaBe:

- Pearent mmsupyromuii LYD-1- 100 mot.
- MHCTpyKIMs 10 MpUMEHEeHHo — | mIT.

2. Pearent nusupyronmii LYD-1, 200 mi, B cocTaBe:

- Pearent musupyromuii LYD-1- 200 mo1.
- MHcTpyKims 1o npuMeHeHuio — 1 iT.

3. Pearent musupyromuii LYC-1, 100 mi, B cocTaBe:

- Pearent mm3upyrommii LYC-1- 100 mit.
- MucTpyKius mo npuMeHeHuto — 1 mr.

4. Pearent nmusupyromuii LYC-1, 200 mi1, B cocTaBe:

- Pearent musupyrommii LY C-1- 200 mi.
- MHCTpYKIMS 10 TPUMEHEHHIO — | 1IT.
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7 YnakoBKa M MAapKHPOBKA H3/1e/1Us

7.1 YnakoBka u3jesiust

Pearent mmupyrommii Bo ¢uiakoHe ((piIakoH SBISETCS WHAWBHIYaJbHOW M IOTPEOHTEIBCKOH YIAKOBKOH) B
KOJIMYECTBE, ONpEeIseMbIM J0TOBOPOM IIOCTABKA M HMHCTPYKIHUS 10 NPHMEHEHWIo (lINT/TPaHCILyI) yHakoBBIBAIOTCS B
TPAHCIOPTHYIO YIAKOBKY, KOTOpasi MPECTaBIsIeT COO0H KapTOHHYIO KOPOOKY (13 ropUPOBAHHOTO KapTOHA).

7.2 MapKkupoBKa u3eaus

OpuruHajibHasi MADKHPOBKA (pJ1aKkoHA ¢ peareHTaMu
Opucunanvhas MapkuposKa (AaKoHa ¢ peazeHmamu COOEPAHCUM CAeOYIOUVI0 UHDOPMAYUIO U CUMBOTIbL:
- JIoroTHIT H3rOTOBUTEIS;

- CokpaniéHHOe HAUMCHOBAHHE U3/ICITHS;

- O6BEM pearentos B M (ML);

- [Ipenynpexaenus;

- Nadopmaruio o KOMIIOHEHTaX COCTaBa;

- Qr kom;

- Hapnues Made in China;

- YcioBus XpaHeHHUS M CTAOMIBHOCTH.

CuMBOJI HauMmeHoBaHue CHMBOJIA
|VD MeaunuHackoe U3aelne I JUarHOCTHKY in Vitro
g Hcnons3oBaTh 10
LOT Kox naptuu
c € Mapxkuposka 3aakom CE
HzroroBureib
EC  REP VII0JIHOMOYEHHBIH TpeICTaBUTENb B EBPOIIEHCKOM cOO0IIECTBE
0
1 OOparuTech K HHCTPYKIINH IO TPUMEHEHUIO
S IPC
TemnepaTypHbIit 11anazoH
4z
Jlata m3rotoBneHus

RF xapma ¢gpnarxona c peacenmamu codepacum cnedyiowyro ungopmayuro:
- JIOroTHIT H3rOTOBUTENS,

- HanMeHOBaHMe H3TOTOBHUTENS;

- HanMeHOBaHKe BapHaHTa MCTIOJIHCHHS;

- Hanmenosanune «RF Card>»RF kapra.

Cepmughuxam na Kpviuuke rakona c peazeHmamu cooeprcum caedyiowyio uHGopmayuio:
- JIOrOTHIT H3rOTOBUTENS;

- Hapmues «Certificate of Approval» Cepruidukar 06 yTBepKaecHHH;

- Hapmmes «Quality Inspector:  » Mucnekrop kauectBa: .

OpuzuHanbHas MaprkupoKa MpaHcnopmHol YNaKo8Ku COOPAHCUNt CLedYIowyIo UHDOPMAYUIO U CUMBOTIbL:
- JIOrOTHIT H3rOTOBUTEIS,;

- CokpaniéHHOe HAaMMEHOBAHHE U3IEITHS;

- BapuaHT UCIOIHEHNS;

- Kon mapruu;

- JlaThl NpOM3BOJICTBA U CPOKU TOJTHOCTH;

- KonnuecTBo nmoTpeGHUTENbCKUX YIIAaKOBOK B TPAHCIIOPTHON YITAKOBKE;

- Hagmues «Made in China» (Cnenano B Kutae).

