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APPROVED BY

Shenzhen Dymi

Instruction for

Lysing reagent for the 5-Diff automatic hemat y analyzer for in vitro
diagnostics (Hematology analyzer lys( A-l1/LYR-1))

NHCTPYKUMS N0 NPUMEHEHNIO

PeareHT nu3npyownii gna aHanmsaTopa aBTOMaTM4eCKOro remartosiormyeckoro
5-Diff gna gnarHoctuku in vitro (Hematology analyzer lyse (LYA-1/LYR-1))

Shenzhen Dymind Biotechnology Co., Ltd.,
(«LUaHbYX3Hb JanMuHa buotekHonomxu Ko., 1ta.»), Kntaii
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[aTta yTBep)XXaeHNs UHCTPYKUMKN No npumeHeHuto: 09.02.2023

1 HasBaHue nsgenuvsa

PeareHT NU3npyoLwWnin Ana aHaamMsaTopa aBTOMaTUYeCKOro remMaTosiorMyeckoro
5-Diff gnsa gnarHoctukwm in vitro (Hematology analyzer lyse (LYA-1/ LYR-1)).

BapVIaHTbI NCMNOJTHEHUA:

1 PeareHT nusnpytowmin LY A-1,200 mn, B cocTaBe:
- PeareHT nuampytowmin LY A-1- 200 mn.
- IHCTpYKUUA Mo NpUMeHeHuto - | wWr.

2. PeareHT nuanpytowmii LYA-1, 500 mn, B cocTase:
- PeareHT nuanpytownin LY A-1- 500 mn.
- IHCTpyKUMa No npuMeHeHuto - 1 L.

3. PeareHT nuanpytowmin LYR-1, 200 mn, B cocTaBe:
- PeareHT nusmpytowmin LYR-1- 200 mn.
- VIHCTpyKUMA Mo NpUMeHeHuo - 1 wr.

4. PeareHT nuanpyrowmin LYR-1, 500 mn, B cocTaBe:
- PeareHT nuanpyrowmin LYR-1- 500 mn.
- IHCTpyKLMA Mo NMPUMEHEHUIO - 1 LT,

[Janee cokpalléHHOe HaMMEeHOBaHWe - M3Jenne WAK peareHT nuanpyrowmnin, LYA-1,

LYR-

2 MpowvssoguTenb n3genus
MpoussogunTens:

AQpec npov3BoanNTeNs:

MecTo Npon3BoACTBa:

3 HasHauveHue mn3genns
W3genvwe  npepgHasHayeHo
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Shenzhen Dymind Biotechnology Co., Ltd.,
(«LaHbWwKaHb OavimuHp BuoTekHonompkm Ko.,
Nta.»), Kutaia.

10th Floor, Building B, High-tech Park,
Guanggiao Road, Tianliao Community, Yutang
Street, Guangming District, Shenzhen, China (10
dnoop, bungnHr b,  Xurx-tey Mapk,
NyaHrkionao Poag, TwuaHnnao LIOMMYHWUTBI,
FOTaHr  Crpeer, 'yaHrMUHT  JUCTPUKT,
LLIsHbWK3Hb, KuTait).

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 (LLI3HBbYK3Hb OaiimnHp,
buotekHonomxn Ko., Nta., KHP, 518132,
LL3HbYWK3IHb, HOBbLIA paiioH [yaHMWH, oduc
nogpaiioHa HOiTaH, MuKpopanoH TAHLASAO,
ynuua 3Hblol, NPOMBILNEHHbIA NapK MoAenei
Exya, kopnyc b, cekumsa A, ataxu 1u4).

paspyLueHuss  MeMb6paHbl  3pUTPOLMTOB WU
npeobpasoBaHNA remMorsiobnHa B KOMMIEKC ANA OnpefeneHns remornobuHa. Paspgensert
NenKoumTbl Ha 6a30(UNbI U APYrue neliKouWTbl A1 ONpeaeneHnst KoamuecTsa NeinKoLnuToB B
KNMHUYECKMUX 06pasuax LefbHOW BEHO3HOW WM KamuINspHOW KPOBM A1S COBMECTHOMO

1



NPUMeHeHN C aBTOMaTWUYeCKMMWU TremMatonormyeckumy aHanmsatopamm 5-Diff  gns
AMarHocTUKK in vitro. 3genve aenseTcs BCoMorartebHbIM CPeACTBOM B AUArHOCTUKe.
O6nactb NPUMeEHeHNSA
KnnHnyeckas nabopaTopHas guarHocTmKa.
MokasaHus K NPYMEHEHWIO

3nenve Mcnonb3yeTcs B Ka4ecTBE BCMOMOraTe/lbHOro CPeACcTBa A/ aHann3a KNeTok
KPOBU 1 BbISBMEHWS MAUMEHTOB C pPasNMYHbIMK 3aG0NeBaHMAMM: NPOCTyAa, NMX0opaaka,
aHemus, 6akTepuanbHas MH(EKLMS 1 BUPYCHAs UHAEKLMS.

MpoTuBOMNoOKasaHus

He npumeHumo gnsa faHHoro MW.

B03MOXHbIe NO60YHbIE AEACTBUA NPU UCMONb30BaHUN MeLULUHCKOIO U3Lenuns

He npumeHumo gna gaHHoro MW.

TpeboBaHUs K onepaTopy (N0Nb30BATENHO)

MeauuMHCKOe un3genve npeAHasHayeHo AN MPOMECCUOHANIbHOTO MPUMEHEHNUA 1
MOXET MCMO/b30BaThCA TO/bKO KBa/IM(PULMPOBAHHLIM MEPCOHAIOM B 061aCTU K/IMHUYECKOW
NabopaTopHOli  AMAarHOCTUKKM  (MEAULMHCKUM  1abopaTOpHbIM  TEXHWKOM WU BpayoMm
KIMHWYECKON NabopaTOPHON ANarHOCTUKMN).

4 OnwcaHuve n3genusa

471 OnncaHve nsgenusa

N3penve vmMeeT BapuaHTbl WUCMONMHEHUS W3 ABYX BULOB PEAreHTOB JIM3NPYHOLLUX
(PeareHT nusupyrowmii LYA-1 un PeareHT nusupylowmii LYR-1), KOTOpble OT/iM4YatoTCs
MPOLEHTHbIM COOTHOLUEHMEM KOMMOHEHTOB COCTaBa W HaxogAtcs B 6efbiX (rakoHax C
3e/1eHOI KPbILWKOW. Takxke peareHTbl U3MPYOLLMe UMEIOT pasinyHble 06bembl- 200 ma 1 500
M.

