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JlaTa yTBep:KIeHNsI HHCTPYKIUHU Mo npumenenuio: 09.02.2023
1 Ha3zBanne uzgeaust
PearenT u3upyomuii 1Jisl aHAIM3aTOPa ABTOMATHYECKOro remaroJiornyeckoro S-Diff nust amarnocTuky in
vitro (Hematology analyzer lyse (LYA-1/ LYR-1)).
BapuanTs! ucnonnenus:
1. Pearent musupyromuii LYA-1, 200 M1, B coctase:
- Pearent ym3upyrommii LY A-1- 200 mo1.
- MHCcTpyKIMs 10 IpUMEHEHHo — 1 mT.
2. Pearent mmsupyronmii LY A-1, 500 mi1, B cocTase:
- Pearent ;m3upyrommii LY A-1- 500 mo1.
- MHCTpyKIMS 0 pUMEHEHHIo — 1 mT.
3. Pearent musupyrommii LYR-1, 200 mi, B cocrase:
- Pearent nmusupyromuii LYR-1- 200 mu.
- MHCTpyKIMS 0 MPUMEHEHHIo — 1 mT.
4. Pearent musupyronmii LYR-1, 500 M, B cocrage:
- Pearent mm3upyrommii LYR-1- 500 mut.
- MHCcTpyKIus o npuMeHeHuo — 1 mrt.

Jlanee cokpaméHHoe HAMMEHOBAHUE - H3/IENINe WK peareHT jusupyronmid, LYA-1, LYR-1.

2 IlpousBoauTE b H31ETHSI

IpousBoaHTEN: Shenzhen Dymind Biotechnology Co., Ltd., («IlI3HbuK3HB
Haiimunn bruoteknonomku Ko., JIta.»), Kuraii.
AJlpec pOU3BOIUTEIIS: 10th Floor, Building B, High-tech Park, Guanggiao Road,

Tianliao Community, Yutang Street, Guangming District,
Shenzhen, China (10 ®xoop, bunmuar B, Xwurx-teu Ilapk,
I'yanrkionao Poan, Tuanmuao Llommynutsl, FOtanr Crpeer,
I'yaarmunr ductpukr, HIsapwxsns, KuTait).
MecTo MpOU3BO/ICTRA: 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
(Isupuxonp  Jlatimuna  bBuoteknomomku Ko., Jito., KHP,
518132, lI»HpwkaHB, HOBBIH paiioH ['yanmuH, oduc noapaioHa
IOiiran, MHUKpOpaiioH Tsaubisi0, ynuna I'sHb10i,
[pombiutennslii mapk Mmopneneir Exya, xopmyc b, cexums A,
staxu 1 u 4).
3 HaznaueHue uzaeaus
Wznenue npeqHa3HaveHo IS pa3pylIeHus] MeMOpaHbl SPUTPOLIUTOB U MPeoOpa30BaHUs TeMOTIIOONHA B KOMILIIEKC
JUISL OTIpeZieNieHns reMoryioonHa. Pasaenser nefkonuTsl Ha 6a30(GuiIbl U pyrue JEHKOLUTHI Ul ONpeNeIeHHsT KOINIecTBa
JIEHKOIIUTOB B KJIMHMYECKHX O0pa3lax LeNbHOH BEHO3HOM WM KalWUIIPHOW KPOBHM JUII COBMECTHOTO IPHMEHEHHUs C
ABTOMATHYECKMMH TeMaToJIOTMYecKUMH aHaiu3atopamu S-Diff mis  amarsoctukm in  vitro. W3penmme  siBisiercst
BCIIOMOT'aTEeJIbHBIM CPEJCTBOM B IHAarHOCTHKE.
O0JacTh NpUMEHEHUS
Knandeckas maboparopHasi THarHOCTHKA.
IMoxa3zaHusi K NPUMEHEHUI0
Wznenre wcnonb3yercs B KAa4ecTBE BCIIOMOTATENBHOIO CPEICTBA Ul aHAlM3a KIETOK KPOBH W BBIABICHUS
MAlMEeHTOB C pAa3NUYHBIMU 3a00JI€BaHMSIMU: TPOCTYJa, JIUXOpaJKa, aHeMus, OakTepuanbHas HH(EKIHs U BHUpYyCHas
UHOEKITHSL.
IIpoTuBONOKA3aHNA
He npumenumo aia nansoro MU.
Bo3Mo:xHBIe TOG0YHBIE TeliCTBUS MPH HCIOJIb30BAHNH MeTULIIMHCKOTO H3/1eJTHs
He npumenumo nmst nanaoro MU.
TpeOoBanusi k oneparopy (10/1b30BaTeNI0)
MenunuHCKOe H3JIeNne peIHa3HaueHo i MPO(eCCHOHATFHOTO MPUMEHEHUSI B MOXET HCIOJIb30BaThCS TOJIBKO
KBaMH(UIUPOBAHHBIM MEPCOHAIIOM B 00JACTH KIMHUYECKOW J1a0OpaTOpHOI AMArHOCTHKU (MEAMIMHCKHUM J1abopaTOpHBIM
TEXHUKOM HJIM BPauyOM KIIHHUYIECKOH T1a00paTOPHO# TMAarHOCTHKH).

4 Onucanue u3aeans

4.1 Onucanue uzfeaus

W3znenue umeeT BapuaHTHI HCIOJMHEHHS U3 ABYX BHIOB pearcHToB ju3upyiomux (Pearent musnpyromuit LYA-1 u
Pearent mmsupyromuii LYR-1), koTopsle OoTIMUYaOTCA MPOLEHTHBIM COOTHOILICHHEM KOMIIOHEHTOB COCTaBa M HAXOAATCS B
OenbIxX (rakoHax ¢ 3e1eHOi KpbInKkoi. Takke peareHThl JIH3UPYIOLINE UMEIOT pa3indHbie 00beMbl- 200 M1 u 500 M1

Ha ¢naxone ¢ uznenuem nmeercst RF kapra, kotopas npeacTasisier co00i IIIACTHKOBYIO KapTy, BHYTPb KOTOPOi
BHEJIpEH CHeuuanbHblil Mukpounn (Tpancnonaep). RF-kapra mpous3BoanuT ycTaHOBKY HAacTPOEK C MOMOILBIO BHECEHHOH B
He€ MHpopManuy (Ha3BaHUE U3JEINNs, CPOK TOJHOCTH B HEBCKPBHITOM COCTOSIHHH, CPOK T'OJHOCTH IIOCIE BCKPBITHS, 00BEM
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u3Ienus, areHT(KolI)) B ciIydae, €Cid Ha aHanum3aTope oToOpaxkaercs ommbOka «Hemomyctumerd pearent». RF kapta
HOJIEPIKUBACT CITEAYIOLINE MOIEIH ITeMaTOJIOrHIecKuX aHam3aropos 5-Diff:

Pearent musupyromuii LY A-1: DH71, DH73, DH76, D7-CRP, D2-CRP,

PearenT mmupyromuit LYR-1: DM79X nmponssoacrsa Shenzhen Dymind Biotechnology Co., Ltd., («lI3HpwXIHB
Haiimunn bruoteknonomku Ko., JIta.»), Kuraii.

