JaTa yTBepiKIeHus1 HHCTPYKUUHU o npumenenuio: 01.02.2023

1 HazpaHue uzaenust

PearenTt u3upyromuii Ui aHAIM3aTOPa aBTOMATH4YeCKOr0 remaTtosorudyeckoro S-Diff nust qmarnoctukm in
vitro (Hematology analyzer lyse (LYA-2/LYR-2))

BapunanTs! ncrioaHeHN:

1) Pearent mmsupyronmit LYA-2, 200 mu1, B cocTase:

-Pearent mmupyrommuit LYA-2 — 200 mur;

- MHCTpYyKIMS 10 IpUMEeHeHHo — 1 mT.

2) Pearent nusupyromuii LY A-2, 500 mu, B cocrase:

-Pearent mumsupyrommuit LY A-2 — 500 mut;

- MHCTpyKIMS 110 IpUMEeHeHHo — 1 mT.

3) Pearent nusupytrouuii LYR-2, 200 mi, B cocrase:

-Pearent mmupyromuit LYR-2 — 200 mu;

- UncTpyKims o npuMeHeHuo — 1 mr.

4) Pearenrt ymusupyromuii LYR-2, 500 mu1, B cocTase:

-Pearent musupyromuii LYR-2 — 500 mu;

- MHCTpyKIMS IO IpUMEeHEHHo — 1 mT.

Hanee cokpaniéHHOEe HANMEHOBAHHUE - U3/IeIHe WK PeareHT JIU3upyroumii (m3upyromuii pearent), LYA-2, LYR-

2.
2 Ilpon3BoauTE b H3JTHSs
[IponsBoauTens: Shenzhen Dymind Biotechnology Co., Ltd., («II>HpuwkK3HB
Haitmun g buorexnonomxu Ko., JIta.»), Kurai
AJipec IpOU3BOAUTENIS: 10th Floor, Building B, High-tech Park, Guanggiao Road,

Tianliao Community, Yutang Street, Guangming District,
Shenzhen, China (10 ®mnoop, bunmuar B, Xwurx-teu Ilapk,
I'yanrkionao Poan, Tuanmmao Llommynutsl, FOtanr Crpeer,
I'yaurmunr uctpuxr, HI3Hpuxoanb, KuTait)
MecTo MpoU3BOACTRA: 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
(I>apwxonp  Haiimuag Buorekuomomku Ko., JItan., KHP,
518132, IlI»>HpuwkaHB, HOBBIH paiioH ['yanMmuH, oduc noapaitoHa
IOjitaH, MHUKpOpaiioH Tsauapnso, yIuna I'sHEIOH,
IIpombiuuiennslid mapk mojeneid Exya, kopmyc b, cexkmus A,
staxu 1 u 4)
3 HaznaveHue uzgenus
Wznenue mnpenHa3sHAuYeHO Ul PAa3pyLICHHS SPUTPOLMTOB M HM3MEHEHUS MOPQOJIOTHH JIEHKOLMTOB IIPH
KTacCHUKAIMM ¥ KOJMYECTBEHHOM IOJCYeTe JIEHKOIMTOB (BKJIIOYAsl ONpeJeleHHe CyONOMyNsIUN JISHKOIUTOB:
HEUTPODHUIBL, TUMQPOUUTH, MOHOLUTEHL, 03MHOQHIBI W 0a30(HIBI) METOJOM JIa3epHON MPOTOYHOW NHUTOMETPHH B
KIMHAYECKUX 00paslax [eTbHOW BEHO3HOW WM KaUIIPHOH (COoOpaHHBIE B NMpOoOMpKH ¢ aHTHKoaryiasHroM K23JITA)
KpPOBH 4eJIOBEKa JUII COBMECTHOTO HMPUMEHEHHs C aBTOMAaTHYECKHMH T'eMaToJOoTHUecKnMH aHamusatopamu S5-Diff mms
JMUArHOCTUKHU in vitro. M3aenue sBISCTCS BCIIOMOTATEIBHBIM CPEJACTBOM B JHATHOCTHKE. MEIMIIMHCKOE H3JCIHE MOXET
NPUMEHATHCA 663 Ol"paHI/lquI/lI\/'l 110 MOMmYyJIANUOHHBIM 1 uemorpa(bw-lecxum ACIICKTaM.
O0nacTh NpUMeHeHust
Knunnueckas 1abopaTtopHas AUarHOCTHKA.
IMoxa3zaHusi K NPUMEHEHUI0
Wznenue wucmomp3yeTcss B KauecTBE BCIOMOTATENBHOTO CPEICTBA JUIS aHAIN3a KIETOK KPOBM U BBIABICHHS
MaleHTOB C pPAa3IMYHBIMK 3a00JIeBaHMSAMH: IPOCTYJa, JHUXOpajgKa, aHEeMHs, OakTepHaibHAs HHQGEKIUS W BHPYCHAS
HH}EKIus.
IIpoTuBONOKA3aHNA
He npumenumo ania nansoro MU.
Bo3moskHbIe O00YHbIE 1eliCTBUS IPH HCHOJb30BAHNU MeIHIINHCKOT0 U3 e Iusl
He npumenumo ania nansoro MU.
TpeOoBanusi k oneparopy (10/1b30BaTeNI0)
MenuiHCKOE U3/eNIUe MpeIHa3HauYeHO I MPO(ECCHOHANBHOTO IPHMEHEHNS! U MOXKET HCIOJIB30BAThCS TOJBKO
KBUTU(UIIMPOBAHHEIM IIEPCOHATIOM B O0JIACTH KJIMHUYECKOH JIabOpaTOpHON IHArHOCTUKH (MEIUIUHCKUM J1a00paTOPHBIM
TEXHHUKOM HJIM BPauoM KIMHHYIECKON J1ab0paTOPHOH ANArHOCTHKH).
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4 Onucanue U3IeIust

4.1 Onucanue uzneaus

W3znenue nmeeT BapuaHTHI UCIIOIHEHUS U3 ABYX BHIOB pearcHTOB Jm3upytonmx (Pearent mmupyronmii LYA-2 u
Pearent musupyromuii LYR-2), koTopble OTIMYaIOTCS MPOLEHTHBIM COOTHOLIEHUEM KOMIIOHEHTOB COCTaBa M HaXoJATCs B
6enbIX (haKkoHax ¢ YepHOH KpPBIIKOH. Taxke peareHThl TN3UPYIOIINe HMEIOT pa3sindHble 00beMbl- 200 v u 500 vt

Ha ¢nakone ¢ uznenuem nmeercsi RF kapra, koTopas npeacTasisieT co00i IIIACTHKOBYIO KapTy, BHYTPh KOTOPOi
BHEJIpEH CHeuuanbHbIil Mukpounn (Tpancnonaep). RF-kapra mpous3BoanuT ycTaHOBKY HACTPOEK C MOMOILIBIO BHECEHHOH B
Heé nHpopManuy (Ha3BaHUE U3JENHs, CPOK TOJHOCTH B HEBCKPBHITOM COCTOSIHHM, CPOK TOJHOCTHU TIOCTIE BCKPBITUS, 00bEM
n3zenus, areHT(Ko/)) B cIydae, eclid Ha aHanuzaTope oroOpaxaercs omubka «HenomycTuMelid peareHT». B 3aBucumoctu ot
BapHaHTa HcroigHeHMs m3zmenus, RF kapra mommepxwBaeT clieqyrolipe MOJETH aHAJIM3aToOpoB mpomsBojcTBa Shenzhen
Dymind Biotechnology Co., Ltd., («lI>apwxous datimuag buoteknonomku Ko., JIta.»), Kuraii:

