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APPR

Shenzhen Dymind Biol

Instruction for use
/.
Lysing reagent for the 5-Diff automatic hematology analy2*nj|a- in vitro
diagnostics (Hematology analyzer lyse (LYC-2/L’

VHCTPYKLUMS NO MPUMEHEHWIO

PeareHT n13npyoLWnin AN aHa/IM3aTopa aBTOMaTMYeCKOro reMaTosiorm4yeckoro
5-Diff gna gnarHoctukn in vitro (Hematology analyzer lyse (LYC-2/LYD-2))

Shenzhen Dymind Biotechnology Co., Ltd.,
(«LLIsHbYWKaHb daiMnHg bruoTtekHonopkn Ko., 1Ta.»), Kutai
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1 HasBaHwue nsgenuns
PeareHT NM3npylOWmn ana aHaamsaTopa aBToMaTUYecKoro remMaTosiormyeckoro

5-Diff gna gnarHoctnkn in vitro (Hematology analyzer lyse (LY C-2/LYD-2))

BapvaHTbl UCNONHEHNA:

1) PeareHT nuanpytowmii LYD-2, 200 mn, B cocTaBe:
- PeareHT nusupytowmnin LYD-2 - 200 mn;

- IHCTPYKUMA No NPUMEHEHMUIO - 1 LWT.

3) PeareHT nusmpytowmii LYD-2, 500 mn, B cocTase:
- PeareHT nuanpytowmin LYD-2 - 500 mn;

- IHCTpYKUMA No NpUMEHeHUo - 1 1WT.

4) PeareHT nuaunpytowmini LYC-2, 200 mn, B cocTaBe:
- PeareHT nusmpytowmii LYC-2 - 200 mn;

- IHCTpYKUMs no npyMeHeHWto —1 wr.

5) PeareHT nusmpytowmii LYC-2, 500 mn, B cocTaBe:
- PeareHT nuanpytowmin LYC-2 - 500 mn;

- IHCTpYKUMA No NpUMeHeHuto - 1 1WT.

Janee cokpalléHHoe HauMeHOoBaHue npnenne  wWnn  peareHt Nn3npyrowinmn

(nn3npytownii peareHT), LYD-2, LYC-2.

2 MponssoanTenb MU3genna
MpounssoanTens: Shenzhen Dymind Biotechnology Co., Ltd.,
(«lWaHbWwKaHb OavimuHg BuoTekHonogpxku Ko.,
Nta.»), Kutait

10th Floor, Building B, High-tech Park,
Guanggiao Road, Tianliao Community, Yutang
Street, Guangming District, Shenzhen, China (10
®dnoop, bunguHr B, XUrx-tey Mapk,
l'yaHrkiovao Poag, TuaHnnao LLOMMYHUTHI,
FOtaHr  Crpeer, FyaHrMUHT  OUCTPUKT,
LLIaHbYX3Hb, KunTaih)

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 (LLI3HbYK3Hb JaivmnHg
buotekHonomkn Ko., Jita., KHP, 518132,
LLI3HbYK3Hb, HOBbIA paitoH [yaHMUH, oduc
nogpainoHa HOWTaH, MMUKpopaihoH TsAHbLASAO,
ynuua MaHboid, MpoMbILLNEHHBIA NapK Moaenei
Exya, kopnyc b, cekuus A, aTaxun 1u4)

AJpec npon3BoanTens:

MecTo npousBoAcTBa:

3 Ha3sHaueHue nsgenns
V3genve npegHasHayeHoO 4n1a paspyLlUeHWs  3pUTPOLUTOB U NOALEP>KaHUA

Mopgonorun  NeiiKoUMTOB Mepes TeCTMPOBAHMEM MpPW  KONMYECTBEHHOM  OMpefeNeHnm
NEAKOLUMTOB B K/IMHMYECKMX 06pasuax LEefbHOMN BEHO3HOW WMAM KanWAASapHOM KposW ANns
COBMECTHOIO MPUMEHEHMSI C aBTOMaTUYECKMMMW FeMaToNormMyeckummn aHanmsatopamm 5-Diff
AN AUarHOCTUKK in vitro. 3aenve sBnseTcs BCNOMOraTe/ibHbIM CPeACTBOM B AMArHOCTUKe
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O6nacTb NpUMeHeHunA

KnnHunueckas nabopaTopHas AMarHoCTUKa.

lMokaszaHWa K MPUMEHEHMNIO

W3genne ncnonb3yetca B KayeCTBe BCMOMOraTesibHOro CpeAcTsa A1 aHaim3a KeTok
KPOBV W BbISAB/IEHNA MaUMEHTOB C pas3/fMyHbIMK 3ab60neBaHUAMU: MPOCTYAa, IMX0PagKa,
aHemus, 6akTepranbHas MHPeKLUA 1 BUPYCHas MHMEKLMA.

MpoTnBONOKa3aHmA

He npumeHnmo gnga gaHHoro MU,

B03MOXHbIe MO60YHbIE AENCTBUSA NPU UCNOb30BAHUN MeAULUHCKOro n3genus

He npumeHumo anga gaHHoro MW.

TpeboBaHus K onepaTopy (M0/b30BaTENO)

MeguuuHckoe u3fenne rnpefHasHayeHo AN NPOPECcCUOHaNIbHOrO MPUMEHEHUSA 1
MOXET MCMNOMb30BaTbCA TONbKO KBAM(ULMPOBAHHLIM MEPCOHANOM B 061aCTU KIMHNYECKON
NnabopaToOpHON  AMarHoCTUKM  (MeLUUMHCKAM  N1a60paTopHbIM  TEXHUKOM WU BpayoMm
KNMHWYECKON N1abopaTopHOM AUarHOCTUKK).

4 OnucaHue nsgenns

4.1 OnwncaHwne nsgenus

V3genne nMeeT BapuaHTbl WUCMOMHEHWS M3 [ABYX BWAOB PeareHToB /N3MPYIOLLUX
(PeareHT nuanpytowmnin LYD-2 un PeareHT nusnpywowmii LYC-2), KOTOpble OTANYaOTCS
MPOLEHTHLIM COAEPXXaHNEM KOMMOHEHTOB COCTaBa W HaxoAATcA B 6e/biX PiakoHax ¢ CUHEN
KPbILKON. Takxe peareHTbl IM3NPYIOLLNE UMET pasinyHble 06bembl- 200 ma 1 500 mn.