Ha cnakoHe c wu3gennem wumeetca RF KapTa, KoTopas npeacTaBnseT coboi
NNacTUKOBYH KapTy, BHYTPb KOTOPOM BHeAPeH crewmanbHblii MUKpoumn (TpaHcnoHgep). RF-
KapTa NpoOu3BOAMT YCTAHOBKY HACTPOeK C MOMOLLbI0 BHECEHHOMW B Heé WH(opmauum
(Ha3BaHWe un3aenns, CPOK rOLHOCTM B HEBCKPLITOM COCTOSHUWM, CPOK TOAHOCTM nocrne
BCKPbITUA, 00bEM un3fennsa, areHT(Kog)) B clydvae, eCiM Ha aHanmMsaTope oTobpaxaercs
owwnbka «HeponycTuMmbli peareHT». RF Kapta noALep>XMBaeT cnefylole MoLenm
rematosiormyeckmx aHanunsatopos 5-Diff:

PeareHT nusnpyowmii LYA-1: DH71, DH73, DH76, D7-CRP, D2-CRP,

PeareHT nusupytowmnin  LYR-1: DM79X npousBogctea Shenzhen Dymind
Biotechnology Co., Ltd., («LLaHbWwkaHb AarimuHg BroTtekHonompkm Ko., 114.»), Kntail.

4.2 KOMMNOHEeHTbI cocTaBa usgenns

KoMnoHeHThbI peareHTa KoHueHTpaums
PeareHT nusunpytownii LYA-1
Bopga (H20) 95.4991%
Xnopvl,q TPUMETUNTETPAAELNNAMMOHNA

(CH3(CH2)13N(CI)(CH3)3) 2:50%
Xnopug HaTtpusa (NacCl) 1.20%
AHTapHasa kucnota (C4H604) 0.8000%
MpoknnH-300 0.0009%
PeareHT nu3anpytowmnin LYR-I
Boga (T O) 97.9492%
Xnopug TpuMeTunTeTpageLmnaMmmMoHus 1.0000%
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(CH3(CH2)13N(CI)(CH3)3)

Xnopug HaTpus (NaCl) 0.2500%
AHTapHasa kucnota (C4H604) 0.8000%
Mpoknnn-300 0.0008%

4.3 MpuHUUnN gencTems

JNInanpytownii pacTBop OKasblBaeT reMONUTUYECKOe [eiicTBME: Npu AobaBfieHun K
CYCMEeH3UW pa3BefieHHOMW KPOBW Bbl3blBAET /M3NC (paspyLUeHVe) 3pUTPOLUTOB - pacnag
uMTONNa3MaTMYeckor MeMbpaHbl 1 CXXaTue ee PparMeHTOB B HeGONbLUNE NIOTHbIE YaCTULLbI,
He NPenAaTCTBYIOLME TMNOACYETY [PYruxX MapameTpoB WU MNepeBOj pas/MyHbIX  (opm
remornobuHa B eAuHyto opmy. [loj LeACTBMEM MOBEPXHOCTHO-AKTUBHbLIX COEAMHEHWI
NN3MPYIOLLEro pacTBopa NelKOUMTbl B pasHOM CTeneHW npeTepreBaldT U3MEHEHWS CBOWX
pasmMepoB («CXMMAKTCA»), 4TO MO3BONAET NpPMOOpPYy OnNpefennuTb WX KOMUYeCTBO MU
pas/fiMyHble Cyononynaumm.

4.4 TeopeTNYeckoe 060CHOBaHME

O6WMKiA aHanM3 KpoBM — 3TO COBOKYMHOCTb Hambonee 4acTo HeoOXOAMMbIX
K/IMHUYECKUX UCCMef0BaHNIA AN1F OLEHKN NPOSABIEHN NaTONOrMUYeCKUX COCTOSAHUI B KPOBU.

3MeHeHNs Konm4yecTsa NeNKOLMTOB U 3pPUTPOLMTOB UMEOT peluatoLlee 3HayeHue B
pacro3HaBaHuW onpefesieHHbIX 3a60/1eBaHNIA KPOBY.

B OCHOBHOM K/NETKM MNOACYUMTBLIBAIOT U OMpPefensoT WX pa3mep NyTeM WU3MepeHus
3N1EKTPUYECKOrO COMPOTMB/IEHNS, CO34aBAaeMOro 4YacTULEN, B3BELIEHHON B MPOBOASLLEM
pa3baBuTesnie, Korfja KieTka MepecekaeT ManeHbKoe oTBepcTMe. [lo Mepe TOro, Kak
pa3baBneHHas CyCrneH3Ws KNeTOK BTATMBAETCH 4epe3 OTBEPCTUE, MPOXOXAEHWE Kaxzol
OTZE/NbHOW K/IETKM Ha MrHOBEHWe YBENMUYMBAET COMPOTUBMIEHWE 3NEKTPUYECKOro MyTu
MeXAy [ABYMS TMOTPY>XEHHbIMW  3/1IEKTPOLaMW, PaCMONOXEHHbIMA C  KaXKAOW CTOPOHbI
OTBEPCTUA. VIMMYNbC W3MEHEHUS HanpsXeHWs YKas3blBaeT KOMMYECTBO K/ETOK, a BbiCOTa
KaX4oro vmnysnbca nponopuuoHanbHa 06beMy BbITECHEHHOrO pa3baBuTens WnM pasmepy
KneTkn. Takum 06pasom, MOXHO MnoAcuuTatb W OMNpefenuTb pasMepbl 3pUTPOLUTOB U
NenKoLNTOB.

Tak >Xe MeTof BCe uJalle WCMOMb3yeTCA [1A ONpefefieHns  KOHLeHTpauuu
remMorsiobnHa B KpoBy.

PeareHT AN aHanM3a K/IETOK KPOBW, KakK OObIYHbIA 3M1EMEHT  KAMHUYECKOro
CKPWHWHTa, MOAXOAWUT ANA aHann3a KeTOK KPOBW W BbISIBIEHWA MaLMeHTOB C Pas/IMyHbIMU
3aboneBaHMAMN: MPOCTyAa, NMX0pajKa, aHemus, OakTepmanbHas WHGEKUMs U BUPYCHas
VH(eKums.