CumBoJI HaunmeHoBaHHe cMMBOJIa

c € Mapxkuposka 3sakom CE
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[ §
N3roroButens
EC  REP VoMHOMOYEHHBIH NpeAcTaBuTeNb B EBpomneiickoM cooliiecTe
°
1 OO6paruTech K HHCTPYKIMH IO TPUMEHEHHUIO
S IPC o
TemmepaTypHBbIi Tuama3oH
420
] I Bsepx
—
IVD Wznenue a4 in vitro IMarHOCTUKH
OcTopokHO. XpyTKoe

Ha ¢rakon ¢ pearenTaMu HaHeceH CTHKeP Ha PYCCKOM fI3bIKe
CTukep COAEPKUT CIEAYIONTYI0 HHPOPMAITHIO M CHMBOJIBL:

- [TonHoe u cokpaméHHoe HAaMMEHOBAaHUE U3IENNUS;

- Bapuant ncnonnenus;

- CocTaB u3aenus;

- Hagmues «H(bOpManuio Ha CTHKEpE CUUTATh IIPHOPUTETHOMN;

- HaZ[l'II/ICL <<KOZ{ napTUuu, CPOK roAHOCTH, YCIOBUA XPAaHECHHUSA U OCTAJIbHBIC Fpa(l)I/I‘-IeCKI/Ie CHMBOJIbI YKa3aHbl Ha

OpI/IFI/IHa.]'II)HOﬁ MapKHUPOBKE»,

- Hagnmcees «TonbKo [Uist AMATHOCTHKY iN Vitro>s

- Hagmuer «/lns mpogeccnoHAIBHOTO TIPUMEHEHUS;

- Homep pernctparmoHHOTO yIOCTOBEPEHUS;

- Madopmarmio 06 ymoIHOMOYEHHOM NpeICTaBUTeIIe TPON3BOANTENS.

CuMBOJI HaumeHoBaHHe CHMBOJIOB

OO6paTnTech K HHCTPYKIIMH 10 TIPHMEHEHUIO

Hsrorosurein

Ha TpaHCNOPTHYI0 yIaKOBKY HaHECEH CTHKEP HA PYCCKOM sI3bIKe
CTHKep COAEPKUT CIEAYIONTYI0 HHPOPMAITHIO M CHMBOJIBL:

- TIOJIHOE U COKpANIEHHOE HANMEHOBAHHUE M3/ICIHS;

- uHpOpMaIHs 0 Macce HETTO U OpyTTO;

- nHdopMaIHs 0 Macce HETTO MOTPEOUTENILCKOM YIaKOBKH (B 3aBUCHMOCTH OT BapHUaHTa HCIIOJHEHMS);

- nH(OopMaIHIO 0 rabapUTHBIX pa3Mepax TPAHCIIOPTHOW YNaKOBKH (AJIMHA, IIMPHHA, BHICOTA);

- Hagmues «Koxa mapTum, cpok rOAHOCTH, YCIIOBUS XpaHEHHUsI, THGOPMALHIO O YHCIIe SAUHHMI] TOTPEOUTEIBCKHX

YIIaKOBOK B TpaHCl'lOpTHOﬁ YIOAKOBKE U OCTAJIbHBIC rpa(bnqecm/le CUMBOJIbI YKa3aHbI Ha Opl/IFI/IHaJ'IbHOﬁ MapKHUPOBKEY.

CumMBoJ HauMeHoBaHHE CHMBOJIOB

Hzrorosureis

8. YcioBus TpaHCNOPTHPOBAHMSA, XPAHEHHS, IKCILUIYaTAIlUH, CTA0HIBHOCTD
3asBICHHBIN CPOK TOIHOCTH — 24 MecsIa.

YcnoBust XpaHeHHs U IKCILTYyaTalUH

IMocne ncreueHust Cpoka rOAHOCTH U3/EIIHE UCTIOIb30BATH 3aIPEIIECHO.

Wznenune CTaOUIBHO J10 UCTCUCHUS CPOKA IT'OAHOCTHU, YKA3aHHOI'O Ha 3TUKETKE, IPU XPaHECHUN B HEBCKPLITOM BU/IE,

[Tocie BckpoiTus xpanuts npu temmnepatype 15-30 °C ue 6onee 60 nHEH.

BJAIM OT IPSAMOrO COJIHEYHOro cBeta npu remneparype oT 2 °C go 30 °C. Cpok XpaHEeHUs HEBCKPBITOro u3aenus 24 mecaua.

W3nenust, XpaHUBIIUECS C HApyHIEHUEM PErTaMEHTHPOBAHHOTO PEKHMA, TPHMEHEHHUIO He MO UIeKaT.

Yci10BHSI TPAHCHIOPTHPOBAHUS

W3nenue MoOXeT TpaHCIOPTUPOBATHCS BCEMU BHIAMH KPBITOTO TPAHCIOpPTAa MPH OOECIIEUEHUH TEMIIEPaTypbl

TpancnoprupoBanus ot 2 110 30 °C B Teuenue 15 nHel.

