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Crnenudikamiss Ha 3aKy B

3/

HaiimenyBanHs ToBapy*

O

; KinbkicTb ina Cyma
BHMIpy

TecT-cMyXKH 10 TIIIOKOMETpa
One Touch Select Ne50
(n/BM3HAY pPiBHS ITFOKO3H B
kpoBi). (HK 024:2019 - 58168
— CucTeMa KOHTPOJIIO piBHS
[JTFOKO3H B KpoBi / kKeToHiB IB/]

JUTSL JOMAITHBOTO BUKOPUCTAHHS | VII 20 600,00 12000,0

/

IYHKTI JOTJISIAY. )

Tect-emyxku GIuUNEO TM, mis
BH3HAYECHHS PiBHS INIFOKO3HU B
kpoBi Ne50. (HK 024:2019 -

58168 — Cucrtema KOHTPOJIIO 600,0 12000,0

PiBHSI IJTFOKO3H B KPOBi / KETOHIB
IBJI nis 1OMaImHbOro yII 20
BUKOPHCTAHHS / IYHKTI JTOTJISIAY.

)
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Tect emyxku EasyTouch mst
BHUMIpPIOBaHHS PiBHS
XOJIECTEPHHY B KpoBi (25
mt/ym). (HK 024:2019 - 47006 -
[IBukwii TeCTOBUH IPUCTPIH
3araJlbHHOTO
XOJIeCTEPUHY/MMOO1TKA BUCOKOT
II1JIBHOCTI. )

30

1200,0

36000,0

TecT-cMmyxkxu AKKY-Uek®
[lepdopma (50 mr/ym). (HK
024:2019 - 58168 — Cucrema
KOHTPOJTIO PIBHS TITFOKO3H B
kpoBi / ketoHiB IB]] mis
JIOMAITTHBOTO BUKOPUCTAHHS /
MIYHKTI JOTJISAY. )

yi

350.,0

7000,0

CITOLAB® 3GK -
IarHOCTHYHI TECT-CMYXXKH IS
BU3HAYEHHS [TIFOKO3H, O1/IKa,
keToHiB y cedi (100 mt/ym). (HK
024:2019 — 54514- Yucnenni
araiiTu cedi [VD, Habip,
KOJIOPUMETPHUIHA TECT-CMYIKKa,
eKCIIpec-aHati3.)

yiu

350,0

4200,0

CITOLAB™ 10 M - Tect-
CMY’)KKH JIarHOCTHYHI JIIst
BHU3HAYCHHS yPOOUIIHOTEHY,
[TIOKO3H, O1TipyOiHy, KETOHIB,
KpoBi, pH, 6inka, HITPHUTIB,
[TUTOMO] Bard, JTeHKOIUTIB
Ne100. (HK 024:2019 — 54514-
Yucnenni agamita cevi [VD,
Ha0ip, KOJIOPHUMETPUYHA TECT-
CMY’KKa, eKCITpec-aHai3

100

900,0

90000,0

3araapHa cyma 3aKyniBi ckaagae 161200,00rpH. (cTo micTaecsT OAHA THCAYA IBICTi IPH.

00xorm.)

