«YTBEPXAHK»
eHepanbHbIA AUPEKTOP

POTOIMPAD®PNYECKUME N3OBPAXEHWNA
obuiero enga
MeAULMHCKOro 13aenus
«9Kcnpecc-koarynometp KyJlabe dnektpomeTp (“gLabs ElectroMeter”

Nnpon3BoACTBa

Micropoint Biotechnologies Co., Ltd., Kutaii

2022

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



Conepxanne

I ®otorpapuyeckne n3obpaxenns oGIwEro BHAA MEHLHHCKONO H3RENS
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L. ®ororpadnuecxkue nio6panenns ofuero BUAS MEANUMBCKOTO HANEAHS
INocne eHecenns n3meHeHMit Ha MAPKHPOBKE H YNAKOBKE MEIHIMHCKOIO u3aenus Oyner
OGHOBJICHA AATa PErHCTPAUNOHHOTO YAOCTOBEPEHHA.
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1. Anammsatop gLabs ElectroMeter (ynaxoexa, Bux caepxy)
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3. Axanusatop gLabs ElectroMeter Plus (ynakoska, Buz cH13Yy)
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6. AHanmzatop qlLabs ElectroMeter (ynakoBka, Buf crpaea)
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8. AHanusarop glLabs ElectroMeter (ynakoBka, Buz criepeau)
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¥, AHMWIETOP LADS BIECINOMETer (YIIakoBKa, BHA C3a/H)
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10. AHanmsatop glLabs ElectroMeter (06wuii Bug)
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11. Ananusarop qLabs ElectroMeter (B uexne)
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12. Ananusarop qLabs ElectroMeter (sua caepxy)
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13. AHanusatop glLabs ElectroMeter (BuA cH13Yy)
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14. AHanusatop glLabs ElectroMeter Plus (Buz cHU3Yy)
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15. AHanusatop glabs ElectroMeter (Bug cnesa)
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16. AnanusaTop qlabs ElectroMeter (sua cnpasa)
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17. Ananuzarop gLabs ElectroMeter (sua cnepenn)
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18. AHanm3zatop gLabs ElectroMeter (Bug c3an)
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gLabs”™ ElectroMeter

[m £] Q-3 Pro
SN

“ 013700J0800001

For health care professional use only
Micropoint Biotechnologies Co Ltd
Shenzhen PR China
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1030 BrunsrH BalQiiim
TEL 32 (0)2 732 59 54
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gLabs® ElectroMeter

ref] Q-3 Plus
SN

013700J0800001

For hMith care profaaalonal use only

Micropoint Biotechnologies Co . Ltd
Shenzhen, PR.China

sc |w | ObeNs S.A Bd. General Wahie 53
1030 Brussels, Belgium
TEL +32.(0)2 732 59 54
FAX: +32.(0)2.732.60.03

CE « =

IV IVD
P/N 620-00237 Rev A1 H 20180101
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21. Kabenb nutaHus
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22. USB-kabenb
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23. Yexon pna xpaHeHus aHanmsaTopa

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

26



24. USB-HocuTenb (BMA CBEPXY)
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25. USB-HocuTenb (BUf CHU3Y)
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26. ba3oBblIii 6/10K glabs eStation Il (ynakoBka, Buj CBEPXY)
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MiiZRar»a?N X gLabs® eStatlon li

IREFI MBI92
8N
019200J0500001
56003
MkropotntilotcchnQloflat Co., Ltd. 1c RIp| Oballl SA
Shenihan, P.lt.China Bd. Ganaral Wahli 51
Tat; +aft-7SS-2ie 00t 4« 1030 Brutialt, Balglum
WWW. micropointblo.com TU: 4-32.(0)2.733.19.54

MX: £32.(0)2.792.90.0I

P/N 620-00240 Aev.Al

Basosblit 6510k qLaba aStatlon I

[na ncnonb3oBaHus Npu oLeHka nokasetanali NPoTPOMOMHOEOT BpeMeHU
(NTB)/mexayHBpoAHONO HopManuaoBavHorc otHoweHne (MHO) 1 akrmenpoBSAHHOTO
YyacTMyHOro TpombonHacTuroeoro spemenun (/*TB) B Kposu

KomnnekT BkAtovaeT B cebs: 6a30BbIin 6510k gleba eSteticn N(1 wT). agantep nutaHus (1
nn). USB-kabenb (1 wT). Tepmobymara A5 npuHtepa (1 ua), MHCTpyKumMs no akenayatauum (t
L )

npounssognTenb: KMUKpONouHT BuotekHonogxma Ko.. /ira.», Kutai,
Micropoint Biotechnoloolaa Co., Lid., 3-5F, Building 1. Runheng Electronica Faciory. Lluxian 2