- Pearent LYA-2: DH71, DH73, DH76, D7-CRP, D2-CRP, UN71, UN73, UN76

- Pearent LYR-2: DM79X

4.2 KoMIOHEHTbI COCTABA H3/1eJIHsI
Ta6muua 4.2 KoMIoHeHTEI cocTaBa

KoMnoHeHTBI peareHra | Konnentpanus | Ne CAS
PearenT mm3upytonmii LYA-2
Boxaa (H20) 98.8494% 7732-18-5
TerpaaeunITPUMETHIAMMOHHS 4574-04-3
xyopun (C17H38CIN) 0.6000%
T'uapodocdar vatpus (Na2HPO4) 0.4000% 7558-79-4
Xunopun Hatpus (NaCl) 0.1500% 7647-14-5
ITpoknuH-300 0.0006% 96118-96-6
Pearent ausupymomuii LYR-2
Bona (H20) 98.5493% 7732-18-5
Jlomennn TpuMeTHIaMMOHHS OPOMIUT 1119-94-4
(C15H34BIN) 0.7000%
T'uppodocdat Harpust (Na2HPO4) 0.6000% 7558-79-4
Xnopun Hatpust (NaCl) 0.1500% 7647-14-5
ITpoknuH-300 0.0007% 96118-96-6

IMpumeudanns: KoHIleHTpanuy KOMIIOHEHTOB COCTaBa JUTsl M3JEIHs SIBIISIFOTCS JIOTOCTICIM(DUIHBIMU.

4.3 IlpuHOUN AeiicTBUS

Jlmsupyrommii pacTBOp OKa3bIBaeT TEMOJUTHUECKOE AEHCTBUE: PH NOOABICHUH K CYCIICH3HH Pa3BEICHHONW KPOBU
BBI3BIBACT JIM3UC (pa3pylIeHHWE) SPUTPOLUTOB — pAaCIaj LHUTOIUIa3MATHUECKOH MeMOpaHBI M cxaTue ee (pparMeHTOB B
HeOOJbIIME IUIOTHBIE YacTHIBI, HE INPEISITCTBYIOLIME IMOJCYETY APYTHX mapameTpoB. [lon nelicTBHEM HOBEPXHOCTHO-
AKTHUBHBIX COSITUHEHHMI JIM3UPYIOIIEr0 pacTBOPA JICHKOIMUTEI B Pa3HOM CTENEHH MPEeTepreBaloT U3MEHEHHs CBOUX pa3MepoB
(«cKMMArOTCsI»), YTO TO3BOJISIET NPUOOPY ONPEAENUTh MX KOJIMYECTBO W payiMuHble cyOnomynsuuu (HedTpoduisl,
JTUMQOIHTHI, MOHOLIUTHI, 303HHOGHIIBI, 0a30()HUIIBI).

4.4 TeopeTnueckoe 060CHOBaHUE

OOmwmii aHanM3 KPOBH — 3TO COBOKYIHOCTh HamOoJyiee 4acTO HEOOXOIMMBIX KIMHUYECKUX HCCIIENOBAaHHH IS
OLICHKH TMPOSIBJICHUH MATOJIOTMYECKUX COCTOSIHUI B KPOBH.

V3MeHeHUsT KOJWYecTBa JICHKOIMTOB M OSPUTPOLMTOB HMEIOT pellaroliee 3HAueHHWE B PACloO3HABAaHUH
OIIpeIeNICHHBIX 3a0051eBaHui KpoBu.[1]

B OCHOBHOM KJIETKH IMMOJACYUTBIBAIOT U ONIPEACIIAIOT UX Pa3sMEP MYTEM UBMEPEHUS DJIEKTPUUECCKOTO COTPOTUBJICHNS,
CO371aBaEMOT0 YACTHIEH, B3BEIICHHON B IPOBOJSIIEM pa3z0aBHTelNe, KOT/a KIETKa IepecekaeT MajeHbkoe oTBepcThe. [lo
Mepe TOro, Kak pa30aBlieHHas CYCIICH3HS KJIETOK BTATHBAETCS Yepe3 OTBEPCTHE, IIPOXOXKICHUE KaXKIOH OTAETbHON KIIETKH
Ha MTHOBEHHE YBEJIMUMBACT CONPOTUBICHHE JIEKTPHUECKOTO MYTH MEXAy IBYMsI IIOTPYXEHHBIMH DJIEKTPOJaMH,
PAacIoJIOKEHHBIMH C KaXKIOH CTOPOHBI OTBepCTHs. VIMITYnbC M3MEHEHMS HANPSDKCHUS yKa3bIBAeT KOJNMUYECTBO KIIETOK, a
BBICOTa Ka)KZIOTO MMITYJIbCa POIIOPIHMOHATIbHA 00BEMY BBITECHEHHOTO pa30aBUTEIsl WM pa3Mepy KIeTkd. Takum obpaszom,
MO>KHO ITOJICUUTATh U ONPEAETUTH pa3Mephl SpUTPOLUTOB U JEHKOUUTOB.[2]

PeareHr JJIA aHaJlM3a KJIECTOK KPOBH, KaK O6l>l'-lHl:Il>’I OJIEMEHT KIIMHUYECKOIr0 CKPUHHHIA, MOAXOOUT IJIA aHaJIM3a
KJIETOK KPOBH W BBIABJICHUA NMAOUCHTOB C pPa3JIMYHBIMU 3a6OHeBaHl/15{Ml/I. PacnpocmaHeHHaﬂ aHCMUs, J'leﬁ](eMHﬂ, CEIcuc,
OakTepuanbHass WHQEKIHA, BHUpyCcHas HHQEKIUs U Jpyrue 3a0oieBaHHsS KPOBM MOTYT IIPHBECTH K aHOMAJIbHOMY
YBEIMYEHHIO WM CHIDKEHHIO PE3yIbTaTOB TECTA.

5 XapakTepucTHKH 31
5.1 TexHHYeCKHE XapaKTePUCTHKH H3/1eJTUsl

Xapakrepucriia Pearent simsupyrommii LYA-2, 200 ma Pearent mmsupyromuii LYA-2, 500 ma
Pearent Jimsupyrommii LYR-2, 200 ma Pearent mmsupyromuii LYR-2, 500 ma
00béM, mi1, £10% 200 500
pH 5.5040.20
Macca, r, #10% 284 | 584

["aGaputHsbie pasmeps! (pakoHa ¢

o 65 x 65 x 190
KPBILIKOH (JTMHA X MIMPUHA X
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BbICOTA), MM, £10%

Buemnmii Buj

Becrsetnas KUIOKOCTH 0e3 3araxa, 0e3 JaCTHl, OCaJIKa WJIN XJIOIIbCB

5.2 dyHKIHOHA/ILHbIE XaPAKTEPUCTHKH H3/1e/IHsl
5.2.1 ®oHoBOE 3HAYECHHE

DoHOBOE 3HAUEHUE:

Pearent musupyrommii LY A-2: WBC<0.3x10%n
Pearent musupyrommii LYR-2: WBC<0,2x10%n,
5.2.2 Tounoctb

OrHocutenbHoe oTKIoHeHne WBC 10/KHO HaXOquTCs B Auamna3oHe + 5 %.