5 XapakTepuUcTuKun nsgenuns
5.1 TexHU4YecKuMe XxapaKTepnCcTUKM nsgenus

PeareHT nuanpytowmnin LYA-1, PeareHT nusupytowmnii LYA-1,
XapakTepucrtumka ZOpOymnm 50p0ymnu"'
O6bém, mn. +10% 200 500
___eH 2.20+0.20
Macca, r 284.6+3 589.7+3.7
abapuTbl C KPbILIKORA (A1MHA X
LIJI/IpFI)/IHax Bbﬁ:m)’ M“Sf,‘ﬂo% 65x65x 190 65 x65 x 190
BHewwHWii Bug BecuBeTHas XM1AKOCTb 6e3 3anaxa, 6e3 YacTuL, 0cafKa UK X/IonLeB
Tabnumua 5.2 TexHu4yeckne xapakTepmuctukn PeareHta nusmpytowiero LYR-1
XapakTepuctuka PeareHT nusnpytowunin LYR-1, | PeareHT nusnpytownin LYR-1,
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200 mn 500 mn
O6béM, Mn, £10% 200 500
pH - 2.2040.20
Macca, T 284.9+3 592.943.7
Talepurss ¢ xpasssco (xaune x 65 x 65 X 190 65 X 65 x 190
WHPHHA X BLICOTR), MM, £10%
Buewnnii sun BecupetHan xuaxocts Ge3 3anaxa, Ge3 wacTiu, 0canxa UNH XIONLES

5.2 ®yuxuHoHaNbHBIE XAPAKTEPHCTRKH HACIHY

5.2.1 PonoBOE IHAYCHHE

@oHOBOE 3HAUCHMHE:

Pearent nuaupytomuit LYA-1: WBC<0.3x10%1, HGB<1 r/n.
Pearent nusupytoumit LYR-1: WBC<0,2x10%n, HGB<I r/n.

5.2.2 Tounocrs

OTHOCHTENbHOE OTKJIOHEHNE He npeBsiluaeT: WBC

5.2.3 Buyrpucepnlinas npenH3HoBHOCTb (IOBTOPAEMOCTD)

+5,0%, HGB £2,5%.

Hanenne HanmenoBanAe napaMeTpa | NP —— llom(%e;mm
Pearent WBC (4.00~15,0)x10%n £2.0%
’““{f@yA"f'l‘"‘” HGB (110~180) t/n <1.5%
Pearent WBC (3.50~3.99)x10%n £2.5%
Au3Hpytomust {4.00~15.00)x10°n 2.0%
LYR-1 HGB (110~180) r/n <1.0%
5.2.4 MezxcepHiinan npenu3HOHBOCTS (BOCIIPOHIBOAHMOCTD)
| N— HanmenoBanse napaMerpa Ansusson o — Bocnpol&n;;mmm
Pearent WBC (3.50~3.99)%10%n <2.5%
nMHpyoumH (4.00~15.00)x10%n <2.0%
LYR-1 HGB (110~180) r/n -<1.0%
Pearent WBC {4.0~15.0)x10%n <2.0%
NH3KpYloUMB HGB (110~180) v/n <1.5%
LYA-1 -
5.2.5 KoagpuusenTt nepenoca
"Koagpduuuent nepenoca; <0.5%.
5.2.6 JIuneitnocre i
Hanenne Hanmestona Kpurepnii cooveercTBNs
RHe Ea. l':'m"“ B:pxnnll AGcomoTuoe OtnocuTenbuoe
MAPAMETpa peaex peaen OTKIIOHEeHHE oTkNOHeHHe %
Pearenr WEC 10% 0.00 100.00 <0.50 x10%n +5%
NUIKRPYIOWK n 100.01 300.00 / =10%
A LYA-1 HGB r/n 0 250 S2r/n 2%
Pearent 10% 0.00 10.0 <0.30x10%n /
JHINPYIOLLH WBC N 10.01 100.00 / 5%
# LYR-1 100.01 500.00 / £10%
0 70 <2 r/n /
HGB v 71 250 / 2%

6 KoMnaext nocraBxH

HUzpnenwne nocrasaserca B cnepyouelt KOMnIEKTanuuU:
Pearent nn3upyromuil Ana aHanK3aTOpa aBTOMATHYECKONO remaronoruueckoro 5-Diff
AN AMArHOCTHKH in vitro (Hematology analyzer lyse (LYA-1/ LYR-1)).
Bapuantsl ncnosHeHuA:

Pearent nusupyrownti LYA-1, 200 mn, B cocTase:

- Pearent nusupysoumit LYA-1- 200 ma.
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- UHctpykums no npumeHeruo — 1 wrr.

Pearent ausnpyrownit LYA-1, 500 Mn, B coctase:
- PearenT nusupytowmii LYA-1- 500 ma.

- UHcTpykums no npumeneruio — | wr.

Pearent auzupyrowmnit LYR-1, 200 ma, B cocrase:
- Pearent nusupytowuit LYR-1- 200 Ma.

- UHeTpykins no npuMeHeHHo — 1 wr.,

PearenT ausupytommit LYR-1, 500 ma, B cocTase:
- Pearent nusupytowuit LYR-1- 500 M.

- MaeTpyKuma no npuMeHeHuso — | wr.

7 YnakoBka H MADKHPOBKA H3Aeaus

7.1 YnaxkoBka H3geaHs

Pearent musupyioumii Bo ¢rakoHe (¢uiakoH ABAAETCA HHAWBHAYansHOH H
noTpeOXTENbCKOH YMaKOBKOH) B KOJNHYECTBE, OMPEACNACMbIM AOroBOPOM MOCTABKM M
HHCTPYKUMA NO NpuMeHeHHIo (| IIT/TpaHCn.yn) ynaKoBRIBAIOTCA B TPAHCMOPTHYIO YNIAKOBKY,
KoTopas npeacrasnger cobo# kapToHHYI0 KopoOKy (M3 rodpHpOBaHHOrO KapTOHa).

7.2 MapkRpoBKa H3AenHs

OpurinaabHas MapkHpoBKa GraKkoHa ¢ peareNTaMu

Opuzunanonan Maprupoera (PAaKOHA C peazermamu CcoOepxcum CRedyiouyo
UHGOPMAUIO U CUMBONDL;

- JloroTyn U3roTOBUTENS;

- COKpAIEHHOE HAHMEHOBAHHE M3ICTTHN;

- O61.&M pearenros B Ma (mL);

- [Ipepynpexnenus;

- UudopManio 0 KOMNOHEHTAX COCTABA;

- Qr koxn; .

- Haanucs Made in China;

- YcnoBHa XpaHeHHWd ¥ CTAOHILHOCTH.

Cumson HanmenoBanne cHMBona

_ MeHUMHCKO® H3eNHe I IMATHOCTHKH in Vitro

2 HUcnoss3osars 40

LOT| Koa naprun

c G Mapkuposka 3nakom CE

d Rarorosurens
EC |REP YnonHomoueHHbiil npeacrasurens B Esponefickom coobiuectse

i OBpatuTech K HHCTPYKUMH NO NPAMEHEHHIO

J‘w TemnepatypHblit ZHana3oH

& Jlata n3roToBnernn
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RF xapma gpnaxora ¢ peazenmamu codepxicum credyiouyo unghopmayio:
- Jlorotun u3roToBUTENS;

- HaumeHoBatHe H3roTOBUTENS;

- HaumenoBanue BapuanTa HCIOJIHEHHKA;

- Haumenosanue «RF Card» RF kapra.