4.2 KoMIIOHEHTBI COCTABA M3AETHSA

KomioneHTbI peareHTa | KoHuenTpauus
Pearent mm3upyrommii LYA-1
Bojaa (H20) 95.4991%
XopH TPUMETHNTETPAACIIAIAMMOHHS 2 50%
(CH3(CH2)13N(CI)(CH3)3) )
Xnopup Hatpust (NaCl) 1.20%
Surapnas kucinora (C4H604) 0.8000%
[poxmmu-300 0.0009%
PearenTt sim3upyromuii LYR-1
Boga (H20) 97.9492%
XJI0pua TPUMETHITETPAACIHIAMMOHUS
(CH3(CH2)13N(CI)(CH3)3) 1.0000%
Xyopun Hatpus (NaCl) 0.2500%
SuarapHas kucnora (C4H604) 0.8000%
Ipoxauu-300 0.0008%

4.3 IlpuHUHUN aeiicTBUs

Jlusupyrommuii pacTBOp OKa3bIBaeT reMOJIMTHIECKOE JEHCTBHE: TIPH JOOABICHUH K CYCIICH3UH Pa3BEIEHHOW KPOBH
BBI3BIBAET JIM3HC (paspylleHHE) SPUTPOLMTOB — paclaj] MUTOIUIA3MaTHYECKOW MeMOpaHbl M CKaTHe ee (pparMeHToB B
HeOOJIbINNE IUIOTHBIE YACTHIGI, HE MPENATCTBYIOUIAE IIOJICYETY JAPYTUX I1apaMeTPOB W IEPEBOJ PA3IUYHBIX (OPM
reMoryiobuHa B eauHyro ¢opmy. Ilox HeHCTBHEM MOBEPXHOCTHO-aKTHBHBIX COEIAWHEHHMH JIM3UPYIOIIETO pacTBoOpa
JIEUKOIMTHl B Pa3sHOW CTEIEHH MPETEPHEBAIOT WU3MEHEHHs CBOUX Pa3sMepOB («CIKMMAKOTCS»), YTO IO3BOJIIET HPHOOPY
OTPEJICITUTE UX KOJMYECTBO U PA3JIMYHBIC CYOIOMYIIAIIUH.

4.4 TeopeTnyeckoe 000CHOBaHUE

OO6uMii aHAIM3 KPOBH — 3TO COBOKYIIHOCTh Hambojiee 4acTo HEOOXOAMMBIX KIMHHYECKHX HCCIICHOBAHHI s
OLICHKH TIPOSIBIICHHUI MATOJIOMMYECKUX COCTOSHHUM B KPOBH.

V3MeHeHUsT KONMYECTBA JICHKOIIMTOB W JPHUTPOLMTOB HMEIOT peEIIaolee 3HAYeHHe B PACliO3HABAHUH
OTIpezieNeHHbIX 3a60neBanuii kposw. [

B OCHOBHOM KJIETKH TOJCUYUTBIBAIOT U ONPEACISIOT UX pa3Mep IIyTeM M3MEPEHHUs JJIEKTPHIECKOTO COMPOTHBIICHH,
CO3/1aBacMOr'0 YacCTHIeH, B3BEIICHHOW B MPOBOJSILIEM pa3baBuTese, KOrja KIeTka MmepecekaeT MalieHbkoe oTBepcTue. I1o
Mepe TOro, Kak pa30aBieHHas CYCIEH3Ms KICTOK BTATHUBACTCS Yepe3 OTBEPCTHE, MPOXOXKACHHE KaXIOH OTAEIbHOI KIETKH
Ha MrHOBEHHE YBEJIMYMBAET COMPOTUBICHHE SJICKTPUYECKOTO MYTH MEXKAY [BYMS IIOTPY)XCHHBIMH BIICKTPOAAMH,
PACIOJIOKEHHBIMH C KaX[0H CTOPOHBI OTBepcTHA. MIMITYJbC M3MEHEHHUSI HANpPSDKCHHUS YKa3bIBaeT KOJNMYECTBO KIETOK, a
BBICOTA KaXJIOTO UMITYJIbCa MPOMOPLHHOHATbHA 00bEeMY BBITECHEHHOTO pa30aBHUTENs WK pa3Mepy KieTku. Takum oOpasom,
MO>XHO TIOJICYMTATh U ONPEJIENIUTH pa3Mephbl SPUTPOLIUTOB U NeikoruTos. ]

Tax 5ke MeTOJ| BCE Yallle HCMOJb3YETCs /TSl ONpe/IeeHUs KOHIIEHTPAIMK TeMOTIo6uHa B kKpoBH. [l

PeareHT /Ui aHain3a KJIETOK KPOBM, KaK OOBIYHBIA AJIEMEHT KIMHHYECKOTO CKPHHHHTA, HOAXOAUT IS aHAIM3a
KJICTOK KPOBH M BBISBICHHUS NAIMECHTOB C Pa3IMYHbIMHU 3a00JICBaHUSIMH: NPOCTY/a, JUXOpajaKa, aHeMHUs, OakTepuaabHas
WH(EKIUS 1 BUPYCHAs HHPEKIHS.

5 XapakTepucTHKH H31eJIHs

5.1 TexHUYeCKHe XapaKTePUCTHKHU U3AeJIUs
Tabmuma 5.1 Texaudyeckue xapakTepucTiuky Pearenra mmsupyroniero LY A-1

Pearent mu3upyrommuii LYA-1, 200 Pearent mm3upyroumii LYA-1, 500

XapakTepuCTHKA
MJT MJI
O0wéM, mit, £10% 200 500
pH 2.2040.20
Macca, r 284.643 589.743.7
['aGapHThI ¢ KPBIIKOW (ATIHHA X 65 x 65 x 190 65 x 65 x 190
MIMPUHA X BBICOTA), MM, +10%
Buemnunii Buj BecuseTHas )XUIKOCThL O€3 3amaxa, 0€3 4acTHll, 0CaKa MU XJIOILER

Tabmuma 5.2 Texanyeckne xapakTepuctuku Pearenra musupyromero LYR-1

Pearent mm3upyrommii LYR-1, 200 Pearent mm3upyrommii LYR-1, 500

XapakTepucTUKA
M MJI
O0wéM, mit, £10% 200 500
pH 2.2030.20
Macca, © 284,943 592.943.7
I"abapuThl ¢ KPBILKOH (ATHMHA X 65 x 65 x 190 65 x 65 x 190
LIMPHHA X BBICOTA), MM, £10%
Buemnmit Bug BecrseTHas »)uaKoCTh 0€3 3amaxa, 0e3 4acCTHII, OCaJKa M XJIOMbEB
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5.2 DyHKIHOHAIBHbIE XaPAKTEPUCTHKH U3/1eIHs

5.2.1 ®oHOBOE 3HAYEHHE
doHOBOE 3HAYCHHUE:

Pearent nusupyromuii LY A-1: WBC<0.3x10%1, HGB<1 r/.
Pearent nusupyromuii LYR-1: WBC<0,2x10%n, HGB<I r/x.