5.2.3 BHyTpucepHiiHas NPeNH3HOHHOCTD (IOBTOPSAEMOCTh)

Hznenue HaumenoBanue TMuanason Koappuuuent
napaMmeTpa BapHALUN

LYA-2 WBC (4.00~15,0)<10%n <2.0%

LYR-2 WBC (3.50~3.99)<10%n <2.5%

(4.00~15.00)<10%n <2.0%

5.2.4 MesxxcepuiiHasi NPelM3UOHHOCTH (BOCIIPOM3BOANMOCTD)
HaumenoBanue
Hzpenne napamerpa JAuanazon Koappuuuent Bapuauun

LYA-2 WBC (4.00~15,0)<10%n <2.0%
i (3.50~3.99)<10%n <2.5%
LYR-2 WBC (4.00~15.00)>0% <2.0%

5.2.5 Kos¢ppuuuent nepenoca
Koaddurument nepenoca <0.5%
5.2.6 JIuneiinocth

HaumenoBanue Huxuumii Bepxumuii CroeuudukanuoHHble TpeOOBaHUS
Hzpnenne En.

napamerpa npeaea npeaesa IorpemxocTs Horpemnocts

0.00 100.00 <0.50 x10%n +5%

- 9 =
Lya-2 wWBC 10%n 100.01 300.00 7 0%
0.00 10.0 <0.30x10%n /
LYR-2 WBC 10%n 10.01 100.00 / +5%
100.01 500.00 / H0%

5.2.7 CpaBHeHHE METOI0B
Koaddurment xoppensiumun WBC (sefikonutsr) > 0,975.

Cy0nonyisinuu JIeiiKoIHTOB Koy dpunment xoppeasimuu (r)
Neu % (ITpouent ueitrpoduiios) >0.90
Lym% (IIporeHt 1M oIuToB) >0.90

Mon % (TTpotieHT MOHOIIUTOB) >0.75
Eos% (IIporeHT 503uHO(UIOB) >0.80

Bas% (ITporent 6a30(puiios) >0.50

6 KoMmniekT nocTaBku

W3znenue mocraBisieTcs B cleAyonIeil KOMIUICKTAINH:

PeareHT Au3NpYyWOINUIii IJ15 AaHATU3ATOPAa ABTOMATHYECKOT0 remMartojornyeckoro 5-Diff njas amarnocruky in
vitro (Hematology analyzer lyse (LYA-2/LYR-2))

BapuaHThI HCIIONHEHUS:

1) Pearent mimsupyronmii LY A-2, 200 mu1, B cocTase:

-Pearent musupyrommii LY A-2 — 200 m;

- MHCcTpykuus no npuMeHeHuo — 1 mr.

2) Pearent musupyromuii LYA-2, 500 mu, B cocTase:

-Pearent musupyrommit LY A-2 — 500 Mg

- MHCcTpykuus no npuMeHeHuo — 1 mr.

3) Pearent musupyromuii LYR-2, 200 mu1, B cocTase:

-Pearent muzupyromuii LYR-2 — 200 mu;

- UHCTpyKims no npuMeHeHuo — 1 mr.

4) Pearenr musupyromuii LYR-2, 500 mu1, B cocTase:

-Pearent mmupyrommuit LYR-2 — 500 mu;

- MncTpykuys no npuMeHeHuto — 1 mr.
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7 YnakoBKa U MAapKHPOBKA U3/1e/ sl

7.1 YnakoBka u3jesiust

PearenT mmsupyromuii (B KoJMYecTBe, ONpeNessieMbIM JOTOBOPOM ITOCTABKM) M MHCTPYKIHS [0 IPHMEHEHHIO (B
KOJIMYECTBE, OJ(HA IITYKa HA TPAHCIIOPTHYIO YIIAKOBKY) yIaKOBBIBAIOTCS B TPAHCIIOPTHYIO YIAKOBKY, KOTOPAs MPEACTABISIET
c000if KapTOHHYIO KOPOOKY (13 TO(PHPOBAHHOTO KapTOHA).

7.2 MapKkupoBKa u3eaus

OpuruHajabHasi MApKHPOBKa (JIaKOHA ¢ peareHTaMu
Opuzunanvhas MapkuposKa (AaKoHa ¢ peazeHmamu COOEPAHCUM CAeOYIOUVI0 UHDOPMAYUIO U CUMBOTTbL:
- JIOroTHIT H3rOTOBUTENS,;

- CokpaniéHHOe HAUMCHOBAHHE U3/ICITHS;

- BapuaHT UCIONHCHYS;

- O6BEM pearentos B M (ML);

- Ilpenynpexnenus (WARNINGS);

- Undopmanuro o komnonentax cocrasa (ACTIVE INGRIDIENTS);

- Qr kom;

- Hagmues «Made in China» (Crnenano B Kurae).

- Venosust xpanenus u crabusbHocTd (STORAGE AND STABILITY).

CumBoOJI HaunmeHoBaHHe cMMBOJIA
|VD MeaunuHackoe U3aelne I JUarHOCTHKY in Vitro
g Hcnons3oBath 10
LOT Ko napruu
c Mapxuposka 3HakoM CE
u HzroroButens
EC |REP VIOMHOMOY€EHHBIN NpecTaBuTeNb B EBpomneiickoM coo0mmecTse
| ® |
1 OO0patuTech K MHCTPYKITUH 10 TIPUMEHCHHUIO
3P0
TemmnepaTypHbIit 11ana3oH
439
r\'\/\r JlaTa U3roTOBJICHUS

RF xapma ¢praxona c peacenmamu cooepacum cnedyowyto unpopmayuro:
- JloroTHI H3rOTOBUTENS;

- HanmeHOBaHME U3rOTOBUTEIS;

- BapuaHT ucnoiaHeHus;

- Hagmues «RF Card>(RF kapra).

Cepmugpuxam na kpvluike Qrakona ¢ peazeHmamu coo0epucum caedyiowyio uHGopmayuio:
- JIOrOoTHIT H3rOTOBUTENS,;

- Hapnmes «Certificate of Approval» Cepruduxat 06 yrBepxaeHUH;

- Hapnmes «Quality Inspector: _ » MHcnekrop kayecTBa: .