Cepmughuxam na xponuke (GRAKOKA ¢ peazenmamu COOEPICUM  CREOVIOULYIO
unghopmayuio:

- Jlorotun u3roToBUTENR;

- Haamuces «Certificate of Approval» Ceprudukar 06 yreepxiaenuu;

- Hagnuce «Quality Inspector: ___» UncnexTop kauecTsa:

Opuzunanvias MapruposKa mMpancnopmuoii  ynaxoexu codepicum cRedyiowyio
uHPOPMAYUIO U CUMBORBL:

- JloroTHn K3rOTOBKTENS,

- CoxpamHHoe HAHMEHOBAHHE U3ACTMA;

- BapHaHT HCNONHEH!S;

- Koa naptum;

- JlaTh! NPOU3BOACTBA H CPOXH FOAHOCTH;

- KomnuecTso noTpeGHTeNECKHMX YNAKOBOK B TPAHCNOPTHOH YNaKoBKe;

- Hagnuce «Made in China» (Caenano B Kurae).

Cumeon HaumenoBanue cHMBONA

( E: Mapxuposka 3HakoM CE

d Hsrotosurens
EC |REP Ynonanomouexneili npeacrasuTens 8 Epponefickom coobiuecrse
Dﬂ O6patuTech K HHCTPYKLUH IO MPHMEHEHHIO
m TemneparypHbill AnanasoH

H Beepx

- Hapenwne ansa in vitro gHarHocTuku

! OcTopoxkHo. Xpynkoe

Ha qmalcou € peareHTAMH HAHECCH CTHKED HA PYCCKOM S3bIKe
CrHKep COAEPIKHT CACAYIOUYIO HHPOPMAUMIO ¥ CHMBOIEL
- [lonxoe 1 coxpalgnHoe HAMMEHOBAHUE H3AEITHA,
- BapuasT ucnonHenus;
- Cocras uszenus;
- Haanuch «MidopMaiiiio Ha CTHKEpE CYUTATH NIPHOPHUTETHOMN;
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- Haanuce «Koa naptuu, cpok roqHocTH, YCIOBHS XpaHEHHS M OCTaJIbHbLIE
rpajguyeckHe CHMBOJIbI YKa3aHbl HA OPUTHHAILHOMH MapKHPOBKeE»;

- Haanuch «Tonbko 418 AHarHOCTHKH in vitron;

- Haanucs «JIns npodeccHoHanbHOro NpUMEHEHHA»;

- Homep perucTpaunoHHOro yaocToBepeHHU;

- Undpopmaumio 06 ynosHOMOYEHHOM NpeACTaBUTENE NPOH3BOAUTENS.

Cumsoa HanMeHoBaHHe CHMBOJIOB

Hﬂ OGpa‘rm'er K HHCTPYKUHH NO NPUMEHCHUIO

“ HsroroBurens

Ha TpaHcnopTHyI0 ynaKkoBKy HaHeCeH CTHKep Ha PyCCKOM Si3biKe

CTHKep COLEPXKHUT CEAYIOLLYIO HHPOPMALMIO ¥ CHMBOJILI:

- MOJIHOE ¥ COKpaLIEHHOE HAUMEHOBAHHE M3JENHA;

- uHdopMauHs 0 Macce HETTO U 6pyTTO;

- MHopMalKs 0 Macce HETTO NOTPeOHTENLCKOH YNaKoBKH (B 3aBHCHMOCTH OT
BapualTa HCMOIHEHHS);;

- urdopmaumio 0 rabapHTHBIX pa3Mepax TPAHCNIOPTHOMH yNaKoBKH (A/1MHa, WHPHHA,
BLICOTA);

- Haanuce «Koa napTuu, cpok roqHOCTH, yCIoOBHS XpaHeHHUs, HHPOPMALIMIO O YKce
€AMHHL NOTPEOHTENBCKHUX YNAKOBOK B TPAHCTIOPTHOH YNaKOBKE M OCTabHbIe rpaduyeckue
CHMBOJIbl yKa3aHbl Ha OPUFHHANBLHOHW MapKHPOBKE.

Cumson HanMeHoBaHHe CHMBOJIOB

u H3rorosurens

8. Ycnosus TpaHCNOPTHPOBaHHA, XPAHEHHS, IKCIJIYATALlMH, CTAGHABLHOCTL

3asBnenHbIH CPOK rOAHOCTH ~ 24 Mecaua.

YcaoBHA XpaHeHHS H IKCIIYaTallHH :

[Tocne HcTeueHHs cpoka rOAHOCTH M3JENHE HCMONB30BATDh 3aMpeLIeHO.

HM3nenne cTtabunbHO 10 MCTEHYEHUS CpOKa FOAHOCTH, YKa3aHHOrO Ha 3THKETKe, NpH
XpaHeHHHU B HEBCKPLITOM BHJE, BAAIH OT NPAMOro COJIHEYHOrO CBETAa MpH TEMMNEpaType OT 2
°C no 30 °C. Cpok XxpaHeHHs HEBCKPLITOrO H3aenus 24 mecaua.

ITocne BckpbiTHA XpaHUTL NpH Temnepatype 15-30 °C He Gonee 60 aneii.

WU3nenusa, xpaHuBlIMECA €  HApyLICHHWEM  PErJIaMEHTHPOBAHHOTO  PEXHMMA,
MPUMEHEHHUIO HE MOAJEXKAT.

Yca0BHA TPAHCNOPTHPOBAHHS

M3nenue MOXET TPaHCMOPTHPOBATHCA BCEMH BHAAMM KPBITOrO TPaHCMOpPTa MNpH
obecneyeHnu TeMnepartypsl TpaHcnopTHpoBaHus oT 2 10 30 °C 8 TeyeHue 15 gHeil.

M3nenus, TpaHCNOPTHPOBaHHbIE C HApyWEHHEM TEMIMEPATYPHOIO  PEXHMA,
MPHUMEHEHHIO HE Noasexar.