I/I3II€III/I$I, TPaHCHOPTUPOBAHHBIC C HAPYIICHUEM TEMIICPATYPHOI'O pEKMUMa, IPUMEHCHUIO HE IMOAJICIKAT.
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9. Ucnosib30BaHue H3/1eIMsI

9.1 Heo6xoaqumMble MaTepHaJIbI 1151 IPOBEIEHUs] aHAIN3A

Peazenm ausupyrowuii LYD-1:

- Anammsarop 5-Diff aBTOMaTH4Yeckuii reMaTOJOrMYeCKHH A AWArHOCTHKH in Vitro, BapHaHTHl HCIIOJHEHHS
DF50CRP, DF52CRP, DF53CRP, mpomsBonctea Shenzhen Dymind Biotechnology Co., Ltd., («IlIsupwkons daiiMusm
Buorexnonomxu Ko., JIta.»), Kuraii;

- PeareHT nM3MpYIOIIHI /T aHAIM3aTOPa aBTOMaTHYeCKOro remarosoruueckoro 5-Diff qus quarnoctuku in vitro
(Hematology analyzer lyse (LYC-2/ LYD-2)), Bapuautr wucnonuenus LYD-2, mnpoussomctBa Shenzhen Dymind
Biotechnology Co., Ltd., («IlIapwxsub Haiimung buoteknonomku Ko., JIta.»), Kuraii;

- PasbaBurens W30TOHWYECKHMH IS aHAIM3ATOPOB aBTOMATHYeckux remarojoruueckux 3-Diff /5-Diff mus
quarHocTuky in vitro (Hematology Analyzer Diluent), Bapmant ucnomnenus DIL-C, npomsBoncrsa Shenzhen Dymind
Biotechnology Co., Ltd., («llI>apwksns datimuan buorexknonomxu Ko., JItn.»), Kurait;

- Pearent npomeiBounsli (CLE-P Cleanser) nis aBTOMaTHYeCKUX TeMaTOJIOTHIECKHX aHaimu3atopoB 3-Diff u 5-
Diff mns amarHoctuku in vitro, mpomsBoactBa Shenzhen Dymind Biotechnology Co., Ltd., («IIsupwkanp JafiMunm
Buorexnonomxu Ko., JIta.»), Kurai.

Peazenm auzupyrowun LYC-1:

- Ananusarop 5-Diff aBromaTn4eckuii reMaToIOruuecKuil ISl JUAaTHOCTHKHY in Vitro, BapuanTbl ucnoinenus: DF50,
DF51, DF53, DF55, DF56, mpousBoactBa Shenzhen Dymind Biotechnology Co., Ltd., («IIbHpwKdHb JafiMunm
buorexnonomxu Ko., JItn.»), Kuraii;

- PeareHt nu3upyOLIHI T aHAM3aTOpa aBTOMaTH4ecKoro remaronoruueckoro 5-Diff qus quarnoctukwu in vitro
(Hematology analyzer lyse (LYC-2/ LYD-2)), Bapuantr wucnoinenuss LYC-2, mnpoussomctBa Shenzhen Dymind
Biotechnology Co., Ltd., («llI>apwksnb daiimunn buorekHonomxu Ko., JItn.»), Kurait;

- Pas6aBuTenb W30TOHWUYECKHI [UISl aHAIM3aTOPOB aBTOMATHUYECKHX remarojorundeckux 3-Diff /5-Diff mis
muarHoctuku in vitro (Hematology Analyzer Diluent), Bapuant ucnonuenus DIL-C, mpoussoactBa Shenzhen Dymind
Biotechnology Co., Ltd., («lLI>apwksns Hatimunn buorexknonomku Ko., JIta.»), Kuraii.

- Pearent npomeiBounsiii (CLE-P Cleanser) anst aBToMaTHYeCKUX reMaTojorndeckux aHamuzaropoB 3-Diff u 5-
Diff mns mmarHoctuku in vitro, mpomsBoactBa Shenzhen Dymind Biotechnology Co., Ltd., («lIsHpwkanp JaiiMuHz
buorexnonomxu Ko., JItn.»), Kuraii.