p—



Meguko-TexHIYHI BUMOTH

No HaiimenyBanus Jliy %
Menuko-TexHiuHi BHMOrH
3/m | ToBapy
TecT-cMy*XKu 10
rmokomeTpa One Touch
Select No50 (2/Br3Hay Tect-cmyxxu One Touch Select moBuHHI MaTH:
PSS IO 1 IMonBiiHUH KOHTPOIIB TOUHOCTI — JiBa POOOYHX €IEKTPOIA;
i 24: =
kpoBi). (HK 024:2019 - | pepment rmokozookcuiosa.
58168 — Cucrema Tect-cmyxku nosunHi OyTH: Kaningpaumu,
REREPAISS PBE BukopHcTOBYBaTHCS I IOCITIKEHHS €JIEKTPOXIMIYHEM
ITTFOKO3U B KPOBi / METOZIOM, 3 TOYHICTIO BHMIpiB [IFOKO3H Y KPOBI.
1 ketonis IBJI s B oxnii ymakoBi He MeHIe -50 mMTyK.
JIOMAITHHOTO
BHKOPHCTAHNS / TYHKTI Heo§x1nH1 JOKYMEHTH JUIsl HIATBEPHKEHHS BIIMOBITHOCTI MEIHKO -
TEXHIYHAM BHMOTaM:
JOTTISIAY. )
JeKJIapanis BiAMOBiTHOCTI, cepThdikar sKocTi Ta/ abo ceprudikar
BIANOBiAHOCTI Ta/ @00 MACIOPT AKOCTI, IHCTPYKILS 3
BUKOPHUCTAHHS.
CMyXKH TOBUHHI OYTH:
B OJHIH ymakoBIl He MeHie - 50 mT
Tect-cmyxxu GIuNEO ) Y 7%
MITXOAUTH 10 BUKOPUCTAHHS pa3oM 3 TmokoMeTpoMm GluNEO;
TM, st BUBHAUEHHS . ¢ .
. . | U1 BUMIPIOBAHHS PiBHS TJIFOKO3HU B KPOBI.
PIBHS IVIFOKO3U B KPOBI . : 5
crcTeMa KOHTPOJTIO PiBHS TJIFOKO3H B KPOBi MOBHHHA OyTH
NesO. (HK 024:2019- | S8 s s £ ety el :
BiKamiOpoBaHa Mo Ia3Mi KpoBi (pe3yIbTaTH €KBIBAJICHTHI IJIa3Mi
58168 — Cucrema ey e ’
. KpOBI)
KOHTPOJTIO PiBHS . § oL by
: BUKOPHCTAaHHS BUKIIFOYHO B IarHOCTHIII in Vitro
IJTFOKO3HU B KPOBI / : .
: tun ensumy: GDH-FAD rmoko3ozeriaporenasa i3 3acToCyBaHHIM
ketoHiB IBJ] mis 3 :
2 ¢bnaBiH-aIeHIH TUHYKICOTHIY.
JIOMAIITHBOTO 3 : -
. | remarokput 20% - 65%, 103BOJISIE MPOBOAUTH AHAII3 Y JIIOAEH
BUKOPUCTAHHS / TYHKTI .
OyIb-SIKOTO BIKY.
JOTIIATY. ) a5 |
BUCOKA CTa01IbHICTh MPH HU3BKHUX 1 BUCOKHX TeMIIepaTypax.
MOXUTUBICTh BUKOPHCTOBYBATH HE TIJIbKHU KalliJSIPHY KPOB, ajie
TAKOX 1 BEHO3HY IS CAMOCTIHHOTO TECTYBaHHSL.
JInisg minTBepKeHHS BIAMOBITHOCTI MEIUKO - TEXHIYHUM BHMOTaM
YYacCHHK NMOBUHEH HAJATH y CKJIaJi MPOMO3UIIi] IeKIaparlito
BiAMIOBiTHOCTI, cepTH(]iKar sikocTi Ta/abo cepTudikar
BIATIOBITHOCTI, iIHCTPYKIIi{O 3 BUKOPUCTAHHSI
3 Tect cMyxKH Tect cmyxku EasyTouch ais BUMIprOBaHHS PiBHS XOJIECTEPUHY B

EasyTouch mns

KPOBI.




BUMIPIOBaHHS PiBHS
XOJIECTEPUHY B KPOBI
(25 mr/ym). (HK
024:2019 - 47006 -
IIIBH KU TeCTOBHH
IIPUCTPiH 3araIbHHOTO
XOJIECTepUHY/MMOO1IKa
BUCOKOT IMLIBHOCTI.)

IloBuHHI OyTH pU3HAYEHI:

- Ul BU3HAUEHHS DIBHS TUIFOKO3H, XOJIECTEPUHY, CEYOBOI
KHCIIOTH,

- IS in Vitro JiarHOCTUKH,

- IS amapary 3 XapaKTepHCTHKamu : - Jliama3oH MOKa3HHKIB:
rimoko3a - Big 20 go 600 mr / mr (8ix 1,1 mo 33,3 Mmomns / i);
xonectepuH Bix 100 no 400 mr / m (Bix 2,6 no 10,4 MMos / 1);
ceyoBa kucinota Big 3 1o 20 mr / m (Bix 179 mo 1190 mmous / 11);
€MHICTE mam'saTi: raroko3a - 200 pe3ynbTaTiB BUMipIOBaHb,
xoJiecTepuH - 50 pe3ynbTartiB BUMIPIOBAHHS;, c€90Ba KUCIOTa - 50
PE3yNIbTATIB BUMIPIOBAHHS;

Yac BumiproBaHHS: I710K03a - 10 cekyHm; XomecTepHH - 150

CEeKyHI; cedoBa kucioTa - 20 cekyna; O66'eM mpobu KpoBi:
TJIIOK03a - > 4 MKT; XOJIeCTepHH - > 15 MKIT; cedoBa KHCJIoTa - > 4
MKJT;

TecT-cMy’XkM TOBHHHI OYyTH NpH3HAYEHI IS CAMOCTIHHOTO
BU3HAYEHHS PIBHS TJIFOKO3H, XOJIECTEPHHY, CEUOBOI KUCIIOTH B
3pa3Ky CBIXOI KammiIIpHOI KPOBI.