Road, xman Street. Baoan Dialrlct, 51B101 Sheniinen. China )K

YNo/HOMOYEHHbIN npajcTaanTanb NPoMaBoauTans Ha Tepputopun PO

000 «[unalapk*. 1175M. r Mockm. Cumdpepononbckuii 6ynbeap. 4 3l aTax 2. Ea

nometueHva Ne lll. Tan. *7 (495) t14-01-30. «7 (495) 411.94-78. e-mail info~dlaparK ru

py N« P3H 2016/3832 ot 14 06 2022 (CpoK gaiictanst Ha orpaHunyeH) c
g
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28. Basossiii Gnox qLabs eStation II (ynaxoska, sua cnepen)
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29. basoBblin 610K glabs eStation I (06wwmii B4 B KOPOOKE)
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30. basoBbIii 650K qlLabs eStation 11 (06wuii B1A)
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31. Basossti Gnox qLabs eStation II (0Giumii Bia Ge3 KopoGkH)
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32. ba3oshbIin 610K (Labs eStation I (B cBepxy)
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34, Basoeii 6ok qLabs eStation II (Bua cnepean)
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36. ba3oBhblin 610K Labs eStation I (BuA cnesa)
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MICRDRDINT eStation Il

Model: MBI92

SN - = o= om - = o= - "= = o= om
lirem tiim tlhinni C€A
039200M0O700061

Input voltage; 100-240V-1.6A(Max), 50-~60Hr
Outputvoltage: +12V = 4N17A

Micropoint Biotechnologies Co., Ltd.

M' Shenzhen, P.R.China
TEL: +86-755-21600849
WWW. micropointbio.com

38. basosblii 6510k gLabs eStation Il (MapkupoBka)

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



39. Azantep nuTanus

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



40. MapKnpoBKa afiantepa nutaHus
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41. USB-kabenb
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42. TepmoGymara s NPHHTEPa B YRAKOBKE
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43. Tepmobymara ans npuHTepa
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44. KoHTponbHbIiA pacTBop qlabs PT-INR ans onpeaeneHusi nokasatenein MTB-MHO (rpynnoBast ynakoBka, BUz cnepeau)
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MICRDPDINT
gLabs* PT-INR Liopid Gontrol
Fof neaith Car* Pbcte™oVHunm Only
IE 3052N0601
2022/06/23
N 2022/06/22

CONTENTS 204<2ml
Level2 20 2 mi

. 1" e OdUA c€

VWNWAIZ10AL

45. KoHTponbHbIin pacTeop qLabs PT-INR ans onpegeneHuns nokasatenein MTB-MHO (rpynnoBas ynakoBKa, Bug, CrieBa)
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MICRDPDINT

gLabs® PT-INR Liquid Control

For Health Care Professional UseCH

B 3052N0601
HI 2022/06/23
n 2022/06/22

CONTENTS €vel1l 207 2m

level 2 20 2 m

46. KoHTposnbHbI pacteop glabs PT-EAR ana onpegenenuns nokasateneid MTB-MHO (rpynnosas ynakoBka, MapKMpoBKa)
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47. KoHTposbHbI pacTeop glabs PT-INR gs1s onpegeneHus nokasateneit MTB-MHO (rpynnosas ynakoBka, 061 BuA)
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48. KoHTponbHbI pacTteop gLabs PT-INR ans onpeaeneHns nokasateneit MTB-MHO (BHeLLHsSA ynakoBKa, BUA CBEPXY)
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MICRDPDINT

da=™ PT-INR Liquid Control

For Health Care Professional Use Only

Codechip Na  Control Code

BCNN 9076206
|

eore3oe»53Noeoi

2>1ml Level 1
2«1nd Level 2

QS-1-CL Pro ri 2022-06-23
L] 3052N0601 N 2022-06-22
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49. KoHTponbHbIin pacteop gLabs PT-INR gns onpegeneHns nokasatenein MTB-MHO (BHewwH:As ynakoBKa, BUA crepesm)
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1 Micropoint Biotechnolagies Co., Ltd.
3bl Building 1, Runheng Electronics Eactoiv, Liuxian 2

Road Xinan Street, Baoan District, 518101 Shenifien China
www.micropointbio.coni

T>86 /55 21600849, F:+86 755 86673903

LC OBEUS S.A

M  (kMietal Wahis 53,10"0 Brussels, Belgium
tri «37 (0)2 /37 59 54, . AX r32.(0)7 /32 60 03

EA'i671-b0110A1

50. KoHTponbHbIi pacTBop gLabs PT-INR gns onpegeneHus nokasateneii MTB-MHO (BHeLLH:s ynakoBKa, Bug c3aam)
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KosTpalbHblin pactBop glabs PT-INR an1s onpepge.1eHrs nokasaresieH

[MTTB-MHO 4 wmyn.
MponnobnTThb: «MUKPONOMHT BuoTekHoao >KKo.. 1TA4.»,
KuTai.

Micropoint Biottchnologies Co., Ltd, 3-5F, Building ], Runheng

Electronics Factory, Liuxian 2 Road. Xinan Street, Baoan District, A
Shenzhen. China.