9. Hcnonb3oBanne u3geus

9.1 HeoGxoaumble MaTepHaJibl [I1A NPOBeAeHHS aHAIH3A
Peazenm nusupyiowui LYA-1:
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- Ananuzarop 5-Diff aBromMaTuyeckuit reMaronoruveckuii An4 AHArHOCTHKH in vitro,
sapHanTel ucnonueuns DH71, DH73, DR76, D2-CRP, D7-CRP, npoussoacrea Shenzhen
Dymind Biotechnology Co., Ltd., («Ill3neuxone Jadimuun BuorekHonomku Ko., Jitan),
Kurait;

- PearenT nM3npylOIMit ANA aHaNIM3aTOpa ABTOMATHYECKOTO NEMaToNOrUvecKkoro S-
Diff mana auarvoctuku in vitro (Hematology analyzer lyse (LYA-2/ LYR-2)), BapuaHT
ucnonuenws LYA-2, npoussoactBa Shenzhen Dymind Biotechnology Co., Ltd.,
(«lLIaubuacous JatiMmunn BuorekHonomxu Ko., Jita.»), Kurai;

- Pearent nusnpyomuit 411 aHanH3aTOpa ABTOMATHYECKONO IEMATONOIHYECKOro 5-
Diff nas amarvocTkM in vitro (Hematology analyzer lyse (LYA-3/ LYR-3)), sapuant
ucnonHennss LYA-3, npomzsoactsa Shenzhen Dymind Biotechnology Co., Ltd,
{«Llsnpwxaus Halimuua Buoreknonomxkn Ko., Jita.»), Kurait.

- Pasfaputens  W3OTOHMUYECKHH AN  AHANM3ATOPOB  ABTOMATHHECKHX
remaronornyeckux 3-Diff /5-Diff ana auarnoctrku in vitro (Hematology Analyzer Diluent),
BapHaHT Hcnonuenus DIL-A, npoussoactsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«lLl3nbwxsns Jatimuna BuorekHononxu Ko., Jita.»), Kuraii. '

" - Pearent npombiBouHkit (CLE-P Cleanser) juis aBTOMaTHYECKUX reMaTONOMHYECKHX
ananuzaropos 3-DifT u 5-Diff anq auarHocTHky in vitro, nponseoacrsa Shenzhen Dymind
Biotechnology Co., Ltd., («Lllansuxcons Jaiimung Buoreknonomxu Ko., JIta.»), Kurai.

Pegzenm nusupyiowusi LYR-1: '

- Anaamsarop S-Difl asToMaTuyeckuii reMaToNOrHYeCKHil A8 ANSTHOCTHKY in vitro,
sapuauT ucnonnenus DM79X, npoussoactsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«UIsnsuncaun Jakimung BuorexHonopku Ko., Jita.»), Kurall;

- Peareirr NM3KPYIOLUIMIA JIA aHAIM3ATOpPR ABTOMATHYECKOIO NeMATONOruyeckoro J-
Diff ans awardoctukn in vitro (Hematology analyzer lyse (LYA-2/ LYR-2)), mapuaut
ucnonuenns LYR-2, npoussozctea Shenzhen Dymind Biotechnology Co., Ltd,
(«L2nbwiane HafiMmuba Buorexnonomiu Ko., Jita.»), Kurait;

- PearedT nusupyiommii /1A aHANK3ATOPA ABTOMATHYECKOrO MeMATONOTHYECKOTO 5-
Diff jna awarnocruky in vitro (Hematology analyzer lyse (LYA-3/ LYR-3)), sapuaur
ucnonvenns LYR-3, npouseoactea Shehzhen Dymind Biotechnology Co., Litd,,
(«IL>Hruxane Nakimung Buoreksonomku Ko., Jita.»), Kuraii. -

-Pasbasurens - W30TOHHYECKHNA s AHANTH3ATOPOB aBTOMATHYECKUX
remartosornueckux 3-Diff /5-Diff ana amarnoctrks in vitro (Hematology Analyzer Diluent),
sapuanT ucnonHenua DIL-R, npoussozctea Shenzhen Dymind Biotechnology Co., Ltd.,
(«I3ubuxcans Matimuua BuorekHonoaxu Ko., Jita.n), Kurait.

- PearcHT npomuiBouHelf (CLE-P Cleanser) nia aBTOMaTHYECKHX FeMaTONOTHUECKHX
anamsatopos 3-Diff u 5-Diff ana auarsoctuku in vitro, nponssoacrea Shenzhen Dymind
Biotechnology Co., Ltd., («lllsnpwkaus Jatimuua Bruoreknonoaxku Ko., Jita.»), Kurait.

Ta e UAMU UCHOADIVIOMCR .

- Kontpons rematonormyeckmif (Hematology Control) ans xoHTpona kKauectsa
KONIMYECTBEHHOrO ONpEACNeHNs MapaMeTpoB KJETOK KpOBH B KAMHWYECKOM o0pasue Ha
aBTOMATHYECKUX TeMAToNoTHYeckMX aHanusatopax S-Diff mna amarkocTmkm in vitro,
BapHaHTHl kenonHenus: H (1x3,0 mn), H (2x3,0 mn), H (3%3,0 Ma), N (1x%3,0 ma), N (2x3,0
Mn), N (3x3,0 mn), L (1x3,0 mn), L (2x3,0 mn), L (3x3,0 mu), npoussoacTea Shenzhen
Dymind Biotechnology Co., Ltd., («llIsupuicons Matimuua Buotexknonomxn Ko., Jlra.»),
Kurait; '
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- Kanubparop remaronornueckuit (Hematology Calibrator) ans konuuectBeHHOro
OrpeeNeHHs MapaMETPOB KJETOK KPOBH B KIMHUYECKOM obpa3sle Ha aBTOMaTHYECKHX
reMatosiornyeckux avanusaropax 5-Diff ans amarsoctuku in vitro, BApHaHTbI HCMOJHCHHS:
1x3,0 Ma, 2x3,0 ma, 3%3,0 ma, npoussoactsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«Usnbuxsns Jalimung buoreksonomku Ko., Jita.»), Kurait.

[Mpumeuanue: ana Gonee noapoGHON MHPOPMaUUM KacaTeNbHO AOMOJHHUTENbHBIX
HeoOxoauMbIX MartepuanoB oOpailaiiTecb K COOTBETCTBYIOUIMM — HHCTPYKUHAM  nO
NMPIHMCHCHHIO H PYKOBOJCTBAM MO 3KCTUyaTallHH H3ZENHi, HCIONb3yeMbIX B paboTe.

9.2 COop ¥ nOAroToOBKa MAaTEPHAJIOB NS HCCIEA0BAHHA

Lins JaHHOro TecTa peKOMEHAYETCH MCMOJb30BaTh 00pa3ibl UEALHOH BEHO3HOH MM
KanunnspHo# KpoBH, cobpanHbie B npobupku ¢ K23/ITA.