5.2.2 TouHocTh

OTHOCHTENIFHOE OTKIIOHEHHE He npeBbiraeT: WBC +5,0%, HGB +2 5%.
5.2.3 BuyTpucepuiiHasi Ipen3HOHHOCTH (MTOBTOPSIEMOCTH)
HaumenoBanue napamerpa [oBTopsiemocTh
Mspenune Juana3on onpeneseHust (KB)
Pearent WBC (4.00~15,0)><10%n <2.0%
AT HCB (110~180) r/n <1.5%
Pearent WBC (3.50~3.99)10%n <2.5%
JIM3UPYIOMIUI (4.00~15.00)=10%n <2.0%
LYR-1 HGB (110~180) r/n <1.0%
5.2.4 MesxkcepuiiHasi NpenM3HOHHOCTH (BOCIIPON3BOANMOCTD)
HaumenoBanue napamerpa Bocnpounszsogumocts
H3penune Juana3on onpenesieHust (KB)
Pearert WBC (3.50~3.99)x10%n <2.5%
msupyromuii LYR-1 (4.00~15.00)<10%n <2.0%
HGB (110~180) r/n <1.0%
Pearent WBC (4.0~15.0)x<10%n <2.0%
mmupyomuii LYA-1 HGB (110~180) r/n <1.5%

5.2.5 Koa¢ppuuueHT nepeHoca
Koa¢pdumment nepenoca: <0.5%.
5.2.6 JIuneiiHOCTH

H3penune HaunmenoBan . . Kpurepuii coorBeTcTBHSs
Huxnnii Bepxunii
e En. ADCOJIIOTHOE OTHOCHUTe/IbHOE
npenes npenes
napaMmerpa OTKJIOHEHHE oTkJyioHenue %
Pearent g 0.00 100.00 <0.50 x10%n 5%
HMpyoHit wec 0% 00,01 300.00 ] 0%
LYA-1 HGB r/n 0 250 <2 r/n 2%
Pearent 0.00 10.0 <0.30x10%n /
JHM3UPYIONHiA WBC 10%n 10.01 100.00 / 5%
LYR-1 100.01 500.00 / +10%
0 70 <2 r/n /
HGB / =
o 71 250 / 2%

6 KoMIuIeKT mocTaBKH

W3nenue nocrasisieTcs B CEAYIONIEH KOMIUIEKTALUU:
Pearent nmmsupyromuit 11 aHATU3aTOpa aBTOMATHYECKOTO reMarojiormdeckoro S5-Diff nms amarHocTukw in vitro

(Hematology analyzer lyse (LYA-1/ LYR-1)).
BapuaHThI UCIIOHEHUS:
Pearent nusupyromuit LY A-1, 200 mi, B cocTase:
- Pearent nmusupyronmit LY A-1- 200 M.
- UncTpyKims no npuMeHeHuo — 1 mr.
Pearent mm3upyromuii LY A-1, 500 M1, B cocrage:
- Pearent muzupyrommii LY A-1- 500 mur.
- MHCcTpykuus no npuMeHeHuo — 1 mr.
Pearent musupyromuit LYR-1, 200 mn, B cocraBe:
- Pearent muzupyrommii LYR-1- 200 mot.
- UncTpyKims o npuMeHeHuo — 1 mr.
Pearent nusupyromuit LYR-1, 500 mi, B coctase:
- Pearent nmusupyrommit LYR-1- 500 mi1.
- UHCTpyKims no npuMeHeHuo — 1 mr.

7 YnakoBKa U MApPKHPOBKA U31eIUs
7.1 YnakoBKa u3aejaus

Pearent nusupyromunii Bo ¢iakone ((iakoH SBIsIETCS HWHIUBUAYAIbHOH W TMOTPEOMTEIBbCKOM YIAaKOBKOi) B
KOJIMYECTBE, OINPEEIACMbIM JIOTOBOPOM IIOCTABKH M MHCTPYKLMSA HO NpUMEHEHHIo (lLIT/TpaHCILyI) YMaKOBBIBAIOTCS B
TPaHCHOPTHYIO YIAaKOBKY, KOTOpast IIPEJCTaBIIeT OO0 KapTOHHYIO KOPOOKY (M3 TOPHPOBAHHOTO KapTOHA).

7.2 MapkupoBKa u3jenus

OpuruHaiabHasi MApKHPOBKa (JIAKOHA ¢ peareHTaMu
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OpucunanbHas MapkuposKa PaaKoHa ¢ peazeHmami COOepHCUm caedyIouyio UHGHOpMayuIo u CUMEOIbL:
- JloroTui U3roTOBUTEN;

- CokpaniéHHOe HaMEHOBAaHHE H3JIETIHS;

- O6BéM pearentos B M (ML);

- [Ipenynpexnenus;

- UH(opmammio o KOMIIOHEHTaX COCTaBa;

- Qrxox;

- Hagnucs Made in China;

- YcnoBus XpaHEeHHs U CTaOUIbHOCTH.

CumBoJ HaunmeHoBaHHe cMMBOJIA
IVD MenuIHCKOE U3/eNue AT AUarHOCTHKY in vitro
g Hcnons3oBate 10
LOT Kon maptun
c € Mapxkuposka 3aakom CE
HsroroButens
EC |REP VnonmHOMOYCHHBIH TpeacTaBuTeb B EBporieiickoM coobuiecTe
OO0patuTech K MHCTPYKIUH IO TIPUMEHCHHUIO
#30PC o
TemmepaTypHbIii Tuamna3oH
+2°
Jlata m3rotoBneHus

RF xapma ¢gpnarxona c peacenmamu codepacum cnedyiowyro unpopmayuro:

- JIOroTHIT H3rOTOBUTENS,

- HanMeHOBaHMe H3TOTOBHUTENS;

- HaumeHOBaHNe BapHaHTa HCTIOJIHEHHUS;

- Hanumenosanune «RF Card>»RF kapra.

Cepmughuxam Ha Kpvluike 1aKoHa ¢ peazeHmamu co0epiIcum credyiowyro unpopmayuro:
- JIOrOTHIT H3rOTOBUTENS;

- Hagrnmes «Certificate of Approval» Cepriduxar 06 yrBepxaeHuH;

- Hagmmes «Quality Inspector:  » Mucnekrop kauectBa: .