YNONHOMOUYEHHbIN NpeAcTanurneb NPOMNOANTENM Ha
TeppuTopun P®d: cw
00O malapk». }}”"556. r. MocTa. Cumdepononsckuin bynbeap, 4 3

bTa>K 2 nomelleHve S9 L. Te.r: -7 (495) U4-0D39, 77 (495/ 4U-94-"S.
e-mail inJo'§,diapark ru
PV P3H 2016 3832 ot 14 06 2022 (CPOK LeACTBMSA He OrpaHnYeH)

5 1. KoHTposnbHbIi pacTBop qlabs PT-INR ans onpegeneHns nokasatenein MTB-MHO (BHelHSs yNakoBKa, B C 6GOKOBOW CTOPOHbI)
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52. KoHTponbHbIii pactBop qlabs PT-INR ans onpeaeneHns nokaszarteneii MTB-MHO (BHeLWHsS ynakoBKa, 06LuiA BUL)
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53. KoHTposnbHbIi pacTBop glabs PT-INR ansa onpegeneHus nokasateneii MTB-MHO (2 KOHTPO/bHbIX pacTBopa 1 YPOBHS 1 2 KOHTPO/IbHLIX PacTBOpa 2 YPOBHS)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 56



& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

57



]
|
335. Koxrponbiuiii pacteop qLabs PT-INR ans onpesenesna noxasareneit [ITB-MHO (xouTpomHLL pacTeOp, ypoBeus 1)
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57. Konmponbhmii pactsop qLabs PT-INR ans ofIpec/ieHHA noxasarese#t ITTB-MHO (koHTpOALHLIE pacTeOp, yponem.-_z)'
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58. Kotrrponbueii pacteop qLabs PT-INR ans onpenenctus noxasareneii [TTB-MHO (xoxrponsHutii pacTsop, yposens 2)
@ 000 LWPMI (&7 INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU
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59. Kontpontwumii pacteop qlabs PT-INR sz onpenenciing noxasarencit [TTB-MHO (xosnponsusiii pai:'l_'u;p, ypobes 2)
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60. Umn-kopn B ynakoBKe K KOHTPonbHOMY pacTeopy qlabs PT-INR ans onpeaeneHuns nokasatenein MTB-MHO
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MNHCTp>»W™* no npnyencanio
KowponbnbiM P.CT.OP qLabs PT-INR v« onpfamcuus

' “mpMc-win.iowip, KJlwéc 3.n«p,urrp (-4UM
JXMfi/HifCHfti// iij lifro
KOHTpOnb KNYecTBa CUCTEMBI PI-INK

. HIMMtHOMHiic mrg|THHCM)10 nue.iita
Kontpo.1bllbI pacTBop glLabs PT*INR n.1H onpeaeneHus nokalBTC.ICA fITB>.MtIO
B cocTase:

KouTpnteHbIl pacTsop, YpoBeHsb | - 2 Wr.:
KOHTPO/bHbIA pacTBOp. >POBEHb 2 * 2 LUT.:
Yun Neg:

-HCTp>KLW 18 N0 NpUMEHeHUto « | WT.

[pATee no TekcT) MOT\T MCNOMb30BaTbCs C.MeAYlOLIME HAMMEHOBAHUA MeAnLIHCKOro u3genvs: Habop- Habop bOHTPATbHbLIT PacTBOPOS. KOHIPATbILLIA
pacteop. Ul I'T-INR LiquiU Coiuml. KOHTPONbHLI/ MaTepuan, KOHTPO/b, N3aenue.

HaumeHoBaHMe MeAUUHUCKOTO M3Le.TU| MOXeT ObiTb YNOMAHYTO B TEKCTE B COKpalLeHHON hopMe A.19 ya06CcTBa BOCNPUATUA MHADOPMALLILL.

2. llpotoBOjuTe.ib

-MiiKponouHT blloTekHonogxin Ko.. /1Tg.»
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63. VHCTpYKUMS N0 NPUMEHEHWNIO AN KOHTPOMbHOro pacteopa qlabs PT-INR ans onpeaeneHuns nokasarenein NMTB-MHO (B cnoxeHHOM Bufe)
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64. VIHCTPYKUMA NO NPUMEHEHNIO ANt KOHTPONLHOro pacTBopa glabs PT-INR ansa onpeaeneHus nokasa-reneii MTB-MHO (nvueBas CTOpoHa)
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65. VIHCTpYKUMS NO NpYMEHEHUIO 419 KOHTPOsbHOrO pactBopa glabs PT-INR ans onpegeneHus nokasateneid MTB-MHO (060poTHas CTOPOHa)
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66. TecT-nonocka gLabs PT-INR Test Strip agns onpegeneHuns nokasatenein MTB/MHO B LenbHo KpoBu (rpynnoBas ynakoBKa, Bug criepeamn)
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67. Tecr-nonocka qLabs PT-INR Test Strip 1ns onpeaenenus nokazareneii ITB/MHO B uesbHoR KPOBH (Irpynnosas ynakoBKa,
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gLabs® PT-INR Test Strips