B opnniii ymakoBii He 6isibine 25 IITYK.

JIist miaTBepHKEHHS BiIIOBIIHOCTI MEIHKO - TEXHIUHAM BUMOTaM
YYaCHUK [TOBUHEH HAJaTU y CKIIAMi MPOTIO3HUIIIT JeKIapariito
BIANOBIAHOCTI, cepTrdiKaT SKOCTi Ta/abo cepTudikar
BIATIOBIZTHOCTI, iHCTPYKILIO 3 BUKOPHCTAHHSL.

Tecr-cmyxxu Akky-
Yex® [lephopma (50
mt/ym). (HK 024:2019 -
58168 — Cucrema
KOHTPOJIIO PiBHS
[JTIOKO3H B KPOBI /
ketoHiB IBJ mns
JIOMAITTHBOTO
BUKOPHUCTAHHS / IYHKTI
JIOTTISA Y. )

Tecr-cmyxku Axky-Uek [lepdopma mpuszHadeHi st 3aCTOCYBaHHS
3 riokomeTpamu Akky-Uek [lepdopma ta Axky-Uek
Ilepbopma Hano 11t KiTbKiCHOTO BU3HAYEHHS TIFOKO3H Y CBIXKii
KaIiasIpHi# HiTbHIM KPOBI, SIK TOTIOMDKHHUH 3aci0 MOHITOPUHTY
e(eKTUBHOTO KOHTPOJTIO TIIIOKO3H. 3 [ialla30HOM BUMIpY HE
Memrime 0,6 MMOJIB/JT Ta He OlIbIne 33,3 MMOJIB/IL, 3
BHKOPHCTaHHAM He Oimbir HiX 0,6 MKJI. KpOBi, TEPMiHOM BHMIpY
[IFOKO3H He OUTBIN HiX 5 CEK., 31 CKJIAJ0M PeareHTy: XiHo-
MpoTeiH riroko3oaeriaporeHasu ((Mut. Q-GDH) 3 Acinetobacter
calcoaceticus) i 3 TepMiHOM IPHIATHOCTI TECT-CMYKOK, IO HE
3MIHIOETECSI TICHIsE BIAKPHUTTS YIIAKOBKH MPOTSTOM BCHOTO TEPMIHY
NPUAATHOCTI

Tecr-cmyxku Axky-Yek [lepdhopma BiAmOBIifai0TH BUMOTaM
cranzapry EN ISO 15197:2013

B ymakormi 50 mtyk

Tecr-cmyxku Axky-Yexk [lepdopma cyMicHI TIIBKH 3
rmoxkoMeTpamu Akky-Yek [Tepdopma ta Axky-Yek
Ilepdopma Hano, sikim 3abe3mnedeHi iHCYTIHO3ATIESKH] TITH.

HeoOxiHI JOKyMEHTH AJIs MiATBEPI)KEHHS BiIIOBITHOCTI MEIHKO -
TEXHIYHUM BUMOTaM:

JeKJIapallis BIAMOBITHOCTI, cepTUdiKar sKocTi Ta/ abo cepTudikar
BIINIOBIIHOCTI T2/ a00 MAacHOPT SIKOCTI, IHCTPYKIIS 3




BHUKOPHUCTAHHA.

CITOLAB® 3GK -
JIarHOCTHYHI TECT-
CMYKKH IS
BH3HAYEHHS [IIOKO3H,
OisKa, KETOHIB y cedi
(100 mt/ym). (HK
024:2019 — 54514-
YucieHH] aHaITH ceul
IVD, uabip,
KOJIOPUMETPUYHA TECT-
CMYJKKa, eKCIIpec-
aHajis.)

JIiarHOCTHYHI TECT-CMYXXKH JIJISl BA3HAUYEHHS TIIFOKO3H, O17TKa Ta
ketoHiB y ceui CITOLAB 3GK.

Ne dopma Omuan | Kinbkic
n/ | H BUITYCKY iyl Thb
o |a BUMIpY

3

B

a

1 | CITOLAB | Ty6a (100 [tyxa
3GK(rmoko | Tect-

3a, OLIIOK, CMYXOK)
KETOHM )

JliarHOCTHYHI TECT-CMYXKH 000B'I3KOBO TIOBUHHI MICTUTH:
[JIFOKO3Y, KeTOHH, O110K

KimpKicTh CMYXOK B OfIHIN YIIAKOBIII HE IOBUHHA OyTH HHXX4a 32
100 mT.