OpucuHanbHas MaprkUpoOSKa MpaHCnOPMHOU YNAKOGKU COOEPAHCUN CLeOYIOWYI0 UHDOPMAYUIO U CUMBOTIbL:
- JIOrOTHIT H3rOTOBUTEIS,;

- CokpaniéHHoe HAMMEHOBAHHE U3IEITHS;

- BapuaHT MCIOIHEHNS;

- Kon mapTuu;

- JlaThl NpOM3BOJICTBA U CPOKU TOTHOCTH;

- KonnuecTBo nmoTpeGHUTENbCKUX YIIAaKOBOK B TPAHCIIOPTHOMN YITAKOBKE,

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

CumBoJI HanmenoBanmne cuMBoJIa
c € Mapxuposka 3HakoM CE
H3roroBureib
EC |REP VYonHOMOYEHHBIH NpeacTaBuTes B EBporeiickoM coobiecTe

OO6paTnTech K HHCTPYKIIMH 10 TIPIMEHEHUIO

#ITC
Jf TemnepaTypHblil TuanazoH
42
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IVD Wsgenue mig in vitro JUarHOCTUKHA

OcToposxHO. XpynKoe

Ha ¢axoH ¢ peareHTaMH HaHeCeH CTUKEP HA PYCCKOM sI3bIKe

CTHKEp COTEPKUT CIISTYIONTYI0 HH(POPMALIUIO U CHUMBOJIBL:

- [lonHoe 1 cokpaléHHOe HAUMEHOBAaHHUE U3/ENNUs;

- BapuanT ucnonsenus;

- CocTaB u3aenus;

- Hagmies «MHGOpMamuro Ha CTHKEpPE CUUTATh MPHOPUTETHON;

- Hagmues «Kox mapTum, cpok TOTHOCTH, YCIOBUS XPAaHEHUS U OCTalIbHBIE TPpaUIeCKHe CUMBOIIBI YKa3aHbI Ha
OPHTI'HHAJIBHON MapKHPOBKE»;

- Hapnmcees «TonbKo [UIsl AMATHOCTHKY iN Vitro>s

- Hagmues «J{ns nmpodeccHoHambHOTO IPUMEHEHUS»;

- Homep peructpaiiuoHHOro y0CTOBEPEHHUS;

- Mudopmanuio 00 yrmosHOMOYEHHOM NpeJICTaBUTEIIe IPOU3BOANUTEISI.

CumMBoJI HaumeHoBaHHe CHMBOJIOB

OO6paTnTech K HHCTPYKIIMH 10 TIPHMEHEHHIO

Hsrorosureis

Ha TpancnopTHYI0 yIaKOBKY HaHeCeH CTHKeP Ha PYCCKOM sI3bIKe

CTHKep COAEPKUT CIEAYIONTYI0 HHPOPMAITHIO M CHMBOJIBL:

- TIOJIHOE U COKpANIEHHOE HANMCHOBAHHUE M3/ICIHS;

- “HPOPMAIH 0 Macce HETTO U OpyTTO;

- “HPOPMAIH O Macce HETTO MOTPEOUTENLCKON YIAaKOBKH (B 3aBUCHIMOCTH OT BapHaHTa MCIIOTHEHHSA);;

- nH(opMaIHIO 0 rabapUTHBIX pa3Mepax TPaHCIIOPTHOU YIaKOBKH (AJIMHA, IIMPHHA, BEICOTA);

- Hagmues «Kox mapTtum, cpok FrOAHOCTH, YCIIOBUS XpaHeHNs!, THYOPMAIIUIO O YHCIIE eUHUL] HOTPEOUTENbCKIX
YIIaKOBOK B TPaHCHOPTHOH yIaKOBKe M OCTaJbHbIe rpad)uueckrie CHMBOJIBI YKa3aHbl HA OPUTHHAIBEHON MapKHPOBKEY.

CuMBoJI HaumeHoBaHHe CHMBOJIOB

u Hzrorosureis

8. Yci0Busl TPaHCNIOPTHPOBAHUS, XPAHEHHS, IKCILTYaTAIIMH, CTAOUIBHOCTH

3asBJICHHBIN CPOK TOHOCTH — 24 MecsLa.

Ycao0Bus XpaHeHUs U KCILUIyaTALUU

[Tocne ucTeyeHus cpoka roAHOCTH U3/ENUE HCIONb30BaTh 3aMpeIIeHO.

N3nenue cTabMIIBHO 10 UCTEYCHHsI CPOKA TOTHOCTH, YKa3aHHOTO Ha 3THKETKE, IIPH XPaHSHUH B HEBCKPHITOM BHIIE,
BN OT IPSIMOTO COJTHEYHOTo cBeTa Ipu Temnepatype ot 2 °C 1o 30 °C. Cpox XpaHEeHHUsI HEBCKPHITOTO H3Ienus 24 MecsIa.

IMocne BckpwITHS XpaHuUTh TIpH Temmepatype 15-30 °C He 6onee 60 gueil.

W3znenwst, XpaHUBIIHECS C HApYIICHHEM PErITaMEHTHPOBAHHOTO PEXKHMa, IPIMEHEHHUIO HE MOJIeXKaT.

YcnoBust TPaHCIIOPTHPOBAHUS

N3nenne MOXeT TPaHCIIOPTHPOBATbCA BCEMM BHUIAMHU KPBITOIO TPAHCIOPTAa NMpU OOECIeYeHHM TeMIepaTyphbl
TpancnoptupoBanus ot 2 10 30 °C B Teuenue 15 aueit.

W3nenus, TpaHCIOPTUPOBAHHBIE ¢ HAPYILIEHUEM TEMIIEPATYpPHOTO PEKUMa, TPUMEHEHHIO HE MOJIeXkar.

9. Ucnonb3oBanue u3aeus

9.1 Heo6xomuMble MAaTEPHAJIBI /ISl TPOBEIEeHUs aHAIN3A

Peazenm nusupyrowuti LYA-1:

- Awnamuszarop 5-Diff aBromarnyeckuii reMaronornueckuil A JUATHOCTHKH N VitrO, BapHaHTBI HCIOIHEHHS
DH71, DH73, DH76, D2-CRP, D7-CRP, mpoussoxacrea Shenzhen Dymind Biotechnology Co., Ltd., («IlI3Hp4x3HB
Haiimunn bruoteknonomku Ko., JIta.»), Kuraii;

- PeareHT nu3MUpyOLIMI /I aHAM3aTOpa aBTOMaTH4ecKoro remaronoruueckoro 5-Diff nius quarnocrukwu in vitro
(Hematology analyzer lyse (LYA-2/ LYR-2)), Bapuanr wucnonnenus LYA-2, npousogcrea Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwxsus Haitmunn buoteknonomku Ko., JIta.»), Kuraii;

- PeareHT nu3MUpyOLIHI /I aHAM3aTOpa aBTOMaTH4ecKoro remaronoruueckoro 5-Diff nius quarnocrukwu in vitro
(Hematology analyzer lyse (LYA-3/ LYR-3)), Bapuantr wucnonuenus LYA-3, npoussoncrea Shenzhen Dymind
Biotechnology Co., Ltd., («Ill>upwksus daiimung Buoreknonomku Ko., JIta.»), Kuraii.
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- Pas6aBuTenb W30TOHUYECKHI [UISI aHAIM3aTOPOB aBTOMATHUYeCKHX remarojorundeckux 3-Diff /5-Diff mis
muarsoctuku in vitro (Hematology Analyzer Diluent), Bapuant ucnonsenusi DIL-A, mpoussoactsa Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwxsns Haiimunn buotexnonomku Ko., JIta.»), Kuraii.