For Health Cve Professional Use Only

w  3050N0707
d . 2022/07/23
2 2024/01/22

CONTENTS 6 * 4Spcs

(S) ® as A <c€
Ma-eetMAt

68. TecT-nonocka gLabs PT-INR Test Strip gn1s onpegeneHus nokasateneit MTB/MHO B LenbHoOM KpoBK (rpynnoBast yNakoBKa, BUZ Clesa)
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MICRDPDINT
gLabs® PT-INR Test Strips

For Health Care Professional Use Only

N 3050N0707
d 2022/07/23
2 2024/01/22

CONTENTS 6 ~ 48pcs

P/N 621-50106 Al

69. Tect-nonocka gLabs PT-INR Test Strip ana onpefeneHns nokasatenein MTB/MHO B LenbHO KpoBy (FpynnoBas ynakoBKa, MapKMpPOBKa)
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70. TecT-nonocka qlLabs PT-INR Test Strip gns onpegenenus nokasatesneii MTB/MHO B LenbHOM KpoBM (rpynnoBas yNakoBKa, 06y BUL)
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71. Tect nonocka glLabs PT-INR Test Strip gns onpegenenus nokasarenein MTB/MHO B uenbHOM KpoBY (YNakoBKa, BUL crepesm)
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72. Tecr-nonocka qLabs PT-INR Test Strip ans onpenenenus nokazateneii [ITB/MHO B ueabHoi KPOBH (ynakoBka, BHA C3a1H)
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PT-INR

73. Tect-nonocka gLabs PT-INR Test Strip 4ns onpegenexHuns nokasartenein MTB/MHO B LenbHON KpoBu (YNakoBKa, BUA CBEPXY)
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74. Tect-nonocka gLabs PT-INR Test Strip ana onpegenenus nokasarenein MTB/MHO B uenbHoOl Kposu (ynakoBka, BUj Cripasa)
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76. Tect-nonocka gLabs PT-INR Test Strip ans onpegeneHuns nokasateneii MTB/MHO B LenbHol KpoBu (06Lwuii BUA)

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

79



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



MICRDROIMT
gLabs® PT-INR Test Strips

CodoehipNo. Strip Code

BCPP 1511420

1511420 3050N0707
QC:5-15
florj 3050N0707
 Q 2022t07/23
2 2024101/22

L17 ca
Ce [3

W‘F&H

78. TecTt-nonocka gLabs PT-INR Test Strip ans onpegeneHuns nokasateneit MTB/MHO B LenbHOR Kposw
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~  CodeChip

For Q3 series
Instruments onlyl

79. Ynn-Kof B ynakoBke K TecT-nonocke gLabs PT-INR Test Strip Ans onpegenenus nokasareneit MTB/MHO g yenbHoit kposu
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80. Uumn-kopg K TecT-nonocke gLabs PT-INR Test Strip ans onpeaeneHnsa nokasatenein MTB/MHO B uenbHol KpoBu (BUf, CBEPXY)
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82. NHCTpYyKLMA No NpUMeHeHUIo ana TecT-nonocok glabs PT-INR Test Strip gns onpegeneHns nokasateneid MTB/MHO B LenbHOR KpoBM (B CIOXEHHOM BUZE)
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83. VIHCTpyKUMS MO NpUMeHEHWIO Ans TecT-nonocok qlabs PT-INR Test Strip ans onpe.,b,eneHMﬂ 7n.0Ka3aTenel7| MTB/MHO B LIeNIbHOM KpoBW (NMLeBast CTOPOHA)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