Taxoice emecme ¢ u30enUAMU UCHONLIVIOMCL:

- Konrtpons remaronormueckuii (Hematology Control) mis KOHTpOJsi KayecTBa KOJMYECTBCHHOTO OMPEICICHUS
mapamMeTpoB KJIETOK KPOBH B KIMHHYECKOM OOpaslle Ha aBTOMATHYECKHX TIeMaTOJOTHYECKHX aHamu3aropax S-Diff mms
IUAarHOCTUKH in vitro, BapuanTsl ucnoiHeHns: H (1x3,0 mm), H (2x3,0 M), H (3%3,0 M), N (1x3,0 M), N (2x3,0 M), N
(33,0 M), L (1x3,0 mm), L (2x3,0 mm), L (3x3,0 mum), mpomsBoactBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«supwKaHb Jaimunan buorexknonomku Ko., JIta.»), Kuraii;

- Kamubparop remaromormueckuii (Hematology Calibrator) s KOJHYECTBEHHOTO OMpEACICHUS TapaMeTpOB
KJIETOK KPOBM B KJIMHMYECKOM 00paslie Ha aBTOMAaTHYECKHX IeMaTojiornyeckux anamusaropax S-Diff mis nuarnoctrkm in
vitro, BapuaHThl ucmonHeHus: 1x3,0 mu, 2x3,0 mi, 3%3,0 mi, npousBojactBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«Isupwkans Jaimuan buoteknonomku Ko., JIta.»), Kurai.

[Ipumeuanne: anst Gonee MOAPOOHON HMHGPOPMAIMM KacaTeNbHO IOMOJTHUTEIBHBIX HEOOXOIUMBIX MAaTEpHaIOB
obpamaiiTech K COOTBETCTBYIOLIMM HHCTPYKIMSIM [0 NPHUMEHEHHIO M PYKOBOJACTBAM IO OKCIUTyaTallMd W3/IeInH,
HCIIONB3YEMBIX B paborTe.

9.2 Coop 4 MOATOTOBKA MATEPUAJIOB JJIsl MCCIeT0BAHUS

Jlns naHHOTO TecTa PEeKOMEHIYeTCsl MCIOJIb30BaTh OOpaslbl LENbHOW BEHO3HOM WM KalWULIPHOH KpOBH,
cobpannbie B mpodupku ¢ K2DJITA.

Jlns knaccuuKauuy JIeHKOHMTOB, XPaHUTh UCIIONB3YeMble 00pa3Ibl [IEIbHOW KPOBH HEOOX0JUMO MPH KOMHATHOM
TeMIlepaTtype M aHaJM3HUPOBATh UX B TeYECHHE 8-MU 4acoB Imociie cOopa. Eciu oTCyTCTBYeT HEOOXOAMMOCTh B aHan3e
JIEHKOITUTOB M CPETHEr0 00beMa 3PUTPOIUTOB, XPAHUTH 00pa3Isl MOXKHO B XonoauibHuKe (2°C - 8°C) B TeueHne 24-X 4acoB.
Tlepen aHamu3oM 00Opasibl CIEAYET TOBECTH [0 KOMHATHON TeMIIEpaTyphl B TEUCHHH, IO MEHbIIeH mepe, 30-TH MHUHYT U
XOpOIIO BCTPAXHYTH JIs1 paBHOMEPHOI'O NEPEMEIIINBAHUS.

[Tpobupka ¢ coOpaHHBIM 00pa3IOM KaMWUIIPHOW KPOBH JOJDKHA OBITH TIOMEIICHA CTPOT0 BEPTHKAILHO (HE MO
YIJIOM WIH BBEpX THOM). MHade, BHYTPEHHsS1 CTEHKa MPOOMPKH MOXKET OKPACHUTHCS M30BITOUYHBIM KOJIHYECTBOM 00pasia,
KOTOPBII CTaHET HENpPUTOAHBIM Uil aHann3a. Kpome TOro, 3To MOXXET BbI3BaTh HEPABHOMEPHOE CMEIICHHE O0OpasioB U
HEZI0CTOBEPHBIC PEe3yJIbTaThl aHAIN30B. AHAIU3UPOBATh 00Pa3Lbl KAHJUIAPHON LETbHOH KPOBH XKeJlaTeJIbHO B IEPUOL OT 3-
X MHHYT JI0 2-X 4acoB I0cjie HX cOopa.

YrtoOBl rapaHTHPOBaTh TOYHOCTH aHANIM3a, YOequTech, YTO B3ATO He MeHee 100 MKII KanmWUIIPHON KPOBH M HE
Mmeree 0,5 M1 BEeHO3HOH KpOBH (He BKIIFOUask MEPTBBIA 00BEM MTPOOUPOK).

9.3 IMocen0BaTEILHOCTH ITANIOB MPOBEIEHUST aHAIN3A

1. Tepen HauamoM pabOTBI ClieTyeT O3HAKOMHTBCS C PYKOBOACTBOM MO 3KCIUIyaTalldH HCIOJIb3YeMOro
aHaNM3aTopa, a TAkXKe ¢ MHCTPYKIMSIMU M3/eNnii, HCIONB3yeMbIX B padoTe.