Opucunanvhas MapkupoeKa mpaHcnopmHuoil YnaKoeku COOepHCUm Cledyiowyio UHPopmMayuio u CUMBONbI.
- JloroTum U3roTOBUTENS;

- CoxpaléHHOEe HAaHMCHOBAHNE H3CIIHSL;

- ®opmynupoky «CnenaHo B Kurae» (Made in China);

- ®opmynupoBky «Crmcox» (List);

- BapuanTt ucnionaenuns (Model);

- O6béM pearenra B M1 (mL) (Specification);

- Kog maptuu (LOT);

- Mara usrorosienus (Production date);

- Cpok rogHoctu (Expiry date);

- KonnyecTBo nmoTpeGHUTENBCKUX YITAKOBOK B TPAHCIIOPTHOH ynakoBke ((akonos ¢ pearenrom) (PCS);

CumBoJ | HaumeHoBaHHe CHMBOJIA
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Tl
c € Mapxkuposka 3HakoM CE
N3roroButens
EC  REP VoMHOMOYEHHBIH NpeACTaBuTENb B EBpOIeCKOM coo01IecTBe
°
1 OO0paruTech K HHCTPYKIMH IO TPUMEHEHHUIO
#3IPC o
TemnepaTypHblil Juana3oH
2
] I Baepx
—
IVvD Wzpenue mis in vitro TUarHOCTUKH
OcTopokHO. XpyTKoe

Ha ¢iaxoH ¢ peareHTaMHu HaHeCeH CTHKeP HA PYCCKOM fI3bIKe

CTukep COAEPKUT CIEAYIONTYI0 HHPOPMAITHIO M CHMBOJIBL:

- [lonHoe u cokpaléHHOe HAUMEHOBAaHHUE U3/ENUs;

- Bapuant ncnonnenus;

- CocTaB u3aenus;

- Hagmues «HbopManunio Ha CTHKEpe CUUTATh IPHOPUTETHOMY;

- Hagmues «Koxa mapTum, cpok FrOZHOCTH, YCIIOBUSI XPAaHEHHUS U OCTaJIbHBIE rpaMIecKHe CUMBOJIBI YKa3aHbl Ha
OpPUTUHATILHOM MapKUPOBKEY;

- Hagnmcees «TonbKo [UIsl AMATHOCTHKY iN Vitro>s

- Hagmuer «Jlns mpogeccnoHAIBHOTO TIPUMEHEHUS;

- Homep pernctparioHHOTO yIOCTOBEpPEHUST,;

- Madopmarmio 06 ymoIHOMOYEHHOM HpeJICTaBUTeIIe TPON3BOANTENS.

CuMBOJI HaumeHoBaHHe CHMBOJIOB

OO6paTnTech K HHCTPYKIIMH [0 TIPUMEHEHUIO

Hsrorosurein

Ha TpaHcnopTHYI0 YIAKOBKY HaHeCeH CTHKeP HA PYCCKOM sI3bIKe

CTHKEp COTEPKUT CIIETYIONTyI0 HHPOPMAUIO U CUMBOJIBL:

- IOJTHOE U COKpaNIEHHOEe HANMEHOBAHHE H3/IETIHS;

- “HpOPMAIHS 0 Macce HETTO U OpyTTo;

- nH(opMaIHs 0 Macce HETTO MOTPEOUTENILCKOM YIaKOBKH (B 3aBHCHMOCTH OT BapHUaHTa HCIIOJIHEHHs);

- nHGOpMAaIHIO 0 rabapUTHBIX pa3Mepax TPAHCIIOPTHOM YIAaKOBKH (AJIMHA, IIMPHHA, BHICOTA);

- Hagmues «Koa mapTum, cpok rOAHOCTH, YCIOBUS XpaHeHHs!, THYOPMAIIUIO O YHCIIe eAUHUI] HOTPEOUTENbCKUX
YIIaKOBOK B TPaHCIOPTHOH YIAKOBKE M OCTaJIbHbIC Ipad)HuecKie CUMBOJIBI YKa3aHbl HA OPUTHHAIBHON MapKHPOBKE».

CumBoJI HaunmeHoBaHHe CHMBOJIOB
IVD Usnenue mis in vitro JuarHOCTUKHA
H3roroBureib

OO6paTnTech K HHCTPYKIIMH 10 TIPHMEHEHUIO

8 Yc0BuS TPAaHCIIOPTHPOBAHHUS, XPAHEHHUSI, IKCIIyaTAINH, CTA0HMJILHOCTD
3asBICHHBII CPOK TOIHOCTH — 24 MecsLa.

YciioBusI XpaHeHHs ¥ IKCILTYaTAllH

Iocne ucreuenust cpoka roAHOCTH U3EIHE UCTIONb30BATh 3aIPEIIECHO.
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W3nenne cTaOUIbHO 10 MCTEUCHUS CPOKa F'OHOCTH, YKAa3aHHOTO HA STUKETKE, IPU XPaHEHHH B HEBCKPBITOM BHUJIE,
BT OT IPSAMOTO COJHEYHOTO cBeTa npu Temneparype oT 2 °C 1o 30 °C. Cpok XpaHeHHUs! HEBCKPBITOro u3aenus 24 mecaua.

[ocie BckpbiTus Xpanuts npu temmepatype 15-30 °C ne 6onee 60 nHeit

W3nenns, XpaHUBIIKECS C HAPYIICHUEM PErIaMEeHTHPOBAHHOTO PEXXNUMA, IPUMEHEHHUIO He MOJJIeXKaT.

YciioBusI TPAHCTIOPTHPOBAHHS

W3znenue MOXET TpaHCIOPTHUPOBATHCS BCEMH BHIAMH KPBITOTO TPAHCIOpPTAa IPH OOECIICUCHUH TEMIIEpaTypEI
TpancnoprupoBanus ot 2 10 30 °C B Teuenue 15 nHel.

W3z penwst, TpaHCIOPTUPOBAHHBIE C HAPYIICHUEM TEMITEPaTypHOTO PEKIMA, IPHMEHEHHIO He MOJIexkKaT.

9 Micnosib30BaHMe U3/1eIusI 110 HA3HAYEHHIO

9.1 Heo0xonumble (HO He MpeJOCTABIIsieMble) MaTepHAJIbI ISl IPOBeeHUs AHAIN3a

Peacenm nuzupyrowuii LYA-2:

- Anamusarop 5-Diff aBromaTnyeckuii remMaronorunveckuil AJsl AMATHOCTHKH N VItr0, BaphaHTBl WCIOJHEHHS
DH71, DH73, DH76, D2-CRP, D7-CRP, mpoussoxacrea Shenzhen Dymind Biotechnology Co., Ltd., («IlI3Hp4k5HB
Haitmun g buorexknonomku Ko., JIta.»), Kuraii;

- PearenT nu3upyromuii A1 aHaIM3aTOpa aBTOMAaTHYECKOT0 reMaroiorudeckoro 5-Diff anst auarHoctukw in vitro
(Hematology analyzer lyse (LYA-1/ LYR-1))., Bapumant wucnonuenus LYA-1, mpoumssoxcrtea Shenzhen Dymind
Biotechnology Co., Ltd., («[lIsupwksns daiimunn buoreknonomku Ko., JItm.»), Kuraii;

- PearenT JM3UpYIONIHiA ISl aHAIN3aTOPa aBTOMAaTHIECKOro rematosiorniaeckoro 5-Diff aiust muarnoctuku in vitro
(Hematology analyzer lyse (LYA-3/ LYR-3)), Bapmantr wucnonuenuss LYA-3, mpoumssoxcrsa Shenzhen Dymind
Biotechnology Co., Ltd., («IlIsupwkaus daiimunag Buoreknonomku Ko., JIta.»), Kuraii.