Ha dnakoHe ¢ wu3gennem wumeetcs RF kapTa, KoTopas npefcTaBnseT cob6ow
NNacTUKOBYHO KapTy, BHYTPb KOTOPOI BHeAPEH CrneumanbHblii MUKpouun (TpaHcnoHaep). RF-
KapTa Npou3BOAUT YCTaHOBKY HACTPOEK C MOMOLLbI BHECEHHOW B Heé MHhopmaLum
(HasBaHWe wn3fennsa, CPOK TOLHOCTM B HEBCKPbITOM COCTOSIHUM, CPOK FOAHOCTM nocne
BCKpbITUA, 06beM un3fenus, areHT(Kod)) B Cllyydae, eCiM Ha aHanmsaTope oTobpakaeTcs
ownbka «HegonycTMMbIi peareHT». B 3aBUCMMOCTM OT BapvaHTa UCMONHEHUs n3genus, RF
KapTa noAdepXxunBaeT crnedyolle MOAeNN reMatonormyeckmx aHanumsatopos 5-Diff
npoussoactea Shenzhen Dymind Biotechnology Co., Ltd., («LU3HbWwkaHb [daidMuHp
BuotekHonomkun Ko., /1ta.»), Kutai:

- Pearent LYC-2: DF50, DF51, DF53, DF55, DF56

- PeareHt LYD-2: DF50CRP, DF52CRP, DF53CRP

4.2 KOMNOHEHTLI COCTaBa U3aenns
Tabnuua 4.2 KoMMNOHeHThbl coCTaBa

KoMMoHeHTHLl peareHTa KoHueHTpauus Ne CAS
PeareHT nusnpytowmnin LYD-2
Boga (H20) 95.291% 7732-18-5
Jofeunn TpUMETUNAMMOHUSA 1119-94-4
2.10%
6pomng (C15H34BrN)
AHTapHaa kucnota (C4H604) 2.60% 110-15-6
MpoknuH-300 0.009% 96118-96-6
PeareHT nusmpytowunin LYC-2
Boga (H20) 95.69910% 7732-18-5
Jdogeunn TpumMeTUNaMMOHMUA 1119-94-4
1.80%
6pomung (C15H34BrN)
AHTapHaa kucnota (C4H604) 2.50% 110-15-6
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MpoknnH-300 0.0009% 96118-96-6
MpumMeyaHna: KOHUEHTpauMm KOMIMOHEHTOB COCTaBa [N  W3Aennus  ABNAIOTCA
NOTOCNELNPUYHBIMN.

4.3 MpuHuwnn aencTemns

Nnsunpyrowmii pacTBop OKas3blBaeT reMONUTUYECKOe [eWCTBUe: npu [ob6aBfeHun K
CYCNeH3nn pa3BefieHHOW KPOBM BbI3bIBAET NM3UC (paspyLUeHMe) 3pUTPOLMTOB — pacnaj
LMTOMNNa3MaTMyecKom MmembpaHbl U CxaTue ee (hparMeHTOB B HebGO/bLUME NIOTHbIE YaCTULbI,
He nNpensTCTBYHOWME MNOACYETY ApyrvMx napameTpoB. [log AelCTBMEM MNOBEPXHOCTHO-
aKTUBHbIX  COEAVHEHWIA  NU3UPYIOLEr0 pacTBopa JIEMKOUMTbI B PasHOM  CTeneHm
npeTepneBaldT M3MEHEHWS CBOMX pasMepoB («CXKMMArOTCA»), 4YTO NO3BONSET Npubopy
ornpesenMTb UX KOMIMYECTBO Y pas3inyHble Cybnonynsauum.

4.4 TeopeTnyeckoe 060CHOBaHMe

OO6wWmMin  aHanM3 KpoBM — 3TO COBOKYMHOCTb Hambonee 4acto Heob6X0oAMMbIX
K/IMHUYECKNX MUCCnefoBaHMi NS OLEHKN NPOSBAEHWIA NaTONOrMYeCKUX COCTOSHUIA B KPOBM.

VI3MeHeHMsi KOMYecTBa NIEMKOLMTOB U 3pMTPOLMTOB MMEKOT peLlatolee 3HavyeHne B
pacrno3HaBaHun onpeaeneHHbIX 3a601eBaHnin Kposu.[1]

B OCHOBHOM KneTKv MOACYHMTLIBAKOT M ONPEeAenstoT UX pasMep MyTemM WU3MepeHus
3/IEKTPUYECKOTO COMPOTUB/IEHUS, CO34aBaeMOro 4acTWLE, B3BELUEHHOW B MPOBOAALLEM
pasbaBuTeNe, Korga KneTka MnepecekaeT MasneHbKoe oTBepcTue. o mepe TOro, Kak
pa3baBfieHHast CyCMeH3Ws KNeTOK BTAMMBAETCA Yepe3 OTBEPCTUE, MPOXOXKAEHUE Kaxaou
OTAENbHOM K/EeTKN Ha MIHOBEHWE YBEe/IMYMBAET COMPOTUB/IEHWE 3NEKTPUYECKOro NyTu
MeXAy [ABYMS MNOTPY>XXEHHbIMW 3/7EKTPOAaMW, PacnoNOXEeHHbIMA C  KaXKAOM CTOPOHBI
OTBEPCTUSA. VIMMYNbC WM3MEHEHUS HanpshkKeHWs YyKasblBaeT KONMYECTBO KIIETOK, a BbICOTa
KaXXZ0ro umnynbca MponopLuoHanbHa 00beMY BbITECHEHHOrO pasbaBuTens Wnn pasmepy
KNeTkn. Takum 06pa3oM, MOXHO MoAcYMTaTb W OMNpefennTb pasmepbl 3pUTPOLUTOB U
nenkoumTos.[2]

PeareHT A1 aHaim3a K/IETOK KPOBW, KakK OObIYHbIA 3/1eMEeHT  KIUHUYECKOro
CKPVMHMWHra, NOAXOAMT ANA aHann3a KNeToK KPOBW W BbISIBEHUA MaLMEeHTOB C pa3MYHbIMU
3aboneBaHMsMK. PacnpocTpaHeHHas aHeMusl, NeMKeMmsi, cencuc, 6akTepuanbHas UH(eKUus,
BUpPYCHas WHMEKUMS W Apyrue 3ab0neBaHWS KPOBW MOFYT MNPUMBECTUM K aHOMalbHOMY
YBE/IMYEHWNIO WU/ CHKEHUIO Pe3ybTaToB TecTa.

5 XapaKTepucTuKkum nsgenns

5.1 TexHU4YecKkne xapakTepucTukn nsgenms
PeareHT nusmpyrwwmnini LYC-2,200 mn  PeareHT nusmpyrowmin LYC-2, 500 mn

XapakTepuctuka o o
PeareHTt nusnpyrowun LYD-2,200 mn  PeareHT nusupytowunin LYD-2, 500 mn
O6bEM, Mn, £10% 200 500
pH 4.20+0.50
Macca, 1, +10% 284 584

abapuTHblE pasmepsbl
(haKoHa C KpbILLKOA
(4nnHa X WwupuHa x
BbicOTa), MM, £10%
BHelHWii BUA BecuBeTHas XugKocTb 6e3 3anaxa, 6e3 yacTul, ocagka unu Xnonbes

5.2 ®YHKLUNOHaNbHbIe XapaKTepPUCTUKKN N3aenms
5.2.1 ®0oHOBOE 3Ha4YeHMe
doHoBoe 3HaveHme: WBC<0.2x10"n

65 X 65 x 190
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5.2.2 ToYyHOCTb

OTHOCKTEeNbHOE 0TKNOHeHMe WBC 0o/mKHO HaxoamTes B AnanasoHe + 5 %.