Jnsa knaccudukauuu NeHKOUMTOB, XPaHUThL UCTONb3yeMble 06pa3subl LeNbHOH KPOBH
HeoOX0AMMO NpH KOMHATHOH TeMnepaType W aHaAU3UpOBaTh MX B TeueHHe 8-MH YacoB nocne
c6opa. Ecnu otcyTcTByeT HeoOXOAMMOCTb B aHanu3e JEHKOUMTOB M cpeaHero oOnema
3PHTPOLMTOB, XPaHUTb 06pa3ubl MOXHO B XonoaunsHuke (2°C - 8°C) B Teuenue 24-x 4acoR.
Mepen ananu3zoM obpasubl cneayeT AOBECTH A0 KOMHATHOH TeMmmepaTypbl B TE€HYEHHH, NO
meHbLuei Mepe, 30-TH MHHYT ¥ XOPOLLO BCTPAXHYTDb ANA PABHOMEPHOTO MEpeEMEIUHBAHHSA.

" Mpobupka ¢ cobpaHHBIM 06Pa3LOM KaNUINAPHOH KPOBH N0MXKHA ObITb nOMelleHa
CTPOTO BEPTHKAILHO (HE MOA YIJIOM WM BBEPX AHOM). MHaue, BHYTpeHHsAS cTenia npoGHpky
MOXET OKPacUTLCH H30LITOUHBIM KOIMYECTBOM 00pa3Lia, KOTOPbIA CTAHET HElIPHIOAHLIM ANS
aHanu3za. KpoMme TOro, 3To MOXeT BbI3BaTh HEPaBHOMEPHOE CMelueHHe obOpa3LoB U
HEIOCTOBEPHbIE PE3Yy/NbTaThi aHANM30B. AHAMM3UpPOBaTh 00pa3ubl KaNMINSPHOH LEJNIbHOM
KPOBH e€JIaTeNbHO B NEPHOA OT 3-X MHHYT J10 2-X 4acoB rnocue ux cbopa.

Utobbl rapaHTHpOBaTH TOYHOCTH aHaNM3a, ybeautech, 4To B3ATO He MeHee 100 mkn
KanuansapHoit kpoBu M He MeHee 0,5 Mn BeHO3HOH KpoBH (He BKMOuas MEPTBLIA 0OLEM
npo6bupok).

9.3 Tlocne/10B8aTe/ILHOCTDL ITANOB NPOBEJCIIHA AHAIH3A

1. [Mepen nauanom paboTel crnefyeT 03HAKOMHTBCA C PYKOBOACTBOM MO 3KCMIyaTauHH
UCTIONb3YEMOro aHaNH3aToPa, a TaKXKE C HHCTPYKUUAMH U3AENHH, ucnbnbayeMblx B pabore.

2. Boinepxure uzaenue 10 JOCTHKEHUA KOMHaTHOI Temneparypsl 15 °C ~ 30 °C.

3. CHMMHTE OPUIHHANBHYIO KPbIWKY ¢ (pakoHa, BCTaBbTE COOTBETCTBYIOLLYIO TPYOKY
aHanu3aTopa Bo (naKoH C pearcHTOM COMIaCHO HBETOBOMY COOTBETCTBHIO MCXKAY KPBILIKO#H
(bnakoHa ¢ peareHTOM U COOPOUHLIM CTHIKOM KPbILIKH (lakoHa aHanu3aropa.

4. [poseauTe ucnbiTaHHe (POHOBOrO 3HaueHHA, 4TOObI YOEAHTHCA, YTO H3MEPEHHOE
3HAYEHHE HAXOAUTCA B rpaHHLIAX (POHOBONO 3HAYEHHSA.

5. BuinosiHuTe aHanu3 obpa3ua B COOTBETCTBMH C MpouUEAypoi aHanu3a obpasua,
ONUCaHHOW B PYKOBOJCTBE MO IKCMITyaTalliH HCMO/b3yEMOro aHaH3aTopa.

Pacxoayemblit 06bem obpa3ua ans nposeaeHius ogHore aHanusa cocrasiaser 50 Mkn
(He Bkmo4an MEPTBLIit 06BEM npodUpoK).

9.4 Kaaunbposka

l. U3snekute kanubpatop M3 XON0AWABHMKA M BBIAEPXKHTE A0 JAOCTHXEHHA
xomHatHo# Temnepatypsi 15 °C ~ 30 °C (e menee 15 Munyr).

2. llepemecuraiitc kanubGpatop BpY4HYIO (HE NEPEMELUMBAHTE Ha MEXaHMICCKOH
naboparopHoii Meluasnke):
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a) ZepKUTE NpOSHPKY rOPH3OHTANBHO MEXAY NanoHaMK pyk. IMokaratite mpobupky
enepef-Hasan B TedeHue 20~30 cekyHm; NEPHOAVHECKH Mepesopainsaiite npobHPKY.
Twarensio nepeMewaiite, Ho He B30anThIBaiiTe.

6) MMoeropaiite wiar a) A0 TeX NOp, NOKa 3PHUTPOLMTEL He OyayT TNOAHOCTHIO
Pa3MEIBaHEL.

NPUMEYAHUA:

- Jns npoGHpOK, XpAHAWMHXCE B TEHYEHHE JUIMTENBLNOIO BPEMCHH, MOXET
NoTpeGoBaTLCA AOMONHHTENBHOE EPEMEIIIHBAHNE;

- Mepememalite akkyparHo, 4ToGbl u3Gexars paspnisa kneTok W / WM o6pa3oBaHHA
Ny3bIPHKOB.

8) HenocpeacrsenHo mnepen orGopom kanubpaTopa OCTOPOXKHO nepeBepHHUTE
npoGupky 8~10 pas.

3. Mpoeeaure KanUGPOBKY B COOTBETCTBHM ¢ MpoLueaypoli kanuGpoBKy, onucantoi B
PYKOBOACTBE MO SKCIUTYATALMH HCTIONB3YEMOI0 aHANK3aTOpA.

4, CpaBHHUTE cpejiHee SHAUCHHE 18 KQXKAOTO NApaMeTpa ¢ NPUCBOCHHBIM 3HAUEHHEM,

> Ecnu pasHULA HAXOOHTCA B NPEACAAX AONYCTHMOIO OTKAOHEHHA, KanuOpoBKa
He TpeOyercd. 3arepiieHre HCNBHTaHHA.

> Ecau pasHHUA HAXOAMTCH 33 NpeaenaMu AONYCTHMOIO OTKIOHEHHS, MOXET
notpeGoparsca KanuOGpoeka. BrinonHuTe KanubpoBKy, a 3areM nepeinure K CAeayloweMy
wary.

5. NpoBepbTe pe3ynLTaThl KAAUOPOBKH.

fposeauTe ananus kanuGposkyu 5 pas 8 raeHom uHTepdelice ananusatopa. Cpeanne
3HAYCHHA JO/DKHE] HAXOARTHCA B MPEACAaX AOMYCTHMOIO OTKIOHEHRA.