86



84. VIHCTpyKUMS N0 NPMMEHeHMIO Ans TecT-nonocok glabs PT-INR Test Strip ana onpegenenuns nokasatenein MTB/MHO B LenbHO KpoBu (060p0OTHas CTOPOHaA)
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85. TecT-nonocka qLabs APTT Test Strip ana onpefenenns nokasatens AUTB B LebHOM KpoBwW (FpynnoBasi ynakoBKa, Buf, criepeam)
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86. TecT nonocka qlLabs APTT Test Strip ana onpegeneHns nokasatens AUTB B LenbHOI KpoBM (|pynnoBas ynakoBKa, Buf, CBEPXY)
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87. TecT nonocka qlLabs APTT Test Strip ana onpeaeneHns nokasatens AUTB B LenbHOM KpoBu (FpynnoBasi ynakoBKa, Buf, Cnesa)
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88. Tecr-nonocxa glabs APTT Test Strip anx onpenenennx nokasatens AUTB s ueabiol KposH (TpynnoBas ynaxoska, MRPXHpOEKA)
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89. TecT-nonocka qLabs APTT Test Strip ana onpegeneHms nokasatens AUTB B LenbHOM KpoBM (FpynnoBas ynakoBKa, 06LLWiA Bia)
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90. Tect-nonocka qLabs APTT Test Strip ana onpeaeneHns nokasarens AUTB B LenbHOM KpoBy (YNakoBKa, BUA criepeamn)
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91. Tect-nonocka qlLabs APTT Test Strip ans onpeaeneHns nokasatens AUTB B LenbHO KpoBu (yNakoBKa, Bug c3aam)
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glLabs
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92. TecT nonocka qLabs APTT Test Strip 419 onpeseneHns nokasatens AYTB B Le/nbHO KpoBK (YNakoBKa, Bij Cripasa)
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94. TecT-nonocka qLabs APTT Test Strip ans onpeseneHuns nokasarens AYTB B LieNbHO KpoBKM (YNakoBKa, BUL, CBEPXY)
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95. TecT-nonocka qLabs APTT Test Strip 418 onpegeneHus nokasatens AUTB B LenbHOM KpoBK (ynakoBKa, 06Lunii BUL)
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97. Tect-nonocka qlLabs APTT Test Strip gna onpegeneHns nokasatens AYTB B LieNbHOR KpoBm
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98. Yun-kop B ynakoBKe K TecT-nonocke qlabs APTT Test Strip ans onpeaeneHns nokasatens AUTB B LieNbHO KpOBK
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99. Yun-kofg K TecT-nonocke gLabs APTT Test Strip ana onpegeneHns nokasatens AYTB B LeNbHOR KpoBm (BUf, CBEPXY)
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101. WHCTPYKUMA NO NPUMEHEHNIO AN TecT-nonocok qlabs APTT Test Strip Ana onpefeneHuns nokaszatens AUTB B LebHOM KPoBY (B CIOXXEHHOM BUzE)
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102. VHCTpyKUWs MO NPUMEHEHUIO AN TeCT-nonocok glabs APTT Test Strip ans onpeseneHns nokasatens AUTB B Le/fbHOM KPOBU (NMLeBas CTOPOHA)
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103. NHcTpyKumMsa no NnpumMeHeHWI0 gns TecT-nonocok qlabs APTT Test Strip gns onpegeneHns nokasatend AUTB B uenbHON KpoBu (060p0oTHas CTOPOHA)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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104. Tect-nonocka glLabs Coag Panel 2 Test Strip ans onpeaeneHns nokasatenein AYTB-MNTB B LenbHOIR KpoBy (rpynmnoBast ynakoBKa, BUA criepean)
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105. Tect-nonocka gLabs Coag Panel 2 Test Strip agna onpeaeneHnsa nokasatenein AYTB-MNTB B LenbHON KpoBW (FpynmnoBast ynakoBKa, BUA CBEPXY)
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106. lecT-nonocka glLabs Coag Panel 2 Test Strip ans onpeaeneHns nokasatenein AUTB-MTB B LenbHOR KpoBw (rpynnoBas ynakoBKa, By CNeBa)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

fs"icHDRaiM T
gLabs® Coag Panel 2 Test Strip
For Hoalth Care Professional Use Only

|Lof) 3054N0503
H 2022/05/09
U 2023/05/08

CONTENTS 12 ~ 12pcs

nc » CIS x CE£
2C
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MICRDPOINT

gLabs® Coag Panel 2 Test Strip

For Health Care Professional Use Only

LI 3054N0503
d 2022/05/09
2 2023/05/08

CONTENTS 12 *12 pcs

32°C

vo PSS A CC

RU
nu

107. TecT-nonocka qLabs Coag Panel 2 Test Strip 4nsa onpefeneHus nokasateneit AYTB-IMTB B LenbHOM KpoBmM (FpynnoBas ynakoBKa, MapK1pOBKa)
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108. Tect-nonocka glabs Coag Pane! 2 Test Strip gns onpegeneHns nokasareneii AUTB-MNTB B LefbHOM KpoBm (FpynnoBas ynakoBka, 06Luii Bua)

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Coag Panel 2

Tfn nmorK* qlAb' Co«g I'enH 1 TpM Slilp .MA onpp K 1ITVA MKALA7P 1F|7In"|TB HIB
B BrAbHMNM KpoBM 12 WT. yNBKOBKB.