- PasbaBurens W30TOHWYECKHMH IS aHAIM3ATOPOB aBTOMAaTWueckux remarojorudeckux 3-Diff /5-Diff mus
muarsoctuku in vitro (Hematology Analyzer Diluent), Bapuant ucnonuenuss DIL-A, mpoumssoacrsa Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwksus daiimunn buoteknonomku Ko., JItm.»), Kuraii.

- Pearent npomsiBounsiii (CLE-P Cleanser) mis aBroMariueckux remMarojoruyeckux anamuszaropos 3-Diff u 5-
Diff nns amarmoctuku in vitro, mpomssoxctea Shenzhen Dymind Biotechnology Co., Ltd., («[l>apuwkaHbs daiiMuH
buorexnonomxu Ko., JItn.»), Kuraii.

Peacenm nusupyrowuii LYR-2:

- Aunamuzatop 5-Diff aBromaruueckuii remMarojOruuecKkuil Uil IMATHOCTUKM N VItr0, BapuaHT WCHOJHEHHS
DM79X, npoussoacrea Shenzhen Dymind Biotechnology Co., Ltd., («[IIsupwkaus Jaiimuan buotexnonomku Ko., JIta.»),
Kwurait;

- PearenT nu3upyromuii A1 aHaIM3aTOpa aBTOMAaTHYECKOT0 TeMarojormdeckoro 5-Diff anst auarsoctukw in vitro
(Hematology analyzer lyse (LYA-1/ LYR-1))., Bapmant wucnonuenuss LYR-1, mpomssoactea Shenzhen Dymind
Biotechnology Co., Ltd., («[II>upwkaus Haiimunag buoreknonomxu Ko., JIta.»), Kuraii,

- PeareHt nM3uUpyOLIHI /T aHAM3aTOpa aBTOMaTH4ecKoro remaronornueckoro 5-Diff qns quarnoctukwu in vitro
(Hematology analyzer lyse (LYA-3/ LYR-3)), Bapuanr wucnonnenus LYR-3, mpoussoxcrsa Shenzhen Dymind
Biotechnology Co., Ltd., («[Isupwxsus Jaiimuna buorexnonomku Ko., JIta.»), Kuraii.

-Pa30baBuTenlb W30TOHHYECKHI IS AHAIM3aTOPOB aBTOMAaTHUeCKHX remaronornueckux 3-Diff /5-Diff mns
muarnoctuku in vitro (Hematology Analyzer Diluent), Bapuant ucmonuenust DIL-R, mpoussonctea Shenzhen Dymind
Biotechnology Co., Ltd., («[II>upwkaus Haiimunag buoteknonomku Ko., JIta.»), Kuraii.

- Pearent npombiBounsii (CLE-P Cleanser) nist aBromMariHdeckux reMaTosiorndeckux anamusaropos 3-Diff u 5-
Diff mns mumarHoctuku in Vitro, mpomssoactea Shenzhen Dymind Biotechnology Co., Ltd., («III>upwkdub Jaimuan
buorexnonomxu Ko., JItn.»), Kuraii.

- PeareHT NpPOMBIBOYHBIA i1 ABTOMATHYECKOTO TreMaTosioruueckoro aHammzartopa S5-Diff (DM79X) mns
muarsoctuk in vitro (CLR Cleanser)., mpoussoactea Shenzhen Dymind Biotechnology Co., Ltd., («supwxsns JaimMuH
buotexknonomku Ko., JIta.»), Kuraii

Taxoice emecme ¢ U30eNUAMU UCHONLIVIOMCSL:

- Kontpons remaronorundeckuii (Hematology Control) mist KOHTpoOIsI KauecTBa KOJIUYECTBEHHOTO OTPEIEICHHUS
napaMeTpoB KJIETOK KPOBH B KIIMHHYECKOM OOpasile Ha aBTOMATHYECKHX TeMATOJOTHYECKHX aHanmusaropax S5-Diff mms
UarHOCTUKY in vitro, BapuanTsl ucnoiaeHmnss: H (1x3,0 m), H (2x3,0 M), H (3%3,0 M), N (1x3,0 M), N (2x3,0 M), N
(3%x3,0 M), L (1x3,0 mm), L (2x3,0 mm), L (3%3,0 miu), npousBoxctBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«IsupwKaHb Jaimunn buoreknonomku Ko., JIta.»), Kuraii;

- Kanubparop remaronornueckuit (Hematology Calibrator) mns KOJHYECTBEHHOTO OIIPE/ICNICHUS] MapaMeTpOB
KJIETOK KPOBH B KJIIMHHYECKOM 00Opasiie Ha aBTOMaTHYECKUX IeMaTOJOTMYeCKuX aHanmmuzatopax 5-Diff mis nuarnHoctuku in
vitro, BapuaHTel ucronHeHus: 1x3,0 mu, 2x3,0 mu, 3x3,0 mi, npousBoactBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«Isapwxane Jaiimuan buoreknonomku Ko., JIta.»), Kuraii.

IMpumedanue: st Gonee moAPOOHON HWH(POPMAIMK KAacaTENbHO OMONHHUTEIBHBIX HEOOXOIMMBIX MATepPHAIOB
obpamaiiTech K COOTBETCTBYIOLIMM WHCTPYKIHMSIM M0 TPUMEHEHHIO M PYKOBOJCTBAM II0 OSKCIUIyaTalldd W3JIeni,
HCIIOB3YEMBIX B pabore.

9.2 C6op ¥ MOAroTOBKA MATEPHAJIOB /ISl HCCJIEI0BAHUSA

JUI1 naHHOTO TecTa PEKOMEHIYeTCs HCIIONb30BaTh OOpasIbl LENbHONH BEHO3HOH WM KalWUIIPHOH KPOBH,
cobpannsle B mpobupku ¢ K2O/ITA.

Jlns kmaccuUKanuy IEHKOIIUTOB, XPaHUTh HCIIOJIB3yeMble 00pa3Iibl IEeNbHOI KpOBH HEOOXOJMMO IIPH KOMHATHOM
temreparype (15~25°C) u aHanmu3upoBaTh MX B TedeHHE 4-X 4acoB mocie cOopa. Ecim oTcyTcTByeT HE0OXOIUMOCTH B
aHaJM3e JICHKOLUTOB U CPeHEro 00beMa SPUTPOLIUTOB, XPAHUTh 00pa3Ibl MOKHO B XosonuisHuKe (2°C - 8°C) B TeueHue
24-x gacos. Ilepex aHann3oM o0pasibl CleIyeT JOBECTH 10 KOMHATHOI TeMIiepaTypbl B TSUSHHH, [0 MeHblIel Mepe, 30-Tu
MHHYT U XOPOIIO BCTPSIXHYTH JUIS PABHOMEPHOTO IIEPEMEIINBAHUSI.
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[Ipobupka ¢ coOpaHHEIM 00pa3LOM KAIMUIIPHOW KPOBU JOJDKHA OBITH MOMEIIEHA CTPOTO BEPTHUKAJIBHO (HE MOX
yTJIOM WIH BBepX THOM). MHade, BHyTpEHHsS CTEHKAa MPOOMPKH MOXKET OKPACUTHCS M30BITOUHBIM KOJIMYECTBOM 00pasla,
KOTOPBIM CTaHET HENPUTOJHBIM Ul aHanmu3a. Kpome TOro, 3To MOXET BbI3BaTh HEPABHOMEPHOE CMEIIEHHE 00pa3LoB U
HEJJOCTOBEPHBIE PE3yIbTaThl aHATN30B. AHATM3UPOBATH 0OPA3IBl KAMMULIPHOM LETbHON KPOBH JKENATENIbHO B MEPHOJ OT 3-
X MHHYT JI0 2-X 9acOB ITOCJIe UX coopa.