6. Tlocne orGopa xanubpatopa TuaTensHO npoTpHTe  060A0K npobupki  u
aufrpeumoro yacTh Kpbliiku Ge3BopcoBoii TKaHbIO. JaKpYTHTE KpRILIKY Ha NpoSupky,
yGeauBmmMce, HTO OHA NIoTHO npuneraet. [TomecTute npoGupky 06paTHO B XONOAKIBHHK.

KannGporky Heo6X0AMMO BLIMOJNHATE TORBKO B CACAYIOUIMX CYHasX:

- [1pu nepsoM HCNONBL30BAHKH AHANM3ATOPA. '

- [Tpu BO30GHOBICHHH HCMONB30BAHHUA AHAM3ATOPA NOCJE AHTEIBLHOTO XPaHEHHA.

- Pe3synbTaThl KOHTPO/IA Ka4ueCTBA YKa3bIBAIOT HAa HATHYKE BO3MONHOM HENONAIKH.

- B naGopatopusax, npoBoAsIMX CTAHIAPTHHE HCCNEAOBaHHA, KANMOpPOBKAa AOMKHA
BLITIOJIHATLCA HE PEXE ONHOTO Pasa B LIECTh MECALIEB.

9.5 KouTposb xauecTea

1. Mi3BeKuTe KOHTPOAE U3 XOROAMILHHKA W BRACPKHTE [0 AOCTHKEHHS KOMHATHOH
Temneparypbi 15~30°C (ne Menee 15 MunyT). ’

" 2. Mepemeinaiire KOWTPONL BpYYHYIO (HE MOEPEMCIUKBANTE Ha MEXAHHYECKOH
NaCOPATOPHOI MEILAJIKE, BECH NPOLIECC NepeMeLMBAHIA J0/DKeH 3aHuMarh 30-60 cexyHn):

a) AepXHTE NPOGUPKY TOPWSOHTANBHO Mexay nanoHamu pyk. [Nokaraitre npobupky
Brepen-Haszan B TedenHe 20~30 cexyHm; nepuoaMuecku mepesopa‘imBaiite npoSHpKY.
Twarenbuo nepemeitaiite, Ho He BabanToiBaiiTe.

6) INosropaiiTe war a) A0 TeX MOp, TMOKA 3PUTPOUMTH He OYAyT MONHOCTHIO
pa3MelaHhl,

MMPUMEYAHHUE:

- JAna npobHpox, XpaHALIHXCA B TCUCHHE JUIMTENBHOIO BPeMEHH, MOXKeT
noTpefoBaTLCH NOTIONHUTENLHOE NEPEMELIHBAHNKE,;
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- [epemewaiite akKyparHo, qro6H H3Genath paspriBa KACTOK M / wiu obpa3oBaHHs
My3bIPEKOB.

B) HenocpencteenHo nepen o160pou KOHTPOAA OCTOPOKHO NEpeBepHUTE MPOOHpKY
8~10 pas.

3. [TposeanTe KOHTPODH KaHYECTBA B COOTBETCTBHH ¢ NPOLEAYPOil KOHTPOAA KauyecTsa,
ONHCAHHOW B PYKOBOACTBE MO IKCILTYATALIHH HCTIONB3YEMOrO aHATH3ATOPA.

4, Tlocne oTGopa KOHTPOAA TIMATENLHO NPOTPHTE 000AOK NPOOHPKH ¥ BHYTPCHHIOK
4acTh Xphilllki Ge3opcoBolt TKaHbIO. 3aKPYTHTE KpPEIWKY Ha npoGupky, yOeAUBLIKCH, YTO
OHa IoTHO nipwieraet. [lomecTuTe NpoGHpKy 0OpaTHO B XONOAMABLHKK.

Koutpoan KauecTBa OpoBOAHTCH:

Pekomengyercs exexHeBHo 3anyckath npoueaypy KK (Kowrtpons Kawectma) ¢
KOHTPONAMM HH3KOTO, CpeAHero M BbICOKOro yposHA. Hosas napTHa KOHTPOAA MOANEKHT
aHAIM3y NapauienbHO ¢ TeKyulel maptuell Ao ucTedeHus cpoka roaxoctd. Jaa atoro Ha
MPOTSUKEHHH NATH AHell ABXAB B AeHb BhINONHAHTE 06paboTKy HOBOil napTHi KoHTpons
npu nomouww moGoro myctroro daiina KK, daiinet KK nossonsior BuMACIATL cpeamee,
CTAHAAPTHOE OTKOHEHHE W KO PHLMEHT BapHaLH JUIA KaXIoro BuIGpaHHOMO napamerpa.
BLYHCASEMBIE aHANM3ATOPOM PESYNbTATH AOMKHB OHTH B TIpEAensX OXHAACMEIX
JIMamna30HOB, PEKOMEHOBAHHBIX H3FOTOBUTENEM. '

9.6 Boivnciienne pesyanTaTon

AHanNM3aTOp ABTOMATHYECKH DACcCUMTHIBAST KonuyecTBO Jneiikouuros (WBC) u
remornobuna (HGB) ¢ ucnonssonanuem onpeaeneHHOro anropuTMa, ¥ €AWHULA H3MEPCHNS
pesyastata: WBC - 10%n; HGB - /1.

9.7 OxnpaeMuie 3HAMCHHSA N
Mapamerp | Ea. Ofmee My=x Keu HAemn HosopoxaenHute
WBC 10%n | 3.50 | 950 | 3.50 | 9.50 { 3.50 | 9.50 | 400 | 12.00 | 4.00 20.00
HGB rn 115 | 175 | 130 175 115 150 | 120 | 160 170 200

[Tprmeuanne: PekoMeHaoBaHO, YTOOH Kakaas nabGopatopus cbopuynnpoaana cBoOli
coBcTBEHHIH MANIA308 U3MEPEHKH B COOTBETCTBHH C TEKYIleH cuTyauueii.

9.8 Hampnperannﬂ Pe3yILTATOB

Tlpu WHTEpNpeTaUMH PE3YNABTATOR CACAYCT YYHTHIBATB 06n1y10 KAUHUYECKYIO
CHTYALHIO MALMEHT, BKJIIOYAR CHMIITOMEI, HCTOPHIO GONE3HH U APYFUe COOTBETCTBYIOUIHE
DaHHBIE ¥ HHPOPMALHIO. '

9.9 OrpanuveHHs

- PesynLTaTh TECTHPOBAHWA MCTIONB3YIOTCH TONBKO A8 KAWHHYECKOH CMPaBKH U He
MOTYT MCIIO/IB30BATECS KK OCHOBAHHE AJA JHATHOCTHKH WM HCKINOYMEHHAS 3a60N1eBaHuA.