Mpobinp™mTesb:  (\fuKponouHin BruoTekHonomkus Ko, STy ». Kurai,

\ficropomt Biortchnologies Co, LU . 3-SF. Building I. Runheng Electronics

Factory. Liuxian 2 Road. Xinan Street. Baoan DUirtct, 518101 Shenzhen, China
Ys0nmMA*oMTMbI NpeBcTmMuTeNb npouseedumtM Ha TeppuTopumn Pd:

00O nflvallapk». M ?556. t Mocksa. CvmcepononsCkuii Gynssap, A 3. mTaxk- A
nomeuweHneTen +7(495) 114-01-39. +7 (495) 411-94-78. e-matl

ireindiapark ru €

PY>e P3H2016 3832 ot 14.06.2022 (COOK MIACTBKL He orpaHiyeH).

o1] 3054N0503
Codachip No. Strip Code ~ 1 5455 5/09

BCMQ 470633300 2 2023/05/08

=11 62'-5%i:22A" RU

MICRDROINT

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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110. TecT-nonocka glLabs Coag Panel 2 Test Strip agns onpegeneHuns nokasateneit AUTB-MNTB B LenbHOR KpoBy (YNakoBKa, Bug c3aan)

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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111. Tect-nonocka glLabs Coag Panel 2 Test Strip gns onpefeneHuns nokasarenein AUTB-MNTB B LenbHOM Kposy (YNakoBKa, BUL, CripaBa)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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gLabs’

Coag Panel 2

113. TecT-nonocka glLabs Coag Panel 2 Test Strip ans onpeaeneHns nokasatenein AYTB-INTB B LenbHOR KpoBy (YNakoBKa, Buf CBEPXY)
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114. TecTt-nonocka gLabs Coag Panel 2 Test Strip ans onpeaeneHns nokasateneih AYTB-MTB B LenbHO KpoBu (06LLMIA BUL)
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117. Yun- Koz B ynakoBke K TecT-nonocke glabs Coag Panel 2 Test Strip Ans onpefenenns nokasateneid AYTB-MNTB g yenpHoii kposw

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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lIHCtp>KuiiH no npHYeHeHuto

ftti-nu.iocKH t|l.ab.4 (’ojig Panel 2 Test Strip 4.*8 onpene.lenns nokamTteneit AUTB-MTB B ueiuM -
>.ieKTpo>ieipr qUiH FleciroMeter '» ' Akl L END * AMTAKOYETT KY
JIH npuviHeHiiM in yirro *'>-««0C

Onpcne rexHne NPoOrpoM«InHoBO10 B}>?MeH/MeXIT\ HAPCUHOI0 HOPMaIn FOBAHHOIO OTHOLLIEHWST 1 aKTHBMMOBAMBIF.I/1
A ®MaCTUYHOIO TPOY60ATBCIUMOHOrO

BPEMEHU B KPOBU

I. HaumeHoBaHVne MeNHWUHCKOL iiiie .iiia
Teci-nonocka (|Lab> <'»>ag Panel 2 Test Strip nna onpeneneHHs nokatatcneit AY rB-NMTB B uenbHOI %OBVI
BVWMULBC

¢ 12 wrT.:

- Tect-noncy'ka ql uPnt\u j: PaikK‘'! 2 Tem Sinp

YHn-kon;
b |

- HeTpuYKnNA No NnpumMmeHeHUto - 1 wrT.
NaTee no TekcT> MOT\T Menonbk>B«lrbcA cnegyloiMe HaMMeHoOBaHUA MeAULMHCKOTO N uenHsa: ql ab>Coak Panel 2 Tem Sinn nune.we TecT-cuctemMa T«-T

nonocka, TecT.
HaumMeHoBaHMEe MEeAULUHCKOTO UMENNS MOXET ObiTb YNOMSAHYTO B TEKCTe B COK-palleHHOoW hopme Nns yao6cTBa BOCNPUATUS MHDOPMALILL,

2. MpomTaonmTe.Tb
‘*MuytononHT buotekHononxus Ko.. 1tg.*»

t.Micropinm Hu'UvhnolojiitN (Yk. .iJ.»
A->1. building 1. KunhcMig Ucecm mics | acuHn. liuxian 2 Koad. Xiiian Siovi. Haitan Disirici. .SIXIOI Shenyhen. Chinai.A-5 ataxu. 3gaHne 1. TaBon PyHxmr
ONeKTpoHuke, 2 gopora /llocAHb. ynmua CuHbaHb. p-H baoaHb. 51K101 W eHbX3Hb. Kutalrn

Ten Tbn-7<.2-216(N»x44
®akc. xK(>-75."-ko(>7"ua»3

wwM.micnpouilhMi.cnm

Ndiu.iHuMoseHHDbiii npenclaBluenb UpONTBONHIENs Ha Tepputopuun PP
Ooweclso c OlpVIHVHEHHOH OoTBETCTBEHHOCTbIO «Aunalapk» (OCH «finalapk-)

| Mockea. Cumepononbckuit 6ynesap, n. .3I. aTax 2. nomeuw eHuneJfe W

Te.| -"7|445MMN-Y4-7b.+7(4Y5» 1J4-01-3y

, OTHOWweHu» J11HO01 n

4. HaxaueHue
,ﬂ,ﬂﬂ McnonbloBaHuns ﬂpVI oueHkKe TlKaszareneih WPOTPOMOMHOBONO BpeMeHMU (rITB(/ME)K,EI,yHapOp,HOFO HOp.masiHBaH

hakrk.'po» c»eprl*a*«l* KPOBU X »

aKTUBMPOBAHHO Yac TUYHOTO ipoMooii.iacniHOBoro BpemeHun (LA47 B| B KPOBMU.
nokasare