- Pearent npomsiBounslii (CLE-P Cleanser) mis aBToMaTHyeckux remarojormdeckux anamuszaropor 3-Diff u 5-
Diff nns amarnoctuku in Vitro, mpoussoactBa Shenzhen Dymind Biotechnology Co., Ltd., («[Isapwk3Hb daitMuHza
Buotexnonomku Ko., JIta.»), Kuraii.

Peazenm auzupyrowuu LYR-1:

- Amnammsarop 5-Diff aBromarmueckuii reMaToONOTHYECKHI ISl JUATHOCTHKH iN VItr0, BapHaHT HCIIOJHCHHS
DM79X, npoussozactea Shenzhen Dymind Biotechnology Co., Ltd., («[lIsupuwxans Jaiimuan buoteknonomku Ko., JIta.»),
Kuraii;

- PeareHT nu3upyOLIHI /TS aHAM3aTOpa aBTOMaTH4ecKoro remaronoruueckoro 5-Diff nius quarnoctukwu in vitro
(Hematology analyzer lyse (LYA-2/ LYR-2)), Bapuanr wucnonnenus LYR-2, npoumsogcrBa Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwxsns daitmunn buoteknonomku Ko., JIta.»), Kurait;

- PeareHT nu3MUpyOLIHI /T aHAIM3aTOpa aBTOMaTH4ecKoro remaronoruueckoro 5-Diff nus quarnoctukwu in vitro
(Hematology analyzer lyse (LYA-3/ LYR-3)), Bapuanr wucnonuenus LYR-3, mnpousBoacrea Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwksns daiimunn buoteknonomku Ko., JItm.»), Kuraii.

-Pas0baBuTellb W30TOHUYECKHI IS AHAIM3aTOPOB ABTOMATHUECKUX remaronornueckux 3-Diff /5-Diff s
muarsoctuku in vitro (Hematology Analyzer Diluent), sapuant ucnonuenuss DIL-R, mpoumssoacrsa Shenzhen Dymind
Biotechnology Co., Ltd., («IlIsubwkaus daiimung Buoteknonomku Ko., JIta.»), Kuraii.

- Pearent npomsiBounsiii (CLE-P Cleanser) mis aBromMaTiHueckux remarojormdyeckux anamuzaropos 3-Diff u 5-
Diff nns amarmoctuku in Vitro, mpoussoacrea Shenzhen Dymind Biotechnology Co., Ltd., («IIsapwk3Hp daitMuHza
buorexnonomxu Ko., JItn.»), Kuraii.

Taxorce emecme ¢ U30eNUAMU UCHOTLIVIOMCA:

- Konrponps remaronormueckuii (Hematology Control) mis KOHTpons KadecTBa KOJUYECTBEHHOTO OMpEAETICHUs
mapamMeTpoB KJIETOK KPOBM B KIMHHYECKOM OOpaslle Ha aBTOMATHYECKHX TIeMaTOJOTHYECKHX aHamu3aropax S5-Diff mis
IUAarHOCTUKY in vitro, BapuanTsl ucnoiHeHns: H (1x3,0 mim), H (2x3,0 M), H (3%3,0 M), N (1x3,0 M), N (2x3,0 M), N
(3x3,0 mm), L (1x3,0 mm), L (2x3,0 mm), L (3x3,0 mu), mpomsBoactBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«Isapwkans Jaiimuan buoteknonomxu Ko., JItn.»), Kuraii;

- Kambparop remaronoruueckuii (Hematology Calibrator) mis KOJMHYECTBEHHOTO OIpPEICICHUS IapaMeTpOB
KJIETOK KPOBU B KJIMHMYECKOM 00pa3lle Ha aBTOMAaTHYECKHX I'eMaToJIOTHYeckux aHamu3aropax 5-Diff mis muarnoctuku in
vitro, BapuanThl ucnomaHeHus: 1x3,0 mi, 2x3,0 M, 3%3,0 mu, mpousBoactea Shenzhen Dymind Biotechnology Co., Ltd.,
(«Isapwxane Jaiimuan buotexnonomxu Ko., JIta.»), Kuraii.

[Ipumeuanue: mnst Gonee MoAPOoOHON HMHGPOPMAIMM KacaTeNbHO OMOJHUTEIBHBIX HEOOXOIUMBIX MAaTEpHAIOB
oOparaiTecb K COOTBETCTBYIOLIMM HMHCTPYKIMSIM 110 HPUMEHEHHI0 M PYKOBOACTBAM [0 OKCIUTyaTallMH W3/CIHH,
HCHOJIb3YEeMBIX B paborTe.

9.2 Coop ¥ MOATOTOBKA MaTePUAJIOB 151 HCCJIeT0BAHUS

Jns maHHOTO TecTa PEKOMEHAYETCS WCIONb30BaTh OOpaslbl IETbHOW BEHO3HOW WM KAaMWUILIPHOH KpPOBH,
coOpannble B mpodupku ¢ K2D/ITA.

Jlns kmaccuUKauy TEHKOIINTOB, XPAHUTh HCIIONIb3yeMble 00pa3Ilbl IEeNbHOM KPOBH HEOOXOAMMO IIPH KOMHATHOM
TeMIepaTrype M aHaJIM3MPOBaTh WX B TeUEHHE 8-MM dacoB mocie cbopa. Ecim oTcyTcTByeT HEoOXOAMMOCTH B aHANM3E
JIEHKOIIUTOB U CPETHEro 00beMa 3pUTPOLITOB, XPAHUTH 00pa3iisl MOXHO B xonoauibHuKe (2°C - 8°C) B TeueHne 24-X 4acos.
Iepen ananu3oM oOpasubl CleAyeT IOBECTH 10 KOMHATHOH TeMIepaTyphl B TEYEHHUH, 10 MeHblIeil Mepe, 30-TH MUHYT U
XOPOIIO BCTPSAXHYTH JUI1 PABHOMEPHOTO IIepeMeIlINBaHuUS.