5.2.3 BHyTpucepuiiHaa npeyn3voHHOCTb (MOBTOPSAEMOCTD)

B ananasoHe onpegeneHns WBC (4.0~15.0)xI10”n koagpduumeHT Bapmaunmn <2.0%.
5.2.4 MexcepuiiHas npeunsMoHHOCTb (BOCNPOU3BOAMMOCTD)

B ananasoHe onpegeneHna WBC (4.0~15.0)x 10°n koathdmumeHT Bapmaumm <7,5%.

5.2.5 KoathhmumneHT nepeHoca
KoathduumeHT nepeHoca <0.5%
5.2.6 JINHENHOCTb

HanmeHoBaHue HuXHWiA BepxHuii
N3penue Efn.

napameTpa npegen npegen
o 0.00 100.00

PeareHT nusumpyrouwmnin LYD-2 WB
pyioth ¢ 1070 10001 500.00
PeareHT nusupytowmin LYC-2 WBC KO’/n 0.00 100.00
100.01 300.00

6 KomnnekT nocTaBKu
3penve nocTaBnseTca B CnefytoLLein Ko

MnneKTayunn:

Kputepuii npuemnemocTu

AGConTHOE OTHOCUTENBHO
OTK/IOHEeHUNe € OTK/IOHEeHMne
%
<0.30x107n +5%
/ +10%
<0.30x107n +5%
/ +10%

PeareHT NM3VpylOLWNA Ana aHanm3aTopa aBTOMaTUYeCcKOro remaTosiornyeckoro
5-Diff gna gnarHocTtukm in vitro (Hematology analyzer lyse (LYC-2/LYD-2))

BapVIaHTbI NCMOTHEHUA:

1) PeareHT nusmpytowmii LYD-2, 200 mn, B cocTaBe:
- PeareHT nusmpytowmii LYD-2 - 200 mn;

- VIHCTpyKUMA No npuMeHeHuno —1 .

3) PeareHT nnsmpytowmnin LYD-2, 500 mn, B cocTaBe:
- PeareHT nusnpytowmii LYD-2 ~ 500 wmr;

- VIHCTpyKUMA No npuMeHeHWto - 1w,

4) PeareHT nusmpytowmii LYC-2, 200 mn, B cocTaBe:
- PeareHT nusmpytowmin LYC-2 - 200 mn;

- VIHCTpyKUMA No npvmMeHeHuto - 11T,

5) PeareHT nusmpytowmii LYC-2, 500 mn, B cocTaBe:
- PeareHT nuaunpyowmii LYC-2 - 500 mn;

- VIHCTpYKUMS NO NpUMeHeHuto - 1.

7 YnakoBKa M MapKupoBKa u3genus

7.1 YnakoBKa nsgenns
PeareHT nM3MpyloWwnii (B KOMMYeCTBe,

onpenenseMbim

[OrOBOPOM MOCTaBKW) U

WHCTPYKUMS MO NPUMEHEHWIO (B KONMYECTBE, OfHA LUTYKA Ha TPaHCMOPTHYI YMaKOBKY)
YNaKoBbIBAlOTCA B TPAHCMOPTHYH YMaKoBKY, KOTOpas MpeAcTaBnsieT CO6OA KapTOHHYH

KOpOoO6KY (13 ropMpoBaHHOIrO KapToHa).
7.2 MapKkupoBKa usgenus

OpurnHanbHas MapkKuUpoBKa (h1akoHa C peareHTaMu

OpurnHanbHass MapkupoBka (hnakoHa
MHopMaLMO N CUMBOSbI:

- lorotun n3roToBUTENS;

- CokpaléHHoe HaMMeHOBaHME U3LeNns;

- BapnaHT ucnonHeHus;
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- O6béMm peareHToB B M1 (ML);

- Mpeaynpexpaenna (WARNINGS);*

- Muhopmanmio o komnoHeHTax coctaBa (ACTIVE INGRIDIENTS);

- Qr kog;

- Hagnuce «Made in China» (CgenaHo B Kutae).

- Ycnosusa xpaHeHusi n ctabunbHocTn (STORAGE AND STABILITY).

Cuwmson HavmeHoBaHMe cumBona
W MeanumnHcKoe nsgenve ana anarHoCTUKK in vitro
n Wcnonb3osaThb [0
1 Kog naptuu
C € Mapkuposka 3Hakom CE
i J M3rotosuTesnb
1EC |rep]| YNOMHOMOYEHHbIV NpeacTaBuTenb B EBponeiickom coobLyecTse
D a O6paTtnTecb K MHCTPYKL MU MO NPUMEHEHMUIO
Ve TemnepaTypHbIii Anana3oH
Avf [ata n3rotosneHus

RF kapTa hnakoHa cpeareHTamu COLEP>KNT CNefytoLLyo nHopMaLuio:
- lorotnn n3rotoBuTeNs;

- HanmeHoBaHVe n3roToBuTeNs;

- BapuaHT ucnonHeHus;

- Hagnuce «RF Card» (RF kapTa).

CepTudmkaT Ha KpblKe (pnakoHa C peareHTamy COLEPYKUT  CnefytoLLyo
MHGopMaLnIo:

- lorotun n3roToBuTens;

- Hagnuck «Certificate of Approval» CepTudukat 06 yTBepXAeHUN;

- Hagnuce «Quality Inspector:___ » VIHCMeKTOp KayecTBa: .

OpuriHanbHas MapKMpoBKA TPAHCMOPTHOM YNAKOBKWM COAEPIOUT  CReayHoLLyto
WH(hOPMALMIO 11 CUMBOSbI:

- Jlorotun n3roToBuTeNS;

- CokpallléHHOe HanMeHOBaHWe U3aenus;

- ®opmynuposky «CaenaHo B Kutae» (Made in China);
- ®opmynnpoBKy «Cnucok» (List);

- BapuaHT ucnonHeHuns (Model);

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

- Kog naptuu (LOT);

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- Aata n3rotosneHus (Production date);

- Cpok rogHoctu (Expiry date);

- KonnyectBo noTpebmUTENIbCKUX YNAKOBOK B TPAHCMOPTHOW YynakoBKe ((h/1akOHOB C
peareHTom) (PCS);

Cumson HanmeHoBaHne cnmBona
C € Mapkunposka 3Hakom CE
i J M3roToBuTenb
1EC |rep]| YNOMHOMOYeHHbI NpeacTaBuTeNlb B EBponeinckom coobluectse
I O6paTtnTecb K UHCTPYKLMUM NO MPUMEHEHWIO
o TemnepaTypHbIli AnanasoH
i Beepx
[ivpj W3genvie ona in vitro AMarHocTuku
-I: OcCTOpOXHO. XpynKoe