2. Boigepikute U3ende 10 J0CTHKEHH! KOMHaTHO# Temmeparypsl 15 ‘C ~ 30 C.

3. CHUMHTE OpPHUTHMHAIBHYIO KPBIIKY C (UIaKkOHA, BCTaBBTE COOTBETCTBYIOLIYIO TPYyOKy aHaiHM3aTopa BO (NIAKOH C
peareHToOM COIVIACHO IIBETOBOMY COOTBETCTBHIO MEXIY KPBIIIKOH (pIakoHa ¢ peareHTOM M COOPOYHBIM CTBIKOM KPBIIIKH
(akoHa aHAIM3aTOPA.

4. TlpoBemure ucHbITaHHE (OHOBOTO 3HAYCHHS, YTOOBI yOEAUTHCS, YTO HM3MEPEHHOE 3HAYCHUE HAXOIHUTCS B
rpaHuLax (OHOBOTO 3HAYEHHUS.

5. Bemmonnute ananu3 obpasia B COOTBETCTBHHU C IPOLEAYpOH aHaimM3a oOpasiia, ONMCAHHOW B PYKOBOACTBE II0
9KCIUIYaTaluH HCIOIb3yeMOT0 aHaIM3aTopa.
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Pacxonmyemslit 00beM 0Opasia uis MpoBeIeHUs OHOTO aHanu3a cocTaBisieT 50 MK (He BKIOYas MEPTBBINA 00BEM
MpOOHPOK).

9.4 KanmnGpoBka

1. M3BnekuTe KamuOpaTop M3 XOJOIMIBHUKA U BBIICPKUTE 10 JOCTHKEHHS KOMHATHOI Temneparypsl 15 C ~ 30 C
(ue MeHee 15 MuHYT).

2. [lepemernaiite kanuOpaTop BpyUHYIO (HE MepeMelINBaliTe Ha MEXaHUIECKOH TaOOpaTOpHOI MelIajike):

a) JepXKUTe NMpOOMPKY TOPU30HTAIBHO MEXKIY JAJOHAMM pyK. IlokaraliTe mpoOMpKy BHepeln-Ha3al B TEUCHHUE
20~30 cexyHa; IEPHOIUYECKH IIEpeBOpadnBaiiTe mpoOoupKy. TiiaTenpHO nmepeMenIaite, Ho He B30aNThIBalTe.

0) [ToBTOpsiiTe mIAr a) A0 TeX MO, IOKa SIPUTPOLUTHI HE OYAYT MOJHOCTHIO pa3MEIIaHbI.

MMPUMEYAHUA:

- st mpoOHMpoK, XpaHSIIMXCS B TEUEHHWE JUIUTENHHOTO BPEMEHH, MOXET IOTPeOOBAaThCS JIONOJIHHUTEIBHOE
HepeMenINBaHue;

- I[lepememaiite akkypaTHO, YTOOBI H30€XKaTh pa3phIBa KICTOK U / MM 00pa30BaHMs ITy3bIPHKOB.

B) Henocpencreenno nepen or6opoM KanudpaTopa 0CTOPOXKHO MepeBepHUTe npooupky 8~10 pas.

3. TlpoBeaute KaIMOPOBKY B COOTBETCTBMM C HPOLEAYPOH KaIMOPOBKH, OIMCAaHHOW B PYKOBOICTBE IIO
9KCIUIyaTaluH HCIOIb3yeMOro aHaIu3aTopa.

4. CpaBHHUTE cpeJjHEee 3HAYCHUE IS KKIOTO MapaMeTpa ¢ IPUCBOCHHBIM 3HAYEHHEM.

> Ecmum pasHuma Haxomutcs B MpeAenax OMYCTHMOTO OTKJIOHEHHUS, KadHOpOBKa HE TpeOyeTcs.
3aBeplIeHUE UCTIBITAHUS.
> Ecnu pa3HuIa HaXoAuTCs 3a MpeeaaMu JOMyCTHMOTO OTKJIIOHEHHS, MOXKET MOTPEOOBaThCS KaTHOPOBKA.

BrimonauTe KamuOpoBKY, a 3aTeM MEepeHInTe K CICAYIONEMY IIary.

5. IIpoBepbTe pe3ynbTaThl KATHOPOBKH.

ITpoBenute aHanu3 KaauOpPoOBKM 5 pa3 B MIaBHOM wuHTepdeiice anamuzaropa. CpeqHue 3HAYEHHS TOJDKHBI
HaXOIUThCS B Mpeiesax JOMYCTUMOTO OTKIOHCHUS.

6. Ilocme otbopa kamuOpaTopa TIIATETBHO MNPOTPUTE OOOJOK MPOOMPKHM M BHYTPEHHIO YacTh KPBIIIKH
0e3BOPCOBOI TKaHBIO. 3aKPYTHTE KPBIIKY Ha MPOOUPKY, YOSOHBIINCH, YTO OHA IUIOTHO mpmieraeT. I[lomecture mpodupky
00paTHO B XOJOMUIIbHHK.