IIpobupka ¢ coOpaHHBIM 00pa3OM KAaMULIPHOH KPOBH JOJDKHA OBITH IOMEIEHA CTPOTO BEPTHKAIBHO (HE IO
YTJIOM WIH BBEpX JTHOM). MHade, BHYTpEHHSS CT€HKAa MPOOMPKH MOXKET OKPACHUTHCS M30BITOUHBIM KOJIHMUYECTBOM 00pasia,
KOTOPBI CTAaHeT HEeNPHUTOJHBIM Ul aHanm3a. Kpome TOro, 5To MOXET BBI3BaTh HEPaBHOMEPHOE CMelIeHHe 00pasloB H
HEJJOCTOBEPHBIE PE3yIbTAThl AHATN30B. AHAIM3UPOBATH 00PA3IHl KAMMUIIPHOH LEBHON KPOBH JKENIATENILHO B MIEPHOJ OT 3-
X MHHYT JI0 2-X 9acOB ITOCJIe UX cOopa.

UroOBI rapaHTHPOBATh TOYHOCTH aHAIM3a, YOEANUTECh, YTO B3ATO He MeHee 100 MK KamMUIIPHOM KpOBU U HE
menee 0,5 MJ1 BEHO3HOM KpOBH (HE BKJIIOUYasi MEPTBBI 00BEM MPOOUPOK).

9.3 [Mocen0BaTEILHOCTH ITANOB NMPOBEIEHUN AHATU3A

1. Ilepen HawazoM paboThl cledyeT O3HAKOMHUTBCS C PYKOBOACTBOM IO OKCIUIyaTallMM HCIOJIB3YEeMOTO
aHaJM3aTopa, a TAKkKe C HHCTPYKIMSIMU H3IENHil, NCTIONB3yEeMBIX B paboTe.

2. BolziepskuTe U3/eNue JI0 JOCTHKEHHsT KOMHaTHOM Temmeparypsl 15 ‘C ~ 30 C.

3. CHUMHUTE OPUTHHAJBHYIO KPBINIKY C (DIakoHa, BCTABETE COOTBETCTBYIONIYIO TPYOKY aHANM3aropa BO (IIAKOH C
pEeareHToOM COIIACHO IIBETOBOMY COOTBETCTBHIO MEXIY KPBIIIKON (pIIaKOHA C peareHTOM M COOPOYHBIM CTBIKOM KPBIIIKH
(hirakoHa aHa;IM3aTopa.

4. TlpoBemute ucHbITaHWE (OHOBOTO 3HAYCHHS, YTOOBI YOEHUTHCS, YTO M3MEPEHHOE 3HAYCHHUE HAXOIHUTCS B
rpaHuIax GOHOBOTO 3HAUCHHSI.

5. Bemonnute ananu3 obpasia B COOTBETCTBHHU C IPOLEAYpOH aHaimM3a oOpasiia, ONMCAHHOW B PYKOBOACTBE IIO
9KCILTyaTallMy HCIOJIE3yeMOTO aHAIN3aTopa.

Pacxomyemslit 00beM 00pasia [uist IPOBENICHUS OJTHOTO aHan3a cocTapisieT S0 MK (He BKIOYast MEPTBBIA 00BEM
MPOOUPOK).

9.4 KanmOpoBka

1. V3BrnekuTe Kanubparop M3 XONOJWIbHHKA M BBIACPKHUTE JO JOCTHKCHHsS KOMHATHOW Temmeparypsl 15 C ~
30 C (ue menee 15 MunyT).
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2. [lepemernaiite kanuOpaTop BpydHYIO (HE MepeMeIINBaliTe Ha MEXaHUIECKOH TabOpaTOpHOI MelIajike):

a) JepXKuTe NMpOOMPKY TOPU30HTAIBHO MEXKIy JAJOHAMM pyK. IlokaraliTe mpoOMpKy BHepeln-Ha3al B TEUCHHUE
20~30 cexyHJ; TEpHOIMYECKHU ITepeBOpadnBaiTe IpoOHpKy. TIaTensHO mepeMeraiTe, Ho He B30anThIBalTe.

6) IToBropstiiTe mIar a) 10 TeX MOp, HOKa IPUTPOUUTHI HE OyIyT MOIHOCTHIO Pa3MEIIaHEL

MMPUMEYAHU:

- s mpoOHpoK, XpaHSIIMXCS B TEUEHHWE JUIUTENHHOTO BPEMEHH, MOXET IOTPeOOBAaThCS JIONOIHHTEIBHOE
HepeMeIlBaHHue;

- [lepememaiiTe akkypaTHO, 4TOOBI H30€KaTh pa3phiBa KJIETOK U / UM 00pa30BaHHs My3bIPHKOB.

B) Henocpencreenno nepen or6opoM KaaudpaTopa 0CTOPOXKHO MepeBepHUTe NpooupKy 8~10 pas.

3. TlpoBeaute KaIMOPOBKY B COOTBETCTBMM C HPOLEAYPOH KaIMOPOBKH, OIMCAaHHOW B PYKOBOICTBE IIO
SKCIUTyaTalluy UCIIONB3yeMOTO aHaIM3aTopa.

4. CpaBHHUTE cpenHee 3HaUCHUE JJISI KaXKIOTO ITapaMeTpa ¢ IPUCBOCHHBIM 3HaUYCHUEM.

> Ecin pasHumia HaxomuTcs B IIpefeNiax JOMYCTUMOTO OTKJIOHEHMs, KannOpoBKa He TpeOyercs.
3aBepIlCHUE UCTIBITAHUS.
> Ecnu pasHULa HAXOAUTCS 3a MpeeiaMy IOIyCTUMOTO OTKJIOHEHUs, MOXKET NMOTPeO0BaThCs KaauOPOBKa.

BemmonauTte kanuOpoBKy, a 3aTeM HepeiauTe K ClIeyomeMy Iary.

5. IlpoBepbTe pe3ynbTraTsl KaTHOPOBKH.

IMpoBenure anamu3 KanuOpPOBKH 5 pa3 B TIaBHOM uHTepdelice aHammzartopa. CpemHue 3HAYEHHS IODKHBI
HaXOAWTHCS B IIpeJieax JOIMYyCTUMOTO OTKJIOHEHUS.

6. Ilocme orGopa kammOpatopa TIIATENHEHO IPOTPUTE OOOMOK TPOOHMPKH M BHYTPEHHIOI YacTh KPBIIIKH
0€3BOPCOBOM TKaHBIO. 3aKPyTHTE KPBIIKY Ha MPOOHPKY, YOSAUBIINCH, YTO OHA IUIOTHO Ipuieraer. [lomecture mpoOupky
00paTHO B XOJOMUIIbHHK.

Kanmn6poBky HE0OXOIMMO BBHIIOIHSITE TOJIBKO B CISAYIOMINX CIydasix:

- IIpu mepBOM KCIIONB30BAaHAN aHATM3ATOPA.

- IIpn BO300HOBIICHNH UCIIONB30BAHMS AHATIM3aTOPA II0CNIE JUIUTEILHOTO XPAaHEHHSI.