Ha dnakoH ¢ peareHTaMyn HaHeCceH CTUKEP Ha PYCCKOM A3bIKe

CTUKEpP COLAEPXUT Cregytowyro NHPOopMaLnIo 1 CUMBOSbI:

- MonHoe 1 cokpawéHHoe HanMeHOoBaHWe N3genns;

- BapvaHT nucnosHeHus;

- CocTtas usgenus;

- Hagnuch «MHMopmaumio Ha CTUKepe cuMTaTb NPUOPUTETHON;

- Hagnuce «Kop naptuu, CpoK rofHOCTU, YCMIOBUS XPAHEHUS N OCTasIbHbIe
rpaguyeckme CUMBONbI YKasaHbl Ha OPUrMHAIbHON MapKMPOBKe»;

- Hagnuch «TonbKo Ans AUarHOCTUKK in Vitrox;

- Hagnuch «[na npodeccMoHanbHOro NpuMeHeHns»;

- Homep perucrpaymoHHOro ya0CTOBEpPEHMS;

- VIHhopMaLmio 06 ynosIHOMOYEHHOM NpeacTaBuTesie MPOU3BOAUTENS.

Cumson HavmeHoBaHWe CMMBOOB

|:|a O6paTUTECh K MHCTPYKLMM NO NMPUMEHEHNIO

rn] M3rotosuTens

Ha TpaHCNOpPTHY yNakoBKY HAHECEH CTUKEP Ha PYCCKOM A3blKe
CTuKep COLEPXUT CneayoLyo MHHOPMaLMo U CUMBOSbI:

- MOJTHOE M COKpaLLEHHOe HauMeHOBaHWe N3gLenuns;

- MH(hopMaLMs O Macce He3To U BpyTTo;
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- NH(OPMALIUA O MAcce HETTO NOTPEOUTENBCKOH YNAaKOBKH (B 3aBUCUMOCTH OT
BapHAHTa HCMOJIHEHHA);

- nhpopMaLHIo 0 rabapuUTHBIX pa3Mepax TPAHCNOPTHOM YNakoBKH ([UIHHA, UIMPHHA,
BHICOTA);

- Haanuch «Koa napTum, cpok roqHOCTH, yCIOBHS XpaHEHHA, HHPOPMALIMIO O YHCie
€AHHHL NOTPEOUTENBCKHX YNAaKOBOK B TPAHCIIOPTHOM yNakoBKe M OCTanbHble rpaduueckue
CHMMBOJIbl YKa3aHbl Ha OPUTHHANBLHON MapKUPOBKeEY.

Cumsoan HaumenoBanue cHMBO.J10B

iVvD I H3penue ans in vitro AMarHoCTUKHU
“ H3rotosutens

[:E_] OGpaTnTech K HHCTPYKLMH MO NPUMEHEHHIO

8 Ycn0BHS TPaHCNOPTHPOBAHHSA, XpPaHEHHS, IKCIJIyaTALHH, CTAGHALHOCTDL

3anBiieHHbI CPOK FOAHOCTH — 24 Mecsua.

YcaoBHA XpaHeHHs H IKCIIYaTauHH

[ocne ucteueHus cpoka roAHOCTH U3JENHE HCMONB30BATH 3aMPELLEHO.

H3nenne ctabunbHo 10 HCTEueHHA CPOKA MOAHOCTH, YKa3aHHOTO Ha JTHKETKe, Mpw
XpaHEHHH B HEBCKPLITOM BHJE, BAANH OT NPAMOro COJHEYHOro CBETa NpHU Temnepartype ot 2
°C no 30 °C. Cpok XxpaHEHHS HEBCKPBITOTO M3Jenns 24 Mecaua.

Iocne BckpbiTHA XpaHuTh npu Temnepatype 15-30 °C ne 6onee 60 aHei

Usnenus, xpaHuBlIMECA C  HapylleHHEM  perlaMeHTUPOBAHHOTO  peXuMa,
MPHMEHEHHIO He MojNexar.

Yca0BHA TPaHCNOPTHPOBAHHS

HU3nenne MoxeT TpaHCMOPTHPOBATLCA BCEMH BHAAMH KpBLITOrO TpaHCnopra NpH
obecneyeHnH TeMnepaTypbl TpaHcnopTHpoBaHus oT 2 10 30 °C B Teuenue 15 aneii.

Usnenus, TpaHCMOPTHPOBAHHbLIE C  HapyLIEHHEM TEMNEPAaTYPHOrO  pexHMa,
MPUMEHEHHIO HE NOANEXaT.

9 Ucnoab3loBanne H3AEAHA 110 HAZHAYCHHIO

9.1 HeoGxoaumbie (HO He npeocTaB/isieMble) MaTepHabl AJSl MPOBEAEHHS

aHa/aHn3a

Peazenm nuzupyrowguii LYD-2:

- Ananusarop 5-Diff aBTomaTuuecku#t remaTonornyeckuii A8 AMArHOCTHKHM in Vitro,
sapHantbl HcnosHenus DFSOCRP, DFS2CRP, DFS3CRP, npoussoactsa Shenzhen Dymind
Biotechnology Co., Ltd., («LLI3Hb4xaub daiimuna BuotekHonomkn Ko., Jita.»), Kuraii;

- Pearent nusupyrowuii ang aHanH3aTOpoB aBTOMaTHHECKHX TeMaTOJIOTHYECKHX S-
Diff ans auarHoctuku in vitro (Hematology analyzer lyse (LYD-1/LYC-1)), Bapmnaur
ucnondenns LYD-1, npoussoacrea Shenzhen Dymind Biotechnology Co., Ltd,,
(«anbuxonb daiimuua buotekHonomku Ko., Jita.n), Kurait;

- PasbaBuTenr  M30TOHMHYECKHA AN aHANM3aTOPOB  aBTOMATHYECKHX
rematonorndeckux 3-Diff /5-Diff ana auarHoctukm in vitro (Hematology Analyzer Diluent),
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BapuaHT HcnoaHeHua DIL-C, npoussoactsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«sHbuxonb Jaiimuia buotekHonomku Ko., Jita.»), Kuraii;

- Pearent npombiBouHblit (CLE-P Cleanser) ans aBTOMaTHYECKMX reMaToNIOMHYECKHX
ananuzatopos 3-Diff u 5-Diff ans auarHocTuku in vitro, npousoacrea Shenzhen Dymind
Biotechnology Co., Ltd., («lLI3Hbux3us Jalimuna Buoreknonomku Ko., Jita.»), Kuraii.