VenoBus TpaHCOpPTHPOBKK 06pa3noB 2~8°C B TeueHue 24 4acoB, KIETKH JIETKO pa3pyllaroTcs BUOpauueil BO
BpeMsI TPaHCIIOPTHPOBKH, CIIeTyeT M30eraTh IepeBO3KH Ha JalbHHUE PacCTOSHUS, pEKOMEHIYeTcsl cOOp M TeCTHpOBaHUE Ha
MecTe. 3aMopaKHBaHHE 00pa310B 3alPEILEHO.

UroObl TapaHTHPOBATh TOYHOCTH aHAIM3a, yOeauTech, YTO B3iATO He MeHee 100 MK KamWUIIPHOW KPOBU M HE
Mmenee 0,5 MJ1 BEeHO3HOM KpOBH (HE BKIIIOUasi MEPTBBIH 00BbEM IPOOUPOK).

HemnpuroHeIMu 17151 MCCIIEA0BaHUS SIBISIFOTCS 00pa3iibl OnomMarepuana:

* HEMapKUPOBaHHBIE UITH HECYIINE HEBEPHYIO (HEUUTAEMyI0) MapKUPOBKY;

* C He yKa3aHHBIMU JaTOI U BpeMEHEM HOJTydeHHs MaTepHaa,;

* XpaHUBIIMECS W TPAHCIOPTHPOBABIIHECS C HapylIeHHEM TpeOOBaHMWIL, yCTAaHOBICHHBIX IJIS JTAHHOTO THUIIA
OMOJIOTHUECKOTO MaTepHaa;

* C HapYIIEHHO! LEJIOCTHOCTHIO W/WITM T€PMETHIHOCTBIO TPOOHPOK;

* CofIepKaIue MUKPOCTYCTKH;

* UMEIOIIHE CIIEIbI TEMOJIN3a;

* UMEIOIIYE ITy3BIPbKH WK TIEHY;

* COIEpIKAIIUE CIUIIKOM MaJbli 00BEeM.

9.3 Iloc1en0BaTE/ILHOCTD 3TANOB NPOBEICHHUS AHAIU3A

1. Mlepen HauamoM paboOTHI ClEIyeT O3HAKOMHTBCS C PYKOBOACTBOM IO OSKCIUIyaTallMH HCIIOIb3YEMOTO
aHaNM3aTopa, a TakXke ¢ MHCTPYKIMSIMU H3/IeNNii, HCIOJIB3yeMbIX B padorTe.

2. BoiepkuTe U3enue 10 JOCTHKEHHsT KOMHaTHO# Temmeparypst 15 ‘C ~ 30 C.

3. CHUMHUTE OPUTHHAIBHYIO KPBIIIKY C (pIIaKOHA, BCTABETE COOTBETCTBYIOILIYIO TPYOKY AJIS peareHTa JIN3UPYIOLIEro
LYA-2 wm LYR-2 (BXOOHUT B KOMIUIEKT IIOCTABKH aHAJIHM3aTOPa) BO (pJIAKOH C PEareHTOM COTIACHO [BETOBOMY COOTBETCTBHIO
MEXy KPBIIIKO ()IakoHa ¢ peareHToM U cOOPOYHBIM CTHIKOM KPBIIIKH (IIaKOHA aHAJIN3aTopa.

4. TlpoBenuTe HCOBITAHWE (OHOBOTO 3HAUCHHSA, YTOOBI yOGAHMTHCS, YTO W3MEPEHHOE 3HAUYCHHE HAXOAUTCS B
rpaHunax GOHOBOTO 3HAUCHUSL.

S. BemonuuTe aHann3 obpasia B COOTBETCTBHHU C MPOLEAYpOi aHaimn3a oOpasla, ONMHUCAaHHOH B PyKOBOACTBE MO
IKCIUTyaTaI[My UCIIOIb3yEeMOr0 aHAIN3aTopa.

Pacxomyemblit 00beM oOpasiia i MPOBEICHUs OJHOTO aHanu3a coctaBisieT S0 MK (He BKITIOUast MEPTBBIN 00bEM
MPOOUPOK).

9.4 Kanu6poBka

1. V3BnekuTe KamuOpaTop M3 XOJOIMIBHUKA U BBIICPKHUTE 10 JOCTHKCHHS KOMHATHO Temmeparypsl 15 C ~ 30 C
(e meHee 15 MUHYT).

2. Ilepemeraiite kanuOparop Bpy4yHyo (He MepeMenInBaiTe Ha MEeXaHH4IeCKoH 1abopaTopHOil Merake):

a) JIep>KUTe MPOOMpPKY TOPH30HTAIBHO MEXTY JagoHsAMu pyk. Ilokaraiite mpoOHpKy Brepen-Ha3am B TEUECHHE
20~30 cexyHn; MEpHOANIECKHU TIepeBOpadrBaiiTe NpoOupKy. TmarensHO epemMeniaiiTe, Ho He B30aIThIBalTe.

6) [ToBTOpSsIiiTE TIAT @) IO TEX MOP, MTOKA SPUTPOLUTHI HE OYAYT MOTHOCTHIO Pa3MeEIIaHEbl.

MPUMEYAHUA:

- Jnst mpoOHpOK, XpaHSIIMXCS B TEUEHHWE JUIUTENBHOTO BPEMEHH, MOXET HOTPeOOBAaThCS JIOMOIHHUTEIBHOE
HepeMenINBaHue;

- [lepemeraiite akkypaTHO, 4TOOBI H30€XKaTh pa3phiBa KIETOK U / WK 00pa30BaHUs ITy3bIPHKOB.

B) HenocpencreenHo nepex oT60poM KaandpaTopa 0CTOPOXKHO TepeBepHUTe npodupky 8~10 pas.

3. IlpoBenute KamHMOpOBKY B COOTBETCTBHM C MPOLEAYPOH KaaMOPOBKH, OIMCAHHONH B PYKOBOJCTBE IO
SKCIUTyaTallliy UCIIONB3yeMOTO aHAIM3aTopa.