- Pe3ynbpTaThl KOHTPOIIS KauecTBa yKA3bIBAIOT HA HATMYHE BO3MOXKHOI HETIOTAAKH.

- B maboparopusx, IpoBOAAIINX CTAaHAAPTHBIE NCCIECIOBAHMSA, KATHOPOBKA JOJDKHA BBHIIOIHATHCSA HE PEXE OJHOTO
pasa B IIECTh MECSLIEB.

9.5 KoHTpoJib KayecTBa

1. M3BneknTe KOHTPOJIb U3 XOJOMWIFHUKA U BBIACPKUTE IO JAOCTHIKEHHS KOMHATHOH Temmeparypsl 15~30°C (me
MeHee 15 MuHYT).

2. ITlepememaiiTe KOHTPOJb BPYYHYIO (HE IEepeMEIIMBaiiTe Ha MEXaHHMUYECKOil J1abopaTopHOI Memrajke, BECh
Ipoliecc nepeMeInBaHus JoKeH 3aHuMarh 30—60 cexyHn):

a) JIep)KUTe MPOOMPKY TOPH30HTAIBHO MEXAY JanoHsAMHU pyk. Ilokaraiite mpoOMpKy Brepen-Ha3aa B TEYCHHE
20~30 cexyH; IEPHOTUYCCKH MTEpeBOpadnBaiiTe mpooupky. TiiatenpHO nmepeMeniaite, HO He B30alThIBANTE.

6) IToBropsiiTe miar a) 10 TeX MOP, MOKa SPUTPOLUTHI HE OYIYT HOJHOCTHIO pa3MeIlaHbI.

MMPUMEYAHUE:

- Jnst mpoOHMpOK, XpaHSIIMXCS B TEUEHHWE JUTUTENHHOTO BPEMEHH, MOXET IOTPeOOBATHCS OMONHHUTETHHOE
HepeMelINBaHNne;

- [lepememraiiTe akkypaTHO, YTOOBI H30€KATh Pa3phIBa KIETOK U / MM 00pa30BaHUs My3bIPHKOB.

B) HemocpencTBeHHO nepes 0TOOPOM KOHTPOJIS OCTOPOXKHO MepeBepHuTe MpoOoupKy 8~10 pas.

3. IIpoBeanTe KOHTPOJIH KauecTBa B COOTBETCTBHU C NPOLEAYPOI KOHTPOJSI Ka4eCcTBa, OMMUCAHHOW B PYKOBOJCTBE
IO KCIUTyaTal[u1 UCIIOIb3YEMOT0 aHAIU3aTopa.

4. Tlocne oTGopa KOHTPOJISI THIATENFHO NPOTPUTE 000J0K MPOOUPKU M BHYTPEHHIOIO YacTh KPBIIIKKA 0€3BOPCOBOM
TKaHBIO. 3aKpYTHTE KpBINIKY Ha MPOOHpPKY, YOSTUBINMCH, YTO OHA IUIOTHO mpmieraer. [lomectute mpoOupky obpaTHO B
XOJIOHIBHHIK.

KonTpoJb kadyecTBa NMPOBOANTCS:

Pexomennmyercs exenHeBHO 3amyckarh nporenypy KK (Kortpons KadectBa) ¢ KOHTpOISIME HH3KOTO, CPETHETO H
BBICOKOTO ypoBHs. HoBast mapTusi KOHTPOJISI MOATEXKUT aHAIN3Y NApaUIeNIbHO C TEKyIIeHW MapTHed 0 MCTEYeHHS CPOKa
rogHoctH. st 3TOro Ha MPOTSDKSHUM IISITH AHEW JBaXKIbl B JCHb BBINOJHANTE 00pabOTKY HOBOW MapTHU KOHTPOJIS MPH
nomou moboro mycroro ¢aina KK. ®aiiner KK 1m03BONSIOT BBIYUCIATH CpelHEE, CTaHIAPTHOE OTKIOHEHHE H
K03 UIMEHT BapHalMy AJIs KaXKI0r0 BBIOPAHHOTO MapaMeTpa. BrruuciseMbple aHaIM3aTOpPOM Pe3yJIbTaThl JOJDKHBI OBITh B
npeaciax 0XXuaacMbIX AUaIrla30HOB, PEKOMEHAOBAHHBIX U3I'OTOBUTEIIEM.

9.6 Boruuciienue pe3yjbTaToB
AHanm3aTop aBTOMATHYECKH paccumThiBaeT KonmdectBo JeiikonutoB (WBC) m remormobomna (HGB) c
HCTIOJTB30BAHMEM OTIPEJIENIEHHOTO ATOPUTMA, W €/IMHHIA H3MeperHus pesyasrata: WBC - 10%m; HGB - r/n.

9.7 O:xuaemMble 3HAYEHUSI

INapameTp En. Oomee My:x Ken Jdetn HoBopo:xaeHHbIe
WBC 10%a 350 | 9.50 3.50 9.50 3.50 9.50 4.00 | 12.00 4.00 20.00
HGB /1 115 175 130 175 115 150 120 160 170 200

IMpumeuanne: PexomenmoBaHO, 4TOOBI Kakmas jaboparopus (GopMylupoBajia CBOH COOCTBEHHBIH JHAIa3oH
U3MEPEHUH B COOTBETCTBUU C TEKYLLEH CUTyaluei.

9.8 UHTepnpeTanus pe3yJbTaToB

IIpn nHTEepnpeTanuy pe3yibTaTOB CIEAYET YYHTHIBATH OOIIYI0 KIMHUYECKYIO CHUTYalMIO MAalMeHTa, BKIIOYast
CHMIITOMBI, HCTOPHIO OOJI€3HH U APYTHE COOTBETCTBYIOIINE JAaHHBIC X HH(POPMAIUIO.
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9.9 OrpanuyeHust

- Pe3ynbTaThl TeCTHPOBAHUS HUCIONB3YIOTCS TOJIBKO JUIST KIMHUYECKOH CIIPaBKU U HE MOTYT MCIIOJIB30BAaThCA Kak
OCHOBAHHE JUIS TUarHOCTHKYU WM HCKIIIOYCHHUS 3a00JICBaHMS.

9.10 IlpenynpesxaeHnss 4 Mepbl NPEI0CTOPOKHOCTH

1) Ucnonp30Bate u3aenne TONBKO A AMArHOCTHKH in Vitro.

2) Tonbko myst NpoheCCHOHAIBHOTO IPHMCHEHHSI.

3) Hcnonb30BaTh CTPOro B COOTBETCTBUHU C MHCTPYKLUEH 110 MPUMEHEHHIO.

4) He ucnionp3yiiTe U3/1€1Me ¢ HCTEKIIUM CPOKOM TOTHOCTH WM MOBPEKICHHON YITAKOBKOM.