Peazenm nuzupyrowguis LYC-2:

- Ananusarop 5-Diff aBTomarudeckuii reMaTonortueckuii ans QUarHOCTHKM in vitro,
sapuaHTsl ucnonHenus DFS0, DFS1, DFS3, DFSS, DFS6, npoussoactea Shenzhen Dymind
Biotechnology Co., Ltd., («UI3xubux3Hs Naiimuua Bruoteknonomxu Ko., Jita.»), Kutai;

- Pearent nusupytowmii ans aHanM3aTOpoB aBTOMAaTHYECKHUX IeMaTOJIOTHYECKHX S-
Diff ana amarHocTuku in vitro (Hematology analyzer lyse (LYD-1/LYC-1)), BapuauT
ucnonHeus LYC-1, npoussoacrsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«UI3nbuxcanb Jaimuna buorekHonomxu Ko., Jita.»), Kuraii;

- PasbaBuTenb  M30TOHMYECKHWH  JUIS  aHAIM3aTOPOB  ABTOMATHYECKHX
remaTonoruyeckux 3-Diff /S-Diff ans anarnoctuku in vitro (Hematology Analyzer Diluent),
sapnaHT ucnonHeHna DIL-C, npoussoactsa Shenzhen Dymind Biotechnology Co., Ltd.,
(«LsHpuxans JafiMuua buotekHonomku Ko., Jita.»), Kuraii.

- Pearent npomsiBoyHbl#i (CLE-P Cleanser) 4na aBToMaTH4eCKMX reMaToNorHYecKuX
ananu3atopoB 3-Diff u 5-Diff ana auarHoctuku in vitro, nponssoacrsa Shenzhen Dymind
Biotechnology Co., Ltd., («LLI3Hbux3ns daiiMuua buoteknonomwku Ko., Jita.»), Kuraii.

Taxoce eMecme ¢ u30eUAMU UCNOALIVIOMCA.

- Koutponb rematonoruueckuit (Hematology Control) ans koHTpoAs KauecTsa
KOJIHYECTBEHHOrO OTNpeleNeH!s MMapaMeTpOB KIETOK KPOBH B KIMHHuYecKOM ofpasue Ha
ABTOMaTHYECKWUX reMaToIOrHyecKux ananusatopax 5-Diff ans  aumarnoctuku in vitro,
BapuaHTbl ucnoadenuns: H (1x3,0 ma), H (2x%3,0 mn), H (3%3,0 M), N (1x3,0 mn), N (2x3,0
ma), N (3x3,0 ma), L (1x3,0 mn), L (2x3,0 ma), L (3x3,0 mn), nponssoacrea Shenzhen
Dymind Biotechnology Co., Ltd., («LLIsubuxaub daiimuua Buoteknonomku Ko., Jlta.»),
Kurai;

- KanuGparop remartonoruueckuii (Hematology Calibrator) ans konnuyecTBeHHOro
onpejeeHHs NapaMeTpoB KJIETOK KPOBM B KIMHMYecKOoM ofpa3lie Ha aBTOMaTHYECKHX
remMatosorudeckux aHanusaropax S-Diff ans auwarHoctuky in vitro, BapHaHThl HCMONHEHHS:
1x3,0 ma, 2x3,0 ma, 3x3,0 ma, npoussoactea Shenzhen Dymind Biotechnology Co., Ltd.,
(«lll3ubwxoanb Jaitmuun bruotekHonomku Ko., Jita.»), Kurai.

[Npumeuanue: nna Gonee noapo6HON MHPOPMaUMM KacaTeNbHO AOTIOJNHHUTENBHBIX
HeoOXoanMbIX  MaTepHanoB oOpawlaiitecb K COOTBETCTBYIOWHM  MHCTPYKUMAM  NO
NPHMEHEHHIO H PYKOBOACTBAM MO KCIUTyaTallMK H3AENHit, HCnob3yeMbiX B paboTe.

9.2 C6op 1 NOATrOTOBKA MaTepPHANOB /IR HCC/ICAOBAHHS

Jlns naHHOro TecTa PeKOMEHAYETCA MCMOJNb30BaTh 0Opa3ubl LENbHOH BEHO3HOM WK
KanunnspHo# kpoBH, cobpaHnble B npobupku ¢ K2DATA.

Hns knaccupukauuy neiKoUUTOB, XpaHUTL HCMOb3yeMble 06pa3Lbl UeNbHON KpoBH
HeoOX0AMMO NPH KOMHATHOM TEMNEpPaType M aHATW3UPOBATb X B TEYEHHE 8-MH 4acoB rnocne
cbopa. Ecnn otcyrcTByer HeoOXOAMMOCTb B aHanM3e NEHKOUMTOB M cpeaHero obbema
3PUTPOLHMTOB, XPaHHTL 06pa3iLibl MOXKHO B XonoauibHuke (2°C - 8°C) B Teuenue 24-X yacos.
flepea aHanu3om oOpasubl ciaeayeT AOBECTH A0 KOMHATHOH TeMnepaTypbi B TEYEHHH, MO
meHbuleH Mepe, 30-TH MUHYT H XOPOLLO BCTPAXHYTb /11 PABHOMEPHOTO NepeMeLlMBaHHUA.
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[pobupka ¢ cobpaHHbIM 00pa3LOM KanWINApHOW KPOBM AOJDKHa ObITb NMOMeulEeHa
CTPOro BEPTHKANLHO (HE MOA Yr/ioM WK BBEpPX AHOM). MHaue, BHyTpeHHAS cTeHKa NpoOHpKH
MOXET OKPaCHTLCA U3OLITOYHBIM KONHYECTBOM 06pa3La, KOTOPbIi CTAHET HEMPUIOAHBLIM IS
ananusa. Kpome TOro, 310 MOXET BbLI3BaTh HEpPaBHOMEpPHOE cMellueHWe o6pasuoB H
HEIOCTOBEPHbLIE Pe3yNbTaThl aHANM30B. AHanu3MpoBaTh 0Opa3ubl KanmWANAPHOH UEAbHOM
KPOBH eNaTeNbHO B MEPHOA OT 3-X MHHYT 10 2-X 4acoB nocie ux cbopa.

Y1o6b1 rapaHTHpOBaTh TOYHOCTb aHanu3a, ybeautech, YTo B3ATO He MeHee 100 Mkn
KanuanapHoi Kposu v He meHee 0,5 mii BEHO3HO# KpoBHM (He BKIIO4Mas MEPTBbIA 0ObEM
npobupok).

9.3 ITocnenoBaTeIbHOCTD ITANOB NPOBEAEHHA AHAIH3A

1. lMepen Hayanom paGoTbl creayeT 03HAKOMUTLCA € PYKOBOACTBOM [0 IKCILTyaTaLMH
HCMOJIb3YEMOr0 aHAJTM3aTOPa, a TAKOKE C MHCTPYKLMAMH U3ENHii, HCnob3yeMbIX B paboTe.

2. Belaepxure H3genue 40 A0CTHKEHHS KOMHATHO# Temnepartypsl 15 °C ~ 30 °C.

3. CHUMHUTE OpUIrHHANIBHYIO KPBILIKY ¢ (JIaKOHa, BCTaBbTE COOTBETCTBYIOLLYIO TPYOKY
ans pearenTa ansupytoulero LYC-2 unu LYD-2 (BXoauT B KOMINUJIEKT NMOCTaBKH aHa/M3aTopa)
BO (aKOH C pearcHTOM COMAcHO LBETOBOMY COOTBETCTBHIO MEXAY Kpbllkoil ¢rakoHa ¢
peareHTOM W COOpPOUHbLIM CTBIKOM KPbILIKH (h1akoHa aHaNM3aTopa.