4. CpaBHHUTe cpenHee 3HAUCHUE I KaXKIOTO ITapaMeTpa C MPHUCBOCHHBIM 3HAYEHHEM.

> Ecnu pasHuIia HAaxomuTCs B Mpeieliax JOMYCTUMOTO OTKJIOHEHHs, KanuOpoBKa He TpeOyercs.
3aBepIeHNE UCTIBITAHUS.
> Ecnu pa3zHuiia HaXomuTesl 3a mpeneaMy JOMyCTHMOrO OTKJIOHEHHs, MOXKET MOTPeOO0BaThCs KaInOPOBKA.

BrimonHuTe KanuOpoBKy, a 3aTeM IepelauTe K CleayroleMy ary.

5. TIpoBepbTe pe3ynbraThl KaJTHOPOBKH.

[MpoBeaure aHanM3 KaaMOPOBKM 5 pa3 B TIaBHOM wHHTepdeiice aHanmmzatopa. CpemHue 3HAUCHHS JOJDKHBI
HaXOJIUTHCS B MpEAeIax JOMyCTHMOTO OTKIOHEHHS.

6. Tlocme otbopa kamuOpaTopa THIATENBHO MPOTPUTE OOOJOK TPOOHPKH W BHYTPEHHIO YacTh KPBIIIKH
0e3BOPCOBOI TKaHBIO. 3aKPYTHTE KPHIIIKY Ha MPOOUPKY, YOSIMBIINCH, YTO OHA IUIOTHO mpmieraet. [lomecture mpoOupky
00paTHO B XOJOMUIIBHHK.

Kanu6poBky HE0OXOJMMO BBIMOIHATH TOJBKO B CIIEAYIOMINX CIydasX:

- [Ipu nepBOM HCHONB30BaHUHU aHAIU3ATOPA

- [Ipu B0300HOBNIEHUH UCTIOIB30BAHUS AHAIN3ATOPA OCIE [UIUTEIBHOTO XPaHEHHS.

- Pe3ynbTaThl KOHTPOJIS KayecTBa yKa3bIBAIOT HA HAIMYUE BO3ZMOYKHOM HETONAAKH.

[MPUMEYAHUE:

- Ilepen wucnonb3oBaHHEM MONYYEHHBIX PE3YJIHTATOB B KadeCcTBE J[JOCTOBEPHBIX, HEOOXOAMMO BEINOJIHUTH
KINOPOBKY BCEX N3MEPSEMBIX ITapaMeTPOB KIIETOK KPOBH.
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- B nmaboparopusix, NpoBOAAIMIMX CTaHAAPTHBIE UCCIIEIOBAHNS, KaTHOPOBKA TOJDKHA BBIIOIHATHCSA HE PEKE OJHOTO
pasa B IIECTh MECSALICB.

9.5 KoHTpoJb kayecTBa

1. V3BneknuTe KOHTPOJIb U3 XOJOMUIBHUKA U BBIACPKUTE J0 JOCTHKEHHsS KOMHATHOH Temmeparypbl 15~30°C (He
MeHee 15 MUuHYT).

2. IlepememaiiTe KOHTPOJb BPYYHYIO (HE IEepeMeIlMBaiiTe Ha MEXaHHYECKOl abopaTopHOH Memrajke, BeCh
IpoIiecc MepeMeNnBaHus JoKeH 3aHuMars 30—60 cexynn):

a) JIep>KUTe MPOOMPKY TOPH30HTAIBHO MEXTy JagoHsAMu pyk. Ilokaraiite mpoOHpKy BIepen-Ha3al B TEUEHHE
20~30 cexyHa; IEPHOIUYECKH IIEpeBOpadnBaiiTe mpoOupKy. TiiaTenbHO mepeMenIaite, Ho He B30aNThIBalTe.

6) IToBTOpstiiTe mIar a) 10 TeX MOp, HOKa IPUTPOLUTHI He OYIYT HOIHOCTHIO pa3MEIIaHBbL.

MMPUMEYAHUE:

- st mpoOHpOK, XpaHSIIMXCS B TEUEHHWE JUIUTENHHOTO BPEMEHH, MOXXET IOTPe0OBAaTHCS JIONOIHHTEILHOE
HepeMenINBaHue;

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

B) HenocpencreenHo nepen 0TO0OpOM KOHTPOJISL OCTOPOXKHO MepeBepHHUTE MpooupKy 8~10 pas.

3. IIpoBeanTe KOHTPOIH KauecTBA B COOTBETCTBHU C NPOIEAYPOH KOHTPOIS KadeCTBa, OMMHUCAHHOW B PYKOBOACTBE
IO KCIUTyaTaI[! UCTIOIb3YEMOTO aHAIN3aTopa.

4. Ilocne oTOOpa KOHTPOJIS THIATETABHO MPOTPHUTE 000I0K MPOOHPKH M BHYTPEHHIOIO YacTh KPBIIIKU OE3BOPCOBOI
TKaHbI0. 3aKpyTHTE KPBILIKY Ha MPOOHMPKY, YOSIWBIIMCh, YTO OHA IUIOTHO mpuieraeT. [lomectuTe mpoOupKy oOpaTtHO B
XOJIOIHJIbHUK.

KonTpoJab kavyecTBa NpOBOAMNTCS:

Pexomennyercs exxenHeBHO 3amyckaTs npouenypy KK (Konrtpoins KadecTBa) ¢ KOHTpOISIMU HU3KOTO, CPEIHETO U
BBICOKOTO ypoBHs. HoBast mapTusi KOHTPOJSI MOATEKUT aHAIN3Y MApaUIeNIbHO C TEKyIIeW MapTHed 1O HCTEYeHHS CPOKa
TOAHOCTH. |7l 3TOro Ha MPOTSHKEHWH TIATH JHEH NBaKABl B JCHb BBIIONHSNHTE 00pabOTKy HOBOW MapTHH KOHTPOIS NpU
noMomu Jroboro mycroro ¢aitma KK. ®aiiner KK m03BONSIOT BBMHCIATH CpelHEE, CTaHAApPTHOE OTKIOHEHHE U
K03 UIHEHT BapHaliK I KaKAOTO BEIOPAHHOTO TapaMeTpa. BeraucisieMble aHATH3aTOPOM Pe3yIbTaThl JODKHBI OBITH B
npeenax 0’KHIaeMbIX JHaa30HOB, PEKOMEH/IOBAHHBIX H3TOTOBUTEIIEM.

9.6 Beruucienue pe3yabTaToB
AHanu3aTop aBTOMATHYECKH pacCUUThiBaeT konudectBo JeiikonuToB (WBC) ¢ ucmons30BaHueM OMpPEAeICHHOTO
aIrOpUTMa, ¥ €IMHULA U3MEPEHUs pe3ynbTaTa - 10%/1.

9.7 O:kuaaeMble 3HAYECHHS

IMapameTp En. Oobmee My:x Ken Jderu HoBopoxnennbie

WBC 10%a 3.50-9.50 3.50-9.50 3.50-9.50 4.00-12.00 4.00-20.00

[Mpumeuanue: PekoMeHIOBaHO, YTOOBI Kaxmaas jaboparopust (GopMylupoBajia CBOW COOCTBEHHBIM JUAMa30H
HU3MEPEHU B COOTBETCTBUU C TEKYIEH cUTyaluei.