Kanm6poBKy HEOOXOIMMO BBITIOJHSTE TOJIBKO B CICAYIOLINX CIyYasx:

- IIpu nepBOM HCIIOIBE30BaHUN aHATIM3ATOPA.

- IIpu BO30OHOBIICHNH UCIIOIB30BAHMS aHAITM3AaTOPA ITOCIIE [UIUTEILHOTO XPaHEeHHSI.

- Pe3ysbTaThl KOHTPOJIS KA4ECTBA YKAa3bIBAIOT HA HATMYNE BO3MOYKHON HETIONaKH.

ITPUMEYAHUE:

- Tlepen wWcHosib30BaHHEM MOJYYEHHBIX DPE3YJIbTATOB B KAa4deCTBE JOCTOBEPHBIX, HEOOXOMMMO BBIOJIHUTH
KaTMOPOBKY 5 TNIaBHBIX [APaMETPOB KIETOK KPOBH.

- B naGoparopusx, IpOBOSIINX CTaHJAPTHBIE NCCICIO0BAHHS, KATMOPOBKa JTOJDKHA BBIIOJHATECS HE PEXe OJJHOTO
pa3a B LIECTh MECSLIEB.

9.5 KoHTpoJib KauecTBa

1. M3BneknTe KOHTPOJIb W3 XOJOMWIFHUKA W BBIAEPKUTE IO AOCTIKEHHUs KOMHATHOU Temmeparypsl 15~30°C (He
MeHee 15 MuHYT).

2. IlepemeniaiiTe KOHTPOJb BPYUYHyIO (HE HepeMelMBaiiTe Ha MEXaHWYECKOH J1abopaTopHOM Mellaike, Bech
Ipollecc nepeMelnBaHus JoKeH 3aHuMarh 30—-60 cexyHn):

a) JIep)KUTe MPOOMPKY TOPH30HTAIBHO MEXAY JanoHsAMHU pyk. Ilokaraiite mpoOupKy BHepea-Ha3aa B TEUCHHE
20~30 cexyH; IEPHOTUYCCKH MTepeBOpadnBaiiTe mpooupky. TiiaTenpHO nmepeMeniaite, HO He B30alThIBANTE.

6) IToBropsiiTe mIar a) 10 TeX MOp, HOKa IPUTPOLUUTHI He OYAYT HOTHOCTEIO pa3MelaHbl.

MMPUMEYAHUE:

- Jnst mpoOHMpOK, XpaHSIIMXCS B TEUEHHWE JUIMTENFHOTO BPEMEHH, MOXET MOTpeOOBaThCs IOMONHHUTEIHHOE
HepeMelINBaHNnE;

- I[lepemenraiite akkypaTHO, YTOOBI H30€XKaTh pa3pbIBa KICTOK U / MM 00pPa30BaHMUs ITy3bIPHKOB.

B) HenocpencrenHo nepex 0T60poM KOHTPOIISE OCTOPOXKHO MepeBepHUTE podupky 8~10 pas.

3. IIpoBeanTe KOHTPOJIb KauecTBa B COOTBETCTBHHU C MPOLEAYPOil KOHTPOJISI KadeCcTBa, OMUCAHHOW B PYKOBOZICTBE
IO IKCIUTyaTalluy UCTIOIb3yeMOTO aHAIM3aTopa.

4. Tlocine oTGopa KOHTPOJIS TUIATENBHO MPOTPUTE 000I0K MPOOUPKH M BHYTPEHHIOK YaCTh KPBIIIKK OE€3BOPCOBOM
TKaHbI0. 3aKpyTHTE KPBIIKY HAa MPOOHPKY, yOeIWBIIHNCH, YTO OHA INIOTHO mpmieraer. [lomectnTe mpoOupky oOpaTHO B
XOJIOHIbHHIK.

KonTpoJb kavyecTBa NMPOBOANTCS:

Pexomennmyercs exenHeBHO 3amyckarh nporenypy KK (Kontpons KadectBa) ¢ KOHTpOISIMHE HU3KOTO, CPETHETO H
BBICOKOTO ypoBHs. HoBasi mapTust KOHTpOJIS MOICKUT aHAM3Y MapajuieNbHO C TEKyLIeld mapTheil 10 HCTeueHUs! Cpoka
rogHocTU. JIJIsi 3TOro Ha MPOTSDKSHUM ISATH JHEH IBaXKIbl B JCHb BBINOIHANWTE 00pabOTKy HOBOW MapTUM KOHTPOJIS IPH
nomou so6oro mycroro ¢aina KK. ®aiiner KK 1m03BONSIOT BBIUUCIATH CpefiHEe, CTaHIAPTHOE OTKIOHEHHE U
K03 HHUIHEHT Bapualy Ul KaKI0ro BEIOPAHHOTO MapameTpa. BruuciisieMble aHAIM3aTOPOM PE3yJIbTaThl JOJDKHBI OBITh B
npezeax 0’KUJaeMbIX JUAa30H0B, PEKOMEH/IOBAHHBIX H3TOTOBUTEIIEM.