5. Onmeamur M iiptaiio.iai amoe nclklesnaanme
.MOHUTOPWHT MPUMEHEHNS aH|NKOAT>NHAHWB CY:)W ECIBABCKA C MOMOLWbK' KOHTAXXNS
WHbI W AN

Na6opan>pHblii
Bbifib.leHunii pucka nwepkoatn Kww (4peTMepHOIlo CBEPTbIBAHUA» TUU [I»0KUbll>-TAUNN< * D AN A X AAAA
N BpeMs kKBcp(biBaMnsa KpOBM n«xne"ﬂ,1>6a*.roHLulK n.»a*me--------- M bl —

IlpiM pumb6nHnBoe Bpems
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120. NHCTpyKLus No npuMeHeHuto ans TecT-nonocok glabs Coag Panel 2 Test Strip ana onpegeneHna nokasatenein AYTB-MTB B UuenbHOR KpoBY (B CII0XKEHHOM

BUae)
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



121. NHCTpYyKuMsa No NpUMeHeHNIo Ans TecT-nonocok qlabs Coag Panel 2 Test Strip ans onpegeneHns nokasateneit AUTB-MNTB B LenbHOW KpoBU (INLeBas
CTOpPOHA)

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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122. MucTpykuma no NpUMEHEHHIo NS TECT-NOIOCOK qLabs-Coag Panel 2 Test Strip ans on CHHR nokasaTenefi A
i P peaes no YTB-ITTB » uensol xposu (06opotras

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 125



1. MakeTbl MAPKMPOBKN Ha PYCCKOM A3blKe
Mocne BHeCeHUA W3MEHEHWIA Ha MapKUpOBKe MeAMUMHCKOro wusgenua O6yaeT o6HOBMeHa fJata

PErMcTPaLMOHHOIO YA0CTOBEPEHNS.

KoHTpo.TbHbI pacTBop gLabs PT-INR ans onpegeneHns noKasareviefi
MNTB-MHO 4wTt/1'n.

MpoussoguTens: «MukpononHT buoTekHonoaskww Ko., JTTa»,
KvuTai,

Mcropoint Biotechnologies Co.. Ltd, i-5F, Building 2, Runheng
Electronics Faaory. liuxian 2 Road, Xinan Street, Baoan District.

518201 Shenzhen, China.

YNonHa4yo4eHHbI NpeACcTaBMTeNb NPOM3BOANT NSt HA

TeppuTOopun P®: DS
OO0\ Ouallapk», 227556, r. Mocksa, CvmMdiepono.: bekuid 6ynbeap, 4. 3r,
ITaK2, T.veweHneMLL, Ten.: +7 (495) 224-02°39, 4-7(495) 422-94-78,
e-mail iyrfordapark.ru

PY M5 P3H 201673832 oT 14.06.2022 (CpOK AeCTBUSA HC OrpaHmyeH).

123. MaKeT MapKMpPOBKMW BHELLHEN YNakoBKM KOHTPONbHOro pacteopa glabs PT-INR ana onpegeneHus
nokasateneit MTB-MHO 4 wT./yn.

TecT-nonocka qlLabs PT-EVR Test Strip anst onpegeneHns nokasateneii MTB/MHO B
LeIbHON KpoBM 48 LWIT.” NaKoBKa.

MpomnsBognTens: «MukpononHT BroTekHo.10gku3 Ko., 1T 4.», Kutai,
MicropointBiotechnologies Co., Ltd., 3-5F, Building!, Runher”Electronics

Factory. Liuxian 2 Road. Mnan Street. Baoan District. 528202 Shenzhen. China.
Y'monnonyeHHbW NPeACTaBUT eNb MPON3BOANT €A HA TEePPUTOPUN PP :

000 «[ualapk». 227556. r. Mocksa, Cumeponaybckuii 6ynbsap, 4. 3, aTaXK 2, A
nomettienve Ni$/11. Ten.: +7 (495) 114-01-39. +7 (495) 422-94-78. e-mail:
iffo@diapark.ru

PY Ne P3H 2016/3832 oT 14.06.2022 (q)0K [AeACTBUSI HE OTPaHUYEH).

124. MakeT MapKUpOBKM YNaKOBKW TecT-nosocok glLabs PT-INR Test Strip ana onpegeneHus
nokasatenein MTB/MHO B uenbHoM KpoBu 48 WT./ynakoBKe

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 126



Tecr-notocka gLabs PT-INR Test Strip gnsa onpenen«Hus rnokasatenco NTB/MHO B
Le/IbHOM KpoBu 24 WwiT/INakoBKa.