5) HeoOxoxumo cobmronats npaBmiia 0OpaleHus ¢ peareHTaMy U paBujla TEXHUKK 0€30IacHOCTH.

6) PesyneraTel MCIBITAHUS MOTYT OBITH COMHHUTENBHBIMHU, €CIH: CPOK TOJHOCTH pEareHTa UCTEK HIM PeareHT
HETIPUTO/ICH; PEarcHT 3arpsi3HeH IBUIbI0, Haxoisdmieiics B Bo3myxe; oOpaboTka oOpasia Ipoxogwia He B CTEpPHIBHBIX
YCIIOBHSIX; peareHT CMEIIMBAIICS WM IPUMEHSIICS CO CTOPOHHUMH peareHTaMHu.

7) Ilocine moctaBKM TpOBEphTE BHEIIHIOW YIAaKOBKy. Ecim oOHa moBpexJeHa, W JKUIKOCTb IPOTEKIa, He
UCIIONB3YHTE TaKoH peareHT. IIpH OTCYTCTBHHM IpOTEKaHWs IPOBEJUTE TECT HA KOHTPOJIb KadecTBa Iepel IMPHMEHEHHEM
aHaJIM3aTopa, YTo0bl YOSIUTHCS, YTO CUCTEMA IETEKIMU paboTaeT HOPMAJIbHO.

8) Hcronb30BaHHBIE KOMIOHEHTHI H3JETHs ClIeNyeT yTHIN3UPOBAaTh B COOTBETCTBHH C MPaBHIaMH 0€30MaCHOCTH,
ycranoBineHHbIME CaHIInHOM.

9) He Bapixate. B ciyuae BOpIXaHWS HEMEAJICHHO HMPOKOHCYIBTHPYHTECh ¢ BpauoM. M3beraiite momamaHust Ha
KOXKy WJIH B Ila3a. B ciydae KOHTakTa ¢ KOXKeil, HEMEIJIEHHO MPOMOKTE MOPaKEHHBIH yJ4acTOK OOJIBIIMM KOJIHYECTBOM
BoAbl. B cimyuae momamaHus B ria3za, HEMEUICHHO IIPOMOITE MOPaKEHHBIH yYacTOK OOJBIIMM KOJMYECTBOM BOIBI H
o0paTuTech 3a MEIMIUHCKON TOMOIIBIO.

Mepbl HHAMBHAYAJIbHOM 321U ThI

3ammTa KoXKH Jlnst mpeioTBpaIeHNs OMAgaH:s Ha KOXKy PYK CIeAyeT HOCUTD 3all[UTHbIE
HepuaTku. A TakKe pPeKOMEHIYETCs UCHONb30BaTh IaOOPATOPHBIH XaaT WiH

dapryk.

3amura ruas/auna Bo n30exaHne nonagaHus B riaza u3beraliTe NpsiMOro KOHTaKTa C PeareHToM
WU UCHOJb3YHTE 3aIUTHBIC OYKH.

3ammTa JpIXaTeJbHBIX MyTeil B 0OBIYHBIX YCIIOBHUSX NPH HCIIOJIB30BAaHNH M3/ISIIHS 3aI[UTa OPTAaHOB JABIXaHHS
He TpeOyetcs. [Ipu Bo3aelicTBUM HCIapeHul ciIeayeT Ha/leBaTh
(OUIBTPYIONIYIO MPOTHBOTAa3HYIO MAacKy (IIOIYMAcKy).

3amuTa okpy:kamouleii cpensl He ponyckaiite nonagaHusi U34e/usl B CTOKU M BOJOTOKH.

9.11 Inana3oH oToOpakeHNsT H3MepeHMit
WBC - (0,00-999,99)><10%n

LYR-1: HGB: (0-999) r/n

LYA-1: HGB: (0~300) r/n

10. CBenenusi 00 yTHIM3ANUH H3TeTUS

UroObl M30€KaTh BO3MOMKHOTO 3arpsi3HEHHUSI OKPYKAIOIICH Cpelbl, M3JCNHEe C HCTEKIIUM CPOKOM TOJHOCTH,
OTXOJIbl HMCIIOJIb30BAHHBIX PEAreHTOB, a TAKXKe B CIy4yae BUAMMBIX MOBPEXKACHUN HWHIAWBHIYATLHOW YNAKOBKH, W3JEIUE
JIOJKHO yTUin3upoBarbes B coorBercTBuM ¢ CanlluH 2.1.3684-21 nist otxonoB kinacca b (SnuaeMuooruyecku ornacHbie
OTXO/JIbI).

11. IIpeTeH3nu no Ka4ecTBy

Anpec 1 npuemMa pexkiaManuii:

OO111ecTBO C OrpaHNYCHHOMN 0TBeTCTBeHHOCTHIO «KoMmmanus «buBuy;
Anpec: 129085, r. Mockaa, [Ipocnext Mupa, aom 101, ctp 1, om 17;
Tenedon: +7(499)2816768

Anpec snekrponnoii moutsl: info@beawire.com

12. CootBetcTBHE cTangapTaM Poccuiickoii ®enepanuu

T'OCT P UCO 18113-1-2015 «MenumuHCKUE U3AETHS Il AMArHOCTHKH in vitro. Madopmanus, npenocrasisemast
nu3rotoButeseM (MapkupoBka). Yacts 1. TepMmuHbl, onpeneneHus U odume TpeboBaHU;

I'OCT P UCO 18113-2-2015 «MemunuHCKHe U3ACTHS A1 THATHOCTUKY in vitro. MHdopmanus, npeaocTasisemast
U3rOTOBHTENEM (MapKupoBKa). YacTp 2. PeareHTs 11 MArHOCTHKH in Vitro it MpoheCCHOHATEHOTO PUMEHESHUS;

['OCT P EH 13612-2010 «OreHka GpyHKIHOHATBHBIX XapaKTEPUCTUK METUIMHCKUX M3JIeIHI Tl AUArHOCTHKH in
Vitro>s

IF'OCT P UCO 15223-1-2020 «M3memnst mepmnmHckne. CHUMBOIBI, NPUMEHSEMBIE IIPH MapKUPOBAHUM Ha
MEIUIIMHCKUX M3/ICNHUSX, STUKETKAX U B COMPOBOIUTENFHON ToKyMeHTanuu. Yacth 1. OcHOBHBIE TpeOOBaHH;

I'OCT P UCO 23640-2015 «/3genust MEAUIIMHCKHE AN IMATHOCTHKY in vitro. OneHka cTaOMIBHOCTH peareHTOB
IUIA TUarHOCTHKY in Vitroy.

T'OCT ISO 14971-2011 «M3nenus meauuuHckue. [IpuMeneHne MEHePKMEHTa PUCKa K MEULIMHCKUM U3JICITUSIMY;

I'OCT P 51352-2013 «MeauuuHcKue U31eaus 1 JMarHOCTUKY UH BUTPO. MeToabl HCIIBITAHUI».
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