9.6 Beruucienne pe3yabTaToB
AHanuM3aTop aBTOMATHYCCKH paccuuThiBaeT KoimuectBo JeiikouuroB (WBC) u remorno6mHa (HGB) c
UCIIONIE30BaHUEM ONPEIENEHHOTO AITOPUTMA, ¥ €IMHULA 3Mepenus pesyaptara: WBC - 10%1; HGB - r/n.

9.7 OxuaaemMble 3HAYEHHUS

IIapametp ‘ En. ‘ Oomee My:x Ken Jdern HoBoposknennbie
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WBC 10%n 3.50 9.50 3.50 9.50 3.50 9.50 4.00 | 12.00 4.00 20.00

HGB r/n 115 175 130 175 115 150 120 160 170 200

[Ipumeuanue: PexomeHmoBaHO, 4YTOOBI Kaxknas Jadoparopus (opMyiupoBajia CBOW COOCTBEHHBIH AWANa3oH
U3MEPEHUH B COOTBETCTBUU C TEKYILLEH CUTyalUei.

9.8 UnTepnpeTanus pe3yJbTaToB

[Ipn nHTepnpeTanny pe3ynbTaToB CIEAYeT YYUTHIBATh OOIIYI0 KIMHHYECKYIO CHTYAlHIO IalHeHTa, BKIFOYas
CHMIITOMBI, HCTOPHIO OOJI€3HU U IPYTHE COOTBETCTBYIOIINE JaHHBIC X HH(POPMAIHIO.

9.9 Orpanuyenus

- Pe3ynbTaTel TECTHPOBAHUS UCTIOIB3YIOTCSI TOJIBKO ISl KIMHUYECKON CIIPAaBKH M HE MOTYT HCIIOJIB30BaThCS Kak
OCHOBAHHE IS IUATHOCTUKHU WM UCKIIIOUEHHUS 3a00/ICBaHMUS.

9.10 IIpenynpesxieHusi 4 Mepbl NPeI0CTOPOKHOCTH

1) Ucnonb3oBath U3aene TONBKO I AMArHOCTHKH in Vitro.

2) Tonbko myst Ipo(heCCHOHAIBHOTO IPHUMCHEHHSI.

3) Hcnionb30Bath CTPOTro B COOTBETCTBHY C HHCTPYKIUEH 110 MPUMEHEHHIO.

4) He ncnionp3yiiTe H3€I1e ¢ HCTEKIINM CPOKOM T'OJHOCTH WITH IOBPEKICHHOHN YITaKOBKOH.

5) Heobxomumo cobimronats npaBriia oOpalieHus ¢ peareHTaMy M IIPaBrla TEXHUKH O€30IT1aCHOCTH.

6) Pesymbrarel MCIBITAHUS MOTYT OBITH COMHUTEIBHBIMHU, €CIH: CPOK TOAXHOCTH PEarcHTa MCTEK WM pearcHT
HETIPUTOZICH; PEarcHT 3arpsi3sHEH IbUIbI0, Haxoismieiics B BO3dyxe; oOpaboTka oOpasia Hpoxogwiaa HE B CTEPHIBHBIX
YCIIOBHSAX; PEareHT CMEIIUBAIICS WU IPUMEHSIICA CO CTOPOHHUMH PeareHTaMH.

7) Ilocne mocTaBKM TPOBEphTE BHEIIHIOI YIAKOBKY. Ecim oHa MOBpexaeHa, W >KUAKOCTh MPOTEKIa, He
UCIIONB3YHTE TaKoW peareHT. IIpH OTCYTCTBHM IPOTEKaHWs IPOBEJUTE TECT HA KOHTPOJIb KadecTBa IHepel NPHMEHEHHEM
aHanM3aTopa, YToObl YOSIUTHCS, YTO CUCTEMA JETEKIUH paboTaeT HOPMAJIBHO.

8) Mcrnonb30BaHHBIE KOMIOHEHTHI M3JIEHS CIIEAYeT YTHIM3UPOBAaTh B COOTBETCTBUH C NPaBHIaMH 0€30MacHOCTH,
ycraHoBieHHbIMU CaHIInHOM.