MpounssognTenb: «MUKPONOUHT BnoTekHO304>XK T Ko., 1T 4.», Kurai,
MicropoiutBiotechmiogies Co., Ltd, 3-5F, Building 1. RunhengElectronics
Factory, Liuxian 2 Road, LLI an Street, Baoan District. 518201 Shenzhen, China.
YNONHOMOYEHHbI NpefCcT aBuTenb npowsoblunens Ha TeppuTopun Po:

000 «Analfcpask». 117556, r. MockBa, Cumdepononbckuii 6ynseap, 4. 3I, aTaxk 2,
nomeujeHne Ns L. Ter: +7(495) 114-01-39, +7(495)411-94-78, e-mail:

info@ diapark.ru

PY Ne P3H 2016/3832 oT 14.06.2022 (CPOK [AEACTBUS HE OFPaHNYEH).

125. MakeT MapKMpOoBKM yNakKoBKW TecT-nosocok qlabs PT-INR Test Strip gna onpegeneHus
nokasatenein MTB/MHO B LenbHO KpoBK 24 wWIT./ynakoBke

TecT-nonocka gLabs PT-INR Test Strip xTs onpeneTeHHs nokasateneii MTB/MHO B
Lie/IbHOM KpOoBW 12 LUT./>maKoBKa.

MpounssoanTens: «MUKpPONOUMHT BuoTekHonog>knsKo.. 11 4.», Kutai,
MicropointBiotechmlogies Co.. Ltd., 3-5F, Building 1, Runheng Electronics

Factory, Liuxian 2 Road. LLI an Street, Baoan restrict, 518101 Shenzhen, China.

Y NONHOMOYEHHbI i NpeaCT aBUT eNb NPON3BOAMT €Nd Ha TeppuTOopun Pd: A
000 «Aunalcpk», 117556, r. Mockea, Cumdepononbckuin 6ynseap, g. 3. aTax 2,
nometteHne NsLU. mei.: +7 (495) 114-01-39. +7 (495) 411-94-78. e-mail:

info@ diaparkru Ca.

PY Ne P3H 2016/3832 oT 14.06.2022 (CpOK [eMCTBUS He OrpaHnyeH).

126. MakeT MapKMpOBKM yrnakoBKK TecT-nonocok qlabs PT-INR Test Strip gns onpegeneHus
nokasatenent MTB/MHO B LenbHOR KpoBK 12 WT./ynakoBke

TecT-nonocka glLabs APTT Test Strips gnsa onpegeneHns nokasatens A4TB B uenbHoM
KpoBu 12 LT./>'NakoBKa.

MpoussognTens: «MukpononHT BuoTekHonog>k usKo.. 1T a.», Kutai.
MicropointBiotechnologies Co., Ltd, 3-5F. Building 1. Runheng Electronics
Factory', Liuxian 2 Road, LLI an Street, Baoan Distria, 518101 Shenzhen. China.

Y NoNHayoueHHbI NpeicT aBuT enb NPOU3BOAUT € HA TeppuT oOpUN PP :

000 «Analapk». 117556, r. Mockea, C TBpAONONLCKNIA bynbBap, A. 3I, aTax 2,
no.ueuienueNslU. mei.: +7(495) 114-01-39. +7 (495) 411-94-78. e-mail:
irfordiaparkru

PY Ne P3H 2016/3832 oT 14.06.2022 (CpOK AeACTBUSA He OrpaHunyeH).

127. MakeT MapKMpOBKYM YNaKoBKKU TecT-nonocok glabs APTT Test Strip ana onpegeneHns nokasarens
AYTB B UenbHOM KpoBY 12 WIT./ynakoBKe
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TecT-nonocka gLabs Coag Panel 2 Test Stripxia oopeneneHnsi nokasatenen AUTB-MTB
B Lie/IbHOM KpoBM 12 LIT./Urak<KKa.

MpousBognTenb: «Mu \goNoMHT BLUTOKHO. TompKM3 Ko., 1T 4.», KuTaii,
McropointBiotechnologies Co.. Ltd, 3-SF. Building 1, Runheng Electronics
Factory. Liuxian 2 Road Xinan Street. Baoan District. 518101 Shemhen, Cblna.

YNnonHavyo4eHHbIi NpeACcTaBnTeNb NPOU3BOANT €Nt HA TeppuTopun PO:
000 «[nallcpk», 117556. r. Mocksa, Cumepononbckuii 6ynsecp. a. 3I, aTaxK 2,
nomeneHneXrLU, Ter: +7 (495) 114-0F39. +7(495) 411-94-78. e-mail:

irfo@ diaparkru DS

PY Ne P3H 2016/3832 oT 14.062022 (CpOK AEACTBLU He OrpaHUYeH).

128. MakeT MapKUpOBKK yrnakKoBKK TecT-nonocok qlabs Coag Pane! 2 Test Strip gns onpegeneHus
nokasartenein AUTB-MNTB B uenbHOW KpoBn 12 wiT./ynakoBke
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