9.8 UnTepnpeTanusi pe3yJbTaToOB

Ilpu mHTepnpeTanny pe3yibTaTOB CIEAYET YYHTHIBATh OOIIYI0 KIMHUYECKYIO CHTYalWIO MalWeHTa, BKIIOYast
CHMIITOMBI, HCTOPHIO OOJI€3HH U IPYTHE COOTBETCTBYIOIINE JaHHbIE U HH(POPMAIHUIO.

9.9 Orpanuyenust

Pe3ynbTaThl TeCTUPOBaHUS HCHOJB3YIOTCS TONBKO Ul KJIMHUYECKOM CIpaBKM U HE MOTYT MCIHOJIb30BaThCs Kak
OCHOBAHUE JUIS TUATHOCTHKHU WM MCKITIOUSHHUS 3a00JICBaHMS.

9.10 IIpenynpesxaeHusi 1 Mepbl NPeI0CTOPOKHOCTH

1) Ucmonp30BaTh U3ENHE TOIBKO ISl AUATHOCTHKH in Vitro.

2) Tonbko myst mpo(heCCHOHANTBHOTO TPIMCHEHHSI.

3) Ucnomnb30BaTh CTPOrO B COOTBETCTBUHU C HHCTPYKIMEH 110 MPUMEHEHHIO.

4) He ucnonp3yiiTe n3zenue ¢ HCTEKIINM CPOKOM FOJHOCTHU WJIH MOBPEXKAECHHOH yIakoBKOH.

5) Heobxomumo cobitroaaTh npaBuia oOpallieHus! ¢ peareHTaMy U MPaBuiia TEXHUKH 0€30MacHOCTH.

6) PesynbraThl UCHIBITAHUS MOTYT OBITH COMHHUTENBHBIMH, €CIH: CPOK TOJHOCTH pearcHTa HCTeK WIIM PearcHT
HETIPUTOJICH; peareHT 3arpsi3HeH NBUTbI0, HAXOJsIIeHcs B Bo3ayxe; oOpaboTka oOpasma NMpoXoamia HE B CTEPHIBHBIX
YCIIOBHSX; peareHT CMEIINBAJICS WM IPUMEHSIICS CO CTOPOHHUMHE PeareHTaMHm.

7) Ilocme mocTaBKM TIPOBEphTE BHEIIHIOI YIIAKOBKY. EcCiIM OHA MOBpeXIeHA, W J>KUAKOCTh MPOTEKIa, He
UCTIONB3YyHTe TakoH peareHT. IIpH OTCYTCTBHM IPOTEKaHWs IPOBEJUTE TECT HA KOHTPOJIb KAadecTBa Hepel IMPHMEHEHHEM
aHanu3atopa, 4ToObl YOSIUTHCs, YTO CUCTEMa JETEKIUH paboTaeT HOPMaJIbHO.

8) Mcnonb30BaHHBIE KOMIOHEHTHI M3JIEHs CIIEAYeT YTHIM3UPOBaTh B COOTBETCTBHH C MPaBHIaMH O€30MacHOCTH,
ycraHoBineHHbIMH CaHIInHOM.

9) He Bapixath. B ciiydae BApIXaHUs HEMEIUICHHO NMPOKOHCYIbTUpYiTECh ¢ BpadoM. V30eraiite momagaHus Ha
KOXYy WIH B r7ia3a. B ciyyae KOHTaKkTa ¢ KOXKei, HEMEUICHHO MPOMOITE MOPaKEHHBIH yJ4acTOK OOJIBIIMM KOJIHYESCTBOM
BOABl. B cimyuae momamaHuWs B Tiia3a, HEMEUICHHO IPOMOITE MOPAaKEHHBIH yJacTOK OOJBIIMM KOJHMYECTBOM BOIBI H
o0paTuTech 3a MEIMIUHCKON TOMOIIEIO.

9.11 Inana3oH oTOOpakeHUsT H3MepeHHit
Iuanaszon otobpaxenus uzmepenuii WBC: (0,00-999,99)><10%n

10 CBenennsi 06 yruim3anum u3aeaust
Uro0Obl m30€KaTh BO3MOXKHOTO 3arpsi3HEHUsI OKPYKAIOIICH CpeAbl, M3IENNE C HCTCKIINM CPOKOM TOIHOCTH,
OTXOJBI HCIIOJb30BaHHBIX PEAarcHTOB, a TAKXKE B CIlydae BHUIAMMBIX IOBPEXKICHHNA WHIUBHIYaJTbHOW YITAKOBKH, H3IEIUC
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JOJDKHO yTUIU3upoBathest B cooTBeTcTBUM ¢ CanlluH 2.1.3684-21 s otxonoB kiacca b (smmaeMuonorundecku onacHsle
OTXOJIbI).

11 lpereH3un no Ka4ecTBy

Afnpec 17151 IpUeMa peKJaManmii:

OO0IIecTBO € OTPaHNYCHHOM 0TBETCTBEHHOCTHIO «Kommanus «buBmy;

Anpec: 129085, r. Mocksa, [Ipocnext Mupa, nom 101, ctp. 1, mom. 17;

Tenedon: +7 (499) 281-67-68

Anpec 311eKTpoHHOH 1oUTHL: info@beawire.com

12 CootBercTBHEe cTanaapTam Poccuiickoii ®enepanun

T'OCT P UCO 18113-1-2015 «MeauiHCcK1e U3AeIMs TSl AMATHOCTHKY in vitro. MHbopManus, npegocrasisieMast
n3roToBuTeaeM (MapkupoBka). Yacts 1. TepMuHsl, onpeaeneHus U oouye TpeboBaHUY;

T'OCT P UCO 18113-2-2015 «MeauiHCK1e U3AeIHs A1 AMArHOCTHKY in vitro. HbopManust, npenocrasisiemast
n3roroBuTeneM(MapkupoBka). Yacts 2. PeareHTs! [uIst TMarHOCTHKY in Vitro Uit mpodecCHOHATEHOTO TPUMEHEHHS;

I'OCT P EH 13612-2010 «Onenka ¢pyHKIHOHATGHBIX XapaKTEPUCTUK MEIUIUHCKUX M3JIeNHUH Ul AUarHOCTHKH in
vitro>s

I'OCT P UCO 15223-1-2020 «M3nemnst mexmumHckue. CHUMBOIBI, NPUMEHSEMBblE IIPU MapKHPOBaHHM Ha
MEJUIHCKUX U3AENUSIX, STHKETKAX U B COMPOBOIUTENILHON JokyMeHTanun. Yacte 1. OcHOBHBIE TPEOOBaHUS;

T'OCT P UCO 236402015 «V3genust MEAUIMHCKHE U JUATHOCTUKH in vitro. OueHKa cTaOUIbHOCTH PEeareHTOB
JUISL TUATHOCTHUKH in Vitroy.

I'OCT ISO 14971-2011 «W3nenust MenunuHCcKUe. [[puMeHeHne MEHEKMEHTa pUCKa K MEAUIIMHCKUM U3CIIHIM);

I'OCT P 51352-2013 «MeauuuHCKUe U3AEIHS ISl TUarHOCTUKU UH BUTPO. METOIbI UCIIBITAaHHIT.
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