4. Ilposeaute McnbiTaHHe (GOHOBONO 3HauYeHHs, YTOObI YOEAUTLCA, YTO M3MEpEHHOE
3HA4YEHHE HAXOAWTCS B rpaHULIaX GOHOBOIO 3HAYEHHS.

5. Bbinonnure aHanu3 obpasua B COOTBETCTBMM C NpoueAypoit aHanuza oOpasua,
OIIHCAHHO# B PYKOBOACTBE MO 3KCIUTyaTallMd MCMOJIb3yeEMOI0 aHanu3aTopa.

Pacxoayemblit 06bemM oOpasua ans npoBedeHMS OQHOPO aHanu3a cocTaBnseT 50 mMkn
(ne Bmouan MEpTBLIH 00BEM Npobupok).

9.4 Kann6poBka

1. U3Bnekure kanubpatop M3 XOAOAMNLHMUKA M BBIAEPXKHTE [0 JOCTHXKEHMUA
koMHaTHOW Temnepatypsl 15 °C ~ 30 °C (He meHee 15 MUHYT).

2. [llepemewaiite kanubpartop BpyuHylo (He nepeMellWBaiiTe Ha MEXaHMYECKOi
nabopaTopHoii Meluake):

a) aepxuTe NpoOMPKY ropu3OHTaNbHO MEXAy NanoHAMHU pyk. [lokaraiite npoGupky
Bnepen-Hazax B Tedenue 20~30 cekyHa; NMEpHOAMHECKH REpeBOpayMBaiTe npoOHpKY.
TularenbHo nepemewwaiite, HO He B30anThiBakiTe.

6) llosropaiite war a) A0 Tex MOp, TOKa SPHTPOLUTH He OyayT NOMHOCTBIO
pa3MellaHbl.

[NPUMEYAHHUA:

- IIna npoOHpOK, XpaHAWMXCA B TEYEHHE JUIMTEJILHOMO BPEMEHH, MOXET
noTpeboBaTLCA AONONHUTENBHOE NEPEMELLHBAHHE;

- llepemewaiiTe akkypaTHO, 4TOObl H30eXaTh pa3pbiBa KIEeTOK M / unu obpasoBaHus
My3bIPLKOB.

B) ilenocpeacTBenHo nepea ot6OpoM kanuGpaTopa OCTOPOXKHO NepeBEpHHTE
npobupky 8~10 pas.

3. IpoBeanTe KanHOPOBKY B COOTBETCTBHHU C MpoUEAYpOii KaluGpOBKH, ONMCAHHOMN B
PYKOBOACTBE MO IKCNAYaTaLUK HCNOJIL3YEMONO aHAJIM3aTOpa.

4. CpaBHHTE CpeaHee 3HAYEHHUE IR KXKA0MO NapaMeTpa ¢ NPUCBOEHHBIM 3HAYEHHEM.

> Ecnn pasiuua HaxoaHTCs B nmpeaenax A0NYCTHMONO OTKAOHEHHA, KalWGpoBKa
He TpebyeTca. 3aBepiueHHE UCTIbITAHUS.
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Ecnu pasHULa HaxXOAMTCA 3a NnpeaciaMH I0NYCTHUMONO OTKIIOHCHHA, MOXET

>
notpeboBaTsca Kanubposka. Beinonnure xanubpoBky, a 3aTteM nepeianTe K CleayloWeMy

wary.
5. [posepeTe pe3ynbTaThl KaAHOPOBKH.
[Mposeante aHau3 kanubpoBku S pa3 B rmaBHOM WHTepdeiice aHanu3aropa. CpeaHue
3HAYEHHUA JOMKHBI HAXOAWUTLCA B Mpeaenax J0MyCTUMOINO OTKIIOHEHHS.
6. llocne orbopa kanubpartopa TwW@TENbHO nNpoTpUTE 000J0K NPOOHPKH H
BHYTPEHHIOIO YacTb KpbllWKH 6€3BOpcOBOH TKaHbIO. 3aKpYTHTE KpbILIKY Ha MpoOHpKY,
yOeaHBIINCH, YTO OHA NIOTHO npuieraet. [TomecTuTe Npo6upKy 06paTHO B XONOANALHHK.
Kanu6poBky Heo6x0AMMO BBINOIHATL TONBKO B CAEAYIOUIMX Cy4asX:

- [pn nepBoM ucnonb3oBaHKUK aHanM3aTopa
- [Mpu BO306HOBAEHUH HCMONB3OBAHHMS aHANNU3ATOPA MOC/E JNTUTENBHOMO XPAHCHHUS.

- Pe3yJII>TaTbI KOHTPOJIA Ka4€CTBa YKa3bIBalOT HA HANTHYHUE BO3MOXKHOI1 HENONAAKH.
-B na6opampuux, NpoBOAALLUHKX CTAHAAPTHLIC HCCICAOBAHHA, Ka.nu6pom<a NOJIHKHA

BLITNOJIHATLCA HE PeXe OAHOrO pasa B LIECTb MECALEB.

9.5 KonTpoas kauecTBa

1. U3BnekuTe KOHTPONbL W3 XONOAMNLHUKA M BLIAEPXKHMTE N0 AOCTHKEHHUA KOMHATHOM
Temnepatypsbl 15~30°C (He menee 15 MunyT).

2. TlepeMelnaiiTe KOHTpPOAL BpYHYHYIO (HE [iepeMElLIMBAiTE HAa MeEXaHMYECKOMH

nabGoparopHo#i Meulanke, BECh NpOLECC NepeMeIMBaHs JOKeH 3aHUMaTh 30—60 cexyHa):

a) nepxHTe NpoOUPKY rOpH3OHTaNbHO MexXAy JaaoHAMHU pyk. [lokaraiite mpo6upky

snepea-Hazaa B TeueHue 20~30 cekyHa; nepuoaMyeckd nepeBopauuBaiite npoOMpKY.

TuarenbHo nepeMeluaiite, HO He B30anTLIBaiiTe.