IloporoBuii piBeHb BU3HAYEHHS [VTIOKO3H HEe MEHIIMH 32 5,5
MMOJIB/J1, KeToHIB He BHIIe 3a (0,5 MMoJb/i1, Oiiiky He Bume 0,1 -
0,15 r/a

Tepmin npumaTHoOCTI ckiIanae 24 Micsili Ta He 3MIHIOETBCS MiCIIs
BIIKPUTTS TyOH

36epiranHs MpH TeMIEpaTypi, HUXKHINA IOPIr SKOi He IOBUHEH
nepesurnyBaru +2°C, a Bepxuid +30 °C

HasBHICTB iHCTpYKIIIT yKpalHCHKOK MOBOIO
TecT — cMyXKH MarOTh OyTH 3apeecTpoBaHi B YKpaiHi

TecT-cMy)KH 3a0€3MedyIoTh IIBU/KE HAIliBKiJIbKICHE BU3HAYEHHS
[JIIOKO3H, KETOHIB Ta OLIKy y cedi 6e3 creniansHOro oOnajgHaHHS Ta
3a0e3MeuyIoTh Bi3yalbHy OILIHKY pe3y/IbTaTiB J0CIIKEHHS.

Jlist i ATBEpIKEHHS BiAMOBITHOCTI MEIMKO - TeXHIYHUM BUMOTaM
YYaCHMK TIOBHHEH HaJaTH ¥ CKJIaJi IpOMO3UIlii AeKnapanito
BiAMOBIAHOCTI, cepTU(IKAT SKOCTI (OpUTiHAI BHIAHHH
BHUPOOHHUKOM 3 II€YATKOK BHPOOHHUKA), IHCTPYKIIIIO 3
BUKOPHCTAHHSI.




CITOLAB™ 10 M -
TECT-CMYKKH
MIarHOCTHYHI IS
BH3HAYEHHS
ypOOiTiHOTEHY,
[JIFOKO3H, O1Tipy0iHy,
KETOHIB, KpoBi, pH,
OinKa, HITPUTIB,
IIHATOMOI Bary,
neitkormtiB Nel100. (HK
024:2019 — 54514-
YncneHHi aHaIITH cevi
IVD, nabip,
KOJIOPUMETPUYIHA TECT-
CMYXKKa, eKCIIpec-
aHai3

TecT-cMy)Ku 3a0e3TeYyIOTh IIBUIKE HAIIBKLUIBKICHE BU3HAYCHHS
10 moka3HUKIB y cedl.

TpuBamicTh mpoBeAeHHS aHami3y - 1 — 2 XB.

[Toporosi piBHI peYOBHH:

Peuosuna Ilopozosuii pisens
binox 10-15 mr/mm.
['mroxo3a 50 mr/m.

Ketonn 5 mr/pmn.
VYpobiniHoren 1 on. Epmixa/n.
Binipy6in 0,5 mr/mn.

ITutoma Bara Bix 1,000 mo 1,030 3

kpoxom 0,005.
Epurponutu
10 Ep/mx.
pH
5 Bin 5 mo 9 3 TouHicTIO
JlerikouuTH 10 1 oguHHMI.
Hirtpitu 20-25 Jleit/Mxn

0,05 Mr/a HITPHUT 10HIB

Tecrtu 36epiratoThes pH KiMHATHIHM Temneparypi Big +210 +30 C

Tepmin mpuparHocTi TecTiB 24 Micsiili Ta He 3MIHIOETBCS MICIA
BIIKPHUTTS TYOH.

B HagBHOCTI € KOMIIEHCATOPHA 30HA, SIKa CIIyT'y€ MapKepoM
MPUIATHOCTI 711 pOOOTH 3 aHAII3aTOPOM.

BukopucToByeThCs BUKIIIOUHO 3 aHati3atopom CITOLAB
READER 300 .

JI71s miATBEpIKEHHS BiAOBIAHOCT]I MEIMKO - TEXHIYHUM BUMOTaM
YYaCHMK TIOBHHEH HAJaTH y CKJIai IPONO3HUIlii AeKIapaliio
BiAMOBIXHOCTI, cepTU(iKar SIKOCTi (OpUTiHaN BHIAHUH
BHPOOHHKOM 3 TI€YATKOK BHPOOHHUKA), IHCTPYKIIIO 3
BUKOPHCTaHHS.

Menu4auil AMPEKTOP
l'onoBHa Menn4Ha cecTpa
Cectpa menuuna 31ICM

3 060B’s13KaMu (hapmarieBTa i

“Txauenxo FO.C.