9) He Babixate. B ciyuae BOpIXaHHS HEMEAJICHHO HMPOKOHCYIBTHPYHTECh ¢ BpauoM. M3beraiite momamaHus Ha
KOJKy WIH B TJa3a. B ciyyae KOHTakTa ¢ KOKei, HEMEIIEHHO NMPOMOWTE MOPAKCHHBIH YYacCTOK OOJBLIMM KOJIHYECTBOM
BoAbl. B cimydae momamaHums B Tia3a, HEMENICHHO IPOMOITE MOPaKEHHBIH yJacTOK OOJBIIMM KOJNHYECTBOM BOIBI H
00paTuTeCch 3a MEIUIUHCKON TOMOIIBIO.

9.11 Inana3on oToOpakeHNsT H3MepeHMit
WABC - (0,00-999,99)>10%n
HGB - (0-999) r/n

9.12 Orpanuyenusi, CBsi3aHHbIE ¢ MPOOOIi
HenpuroJHeIMHU [UIs1 HCCIIEI0BAHUS SBISIIOTCS 00pa3ibl GnomMaTepuana:
- HEMapKHPOBAHHBIE WM HECYIINE HEBEPHYIO (HEUNTAEMYI0) MapKUPOBKY;
- C He yKa3aHHBIMHM JIATOH ¥ BPEMEHEM IOJyUeHHUs] MaTepraa;
- XpaHHUBIIMECS M TPAHCHOPTHPOBABIINECS C HapyIIeHHEM TPeOOBaHUM, YCTAaHOBJICHHBIX Ul JTAHHOTO THIA
OMOIOrnYecKoro MaTepuaa,;
- C HAapYIICHHOH 11EIOCTHOCTHIO M/HJIN TE€PMETHYHOCTBIO TIPOOHPOK;
- coJieprKalline MUKPOCTYCTKH;
- HMEIOIIHIE CIIeIbl TeMOJIN3a;
- HMEIOIINE My3bIPbKH WU MICHY;
- COJIeprKaIlie CIUIIKOM MaJIbIid 00beM.

10. CBenenust 06 yTHIN3aIMH U3AeTUs

YToOBbl M30€XaTh BO3MOXHOTO 3arps3HEHUs OKpYXKAaIOIeH Cpenbl, M3JelHe C HMCTEKIIUM CPOKOM TOJHOCTH,
OTXOMBI HCIIOJIb30BaHHBIX PEAarcHTOB, a TAKXKE B CIlydae BHIMMBIX MOBPEKICHHN WHAWBUAYATbHON YIAaKOBKH, H3JEIHE
JOJDKHO yTHIU3upoBathest B cooTBeTcTBuU ¢ CanllnH 2.1.3684-21 nns otxomoB kiacca b (smmaeMuonorndecku onacHeIe
OTXOJIBI).

11. IIpeTeH3nu Mo Ka4ecTBy

Agnpec ams mpuemMa pekIaMariii:

OO111ecTBO C OTpaHNYCHHOMN OTBETCTBEHHOCThIO «KoMmanus «buBuy;
Anpec: 129085, r. Mockaa, [Ipocnext Mupa, aom 101, ctp 1, nom 17;
Tenedon: +7(499)2816768

Anpec anexTpoHHoi# ouTsl: info@beawire.com

12. CootBetcTBHE cTangapTaM Poccuiickoii ®enepanuu

I'OCT P 1CO 18113-1-2015 «MenuiHCKre H3AEHs U AUATHOCTHKY in vitro. HGopManus, npenocrasisiemast
n3rotoBureseM (MapkupoBka). Hacts 1. TepmuHsl, onpeaeneHus u oduye TpeboBaHUsY;

T'OCT P UCO 18113-2-2015 «MeauiHcKre U3AeIMs TS AMArHOCTHKY in vitro. THbopMauus, npenocrasisieMast
U3roToBUTENEM (MapKupoBka). YacTs 2. PeareHTs! A1 IMarHOCTHKY in Vitro Uit NpodecCHOHAIBHOTO IIPUMEHEHUS;

I'OCT P HUCO 15223-1-2020 «U13menus meaunuHckue. CHUMBOJBI, NPUMEHSEMblEe NPH MapKHUPOBAaHHM Ha
MEUIIHCKUX U3AENUSX, STUKETKAX U B COPOBOAUTENBHOM fokyMeHTanuu. Yacts 1. OcHOBHBIE TpeOOBaHNUS;

T'OCT P UCO 236402015 «M3nenust MEOAUIMHCKHE [T THATHOCTUKY in vitro. OmeHKa cTaOMIBHOCTH pPearcHTOB
IUIA TUarHOCTHKY in Vitroy.
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T'OCT ISO 14971-2021 «13nenus meauuuHckue. [IpuMeHeHne MEHEDKMEHTa PUCKa K METUIIMHCKUM U3/ICITHIMY;
I'OCT P 51352-2013 «MeauuuHCKue U3IEIUS U1 AUATHOCTHKYA UH BUTPO. METObI UCIIBITAHUI».
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