6) llopropsiiTe war a) A0 Tex MOp, MOKa IPUTPOUMTHI He OyayT NOJHOCTBIO
B TEYEHHE JUIMTENILHOTO BPEMEHH, MOXET

pasMeLlaHsbl.
MPUMEYAHHE:
npoOMpOK, XpaHALLMXCSA
- MNepemewraiite akkypaTHo, 4ToObl M30ekaTh pa3phiBa KIETOK M / uan oOpazoBaHus

- Hns
notpe6oBaThLCR JONONHUTENLHOE NEPEMELLMBAHKE;
B) HenocpenctBeHHo nepes oTOOpOM KOHTPONA OCTOPOXHO NepeBepHUTE NpoOUpKY

My3bIPHKOB.
8~10 pas.
3. [poseanTe KOHTPONb KA4YECTBA B COOTBETCTBHH C NMPOLEAYPOH KOHTPOJIA KauyecTsa,
ONKCAHHOM B PYKOBOACTBE MO 3KCIUYaTallMH UCMONb3YEMOrO aHaiW3aTopa.
4. Tocne otbopa KOHTPONA TWIATENLHO MPOTPHUTE 000A0K NPOOUPKH U BHYTPEHHIOK
YacTb KpblLKH 6e3BOPCOBOH TKaHbIO. 3aKpyTHTE KpbILLKY Ha MpoOMpKy, yOeaAHBIIMCH, YTO

OHa noTHO npuneraet. [TomecTuTe NpoGupKy 06PaTHO B XONOAHILHHUK.
Pexomenayetrca exeanesHo 3anyckath npoueaypy KK (Kourtpons Kauectsa) ¢

Konrpoas kauecTBa npoBoauTcsi:
KOHTPONSAMH HH3KOTO, CPEIHEro ¥ BbICOKOro ypoBHA. HoBas napTusa KOHTpONs MOANEKHT
aHalM3y napanienbHo ¢ TeKyliei napTHed N0 WCTEYEHHs CpoKa rogHOcTH. Jlns 3toro Ha
NPOTAKEHUH NATH AHeH ABaXKAbI B A€Hb BLINONHANTE 0O6paboTKy HOBO# 11APTHU KOHTPOAS

np# nomouw nioboro nycroro ¢aiina KK. ®aitnut KK no3ponsiorT BbIYMCIATL CcpeaHee,
CTaHAAPTHOE OTKIOHEHHE U KOdpdHUMEHT BapHauuK 418 KaXAoro BbIOpaHHOro napameTpa.
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‘ Buiuncnsembie  aHanuzaTOpoM pe3ynbTaThl AOMKHBI ObITh B npedenax o0XHIaeMbiX
! AMana3oHOB, PEKOMEHAOBAHHLIX H3MOTOBHTE/IEM.
9.6 Boiuncaenue pe3yabraToB
AHanu3atop aBTOMAaTHYECKH pacCuWTbIBaeT KonuuvecTBo neikouutos (WBC) ¢
HCIIO/Ib30BAHUEM ONPEAENEHHOTO airOPUTMa, U EIMHHLIA U3MEPEHHUS pe3ynbTata - 10%/n.
9.7 Oxnaaemble 3HaYEHHS

Iapamertp En. Ob6wee Myx Ken Hetn Hosopoxaennsie

WBC 10%/n 3.50-9.50 3.50-9.50 3.50-9.50 4.00-12.00 4.00-20.00

[lpumeuanue: PekomenaoBaHo, 4ToObl Kaxaas naGoparopus GopmynupoBana cBoi
coOCTBEHHDIH AHANa30H H3MEPEHHi B COOTBETCTBUH C TEKYLIEH CHTYaLHE.

9.8 UnTepnperauns pesyabraTos

[pu wnHTEpnpeTauMM pe3ynbTaToB CAEAYET YYHMTHLIBaTL OOUIYIO KIHHHUYECKYIO
CHTYaLHIO MAaLMEHTa, BKAIOYAA CUMITOMBI, HCTOPHIO OONIE3HH M ApYTHE COOTBETCTBYHOLLHE
naHHble U HHopMaLuio.

9.9 Orpannyenus

Pe3ynbTaTel TECTHPOBaHHA HCNOAL3YIOTCA TONbLKO JUIA KIMHMYECKOH CMpPaBKH U He
MOTYT UCMOJIb30BAaTLCA KAK OCHOBAHHWE I AHArHOCTHKH HITH HCKJTIOUEHHA 3a0osieBaHuA.

9.10 IpeaynpexaeHus H Mepbl NPeAOCTOPORKHOCTH

1) Ucnonb3oBaTh U3aenHe TOJIbKO AN AHArHOCTHKH in Vitro.

2) Tonbko aAng Npo¢ecCHOHANBLHOTO NPUMEHEHHU.

3) Ucnonb3oBaTh CTPOro B COOTBETCTBUH C HHCTPYKUMEH MO NMPUMEHEHHIO.

4) He ucnonp3yiiTe M3aenue ¢ MCTEKWIMM CPOKOM TOAHOCTH HMJM NOBPEXACHHOM
yNaKoBKOMH.

5) Heobxoaumo cobnronate npasuna oOpawieHns ¢ peareHTaMM M NMpaBUila TEXHUKH
6e3onacHocTH.

6) PesynbtaThl MCMBITAHMS MOTYT ObITh COMHHUTENBHBIMH, €CIH: CPOK TOAHOCTH
peareHTa WCTEK MM PeareHT HENpPUIrOJCH; PEareHT 3arpA3HEH MNbliblo, HaxoaAuleics B
BO3/yXe; 06paboTka obpa3la Npoxoauna He B CTEPHIIBHLIX YCIIOBHAX; PEAreHT CMELHBAJICA
HJIH NPHMEHAJICA CO CTOPOHHHMH PEarcHTaMH.

7) Tlocne nocraBkM npoBepbTe BHEWHIOW YRNaKoBKy. EcnM oHa noBpexaeHa, u
KHUAKOCTb NpOTEKNA, HE HCnoab3yite Takoi peareHT. [Ipu oTcyrcTBMM npoTekaHus
MPOBCANTE TECT HA KOHTPO/Ib KAYECTBa Nepea NPUMEHEHHEM aHanu3aTopa, 4rolbl ybeanTbes,
4TO CHCTEMA AETEKLMH paboTaeT HOpMabHO.

8) Ucnonb3oBaHHbIE KOMIIOHEHTB! M3AENUSA CEAYET YTHAW3UPOBATb B COOTBETCTBUH C
npaB1aMu Ge3onacHOCTH, yctaHoBaeHHbIMU CanlTuHOM.

9) He Baeixate. B cnyuae BabIXaHUs HEMELIEHHO NPOKOHCYALTUPYHTECH C BPauoM.
Usberaiite nonanaHus Ha KOXy MAM B rnasa. B cnyuae koHTakTa ¢ KOXeil, HEMEANEHHO
NpoMoiiTe MopaxeHHbIH y4acTOK GonbIIMM KONM4YECTBOM BOAbI. B cnyyae nomananus B
rnasa, HEMEJUICHHO NpOMOWTE NOPaXEHHbIK YYacTOK OGO/BIWIMM KOJAMYECTBOM BOAbLI M
obpaTHTech 3a MEAULIMHCKOH NOMOLUbIO.

Mepbt HHANBHAYANbHOIM 3a1HTBI

3ammuTa KoXKH Jlns npeaoTBpalleHUs MONAajaHUs Ha KOXY pyK chefyeT
HOCHUTb 3alLUWTHLIE MEpYaTKH. A TaKKe PEKOMEeHAyeTcs
MCNo/b30BaTh JabopaTopHbIi Xanat unu GapTyk.