9.10 TipeaynpeskAeHUS H MepPhl NPEAOCTOPOKHOCTH

1) Ucnonk30BaTs H3AENHE TONBKO UIA AMATHOCTHKH in vitro,

2) Tonrko ang npodeccHOBANLHONO NPHMEHEHHS, _

3) Ucnons308aTh CTPOro B COOTBETCTBHH ¢ MHCTPYKLUMEHR 10 NPHMEHEHUIO.

4) He wucnonbaylite uanenve ¢ UCTEKIWMM CPOKOM TOAHOCTH MW MOBPEKACHHOH
yNaxkoBKO#H.

5) Heobxonumo cobmoaaTh npasuia oGpAEHAS ¢ PEAreHTaMH W NPABUNA TEXHHKM
G€30MacHOCTH,

6) Pe3synsTarhi WCMEITAHWA MOTYT OLIThb COMHMTENBHEIMH, €CAM: CPOK TOAHOCTH
PEAreHTa MCTEK WM PEareHT HEMPUIOAEH; PEAreHT 3arpasHeH MNbUTbIO, Haxoasgulelics 8
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Boaayxe; o6paboTka oOpasila NMPOXOAUIA HE B CTEPHUABLHBIX YCJIOBHAX; PEareHT CMEUWHBANCH
UM [IPUMEHAICS CO CTOPOHHHMH PEAreHTaMH,

7) Ilocne AocTaBKM NpOBEpbTe BHEWIHIOK ynakoBKy. Ecau oHa nospexaena, W
AHAKOCTL MNPOTEKNa, He Wcnoan3yiime Takoii pearent. IIps oTCyTCTBHM nDpoTeKaHus
NPOBEANTE TECT HAa KOHTPOb KaueCTBa Nepen NPHMEHEHHEM aHaNK3aTopa, YTo0s! yoeauTncs,
4TO CHCTEMA ACTCKUMH paboTaeT HOpMaNbHO.

8) Ucnonb3oBanHble KOMITOHEHTH! H3ACNTHA CACAYET YTHAHIHPOBATh B COOTBETCTBHH ¢
npasuiaMi 6e30NacHOCTH, yeTaHosneRHuMY CanlTuHom.

9) He Basixath. B ciyyae BABIXAHWA HEMEICHHO NPOKOHCYJNLTHPYATECH € BPauoM.
Hsberafite nonagaHua Ha KOXY WIH B mMa3sa. B cnyvae KoHTakra ¢ koxeli, HeMeANEeHHO
npoMoiiTe MOpaXEHHBIR YYacTOK GONBIIAM KONHYESCTBOM BOAW. B ciayyae nonanaHds B
rna’a, HEMEJICHHO NPOMOATEe TOPAXKEHHHH Y4YacTOK OONBLIMM KONMYECTBOM BOAW H
00paTHTeCh 33 MEAHLIMHCKOH MOMOLIBIO.

Mepb! HHAHBHAYATLHOMH 3aIKRTH

3amHTa KOXKH Jina npeaoTepalleHHS NONAKAHUA HA XOXKY PYK CHEAYET HOCHTD
SRUIHTHEIC MEPYATKH, A TAIOKS PEXOMEHAYETCA HCMONLIOBATS
naGopatopHbi#i xanat nau papryk.
JamuTa raa/ AR Bo usbexanue nonaganus B rnasa niberalite npaMoro
: KOHTAKTA C PEareHTOM HIH KCTIONb3YHTe 3aUIUTHEIC OUKH.,
3awnTa ApixareanHLIX myTef B 00BIYNBIX YCAOBHAX NPH UCTIONB3OBAHWH HIACHHA 3aIRUTa

opraHoB AsixaHud He Tpebyerca. [pyu sosaelicTenM NenapeHwMit
caenyeT HaaesaTh GUALTPYIOLLYIO TPOTHBOrAIHYIO MacKy
(nmonyMacky).

JamnTa oOKpYsaowen cpeasl He ponyckalite nonajaHHa H3AeNHA B CTOKH H BOAOTOKH.

9.11 nana3on orobpakenns niMepenni
WBC - (0,00-999,99)x10%n

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

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

10. CBeaenust 06 YTHAHIALHH N3RENHD

Yrobut n3bexars BO3MOXKHOIC 3arpA3HEHUA OKpyXaolled cpeasl, H3zeNIHe <
WCTEKUINM CPOKOM TOAHOCTH, OTXOAB HCIOAB3OBAHHEIX PEarcHTOB, 4 TAKKE B ciydae
BHAMMBIX MOBPEXKACHUHA HHAMBUAYaTbHON YNAKOBKM, M3ZCNHE JAOMKHO YTHANIHPOBATHCA B
cooreercTeul ¢ CanlluH 2.1.3684-21 ana otxonos knacca b (aNMACMHONOIHYECKH ONACHbIE
OTXOHbI).

11. [Iperen3un no KavecTBy

Anpec ana npueMa pexnaMauuii:

OO6wmectBo ¢ orpaHHYMERHON OTBETCTBEHHOCTHIO «Komnatina «buBuy;
Aapec: 129085, r. Mockea, ITpocnekt Mupa, aom 101, ctp 1, nom 17;
Tenedon: +7(499)2816768

Anpec 3nekTpoHHoit noutsi: info@beawire.com
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/ 12. CoorpercTBHe cTARAAPTAM Pocchiickoil Penepauun

I'OCT P UCO 18113-1-2015 «MeanunHckHe wigenus ANS AHATHOCTHKH in vitro,
Anpopmauns, npenocrasnsemas H3rotoBuTeneM (MapkupoBka). Yacte 1. Tepmumsl,
onpeRencHus U obwue TpeGoBaHMA»;

['OCT P UCO 18113-2-2015 «MenuuuHCcKHE HM3AENHA ANA AUATHOCTHKH in vitro.
Hndopmauns, npepocrasnsemas wsrorosureneM (Mapkupoeka). Yacte 2. Pearenthi ana
AMACHOCTHKH in Vitro Ans npodeccHOHANEHONO NPUMEHSHHIY;

FOCT P EH 13612-2010 «Ouetxa GyHKUMOHANLHHX XapaKTePHCTHK MEAHUMHCKHX
u3aenui aAng AHArHOCTHKY in vitron;

rOCT P UCO 15223-1-2020 «HM3penus meanumunckue. CHMBOML, NPHMEHAEMbIE NPH
MEPKHPOBAHHH HA MEAMIMHCKHX H3JACNUAX, ITHUKETKAX H B  CONMPOBOAWTENHHOH
noxyMentauuu. Yacts 1. OcHoBHEIe TpeGoBaHUsy,

[FOCT P KUCO 23640-2015 «Hzpenus MeAMLMHCKME AA AUATHOCTHMKH in Vitro,
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