3amuTa raa3/anua Bo wu3bexcanue nonagaHua B riasa usberaiite nmpsamoro
KOHTAKTa C peareHTOM HJIM HCMOJb3yHTE 3aLLHTHbIC OUKH.

3ammTa AbIXaTeAbHbIX NyTeil | B OObIYHBIX YCNOBMAX NPU MCNONBL30BAaHHM H3fAENHS
3allMTa OpraHoB  AbiXaHua He Tpebyetrcs. [lpu
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sosgelictBun HCTapeHuil cnemyet Haaesath
PunpTpylouLyio Macky (nonyMacky).

3amuTa okpysatomieif cpeant | He xonyckalite nonaaaHus M3lenns B CTOKH H BOJOTOKH,

9.11 {nanason oroGpaeHus H3MepeHui
HAuanason oto6paxenns uamMepennit WBC: (0,00-999,99)x10%n

10 Ceepenus 06 yruaAH3auna H3CHA

Yrobu1 u30eKaTh BRO3IMONKHOIO 3arpA3HECHUA OKpYXKalouledl cpemwl, H3gende c
HCTEKILIMM CPOKOM TONHOCTH, OTXOABI WCIONBIDBAHHEIX PEAarcHTOB, a TaKKe B Caydae
BHAMMEIX MOBPEXACHHA MHAHBMAYANTBHOR YNMAaKOBKH, U3ACAME AOJDKHO YTHIM3NPOBATHCA B
cootBercTBHU ¢ CanlluH 2.1.3684-21 nas oTxoaos knacca B (3nMaeMHONOFHYECKH ONAcHbIe
OTXOZKI).

“ 11 Dperensun no KagecTBy

Aapec N8 npneMa pexkiamannii:

ObmecTro ¢ orpaHUueHHOH OTBETCTBEHHOCTBIO «Komnanusa «BuBuy;

Anpec: 129085, r. Mocksa, [Tpocnexkr Mupa, gom 101, c1p. 1, nom. 17;

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

Anpec 3nexTpouHolt nouts: info@beawire.com

12 CooTnercrsne cranaapram Poccnitckoli Denepauun

FOCT P NCO 18113-1-2015 «MeauuvHcKue W3AENHS ANS AWATHOCTHKH in vitro.
Hndopmauus, npenocraBnsemas usm'mnm'enem {Mapkuposka). Yacts 1. Tepmusm,
onpeaeacHus 1 obime TpebGoBaHuA»; '

- TOCT P UCO 18113-2-2015 «MeanumHcKie M3ZENUA AT AMATHOCTHKH in Vitro,
Hudopmanns, npefocTaBnscMan  M3roToBHTENeM(MapkupoBka). Yacth 2. Pearentn aas
AHArHOCTHKM in Vitro Aaa npoecCHOHANLHOTO NPHMEHEHHA»;

TOCT P EH 13612-2010 «Ouenka pyHKLHOHANBHBIX XAPAKTEPHCTHK MEAHIIMHCKHX
H3Zennil AN AUATHOCTHKY in vitro»;

FOCT P UCO 15223-1-2020 «Manenna Meauunsckue. CHMBONLL, NPUMEHAEMBIC NPH
MapKHPOBAHMM HA MEAMIMHCKWX W3JENUSX, OTHKETKAX M B  COTPOBOAMTENLHOM
AOKyMeHTauiH, YacTh 1. OcnoBHbIe TpeGoBaHHAY;

- TOCT P HUCO 23640-2015 «M3genHs MEAMUHHCKHE ANA HAMArHOCTHKH in Vitro,
OueHka cTabHALHOCTH PEareHTOB A1 AHArHOCTHKH in vitroy.

FOCT ISO 14971-2011 «H3nenna meanumnckue, [pamererne MCHeXMEHTa picka
K MEAWLMHHCKIM U3TENUAM»;

"TOCT P 51352-2013 «MeauuHHCKHE H3ACAMA AIA AHATHOCTHKH HH BUTPO. Metoant
HENBITAHKIAY,
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Ilepeeod ¢ ananulicko20 u KUMAUCKO20 A3LIKO8 HA PYCCKUN A3bIK

CEPTHOHKAT

/Norotun/

Kuraiickuii Coer no conelicTBHIO MEXAYHAPOAHOH TOProBie

Toproso-npoMumieHHas nanara Kuras
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Kuraiicknii CoBet no coaeiicTBHI0O MERIYRAPOAROH TOpropie
Topropo-npombimicHAas nagaaTa Knras

CEPTHOHKAT

01143765

QR-xon
Ne 234403 A0/008458

HACTOSIUM YAOCTOBEPSIETCS, uro nevats xomnauun «LIPHBDKIHb HJANMUHL
BHUOTEKHOJIODKH KO., JITH.» ra npanaracmom JOKYMEHTE sasgetcs nomMHHOM.

Kuraiicknit Coser no coaelicTeHio MeXxayHapoaHo# Toprosie
INoamwce ynonaoMoucHHOrO mua: /foonucy/
Ban Croxyoii

Hara: 15 ¢espana 2023 r.

TucHenas neuats: [Kuratickuii Coper

MO COACHCTBHIO MEKAYHAPOIHOHK

Toprosine // CEPTUOHUKALUA]
INeyats: [Kuraiickuii Coser o coaelicTHIO
MexuyHapozmoit Toprosne // CEPTUOHKAIIUA]

Be6-caiitT ana mpoBepxu NoUTHHHOCTH ceprhdrkata; hitp://www.rzcepit.com/validate.html
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OOOBPEHO

/noanuce/

NoBaii Yai

OduymanbHbI NpeacTaBUTENb

«LI3HbWK3Hb faiMuna buotekHonomxku Ko., JIta.»

09.02.2023 1.

Meyatb: «LUsHbWKIHb JaiiMuHg brnotekHonomxun Ko., ta.»
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lNepeBoj AaHHOTO TeKCTa BbINOJHEH e L bIM |'OpI/IeM KOHCTaHTUHOBUYEM.

Nopoa Mockasa.

[BaguaTtoro espans ABe TbICAYM [BajLaTb TPETLEr0 roja.

A, MaromegoBa AHTOHWHA IBaHOBHA, BPEMEHHO MCMOMHAOWas 06593aHHOCTN HOTapuyca

ropoga MockBbl [MpokoweHKoBON EneHbl EBreHbeBHbl, CBUAETE/NIbCTBYH MOA/IMHHOCTb
nognucu nepesogymka KOamHa KOpus KoHCcTaHTUHOBMKYA.

Mognwuck caenaHa B MOEM NPUCYTCTBUN.

JlnyHoCTb NognucasLLero LOKYMeHT YCTaHOB/EHA.

3aperuc > Ne 21/86-H/77-2023-
ynn thmnanbHoro genctema: 400 py6. 00 konm.
Maromepge!
~O
MpowHypoBaHo, Npo BaHO W CKpenJieHo nevatbio

A.N. MaromegoBsa

& 000 LHPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



